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CENTRAL NERVOUS SYSTEM
1.1
Central nervous system stimulants
1.1.1
Central analeptics
Please note that Government Gazette No. 3390, Notice No. R32, 1972, dated February 25th, 1972, proclaims that amphetamines be included in Part 1 of the Schedule to Act 41/1971 thus making them PROHIBITED Dependence-producing Drugs. These products may not be possessed, handled or kept by anybody, unless otherwise authorised in terms of section 22a of Act 101 of 1965. Cognisance should also be taken of Act 140 of 1992 as published in Government Gazette No 14143 on 15 July 1992.

 XE "Modafinil 100 iPharma" MODAFINIL 100 IPHARMA, iPharma [N/P/S in C]

Modafinil.

Indications: Improve wakefulness in pts.with excess. daytime sleepin.assoc.with narcolepsy as defin, by either of the two follow.DSM IV criteria in the absence of clinic.signific.medic./psychot. condit. (1) Dly.recur.daytime naps/lapses into sleep x3mnths plus sudd.bilat.loss of postur.musc. tone in assoc.with intense emot. (2) Excess. sleepin. / sudd.musc.weakn.with assoc. features e.g. sleep paralysis/hypnagogic hallucinat., automat. behav./disrupt.maj.sleep episod./ polysomnography demonstrat.sleep latency of less than 10 mins or rapid eye movem sleep latency less than 20 mins.

(S5) TABS. 49/1.1/0260

3004875-001: 100 mg, 30, R504,32
Dosage: Adults: 200 mg/day giv.as sngl.morn. dos. Dos.of 400 mg/day giv.as a sngl.dos.are well tolerat. but no consist.evid.of addition.benef. beyond 200 mg dos.

Contraindications: Maj.anx.outside specialis. units, childr.& adolesc.und.16 yrs., sev.ren. impairm., safety in pregn.& lactat.not est., uncontrol. mod. to sev. hypertens., card.dysrhythm.

Side effects: Freq: Decr.appet., nervousn., insomn., anx., depress., abnorm.think., confus., irritabil., headache, dizzin., somnol., paraesthes., blurr. vis., tachycard., palpitats., vasodilat., abdom. pain, naus., dry mouth, diarrh., dyspeps., constipat., asthen., chest pain , abnorm.LFT, dos. relat.incr. in ALP.& GGT. Less.freq: Pharyngit., sinusit., eosinopshil., leucopen., anaem., leucocytos., min.allerg.react., hypercholesterolaem., hyperglycaem., diabet. mellit., incr.appet., albuminur., sleep disord., emot. labil., decr.libido, hostil., depersonalisat., personal. disord., abnorm.dreams, agitat., aggress., suicid. ideat., psychomot.hyperact., hallucinat., mania, psychos., dyskines., hyperton., hyperkines., amnes., migraine, trem., vertigo, CNS stimulat., hypoaesthes., incoordinat., movem.disord., speech disord., taste pervers., abnorm.vis., dry eye, amblyop., extrasystol., dysrhythm., bradycard., hypotens., syncope , hypotens., dyspn., incr.cough, asthma, epistax., rhinit., flatul., reflux, vomit., dysphag., glossit., mouth ulc., sweat., rash, acne, prurit., back/ neck pain, myalg., myasth., leg cramps, arthralg., twitch, abnorm.urine, urin.freq., abnorm.ejaculat., menstr.disord., periph.oed., thirst, abnorm,ECG, weight incr./-decr. Unknown. freq: Infect., flu syndr., fev./chills, hypotherm., angioed., urticar., hypersens.react., anaphylax., delus., cataplex., ear pain/disords., hypotens., syncope, bronchit., pneum., tooth disord., vomit., gingivit., anorex., ser.skin reacts.incl. erythema multiform./ Stev.-Johns.syndr./ tox. epiderm. necrolys., drug rash with eosinophil.& DRESS, psorias., ecchymos., dry skin, UTI, pyur., haematur., cystit., dysmenorrh., incr.AST, accident. injur
Special warnings and precautions: Elderly, hepat. fail., discont.at first sign of rash & no re-start., discont.if multi-organ hypersens.react. suspect., psychos.hist., discont.if psych.sympts. dev. in assoc.with modafinil treatm.& no re-start., monitor.for appear./worsen.of suicide relat. behav./ psychot.or manic sympts./aggress.or hostile behav, co-morb.bipol.disord., ECG recomm. prior to treatm.init.& eval.abnorm.finds., monit.BP and heart rate in hypertens., hist.of left ventric. hypertroph./ cor pulmon., mitral valve prolapse hav. experienc.prev. mitral valve prolapse syndr. with CNS stimul., recent MI hist., unstab.angina, insomn., not replacem.for sleep & good sleep hygiene to be maintain., incr.pregn.risk with steroid. contracept.& for 1 mnth.aft.discont.ther. theref. alt.contracept.recomm., hist.of drug &/ stimul. abuse., lact.intol., interacts.with drugs that inhib./induc/metabol.by cytochrome P-450 isoenzym. and other hepat.enzym., concom.TCA’s & anticonvuls., monit.prothromb.times with concom. warfar., monit.for concom.phenytoin toxic., concom.MAOI/CNS act.drugs & cardiovasc. drugs as interact.studies not perform

Interactions: Eff.of OC’s poss.impair.

 XE "Nuvigil" NUVIGIL, (Cipla Medpro) Teva 

Armodafinil.

Indications: Improve wakefulness in adult pts.with excess. daytime sleepin.assoc.with narcolepsy.

(S5) TABS. 48/1.1/1130, 1131

3003512-001: 150 mg, 30, R524,27
3003513-001: 250 mg, 30, R629,34
Dosage: Only use aft.narcoplepsy diagnos.made in accord.with ICSD/DSM criteria; Food may delay onset & prolong eff.

Adults: 150 mg or 250 mg/day giv.as sngl.morn. dos.

Contraindications: Modafinil hypersens., pregn. & lactat.,uncontroll.mod.to sev.hypertens., card. dysrhythm., childr.& adolesc.und.18 yrs., lact.intol.

Side effects: Freq: Headache, naus., dizzin., insomn. Less freq: Palpitats., diarrh., dry mouth, dyspeps., upper abdom.pain, constip., vomit., diarrh., fatig, thirst, influenza-like illn., pain, pyrex., season. allergy, incr.GGT/heart rate, anorex., decr. appet., attent.disturd., trem., migraine, paraesthes., anx., depress., agitat., nervousn., depress. mood, polyur., dyspn., rash, contact dermatit., hyperhidros., Rare: Flatul., chest pain, bronchit., nasopharyngit., sinusit., URTI, arthralg., back pain, oropharyng.pain, cough, hypertens., incr. ALT/ AST. Unknown:Supraventric.dysrhythm., MI, feel. abnorm., irritabil., drug hypersens., anaphylax., convuls., hallucin., anger, aggress., drug abuse, psychot.disord., suicid.ideat./attempt, mania, throat tightn., pharyng.oed., Stev.-Johns.syndr., alopec., DRESS.

Special precautions: Not bioequival.to/directly substitutab.with modafinil, discont.at 1st sign of rash unless clearly not meds.relat., discont.if angioed./anaphylax./mult-org.hypersens.suspect., advise pt.that lev.of wakefuln.may not return to norm., hist.of psychos./depress./mania., discont.if psych.sympts.devel., hist.of MI/unstab.ang.pect./ mitral valve prolaspe/left ventric.hypertroph., consid. card.eval.on clinic.finds.suggest.of mitral valve prolapse, known CV dis., incr.pregn.risk with steroid.contracept.& for 2 mnths.aft.discont. ther.theref.alt.contracept.recomm., 2 neg.pregn. tests 1wk.apart advis.prior to commenc., monit.BP and heart rate in hypertens. pts., drug &/stimul. abuse hist., monit.prothromb.times with concom. warfar., concom.MAOI/CNS act. drugs as interact.studies not perform., hepat./ren.impairm., elderly

Interactions: Eff.of OC’s poss.impair., interacts. with drugs that inhib./induc/metabol.by cytochrome P-450 isoenzymes and other hepat. enzymes, drugs metabol.by CYP2C19, system. expos.of quetiapine decr., co-admin.of potent induc./inhib.of CYP3A4/5 could alter plasma concentr.
1.1.2
Respiratory stimulants
 XE "Cayona" CAYONA, Safeline [P/S]
Caffeine citr.equiv.to caffeine

Indications: Prim. apnoea of prem.newborns

(S3) SOL.FOR INFS.& ORAL SOL, 48/1.4/0091
720951-002: 20 mg/ml, 10 amps, R4 036,67
Dosage: Admin.by IV infus.by syringe infus. pump/ other met.infus.device &/ oral route, init. und. supervis.of physic.experienc.in neonat.intens. care., Admin.only in neonat.ICU with adeq.facilit. avail. for pt.surveil./monitor., do not mix./admin. concom. with other meds.

Prev.untreat.infts.: Load.dos.: 20 mg/kg/body weight admin.by slow IV infus.over 30 min. Maint. dos.(begin.24 hrs.aft.load.dos): 5 mg/kg body weight IV (over 10 mins.)/by oral admin.every 24 hrs

In preterm infts.with insuffic.clin.response to recomm. load.dos.a second load.dos.of max.10-20 mg/kg may be giv.aft.24 hrs., a high.maint.dos. of 10 mg/kg body weight could be consid.in case of insuffic.resp. Discont.admin.when pt.has 5-7 days without a signific.apnoeic attack. Reconsid. diagnos. of apnoea of premat.if respons.not adeq. to 2nd load.dos./maint.of 10 mg/kg/day.

Pts.with recurr.apnoea: Restart.with eith. maint. dos./half a load.dos.depend.on time interv. from discont.to recurr.of apnoea.

Contraindications: IM/SC/intrathec./ intraperiton. inj., concom theophyll.

Side effects: CNS stimulat.incl. irritabil./ restlessn./ jitterin, card.effs.incl.tachycard./ hypertens./ incr.stroke vol., seps., hypersens. react., brain inj., convuls., deafn, regurgitat., incr. gastr. aspir., necrotis.enterocolit., infus.site phlebit./ inflammat., incr.urine output/urine Na/ urine Ca, decr.Hb/thyrox.

Warnings and special precautions:. Meas. baseline plasma caff.conc.prior to init.treatm.in neonat. born to mothers consum.large quant.of caff. prior to deliv., breast-feed.mothers to avoid caff.-contain.food/beverag./meds.as caff.excret.in breast milk, monit.baseline plasma caff.conc.in newborns prev.treat.with theophylline prior to init. treatm., very premat.infts. (< 28 wks.gestation.age &/or body weight <1000 g), newborns with seiz. disords./known CV dis./any unusual rhythm disturbs. on CTG bef.birth, preterm neonates with imp. ren./hepat.funct., monit.pts.for developm.of necrotis. enterocolit., infts.suffer.gastro-oesophag. reflux, pregn & lactat., concom.meds known to interf. with caff.metabol., caffeine has a prolong. t½ in premat.newborn infts.& potent.exists for accumulat., monit.plasma conc.periodic.dur. treatm. in cases of incompl.clinic.respon./signs of toxic., poss.generalis.incr.in metabol.result.in high. energy & nutrit.requirem., diures.& electrol.loss induc. by CAYONA may necessit.correct.of fluid & electrol. disturbs., monit.card.rhythm & BP with concom. doxapram, rule out/treat.other caus.of apnoea prior to init.treatm., fail.to respond to caff. treatm. may indicat.anoth. cause of apnoea.

Drug interactions: Caff.eliminat.poss.decr.with cimetidine & ketoconazole, caff.elimin.poss.incr. with phenobarb.& phenyt., incr.risk of necrotis. enterocolit.with concom.meds.suppress.gastr.acid secret. (incl. H2 recept.blocks./PPIs), potent. stimulat. effs.cardio-resp.syst.& CNS with concom. doxapram
 XE "Naloxone HCl-Fresenius" NALOXONE HCl FRESENIUS AMPS, Fresenius Kabi [P/S]
Naloxone HCl.

Indications: Opioid induc.resp.depress., neonat. resp. depress.second.to opioid admin.to mother.

(S4) INJ. 27/1.4/0157, 27/1.4/0158.

701982-003: 0,02 mg/ml, 10x2 ml amps, R285,68
702097-003: 0,4 mg/ml, 10x1 ml amps, R279,61
Dosage: Admin.SC/IM/IV. IV admin.recomm.in emerg. Adults: 

Opioid toxic: 0,4-2 mg IV at 2-3 min. interv.as need. If no response aft.tot.dos. of 10 mg cons. diagn.of OD from other agents.

Post-op opioid depress: 0,1-0,2 mg IV at interv.of at least 2 mins.to obtain an optimum resp.response while maintain.adeq.analges.

Paediatr: Neonat.opioid induc.depress: 0,01 mg/kg bm IM, IV or SC, rep.at 2-3 min.interv.if necess. Alternat. sngl.IM of 0,06 mg/kg bm at birth for a prolong.act.

Opioid toxic: Childr: 0,01 mg/kg bm IV follow.by 0,1 mg/kg bm if necess.

Side effects: N&V, hypertens., card.arrhythm., hypotens., pulmon.oed., seiz.

Special precautions: Act.of some opioids may exceed naloxone HCl & rep.dos.may be reqd., monit. pt.contin., poss.precipitat.of ac.withdr. syndr. in opioid depend.pts.or neonates of such mothers.

 XE "Pharma-Q Naloxone HCl" PHARMA-Q NALOXONE HCl INJECTION 0,4 mg/ml, Pharma-Q [P/S]
Naloxone HCl.

Indications: Revers.of opioid centr.depress. incl.resp.depress.induc.by natur./synth. opioids dur.known/suspect.opioid overdos./post-op foll.opioid use dur.surg./neonat.resp.depress. second.to opioid admin. to mother dur.labour.

(S4) INJ. 34/1.4/0165. 0,4 mg/ml

704187-001: 10x1 ml amps, R254,96

Dosage: Admin.SC, IM/IV. IV admin.usual.for rapid onset & recomm.in emerg. Do not mix with bisulph. contain.preps./long-chain or high molec. weight anions/alkaline pH sols.

Opioid overdos: Adults: 0,4-2 mg IV at 2-3 min. interv.as need. Consid. diagn.of OD from other agents if no response aft.tot.dos. of 10 mg.

Childr: Usual init.dos: 10 µg/kg bm IV follow.by larg.dos.of 100 µg/kg bm if necess.

Post-op opioid depress: Adults: 0,1-0,2 mg IV at interv.of at least 2 mins.to obtain an optim. resp. response while maint.adeq.analges.

Neonates: 0,01 mg/kg bm IM, IV or SC, rep.at 2-3 min.interv.if necess. Alternat. sngl.IM dos.of 0,06 mg/kg bm at birth for a more prolong.act.

Sustain.opoid antagon: IV infus.at conc.of 4 µg/ml in NaCl 0,9%/5% dextr.infus.at a rate titr.accord.to pt.respons., both to infus.& prev. bolus inj.

Contraindications: Safety dur.pregn.& lactat. not est.

Side effects: N&V, hypertens., card.arrhythm., pulm. oed., seiz.

Special precautions: Act. of some opioids may exceed naloxone HCl & rep.dos.may be reqd., contin. pt.monit.necess.to detect.re-emerg.of opioid toxic.foll.init.revers., ac.withdr.syndr. poss. precipit.where large opioid dos.recd./in physic. opioid depend.or neonates of such mothers.

1.1.3
Others
CONTRAMYL (MDR Listing)

VYVANSE (MDR Listing)

 XE "Acerta" ACERTA, (Cipla Medpro) Teva [N/P/S in C]

Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.& adolesc.(6-17 yrs) & adults (18-65 yrs) meet.DSM-IV criteria.

(S6) PROLONG.REL. TABS. 51/1.2/0285, 0286, 0287, 0288

3003000-001: 18 mg, 30, R459,13
3003003-001: 27 mg, 30, R459,13
3003008-001: 36 mg, 30, R459,13
3003009-001: 54 mg, 30, R459,13
Dosage: Admin.once dly in morn. Eff.shown to be pres.12 hrs.aft.dos. Swallow whole without crush/ div./chew. Indiv.

New pts/pts.taking other stimul: Childr.6 yrs. & old.& adolesc: 18 mg once dly. Adults: 18 or 36 mg once dly.

Tfd.of pts.currently using methylphenidate: Use clinic.judgem. 18 mg once dly.for pts.tak.5 mg methylphenidate 2-3xdly., 36 mg once dly.for pts. tak. 10 mg methylphenidate 2-3xdly., 54 mg once dly. for pts.tak.15 mg methylphenidate 2-3xdly., 72 mg once dly.for pts.tak.20 mg methylphenidate 2-3xdly.

Dos.adjustm: Adjust in 18 mg increm.at approx. wkly. interv. Childr.6-12 yrs: up to max.54 mg/ day. Adolesc: 13-18 yrs: up to max.72 mg/day. Adults: up to max.108 mg/ day. Dos.above indiv. max.dly. dos.not recomm.

Contraindications: Glauc., phaeochromocyt., MAOI, hyperthyroid., sev.depress.diagnos./hist., anorex.disords., suicid.tendenc., psychot.sympts., sev.mood disords., man., schizophren., psychopath./ borderline personality disords, sev.& episode.(type1) bipolar disord.diagn./hist., pre-exist. CV disords.incl.sev.hypertens./HF, arter. occlus. dis./angina/haemodynam.signific.congenit. heart dis./cardiomyopathy./MI/potent.life-threat. dysrhythm.& channelopath./QT prolongat., pre-exist. cerebrovasc. disords, cerebr.aneurysm, vasc. abnormal. incl.vasculit./stroke, pts.with mark.anx./ tens./agitat., Tourette's syndr./family.hist. thereof, imp.liv.& ren.funct., childr.und.6 yrs., pregn.& lactat.

Side effects: Freq: Nasopharyngit.,URTI, sinusit., anorex., decr. appet., insomn., nervousn., affect lability, aggress., agitat., anx., depress., irritability, abnorm.behav., mood swings, tics, init.insomn., depress.mood, decr.libido, tens., bruxism, panic attack, headache, dizzin., dyskines., psychomot. hyperactiv., somnol., paresthaes., accommodat. disord., vertigo, dysrhythm., tachycard, palpitats., hypertens., cough, pharyngolaryng./abdom.pain, diarrh., naus., stom.discomf., vomit., dry mouth, dyspeps., incr.alanine aminotransfer., alopec., prurit., rash, urticar., arthralg., musc.spasm., pyrex., growth retardat.dur.prolong.use in childr. erect. dysfunct. Less freq: Anaem., leucopen., thrombocytopen., purpura, hypersens. react., psych.disords., audit./vis./ tactile hallucinat., anger, suicid.ideat., mood alter., restlessn., tearfuln., tics/ worsening thereof, Tourette's syndr., logorrh., hypervigil., sleep disord., mania, disorientat., libido disord., suicid. attempt, trans.depress.mood, abnorm.think., apathy, repetit.behav., over-focuss., sedat., trem., convuls., choreo-athetoid movem., revers. ischaem.neurologic.deficit, NMS, diplop., blurr.vis., difficult.vis.accommodat., vis.disturb., chest pain, ang.pect., card.arrest,MI, sudd. card. death, cerebr.arterit.&/occlus., periph.coldn., Raynaud's phenom., dyspn., constip., hepat.enzym. elev., abnorm.liv.funct., angioneurot.oed., bull./ exfoliat.condits., hyperhidros., macul.rash, eryth., eryth.multiforme, exfoliat.dermatit., fix.drug erupt., myalg., musc.twitch./ cramps, haematur., pollakiur., gynaecomast., fatig., irritabil., feel. jittery, asthen., thirst. Freq.unknown: Pancytopen., delus., thought disturbs., confus. state, depend., abuse/depend, cerebrovasc. disords, supraventric.tachycard., grand mal convuls., migraine, mydrias., bradycard., ventric. extrasyst., priapism, chest discomf., hyperpyrex., decr.therapeut.resp.
Warnings and special precautions: Bas.decis. to init.ther.on thorough assessm.sev.& chronicity of sympts.relat.to age, treatm.should not and need not be indefin., periodic.re-eval.long term usefuln., ther. over 12 mnths.to be careful.monit.for CV status/ growth & psych.disords., de-chall.ther.at least once year.to assess pt.funct., safety & effic. not est.for init.ther.in adults/rout.ther.beyond 18 yrs., reg.review need for furth.treatm.in adults beyond18 yrs., safety & effic.not est.in elderly, underly.med.condits.poss.compromis.by incr.heart rate & BP and pts.with known struct.card. abnormal./ cardiomyopathy, ser.heart rhythm abnormalit/ other card.prob.plac.them at incr. vulnerabil.to sympathomimet.effs., developm.of new neurolog.sympts.consist.with cerebr. ischaem., consid.poss.caus.role and ther. discont. in treatm.emerg.psychot.sympts./man.without prior hist., emerg./worsen.of aggress.& hostile behav./suicid.tendenc./anx./agitat.or tens./co-morbid bipol.disord., prior clinic.eval.for fam. hist. of tics.& reg.monit.,monit.developm./worsen.of psych. disords. at every dos.adjustm.& every 6 mnths, monit.mod.reduc.weight gain & growth retardat.in childr., low.convuls.thresh.in seiz. hist./prior EEG abnorm., withdr.if seiz.freq.incr./ new.onset seiz.occurs, priapism report.in paed.& adult pts.subseq.to dos. incr./dur.withdr.requir. med. attent., seroton.syndr.poss.with concom. SSRI/SNRI meds., drug depend./ alcoh.hist.monit. for abuse, unmask.of underly.depress/chron.over activ. follow.withdr., not for depress.treatm./ prevent.or treatm.of norm.fatig.states, discont.in case of ren./hepat./heamatologic.disords., pre-exist. sev.GI narrow./diffic.in swallow.tabs., sucr./ fruct./lact.intol., concom.pressor meds., reproduct. toxic.evid.in anim., excret. in breast milk

Interactions: Poss.inhibit.of warfar. anticoags. /anticonvuls.& TCA/SSRI antidepress. metabol., alcoh.exacerb.CNS effs., poss.sudd.BP incr.dur. surg.(halogen.anaesth.)theref.do not admin.on day of surg., use with clonidine/centr.act.alpha-2 agonis. not eval., poss.pharmacodynam. interact. with direct & indirect dopamine agon/-antagon., false posit.amphetam.lab.test., may decr.effectiven. of meds.used to treat hypertens.

 XE "Amfexa" AMFEXA, (MC Pharma) AI Pharm Ltd 
Dexamfetamine sulfate

Indications: Attent.deficit hyperactiv.disord.in childr. childr.& adolesc.(6-17 yrs) when respon.to prev. methylphenidate treatm. inadeq.
(S6) TABS, 52/1.2/0871, 0872
3004465-001: 5 mg; 30, R398,71
3004466-001: 10 mg; 30, R704,38
Dosage: Init. & supervis.by medic.practit.exper.in treatm.of childh.behav.disords. Indiv.accord.to clinic. need & respons. Admin low.effect.dos.
Recomm.start.dos: 5 mg 1-2 x dly., incr.if necess. by wkly.increments of 5 mg in dly dos.accord.to tolerabil.& effic. Max.recomm.dos: 20 mg/day up to 40 mg in rare cases.

Discont.treatm.if sympts.do not improve aft. appropr. dos. adjustm.over a 1-mnth.per.

Contraindications: Hypersens.to sympathomimet. amines, glauc., phaeochromatocyt., advanc.arterioscleros., symptomat.CV dis.incl.structur. card.disords., mod.to sev.hypertens., HF, arter.occlus.dis./ angina/ haemodynam.signific.congenit.heart dis./ cardiomyopathy./ MI/potent.life-threat. dysrhythm. & channelopath., advanc. arterioscleros., hyperthyroid./ thyrotoxicos., cerebrovascul.disords., MAOI, porphyr., Tourette's syndr., drug/alcoh.abuse hist., sev.depress., anorex. disords., suicid.ideat., hyperexcitabil., sev. & episod. bipol.disord. schizophren., psychopath./ borderline personality disords, pregn. & lactat., safety & effic.not est.in.childr.und.6 yrs.

Side effects: Freq: Dysrhythm., palpitats., tachycard., abdom.pain.cramps, N&V, dry mouth, changes in BP/heart rate, decr.appet., reduc. weight gain/weight loss dur.prolong.use in childr., arthralg., vertigo, dyskines., headache, hyperactiv., insomn., nervousn., abnorm.behav., aggress., excitat., anorex., anxiety, depress., irritabil. Less freq: Anaem., leukopen., thrombocytopen., ang. pect., card.arrest, Tourette’s syndr., diffic.vis. accommodat., blurr.vis., mydrias., abnorm.liv. funct., growth retardat.dur.prolong.use in childr., musc.cramps, fatig., convuls., choreoathetoid movem, intracran.haemorrh., hallucin., psychos./ psychot.reacts., suicid.behav., tics/worsen.of pre-exist.tics, rash, urticar., eryth.multiforme, exfoliat. dermatit., fix.drug erupt., cerebr.vasculit.&/ occlus., CV collapse. Freq.unknown: Cardiomyopathy, MI, ischaem.colit., diarrh., chest pain, hyperpyrex., fatig., sudd.death, hypersens., acidos., rhabdomyolys., atax., dizzin., dysgeus., concentrat.diffic., hyperreflex., stroke, trem., confus., depend., dysphor., emotion.lability, euphor., imp.cognit.test perform., alter.libido, night terrors, obsess.compuls.behav., panic states, paran., restlessn., ren.damage, impot., sweat., alopec., Raynaud’s phenomen.

Warnings and special precautions: Re-assess. need.for contin.treatm.periodic., de-chall.ther.at least once year.to assess pt.funct., effic.in adults./ elderly not est., ren./hepat.insuffic., assess person. & famil. card./psych.hist.pre-treatm., review BP & CV status regular., avoid.aftern.dos.as insomn.poss., ther.over 12 mnths.to be careful. monit. for CV status/ growth & psych.disords., prompt card.evaluat.advis.in pts.develop.palpits./ exept.chest pain/unexplain.syncope/ oth.sympts. suggest.of card.dis.dur. treatm,underly.med. condits. poss.compromis.by incr.heart rate & BP and pts.with known struct.card. abnormal./ cardiomyopathy, ser.heart rhythm abnormalit/ other card.prob.plac.them at incr. vulnerabil.to sympathomimet.effs., risk facts.for cerebrovasc. disords., developm.of new neurolog.sympts. consist.with cerebr.ischaem., exist.behav./thought disords., consid.poss.caus.role and ther.discont.in treatm. emerg.psychot.sympts./man.without prior hist., emerg./worsen.of aggress.& hostile behav./ suicid.tendenc./anx./agitat.or tens./co-morbid bipol. disord., prior clinic.eval.for fam.hist.of tics.& reg.monit.,monit.developm./worsen.of psych. disords. at every dos.adjustm.& every 6 mnths, monit.mod.reduc.weight gain & growth retardat.in childr., low.convuls.thresh.in seiz.hist./prior EEG abnorm., withdr.if seiz.freq.incr./new.onset seiz. occurs, drug depend./ alcoh.hist., monit.for abuse/ misuse/divers., unmask.of underly.depress/chron. over activ. follow.withdr., not for prevent.or treatm. of norm.fatig.states, discont.in case of ren./hepat./heamatologic.disords.,fruct.intol., concom.CYP substr.with narr.therapeut.index, concom. inhibit/induc.of CYP enzym., concom. pressor meds, reproduct.toxic.evid.in anim., excret. in breast milk
Interactions: Incr.absorpt.with GI acidif.agents, decr.urin.excret. with urin.alkaliniz.agents, poss. incr.durat.of act.with clonidine, sedat.eff.of antihist. poss.decr., antihypertens.act.of guanethidine/ clonidine/ß-block.poss.inhibit., depress. eff.opiates poss.incr., poss.sudd.BP incr. dur. surg.(halogen.anaesth.)theref.do not admin.on day of surg., incr. CV adv.event risk with TCAs, adrenerg. eff.of norepinephrine poss.enhanc., analges. effs.of meperidine/morphine enhanc., poss. inhibit.of warfar.anticoags./anticonvuls.& TCA/SSRI antidepress.metabol., alcoh.exacerb. CNS effs., phenothiazines block centr.stim.eff., false posit.amphetam.lab.test.
See also MDR page 45.
 XE "Anexate" ANEXATE, Pharmaco [P/S]

Flumazenil.

Indications: Revers.of benzodiazepines sedat. eff.where gen.anaesth.induc.& /maintain with benzodiazepines, where sedat.produc.with benzodiazepines for diagnost.& therapeut.proced., managem.of benzodiazepines overdos.

(S5) INJ. V/34/140, 141.
779792-009: 0,5 mg/5 ml, 1x 5 ml amp, R434,42
779806-018: 1 mg/10 ml, 1x 10 ml amp, R712,67
Dosage: IV use only.
Revers.gen.anaesth.adults: Init.: 0,2 mg (2 ml) IV over 15 sec., if desir.respon.not obtain.within 45 sec.admin.2nd dos.of 0,2 mg (2 ml) , rep.at 60 sec. interv.where necess.to max.total dose of 1 mg (10 ml). Indiv.accord.pts.respons.with most pts. respond.to 0,6 mg-1 mg. In event of re-sedat. admin. repeat.dos.at 20 min.interv.as need. No more than 1 mg (given as 0,2 mg/min.) at one time & no more than 3 mg in any hr. Admin.as series.of small inj.to allow.practit.good contr.

Contraindications: Safety dur.pregn.& lact.not est., pts.receiv.benzodiazepin.for contr.of potent. life-threat.condits.

Side effects: N&V, fatig., headache, inj.site pain/ reacts., cutan.vasodilat., agitat., dizzin., emot. lability, abnorm.vis.& hear., paraesthes., confus., convuls., somnol., speech disords., rigors, shiver., card.arrythm., bradycard., tachycard., hypertens., chest pain, hiccup.

Special precautions: Seiz.esp.in pts.suff.from epilep./ sev.hepat.impairm.partic.aft.long-term treatm. with benzodiazepine/mix.drug overdos., epilept. receiv.prolong.benzodiazepine treatm., in mix. drug OD the toxic eff.of other drugs esp.cyclic antidepress. may emerge, avoid rapid inject.in pts. with high dos.&/long term benzodiazepine expos., withdr. sympts.habit.benzodiazepine users, provok. panic attack.in pts.with hist.thereof., monit. for re-sedat. resp.depress./other resid. benzodiazep. eff. for up to 120 min., post-op.airway prob./ ventilatory insuffic.induc.by benzodiazepine not fully revers., precipit.convuls./alter.blood flow.in head injur.pts rec.benzodiazepine, not recomm.for benzodiazepine depend.treatm./managem.of protract. benzodiazepine abstin.syndr.
Drug interactions: Blocks central effs.of benzodiazepines by competit.interact at receptor lev., eff.of non-benzodiazepine agon.at benzodiazepine recept.are block.

 XE "Atastrat" ATASTRAT, Sandoz [P/S]

Atomoxetine HCl

Indications: Attent-deficit/hyperactiv.disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.
(S5) CAPS, A52/1.2/0976, 0977, 0978, 0979, 0980, 0981
3003812-001: 10 mg; 28; R306,48
3003813-001: 18 mg; 28; R306,48
3003814-001: 25 mg; 28; R306,48
3003815-001: 40 mg; 28; R306,48
3003816-001: 60 mg; 28; R306,48
3003817-001: 80 mg; 28; R306,48
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paed./childr.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs. May be discont. without taper.dos. No long term control.stud.conduct.in adults.
Childr.& adolesc.up to 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg& adults: Init.tot. dly.dos: 40 mg. Maint.init.dos.x7 days bef. upward titrat. accord.to clinic.respon.& tol. Recomm. maint dos: 80 mg. No addit.benef. demonstr.with high.dos. Max recomm.tot.dly. dos.in adults is 80mg.

Contraindications: Uncontrol.hypertens., imp. liv. funct, concom.MAOI’s/ within 2 wks.of a MAOI/ admin of a MAOI within 2 wks of discont. atomoxetine, sev.cerebrovasc.disords., phaeochromocyt./ hist.thereof, narr.angle glauc.

Side effects: Childr.& adolesc: Freq: Anorex., decr.appet., irritabil., mood swings, insomn., agitat., anx., depress., depress.mood, tics, dizzin., headache, somnol., mydrias., abdom. pain, constip., dyspeps., N&V, dermatit., rash, prurit., fatig., lethargy, chest pain, incr.heart rate/BP. decr. weight. Less freq: Suicide relat. events, aggress., hostility, emot.labil., psychos. incl.hallucin., syncope, trem., migraine, paraesthes., hypoaesthes., seiz., blurr.vis., conjunctivit., palpitat., sinus tachycard., QT interv.prolongat., Raynaud's phenomen., dyspn., incr.bld.bilirub., abnorm./incr.LFT, jaund., hepatit., liv.injur., ac.hepat.fail., hyperhidros., allerg.reacts., urin.hesitat./retent., priapism, male genit.pain, asthen.
Adults: Freq: Decr.appet, insomn., agitat., decr. libido, sleep disord., depress., depress.mood, anx., headache, dizzin., dysgeus., paraesthes., somnol., trem., palpitat., tachycard., hot flush./ flush., abdom.pain, constip., dry mouth, dyspeps., flatul., N&V, rash, hyperhidros., dermatit., urin.hesitat./retent., dysur., pollakiur., dysmenorrh., ejaculat.disord., erect.dysfunct., prostatit., male genit. pain, fatig., chills, asthen., lethargy, feel.jittery, irritabil., thirst, incr.BP/ heart rate, decr.weight. Less freq: Suic.relat. events, aggress., hostility, emot.lability, restlessn., tics, psychos.incl.hallucinat., syncope, migraine, hypoaesthes., seiz., blurr.vis., QT interv. prolongat., periph.coldn., Raynauds phenom., dyspn., abnorm./incr.LFTs, jaund., hepatit., liv.inj., ac. hepat.fail., incr.bld.bilirub., allerg.reacts., prurit., urticar., musc.sp., micturit. urg., ejacul.fail., menstr.irregul., abnorm.orgasm, priapism, feel.cold, chest pain.
Special warnings and precautions: Hepat. insuffic., hypertens.of end-stage ren.dis.poss exacerb., monit.for appear./ worsen.of suicide-relat.behav./aggress./hostility/ emot.labil., incr. risk of psych.reacts.in childr.with person./fam. mood disord.hist., not approv.for maj.depress. disords., known serious structur.card.abnormal., cerebrovasc.dis.risk fact., discont.& never restart.in pres.of jaund./lab.evid.of liv.injur., lab. test.to determ.liv.enzym.lev.& bilirub.on first S&S of poss.liv.involvem., consid.discont.with treatm.-emerg. psychot./manic sympts., pts.with seiz.hist., consid.discont.if seiz.dev./seiz.freq. incr., monit. growth & developm.in childr.& adolesc., monit.for appear./worsen.of anx. sympts./ depress. mood/depress.& tics, avoid in pts.with Raynaud’s phenom., urin.retent./-hesitancy poss.relat., safety & effic.in childr.und. 6 yrs.& elderly over 65 yrs.not est., freq.BP monit. of pts.on antihypertens.ther., no adeq. stud. in pregn., excret.in rat’s milk but not known if excret.in human milk, eval.effs.bef.driv./ perform. complicat.tasks, condits.predispos.to hypotens.

Interactions: Ser.poss.fatal reacts.with concom. MAOI’s/when admin.in close proximity, incr. expos. with CYP2D6 inhibits., risk of in vivo expos. unknown with admin.of cytochrome P450 enzym. inhibit.to CYP2D6 poor metabol., potent. CV effs.of salbutamol/other ß2 agon./pressor agents, incr. risk of QT interv.prolongat.with concom.QT prolong. meds. (incl.neurolepts./class IA & III anti-rhythmics/ moxifloxacin/ erythromycin/ methadone/mefloquine/ TCA’s./Li/ cisapride/ meds.caus. electrol.imbal.(incl. thiazide diuret.) & CYP2D6 inhibits.), concom. meds.known to low.seiz.thresh., caut.when discont.concom.benzodiazep.due to potent. withdr.seiz., effic.of antihypertens.meds.poss. decr., poss.addit./synergist.pharmacologic.effs. with meds.that affect noradrenaline,
 XE "Attencit" ATTENCIT, Pharma Dyamics[P/S]

Atomoxetine HCl

Indications: Attent-deficit/hyperactive.disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.

(S5) CAPS, A51/1.2/0376, 0377, 0378, 0379, 0380, 0381
3003013-001: 10 mg, 28, R272,58
3003014-001: 18 mg, 28, R272,58
3003015-001: 25 mg, 28, R272,58
3003016-001: 40 mg, 28, R272,58
3003017-001: 60 mg, 28, R272,58
3003018-001: 80 mg, 28, R272,58
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paed./childr.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs. May be discont. without taper.dos.

Childr.& adolesc.up to 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg: Init.tot.dly.dos: 40 mg. Maint.init.dos.x7 days bef.upward titrat. accord.to clinic.respon.& tol. Recomm.maint dos: 80 mg. No addit.benef.demonstr.with high.dos. Max recomm.dos.in adults is 80mg.

Contraindications: Uncontrol.hypertens., imp. liv. funct, sev.CV disords.in pts.expect.to deterior. with BP/heart rate incr., cerebrovascul.disords., pheochromocyt. or hist.thereof, concom. MAOI’s/ within 2 wks.of a MAOI/ admin of a MAOI within 2 wks of discont. atomoxetine, narr.angle glauc., permanent.discont.in jaund./marked incr.liv. enzym.val., no adeq.stud.in pregn., not known if excret.in human breast milk 

Side effects: Childr.& adolesc: Freq: Anorex., decr.appet., aggress./hostility,  irritability, mood swings, agitat., anx., depress., depress. mood, dysphor., tics, dizzin., headache, somnol., paraesthes., mydrias., abdom.pain, constip., dyspeps., naus., vomit., dermatit., rash, prurit., fatig., lethargy, chest pain, decr.weight, incr.heart rate/ BP. Less freq: anaphylact.reacts., angioed., rash, urticar. , suicid.ideat./behav., anger, emot. labil., psychos., hallucinats., syncope, trem., migraine, hypoaesthes., seiz., trem., vasovag. syncope, tics, blurr.vis., conjunctivit., palpitat., sinus tachycard., QT interv.prolongat., dyspn., sinusit., rhinorrh., cough, incr.bld.bilirub., abnorm./ incr.LFT, jaund., hepatit., liv.injur., ac.hepat.fail., hyperhidros., urin.hesitat./retent., priapism, male genit.pain, asthen. Unknown freq: Raynaud's phenomen., mania, hypoman., delusion.think., excoriat., MI, peripher.vasc.instabil., stroke, sudd.death
Adults: Freq: Decr.appet, early morn.awaken., decr. libido, sleep disord., insomn., agitat., dizzin., insomn., paraesthes., sinus headache/headache, dysgeus., somnol., trem., palpitat., tachycard., hot flush./ flush., abdom.pain/discomf., constip., dry mouth, dyspeps., flatul., naus./vomit., rash, hyperhidros., dermatit., rash, urin.hesitat./-retent., dysur., pollakiur., urin.flow decr., dysmenorrh., ejaculat.disord./dysfunct., prostatit., male genit. pain, fatig., chills, asthen., lethargy, feel.jittery, irritabil., thirst, incr. BP/ heart rate, decr. weight. Less freq: Anaphylact.reacts., angioed., rash, urticar., restlessn., psychos., syncope, migraine, hypoaesthes., seiz., tics, blurr. vis., QT interv.prolongat., periph.coldn., dyspn., abnorm./incr. LFTs, jaund., hepatit., liv.inj., ac. hepat.fail., incr.bld.bilirub., allerg.reacts., prurit., urticar., musc.spasm., micturit.urgency, ejacul. fail., menstr.irregul., abnorm. orgasm, priapism, feel.cold, chest pain. Unknown freq.: Aggress., hostility, anx., anger, depress., depress.mood, mania., hypomania, suicide-relat.events/behav., emotion.labil., delusion.think.,MI, Raynaud's phenomen., stroke, sinusit., rhinorrh., cough, sudd.death
Warnings and special precautions: Hepat. insuffic., hypertens.of end-stage ren.dis.poss exacerb., incr.mydrias.risk, monit.for appear./ worsen.of suicide-relat.behav./aggress./hostility/ emot. labil., not approv.for maj.depress.disords./ anx., mood disord.hist., known ser.struct.card. abnormal., condits.assoc.with abrupt heart rate/ BP chang./hypotens., monit.heart rate/BP freq., hypertens., tachycard., CV/cerebrovasc.dis., congen./ acquir.long QT/famil.hist.of QT prolongat., risk facts.for cerebrovasc.dis., condits. predispos. to hypotens., discont.in pres.of jaund./ lab.evid.of liv.injur., lab. test.to determ.liv.enzym. lev.& bilirub. on first S&S of poss.liv.involvem., consid. discont.with treatm.-emerg.psychot./ manic sympts., pts. with seiz.hist., consid.discont. if seiz.dev./seiz. freq.incr., monit.growth & developm. in childr. & adolesc., safety & effic.in childr.und.6 yrs.& elderly not est., effic.of treatm. beyond 18 mnths & safety beyond 2 yrs. not est., monit.for appear./worsen.of anx.sympts./ depress. mood & depress./tics, avoid in pts.with Raynaud’s phenom., concom.system.ß-2 agon.& press.agents, meds.affect. norepinephrine, concom.meds.known to low.seiz. thresh., discont. of concom.treatm. with benzodiazep.due to potent.withdr.seiz., 

Interactions: Incr.expos.with CYP2D6 inhibits. (incl. fluoxetine/paroxetine/quinidine/ terbinafine), potent.act.of salbutamol/other ß2 agon.on CV syst., effic.of anti-hypertens.meds.poss.decr., poss. effs.on BP with pressor agents, poss.addit./ synergist.pharmacologic.effs.with meds.that affect norepinephrine, incr.risk of QT interv.prolongat. with concom.QT prolong.meds.(incl. neurolepts./ class IA & III anti-dysrhythmics/moxifloxacin/ erythromycin/methadone/mefloquine/tricyclic antidepress./ Li/cisapride)/meds. caus.electrol. imbal.(incl. thiazide diurets.)/CYP2D6 inhibits., AUC of midazolam incr.

 XE "Attentra" ATTENTRA, (Cipla Medpro) Teva [P/S]

Atomoxetine HCl

Indications: Attent-deficit/hyperactive.disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.

(S5) CAPS, 50/1.2/0591, 0592, 0593, 0594, 0595, 0596
3002712-001: 10 mg, 28, R277,29
3002722-001: 18 mg, 28, R277,29
3002723-001: 25 mg, 28, R277,29
3002724-001: 40 mg, 28, R277,29
3002725-001: 60 mg, 28, R286,99
3002726-001: 80 mg, 28, R286,99
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paed./childr.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs. May be discont. without taper.dos.

Childr.& adolesc.up to 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg: Init.tot.dly.dos: 40 mg. Maint.init.dos.x7 days bef.upward titrat. accord.to clinic.respon.& tol. Recomm.maint dos: 80 mg. No addit.benef.demonstr.with high.dos. Max recomm.dos.in adults is 80mg/ day.

Contraindications: Sev.CV/ cerebrovasc. disords.,pheochromocyt. or hist.thereof, imp. liv. funct., concom. MAOI’s/within 2 wks.of a MAOI/ admin of a MAOI within 2 wks of discont. atomoxetine, narr.angle glauc., no adeq.stud.in pregn., not known if excret.in human breast milk 

Side effects: Childr.& adolesc: Freq: Anorex., decr.appet., irritability, mood swings, agitat., anx., depress., depress. mood, tics, dizzin., headache, somnol., mydrias., abdom.pain, constip., dyspeps., naus., vomit., dermatit., rash, prurit., fatig., lethargy, chest pain, decr.weight, incr.heart rate/ BP. Less freq: Suicid.ideat./behav., aggress./hostility, insomn., emot.labil., psychos., syncope, trem., migraine, paraesthes., hypoaesthes., seiz., blurr.vis., conjunctivit., palpitat., sinus tachycard., QT interv.prolongat., Raynaud's phenomen., dyspn., incr.bld.bilirub., abnorm./incr.LFT, jaund., hepatit., liv.injur., ac.hepat.fail., hyperhidros., allerg.reacts., urin.hesitat./retent., priapism, male genit.pain, asthen.
Adults: Freq: Decr.appet, decr. libido, sleep disord., agitat., anx., depress., depress.mood, dizzin., insomn., paraesthes., headache, dysgeus., somnol., trem., palpitat., tachycard., hot flush./ flush., abdom.pain, constip., dry mouth, dyspeps., flatul., N&V, rash, hyperhidros., dermatit., urin. hesitat./ retent., dysur., pollakiur., dysmenorrh., ejaculat. disord./ dysfunct., prostatit., male genit. pain, fatig., chills, asthen., lethargy, feel.jittery, irritabil., thirst, incr. BP/ heart rate, decr.weight.  Less freq: Suicide-relat.events, aggress./ hostility, tics, emotion.labil., restlessn., psychos., syncope, migraine, hypoaesthes., seiz., blurr.vis., QT interv. prolongat., periph.coldn., Raynaud's phenomen., dyspn., abnorm./incr. LFTs, jaund., hepatit., liv.inj., ac. hepat.fail., incr.bld.bilirub., allerg.reacts., prurit., urticar., musc.spasm., micturit.urg., ejacul.fail., menstr.irregul., abnorm. orgasm, priapism, feel.cold, chest pain. 

Warnings and special precautions: Urin.retens./- hesitat.rates poss.incr., urin.retens./- hesitat.to be consider. potent.related to ATTENTRA, hepat. insuffic., hypertens.or end-stage ren.dis.poss exacerb., incr.mydrias.risk, monit.for appear./ worsen.of suicide-relat.behav./aggress./ hostility/ emot. labil., not approv.for maj.depress.disords./ anx., mood disord.hist., known ser. structur.card. abnormal., condits.assoc.with abrupt heart rate/ BP chang./ hypotens., monit.heart rate/BP freq., hypertens., tachycard., congen./acquir.long QT / famil.hist.of QT prolongat., risk facts.for cerebrovasc. dis., condits.predispos.to hypotens., discont.in pres.of jaund./lab.evid.of liv.injur., lab. test.to determ.liv.enzym.lev.& bilirb. on first S&S of poss. liv.involvem., consid.discont.with treatm.-emerg. psychot./manic sympts., pts.with seiz.hist., consid. discont.if seiz.dev./seiz.freq.incr., monit. growth & developm. in childr. & adolesc., safety & effic.in childr.und.6 yrs.& elderly not est., effic.of treatm.beyond 18 mnths & safety beyond 2 yrs. not est., monit.for appear./worsen.of anx.sympts./ depress. mood & depress./tics, avoid in pts.with Raynaud’s phenom., concom.system.ß-2 agon.& press. agents, meds.affect.norepinephrine, concom. meds.known to low.seiz.thresh., discont. of concom.treatm.with benzodiazep.due to potent. withdr.seiz.
Interactions: Incr.expos.with CYP2D6 inhibits. (incl. fluoxetine/ paroxetine/quinidine/ terbinafine), potent.act.of salbutamol/other ß2 agon. on CV syst., effic.of anti-hypertens.meds. poss.decr., poss.effs.on BP with pressor agents, poss. addit./synergist.pharmacologic.effs.with meds. that affect norepinephrine, incr.risk of QT interv.prolongat.with concom.QT prolong. meds. (incl. neurolepts./class IA & III anti-dysrhythmics/ moxifloxacin/ erythromycin/methadone/ mefloquine/ tricyclic antidepress./Li/cisapride)/ meds. caus.electrol.imbal.(incl. thiazide diurets.)/ CYP2D6 inhibits.
 XE "Atteze" ATTEZE, Adock Ingram [P/S]

Atomoxetine HCl

Indications: Attent-deficit/hyperactive.disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.

(S5) CAPS, 51/1.2/1046.1040, 1047.1041, 1048.1042, 1049.1043,
3004036-001: 25 mg, 30, R225,97
3004037-001: 40 mg, 30, R225,97
3004038-001: 60 mg, 30, R225,97
3004039-001: 80 mg, 30, R225,97
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paed./childr.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs. May be discont. without taper.dos. Do not open caps.

Childr.& adolesc.up to 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg & adults: Init.tot.dly.dos: 40 mg. Maint.init.dos.x7 days bef.upward titrat. accord.to clinic.respon.& tol. Recomm.maint dos: 80 mg. No addit.benef. demonstr.with high.dos. Max recomm.dos.in adults is 80mg.

Contraindications: Uncontrol.hypertens., imp.liv.funct., MAOI’s/within 2 wks.of a MAOI/ admin of a MAOI within 2 wks of discont. atomoxetine, sev.CV/ cerebrovasc. disords., phaeochromocyt. or hist.thereof, concom. narr. angle glauc.

Side effects: Childr.& adolesc: Freq: Sinusit., anorex., decr.appet., irritability, mood swings, insomn., agitat., anx., depress., depress. mood, tics, dizzin., headache, somnol., sedat., mydrias., abdom.pain, stomach/abdom.& epigastr.discomf., constip., dyspeps., naus., vomit., dermatit., rash, prurit., fatig., lethargy, chest pain, decr.weight, incr.heart rate/ BP. Less freq: Hypersens.& anaphylact. reacts., angioed., suicid.relat.events, anger, aggress., emot.labil., psychos., syncope, trem., migraine, paraesthes., hypoaesthes., blurr. vis., conjunctivit., palpitat., sinus tachycard., QT interv.prolongat., Raynaud's phenomen., dyspn., incr.bld.bilirub., abnorm./incr.LFT, jaund., hepatit., liv.injur., ac.hepat.fail., hyperhidros., allerg.reacts., urin.hesitat./-retent., priapism, male genit.pain, asthen. Freq.unknown: Suicid.ideat., periph.vasc. instabil. 

Adults: Freq: Sinusit., decr.appet, insomn., agitat., decr. libido, sleep disord., anx., depress., depress.mood, headache, dizzin., dysgeus., paraesthes., sedat., trem., palpitat., tachycard., hot flush./ flush., dry mouth, naus., abdom.pain, abdom. & epigastr.discomf., vomit., constip., dyspeps., flatul., hyperhidros., dermatit., rash, dysur., pollakiur., urin. hesitat.& retent., dysmenorrh., ejaculat. disord./ dysfunct., prostatit., male genit. pain, fatig., chills, asthen., lethargy, feel. jittery, irritabil., thirst, incr. BP/ heart rate, decr. weight. Less freq: Allerg.& anaphylact. reacts., angioed., suicide-relat.events, suicid. ideat., aggress., anger, hostility, emot.labil., restlessn., psychos., syncope, migraine, hypoaesthes., seiz., blurr.vis., QT interv. prolongat., stroke, MI, sudd.death, periph.coldn., Raynaud's phenomen., dyspn., rhinorrh., incr.bld.bilirub., abnorm./incr. LFTs, jaund., hepatit., liv.inj., ac. hepat.fail.,allerg.reacts., angioneurot.oed., prurit., urticar., musc.spasm., micturit.urg., ejacul.fail., menstr.irregul., abnorm. orgasm, priapism, feel.cold, chest pain. Freq.unknown: Periph.vasc.instabil.
Warnings and special precautions: Hepat. insuffic., hypertens.of end-stage ren.dis.poss exacerb., incr.mydrias.risk, ADHD co-morbid. poss.assoc. with incr.suicid.ideat./behav.risk, monit.for appear./worsen.of suicide-relat.behav./ aggress./ hostility/emot.labil., not approv.for maj. depress.disords., person./fam.mood disord.hist., known ser. structur.card.abnormal., condits.assoc. with abrupt heart rate/ BP chang./hypotens., eval. pts. for pres.of card.dis.bef.init., monit.heart rate/ BP freq., hypertens., tachycard., congen./acquir. long QT / famil.hist.of QT prolongat., risk facts.for CV/cerebrovasc. dis., condits.predispos.to hypotens., discont.in pres.of jaund./lab.evid.of liv.injur., consid.discont.with treatm.-emerg. psychot./ manic sympts., pts.with seiz.hist., consid. discont.if seiz.dev./seiz.freq.incr., monit. growth & developm.in childr.& adolesc., safety & effic.in childr.und.6 yrs.& pts.over 65 yrs.not est., monit. for appear./worsen.of anx.sympts./ depress. mood & depress./tics, avoid in pts.with Raynaud’s phenom., concom.system.ß-2 agon.& press. agents, meds.affect.norepinephrine, discont. of concom.treatm.with benzodiazep.due to potent. withdr.seiz., no adeq.stud.in pregn., not known if excret.in human breast milk eval.effs.bef. driv./perform.complicat.tasks.

Interactions: Incr.expos.with CYP2D6 inhibits. (incl. fluoxetine/ paroxetine/quinidine/ terbinafine), caut.with potent cytochrome P450 enzym.inhibit.other than CYP2D6 as risk of clinic. relev.incr.atomoxetine expos.in poor CYP2D6 metabol. unknown, incr.risk of QT interv.prolongat. with concom.QT prolong.meds.(incl. neurolepts./ class IA & III anti-dysrhythmics/moxifloxacin/ erythromycin/methadone/ mefloquine/tricyclic antidepress./Li/cisapride)/meds.caus.electrol. imbal. (incl. thiazide diurets.)/CYP2D6 inhibits., concom. meds.known to low.seiz.thresh., potent. act.of salbutamol/other ß2 agon.on CV syst., effic. of anti-hypertens.meds.poss.decr., poss.effs.on BP with pressor agents, poss. addit./synergist. pharmacologic. effs.with meds.that affect norepinephrine.
 XE "Contramyl XR" CONTRAMYL XR, Mylan [N/P/S in C] 
Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.& adolesc.(6-17 yrs) & adults (18-65 yrs) meet.DSM-IV criteria.

(S6) XR TABS. 49/1.2/1137, 1138, 1139, 1140

723701-001: 18 mg, 30, R507,48
723702-001: 27 mg, 30, R507,48
723704-001: 36 mg, 30, R507,48
723705-001: 54 mg, 30, R507,48
Dosage: Admin.once dly in morn. Eff. shown to be pres.12 hrs.aft.dos. Swallow whole without crush/ div./chew. Indiv.

New pts/pts.taking other stimul: Childr.6 yrs. & old.& adolesc: 18 mg once dly. Adults: 18 or 36 mg once dly.

Tfd.of pts.currently using methylphenidate: Use clinic.judgem. 18 mg once dly.for pts. tak.5 mg methylphenidate 2-3xdly., 36 mg once dly.for pts. tak. 10 mg methylphenidate 2-3xdly., 54 mg once dly. for pts.tak.15 mg methylphenidate 2-3xdly., 72 mg once dly.for pts.tak.20 mg methylphenidate 2-3xdly.

Dos.adjustm: Adjust in 18 mg increm.at approx. wkly. interv. Childr.6-12 yrs: up to max.54 mg/ day. Adolesc: 13-18 yrs: up to max.72 mg/day. Adults: up to max.108 mg/ day. Dos.above indiv. max.dly. dos.not recomm.

Contraindications: Glauc., phaeochromocyt., MAOI, hyperthyroid., sev.depress.diagnos./hist., anorex.disords., suicid.tendenc., psychot.sympts., sev.mood disords., man., schizophren., psychopath./ borderline personality disords, sev.& episode.(type1) bipolar disord.diagn./hist., pre-exist. CV disords.incl.sev.hypertens./HF, arter. occlus. dis./angina/haemodynam.signific.congenit. heart dis./cardiomyopathy./MI/potent.life-threat. dysrhythm.& channelopath., pre-exist.cerebrovasc. disords, cerebr.aneurysm, vasc.abnormal.incl. vasculit./stroke, Tourette's syndr./family hist. thereof, imp.liv.& ren.funct., childr.und.6 yrs., pregn.& lactat.
Side effects: Nasopharyngit., URTI, sinusit., bld. dyscras., hypersens.reacts.incl. angioneurot.oed./ auricul.swell./bullous & exfolat.condits./urticar./ prurit./skin rash & erupt., decr.appet., anorex., reduc. weight/height gain in childr.on prolong. ther., insomn., nervousn., affect labilit., agitat., aggress., anx., depress., irritabil., mood swings, abnorm.behav., tics, libido disord., tens., bruxism, panic attack, psychot.disords., anger, suic.ideat./ attempt, restlessn., tearfuln., pre-exist. Tourette’s syndr.tics worsen., logorrh., hypervigil., sleep disord., mania., disorientat., confus.state, suicid. attempt, abnorm.think., apathy, repetit.behav., over-focuss., delus., thought disturbs., abuse & depend., headache, dizzin., psychomot.hyperactiv., somnol., paraesthes., sedat., trem., lethargy, convuls./grand mal-, choreo-athetoid movem., revers. ischaem.neurolog.defic., NMS, cerebrovasc. disord., migraine, accomodat. disords., vis/ocul. disturbs., vertigo, dysrhythm., tachycard., palpit., chest pain, ang.pect., supraventric. tachycard., bradycard., ventric. extrasystol., extrasytol., card.arrest, MI, hypertens., cerebr.arterit. &/occlus., periph.coldn., hot flush, Raynauds, cough, oropharyng.pain, dyspn., GI disturbs., hepat.enzym.elevat., abnorm.liv. funct., alopec., arthralg., myalg., musc.tightn./ spasm/cramps/twitch., haematur., pollakur., erect.dysfunct., gynaecomast., pyrex., fatig., thirst, asthen., sudd.card.death, heart rate/BP chang.
Warnings and special precautions: Bas.decis. to init.ther.on thorough assessm.sev.& chronicity of sympts.relat.to age, treatm.should not and need not be indefin., ther.over 12 mnths.to be careful. monit.for CV status/growth & psych.disords., de-chall.ther.at least once year.to assess pt.funct., safety & effic.not est.for init.ther.in adults/rout. ther.beyond 18 yrs., reg.review need for furth. treatm.in adults beyond18 yrs., safety & effic.not est.in elderly, underly.med.condits.poss. compromis. by incr.heart rate & BP and pts.with known struct.card.abnormal./cardiomyopathy, ser. heart rhythm abnormalit/other card.prob.plac.them at incr.vulnerabil.to sympathomimet.effs., developm. of new neurolog.sympts.consist.with cerebr.ischaem., consid.poss.caus.role and ther. discont.in treatm.emerg.psychot.sympts./man. without prior hist., emerg./worsen.of aggress.& hostile behav./suicid.tendenc./anx./agitat.or tens./ co-morbid bipol.disord., prior clinic.eval.for fam. hist.of tics.& reg.monit., monit.mod.reduc.weight gain & growth retardat.in childr., low.convuls. thresh.in seiz.hist./prior EEG abnorm., drug depend./ alcoh.hist.monit.for abuse, unmask.of underly. depress/chron.over activ.follow.withdr., not for depress.treatm./prevent.or treatm.of norm. fatig. states, pre-exist.sev.GI narrow./diffic.in swallow.tabs., sucr./fruct./lact.intol., concom. pressor meds., reproduct.toxic.evid.in anim., excret. in breast milk,

Drug interactions: Poss.inhibit.of warfar. anticoags. /anticonvuls.& TCA/SSRI antidepress. metabol., alcoh.exacerb.CNS effs., poss.sudd.BP incr.dur.surg.(halogen.anaesth.)theref.do not admin. on day of surg., use with clonidine/centr. act.alpha-2 agonis.not eval., poss. pharmacodynam. interact.with direct & indirect dopamine agon/-antagon.
See also MDR page 456.
 XE "Flumazenil Fresenius" FLUMAZENIL FRESENIUS, Fresenius Kabi [P/S]

Flumazenil.

Indications: Revers.of benzodiazepines (benzo.) sedat.eff.where gen.anaesth.induc.&/ maintain with benzo., where sedat.produc.with benzo. for diagnost.& therapeut.proced., managem.of benzo.overdos.

(S5) INJ, 46/34/0063.
3006467-001: 0,5 mg/5 ml, 5 x 5 ml amp, R1938,08
Dosage: IV use only. Revers.gen.anaesth.adults: Init.: 0,2 mg (2 mL) IV over 15 sec. If desir. level of consciousn. not achiev. after 45 sec. admin. addit. dose of 0,2 mg (2 mL), repeat. at 60 sec. intervals as necess., up to a max. of 5 doses total, to max. total dose of 1 mg (10 mL); Individ.dose based on pt. response, with most pts. respond. to 0,6 mg-1 mg; In event of re-sedat. admin. repeat. doses at 20 min. intervals as need., no more than 1 mg (given as 0,2 mg/min) at one time & no more than 3 mg in any hr.; Admin.as series of small inj. to allow practit. to control sedat.reversal to desir.endpoint & minim.possib. of adverse effects. May be used concom. with other resuscit. measures.

Contraindications: Safety dur.pregn.& lact.not est., pts.receiv.benzo.for contr.of potent. life-threat.condits.

Side effects: Freq.: Allerg.react., anx. foll.rapid inject., emot. lability, insomn., somnol., vertig., headach., agitat. foll.rapid inject., trem., dry mouth, hypervent., speech disord., paraesth., abnorm.vis.(diplop., vis.field defects), strabism., incr.lacrimat., palpit.foll.rapid inject., flush., hypotens., orthostat. hypotens., trans.incr.BP (on awaken.), N&V (dur.anaesth.), hiccup, sweat., inject.site pain. Less freq: Sev.hypersens. react.incl.anaphylax., fear, convuls.in pts. with epilep./ sev.hepat.insuff. mainl.aft.long-term benzo.treat./ mult.drug abuse, abnorm.hear. (trans.hear.impair., hyperacus., tinnit.), tachycard., bradycard., dysrhythm. (atrial, nodal, ventric., extrasystol.), chest pain, hypertens., dyspnoea, cough, nasal congest., chest pain, shiver., rigors. Freq.unknown: Withdraw.sympt.(eg. agitat., anx., confus., sensory distort., tachycard., dizzin., sweat.) foll.rapid inject.of doses ≥1 mg in pts. with high dose and/or long-term benzo.expos. end.at any time within weeks prec.FLUMAZENIL FRESENIUS admin., panic attack.(in pts.with hist.of panic react.), abnorm.crying, agitat., aggress.react., fatig.(asthen., malaise), inject.site react.(thrombophleb., skin abnorm., rash).

Special warnings and precautions: Seiz.esp.in pts.suff.from epilep./ sev.hepat.impairm.partic.aft.long-term treatm. with benzo./ mix.drug overdos., epilept. receiv.prolong.benzo. treatm., in mix. drug OD the toxic eff.of other drugs esp.cyclic antidepress. may emerge, avoid rapid inject.in pts. with high dos.&/ long term benzo.expos., withdr.sympts.habit. benzo.users, provok. panic attack.in pts.with hist.thereof., monit.for re-sedat.resp.depress./ other resid. benzo.eff.for up to 120 min., extend. monit.period in hepat.impairm., post-op.airway prob./ ventilatory insuffic. induc.by benzo.not fully revers., precipit. convuls./ alter.blood flow.in head injur.pts rec.benzo., increas.IC press. in sev.brain injury pts., not recomm.for benzo.depend. treatm./ managem.of protract.benzo. abstin.syndr., delayed eliminat. in hepat. impairm., monit. vitals (ECG, pulse, oximetry, alertn,, resp.rate, BP) specific to benzo.reversal - no eff. on other subst., not to be used until eff.of peripher. muscle relaxants fully revers., closely monit. in ICU due to shorter act. vs. benzo., weigh benef.vs.risks in high-risk pts.as maint. of sedat. may be pref., adjust dos. in pre-op. anx. or chron./ episodic anx.hist, consid.post-op.pain as poss. pref.to keep pt.lightly sedat., weigh use benef.vs.withdraw. sympts. risk in long-term/ high-dose benzo.pts., caut. in alcoholism/ other med.depend., controll. sodium diet pts.

Interactions: Blocks central effs.of benzo.by competit.interact at receptor lev., eff.of non-benzo.agon.at benzo. recept.are block.

 XE "Inir" INIR, Dr Reddy’s [P/S]

Atomoxetine HCl equiv.to atomoxetine
Indications: Attent-deficit/hyperactive.disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.

(S5) CAPS, 43/1.2/0809, 0810, 0811, 0812 0813
723775-001: 10 mg, 30, R302,27
723776-001: 18 mg, 30, R302,27
723778-001: 25 mg, 30, R302,27
723779-001: 40 mg, 30, R218,55
723780-001: 60 mg, 30, R302,27
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paed./childr.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs. May be discont. without taper.dos.

Childr.& adolesc.upto 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg: Init.tot.dly.dos: 40 mg. Maint.init.dos.x7 days bef.upward titrat. accord.to clinic.respon.& tol. Recomm.maint dos: 80 mg. No addit.benef.demonstr.with high.dos.
Contraindications: Hypersens., uncontrol. hypertens., imp. liv. funct., concom. MAOI/within 2 wks.of a MAOI’s/ admin of a MAOI within 2 wks of discont. atomoxetine, narr.angle glauc., sev.CV disords., phaeochromocyt.

Side effects: Childr.& adolesc: Freq: Anorex., decr.appetite, influenza, aggress./hostility, irritability, mood swings, agitat., anx., depress., depress. mood, tics, dizzin., headache, somnol., dyspn., abdom.pain, constip., dyspeps., naus., vomit., dermatit., rash, fatig., lethargy, chest pain, decr.weight, incr.heart rate/BP. Less freq: Suicid.ideat./behav., anger, early morn.awaken., emot.labil., psychos., syncope, trem., migraine, paraesthes. , hypoaesthes., seiz., mydrias., blurr.vis., palpitat., sinus tachycard., QT interv.prolongat., Raynaud's phenomen., incr.bld.bilirub., abnorm./incr.LFT, jaund., hepatit., liv.injur., ac.hepat.fail., prurit., hyperhidros., allerg.reacts., urin.hesitat./retent., priapism, male genit.pain, asthen.

Adults: Freq: Decr.appetite, early morn.awaken., decr. libido, sleep disord., insomn., anx., depress., depress.mood, dizzin., insomn., paraesthes., sinus headache/ headache, dysgeus., somnol., trem., palpitat., tachycard., hot flush./flush., abdom.pain, constip., dry mouth, dyspeps., flatul., naus., rash, hyperhidros., dermatit., difficult.micturit., urin. hesitat./ retent., dysur., pollakiur., dysmenorrh., ejaculat. disord./ fail., erect.disturb., menstr. irregul., prostatit., male genit.pain, fatig., chills, asthen., lethargy, feel.jittery, irritabil., thirst, incr. BP/ heart rate. Less freq: Suicide-relat.events, tics, emotion.labil., restlessn., psychos., syncope, migraine, hypoaesthes., seiz., blurr.vis., QT interv. prolongat., periph.coldn., Raynaud's phenomen., dyspn., musc.sp., abnorm./incr. LFTs, jaund., hepatit., liv.inj., ac. hepat.fail., incr.bld. bilirub., allerg.reacts., prurit., urticar., micturit. urg., abnorm.orgasm, priapism, feel.cold, chest pain, decr.weight. Unknown freq: Sensory disturbs.
Postmarketing: Aggress., hostility, suicid.ideat., anger, suicid.behav., abnorm.LFT, jaund., hepatit., incr.BP, periph.vasc.instabil., Raynaud’s/ worsen.thereof, painf./prolong. penile erect., male genit.pain, urin.hesitat., urin.retent./hestitat in childr.& adolesc., syncope, paraesthes.in childr.& adolesc., hypoaesthes., sens.disturbs.incl.hallucinat., lethargy.
Special warnings and precautions: Only init. & treatm.by suitably exper.medic.practit., allerg. events report., monit.for appear./worsen.of suicide-relat.behav./hostility/emot.labil., incr.risk of psychiatr.reacts.in childr.with hist./fam hist.of mood disords., eval.poss.caus.role of atomoxet.if treatm.emerg.psychot./man.sympts.occur, poss. exacerbat.of pre-exist.psychot./man.sympts., not for depress.treatm., discont.in pres.of jaund./ lab.evid.of liv.injur., lab.test.to determ.liv.enzym. lev.& bilirub. on first S&S of poss.liv.involvem., monit.weight gain & longitud.growth, use in pts.with known ser.struct.card.abnormalit.in consultat.with card.specialist, underly.condits. poss.worsen.by incr.BP/heart rate, congenit./ acquir./ fam.hist.of long QT syndr., condits. predispos. to hypotens./condits.assoc.with abrupt heart rate or BP changes, do not use in Raynaud’s, eval.reg.for neurolog.S&S in pts.with addit.risk fact.for cerebrovasc.condits., seiz.hist., discont.if seiz.devel/freq.incr.without other cause being identif., report.urin.retent/hesitancy, safety & effic.in childr.und.6 yrs.& elderly not est., effic.of treatm.beyond 18 mnths & safety beyond 2 yrs. not est., safety & effic.in geriatr. pts.not est., no adeq.stud.in pregn., not known if excret.in human breast milk.
Interactions: MAOI, potent.act.of salbutamol/other ß-2 agon on CV syst., poss.effs.on BP with pressor agents, poss. addit./synergist.pharmacologic. effs. with meds.that affect norepinephrine, AUC of midazolam incr.

 XE "Medikinet MR" MEDIKINET MR, (MC Pharma) AI Pharm Ltd [N/P/S in C] 
Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.6 yrs.& old.& adults with ADHD onset in childhood.meet.DSM-IV criteria.

(S6) MODIF.REL. TABS., 51/1.2/1088, 1089, 1090, 1091, 1092, 1093, 1094

3004460-001: 5 mg, 30 R143,53
3004461-001: 10 mg, 30 R259,15
3004462-001: 20 mg, 30 R518,32
3004463-001: 30 mg, 30 R657,87
3004464-001: 40 mg, 30 R730,97
Dosage: Admin.init.by experienc.physic. Admin. with food; swallow whole without crush/div./ chew. Indiv.accord.to clinic.need & respons. Discont. treatm.if sympts.do not improve aft. appropr. dos.adjustm.over a 1-mnth.per.

New pts: Titr.dos.start.with low.poss.dos. Childr.: 10 mg once dly. in place of immed.rel. methylphenidate 5 mg 2xdly. & incr.dos.if necess. in wkly.increments of 5-10 mg in dly.dos.accord.to clinic.need & respons. Dos.not to exceed.60 mg in childr. Ref.to prod.lit. should addit.even.dos.be req. Adults: Recomm.start.dos:10 mg dly.& incr.dos.if necess.in wkly.increments of 10 mg in dly.dos. accord.to clinic.need & respons. Admin.tot.dly. dos. in two div.dos. in morn.& at midday. Dos.not to exceed. 1 mg/kg or 80 mg

Tfd.of pts.currently using methylphenidate: For pts.curr.using immed.rel.methylphenidate contin with Modif.Release dos.equal to tot.dly. Use clinic. judgem; 10 mg once dly.for pts.tak.5 mg immed. rel. methylphenidate 2xdly.; 20 mg once dly.for pts. tak.10 mg immed.rel.methylphenidate 2xdly., etc.
Contraindications: Glauc., phaeochromocyt., MAOI, hyperthyroid./thyrotoxicos., sev.depress. diagnos./hist., anorex.disords., suicid.tendenc., psychot. sympts., sev.mood disords., man., schizophren., psychopath./borderline personality disords, sev.& episode.(type1) bipolar disord. diagn./hist., pre-exist.CV disords.incl.sev. hypertens./HF, arter.occlus.dis./angina/ haemodynam. signific.congenit.heart dis./ cardiomyopathy./MI/potent.life-threat.dysrhythm. & channelopath./QT prolongat., pre-exist. cerebrovasc. disords, cerebr.aneurysm, vasc. abnorm. incl.vasculit./stroke, pts.with mark.anx./ tens./agitat., Tourette's syndr./family.hist.thereof, imp. liv.& ren.funct., childr.und.6 yrs., pregn.& lactat., hist. of pronounc.antacid.of stomach with pH val. > 5.5/ ther.with H2 recept.blocks./proton pump inhibits./ antacid ther.

Side effects: Freq: Nasopharyngit.,URTI, sinusit., anorex., decr.appet., insomn., nervousn., affect lability, aggress., agitat., anx., depress., irritabil, abnorm. behav., mood swings, tics, init.insomn., depress. mood, decr.libido, tens., bruxism, panic attack, stress, headache, dizzin., dyskines., psychomot. hyperactiv., somnol., paresthaes., accommodat. disord., vertigo, dysrhythm., tachycard, palpitats., hypertens., cough, pharyngolaryng./abdom.pain, diarrh., naus., stom. discomf., vomit., dry mouth, dyspeps., toothache, incr.alanine aminotransfer., alopec., prurit., rash, urticar., hyperhydros., arthralg., musc.spasm., pyrex., growth retardat.dur.prolong.use in childr., erect. dysfunct., chang.in BP/heart rate/ weight. Less freq: Anaem., leucopen., thrombocytopen., thrombocytopen. purpura, hypersens.react., psych. disords., audit./vis./tactile hallucinat., anger, suicid. ideat., mood alter., restlessn., tearfuln., tics/ worsen.thereof, Tourette's syndr., logorrh., hypervigil., sleep disord., mania, disorientat., libido disord., suicid.attempt, trans.depress.mood, abnorm. think., apathy, repetit.behav., over-focuss., sedat., trem., convuls., choreo-athetoid movem., revers.ischaem.neurologic.deficit, NMS, diplop., blurr.vis., diffic.vis.accommodat., vis. disturb., chest pain, ang.pect., card.arrest, MI, sudd. card. death, cerebr.arterit.&/occlus., periph. coldn., Raynaud's phenom., dyspn., constip., hepat. enzym. elev., abnorm.liv.funct., angioneurot.oed., bull./ exfoliat.condits., hyperhidros., macul.rash, eryth., eryth.multiforme, exfoliat.dermatit., fix.drug erupt., myalg., musc.twitch./cramps, haematur., pollakiur., gynaecomast., fatig., irritabil., feel. jittery, asthen., thirst. Freq.unknown: Pancytopen., delus., thought disturbs., confus. state, depend., abuse/depend, cerebrovasc. disords, supraventric.tachycard., grand mal convuls., migraine, mydrias., bradycard., ventric. extrasyst., priapism, chest discomf., hyperpyrex., decr.therapeut.resp.

Warnings and special precautions: Bas.decis. to init.ther.on thorough assessm.sev.& chronicity of sympts.relat.to age, treatm.should not and need not be indefin., periodic.re-eval.long term usefuln., ther. over 12 mnths.to be careful.monit.for CV status/ growth & psych.disords., de-chall.ther.at least once year.to assess pt.funct., safety & effic. not est.in pts. > 60 yrs./< 6 yrs , underly.med. condits. poss.compromis.by incr.heart rate & BP and pts.with known struct.card. abnormal./ cardiomyopathy, ser.heart rhythm abnormalit/ other card.prob.plac.them at incr. ulnerabil.to sympathomimet.effs., risk facts.for cerebrovasc. disords., developm.of new neurolog.sympts. consist. with cerebr.ischaem., consid.poss.caus. role and ther.discont.in treatm.emerg.psychot. sympts./man.without prior hist., emerg./worsen.of aggress.& hostile behav./suicid.tendenc./anx./ agitat.or tens./co-morbid bipol.disord., prior clinic. eval. for fam.hist.of tics.& reg.monit., monit. developm./worsen.of psych. disords.at every dos. adjustm.& every 6 mnths, monit.mod.reduc.weight gain & growth retardat.in childr., low.convuls. thresh. in seiz.hist./prior EEG abnorm., withdr.if seiz. freq.incr./new.onset seiz.occurs, priapism report.in paed.& adult pts.subseq.to dos. incr./dur. withdr.requir.med. attent., seroton.syndr.poss.with concom. SSRI/SNRI meds., drug depend./ alcoh. hist., monit. for abuse/misuse/divers., unmask.of underly. depress/chron.over activ.follow.withdr., not for depress.treatm./prevent.or treatm.of norm. fatig.states, discont.in case of ren./hepat./ haematologic.disords., pre-exist. sev.GI narrow./ diffic.in swallow.tabs., sucr./fruct./lact.intol., concom. pressor meds., reproduct.toxic.evid.in anim., excret. in breast milk
Interactions: Poss.inhibit.of warfar.anticoags. /anticonvuls.& TCA/SSRI antidepress.metabol., alcoh. exacerb.CNS effs., poss.sudd.BP incr.dur. surg. (halogen.anaesth.) theref.do not admin.on day of surg., use with clonidine/centr.act.alpha-2 agon. not eval., poss.pharmacodynam. interact. with direct & indirect dopamine agon/-antagon., false posit.amphetam.lab.test., may decr. effectiven. of meds.used to treat hypertens.

See also MDR page 72.
 XE "Mefedinel" MEFEDINEL, Sandoz [N/P/S in C]

Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.& adolesc.(6-17 yrs) & adults (18-65 yrs) meet.DSM-IV criteria.

(S6) PROL.REL. TABS. 48/1.2/0092, 0093, 0094, 0095

3003032-001: 18 mg; 30; R452,30
3003034-001: 27 mg; 30; R452,30
3003039-001: 36 mg; 30; R452,30
3003040-001: 54 mg; 30; R452,30
Dosage: Admin.once dly in morn. Eff.shown to be pres.12 hrs.aft.dos. Swallow whole without crush/ div./chew. Indiv.

New pts/pts.taking other stimul: Childr.6 yrs. & old.& adolesc: 18 mg once dly. Adults: 18 or 36 mg once dly.

Transfer of pts.currently using methylphenidate: Use clinic.judgem.18 mg once dly. for pts.tak.5 mg methylphenidate 2-3xdly., 36 mg once dly.for pts.tak.10 mg methylphenidate 2-3xdly., 54 mg once dly. for pts.tak.15 mg methylphenidate 2-3xdly., 72 mg once dly.for pts.tak. 20 mg methylphenidate 2-3xdly.

Dos.adjustm: Adjust in 18 mg increm.at approx. wkly. interv. Childr.6-12 yrs: up to max.54 mg/ day. Adolesc: 13-18 yrs: up to max.72 mg/day. Adults: up to max.108 mg/day. Dos.above indiv. max.dly. dos.not recomm.
Maint./extended treatm: Periodic.re-eval.long term usefuln.with trials off med.to assess.pt.funct. without ther.
Dose reduct./discont: Effect if paradoxic.sympt. aggravat./if other advers.effs.report.
Contraindications: Glauc., phaeochromocyt., MAOI, hyperthyroid., pre-exist.CV disords.incl. sev. hypertens./HF, arter.occlus. dis./angina/ haemodynam. signific.congenit.heart dis./ cardiomyopathy/MI/potent.life-threat. dysrhythm. & channelopath./QT prolongat.of congenit.or familial or med induc.origin, pre-exist. cerebrovasc. disords./cerebr.aneurysm, vasc. abnormal.incl.vasculit./stroke/known risk facts.for cerebrovasc. disords, anx., tens., agitat., Tourette's syndr.or family hist.thereof, pregn.& lactat.
Side effects: Freq: Nasopharyngit.,URTI, sinusit., anorex., decr. appet., mod.reduc.weight & height gain in childr., insomn., nervousn., affect lability, aggress., agitat., anx., depress., irritability, abnorm.behav., mood swings, tics, init.insomn., depress. mood, decr.libido, tens., bruxism, panic attack, headache, dizzin., dyskines., psychomot. hyperact., somnol., paresthaes., tens.headache, accommodat. disord., vertigo, dysrhythm., tachycard, palpitats., hypertens., cough, oropharyngeal-/upper abdom.pain, diarrh., naus., abdom.discomf., vomit., dry mouth, dyspeps., incr.alanine aminotransfer., alopec., prurit., rash, urticar., arthralg., musc.tightn./-sp., erect. dysfunct., pyrex., growth retardat.dur.prolong.use in childr., fatig., irritabil., feel.jittery, asthen., thirst, BP & heart rate changes, decr.weight. Less freq: Anaem., leucopen., thrombocytopen., thrombocytopen. purpura, hypersens.react.incl. anaphylact.reacts., psychot.disords., auditory/vis./ tactile hallucinat., anger, suicid.ideat., mood alter., restlessn., tearfuln., worsening of pre-exist. Tourette's syndr.tics, logorrh., hypervigil., sleep disord., mania, disorientat., libido disord., confus. state, suicid.attempt incl.complete suicid., trans. depress.mood, abnorm.think., apathy, repetit. behav., over-focuss., sedat., trem., lethargy, convuls., choreo-athetoid movem., revers.ischaem. neurologic.deficit, NMS, blurr.vis., dry eye, difficult. vis. accommodat., vis.impairm., diplop., chest pain, ang.pect., card. arrest, MI, hot flush, cerebr. arterit.&/ occlus., periph.coldn., Raynaud's phenom., dyspn., constip., hepat.enzym.elev., abnorm. liv.funct.incl.ac.hepat.fail.& hepat.coma, bld.alkal.phosphat.& bld.bilirub.incr., angioed., bull./exfoliat. condits., hyperhidros., macul.rash, eryth., eryth. multiforme, exfoliat.dermatit., fix.drug erupt., myalg., musc. twitch./-cramps, haematur., pollakiur., gynaecomast., chest pain, sudd.card.death, card.murmur, decr.platelet count, abnorm.WBC. Freq.unknown: Pancytopen., delus., thought disturbs., depend., cerebrovasc. disords.incl.vasculit./cerebr.harmorrh./CVA, cerebr. arterit./-occlus., grand mal convuls., migraine, dysphem., mydrias., supraventric. tachycard., bradycard., ventric.extrasyst., trismus, incontin., priapism, chest discomf., hyperpyrex.
Special warnings and precautions: Bas.decis. to init.ther.on thorough assessm.of sev.& chronicity of sympts.relat.to age, treatm.should not and need not be indefin., ther.over 12 mnths.to be careful. monit. for CV status/growth & psych. disords. worsen./developm., safety & effic.not est. for init.ther.in adults/rout.ther.beyond 18 yrs., review ther.reg.if need for furth.treatm.in adolesc. who have reach.18 yrs., safety & effic.not est.in pts. over 60 yrs., do not use in pts.und.6 yrs.as suffic. data on safety of long use not avail., eval. CV status & fam.hist.bef.prescrib.& ref.for special. evaluat.if init.find.suggest CV hist./dis., in clinic. trials of adolesc.& childr.changes in BP common. exper.the signific.of which is unknown but poss. clinic. complicat.cannot be excl., underly.med. condits. poss.compromis.by incr.heart rate & BP, record BP & pulse with each dos.adjustm.& at least 6 mnthly, not recomm.in childr./adolesc.with known struct.card.abnormal./ cardiomyopathy/ser. heart rhythm abnormalit/other card.probls.plac. them at incr. vulnerabil.to sympathomimet.effs., sudd.death & ser.CV adverse events with misuse, developm.of new neurolog.sympts.consist.with cerebr.ischaem., consid.benef.vs.risk in emerg. psych./exacerbat.of pre-exist.psychot./man.sympt., emerg./ worsen. of aggress.& hostile behav./ suicid. tendenc./anx./agitat.or tens./co-morbid depress. sympts.with risk of bipol.disord., immed. pt. eval.with emerg.suicid.ideat./behav.& init. appropr. treatm.of underly.psych.condit., fam.hist. assessm./clinic.eval.for tics & Tourette’s syndr. bef. init.ther/worsen.of psych.disords.at every dos.adjustm.& every 6 mnths., monit.mod.reduc. weight gain & growth retardat.in childr., low. convuls. thresh.in seiz.hist./prior EEG abnorm.in absenc.of seiz/convuls.hist.without EEG abnormalit., withdr.if seiz.freq.incr./new.onset seiz.occurs, priapism report.assoc.with regimen change requir.med.attent., seroton.syndr.poss.with serotonerg.meds., drug/alcoh.depend.hist.& emot. unstable pts to be monit.for abuse, unmask.of underly. depress/chron.over activ.follow.withdr., not for treatm./prevent.of norm.fatig.states, not stud.in hepat/ren.impairm., discont.in case of ren./ hepat. /haematologic.disords., pre-exist.sev. GI narrow./ diffic.in swallow.tabs., lact.intol., reproduct. toxic.evid.in anim., excret.in breast milk, eval.effs.bef.driv./perform.complicat.tasks
Interactions: Unknown how plasma conc.of concom.meds affect theref.admin.caut.esp.those with narr.therapeut.window, poss.inhibit.of coumar anticoags. /anticonvuls.& TCA/SSRI antidepress. metabol., may decr.effectiven.of meds.used to treat hypertens., caut.with meds.that can elev.BP, alcoh.exacerb.CNS effs., poss.sudd. BP incr.dur. surg.(halogen.anaesth.)theref.do not admin.on day of surg., use with centr.act.alpha-2 agonis.(eg clonidine) not eval., poss. pharmacodynam. interact.with direct & indirect dopamine agon/-antagon., poss.false posit. amphetam. lab.test.

 XE "Methylphenidate Biotech" METHYLPHENIDATE BIOTECH, Biotech [N/P/S in C]

Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.6 yrs.& old., narcolepsy in adults.

(S6) TABS, 49/1.2/1000

3002699-001: 10 mg, 30, R132,91
Dosage: Indiv.accord.to clinic.need & respons. Init.at low dos with grad.wkly increm. Dly dos.over 60 mg not recomm.for narcolepsy in adults/ADHD in childr. Effect.dos.in adults 40-80 mg/day. 

Narcolepsy: Avg.dos.20-30 mg dly.admin.in 2-3 div. dos. Some may requir.40 –60 mg dly.while 10-15 mg dly.may be adeq.for others. Take last dos. bef. 6 pm.if unable to sleep. Do not exceed tot.dly dos. of 60 mg.

ADHD: Childr.& adolesc.6 yrs & over: Start with 5 mg 1-2xdly.bef.breakf.& lunch with grad. increm. of 5-10 mg wkly. Admin.tot.dly.dos.in div. dos. Dly dos.over 60 mg not recomm.

Contraindications: Anx., tens., agitat., hyperexcit., Tourette's syndr./ family hist.thereof, CV disords. incl.hypertens./angina/ arter.occlus. dis./ HF/ haemodynamic.signif.congenit.heart dis./ cardiomyopath./ MI/ dysrhythm./ channelopath./ QT prolongat., glauc., hyperthyroid., phaeochromocyt., MAOI, pregn.& lactat., drug abuse hist., childr.und.6 yrs., adult ADHD

Side effects: Freq: Nasopharyngit., anorex., decr. appet., insomn., nervousn., affect lability, aggress., agitat., anx., depress., irritability, abnorm.behav., headache, dizzin., dyskines., psychomot.hyperact., somnol., dysrhythm., tachycard, palpitats., hypertens., cough, pharyngolaryng./abdom.pain, diarrh., naus., stom.discomf., vomit., dry mouth, alopec., prurit., rash, urticar., arthralg., pyrex., growth retardat.dur.prolong.use in childr.

Less freq: Anaem., leucopen., thrombocytopen., thrombocytopen. purpura, hypersens.react., psych. disords., auditory/vis./tactile hallucinat., anger, suicid. ideat., mood alter., restlessn., tearfuln., tics/ worsening thereof, Tourette's syndr., hypervigil., sleep disord., mania, disorientat., libido disord., suicid.attempt, trans.depress.mood, abnorm. think., apathy, repetit.behav., over-focuss., sedat., trem., convuls., choreo-athetoid movem., revers.ischaem.neurologic.deficit, NMS, diplop., blurr.vis., difficult.vis.accommodat., mydrias., vis.disturb., chest pain, ang.pect., card. arrest,MI, sudden card.death, cerebr.arterit.&/ occlus., periph.coldn., Raynaud's phenom., dyspn., constip/, hepat.enzym.elev., abnorm.liv.funct., angioneurot. oed., bull./exfoliat.condits., hyperhidros., macul.rash, eryth., eryth.multiforme, exfoliat.dermatit., fix.drug erupt., myalg., musc. twitch./ cramps, haematur., gynaecomast., fatig. Freq.unknown: Pancytopen., delus., thought disturbs., confus.state, depend., logorrh.abuse/ depend, cerebrovasc. disords, supraventric. tachycard., bradycard., ventric. extrasyst., erect. dysfunct., priapism, chest discomf., hyperpyrex.

Warnings and special precautions: Not for treatm./ prevent.of norm.fatig.states, treatm. consid. only aft.detail.hist.& eval.& in childr.the appropriatn. of behav.to age, do not use for att. defic./ hyperactiv.second.to amenable causes incl. ac. stress reacts., discont.if no improvem.observ. aft. appropr.dos.adjustm.over 1 mnth./paradox. aggrav. of sympts./other adverse eff.occur, ADHD treatm. not to be indefin.& may usuall.be discont. aft. puberty., periodic.discont.to assess.pts.condit. improvem.may be sustain.when med.eith. temporar./ perman.discont., poss.tol.& psych. depend., drug abuse/alcohol.hist., sudd.death in pts. with pre-exist.card.disords., pre-exist.CV disords.eg. congenit.long QT syndr./psych.disord. assessm./ family hist.of sudd.death/ventric. dysrhythm. bef.init.ther., BP/growth/weight monit. dur.ther., card.eval.if sympt.suggest.of card.dis. devel., do not use with pre-exist.CNS/known struct. card.abnormalit./cerebrovasc.abnormalit. incl. cerebr.aneurysm &/other vasc.abnorm., ser. A/E’s incl.sudd.death with concom.clonidine/other centr.act.alpha-2 agon., concom.antipsychot.not recomm. because of counteract.mechan.of act. reduc., ac.psychos./ac.man./ac.suicidal.to be treat. & contr. bef.consid.treatm., consid.discont.if psychot. sympts.report./seiz.freq.incr., supervis. withdr.as depress.& effs.of chron.overactiv. poss.unmask., concom.meds.elev.BP, abstain from alcoh., anaesth./surg., avoid use.on day of surg., concom.warfar./some anticonvuls./TCA’s., dos./ discont.ther.if sympt.aggravat./other adverse eff. occur, discont.period.for condit.assessm., reg. neurolog./ psych.assessm.in pts.with addit.risk fact., cons.benef.vs.risk in emerg.psych./ exacerbat. of pre-exist.psych.sympt., poss.dos.up-/downward titrat.with emerg.aggress.behav./ exacerbat. of baseline aggress., immed.pt.eval. with emerg.suicid.ideat./behav.& init.appropr. treatm.of underly.psych.condit., per.full bld.counts/ differen.& platel.counts/caref.monit. dur.prolong. ther., emot.unstab.pts.incl.drug/alcoh.depend. hist., co-morbid.bipolar disord, fam.hist.assessm./ clinic.eval.for tics & Tourette’s syndr.bef.init.ther., not stud.in hepat/ren.impairm./pts.over 60 yrs., seroton.syndr.poss.with concom.SSRI/SNRI meds., treatm.interrupt./adjustm.poss.req.in pts.not grow./ not gain.weight.

Drug interactions: Decr.antihypertens.effect., incr. CNS eff.with alcoh., ser.adverse events incl. sudd. death with clonidine/dexmedetomidine, pharmacodynam. interact.with dopamine agonist/ antagon., false posit.amphetam.lab.test.
 XE "Radd" RADD, Pharma Dynamics [N/P/S in C]

Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.& adolesc.(6-17 yrs) & adults (18-65 yrs) meet.DSM-IV criteria.

(S6) PROLONG.REL. TABS. A51/1.2/0289, 0290, 0291, 0292

3003264-001: 18 mg, 30, R441,00
3003266-001: 27 mg, 30, R441,00
3003267-001: 36 mg, 30, R441,00
3003268-001: 54 mg, 30, R441,00
Dosage: Admin.once dly in morn. Eff.shown to be pres.12 hrs.aft.dos. Swallow whole without crush/ div./chew. Indiv.

New pts/pts.taking other stimul: Childr.& adolesc: 18 mg once dly. Adults: 18 or 36 mg once dly.

Currently using methylphenidate: Use clinic. judgem. 18 mg once dly.for pts.tak.5 mg methylphenidate 2-3xdly., 36 mg once dly.for pts. tak. 10 mg methylphenidate 2-3xdly., 54 mg once dly. for pts.tak.15 mg methylphenidate 2-3xdly., 72 mg once dly.for pts.tak.20 mg methylphenidate 2-3xdly.

Dos.adjustm: Adjust in 18 mg increm.at approx. wkly. interv. Childr.6-12 yrs: up to max.54 mg/ day. Adolesc: 13-18 yrs: up to max.72 mg/day. Adults: up to max.108 mg/ day. Dos.above indiv. max.dly. dos.not recomm.

Contraindications: Mark.anx./tens.&agitat., glauc., phaeochromocyt., MAOI, Tourette's syndr./family.hist. thereof, sev.depress.diagnos./ hist., anorex.disords., suicid.tendenc., psychot. sympts., sev.mood disords., man., schizophren., psychopath./ borderline personality disords, hyperthyroid., sev.& episode.(type1) bipolar disord.diagn./hist., pre-exist.CV disords.incl.sev. hypertens./HF, arter.occlus. dis./angina/ haemodynam. signific.congenit.heart dis./ cardiomyopathy./MI/potent.life-threat. dysrhythm. & channelopath., pre-exist.cerebrovasc.disords, cerebr.aneurysm, vasc.abnormal. incl.vasculit./ stroke, subst./alcoh.abuse hist., pregn.& lactat.
Side effects: Freq: Nasopharyngit., URTI, sinusit., anorex., decr. appet.,mod.reduc.weight & height gain.dur.prolong.use in childr., insomn., nervousn., anorex., affect lability, aggress., agitat., anx., depress., irritability, abnorm.behav., mood swings, tics, depress.mood, decr.libido, tens., bruxism, panic attack, headache, dizzin., psychomot. hyperactiv., somnol., paresthaes., tens.headache, accommodat. disord., vertigo, dysrhythm., tachycard, palpitats., hypertens., cough, pharyngolaryng.pain, nas.congest., upper abdom. pain, cough, pharyngolaryng.pain, nas.congest., upper abdom.pain., diarrh., naus., abdom.discomf., vomit., dry mouth, dyspeps., alopec., prurit., rash, urticar., arthralg., musc.tightn.& spasm., erect. dysfunct., pyrex., growth retardat.dur.prolong.use in childr., fatig., irritabil., feel.jittery, asthen., thirst, BP & heart rate changes, decr.weight, incr.alanine aminotransfer. Less freq: Anaem., leucopen., thrombocytopen., thrombocytopen. purpura, hypersens. react., psych.disords., audit./ vis./tactile hallucinat., anger, suicid.ideat., mood alter., restlessn., tearfuln., worsening of pre-exist. tics of Tourette's syndr., logorrh., hypervigil., sleep disord., mania, disorientat., libido disord., confus. state, suicid.attempt, trans.depress.mood, abnorm. think., apathy, repetit.behav., over-focuss., sedat., trem., lethargy, convuls., choreo-athetoid movem., revers. ischaem.neurologic.deficit, NMS, blurr.vis., dry eye, difficult.vis.accommodat., vis.impairm., diplop., chest pain, ang.pect., card.arrest, card. dysrhythm., MI, hot flush., cerebr.arterit.&/occlus., periph.coldn., dyspn., nasopharyngit., constip., hepat.enzym. elev., abnorm.liv.funct.incl.hepat. coma, angioed., bull./exfoliat.condits., hyperhidros., macul.rash, eryth., eryth.multiforme, exfoliat.dermatit., fix.drug erupt., myalg., musc. twitch./ cramps, haematur., pollakiur., gynaecomast., chest pain, sudd.card.death, decr. med.eff., incr.hepat.enzym/bld.alkal.phosphat./ bld.bilirub., decr.platel.count, abnornm.WBC count, card.murmur. Freq.unknown: Pancytopen., delus., thought disturbs., depend., abuse/depend, cerebrovasc. disords, grand mal convuls., migraine, dyskines., mydrias., supraventric.tachycard., bradycard., ventric.extrasystol., extrasystol., Raynauds, priapism, incr.& prolong.erect., chest discomf., hyperpyrex.
Warnings and special precautions: Periodic. re-eval.long term usefuln., reduc.dos./discont.in paradox.aggrat.of sympts./ser.advers.effs., use in pts.over 65 yrs.not est., not for use in childr.und. 6 yrs., bas.decis.to init.ther.on thorough assessm. sev.& chronicity of sympts.relat.to age, not for treatm. of att.defic./hyperactiv.second.to amenable causes incl.ac.stress reacts., safety & effic. not est.for init.ther.in adults/rout.ther.beyond 18 yrs., reg.review need for furth.treatm.in adults beyond18 yrs., ther.over 12 mnths.to be careful. monit.for CV status/ growth & psych.disords., de-chall.ther.at least once year.to assess pt.funct., underly.med.condits.poss.compromis.by incr.heart rate & BP and pts.with known struct.card. abnormal./ cardiomyopathy, ser.heart rhythm abnormalit/ other card.prob.plac.pts.at incr. vulnerabil. to sympathomimet.effs., pre-treatm. eval. for CV disords., developm.of new neurolog. sympts.consist.with cerebr. ischaem., prior clinic. eval.for fam. hist. of tics.& reg.monit., monit.reduc. weight gain & growth retardat.in childr., not for depress. treatm./prevent.or treatm.of norm.fatig. states, monit.developm./worsen.of psych. disords. at every dos.adjustm.& every 6 mnths, consid. poss. caus.role and ther.discont.in treatm.emerg. psychot. sympts./emerg.suicid.ideat.or behav./ man. without prior hist., emerg./worsen.of aggress. & hostile behav., drug depend./alcoh.hist. monit.for abuse, low.convuls.thresh.in seiz.hist./ prior EEG abnorm., withdr.if seiz.freq.incr./new. onset seiz. occurs, discont.in case of ren./hepat./ haematologic. disords., pre-exist. sev.GI narrow./ diffic.in swallow.tabs., seroton.syndr.poss.with concom. SSRI/SNRI meds., unmask.of underly. depress/chron.over activ.follow.withdr., priapism report.subseq.to dos.adjustm.requir.med.attent., lact. intol., other concom.meds.that may elev.BP, neonat.cardioresp,toxic.report., teratogenic.in lab. anim., excret. in breast milk, eval.eff.bef.driv./ perform. complicat.tasks.

Interactions: Affect on plasma conc.of other concom. meds.unknown theref.caut.recomm.with other meds.esp.those with narr.therapeut.window, poss.inhibit.of warfar./anticonvuls.& TCA/SSRI antidepress. metabol., stimul.eff.inhibit.by chlorpromaz/ haloperidol & Li, disulfiram poss. inhibit. metabol.& excret., ser.effs.with clonidine/ centr.act.alpha-2 agon.report., alcoh.exacerb.CNS effs., may decr.effectiven.of meds.used to treat hypertens., urin.excret.reduc.by urin.alkalinis., poss. sudd.BP & heart rate incr.dur. surg.theref.do not admin.on day of surg., poss.pharmacodynam. interact. with direct & indirect dopamine agon/-antagon., extracell.seroton.& norepinephr.incr., false posit.amphetam.lab.test.

 XE "Ritalin" RITALIN, Novartis. [N/P/S in C]

Methylphenidate HCl.

Indications: Attent.deficit hyperactiv.disord.in childr.6 yrs.& old., narcolepsy in adults.
(S6) TABS. B/1.2/1610.

761044-019: 10 mg, 30, R286,05
Indications: Attent.deficit hyperactiv.disord.in childr.6 yrs.& old.& adults with ADHD onset in childhood.

(S6) LA CAPS, 44/1.2/0594, 36/1.2/0186, 0187, 0188

717254-001: 10 mg, 30, R307,24
701627-003: 20 mg, 30, R614,58
701630-005: 30 mg, 30, R902,76
701632-003: 40 mg, 30, R902,76
Dosage: Indiv.accord.to clinic.need & respons. Init.at low dos with grad.wkly increm. Dly dos.over 60 mg not recomm.for narcolepsy in adults/ADHD in childr. Effect.dos.in adults 40-80 mg/day. Dly dos.above 80 mg not recomm.for ADHD in adults (LA caps only). Discont. if no improvem.observ.aft. appropr.dos. adjustm.over 1 mnth./paradox. aggrav. of sympts./other adverse eff.occur. ADHD treatm. not to be indefin.& may usuall.be discont. aft. puberty. Period.discont.to assess.pts.condit. Improvem.may be sustain.when med.eith. temporar./perman.discont.

Tabs: 

Narcolepsy: Aver.dos.20-30 mg dly.admin. in 2-3 div.dos. Some may requir.40 –60 mg dly.while 10-15 mg dly.may be adeq.for others. Take last dos. bef.6 pm.if unable to sleep. Do not exceed tot.dly dos.of 60 mg.

ADHD: Childr.& adolesc.6 yrs & over: Start with 5 mg 1-2xdly.bef.breakf.& lunch with grad. increm. of 5-10 mg wkly. Admin.tot.dly.dos.in div. dos.

LA Caps: Do not crush/chew. Cont.may be sprinkl. on small amnt.soft/cold food & swall.immed. Use only LA formulat.for ADHD in adults & admin once dly in morn.

ADHD: Recomm.start.dos.20 mg or 10 mg if low. init.dos.appropr. Dly dos.above 60 mg not recomm. Pts.new to methylphenidate recomm.start.dos. 20 mg once dly. For pts.curr.using immed.rel. methylphenidate contin with LA dos.equal to tot. dly. dos.not exceed.60 mg in childr.& 80 mg in adults.

In the case of other regimens use clinic.judgm.for init.dos.with wkly.increm.of 10 mg increm.in childr.& 20 mg increm.in adults.

Contraindications: Anx., tens., agitat., Tourette's syndr./family hist.thereof, hyperthyroid., glauc., phaeochromocyt., pre-exist.CV disords.incl. hypertens./ ang./arter.occlus.dis., HF, haemodynamic. signif.congenit.heart dis., cardiomyopathy, MI, potent.life-threat.dysrhythm./ channelopath., congenit./familial.QT prolongat./ that caus.by medicat., concurr.MAOI’s/within 2 wks of discont., pregn.& lactat.

Side effects: V.common: Nasopharyngit., decr. appet., nervousn., insomn. Common: Anx., restlessn., sleep disord., agitat., depress., aggress., bruxism, dyskines., trem., headache, drowsin., dizzin., rash, prurit., urticar., fev., scalp hair loss, hyperhidros., arthralg., feel.jittery, weight decr., Raynaud's phenomen., periph..coldn. Uncommon: Trismus. Rare: Weight gain/growth retardat. dur.prolong.use in childr. Very rare: Leucopen., thrombocytopen., anaem., hypersens. reacts., hyperactiv., psychos., trans.depress.mood, convuls., choreo-athetoid movem., tics/exacerbat. of exist.tics & Tourette’s syndr., cerebrovasc. disord., thrombocytopen.purpura, exfoliat. dermatit., erythema multif., musc.cramps. Unknown freq: Pancytopen., irritabil., affect lability, abnorm.behav./think., anger, mood alter./ swings, hypervigil., mania, disorientat., libido disord., apathy, repet.behav., over-focus., confus. state, depend., abuse, revers.ischaem.neurologic. deficit, migraine, diplop., mydrias., vis.disturbs., card.arrest, MI, pharyngolaryng.pain, dyspn., diarrh., constip., angioed., eryth., fixed drug erupt., myalg., musc.twitch., haematur., gynaecomast., chest pain, fatig,, sudd.card.death, priap., dysphem., suicid.ideat./attempt, enures.
Warnings and special precautions: Not for treatm./ prevent.of norm.fatig.states, treatm. consid. only aft.detail.hist.& eval.& in childr.the appropriatn. of behav.to age, do not use for att. defic./ hyperactiv.second.to amenable causes incl. ac. stress reacts., poss.tol.& psych.depend., drug abuse/ alcohol.hist., sudd.death in pts.with pre-exist. card.disords., pre-exist.CV disords.eg. congenit. long QT syndr./psych.disord. assessm./ family hist.of sudd.death/ventric. dysrhythm. bef. init.ther., BP/growth/weight monit.dur.ther., card. eval.if sympt.suggest.of card.dis.devel., do not use with pre-exist.CNS/known struct.card.abnormalit./ CV abnormalit.incl.cerebr.aneurysm &/other vasc. abnorm., lact./sucrose intol., ser.A/E’s incl.sudd. death with concom.clonidine/other centr.act. alpha-2 agon., concom.antipsychot.not recomm. because of counteract.mechan.of act., reduc,ac. psychos./ac.man./ac.suicidal.to be treat.& contr. bef. consid.treatm., consid.discont.if psychot. sympts. report./seiz.freq.incr., supervis.withdr.as depress. & effs.of chron.overactiv.poss.unmask., concom. meds.elev.BP, abstain from alcoh., anaesth./ surg., concom.warfar./some anticonvuls./ TCA’s., dos./discont.ther.if sympt. aggravat./other adverse eff.occur, discont. period. for condit.assessm., reg.neurolog./ psych.assessm. in pts.with addit.risk fact., cons.benef.vs.risk in emerg. psych./exacerbat.of pre-exist.psych. sympt., poss.dos.up-/downward titrat.with emerg. aggress. behav./exacerbat.of baseline aggress., immed. pt.eval.with emerg.suicid.ideat./behav.& init. appropr.treatm.of underly.psych.condit., per. full bld.counts/differen.& platel.counts/caref. monit. dur.prolong.ther., emot.unstab.pts.incl. drug/ alcoh.depend.hist., co-morbid.of psych. disord. in ADHD, fam.hist.assessm./clinic.eval.for tics & Tourette’s syndr.bef.init.ther., not stud.in hepat. impairm./pts.over 60 yrs., concom. serotonerg. meds.not recomm.as seroton. syndr.poss., priap., not indicat.in childr.<6 yrs.
Drug interactions: Decr.antihypertens.effect., incr. CNS eff.with alcoh., ser.adverse events incl. sudd. death with clonidine/dexmedetomidine, pharmacodynam. interact.with dopamine agonist/ antagon., false posit.amphetam.lab.test.

 XE "Strattera" STRATTERA, Eli Lilly [P/S]

Atomoxetine HCl

Indications: Attention-Deficit/Hyperactivity disord. (ADHD) in childr.6 yrs.& old./adolesc.& adults.

(S5) CAPS, 38/1.2/0520, 0521, 0522, 0523, 0524, 42/1.2/0789
704690-001:10 mg, 28, R958,53
704691-001:18 mg, 28, R958,53
704692-001:25 mg, 28, R958,53
704693-001:40 mg, 28, R958,53
704694-001:60 mg, 28, R958,53
716473-001:80 mg, 28, R1 064,92
Dosage: Do not exceed recomm.dly.dos. Treatm. by exper.practit.only eg. Paediatric/child.adolesc. psychiatrist. If dos.miss.take ASAP but prescrib. tot.dly not to be exceed.in any 24 hrs

Childr.& adolesc.upto 70 kg: Init.tot.dly.dos: Approx. 0,5 mg/kg. Maint.init.dos.x7 days bef. upward titrat.accord.to clinic.respon.& tol. Recomm. maint dos: Approx.1,2 mg/kg/day. No addit. benef.demonstr.with high.dos.

Childr.& adolesc.over 70 kg: Init.tot.dly.dos: 40 mg. Maint.init.dos.x7 days bef.upward titrat. accord.to clinic.respon.& tol. Recomm.maint dos: 80 mg. No addit.benef.demonstr.with high.dos.
Contra-indications: Uncontrol.hypertens., imp. liv. funct., MAOI’s, narr.angle glauc., no adeq. stud. in pregn., not known if excret.in human breast milk, safety & effic.in childr.und.6 yrs.& elderly not est., effic.of treatm.beyond 18 mnths & safety beyond 2 yrs.not est.

Side effects: Allerg.reacts., card.disords., eye disords., GI disturbs., influenza., CNS & psych. disords., skin reacts., ren.disords., reproduct. syst.disords., vasc.disords., abnorm.LFT, jaund.& hepatit.
Special precautions: Hepat.insuffic., hypertens. of end-stage ren.dis.poss exacerb., incr.mydrias. risk, incr.risk of mood swings incl. hostility & emot. labil., discont.in pres.of jaund./lab.evid.of liv. injury, concom.system.ß-2 agon.& press.agents, meds.affect.norepinephrine, monit.weight gain & longitud.growth, hypertens., tachycard., CV/ cerebrovasc. dis., condits.predispos.to hypotens.

Drug interactions: Potent.act.of salbutamol on CV syst., poss.effs.on BP with pressor agents, poss. addit./synergist.pharmacologic.effs.with norepinephrine

 XE "Vyvanse" VYVANSE, (Acino) Takeda 
Lisdexamfetamine dimesilate

Indications: Attent.deficit hyperactiv.disord.in pts. aged 13-55 yrs.aft.fail.treatm.with methylphenidate & atomoxetine

(S6) CAPS, A48/1.6/0407, 0408, 0409

3002858-001: 30 mg; 30; R889,73
3002859-001: 50 mg; 30; 
R1 009,79

3002860-001: 70 mg; 30; R1 125,36
Dosage: Init. & supervis.by medic.practit.exper.in treatm.of ADHD. Indiv. Admin low.effect.dos. 

Recomm.start.dos: 30 mg once dly.in morn. Dos. may be adjust.in increm.of 20 mg at wkly.interv.if req. Max.recomm.dos: 70 mg/day.

Contraindications: Hypersens.to sympathomimet. amines, advanc.arterioscleros., symptomat.CV dis.incl.card.dysrhythm./ ischaem. heart dis./other structur.&/or function. card. disords., mod.to sev.hypertens., glauc., hyperthyroid., agitat.states., MAOI, phaeochromatocyt., tics, Tourette's syndr., drug/ alcoh. abuse hist., sev.depress., anorex.nervosa, psychot. sympts., suicid.tendency, pregn.& lactat., safety & effic.not est.in.childr.und.6 yrs.
Side effects: Common: Abdom.discomf./pain, diarrh., dry mouth, decr.appet., naus., diarrh., toothache, thirst, vomit., fatig., irritabil., pyrex., ECG QT prolongat., incr.BP, weight decr., gastroenterit., nasopharyngit., sinusit., rhinit., URTIs, anorex., decr.appet., polydips., neck/chest pain, angina, tachycard., palpits., dizzin., agitat., anx., hyperhidros., ear infect./pain, influenza, mood chang., tearfulln., headache, somnol., trem., affect labil., aggress., init.insomn., insomn., euphor. mood., sleep disord., restlessn., allerg. bronchit., dyspn., tic, cough, nas.congest., oropharyng. pain, prurit., flush. Unknown freq: Anaphylact.react., sychotic episod., hallucinat., seiz., dysgeus., blurr.vis., mydrias., cardiomyopathy, Raynaud’s phenomen., eosinophil.hepatit., angioed., Stev.-Johns.syndr. 

Warnings and special precautions: Re-assess. need.for contin.treatm.every 6 mnths., review BP & CV status regular., avoid.aftern.dos.as insomn. poss., effic.in adults > 55yrs.not est., do not admin. in childr.6-12 yrs.as optim.titrat.not poss.with avail. formulats., ren.insuffic., no stud.in hepat. impairm., assess.risk of abuse prior to treatm.& monit.for signs of abuse/depend.dur.ther., caref. supervis.requir.dur.withdr.per., caref.monit. dur. long-term use, withdr.grad.if physic./psych. depend. occ., assess person.& famil.card./psych. hist. pre-treatm., prompt card.evaluat.advis.in pts. develop.exertion.chest pain/unexplain.syncope/ oth. sympts. suggest.of card.dis.dur.treatm., known serious structur.card.abnormalit./ cardiomyop./ heart rhythm abnormalit./other serious card.disords., pts.with underl.medic. condits. poss.compromis.by incr.BP, exist.behav./ thought disords., scan pts.pre-treatm.for bipol. disord.risk., consid.discont.with treatm.emerg. psych./ manic.sympts., monit.for emerg./worsen.of aggress.behav./hostil., discont.in pres.of seiz., poss. reduc.mass gain & growth retardat.in childr. dur. prolong.ther., periph.vasculopathy incl. Raynaud’s phenomen., prescr./dispense least amount.feasibl.to minim.overdos.risk., pts.on concom. sympathomimet.meds.

Interactions: Guanfacine/venlafaxine conc.poss. incr., ascorb.acid & meds./condits.that acidify urine incr.urin.excret.&decr.half-life, sodium bicarb. & meds./condits.that alkalin.urine decr. urin. excret.& extend half-life, poss.hypertens. crisis with MAOI, poss.seroton.syndr.with concom.serotonerg.meds., effic.of antihypertens poss.decr., analges.eff.of narcot.analges. potentiat., reduc.eff.with concom.promethazine/ haloperidol/ Li, poss.interfer.with urin.steroid determinat.

See also MDR page 772.
1.2
Sedative hypnotics
1.2.1
Benzodiazepines
 XE "Accord Midazolam" ACCORD MIDAZOLAM, Accord [P/S]
Midazolam

Indications: Basal sedat.bef.diagnost./surg. intervents. und.loc.anaesthes., premed.bef. anaesthes. induct., induct.agent in inhalat. anaesthes./ sleep-induc.compon.in combin. anaesthes. incl.total IV anaesthes., maint.of anaesthes. where subseq.ICU admin.with ventilat. envisag.for recov.& stabilisat., longt.sedat.in ICU with IV admin as bolus inj/contin.infus. Only indic. when disord.sev./disabl./subj.indiv.to extreme stress.

(S5) SOL.FOR INJ, 42/26/0329, 0327, 0328

719623-001: 5 mg/5 ml, 10 amps, R129,89
719621-001: 15 mg/3 ml, 10 amps, R190,90
719622-001: 50 mg/10 ml, 1 amp, R63,63
Dosage: Start with low.recomm.dos.without exceed. max.dos. Indiv. Slow admin. Dos.& titr.to desir. sedat.state accord.to clinic.need, phys. status, age & concom.meds.

Basal sedat: IV: Slow admin.Approx.1 mg over 30 sec. for sedat.taking eff.in about 2 min aft. admin.

Basal sedat.in diagn.& surg.intervent.und. loc.anaesthes: Adults <60 yrs: Init.dos: 2,5 mg (0,04 mg/kg) 5-10 mins.bef.start.proced. Furth. dos.of 1 mg may be giv.if necess.with total dos. great. than 5 mg.usual.not necess. Adults >60 yrs./ debilit./chron.ill.pts: Init.1-1,5 mg.giv.5-10 mins. bef.proced. Furth.dos.of 0,5-1 mg may be giv.as need. Tot.dos.great.than 3,5 mg usual.not. necess.

Pre-med.bef.surg: IM admin.shortly bef.proced. Adults <60 yrs: 0,07-0,1 mg/kg bm. Usual dos. about 5 mg. Childr betw.1 & 15 yrs: Dos.range 0,08-0,20 mg/kg bm admin.into large musc.mass 30-60 mins. bef.anaesthes.induct.

Adults >60 yrs./debilit./chron.ill pts: 0,025-0,05 mg/kg bm IM. Usual dos: 2-3 mg.

Anaesthes.induct.& maint: Induct: Admin. slow. IV approx.2,5 mg over 10 sec.titrat.stepw.to desir. lev. Admin.in increm.of not more than 5 mg over 20-30 sec.allow.2 min.betw.success.increm. Pre-medicat. adults <60 yrs: Dos.range from 10-15 mg IV (0,15-0,2 mg/kg). Tot.dos.great.than 15 mg usual.not necess. Suffic.deep sleep lev. gen. achiev.aft.2-3 mins. Non-pre-medicat. adults <60 yrs: 0,3-0,35 mg/kg bm. Tot. dos.great. than 20 mg usual.not necess. Adults >60 yrs./ debilit./ chron.ill pts: Low.dos.reqd.

Anaesthes.maint: Contin.infus: Dos.usual.rang. from 0,03-0,1 mg/kg/hr when in combin.with narcot./ ketamine. High risk surg.pts./adults >60 yrs./ debilit./chron.ill pts: Low.maint.dos. reqd.

ICU sedat: IV: Desir.sedat.lev.reach.by stepw. titrat. follow.by contin.infus./intermitt.bolus. Dos. indiv. & titrat.to desir.sedat.state accord.to clinic. need/ phys.status/age/concom.meds. IV load.dos. to be giv. in slow increm.each of 1-2,5 mg inj.over 20-30 sec.allow.2 mins.betw.success.increm. Load. dos.can range from 0,03 mg/kg but tot.dos. great. than 15 mg usual.not necess. Omit load. dos.in hypovol./vasoconstrict./hypotherm.pts. Maint.dos: Rang.from 0,03-0,2 mg/kg/hr. Reduc. dos.in hypovol./vasoconstrict./hypotherm.pts,at times 25% of usual.dos. Sedat.lev.regular.assess.

Contraindications: Myasth.grav., safety in pregn. & lactat.not est., sev.resp./hepat.insuff., sleep apnoea syndr.

Side effects: Psych.disords.incl.psychomot.skills impairm./ paradox.reacts., CNS effs., dizzin., oversedat., headache, amnes., convuls.also in prems./ neonat., card. disords.incl.arter.BP decr., pulse/ breath./vis.chang., apnoea, resp./card.&/ depress./ arrest, dyspn., laryngosp., hiccups, hyperventilat., wheez., cough., GI disturbs., skin/ hypersens./ anaphylact./loc./paradox.reacts., atax., musc.tremor, myocard.contract.poss. depress., involunt.movem., withdr.sympt.with abrupt discont., numbn./tingl./pain/weakn.in hands & feet, CV collapse.
Warnings and special precautions: Cross. placenta, pass.into breast milk, admin.only in facilit. where resuscitat.read.avail., pts.to remain in hosp.for at least 4 hrs. foll.parenter.admin., elderly >60 yrs.with organ.cerebr.chang./imp. card. & resp. funct./debilit./chron.ill pts., not to be dilut. with Macrodex 6% in Dextr./mix.with alkal.sol., precipit. in Na carbon., admin.potent analges.1st so sedat. eff.of midazolam can be titrat.accord., COPD, chron.ren.fail., imp.hepat.funct., CHF, indiv. dos. & contin.monit.of high risk pts., poss.floppy inft. syndr.if giv.to mothers dur.labour/deliv., IV admin. in childr.und.7 yrs.not recomm., grad. withdr., abuse/psych.& phys. depend.potent. esp. prolong use/high dos., alcoh./drug abuse hist., rebound effs., no alcoh.consumpt.for at least 12 hrs. aft.parent.admin.

Interactions: Poss.enhanc.depress.eff.with anti-psychot./ hypnot./anxiolyt./antidepress./narcot. analges., anti-epilept.meds., anaesthet./sedat. antihistamin., poss.incr./prolong.eff.with cmpds. inhib. cert.hepat.enzym.esp.cytochrome P450 3A e.g. cimetidine/ranitidine/erythromycin/diltiazem/ verapamil/ ketoconazole/saquinavir.

 XE "Dormicum" DORMICUM, Pharmaco [P/S]
Midazolam

Indications: Consc.basal sedat.bef.diagnost./ surg. intervents.with/-out loc.anaesth., premed. bef.& induct.& maint.of anaesth., induct. agent in adults in inhalat.anaesthes./sedat.compon.in combin. anaesthes.incl.tot.IV anaesthes., long-term sedat.in ICU.

(S5) INJ, [P/S] Y/2.2/325

787973-009: 50 mg/10 ml, 1x10 ml, R114,79
Dosage: Avoid rapid inj.in neonates. In pre-term newborn infts.& paed.<15 kg sols.with conc.high. than 1 mg/ml not recomm. Dil.high.conc.to 1 mg/ml.

Consc.basal sedat: Perform.by exper.physic.only. Admin.by slow IV inj.(approx.1 mg in 30 sec.) it tak. eff.about 2 mins.aft.admin. Adults <60 yrs: Init. 2,5 mg IV 5-10 min.bef.proced, then further 1 mg dos.as necess. Mean tot.dos.range: 3,5-7,5 mg. Tot.dos.>5 mg not usual.necess. Adults>60 yrs/ debilit./ chron.ill: Init.& furth.dos. to be halv., with addit.dos. titrat.very slow.& caref. Tot.dos. great.than 3,5 mg not usual.necess. Childr: IM admin: 0,1-0,15 mg/kg 5-10 mins.bef.start of proced. Anx.pts.up to 0,5 mg/kg. Tot.dos.great. then 10,0 mg not usually necess. Childr.IV admin: Titrat.slow.to desir.clinic.eff. Admin.init.dos.over 2-3 mins.wait.addit.2-3 mins.to eval.eff.bef.init. proced./rep.dos. If necess.titrat.in small increm.till appropr.lev.achiev. Infts.& childr.<5 yrs.req. substant. high.dos.than childr.& adolesc. <6 mnths: limit.info for non-intubat.pts. They are partic. vunerable.to airway obstruct.theref.titrat. with small increm.to clinic.eff.with essent.caref. monitor. 6 mnths-5 yrs: Init.dos: 0,05-0,1 mg/kg. Tot. dos.of upto 0,6 mg/kg may be necess.but do not exceed 6 mg. 6-12 yrs: Init.dos.0,025-0,05 mg/ kg. Tot.dos.upto 0,4 mg/kg to max.10 mg. 12-16 yrs: As for adults.

Anaesthes.pre-med: Close pt.observat.aft. admin. as sensitiv.varies & overdos.sympts.pos. Admin. deep IM 20-60 mins.pre-op. Adults<60 yrs: Usual.dos.5 mg (0,07-0,1 mg/kg bm). Childr: 1-15 yrs: Dos.range: 0,08-0,2 mg/kg bm IM.

Anaesthes.induct: Titrat.dos.of all agents used to desir.eff.sometimes as low as 25% of usual init. dos.of indiv.agents. Stepwise titrat.till desir.lev. Admin.IV induct.dos.slow.in increm.of not more than 5 mg over 20-30 sec.with 2 min.interv.betw. success.increm. Non pre-medic.adults <60 yrs: 0,3-0,35 mg/kg bm. To complete induct.increm.of 25% of init.dos.may be used. Instead induct.may be complet.with volatile liq.inhalat.anaesthet. In resist.cases tot.dos.of up to 0,6 mg/kg may used for induct.but recovery may be prolong. Non pre-medic. elderly pts: Init.dos: 0,3 mg/kg. Those with sev.system.dis.or other debilitat: Init.0,2-0,25 mg/kg usual.suffic.with 0,15 mg/kg suffic.in some cases. Adults over 60 yrs.& the debilitat/ chronic.ill: Low.dos. Childr: Not recomm.as exper. limit.

Anaesthes.maint: Adults: Achiev.by either furth. intermitt.small IV dos.(range: 0,03-0,1 mg/kg) or contin.IV infus.(range: 0,03-0,1 mg/kg/hr) typical.in combinat.with analges. Low.maint.dos.in high risk surg.pts./adults over 60 yrs./debilitat.& chronic ill. Childr.receiv.ketamine: 0,15-0,20 mg/kg recomm.

ICU sedat: Achiev.by step-wise titrat.follow.by either contin.infus./intermitt.bolus accord.to desir. state of sedat., physic.status, age & concom. medicat. Adults: Admin.load.dos.slow.IV in increm. of 1-2,5 mg inj.over 20-30 sec.with 2 min. interv.betw.success.increm. Load.dos: 0,03-0,3 mg/ kg IV but tot.dos.great.than 15 mg not usually necess. Reduc./omit load.dos.in hypovol./ vasoconstrict./hypotherm.pts. Maint: 0,03-0,2 mg /kg/hr. Reduc.maint.dos.in hypovol./vasoconstrict./ hypotherm.pts.by as much as 25% at times. Assess sedat.lev.reg. Childr: 0,05-0,2 mg/kg IV over 2-3 mins.to est.clinic.eff.follow.by contin.IV infus.at 0,06-0,12 mg/kg/hr (1-2 µg/kg/min.). Incr. or decr.rate of infus.gen.by 25% of init./subseq. infus.rate as reqd. or admin.addit.supplement.IV dos. to incr.or maint.desir.eff. In haemodynamic. comprom.pts.titr.usual load.dos in small increm.& monit.as pts.vulnerable to resp.depress.eff. Neonates <32 wks: Admin.as contin.IV infus. start.at 0,03 mg/kg/hr (0,5 µg/kg/min.). Neonates >32 wks: Admin.as contin.IV infus.start.at 0,06 mg/ kg/hr (1 µg/kg/min.). IV load.dos.not to be used rather run infus.more rapidly x1st sev.hrs. Re-assess infus.rate freq.aft.first 24 hrs.monit.resp. rate & O2 saturat.

(S5) TABS, [P/S] 27/2.2/0078, R/2.2/123

Indications: Short term insomn.when disord is sev./disabl./subject.individ.to extrem distress, anaesth.pre-med.

804711-011: 7,5 mg, 20, R148,47
721115-020: 15 mg, 20, R204,55
Dosage: Short term treatm only. Durat.: Few days to max 2 wks. Tapering off tail.to individ. Re-eval.if treatm.beyond max.per.consid.necess. Insomn: Adults: Dos.range: 7,5-15 mg immed.bef.retir. Start with low.recomm.dos.

Pre-med: 15 mg ½-1 hr pre-op.
Contraindications: Myasth.grav., prim.ther.of psychot.illn., not as single treatm.regime in depress. /anx.assoc.with depress.(suicide poss. precipitat.in such pts.), sev.hepat.impairm., tabs in childr., resp.insuffic., sleep apnoea syndr., concom. ketaconazole/itraconazole/voriconazole or HIV protease inhibit.incl.ritonavir boosted protease inhibit.formulats., galactose intol., safety in pregn. not est., lactat.,

Side effects: Hypersens.incl.anaphylact.reacts., psychiatr./paradox.reacts., CNS eff.incl.confus/ anterograde-/ prolong.amnes., GI disturbs., skin reacts., resp.depress., card.fail./arrest, libido chang., diplopia, musc.weakn., fatig., unmask.of pre-exist.depress., post-op sedat.when used as pre-med., incr.fall & fract.risk in all populat.groups not just elderly. withdr. sympts.with abrupt terminat. aft.prolong admin., rebound insomn. Inj.also: Foet.heart rate irregularit./ hypoton./poor suck. & hypotherm.in neonates., over sedat., lethargy, hiccoughs, sev. hypotens.partic.with concom. fentanyl/seiz./ profound & or prolong. eff.in neonates, pain/loc.reacts.at inj.site, tonic/ clonic convuls.& musc.trem., depend., sev.card.-resp. effs.incl.resp.depress./apnoea & myocard. contractil.

Special precautions: Cross.placenta & into breast milk, grad.withdr., imp.card./ren./hepat. funct., elderly, debilitat, myasth.grav., childr., poss developm. physic.depend./withdraw.sympt.in postnat. per in infts.born to mothers chronic.ther. dur. latter stage of pregn., epilep., reduc.effic.with repeat.use of a few wks., alcoh./drug abuse hist. Inj. also: Parent.admin.only where resuscitat. facilities avail., eff.parenter.admin.aft.potent. analges. to titrat.dos.safely in line with sedat.caus. by analges., pts.to remain in hosp.for 4 hrs.follow. parenter. admin., vehicle/mach.operat.only x12 hrs aft. admin., pre-exist./chron.resp.insuffic., paed. with CV instabil., consid.metabol.eff.of combin. sources of benzyl alcoh., tol.& loss of effic.with use for prolong.sedat.in ICU, routine IV admin.not recomm. in childr.und.7 yrs., sedat.of pre-term & form. pre-term pts.without trach.intubat., don’t dil. with macrodex 6% in dextr./mix.with alkaline inj., precipit.in sod.bicarbon.

Drug interactions: CYP3A inhibit.(eg.azole antifung. /macrolide antibiot./HIV prot.inhibit./ histamine recept.2 antagon./Ca chann.block./ atorvastat./ fluvoxam./nefazodone/aprepitant/ bicalutamide) incr.plasma conc.& induc.(eg. rifampicin/carbamazepine/phenytoin/Echinacea purpurea root extr./St John’s Wort) decr.plasma conc., other sedat./hypnot./centr.act.depress. agents/spin.anaesthes.incr.sedat./hypnot.effs., IM lidocaine& bupivacaine reduc.reqd.IV dos.for sedat., meds.incr.alertn./memory (eg physostigmine & caffeine) revers.hynot./sedat. effs., min.alveol.conc.of inhalat.anaesthet.decr.,

 XE "Dormonoct" DORMONOCT, Sanofi-Aventis [P/S]

Loprazolam.
Indications: Short-term treatm.of insomn., sleep disturbs.in geriatrics & pre-op.sleep disturbs.only when disord.is sev./disabl./subj.indiv.to extreme stress.

(S5) TABS. Q/2.2/355.

721107-001: 2 mg, 30, R428,59
721107-028: 2 mg, 100, 

R1 428,68

Dosage: Start.with the low.recomm.dos.not exceed. max.dos. Durat: a few days-2 wks.with max. 4 wks. includ.taper.off period. Re eval. treatm. in cases.requir.extens.beyond max.period.

Adults: 1-2 mg at bedt. Elderly & debilitat.pts: Init. 0,5-1,0 mg.
Contraindications: Myasth.grav., lactat., not recomm. for prim.psychot.illn., not to be used alone for depress./anx.treatm.

Side effects: CNS eff., paradox.reacts.(discont.), floppy inft.syndr.dur.labour, rebound effs.on withdr.

Special precautions: Elderly & debilit., pulm. dis.& limit.pulm.reserve, anx.with underly. depress., ren./hepat.impairm., concom.alcoh., pregn., abuse potent., hist.of drug/alcoh.abuse, grad.withdr.

Drug interactions: Addit.risk of CNS depress. with other CNS depress.

 XE "Halcion" HALCION, Pfizer [P/S] 
Triazolam.
Indications: Trans.& short-term insomn.treatm. when sev./disabl.or subj.indiv.to extreme stress

(S5) TABS T/2.2/99, J/2.2/320.

730211-010: 0,125 mg, 30, R127,40
730181-014: 0,25 mg, 30, R157,39
730181-022: 0,25 mg, 100, R524,64
Dosage: Indiv. Use low.effect.dos. Durat: 2 wks. with max.4 wks. includ.tapering off.

Adults: 0,25 mg bef.retir. Max: 0,5 mg.

Geriatr./debilit.pts: Init.0,125 mg until indiv. respons. determ. can then be incr.to 0,25 mg if necess.

Contraindications: Ment.depress.unless mark. anx., pre-exist.CNS depress./coma, psych.pts.with suic.tendenc., longterm insomn.treatm., concom. ketoconazole/itraconazole/nefazodone & ritonavir, dur.labour., lactat., safety & effic.in childr.und. 18 yrs. not est., pregn.

Side effects: V.common: Drowsin., groggin., headache. Common: Depress., dizzin., imp.co-ordinat., light headedn., vis.disturbs., blurr.vis., palpitat. Uncommon: Syncope, taste alterat., slurr.speech, dysarthr.,epigastr.discomf., incontin. Rare: Bld disords., confus.states, memory impair., aggressiven., hallucinat., somnambul., euphor., agitat., trans.insomn.aft.drug discont., amnes., atax., trem., hypotens., excess.salivat., diarrh., jaund., hypersens.reacts., paresis, urin.retent., libido changes, fall.

Warnngs and special precautions: Depend. potent. esp.with high dos./long term use, withdr. sympts.with abrupt withdr.aft. developm.of depend., do not withdr.abrupt.in pts.with seiz.hist., sleep behav.-relat.effs eg sleep driv.aggrav.by CNS depress.report.& ther.discont.should then be strong. consid., do not take for sleep of less than 7-8 hrs., elderly/debilit., grad.withdr.to minimis. withdr./ rebound phenomena, re-evaluat.necess.if treatm.beyond recomm.period consid., hist.of alcoh./ drug abuse, not for treat.psychot.illn./alone for ment.depress.or anx.with depress., pulm. insuffic., organ.brain chang.partic.arterioscleros., imp.liv./kidn.funct., driv./perform.complicat.tasks until S/E est.
Drug interactions: CNS depress.addit.eff., cimetidine & macrolide antibiot.may double plasma conc., dos.reduct.advis.with troleandomycin, compds.inhibit.cert.hepat.enzym. may enhanc.activ., concom.azole antifung.not recomm., caut.with concom.isoniaz./fluvoxamine/ paroxetine/diltiazem/verapamil & sertraline, HIV protease inhibit.imp.clear.enhanc.clinic.effs.

See also MDR page 655.
 XE "Pharma-Q Diazepam" PHARMA-Q DIAZEPAM INJECTION 10 mg/2 ml, Pharma-Q [P/S]

Diazepam.

Indications: Anx.& tens.states, sedat.& premed, musc.spasm contr.as in tetanus, alcoh.withdr. syndr., status epilepticus, when disords.sev./ disabl./caus.extreme stress.

(S5) INJ, 32/2.6/0197. 10 mg/2 ml

703598-001: 10x2 ml amps, R68,70
Dosage: Admin.deep IM/slow IV. IV inj.at recomm. rate of not more than 5 mg/min.of a 0,5% sol.
Start with low.recomm.dos. Treatm.durat.as short as poss.not exceed.8-12 wks.incl.taper.-off per. Re-eval. pt.status if extens.beyond max.treatm. per.necess. 

Sev.anx./ac.musc.spasm: 10 mg IV/IM & may be repeat.aft.4 hrs. Delirium tremens may req.high. dos.

Tetanus: 100-300 µg/kg bm IV & may be repeat.1-4 hrly.Simil.dos.may be giv.by nasoduod.tube.

Status epileptic: Adults: 150-250 µg/kg IM/IV. Repeat aft.30-60 mins.if requir.

Minor surg.proced.& dentistry: 100-200 µg/kg adjust.to pts.requirm.

Childr.sedat.dos: Up to 200 µg/kg bm.
Sev.recurr.seiz./febr.convuls./status epileptic. in childr: 200-300 µg/kg bm or 1 mg/yr of age.May be repeat.30-60 mins.later & then maint. ther.
Elderly/debilit: Not more than ½ usual adult dos.
Contraindications: Psychot.pts.unless mark. anx., pre-exist.CNS depress./coma, ac.pulm. insuff., sleep apnoea, lactat., not recomm.for prim. treatm.of psychot.illn., not to be used alone treat. depress./anx.with depress.

Side effects: CNS eff., vertigo, headache, dysarthr., libido chang., trem., blurr.vis., urin. retent./incont., GI disturbs., jaund., bld.disords., amnes., paradox.excitat., poss.resp.depress./ hypotens. with high dos./parent.admin., rebound effs. esp.on abrupt withdr.
Special precautions: Admin.IV only in facilit. where resp.assist.avail, re-eval.pt.status if resp./ hepat./ren.impairm., elderly/debilit.pts., infts.poss. unable to metabol., chron.pulm.insuff., poss. congenit. malformat.dur.first trimest.of pregn., abuse/depend.potent., withdr.sympt.aft.prolong. use, treatm.to be as short as poss.& reg.assesm. need., person.disords., suic.ideat., organ.brain chang.esp.arteroscleros., poss.inhibit.psych. adjustm. in bereavem., alcoh./drug abuse hist., grad.withdr. 

Drug interactions: Eff.enhanc.by alcoh./barbit./ neurolept.& other CNS depress.

 XE "Pharma-Q Midazolam" PHARMA-Q MIDAZOLAM INJECTION, Pharma-Q [P/S]
Midazolam

Indications: Basal sedat.bef.diagnost./surg. intervents. und.loc.anaesthes., premed.bef. anaesthes.induct., induct.agent in inhalat. anaesthes./sleep-induc.compon.in combin. anaesthes., longt.sedat.in ICU, pre-anaesthet.& intra-op.contin.infus.
(S5) INJ, A38/2.2/0564, 0565, 0566

705983-001: 5 mg/5 ml, 10 amps, R168,29
705982-001: 15 mg/3 ml, 5 amps, R191,40
705981-001: 50 mg/10 ml, 10 amps, R1 246,89
Dosage: Indiv.Slow admin.Dos.& titr.to desir. sedat.state accord. to clinic.need, physic.status, age & concom.meds.

Basal sedat: IV: Slow admin.Approx.1 mg over 30 sec.for sedat.taking eff.in about 2 min aft. admin.

Basal sedat.in diagn.& surg.intervent.und. loc. anaesthes: Adults <60 yrs: Init.dos: 2,5 mg (0,04 mg/kg) 5-10 mins.bef.start.proced. Furth. dos.of 1 mg may be giv.if necess.with total dos. great.than 5 mg.usuall.not necess.
Elderly/debilit./chron.ill.pts: Init.1-1,5 mg.giv.5-10 mins.bef.proced.Furth.dos.of 0,5-1 mg may be giv.as need.Tot.dos.great.than 3,5 mg usual.not. necess.

Pre-op sedat: IM admin.shortly bef.proced. Adults <60 yrs: 0,07-0,1 mg/kg bm. Usual dos. about 5 mg.

Childr betw.1 & 15 yrs: Dos.range 0,08-0,20 mg/ kg bm admin.into large musc.mass 30-60 mins, bef. anaesthes.induct.

Elderly/debility./chron.ill pts: 0,025-0,05 mg/kg bm IM. Usual dos: 2-3 mg.

Anaesthes.induct: Admin.slow.IV approx.2,5 mg over 10 sec.titrat.stepw.to desir.lev.Admin.in increm. of not more than 5 mg over 20-30 sec. allow.2 min.betw.success.increm. Pre-medicat. adults <60 yrs: Dos.range from 10-15 mg IV (0,15-0,2 mg/kg).Tot.dos.great.than 15 mg usual.not necess. Suffic.deep sleep lev.general.achiev.aft.2-3 mins.

Non-pre-medicat.adults <60 yrs: 0,3-0,35 mg/ kg bm. Tot.dos.great.than 20 mg usual.not necess. Elderly/debilit./chron.ill pts: Low.dos.requir.

Anaesthes.maint: Contin.infus: Dos.usual.rang. from 0,03-0,1 mg/kg/hr when in combin.with narcot./ ketamine. Elderly/debilit./chron.ill/high risk surg.pts: Low.maint.dos.requir.

ICU sedat: IV: Indiv.Desir.sedat.lev.reach.by stepw. titrat.follow.by contin.infus./intermit.bolus. IV load.dos.can range from 0,03-0,3 mg/kg to be giv. in slow increm.each of 1-2,5 mg inj.over 20-30 sec.allow.2 mins.betw.success.increm. Tot.dos. great. than 15 mg usual.not necess. Reduc./omit load.dos.in hypovol./ vasoconstrict./hypotherm.pts.

Maint.dos: Rang.from 0,03-0,2 mg/kg/hr. Reduc. dos.in hypovol./vasoconstrict./hypotherm.pts, at times 25% of usual.dos. Sedat.lev.regular.assess.
Contraindications: Myasth.grav., sev.resp. insuffic., sleep apnoea syndr., sev.hepat.insuffic., safety in pregn.not est., lactat., IV admin.in childr. und.7 yrs.not recomm., not to be dilut.with Macrodex 6% in Dextr./mix.with alkal.sol.

Side effects: Drowsin./over-sedat., CNS effs.incl. hallucinat., atax., N & V, headache, hiccups, laryngosp., dyspn., anterograde amnes.which may be prolong., convuls.also in prem.infts.& neonates, hypersens./anaphylact./skin reacts., loc.reacts. incl. thrombophlebit., decr.arter.BP, pulse & breath. chang., CV collapse follow.IV admin., resp. depress./arrest &/card.arrest, paradox.reacts.

Special precautions: Admin.only in facilit.where resuscitat. readily avail., pts.to remain in hosp.for 4 hrs. follow.parenter.admin., admin.potent analges. 1st so sedat.eff.of midazolam can be titrat. accord., indiv.dos.& contin.monit.of high risk pts., poss.floppy inft.syndr.if giv.to mothers dur. labour/ deliv., cross.placenta & into breast milk, elderly pts.with organ.cerebr.chang./imp.card./ resp. funct., debilit./chronic.ill pts., no alcoh. consumpt.for at least 12 hrs.aft.parent.admin., chron.ren.fail., imp.hepat.funct., CHF, grad.withdr.

Drug interactions: Poss.enhanc.depress.eff.with anti-psychot./hypnot./anxiolyt./antidepress./ narcot. analges., anti-epilept.meds., anaesthet./ sedat. antihistamin., poss.incr./prolong eff.with cmpds. inhib.cert.hepat.enzym.esp.cytochrome P450 IIIA, eg cimetidine/ranitidine/ erythromycin, diltiazem/verapamil/ketoconazole/itraconazole.

1.2.2
Barbiturates
 XE "Adco-Phenobarbitone Vitalet" ADCO-PHENOBARBITONE VITALET, AI Pharm Ltd [P/S]

Phenobarb. 16 mg, Vit.B1 3 mg, B2 1 mg, B6 0,25 mg, nicotin. 10 mg/5ml.

Indications: Nerv.insomn., anticonvuls.in epilep., sedat.

(S5) ELIXIR. B1492.

754803-007: 100 ml, R127,28
Dosage: Admin. 2-3xdly with water.

Adults: 10 ml. Childr: 5-10 ml. Infts: 2,5-5 ml.
Contraindications: Ac.intermitt.porphyr., sev. resp. insuffic., hyperkinet.childr., sev.ren./hepat. funct.impairm.

Side effects: Resp.depress., sedat., allerg. reacts.esp.skin reacts.incl.Stev.-Johns.syndr./tox. epiderm.necrolys., CNS effs.with excess.dos., hyperexcitabil.in childr., folate defic.dur.chron. admin.for epilep., hypoprothrombinaem.in infts. whose mothers receiv.phenobarb.dur.pregn., hepatit., cholestas., depend.

Special precautions: Imp.hepat./ren.funct., suicid. pts., sev.pain give concom.painkill.eg. aspir., elderly, withdr.grad. 

Drug interactions: Barbit.act.enhanc.by other sedat./ MAOI's/anticholinesteras., Na valproate, sulphonylurea antidiab./TCA's, enhanc.act.of methotrex./cyclophospham./sulphonurea/tox. effs. of TCA's, ser.resp.depress with alcoh., poss. enhanc. eff.of anaesthet./antihistamin./narcot. analges., reduc.activ.of carbamazepine/coumarin anticoag./doxycycl./folic acid/phenylbutazone/ phenazone/ phenytoin/corticoster.& other steroid hormon. also griseofulvin if giv.per mouth concom.

 XE "Sedabarb" SEDABARB, Ranbaxy [P/S]

Phenobarbitone.
Indications: Prophylact.treatm.of convuls.type epilep., gen.sedat.

(S5) TABS. E/2.3/107.

814946-004: 30 mg, 100, R12,78
814946-003: 30 mg, 1 000, R127,78
Dosage: Epilepsy: 1 tab.morn.& night.

Hypnotic: 1 tab.1 hr.bef.bedt.

Sedative: 1 tab.3xdly.

Contraindications: Ac.intermitt.porphyr., sev. hepat. & ren.impairm., hyperkinet.childr.

Side effects: Resp.depress., sedat., allerg.reacts, skin reacts.incl.erythema multiforme & tox. epiderm. necrolys., photosens., nystagm., atax., imp. judgem., paradoxic.excitem./restlessn./& confus.in elderly or in pres.of pain, irritabil.& hyperexcitabil.in childr., folate defic.with chron. admin., hypoprothombinaem.in infts.of mothers who receiv.dur.pregn., hepatit., cholestas.
Special precautions: Drug depend., grad. withdr., tol.to hypnot.eff.aft.prolong.admin., imp. ren./hepat.funct., elderly, sev.resp.insuffic., alcoh. produc.poss.ser.resp.depress.& low.lethal dos.

Drug interactions: Effs.enhanc.by other sedat./ MAOI’s/other CNS depress./some tranquillis.& poss. anticholinesterases /Na valproate/ sulphonylurea & TCA’s., phenothaiz.eff.init. enhanc. & subseq.dimin., effs.dimin.by alkaline urine & poss.reserpine & folic acid, enhanc.activ.of methotrex./ cyclophospham/sulphonylurea & tox. effs.of TCA’s, metabol.of many meds.incr.by induct. of metabol.enzyme in liv.microsomes reduc. activ. eg.carbamazepine/coumar.anticoags./ doxycycl./ folic acid/phenylbutazone/phenazone/ phenytoin/ corticoster./other ster.hormon./ cyclospor./ metronidaz./quinidine/theophyl./TCA’s & OC’s, activ.of oral griseofulvin.reduc.

1.2.3
Others
 XE "Adco-Zolpidem Hemitartrate" ADCO-ZOLPIDEM HEMITARTRATE, AI Pharm Ltd [P/S]
Zolpidem hemitartrate.

Indications: Short-term insomn.treatm.when sev./ disabl./extrem.stressful.

(S5) TABS. 36/2.2/0132

703809-001: 10 mg, 30, R117,37
Dosage: Treatm.max.4 wks.incl.taper.off period.

10 mg immed.bef.bedt. Elderly, debilitat.& in hepat. insuffic: 5 mg at bedt.

Contraindications: Myasthen.grav., sleep apnoea, ac.& sev.pulm.insuffic., sev.hepat. insuffic., childr.und.18 yrs., pregn., breast feed., prim. treatm.of psychot.illn., alcoh/drug abuse hist.

Side effects: CNS effs., musc.weakn., atax., double vis., GI disturbs., libido chang., skin reacts., anterograde amnes., unmask.of pre-exist.depress., psychiatr.& paradoxic.reacts., depend.& tol.

Special precautions: Floppy inft.syndr.in neonates if admin.dur.late pregn./labour, poss. physic.depend.& withdr.sympts.in neonates born to mothers chron.treatm.dur.late pregn., re-eval.for treatm.bey.max.period, ensure 7-8 hrs.uninterrupt. sleep to reduc.risk of anterogr.amnes., rebound insomn.on withdr.theref.withdr.grad., depend.risk great.in pts.with alcoh./drug abuse hist., resp. insuffic., depress., suicid.tendenc.

Drug interactions: Enhanc.sedat.eff.with alcoh.& other CNS depress., cmpds.inhibit.hepat.enzymes partic. cytochrome P450 may enhanc.activ., cmpds. induc. hepat.enzymes partic.cytochrome P450 may reduc. hypnot.eff.

 XE "Adco-Zopimed" ADCO-ZOPIMED, AI Pharm Ltd [P/S]

Zopiclone

Indications: Short-term insomnia treatm.in adults.

(S5) TABS, 33/2.2/0450

867365-005: 7,5 mg, 30, R59,58
Dosage: Admin.one tab. shortly bef.bedt. Do not exceed dos. Elderly/liv./ren.funct.impairm./ chron. resp.insuff.pts: Init: ½ tab. incr.to 1 tab.if reqd.

Contraindications: Myasth.grav., resp.fail., sev. sleep apnoea syndr., sev.hepat.insuff., childr. und. 18 yrs., safety in pregn.& lactat.not est., not for depress. treatm.

Side effects: Bitt.aft.taste, CNS effs., psych.effs., GI disturbs., allerg./cutan.reacts., anterograde. amnes., psych.reacts., withdr.sympt. & rebound insomn.if discont.abrupt.

Special precautions: Discont.grad., hist.alcoh./ drug abuse, depend.risk, reduc.effic.with rep.use, depress.sympt.mask.

Drug interactions: Centr.depress.eff.enhanc.by CNS meds & alcoh.

 XE "Alchera" ALCHERA, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Zopiclone

Indications: Short-term treatment of insomn.

(S5) TABS, 33/2.2/0029

874728-002: 7,5 mg, 30, R62,58
Dosage: Adults: 1 tab.shortly bef.retir. This dos. should not to be exceed.

Elderly & debilitat: Init.½ tab. Depend.on effectiven. & tol.may incr.to 1 tab.

Contraindications: Childr.und.18 yrs., resp.fail., sev. sleep apnoea syndr., sev.hepat.insuffic., safety in pregn.& lactat.not est., myasth.grav.

Side effects: Bitt.aft.taste, dizzin., headache, resid.somnol., GI disturbs., allerg.reacts., anterograde amnes., psych.reacts. more likely in elderly, withdr.sympts., rebound insomn., inco-ordinat.on waking.

Special precautions: Elderly/debilitat., withdr. grad., ren./liv.impairm., rep.use, alcoh./drug abuse hist., poss.depend., depress., cont.lact.

Drug interactions: Depress.eff of CNS depress. enhanc.

 XE "Austell-Zopiclone" AUSTELL-ZOPICLONE 7,5, (Austell) Camox [P/S]

Zopiclone

Indications: Short-term treatment of insomn. when disord.sev./disabl./subj.indiv.to extreme stress

(S5) TABS, A39/2.2/0022

712508-001: 7,5 mg, 30, R56,24
Dosage: Use low.recomm.dos.init. Do not exceed max.dos. Durat.of treatm.to be as short as poss. vary. from a few days to 2 wks.with max.incl. taper. off process of 4 wks.

Adults: 7,5 mg shortly bef.retir.

Elderly/imp.hepat.funct./chron.resp.insuffic./ ren.insuffic: Init.3,75 mg. If necess.may incr.to 7,5 mg.

Contraindications: Resp.fail., sev.sleep apnoea syndr., sev.hepat.insuffic., myasthen.grav., childr. und. 18 yrs., safety in pregn.& lactat.not est., depress. /anx.with depress.as suicide may precipit.

Side effects: Dizzin., headache, resid.somnol., anterograde amnes., confus., hallucinat., aggressiven.& inappropriate behav., drowsin., inco-ordinat., bitt.taste, GI disturbs., prurit.& rash as hypersens.signs, rebound effs.

Special precautions: Alcoh./drug abuse hist., poss. depend., ren./liv.insuffic., resp.insuffic., elderly, withdr.grad., 7-8 hrs.sleep recomm.to prev.anterograde amnes., not recomm.for prim. treatm.of psychot.illn.

Drug interactions: Depress.effs of CNS depress. & alcoh.enhanc., cytochrome P450 enzyme inhibit. incr.effs., cytochrome P450 enzyme induc.decr. plasma conc.

 XE "Betasleep" BETASLEEP, AI Pharm Ltd [P/S]

Diphenhydramine HCl.

Indications: Tempor.insomn.

(S2) CAPS. C/2.2/653.

754676-005: 50 mg, 12, R37,21
Dosage: 1-2 caps at bedt.approx.20 min.bef.retir.
Contraindications: Epilep., pregn., lactat., childr. und.12 yrs.

Side effects: Lassit., dizz., GI disturb., headache, blurr.vis., tinnit., dry mouth, musc.weakn.& inco-ordin.

Drug interactions: Drowsin.aggrav.by CNS-depress. incl.alcoh.

 XE "Bio Zopiclone" BIO ZOPICLONE 7,5, Biotech [P/S]

Zopiclone

Indications: Short-term insomn.treatm.in adults when disord.sev./disabl./extrem.stressf.

(S5) TABS. 42/2.2/0537

718473-001: 7,5 mg, 30, R55,58
Dosage: Init.low.recomm.dos. 1 tab.bef.retir. Do not exceed.dos. Elderly/chron.resp.insuffic.: 3,75 mg init.then incr.to 7,5 mg if necess. Treatm. durat.max. 4 wks.incl.taper.off per. Re-eval.if long.treatm.per.reqd.

Contraindications: Resp.fail., sev.sleep apnoea syndr., sev.hepat.insuffic., myasth.grav., childr. und. 18 yrs., safety in pregn.& lactat.not est., pre-exist. CNS depress./coma.

Side effects: CNS effs.incl.drowsin./anterogr. amnes./ dysarthr., dizzin., headache, psych.effs., inappropr. behav., asthen., speech disord., trem., GI disturbs., bitt.taste, weight chang., skin reacts., paraesthes., dyspn., palpitat., hypotens., bld. disords., urin.retent., incont., libido chang., jaund., hypersens. reacts., chills, sweat., rebound eff., withdr. sympt.with abrupt.discont.

Special precautions: Women of child-bear. potent., pass.into breast milk, abuse & depend. potent. esp.with prolong./high dos., alcoh.& drug abuse hist., liv./kidn.funct.impairm., elderly, grad. discont., allow for 7-8 hrs.sleep, not recomm.for prim.psychot.illn.treatm., not to be used alone to treat depress./anx.with depress., concom.CYP3A4 inhib./CYP3A4 induc.

Drug interactions: Depress.eff.of CNS depress. & alcoh.enhanc., effs. poss.incr. with cytochrome P450 enzym.inhib., decr.plasma conc.with CYP3A4 induc.
 XE "Cadiatev" CADIATEV, (Cipla Medpro) Teva [P/S]
Melatonin

Indications: Short term (13 wks.) treatm.of prim. insom.characteris.by poor sleep qual.in pts.≥ 55 yrs

(S4) PR TABS, 56/2.2/0389

3006992-001: 2 mg, 30, R261,00
Dosage: Adults .≥ 55 yrs.: 2 mg once dly.1-2 hrs. bef. Bedtime & aft.food. Dos.may be contin.for 3 wks. Effic.in pts.<55 yrs. not demonstrate.

Contraindications: Safety in pregn.& lactat.not est. 
Side effects: Less freq.: Herpes Zoster infects., leukopen., thrombocytopen., hypertriglyceridaem., hypocalcaem., hyponatraem., irritabil., nervousn., restlessn., insomn., abnorm.dream., nightm., anx., alter.mood, agress., agitat., crying, early morn.awaken., incr.libido., disorientat., depress.mood, depression, migraine, psychomot.hyperact., dizzin., lethargy, somnol., memory impairm., attent.disturbs., poor sleep qualit., headache, syncope, paraesthes., restl.legg syndr.,red. vis.acuity, blurr.vis., incr. lacrimat., position.vert., vert., angina pect., palpitat., hot flush, hypertens., abdom.pain, constipat., abdom.upper pain, dyspeps., dry mouth, GI disord./-upset, N&V, abnorm.bowel sound, flat., saliv.hypersecret., halitos., mouth ulcerat., GORD, oral mucos.blister., tong.ulcer., abdom.discomf., gastric disord., gastrit., hyper-bilirubinaem., incr.hepat.enzym., abnorm. LFT/ lab. test, dermatit., hyperhidros., eczema, erythema, prurit. rash., prurit., dry skin, nail disord., night sweat., hand dermatit., psorias., gen.rash, glucosur., proteinur., polyur., haematur., noctur., extrem.pain, musc.cramp., neck pain, priapism., arthrit., night cramp, menop.sympts., prostatit., asthen., chest pain, fatig., pain, thrist, incr.weight, abnorm. bld electrol.Unknown: Hypersens., angioed., oed.of mouth, tong.oed., galactorrh. 

Special warnings and precautions: Not recomm.for pts.with autoimm. dis., if drowsin.safety risk, S&E in childr.0-18 not est., cont.lactose. 

Interactions: Melatonin induc.CYP3A in vitro at supra-therapeut.conc.potent. reduc. plasma conc.of concom.meds., poss.interact. betw. melatonin & other act.subst.as conseq.of their eff. on CYP1A enzymes, avoid concom.fluvoxamine as incr. melatonin AUC & Cmax, 5 or 8-methoxypsoralen/ cimetidine/ oestrog. incr.melatonin conc.by inhibit. metabol., cigarette smok.decr.melatonin lev. due to CYP1A2 induct., CYP1A2 inhibits.incl. quinolones incr.melatonin expos., CYP1A2 induc.incl. carbamazepine & rifampicin reduc.plasma conc., concom.alcoh.reduce eff. on sleep, melatonin poss.enhanc. sedat.props.of benzodiazep. & non-benzodiazep.hypnot.incl. zalepon/ zolpidem/zopiclone. 

 XE "Ivedal" IVEDAL, Sanofi-Aventis [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.or short act.hypnot.when sev/ disabl./extrem.distress.

(S5) TABS. 37/2.2/0540

703384-002: 10 mg, 14, R58,51
703384-003: 10 mg, 28, R117,00
Dosage: Treatm.max.4 wks.incl.taper.off period.

Adults: 10 mg immed.bef.bedt. Elderly, debilitat.& in hepat.insuffic: 5 mg at bedt.

Contraindications: Myasthen.grav., sleep apnoea syndr., ac.& sev.pulm.insuffic., sev.hepat. insuffic., childr.und.18 yrs., safety in pregn.not est., breast feed., prim.treatm.of psychot.illn.

Side effects: GI disturbs., CNS effs., anterograde amnes., psychiatr.& paradoxic.reacts., unmask.of pre-exist. depress., depend., skin reacts., musc. weakn., atax., double vis.

Special precautions: Discont.in cases of psychiatr. & paradox.reacts., treatm.of limit.durat., loss of effic.with rep.use, ensure 7-8 hrs. uninterrupt. sleep to reduc.risk of anterogr.amnes., rebound insomn.on withdr.theref.withdr.grad., depend. risk great.in pts.with alcoh./drug abuse hist., chron.resp.insuffic., depress., suicid. tendenc., floppy inft.syndr.in neonates if admin. dur. late pregn./labour, poss.physic.depend.& withdr. sympts.in neonates born to mothers tak. zolpidem chron.dur.late pregn.

Drug interactions: Enhanc.sedat.eff.with other CNS depress., cmpds.inhibit.hepat.enzymes partic. cytochrome P450 may enhanc.activ.

 XE "Medploz" MEDPLOZ, Aurobindo [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.when disord. sev./ disabl.or subj.indiv.to extreme distress.
(S5) TABS. 43/2.2/0247, 0257

716496-001: 5 mg, 30, R65,23
716497-002: 10 mg, 14, R60,53
716497-001: 10 mg, 30, R129,71
Dosage: Treatm.max.4 wks.incl. taper.off period.

Adults: 10 mg immed.bef.bedt. Elderly/debilitat. & in hepat.insuffic: 5 mg at bedt.

Contraindications: Myasthen. grav., sleep apnoea syndr., ac./ sev.pulm. insuffic., sev.hepat. insuffic., childr.<18 yrs., concom.HIV prot.inhibit. safety in pregn.not est., breast feed.

Side effects:Less freq.: Drowzin. during day, confus., headache, dizzin., atax., gait. disturbs., anterograde amnes., depress.(unmask pre-exist.-), psychiatr.& paradoxic. reacts.(eg. restlessn./ agitat./ irritabil./ aggresiven./ delus./ rage/ nightmare/ hallucinat./ psychos./ inapprop.behav.), musc.weakn., double vis., GI disturbs. (eg.N&V/ diarrh./ dry mouth/ abdom.-& gastric pain), skin reacts.Freq.unknown.: Reduc. alertn., fatig., numbed emot.

Special warnings ad precautions: Poss.physic./ psychologic. depend., depend. risk depends on dos.& durat.& great. in pts.with alcoh./drug abuse hist., rebound phenomena on abrupt withdr.theref. withdr.grad., do not use to treat depress./anx.assoc.with depress. as suic. poss. precipitat., not recomm.for prim. treatm. of psychot. illn., alcoh./ drug abuse hist., hypotherm./ hypotonia/ mod.resp.depress.in neonates if admin.dur.late pregn./ labour, poss. physic. depend.& withdr.sympts.in neonates born to mothers tak.Zolpidem chron.dur.late pregn., excret. in breast milk, discont.in cases of psychiatr. & paradox.reacts., limit.durat.of treatm, loss of effic.with rep.use, ensure 7-8 hrs. uninterrupt. sleep to reduc.risk of anterogr.amnes., chron.resp. insuffic., sev.hepat.insuffic.

Interactions: Enhanc.sedat. eff.with other CNS depress.& alcoh., cmpds.inhibit. cytochrome P450 may enhanc.activ., eff.decr.by rifampicin, plasma conc. incr.by HIV protease inhibit. eg. ritonavir.

 XE "Nomowake" NOMOWAKE, LeBasi [P/S]

Doxylamine succinate

Indications: Insomn.alleviat.

(S2) TABS, 54/2.2/0168

3007095-001: 25 mg, 14, R37,50
3007095-002: 25 mg, 28, R75,00
Dosage: Use occasion.& not success.for periods exceed.sev.days. 1-2 tabs.at bedt. Not for childr.und.12 yrs.

Contraindications: Antihistam.hypersens., sev.cardvasc.disords., ac. asthma attack, epilep., pregn., lactat., concom.MAOI.
Side effects: Freq: Insomn., nervousn., drowsin., dizzin., headache, blurr.vis., vert., incr.bronchial secret., dry mouth, constipat., upper abdom.pain, urin. retens., fatig. Less freq: Agranulocytos., leucopen., haemolyt.anaem., thrombocytopen., nightmare, aggitat., euphoria, depress., trem., seiz., diplop., tinnit., tachycard., ortost.hypotens., tight chest, dyspn, N&V, diarrh., dyspeps., anorex., incr.appetite, rash, diffic. micturit., dysur., asthen., periph.oed., feel.relax. Unknown freq.: Malaise. 

Special warnings and precautions: Treatm period as short as poss., do not take >7 days unl.advis.by med.praction., avoid alcoh., hepat.-/ren.impairm-red.dose to 12,5 mg/day, pts.with QT prolong., may mask ototoxic eff of some meds., aggrav.dehydrat & heat stroke sympts., elderly, if daytime sleep reduc. dose or take earlier (max 8 hrs until awaken.), chron.bronchit & emphysem., clos.angle glauc., prostat.hyperplas., pyloroduod.obstruct, duden.stenos., bladd.neck obstruct., hypokalaem./othr electrol.abnormal.

Interactions: Sedat.effs.of CNS depress.enhanc.incl. alcoh./ barbit./ hypnot./ opioid.analges./ anxiolyt. sedat. & antipsychot., do not use adren.for hypotnes., concom.meds that prolong QT interv., antihypertens.eff on CNS eg.clonidine intens.sedat., addit.eff.with other antimuscarin. agents.eg. some antidepress.& MAOI, skin allergy tests, avoid concom.strong CYP450 inhib. eg.SSRI/ macrolides/ amiodarone/ antivir.protease inhib./ antifungal/ terbinafine/ bupropion, meds with narrow therap.index.

 XE "Nyxe" NYXE, Novagen [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.when sev./disabl./extrem.stressf.

(S5) TABS. 43/2.2/0248

719875-001: 10 mg, 30, R119,30
Dosage: Treatm.init.with low.recomm.dos. Do not exceed max.dos.

Adults: 10 mg immed.bef.bedt. Elderly, debilitat. & imp. hepat.funct: 5 mg at bedt. Tot.dly.dos.not to exceed 10 mg. Ther.as short as poss.with max.4 wks.incl.taper. off per.

Contraindications: Sev.chron.obstruct.pulm. dis., sleep apnoea syndr., sev.hepat.insuffic, myasth. grav., concom.HIV prot.inhibit.eg.ritonavir not recomm., safety & effic.in childr.und.18 yrs./ pregn.& lactat not est., depress., anx.with depress., safety in porphyr.not est.

Side effects: Unmask.of pre-exist.depress., depend./abuse, CNS effs., fall., dizzin., headache, anterogr.amnes.poss.assoc.with inappropr.behav., psychiatr.& paradoxic.reacts.esp.elderly, delus., fatig., atax., asthen., GI disturbs., musc.weakn., myalg., eye disords.incl.blurr.vis./alter.vis.depth percept., labyrinthit., tinnit., vertigo, menorrhag., vulvovag. dryn., urticar., dysur., paraesthes., hypotens., withdr./rebound phenom.when discont., depend.& tol.

Special precautions: Excret.in breast milk, withdr. sympts.in infts.in chron.matern.use of sedat./hypnot., suicid.risk in depress./anx.with depress., elderly, alcoh.& drug abuse hist., re-eval. bef.extend.max.treatm.per., withdr.grad.to prev. withdr. sympts./syndr., lact.intol., depend.risk with prolong.use/high dos.

Drug interactions: HIV prot.inhibit.incr.plasma conc., enhanc.sedat.eff.with other CNS depress. & alcoh., cytochrome P450 enzyme inhibit.incr. plasma lev., cytochrome P450 enzyme induc.decr. plasma lev., hallucinat.report.with cert. antidepress. incl.bupropion/fluoxetine/ desipramine/ sertraline & venlafaxine, concurr. chlorpromazine poss.prolong it’s eliminat.half-life, poss. incr.drowsin./anterogr.amnes./decr. imipramine peak conc.with concom.use.

 XE "Sandoz Zopiclone" SANDOZ ZOPICLONE 7,5, Sandoz [P/S]

Zopiclone

Indications: Short-term treatment of insomn. when disord.sev./disabl./subj.indiv.to extreme stress

(S5) TABS, 32/2.2/0487

857785-001: 7,5 mg, 30, R56,25
Dosage: Use low.recomm.dos.init. Do not exceed max.dos. Durat.of treatm.to be as short as poss. vary. from a few days to 2 wks.with max.incl. taper. off process of 4 wks. Re-eval.bef. extend. treatm.

Adults: 1 tab.shortly bef.retir.

Elderly: Init.½ tab. Depend.on effectiven.& tol. may incr.to 1 tab.

Contraindications: Myasth.grav., resp.fail., sev. sleep apnoea, sev.hepat.insuffic., childr.und.18 yrs., safety in pregn.& lactat.not est., pre-exist. CNS depress./coma.

Side effects: Freq: Bitt./metall.aft.taste, somnol., dry mouth. Less freq: Angioed., anaphylact.react., Stev.-John.syndr., tox.epiderm.necros., erythema multiforme, nightmare, agitat., confus.state, libido disord., irritab., aggress., hallucinat., dizzin., headache, anterograde amnes., dyspn., N&V, incr.transamin.& bld.alkal.phosphatase, urticar., rash, prurit., fatig., falls predomin.in elderly. Rare: Diarrh., Not known: Restlessn., delus., anger, depress.mood, abnorm.behav.poss.assoc.with amnes., complex.sleep behav.incl.somnambul., depend., withdr.syndr., atax., paraesthes., cognit.disords., att.disturbs., speech disords., diplop., resp.depress., dyspeps., musc.weakn., light headedn., incoordinat.injur, poison., procedur.complicat.

Special warnings and precautions: Not recomm. for prim.treatm.of psychot.illn., alcoh./ drug abuse hist., depress./anx.with depress.as suicide poss.precipit., alcoh./drug abuse hist, chron.pulm.insuffic., elderly/debilitat., kidn. impairm., sev.liv.insuffic., organ.brain chang.partic. arterioscleros., poss.seiz.provocat.in epilept./ occur. with abrupt withdr., identify underly.caus. bef. prescrib., poor respons.poss.indicat.of prim. psych./medic.pathology/erron.percept.of sleep state, withdr.grad., poss.depend., ensure 8 hrs uninterupt.night’s sleep, eval effs.partic.dur.12 hrs. follow.admin bef.perform.activ.req.ment.alertn., discont. should other psych./paradoxic.reacts./ complex sleep behav.aft.admin.occur, only admin. concom.opioids if alternat.treatm.not poss.on low. dos & for shortest durat.und.observat., lact.intol., diab. glycaem.control poss.affect., crosses placenta & into breast milk, neonat.effs.observ.if admin. dur. 2nd/3rd trimest.& lab.

Interactions: Depress.eff of CNS depress.incl. alcoh. enhanc., erythromycin.incr.absorpt.rate & prolongs eliminat., incr.euphor.eff.of narcot. analges. incr.psych.depend., eff.enhanc.by CYP3A4 inhibit.& reduc.by CYP3A4 induc.

 XE "Sleepeze-PM" SLEEPEZE-PM, Pfizer Consum. [P/S]

Diphenhydramine HCl.

Indications: Tempor.insomn.

(S2) TABS. N/2.2/37

791741-001: 25 mg, 12, R32,76
791741-028: 25 mg, 24, R65,59
Dosage: Adults & childr.12 yrs & old: 1-2 tabs at bedt. Do not use contin.for more than 5 days.
Contraindications: Epilep., childr.und.12 yrs., safety in pregn.& lactat.not est.

Side effects: CNS/ psych.effs., lassit., dizzin., incoordinat., headache, psychomot.impairm., convuls., myalg., paraesthes., extrapyramid./ antimuscar. eff., trem., sweat., musc.weakn., blurr. vis., urin.diffic., retent., GI disturbs., incr.appet., palpitat., arrythm., hypotens., rash, hypersens. reacts.incl.anaphylax., relat.meds.cross.-sens., photosens., bld.dyscras., tinnit., hair loss.

Warnings and special precautions: Poss.inhib. lactat., elderly.
Drug interactions: Inhibit.cytochrome P450 isoenzyme CYP2D6, poss.enhanc.sedat.effs.of CNS depress.& alcoh., addit.antimuscar.act.with other antimuscar.meds.incl.atrop./some antidepress., poss.mask warn.signs of damage caus. by ototox.meds.

 XE "Somnil" SOMNIL, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Doxylamine succinate

Indications: Insomn.alleviat.

(S2) TABS, Q/2.2/186

765201-003: 25 mg, 12, R44,63
765201-011: 25 mg, 24, R89,26
Dosage: Not for childr.und.12 yrs.

Use only occasion.& not success.for periods exceed.sev.days. 1-2 tabs.at bedt.

Contraindications: Sev.cardvasc.disords., ac. asthma attack, epilep., pregn., lactat.

Side effects: Freq: Sedat.from drowsin.to deep sleep, dizzin., inco-ordinat. Less freq: Agranulocytos., leucopen., haemolyt. anaem., thrombocytopen., hypersens.incl. anaphylax., anorex., incr.appetite, euphoria, depress., irritabil., nightmares., insomn., nervousn., psychomot. impairm., confus., headache, trem., convuls., epileptif.seiz. in pts.with cerebr.cortex foc. les., paraesthes., extrapyramid.effs., blurr.vis., tinnit., tachycard., palpitat., dysrhythm., hypotens., tight chest, thicken.resp.tract.secret., N&V, diarrh., constipat., epigastr.pain, dry mouth, incr.gastr. reflux, rash, alopec., musc.weakn., myalg., diffic. micturit., dysur., fatig., sweat., cross-sensitiv.

Warnings and special precautions: Elderly, clos.angle glauc., urin.retent., liv.impairm., prostat. hypertrophy/pyloroduod.obstruct., CF, hypertens., oed., cardiovasc.dis., no driv./operat.machin.where attent.loss poss.lead to accid., safety in pregn.& lactat.not est.

Interactions: Sedat.effs.of CNS depress.incl. alcoh./ TCA’s/barbit./hypnot./narcot.analges./ sedat. & tranquill.enhanc., MAOI enhanc. antimuscar. eff., addit.eff.with other antimuscarin. agents.eg atrop. & TCA’s, may mask warn.signs of damage from ototox. meds. eg aminoglycos.

 XE "Stilnox" STILNOX, Sanofi-Aventis [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm. or short act.hypnot.when disord.sev./disabl.or subj.indiv.to extreme distress.
(S5) TABS. 29/2.2/0651.

837180-008: 10 mg, 14, R162,90
Dosage: Treatm.max.4 wks.incl.taper.off period.

10 mg immed.bef.bedt. Elderly, debilitat.& in hepat. insuffic: 5 mg at bedt.

(S5) MR TABS, A40/2.2/0441. 

Indications: Short-term insomn.treatm.in adults bel. 65 yrs.when disord.sev./disabl. or subj.indiv.to extreme distress.
711597-003: 12,5 mg, 14, R175,09
711597-002: 12,5 mg, 28, R350,28
Dosage: Treatm.max.4 wks.incl.taper.off period. Do not exceed max.dos.

Adults <65 yrs: Recomm.dly.dos: 12,5 mg immed. bef.bedt.

Contraindications: Myasthen.grav., sleep apnoea syndr., acute/sev.pulmon.insuff., sev. hepat. insuffic., childr.und.18 yrs., pregn.& breast feed., not recomm.in pts of 65 yrs & over.

Side effects: Flu, CNS effs., fatig., gait. disturbs., musc. weakn., atax., vis.disturbs., GI disturbs., elev.liv.enzymes., back & neck pain, myalg., musc. cramp, libido chang., angioneurot. oed., prurit., urticar., rash, hyperhydros., anterograde amnes., psychiatr. & paradoxic. reacts., tol.& depend.

Special precautions: Identify cause & treat. underly. fact.wherever poss., re-eval.if fail.to remit. aft.7-14 days treatm., discont.in cases of psychiatr. & paradox.reacts., limit.durat.of treatm, loss of effic.with rep.use, ensure 7-8 hrs. uninterrupt. sleep to reduc.risk of anterogr. amnes., rebound insomn.on withdr.theref. withdr. grad., depend.risk great.in pts.with psych. disords. & alcoh./drug abuse hist., mild to mod. comprom. resp.funct., hypotherm./hypotonia/ mod. resp.depress.in neonates if admin.dur.late pregn./ labour, poss.physic.depend.& withdr. sympts.in neonates born to mothers tak.Zolpidem chron.dur. late pregn., mild to mod.hepat. impairm., not recomm.for prim.treatm.of psychot. illn., do not use alone to treat depress./anx. assoc. with depress.as suic.poss.precipitat., unmask. of pre-exist.depress.

Drug interactions: Enhanc.sedat.eff.with other CNS depress.& alcoh., cmpds.inhibit.cytochrome P450 may enhanc.activ., eff.decr.by rifampicin a CYP3A4 induc., sedat.eff.enhanc.by ketoconazole.

 XE "Zolnorem MR" ZOLNOREM MR, Pharma Dynamics [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.in adults < 65 yrs.when disord.sev./disabl. or subj.indiv.to extreme distress.
(S5) MR TABS, 54/2.2/0178.

3007065-001: 12,5 mg, 30, R276,37
Dosage: For fast.sleep onset do not take with meal, do not crush/ halve/ chew. Treatm.short as poss.,max.4 wks.incl. taper.off. Do not exceed max.dos.

Adults <65 yrs: Recomm.dly.dos: 12,5 mg immed. bef.bedt.

Contraindications: Myasthen.grav., sleep apnoea syndr., sev. hepat.-/resp.impairm., childr.<18 yrs., pregn.& lactat.

Side effects: Freq.: Influen., anx., psychomot.retard., disorientat., headache, somnol., dizzin., mem.disord. (mem imp., amn., anterograde amn.), disturb. in attnent., drugged feel., euphor., insomn., lethargy, lightheadedn., dry mouth, vis.disturbs., diplop., sinusit., naus., constip., diarrh., dyspeps., hiccup, back & neck pain, myalg., musc. cramp, UTI, fatig. Less freq.: Gastroenterit., labyrinthit., URTI, LRTI, otit.extern./-med., anem., hyperHb-, macrocytic-, leukopen., lymphadenop., thrombosis, infect., abscess, H. simpl.zoster, allerg.react.&-aggr, anaphylact.shock, appetite disord., hyperglycaem., thirst, gout, hypercholesterolaem., hyperlipidaem., incr.ALP, incr.BUN, periorbital oed., appetite incr., weight decr., depress., hallucinat., apathy, binge eat., confus.state, depersonalisat., depressed mood, disinhibit., euphoric mood, vis.-/ hypnagogic hallucinat., mood swing., nightmares, stress sympts., bal.disord., hypoesthes., paraesthes., atax., burn. sensat., dizzin.post., dysgeus., invol. mus.contrac., trem., agitat., decr. cognit., detach., diff. concentrat., dysarthr., emot. labil., illusion, leg cramps, migraine, nervousn., sleep (after day dos.), speech disord., stupor, abnorm.gait/- think., aggress.react., apathy, decr.libido, delusion, dement., neuralg., neuritis, neuropathy, neurosis, panic att., paresis, personal. disord., somnambulism, suicide attem., tetany, yawn., incr.sweat., pallor, syncop., alt.-/ incr. saliva, flush., impoten., tenesm., eye redn., vis.blurred/ alt.depth percept., asthenop., eye irrit./-pain, sclerit., conjunct., corneal ulcer., abnorm. lacrimat., photopsia, abnorm. accomodat., glauc., vert., tinnit., palpitat., tachycard., angina pect., dysrhythm., circulat. fail., extrasyst., MI, pulm. embol./ -oed., ventric. tachycard., post. hypoten., hypoten., cerebrovasc. disord., hyperten., arterit., hyperten. aggr., phlebit., varic. veins, cough, dry throat &-irrit., bronchit., dyspn., bronchosp., resp. depress., epistax., hypox., laryngit., pneumon., vomit., abdom. discomf., flatul., freq. bowel movem., GORD., enterit., eructat., gastrit., haemorrh., intest. obstruct., rectal haemorrh.,tooth caries, , purpura, porphyr., rash, urtic., contact dermatit., skin wrinkle., prurit., acne, bullous eruption, furuncul., arthralg., arthrit., arthros., sciatic., tendonit., dysur., cystit., urin. incont./- retent,, ac, ren. fail., mict.frequen., noctur., polyur., pyelonephrit., ren. pain, dysmenorr., menorrhag., vulvovag. dryn., menstrual disord., vaginit., breast fibroaden., breast neoplas./-pain, asthen., chest discomfort, feel drunk, influenza-like illness, pain, oed., fall., pyrex., malaise., traum., face oed., hot flashes, restl. legs, rigors, toler. incr., meds toler., body temp./ heart rate/ ESR incr. Freq.unkw.: Angioed., sleep walk., restl., aggress., delus., anger, abnorm. behav., depend., hepatocell., cholest./mixed liv. injur., musc. weak.

Special warnings and precautions: Identify cause & treat. underly. fact. wherever poss., re-eval.if fail.to remit. aft.7-14 days treatm., discont.in cases of psychiatr. & paradox.reacts., loss of effic.with rep.use, ensure 7-8 hrs.sleep bef.being active to reduc.risk of anterogr. amnes., discont.if sleep walk.& assoc.behav.which risk incr.with alchoh./ CNS depress./ exceed.max dose, psychomot.impairm incl.driving, rebound insomn.on withdr., depend.risk & incr.in pts.with psych. disords. & alcoh./ drug abuse hist., mild to mod. comprom. resp.funct., resp.depress/ coma/ death with concom.opioids, hypotherm./ hypotonia/ mod. resp.depress.in neonates if admin.dur.late pregn./ labour, poss. physic.depend.& withdr. sympts.in neonates born to mothers tak.Zolpidem chron.dur. late pregn., mild to mod. hepat.impairm., not recomm.for prim. treatm.of psychot.illn., do not use alone to treat depress./ anx. assoc. with depress.as suic.poss.precipitat., unmask. of pre-exist.depress. risk of fall & severe injur., risk vs benefit.in pts.with congenit. long QT syndr., cont.lactose. 

Interactions: Enhanc.sedat.eff.with other CNS depress.& alcoh., enhanc.euphoric eff. concom.hypnotics & incr.psych. depend., concom.opioids incr.risk sedat./ resp.depress./coma/ death, cmpds. inhibit.cytochrome P450 may enhanc. activ., sedat.eff.enhanc.by ketoconazole, fluvoxamine/ ciprofloxacin may incr.bld level and concurr.use not recomm., eff. decr.by rifampicin a CYP3A4 induc., concom.St.Johns wort not recomm.as decr.zolpidem bld lvl., HIV protease inhib.eg.ritonavir may incr.plasma concentr.

 XE "Zolnoxs" ZOLNOXS, (AspenPharmacare: Pharma) Pharmacare [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.when sev./ disabl./extrem.stressful.

(S5) TABS. 36/2.2/0328

703986-001: 10 mg, 30, R115,00
Dosage: Treatm.max.4 wks.incl.taper.off period. Ext.beyond max.treatm.per.only aft.re-eval.pt. status. Full night’s sleep of 8 hrs recomm.to reduc. imp.ment.alertn.risk. 

Adult males: 10 mg immed.bef.bedt. Adult females: 5 mg immed.bef.bedt. 

Elderly, debilitat.& in hepat. insuffic: 5 mg at bedt.

Tot.dos should not exceed 10 mg in any pt.

Contraindications: Myasthen.grav., sleep apnoea, ac.& sev.pulm.insuffic., sev.hepat. insuffic., prev.exper.episode of complex sleep behav.with eszopiclone/zaleplon or zolpidem, ac.& /sev.resp.depress., psychot.illn., childr.und.18 yrs., pregn.& lactat.

Side effects: Freq: U&LRTI, halllucinat., agitat., nightmare, depress, exacerbat.insomn., somnol., headache, dizzin., anterograde amnes., diarrh., N&V, abdom.pain, back pain, fatig. Less freq: Angioed., appetite disord., confus., irrit., restlessn., aggress., somnambul., euphor.mood, libido disord., delus., depend., anger, psychos., abnorm.behav., paraesthes., trem., att.disturbs., speech disord., depress.consciousn., day time drowsin., vertigo, light-headedn., diplop., vis.abnormalit., blurr.vis., vis.impairm., resp.depress., elev.liv.enzym., hepatocellul./cholestat./mix.liv.injury, rash, prurit., hyperhidros., urticar., myalg., musc.sp., musc. weakn., gait disturbs., med.tol., fall, malaise Unknown: Sleep behav.incl.sleepwalk./sleep driv. & other activ.engagem.while not fully awake

Special warnings and precautions: Ser.injur risk caus.by sleep walk.& assoc.behav., identify insomn. cause & treat.underly.fact.first, fail.for insomn. to remit aft.7-14 days may indic.prim. psych./ physic.disord., re-eval.pt.status bef.max. treatm. per.extend., loss of hypnot.effic.aft.repeat. use, anterograde amnes.risk incr.at high.dos.& amnes. eff.poss.assoc.with inappropr.behav., ensure 8 hrs. uninterrupt.sleep to reduc.risk of anterogr. amnes., rebound insomn.on withdr. theref. withdr. grad., discont.if psychiatr.& paradoxical reacts occur, concom.opioids to be reserv. only when alternat.treatm.not poss.& monit. caref.for resp.depress.& sedat., poss.abuse &/ physic./psycholog.depend., curr./hist.of alcoh./ subst. or med.abuse or depend., withdr.syndr., resp. insuffic., not prim.treatm.of depress.syndr., poss. suicid.tendenc.with depress.sympts., not for use with psychot.illn., sev.hepat.insuffic., poss. next day pscychomot.impairm., associat.with zolpidem expos.and parasomn./amnes.& hallucinat., lact.intol., floppy inft. syndr.in neonates if admin.dur.late pregn./ labour & withdr.sympts.in neonates born to mothers on chron.treatm.dur.late pregn., appears in breast milk.

Interactions: Enhanc.sedat.eff.with other CNS depress.& alcoh., vis.hallucinat.with concom. antidepress. incl.bupropion/ desipramine/ fluoxet./ sertral & venlafax., concom.fluvoxamine incr.bld levels, narcotic analges.enhance euphor.& incr.psycholog.dependen., cmpds.inhibit.hepat. enzymes partic. cytochrome P450 may enhanc.activ., cmpds. induc.hepat.enzymes partic. cytochrome P450 may reduc. eff., poss.interact.with CYP3A4 substrates/ induc.med., ciprofloxac.incr.bld.lev.theref. concom. use not recomm.

 XE "ZolpiHexal" ZOLPIHEXAL 10, Sandoz [P/S]
Zolpidem tartrate.

Indications: Short-term insomn.treatm.when sev./ disabl./extreme distress

(S5) TABS. 36/2.2/0095

701980-001: 10 mg, 30, R120,19
Dosage: Treatm.as short as poss.not exceed.4 wks. incl.taper.off period.

10 mg immed.bef.bedt. Elderly, debilitat.& in hepat. insuffic: 5 mg at bedt.

Contraindications: Myasth.grav., sleep apnoea, ac.& sev.resp.depress., sev.hepat.insuffic., childr. und.18 yrs., psychot.illn., safety in pregn.not est., breast feed.

Side effects: Freq: Hallucinat., agitat., nightmare, depress., somnol., hadache, dizzin., exacerbat. insomn., anterograde amnes., diarrh., N&V, abdom. pain, back pain, U&LRTI, fatig. Less freq: Confus.state, restlessn., irritab., aggress., somnambul., euphor.mood, libido disord., delus., depend., paraesthes., trem., att.distrubs., speech disord., consciousn.lev.depess., diplop., blurr.vis., vis.impairm., resp.depress., elev.liv.enzym., hepatocellul./cholest./mix.liv.injur., appet.disord., rash, prurit., hyperhidros., urticar., myalg., musc. sp., musc.weakn., gait disturb., falls predom.in elderly. Freq.unknown: Angioneurot.oed., anger, psychos., abnorm.behav., med.tol.

Special warnings and precautions: Determ. underly.insomn.cause bef.prescrib., poss.prim. psch./ physic.disord.if insomn.not remitt.aft.7-14 days treatm., re-eval.status bef.extend.treatm., next day psychomot.impairm.risk incr.if taken less than 8 hrs. prior/high.than recomm.dos.admin./ concom. CNS depress./meds that incr.bld.lev., do not readmin.dur.same night, comprom.resp.funct., sev.hepat.impairm., elderly, concom.opioids to be reserv.only where alternat.treatm.not poss., do not admin.in alcoh/drug abuse hist., depress.as suic. tendenc. poss., unmask.of pre-exist.depress., tol. developm., depend.risk great.with psych.disords/ alcoh.& drug abuse hist., rebound insomn.on withdr., avoid abrupt discont.reduc.dos.grad., ensure 7-8 hrs. uninterrupt. sleep to reduc.risk of anterogr. amnes., discont.if psych./paradoxic. reacts.occur, discont.if somnambul.& assoc.behav. report., sev.injur.poss from drowsin.& decr. consciousn. lev., lact.intol., poss.eff.on glycaem. control of diab, crosses the placenta & into breast milk, floppy inft.syndr.in neonates if admin.dur. late pregn./labour, withdr.sympts.in neonates born to mothers chron.treatm.dur.late pregn.

Interactions: Enhanc.sedat.eff.with other CNS depress.& alcoh., vis.hallucinat.with antidepress., as CYP3A4 play imp.role in metabol.interacts.poss. with substrat./induc., no signific.pharmacokin. interacts. observ.with rantidine, bld.lev.incr.by fluvoxamine & ciprofloxac., enhancem.of euphor.of narcot.analges., cmpds.inhibit.hepat.enzym.partic. cytochrome P450 may enhanc.activ., cmpds. induc. hepat.enzym.partic.cytochrome P450 may reduc. eff., bld.lev.decr.by St John’s Wort.

 XE "Zopiclone Unicorn" ZOPICLONE UNICORN 7,5, (Unicorn) Camox [P/S]

Zopiclone.

Indications: Short-term treatm.of insomn.in adults when sev./disabl./subj.pt.to extr.stress.

(S5) TABS, A39/2.2/0021

707688-001: 7,5 mg, 30, R57,40
Dosage: Use low.recomm.dos.init. Do not exceed max. dos. Durat.of treatm.to be as short as poss. vary. from a few days to 2 wks.with max.incl. taper. off process of 4 wks. Re-eval.pt. if use > 4 wks.

Adults: 7,5 mg shortly bef.retir.

Elderly/imp.hepat.funct./chron.resp.insuffic.: Init. 3,75 mg. If necess.may incr.to 7,5 mg.

Ren.insuffic: Init.3,75 mg

Contraindications: Resp.fail., sev.sleep apnoea syndr., sev.hepat.insuffic., myasth.grav., childr. und. 18 yrs., safety in pregn.& lactat.not est., monother. of depress./anx.with depress.as suicide may precipit.

Side effects: : Dizzin., headache, resid.somnol., anterograde amnes., nightmares, irritabil., confus., hallucin., aggressiven.& inappropr behav., drowsin., inco-ordinat., bitt.taste, GI disturbs., prurit.& rash as hypersens.signs, rebound effs.

Special precautions: Alcoh./drug abuse hist., poss. depend./abuse, ren./liv./resp.insuffic., elderly, withdr.grad., 7-8 hrs.sleep recomm.to prev.anterograde amnes./ment.confus., not recomm.for prim. treatm.of psychot.illn.

Drug interactions: Depress.effs of CNS depress. & alcoh.enhanc., cytochrome P450 enzyme inhibit. incr. effs.& induc.decr.plasma conc.
 XE "Zopisleep" ZOPISLEEP, iPharma [P/S]

Zopiclone.

Indications: Short-term treatm.of insomn.in adults when sev./disabl./subj.pt.to extr.stress.

(S5) TABS, 37/2.2/0375

3000734-001: 7,5 mg, 30, R64,17
Dosage: Init.low.recomm.dos. Do not exceed max. dos. Treatm.period: few days – 2 wks.

1 tab.bef.retir. Elderly/hepat., ren.or chron. resp. insuffic: Init.½ tab., dos.may be incr.to 7,5 mg if necess.
Contraindications: Myasth.grav., resp.fail., sev. sleep apnoea, sev.hepat.insuffic., childr.und.18 yrs., pregn.& lactat

Side effects: Freq: Dizzin., resid.somnol., drowsin.& inco-ordinat.on wak., bitter taste, dyspeps., naus., dry mouth. Less freq: Angioed., anaphyl.reacts., nightmare, agitat., confus., libido disord., irritabil., aggress., hallucinat., headache, anterograde amnes., dyspn., incr.transamin.&/bld.alkaline phosphat., prurit., rash, fatig., fall Freq.unknown: Restlessn., delus., anger, depress.mood, abnorm.behav., somnambul., depend., withdr.syndr., atax., paraesthes., cognit.disord.eg.memory impair., disturb.attent., speech disord., diplopia, resp.depress., musc.weakn., light headedn., incoordinat. Other: Rebound eff., withdraw.syndr.

Special warnings and precautions: Alcoh.& drug abuse hist., recomm.red.dose hepat.-& ren.insuff., comprom.resp.funct., lower dose recomm.in chron.resp.insuff.due risk of resp.depress., red.dose in elderly, poss.depend., grad.withdr., incr.risk suicid.ideat./ suicide attempt & suicide, not to treat depress.& may mask sympts., not recomm.for prim. treatm. of psychot.illn., loss.of effic with rep.use, absence of tol.for up to 4 wks., treatm.durat.not to exceed 4 wks.incl. taper. off period, rebound insomn./withdraw.phenom., 7-8 hrs.sleep recomm.to prev. anterograde amnes., psychomot.impairm.incl.impair.driving abil., concom.opioids, disc.if psychiatric & paradoxical reacts., somnambulism & assoc.behav. incr.with alcoh.& CNS depress., cont.lactose, disc.if pregn., hypotherm./ hypoton.& resp.depress.in neonates if admin. dur.late pregn./dur.labour, do not use if breastfeed.
Interactions: Alcoh.enhance sedat.eff., CNS depress.(eg.neuroleptics/ hypnotics/ anxiolyt./ sedat./antidepress./ narcotic analges./ antiepilept./ anaesthetics/ sedat.antihistam.) add.CNS depress.eff., narcotic analg.may enhance euphoria & incr.depend., CYT P450 inhib.may enhance activity, hep.enzyme(CYP3A4)  inhib.incl. erythromycin/ clarithromycin/ ketoconazole/ itraconazole/ ritonavir/ cimetidine incr.eff, red.dose if co-admin with CYP3A4 inhib., hep.enzyme (CYP3A4) induc.eg.rifampicin/ carpamazepine/ phenobarbital/ phenytoin/St.John’s wort may decr.plasma concentr.-incr.dose, limit dose & durat.with opioids as incr.risk of sedat./ resp.depress./ coma & death.
 XE "Zopivane" ZOPIVANE, Cipla Medpro [P/S]

Zopiclone.
Indications: Short-term treatm.of insomn.in adults.

(S5) TABS. 35/2.2/0021

700722-003: 7,5 mg, 30, R59,12
Dosage: 1 tab.bef.retir.not exceed.dos. Elderly, imp. liv.funct./chron. resp. insuffic: ½ tab advis. init., dos.may be incr.to 7,5 mg if necess. Ren. insuffic: Init.with ½ tab.

Contraindications: Myasthen.grav., resp.fail., sev.hepat.insuffic., sev.sleep apnoea syndr., safety in pregn.not est., lactat., childr.und.18 yrs., pre-exist. CNS depress.or coma.

Side effects: Bitter aft.taste, rebound eff., headache, vis.disturbs., dysarthr., CNS effs.incl. anterogr.amnes., paradoxic.excitat., libido chang., urin.effs., GI disturbs., bld.disords., jaund., hypersens. reacts., resp.depress., hypotens., withdr. sympt.with abrupt. discont. 

Special precautions: Grad.discont., depend., alcoh. & drug abuse hist., may mask sympts.of depress., not appropr.for chron.psychos.treatm./ phobic/ obsess.states, personal.disords., organ. brain chang.esp.arterioscleros., musc.weakn., impair. liv./kidn. funct., elderly & debilit.pts., loss. of effic with rep.use.

Drug interactions: Depress.eff.of CNS depress. enhanc., poss.enhanc.eff.with erythromycin, cisapride enhanc.sedat.eff.

1.3
Anxiolytics
1.3.1
Benzodiazepines 
 (See also 1.2.1)

 XE "Adco-Alzam" ADCO-ALZAM, (Adco Generics) AI Pharm Ltd [P/S]
Alprazolam.
Indications: Anx.disords.& anx.assoc.with depress. (effectiven.of long-term use exceed. 6 mnths.not est.), panic relat.disords.for up to 8 mnths.

(S5) TABS. 30/2.6/0212,0211, 0213.

821071-009: 0,25 mg, 30, R29,09
821071-017: 0,25 mg, 100, R96,95

821098-004: 0,5 mg, 30, R40,70
821098-012: 0,5 mg, 100, R135,80
821101-005: 1 mg, 30, R75,37
821101-013: 1 mg, 100, R251,22
Dosage: Indiv.using principle of low.effect.dos.

Anx: Init. 0,25-0,5 mg 3xdly, usual dos.range: 0,5-4 mg dly.in div.doses.

Depress: Init. 0,5 mg 3xdly, usual dos.range: 1,5-4 mg dly.in div.doses. 

Geriatr.pts./debilitat.dis: Init.0,25 mg 2-3xdly, usual dos.range: 0,5-0,75 mg dly in div.dos. incr. grad.if need.& tolerat.

Panic relat.disords: Init. 0,5-1,0 mg at bedt., adjust. to pt.respons. Dos.increm.no great. than 1 mg every 3-4 days. Addit.dos.can be added till a 3-4xdly sched.is achiev. Max. 10 mg dly.
Contraindications: Schizophren., pregn., labour & lactat., childr.und.18 yrs., psychot.pts.& pts. with depress./ suicid.tendenc.unless there is mark. anx.

Side effects: CNS eff., co-ordinat.disords., trem., atax., blurr.vis., GI sympts., mass chang., adverse behav.eff., musculoskelet.weakn., dyston., fatig., slurr.speech, salivat.& libido chang., menstr. irregul., incontin., urin.retent., bld.dyscras., abnorm. liv.funct., jaund., incr.IC press., amnes.& paradox. excitat., dermatit.

Special precautions: Elderly/debilit.pts., pulm. dis., impair.ren./ hepat.funct., hallucinat., withdr. slow.esp. epilept., depend.potent.

Drug interactions: CNS depress.-addit.eff., incr. plasma conc.of imipramine & desipramine, cimetidine or macrolide antibiot.may delay clear.

 XE "Ativan" ATIVAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Lorazepam.
Indications: Anx.disords.or short term relief of anx.sympt./anx.assoc.with depress.sympts.

(S5) TABS, [P/S] X/2.6/82, D/2.6/126, 128.

782408-001: 0,5 mg, 100, R275,03
705500-012: 1 mg, 100, R359,41
705519-015: 2,5 mg, 100, R821,65
Dosage: Eval.need for cont.ther.periodic. Indiv. dos. to low.effect.dos.for shortest time not exceed. max.dos. Treatm.durat.gen.8-12 wks.incl.taper.off period. Admin.larg.dos.bef.bedt. Discont. grad. Adults: Aveg.dly.dos: 2-3 mg/day in 2-4 portions. Dly.dos.range: 1-6 mg. Max.of 10 mg used.

Elderly/ debilit: Init.1-2 mg/day in div.dos. Adjust. as need.& tol.
(S5) SUBLING.TABS, [P/S] R/2.6/319.

Indications: Premed.bef.maj./minor diagnost. proced., sev.ac.anx.episodes.

816787-018: 1 mg, 30, R126,33
816787-026: 1 mg, 90, R378,98
Dosage: Indiv.& place und.tong., will dissolve.in approx.20 secs. Do not swallow for at least 2 min.aft.admin. Treatm.durat.not to exceed 8-12 wks.incl.tapering. Elderly & debilitat: Init.dly.dos. not to exceed 2 mg. If ren./hepat.funct.imp/resp. insuffic.sev. low & reduc.dos.freq.adjust.accord.to pt.respons.with freq.monit.
Premed: Recomm.adult dos: 2 mg the night bef. proced.and/or 1-2 hrs.bef.proced. If heighten. sedat. eff.desir.0,05 mg/kg to max.of 4 mg may be used. In case of loc.anaesthes.& diagnost.proced. requir. pt.co-op., concom.analges.recomm.
Ac.anx.states: Recomm.dos: 4 mg.
(S5) INJ, [P/S] JX/2.6/295. 4 mg/ml.

Indications: Premed., ac.anx., only indict.when disord.not respond.to non-med.ther & is sev.& disabl., status epileptic.caus.by var.part.& gen. seiz. types.where init.treatm.with inj.results in prolong.seiz.activ.cessat. Not recomm.for epilep. maint.treatm. Once seiz.control.admin.meds. usef.to prev.furth.seiz. Correct specif.defect.in status epilept.due to revers.metabol.derangem.
782394-027: 5x1 ml amps, R460,49
Dosage: Indiv.to low.effect.dos.& short.poss time. Admin.either IV/IM but IV route prefer. Not for long term/chron.treatm.
Premed: IV admin: 0,05 mg/kg 30-45 mins.pre-op. Sedat.aft.5-10 mins.& max.los.of recall aft.30-45 mins. IM admin: 0,05 mg/kg 2 hrs pre-op. Sedat.aft.30-45 mins.& max.los.of recall aft.60-90 mins. Admin.concom.meds in separate syring.
Ac.anx: Init: 0,025-0,03 mg/kg. Repeat 6 hrly. Transf. to oral treatm.once ac.sympt.control.
Status epileptic: 18 yrs & older: Init. 4 mg slow IVI (2 mg/min) if reqd.an addit.4 mg IV may be admin. after 10-14 min.observat. Max.8 mg/12 hrs. If seiz.control not observ.10-15 min.aft.2nd dos. employ other meas.to control status epileptic.
Contraindications: CNS depress., coma, sleep apnoea, resp.insuffic., childr.und.12 yrs. , safety in pregn.not est. Inj.also: myasth.grav., sev.hepat. insuffic, outpt.use unless pt.accompan. Subling. tabs: Sleep apnoea, resp.insuffic., safety in pregn.not est.
Side effects: Drowsin., sedat., dizzin., lethargy, atax., vertigo, extrapyramid.sympts., trem., slurr. speech, headache, convuls., amnes., coma, GI disturbs., psych.disords., paradox.reacts., withdr. sympts.follow.abrupt discont., narr.angle glauc., musc.weakn., asthen., unsteadin., libido chang., urin.retent./incontin., allerg.skin reacts., alopec., bld.dyscras., vis.disturbs., hypotens., hypertens. with inj., hypersens.reacts.incl. anaphylact.reacts., SIADH, hyponatraem., resp.depress., apnoea, worsen.of sleep & obstruct.pulm.dis., hypotherm.

Warnings and special precautions: Psychot. illn./depress.disords., poss.release of suicid. tendenc. in depress.pts.due to disinhibit.eff., pres. anx. poss.relat.to underly.physic./psychiatr.disord. where more specif.treatm.avail., not shown to be of signific.benef.with coexist.GI/CV disords., epilept., pulm.dis., limit. pulm.reserve, ac.narr.angle glauc., mysthen.grav., imp.kidn./liv.& resp.funct., period.haematolog.& liv.funct.tests with long term ther., discont.if paradoxic.reacts. pres., where drop in BP may lead to CV or cerebrovasc. complicat., monit.for upp GI dis sympts. as oesophag.dilatat.report.& only reversible when treatm.withdr.within 2 mnths., pregn., depend., alcohol./drug.abuse hist., signific. personality disords., withdr.sympts.theref.grad. withdr., anx.accomp.by underly.depress.disord., convuls.more common with pre-exist.seiz.disords./ meds.low.convuls. threshold, crosses placenta & excret.in breast milk, elderly/debilitat., driv./perform.complicat.tasks. SL Tabs also: Observ.x24 hrs. aft.last dos & when used for short proced.on out-pt basis pt.to be accompan.by responsible adult on discharge, reduc.narcot. &/ analges.dos when used in combinat., not recomm. for obstet.use. Inj.also: Poss.resp.depress./arrest & CV collapse follow.IV/IM inj.admin., do not rechall.pts.who have exper.angioed., not for intra-arter.inj.as arter.vasosp.poss.,  poss.polyethylene-glycol toxic., 24 hr.observat.aft.last inj., consid.poss.resp.arrest./part.airway obstruct.in status epileptic.esp.with concom.CNS depress.admin./sev.ill. SL tabs & tabs: cont.lact., 2,5 mg tab.cont.tartrazine
Interactions: CNS depress.incl.alcoh.& barbit. enhanc.depress.eff., incr.plasma conc.with valproate, incr.half-life with probenecid, reduc. sedat. effs.with theophyll.& aminophyll., hepat. enzyme. inhibit.partic.P450 enhanc.activ., incr.sedat./hallucinat.& irritat.behav.with hyoscine butylbromide, report.apnoea/coma/bradycard.& heart arrest with haloperidol.
 XE "Azor" AZOR, Aspen Pharmacare [P/S]

Alprazolam.
Indications: Anx.disords.& anx.assoc.with depress. (effectiven.of long-term use > 6 mnths.not est.).

(S5) TABS. 29/2.6/0180, 0181, 0182.

823244-008: 0,25 mg, 100, R95,35

823252-019: 0,5 mg, 100, R133,94
823260-003: 1 mg, 100, R246,95
Dosage: Indiv.based on sympt.severit./ pt.respons. Incr.grad.

Anx: 0,25-0,5 mg 3xdly, incr.when necess.to total dly.dose of 3-4 mg. Elderly./ debilitate.pts.: Init.0,25 mg 2-3xdly.

Panic attacks/depress: Dos.of up to 10 mg dly.

Contraindications: Porphyr., hypersens., pre-exist.CNS depress./coma, ac.pulm.insuffic., sleep apnoea, chron.pulm.insuff.-use with care., pregn., lactat., chron.psychos., phobic/obsess. states.
Side effects: Freq.: Drowsin., sedat., atax. Less freq.: Vertigo, headache, confus., ment.depress., slurr.speech/ dysarthria, libido chang., tremor, vis.disturbs., salivat.chang., amnes., paradox.excitat.& disinhibit., jaund., bld.disords., hypersens.reacts., resp.depress.& hypotens.with high dos., rebound anx.& insomn.

Warnings and special precautions: Abuse/depend.potent., poss.withdr.sympt., hist.alcoh./ meds.abuse., withdr.grad., elderly/ debilit.pts., imp.ren./ hepat. funct., poss.suic.& aggress.behav.precipitat., organ.brain chang., inhib.of psycholog.adjustm.in bereavem., cont.lactose.
Interactions: CNS depress.enhanc.by eg.alcoh./ antidepress./ anthist./ gen.anaesth./ other hypnot.& sedativ./ neurolept./ opioid analges.

 XE "Betapam" BETAPAM, Ranbaxy [P/S]

Diazepam.
Indications: Anx.in neurot.pts., pre-op., alcoh. withdr.syndr.

(S5) TABS. L/2.6/185.

708062-024: 5 mg, 1 000, R136,15
Dosage: Start with low.recomm.dos.not exceed. max.dos. Durat.of treatm.incl.taper.-off process not to exceed. 4 wks for insomnia/8-12 wks for anxiety. Re-eval.pt.in case of poss.extens.

Anxiety: Mild: Usual.2 mg 3xdly. Sev: 15-30 mg dly.in div.dos.

Sleep disturbs: 5-10 mg at night.
Contraindications: Infts., depress., clos.angle glauc., myasth.grav., treatm.of psychot.pts., not to be used as an antidepress., lactat.

Side effects: Drowsin., oversedat., depress.of mood & affect., disorient., confus., lethargy., atax., amnes., resp.depress., vertigo, diplop., slurr. speech, lightheadedn., dizz., constip., naus., diarrh., hypotens., dysarthr., tremor, urin.retent., incontin., libido chang., skin rash., bld.dyscras., jaund., headaches., discont.use in case of paradoxic. reacts.

Special precautions: Elderly & debil., pulm.dis., imp.hepat./ren.funct., anx.with underly.depress., arterioscleros., depend., incr.freq./sev.of grand mal epilep.attacks with abrupt withdr., avoid dur. pregn., floppy inft.syndr.(dur.labour.), abuse potent., rebound phenom.

Drug interactions: Depress.eff.enhanc.by barbits. & other CNS depress.

 XE "Clobazam Adco" CLOBAZAM ADCO, Adcock Ingram [P/S]
Clobazam.

Indications: Anx.in neurot.pts. & for pre-op.meds., ac. sympts.of alcoh.withdr. 

Only indicat.when disord.is severe disabl./subj.pt.to extreme stress.

(S5) TABS, 55/2.6/0546,0547

3006760-001: 10 mg, 100, R334,74
3006761-001: 20 mg, 100, R669,47
Dosage: Norm.adult dose 10-30 mg dly. Dos.of > 20 mg admin.prefer.at bedt./in div.dos.Start with low. recomm.dos., not to exceed max.dos. Elderly, debilat.,light weight pts.& childr.: Halve the daily dose.
Contraindications: Hist.drug/ alcoh. depend., myasth.grav., severe resp.insuff., sleep apnoea syndr., sev.hepat.insuff., pregnan.1st trimest., breastfeed., childr. without caref.assessm., childr.<3 yrs.
Side effects: Freq.:Decr. appet., irritabil., aggress., restlessn., depress., medic. toleran. (esp. in prolong. use), agitat., somnol. (esp.at start & with high. doses), sedat., dizzin., disturb. in attent., slow speech/ dysarthr./ speech disord. (part. high doses/ long-term.& reversib.), headache, tremor, atax., dry, mouth, naus., constipat., fatig.(esp.at start & high doses) Less freq.: Abnorm. behav., confus.state, anx., delus., nightmar., loss of libido (esp.high doses/ long-term & reversib.), emotional poverty, amnes, memory impair., anterograde amnes., depress. mood & affect, lethargy, incr.-/ decr. motor activ., paradoxical reacts. eg.hyperexcitabl. state with rage, diplop. (esp.high doses/long-term & reversib.), rash, weight incr.( esp.high doses/long-term & reversib.), fall, bld.discras., hepat.dysfunct. 
Freq. unknw.: Depend. (esp.prolong. use), initial insomn., anger, hallucinat., psychotic disord., poor sleep qual., suicidal ideat., cognit. disord., alt.state of consciousn. (esp. elderly), nystagm. (esp. high doses/ long-term), gait disturb. (esp.high doses/long-term & reversib.), resp. depress./-fail. (esp. in pre-exist. comprom. resp. funct. e.g. bronch. asthma / brain damage), photosens. react., urticar., SJS, TEN (incl. fatal), muscle spasm./-weakn., slow resp. to stimuli, hypotherm.
Special warnings and precautions: Poss.amnes., pre-exist.muscl.weakn.(spinal-/cerebr.atax./ sleep apnoea) consid.dose reduct., person.disord.pts., disc.if paradoxic.reacts.eg.ac.hyperexcitabl.state with rage, poss.physic.&psychic.depend., grad. withdr., monit.for S&S of SJS & TEN esp.dur.1st 8 wks., monit.resp.funct.in pts.with resp.insuff., consid.dose red.in ren.-/hepat.impairm., recomm.dose red.in elderly, poss. incr.side eff in poor CYP2C19 metabol. adj.dose, abst.from alcoh., concom.opioids/ barbit./ antihist./ narcotics & othr CNS depress.,
as short as poss.durat., tot.durat.of treatm.not to exceed 8-12 wks. incl.taper.off process, cont.lactose, women of childb.pot.
Interactions: Concom.alcoh.incr.bioavail. by 50 %, concom.antipsychot./ hypnotic./ anxiolyt./ sedat./ antidepress./ narcotic analges./ anticonvuls./ anaesthet./ sedat.antihist.enh.central depress.eff., intox.with subst.eg.Li, concom.opioids incr.risk of sedat./ resp.depress./ coma & death, poss.change of plasma lvl of anticonvuls.eg.phenytoin/ valproic acid, phenytoin/ carbamazep.may incr. metab. convers.to active metabolite, incr.plasma lvl.with stiripentol, enhanc. euphor.with concom. narcot. analges., enhanc.eff.of muscle relax./ analges.& nitrous oxide, strong (fluconaole/ fluvoxamine/ ticlopidine) & mod.(omeprazole) CYP2C19 inhib. incr.expos., poss.dose adj.of meds metabol.by CYP2D6 eg.dextromethorph./ pimozide/ paroxetine/nebivolol. 

 XE "Demetrin" DEMETRIN, Pfizer [P/S]

Prazepam.
Indications: Short-term relief of anx.-tens.states result.from stressf.circumst., anx.assoc.with anx. neuros./other psychoneuros., sev.disabl.disorder.

(S5) TABS. G/2.6/188.

718300-009: 10 mg, 100, R701,04
Dosage: Admin.in div.dos. Always start with low.recomm.dos & should not exceed. max.dos. Gen.durat.of treatm. should not exceed 6-8 wks. incl.taper.off.period.

Adults only: Usual. dly dos. 30 mg. Adjust dly. dos. grad.within 20-60 mg range accord.to pts. respons. Elderly/debilit: Init. 10-15 mg dly. Sngl. dly.bedt.dos. ranges betw. 20-40 mg.
Contraindications: Narr.angl.glauc., ac.pulm. insuffic., lact., pregn.

Side effects: Drowsin., depress., confus., fatig., atax., headache, weakn., dizz., slurr.speech, lightheadedn., trem., vivid dreams, syncope, blurr. vis., palpit., stimulat., dry mouth, diaphores., trans. skin rashes, prurit., joint pains, feet swell., var. genito-urin.complaints, GI disturbs., paradox. reacts., trans.revers.LFT aberrat., BP decr., incr. body weight, depend., floppy inft.syndr.if giv.dur. labour, rebound.eff.on withdr.

Warnings and special precautions: Re-eval.pt. reg., not recomm.for prim.treatm.of psychot.illn., must not be used alone to treat depress./anx.with depress. as suic.may be precipit.in such pts., pulm. dis., ren./hepat.impairm., glauc., myasth.grav., pts. consid.to have a potent.for drug depend., grad. withdr., porphyr.

Drug interactions: Addit.risk of CNS depress. with barbit.&.CNS depress., CYP3A4 inhibitors erythromycin, ketoconazole, itraconazole, ritinovir, graprefruit, OC, clozapine poss incr toxic.

 XE "Doval" DOVAL, Innovata Pharma [P/S]

Diazepam.
Indications: Anx.in neurot.pts., agitat.depress., pre-op.medicat., relief of ac.sympts of alcoh. withdr. syndr.

(S5) TABS. K/2.6/116.

721174-027: 5 mg, 100, R12,84

721174-028: 5 mg, 1000, R128,48
Dosage: Anxiety: Mild: Usual.2 mg 3xdly. Sev: 15-30 mg dly.in div.dos.

Sleep disturbs: 5-30 mg at night.
Contraindications: Infts., known hypersens.

Side effects: Drowsin., fatig., apathy, constip., irritabil., atax., depress., diarrh., indigest., sex. funct.impairm., skin rash., headaches., naus., freq. urinat., menstr.irregularit., bld.dyscras., hepat. dysfunct., paradoxic.react.in sev.disturb.pts.,

Warnings and special precautions: No specif. usefuln. in psychot.pts., imp.hepat./ren.funct., elderly & debil., obstruct.airway dis., syncope with large dos., ac.narr.angle glauc., poss.centr.resp. depress/hypotherm./hypoton.& incr.inft.heart rate if admin.dur.labour, depend., withdr.reacts.if abrupt.withdr.aft.prolong.admin.
Interactions: Effs.enhanc.by alcoh./barbits./ MAOI’s & other CNS depress., variable response to oral anticoags.

 XE "Lexotan" LEXOTAN, Pharmaco [P/S]
Bromazepam

Indications: Short term treatm.of disabl.anx. disords. subject.indiv.to extreme distress occur. alone or in assoc.with insomn./short term psychosomat./gen.medic.or psychot.illn.

(S5) TABS, G/2.6/86, 87

737933-003: 3 mg, 30, R127,75
737941-006: 6 mg, 30, R223,83
Dosage: Start with the low.recom.dos.not exceed. max.dos., reg. reassess.& evaluat.need for cont. treatm esp. in sympt.free pts. Aveg.outpt.dos: 1,5-3 mg 3xdly. Sev.cases: 6-12 mg 2-3xdly. Overall durat.of treatm.should not exceed 8-12 wks.incl.taper.off process.
Contraindications: Myasth.grav., pregn.& lactat., resp.insuffic./depress., sev.hepat.insuffic., psychot. pts./ment.depress./suicid.tendenc.unless there is mark.anx., sleep apnoea syndr., effic.& safety in childr.not est., phob./obsess.states.

Side effects: Oversedat., anterograde amnes. assoc. with inappropr.behav., depend., imp.musc. funct, extrem.anx.& insomn., confus.state, emot. disords., libido disords., unmask pre-exist. depress., paradox.reacts., somnol., depress lev.of consciousn., headache, drowsin., dizzn., atax., diplop., GI disturbs., skin reacts., musc.weakn., fatig., numbn., depress.of mood & affect., disorientat., lethargy, withdraw./rebound phenom. aft. abrupt. discont., floppy inft.syndr.& poss. depend. when foetus.expos.dur.last trimest.

Special precautions: Do not use alone to treat depress./ anx.with depress.due to suic.risk, ensure 7-8 hrs.uninterupt.sleep to reduc.amnes.effs., poss inhibit.psychologic.adjustm.in loss/bereavem., withdr. grad., keep treatm. as short as poss.& und clos. medic.supervis., safety & effic.of long term use unknown, avoid alcoh., great.depend.risk in pts. with alcoh./drug abuse hist., terminat.of treatm. accompan.by withdraw.sympts, chron.resp. insuffic., elderly/debilit., imp.ren./hepat.funct., excret. in breast milk, monit.bld.count & liv. funct. recomm., poss.withdr.sympts.if chang.to benzodiazepine with short.eliminat.half-life.
Drug interactions: Incr.CNS depress.eff., activ. enhanc. by compds.inhibit.cert.hepat.enzymes. partic. cytochrome P450.
 XE "Mylan Alprazolam" MYLAN ALPRAZOLAM, Mylan [P/S]

Alprazolam.
Indications: Anx.disords.& anx.assoc.with depress., panic disords.for up to 8 mnths.if anx.is sev., disabl./subject.indiv.to extrem.stress.

(S5) TABS. 32/2.6/0372, 0373, 0323

897965-021: 0,25 mg, 100, R59,49
895173-007: 0,5 mg, 100, R55,79
897968-007: 1 mg, 100, R64,02
Dosage: Indiv. Start with lowest recomm.dos. Do not exceed max.dos.of 4 mg/day. Durat.to be as short as poss., not exceed.8-12 wks incl.taper.off process. Re-eval.pt.if max.treatm.period to be exceed. Incr.even.dos.first if high.dos.requir. Discont: Dly.dos.reduct.not more than 0,5 mg every 3 days.

Anx: Init. 0,25-0,5 mg 3xdly, usual dos.range: 0,5-4 mg dly.in div.dos.

Depress.assoc.with anx: Init. 0,5 mg 3xdly, usual dos.range: 1,5-4 mg dly.in div.dos.

Geriatr.pts./debilitat.dis: 0,25 mg 2-3xdly, usual dos.range: 0,5-0,75 mg dly in div.dos.incr. grad.if need.& tolerat.

Panic relat.disords: 0,5-1,0 mg at bedt., adjust. to pt.respons. Dos.increm.no great. than 1 mg every 3-4 days. Addit.dos.can be added till a 3xdly sched.is achiev.

Contraindications: Pregn., labour, lactat., schizophren., psychot.pts.& pts.with depress./ suicid. tendenc.unless there is mark.anx., childr. und. 18 yrs.

Side effects: Paradox.reacts.in childr., withdr. sympt., CNS eff., co-ordinat.disords., trem., atax., blurr.vis., autonom.manifest., mass chang., GI sympts., adverse behav.eff., musculoskelet. incontin., dyston., fatig., slurr.speech, salivat.& libido chang., menstr.irregul., incontin., urin. retent., abn.liv.funct., jaund., bld.dyscras., incr. intra-ocul.press., sex.dysfunct., dermatit., hyperacus., numbn.& tingl.of extremit., hypersens. to light, epilept.seiz., poss.rebound effs.on withdr.

Special precautions: Floppy inft.syndr.if giv.to mothers dur.pregn., excret.in breast milk, depend./ abuse potent., elderly/debilit.pts., alcoh./drug abuse hist., withdr.grad., eval.regul.for cont. treatm., impair.ren./hepat.funct., pulm.dis., epilept.

Drug interactions: CNS depress.-addit.eff., incr. plasma conc.of imipramine & desipramine, cimetidine or macrolide antibiot.may delay clear.

 XE "Novapraz XR" NOVAPRAZ, Novagen [P/S]
Alprazolam
Indications: Short term relief of anx.sympts., anx. disord.treatm., anx.assoc.with depress., mix.anx.-depress., depress., panic disords. Indicat.for up to 6 mnths for anx.& depress & up to 8 mnths for panic disord.with/-out some phob.avoidance. 

(S5) XR TABS 51/2.6/0435, 0436, 0437.

3003919-001: 0,5 mg, 60, R76,96
3003918-001: 1 mg, 60, R143,54
3003920-001: 2 mg, 60, R269,37
Dosage: Indiv.bas.on sympt.severity & pt.respons. When high.dos req.incr.even. dos. bef.dayt.dos. Decr.dly. dos. by no more than 0,5 mg every 3 days.

Anx: Start dose: 1 mg dly.in 1-2 dos. Dos range: 0,5-4 mg dly.in 1-2 dos.

Mix.anx./depress., anx. assoc.with depress: Start dose: 1 mg dly in 1-2 dos. Dos range: 0,5-4,5 mg dly in 1-2 dos.

Panic disords: Start dose: 0,5-1 mg at bedt.or 0,5 mg 2xdly. Dos range: Mean maint.dos of 5-6 mg/day as sngl. dly.dos./2 div.dos. Occasion.pts needing up to 10 mg dly. Adjust accord.to respons. with dos.increm.of no >than 1 mg in dly dos.every 3-4 days. 

Geriatrics: Start dose: 0,5-1 mg dly.in 1-2 dos. Dos range: 0,5-1 mg dly grad.incr.if need.& tol.

Contraindications: Schizophren.as primar.diagn., concom. antiretrovir.protease inhibit./ketoconazole, myasthenia gravis, severe resp.-/hepat.insuff., sleep apnoea syndr., safety in pregn.& lactat.not est.,

Side-effects:Freq: Abnorm.coordinat., atax., dizzin., dysarthria, headache, hypersomn., impair.balance /-memory, lethargy, sedat., somnol., blurr.vis., fatig. constip., decr.appet., dry mouth, naus., confus., decr.libido, depress., irritabilit. Less freq: Amnes., auton.nerv.syst. imbalan., dyston., impair.intellect, incr.CNS activity, slurr.speech, trem., incr.IOP, peripher.oed., diarrh., GI disord., vomit., abnorm.liv.funct., hepatit., jaund., hyperprolactinaem., weight incr./-decr., musc.twitch./-weakn. abnorm.think., agitat., agress., anger, hallucinat., hypoman., hostility, insomn., loss of libido, mood disord., nervousn. mania, psychomot.hyperactiv., rage, enures.,incontinen., urin. freq./-retent., libido disord., menstr. irregular., sexual dysfunct., angioed., dermatit.

Special warnings and precautions: Impair.ren./hepat.funct., pulm.dis., limit.pulm.reserv., add.CNS depress.with alcoh./barbitur./other CNS depress. meds., not recomm.prim.treatm. of psych.illn., not monotherapy.for depress./anx.with depress.as incr suicide risk, depend.risk incr.with high.dos./ long term use & pts.prone to/hist.of alcoh./drug abuse., withdr.sympts./rebound eff.with rapid decr./ abrupt discont., epilep., safety & effic.not est.in childr.und.18 yrs., use gen.principle of low.effect.dos.in elderly/ debilit.  concom.opioids, high doses for panic disord.& pts with suicide.ideat., avoid in psychot.pts.& ment.depress.unless anx.mark., hypoman.& man.report.with use in depress.,treatm.durat.not exceed 12 wks., ensure pt.able to sleep 7-12hrs as poss.amnesia., psychiatr.reacts.more in childr./elderly disc.treatm, lact.intol.
Interactions: Opioids incr.risk of sedat./resp.depress./coma/death, poss.incr.centr.depress. eff.with comcom.antipsych./hypnot./anxiol.& sedativ./ antidepress./ narc.analges./anti-epilep./anaesthet./sedat.antihistam., CYP3A inhibit., plasma conc.of imipram.& desimipram.incr., concom.ketaconaz./itraconaz.not recomm., consid.dose reduc.with nefazodone/fluvoxam.& cimetidine., caut.with fluoxet./OC’s/sertral./diltiaz./macrolide antibiot., CYP3A4 inducers., concom.HIV protease inhib.not recomm., monit.for digoxin toxic.esp.in pts.>65yrs. 
 XE "Tranqipam" TRANQIPAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Lorazepam.

Indications: Anx.disturbs., anx.assoc.with organ.dis.or adjustm.disturbs.

(S5) TABS 1 mg. U/2.6/38
771759-002: 1 mg, 100, R187,54
(S5) TABS.2,5 mg U/2.6/39.

771767-005: 2,5 mg, 100, R577,15
Dosage: Anx: 2-3 mg dly.admin.in 2-4 div.dos. this may range betw.1-6 mg dly. Elderly & debilitat: 1-2 mg/day in 2-4 div.dos.

Contraindications: Pre-exist.CNS depress., coma, porphyr., childr.und.12 yrs.
Side effects: Drowsin., oversedat., dizzin., weakn., unsteadin., confus., lethargy, vertigo, light headed., ment.depress., slurr.speech, libido changes, atax., trem., urin. retent./incontin., salivat. changes, jaund., resp.depress., hypotens., GI disturbs., headache, sleep disturbs., agitat., skin rash, blurr.vis., amnes., memory impair., bld. disords., paradoxic.reacts., tol.& depend., withdr. sympts.with abrupt withdr.
Special precautions: Psychot.pts., ment. depress., suicide.tenden., epilept., tartraz.sensitiv., period.bld.counts & LFT elderly/debilitat., pulm. dis.& limit.pulm.reserve, ac.narr.angle glauc., ren./ hepat.dysfunct., pref.to avoid in pregn., cross. placenta, excret.in breast milk, abuse potent., alcoh. & drug abuse/hist.thereof, grad.withdr.,cont.lact.
Drug interactions: Addit.CNS effs.with CNS depress.

 XE "Urbanol" URBANOL, Sanofi-Aventis [P/S]
Clobazam.

Indications: Anx.when sev.& disabl./subj.pt.to extreme stress, pre-op.medicat., alcoh.withdr. sympts.

(S5) TABS, [P/S] M/2.6/128.

773999-019: 10 mg, 100, R441,85
(S5) CAPS, [P/S] L/2.6/52.

774006-005: 5 mg, 100, R317,46
Dosage: 10-30 mg dly in div.dos. Start with low. recomm.dos., not to exceed max.dos. Dos.of > 20 mg admin.prefer.at bedt./in div.dos.
Contraindications: Myasth.grav., infts.

Side effects: Drowsin., oversedat., dizz., dry mouth, constip., depress.of mood & affect, disorientat., confus., lethargy, atax., trem., incr./ decr. motor activ., N&V, bld.dyscras., hepat. dysfunct., paradox.reacts.(discont.), floppy inft. syndr. (use dur.labour).
Special precautions: Abuse potent., grad. withdr., eval.need for cont.treatm.esp.if pt.is sympt. free, tot.durat.of treatm.not to exceed 8-12 wks. incl.taper.off process., imp.ren./hepat.funct., pulm. dis., anx.with underly.depress.disords.

Drug interactions: Addit.risk of CNS depress. with other CNS depress.

 XE "Valium" VALIUM, Pharmaco [P/S]
Diazepam.
Indications: When disord.sev./diabl./subj.indiv.to extreme stress. Anx.syndr.& adjunct.in anx./ excitat. assoc.with psych.disords., adjunct.in reflex. musc.spasm due to loc.trauma & combat. spastic. aris.from spin.& supraspin.interneuron. damage

(S5) TABS, [P/S] B/2.6/1003, 1004.

774472-007: 5 mg, 100, R477,31
774480-010: 10 mg, 100, R762,58
Dosage: Treatm.durat.to be as short as poss.not exceed.2-3 mnths.incl.taper.-off period. Do not change to short act.benzodiazepines as withdr. sympt.poss.develop.
Adults: Aveg.init.dos: 5-10 mg. Depend.on severity usual dos.5-20 mg dly. Max.sngl.dos not to exceed 10 mg.

Childr: 0,1-0,3 mg/kg bw dly.

(S5) INJ, [P/S] B/2.6/995. 10 mg/2 ml.

Indications: Conscious sedat.in diagnost.& therapeut. intervent.to relieve apprehens.& diminish recollect.thereof, anaesthes.premedicat., excitat.states assoc.with psych.disords., anti-convuls. in status epileptic.& other convuls.states incl. tetan., eclamps.seiz., musc.relaxat.as for tabs.

774510-005: 5x2 ml, R210,45
Dosage: Admin.IVI slow. Compatibility: dil.with NaCl 0,9%, Gluc.5% or Gluc.10%.
Adults & juven: 2-20 mg IM/IV gen.recomm. depend. on bodyweight/indicat.& sympt.severity. 

Premedicat: 10 mg IM. Childr: 0,1-0,2 mg/kg bodyweight 1 hr bef.anaesthes.induct.

Conscious sedat: 10 mg IM. Childr: 0,1-0,2 mg/ kg bodyweight. Indiv.dos.accord.to pt needs consists of init.inj.of 5 mg or 0,1 mg/kg bodyweight in childr.follow.every 30 sec.by increm. of 50% of init.dos.

Eclampsia: Act./threaten.convuls: 10-20 mg IV. Addit.dos.as reqd.either IV/contin.infus.upto 100 mg/24 hrs.

Tetanus: 0,1-0,3 mg/kg bodyweight IV 1-4 hrly. Alternat.by contin.infus./gastric tube: 3-4 mg/kg bodyweight in 24 hrs.

Status epileptic: Anticonvuls.eff: 0,15-0,25 mg/ kg bodyweight IV rep.as necess.aft.10-15 mins./by contin.infus. Max.dos: 3 mg/kg bodyweight in 24 hrs.

Excitat.states: Init.0,1-0,2 mg/kg bodyweight IV rep.at 8 hrly interv.until ac.sympts.subside thereaft. oral ther.

Contra-indications: Sev.resp.& hepat.insuffic., sleep apnoea syndr., myasthen.grav., prim. psychot. illn., alone in depress/anx.assoc.with depress., safety in pregn.not est.with incr. congenit.malformat.risk with 1st trimest.use suggest., lactat., lactose intol.for tabs.

Side-effects: Paradoxic.reacts., anterograde amnes., abuse & depend. & withdr.sympts.with abrupt.discont., rebound anx.on withdr., withdr. sympts.in newborn infts., fatig., drowsin., musc. weakn., confus., numb.emot., depress., reduc. alertn., incr./decr.libido, headache, atax., dizzin., hypersalivat., slurr.speech, dysarthr., trem., card. fail.incl.card.arrest, hypotens., pulse rate variat., circulat.& resp.depress., CV collapse, diplop., blurr.vis., GI disturbs., hepato-bil.disords., incontin., urin.retent., incr.risk of falls & fract.in elderly, loc.reacts.with inj.

Special precautions: CNS depress.depend.incl. alcoh.except.in ac.withdr.reacts., re-eval.need.for cont. ther.reg., concom.alcoh./CNS depress., alcoh. / drug abuse hist., elderly, debilit., tol.aft.repeat. use for prolong.period, paed.pts.bel.6 mnths.& only when alt.not avail., myasth.grav., incr.freq.& sev.of grand mal epilep. attacks.dur.treatm./abrupt withdr., grad.withdr., use dur.labour & deliv., passes into breast milk, imp.hepat./ren.funct., anx. with underly. depress. disords.,obstruct.airway dis., arterioscleros.

Drug interactions: Enhanc.act.of other CNS depress., incr./prolong.sedat.by CYP3A &/CYP2C19 inhibit., metabol.eliminat.of phenytoin affect., incr. sedat.effs.with cisapride

 XE "Xanor" XANOR, (Viatris Healthcare) Upjohn [P/S]
Alprazolam
Indications: Short term relief of anx.sympts., anx. disord.treatm., anx.assoc.with depress., mix.anx.-depress., depress., panic disords. Indicat.for up to 6 mnths for anx.& depress & up to 8 mnths for panic disord.with/-out some phob.avoid. 

(S5) TABS, [P/S] M/2.6/233, 234, 235, 27/2.6/96.

778702-006: 0,25 mg, 30, R58,88

778702-014: 0,25 mg, 100, R196,30

778710-009: 0,5 mg, 30, R101,38

778710-017: 0,5 mg, 100, R337,94

778729-001: 1 mg, 30, R193,12

811696-006: 2 mg, 30, R368,59

Dosage: Indiv.bas.on sympt.severity & pt.respons. When high.dos req.incr.even. dos. bef.dayt.dos. Use gen.principle of low.effect.dos.in elderly/ debilit. Decr.dly. dos. by no more than 0,5 mg every 3 days.

Anx: Init. 0,25-0,5 mg 3xdly. Dos range: 0,5-4 mg dly.in div.dos.

Mix.anx./depress., anx.assoc.with depress: Init: 0,5 mg 3xdly. Dos range: 1,5-4,5 mg dly in div.dos.

Panic disords: 0,5-1,0 mg at bedt.or 0,5 mg 3xdly., adjust.to pt.respons. Dos.increm.no great. than 1 mg every 3-4 days. Addit.dos.can be added till a 3-4xdly sched.is achiev. Max.10 mg/day.

Geriatr.pts./in pres.of debilitat.dis: 0,25 mg 2-3xdly. Dos range: 0,25-0,75 mg dly.in div.dos. incr. grad.if need.& tolerat.

(S5) SR TABS, [P/S] 29/2.6/0504, 0505, 0506.

827185-006: 0,5 mg, 60, R341,81

827193-009: 1 mg, 60, R639,72

827207-018: 2 mg, 60, R1 223,89

Dosage: Admin.once dly. pref.in morn. Tabs. to be taken intact. Indiv.bas.on sympt.severity & pt. respons. When high.dos req.incr.even.dos.bef. dayt.dos. Use gen. principle of low.effect.dos.in elderly/debilit. Decr.dly.dos.by no more than 0,5 mg every 3 days.

Anx: Init: 1 mg dly in 1-2 dos. Dos range: 0,5-4 mg dly in 1-2 dos. 

Mix.anx./depress., anx. assoc.with depress: Init: 1 mg dly in 1-2 dos. Dos range: 0,5-4,5 mg dly in 1-2 dos.

Panic disords: Init 0,5-1 mg at bedt.or 0,5 mg 2xdly. Dos range: Mean maint.dos of 5-6 mg/day as sngl. dly.dos./2 div.dos. Indiv.accord.to respons. with dos.increm.of no >than 1 mg in dly dos.every 3-4 days. 

Geriatrics: 0,5-1 mg dly.in 1-2 dos. Dos range: 0,5-1 mg dly grad.incr.if need.& tol.

Contraindications: Schizophren., concom. antiretrovir.protease inhibit./ketoconazole, safety & effic.not est.in childr.und.18 yrs., lact.intol., safety in pregn.& lactat.not est., dur.labour, effic. for longt.use exceed.6 mnths. not est.

Side-effects: Decr.appet., psych.disords.incl. hallucinat./agitat.& rage, CNS effs., dizzin., headache, atax., memory/intellect.impairm., dysarthr., incr.activ., trem., slurr.speech, blurr.vis., incr.IOP, GI/libido disords., abnorm.liv.funct., dermatit., musc.twitch./-weakn., enures., urin. freq./retent., menstr.irregular., sex.dysfunct., fatig., jaund., weight chang., hyperprolactinaem., hypoman., man., hostilit., psychomot.hyperactiv., dyston., auton.nerv.syst.imbal., hepatit., jaund., angioed., incont., periph.oed.

Warnings and special precautions: Usage not est. in depress.with psych. feat./bipol.disords./ endogen.depress., imp.ren./hepat.funct., pulm.dis., limit.pulm.reserv., depend.risk incr.with high.dos./ long term use & pts.prone to abuse drugs, avoid in psychot.pts.& ment.depress.unless anx.mark., hypoman. & man.report.with use in depress., cross. placenta & excret.in breast milk, concom. nefazodone/fluvoxamine/cimetidine, co-admin. with fluoxetine/ OC’s/sertraline/diltiazem & macrolide antibiot., withdr.sympts.with rapid decr./ abrupt discont., epilep., suicid.ideat., per. pt.re-assessm.

Drug interactions: Eliminat.delay. with ketoconazole/antiretrovir.protease inhibits., addit. eff.with CNS depress.incl.alcoh., incr.plasma conc. of imipramine & desipramine, cert.hepat.enzym. inhibit.partic.P450IIIA4 incr.conc.

 XE "Xipanz" XIPANZ, Aurogen [P/S]
Alprazolam
Indications: Short term sympt.relief of anx., anx. disord.treatm. Indicat.for up to 6 mnths for anx.& depress & up to 8 mnths for panic disord.with/-out some phob.avoidance. 

(S5) XR TABS, 50/2.6/0094

3006939-001: 0,5 mg, 60, R245,55
Dosage: Indiv.bas.on sympt.severity & pt.respons. Use lowest dose which contr.sympts. Do not exceed.max dose. As short as poss.treatm. When high.dos req.incr.even. dos. bef.dayt.dos. Admin. once dly pref.in morning. To disc.: Decr. dly.dos.by no more than 0,5 mg every 3 days. Do not chew/ crush/ break.
Anx: Start dose: 1 mg dly.in 1-2 dos. Dos range: 0,5-4 mg dly.in 1-2 dos.

Mix.anx./depress., anx. assoc.with depress: Start dose: 1 mg dly in 1-2 dos. Dos range: 0,5-4,5 mg dly in 1-2 dos.

Panic disords: Start dose: 0,5-1 mg at bedt.or 0,5 mg 2xdly. Dos range: Mean maint.dos of 5-6 mg/day as sngl. dly.dos./ 2 div.dos. Occasion.pts needing up to 10 mg dly. Adjust accord.to respons. with dos.increm.of no >than 1 mg in dly dos.every 3-4 days. Elderly: Start dose: 0,5-1 mg dly.in 1-2 dos. Dos range: 0,5-1 mg dly grad.incr.if need.& tol.

Contraindications: Schizophren.as primar.diagn., concom. antiretrovir. protease inhibit./ ketoconazole, safety in pregn.& lactat.not est. Do not admin. dur.labour / breastfeed.

Side-effects:Freq.: Decr.apetit., confus. state, decr.libido, depress., irritabilit., sedat., somnol., atax., ., impair.balance /-memory, abnorm.coordinat., dizzin., dysarthria, headache, , hypersomn., lethargy, blurr.vis., vertig., palpitat., constip., dry mouth, naus, sweat, enures., urin.freq., menstr. irregular., fatig., malaise, weakn., chest pain, hypervent. Less freq.: Agress., insomn., loss of libido, mood disord., nervousn., abnorm.dreams, apathy, anger, bradyphren., euphoric mood, logorrhea, mood swing, dysphon., homocid.ideat., mania/hypo-, impuls. contr., psychomot.retard., suic.ideat., hallucinat., agitat., range, anmes., incr. activ., trem., intellect.impair., slurr. speech, incr.IOP, tinnit., ear pain, sinus tachycard., hypotens., hot flush, diarrh., vomit., abnorm.lov.funct., dermatit., muscl.twitch./-weakn., urin.retens., sex.dysfunct., fall, pyrex., thirst, feel.hot & cold, oed, feel.jittery, suggishn., asthen., feel drunk, tight chest, incr.energy, feel. relax., hangover, loss contr.of legs, rigors, jaund., decr./incr.weight. 
Special warnings and precautions: Use not est.in certain types of depress., impair.ren./ hepat.funct., pulm.dis., limit. pulm.reserv., add.CNS depress.with alcoh./ other CNS depress. meds., concom.benzo’s & opiods may result in profound sedat./resp.depress./ coma& death., depend.risk incr.with high.dos./ long term use & pts.prone to/hist.of alcoh./drug abuse., withdr.sympts./ rebound eff.with rapid decr./ abrupt discont., eff.long term use >6 mnths not est., epilep.,avoid in psychotic.pts & mental depress.unless marked anx., depress.pts.with suicid.ideat., hypoman.& man.report.with use in depress., S&E not est.in childr.und.18 yrs., cont.lactose.

Interactions: Concom.antiretrovir. protease inhibit./ketoconazole/itraconazole contraindicat., concom.opioids & benzo’s incr.risk of resp.depress., meds inhib. cert.hep.enzymes part.CYT-P450 3A4 may incr.conc.& enhance activ., consid.dose red.with nefazodone/ fluvoxam.& cimetidine, caut.with fluoxet./ OC’s/ sertral./ diltiaz./ macrolide antibiot.(eg. erythromycin), plasma conc.of imipram.& desimipram.incr.
 XE "Zopax" ZOPAX, Cipla Medpro [P/S]
Alprazolam.
Indications: Anx.disords.& anx.assoc.with depress., panic disords for up to 8 mnths.

(S5) TABS. 30/2.6/0264, 0357, 0358.

826685-005: 0,25 mg, 30, R28,71
826685-013: 0,25 mg, 100, R95,70
826693-008: 0,5 mg, 30, R40,19
826693-016: 0,5 mg, 100, R133,96
826707-009: 1 mg, 30, R74,32
826707-017: 1 mg, 100, R247,74
Dosage: Indiv.using gen.principle of low. effect. dos. Overall treatm.should not exceed 8-12 wks. incl.a tapering off period. Max.dos.of 4 mg should not be exceed.except in panic disords.

Anx: Init. 0,25-0,5 mg 3xdly, usual dos.range: 0,5-4 mg dly.in div.dos.

Depress.assoc.with anx: Init: 0,5 mg 3xdly. usual dos.range: 1,5-4 mg dly.in div.dos.

Geriatr.pts./debilitat: Init: 0,25 mg 2-3xdly.

Usual dos.range: 0,5-0,75 mg dly.in div.dos. incr.grad.if necess.& toler.

Panic attacks. Init: 0,5-1,0 mg at bedt. Adjust accord.to pt.respons in increm.of no greater than 1 mg every 3-14 days. Addit.doses may be added until 3-4xdly sched.achiev.

Contraindications: Pregn., lactat., ac.narr.angle glauc., schizophren., chron.psychos., ment. depress. / suicide.tendenc.unless there is mark. anx., pre-exist.CNS depress./coma, ac.pulm. insuffic., sleep apnoea, myasth.grav., porphyr., childr.

Side effects: CNS eff., vertigo, headache, dysarthria, libido chang., tremor, vis.disturbs., urin. retent./ incontin., GI disturbs., salivat.chang. jaund., bld.disords., hypersens.reacts., resp. depress. & hypotens.with high dos.

Special precautions: Chron.pulm.insuffic., abuse & depend.potent., poss.withdraw./rebound phenomena, elderly/debilit.pts., imp.ren./liv. funct., poss.suicide precipitat.if used alone to treat depress./anx.with depress., withdr.slowly by no more than 0,5 mg every 3 days esp.epilept.

Drug interactions: CNS depress.-addit.eff., plasma conc.of imipramine & despiramne incr., clear. delay.by cimetidine/macrolide antibiot.

1.3.2
Others
 XE "Aterax" ATERAX, (Aspen Pharma) Pharmacare [P/S]

Hydroxyzine HCl.

Indications: Short term managm.of anx., tens.& psychomot.agitat.in condits.of emotion.stress, allev.manifest.& tens.in temp.stress situat.as in prep.for dent./ othr.minor surg.proced.& ac.emot.probl., adjunct.in allerg.condits.with strong emot.overl.as in urtic.& prurit., adjunct.pre & post-op.sedat.esp.for anx., emes.& reduc.opiod analges.reqd.

(S5) SYRUP, B785 (Act 101/1965).

705446-018: 10 mg/5 ml 100 ml, R71,73
Dosage: Indiv.requirem.from 25 mg 3xdly-100 mg 4x dly.Start with low.dose.esp.elderly incr.progress.till adeq.resp.obtain. Elderl.poss.more sensit.to eff.of adult dose.

Anx: Adults: 50-100 mg 4xdly. Childr.over 6 yrs: 15-25 mg dly.incr.if necces to 50-100 mg dly.in div. dos.Childr.und.6 yrs: 5-15 mg dly.incr.if necess.to 50 mg dly.in div.dos.

Other indicat: Adults: 25-100 mg 4xdly.

Prurit: Init.25 mg at night incr.to 25 mg 3-4xdly.Childr.over 6 yrs: 15-25 mg dly.incr.if necess to 50-100 mg dly.in div.dos. Childr.und.6 yrs: 5-15 mg dly.incr.if necess.to 50 mg dly.in div. dos.

Pre & post-op adjunct.med: Adults: 50-100 mg. Childr: 0,6 mg/kg body weight.

Contra-indications: Hypersens., ac.intermit.porphyr., resp.fail.

Side-effects: Drowsin.,dizzin., paradox.CNS stimulat.esp.in childr., extrapyramid.sympts., fatig., sedat., trem., convuls., thick resp-tract secret., tightn.of chest., blurr.vis., urin.dificult & retent., constipat., incr.gastr.reflux, trans.bradycard.fol.by tachycard. with palpitat.& arrythm.in high dos., GI disturbs., dry mouth, hypersens.reacts., cross-sensitiv., photosensitiv., jaund., bld.disords.incl.agranulocytos., leucopen., haemolyt.anaem.& thrombocytopen., hypotens., tinnit., headache, hypoton.syndr.in neonat.with chron.use in late pregn., paraesthes.

Special warnings and precautions: Not for premat.infant./ neonat., safety in pregn.not est., may lead to drowsin.& impair.concentr., elderly, clos.angl.glauc. urin.retent., prostat.hypertroph., pyloroduoden.obstruct., epilep., sev. CV disords.

Interactions: Sed.eff.of.alcoh.& CNS depress.potent., MAOI may enhanc.antimuscarin. effs., may have an addit.eff.with atrop.& TCAs, counteract.anti-convuls.effic.of phenytoin, may mask warn.sign.of damage caus.by ototox.meds., supress.positiv.skin test result., contr.haemostas.at begin.of treatm.if concom. anticoag.are admin., poss.interf.with meas.of urinar.17-hydroxycorticost.

 XE "Biral" BIRAL, (Mylan) Takeda [P/S]

Valerianae extr.sicc. 100 mg, passiflorae extr.sicc. 45 mg.
Indications: Anx., restlessn., minor neuros. without depress.

(S0) TABS. B1503.

708968-016: 20, R99,94

708968-007: 40, R181,49

708968-015: 100, R385,27

Dosage: 1-2 tabs 3xdly.aft.meals.

 XE "Pharma-Q Hydroxyzine" PHARMA-Q HYDROXYZINE INJECTION 100 mg/2 ml, Pharma-Q [P/S]

Hydroxyzine

Indications: Pre-& post-op sedat., N&V, symptomat. treatm.of vertigo/Meniere’s dis.& relat.disords.
(S5) INJ, 31/2.6.3/0070. 100 mg/2 ml

703584-001: 10x2 ml, R66,08
Dosage: Admin.deep IM only.

Adults: 25-100 mg. Childr: 1,1 mg/kg bm.

Contraindications: IV use, prem.infts./neonates, piperazine derivate.hypersens., porphyr., safety in pregn.& lactat.not est., not for control of bld.transfus.react.caus.by ABO incompatibil.

Side effects: Drowsin.,dizzin., paradox.CNS stimulat. esp.in childr., dry mouth, thicken.resp. tract secret., tightn.of chest., blurr.vis., urin.diffic. /retent., GI disturbs.incl.incr.gastr.reflux., trans. bradycard.fol.by tachycard. with palpitat.& arrhythm. in high dos., CNS stimulat.in high dos., bld. disords., hypotens., tinnit., headache, paraesthes.

Special precautions: Decr.dos,in prim.bil. cirrhos., clos.angl.glauc., urin.retent., prostat. hypertroph., pyloroduoden.obstruct., epilep., sev. CV disords., may mask warn.signs of damage caus. by ototox.agents.

Drug interactions: CNS depress.activ.poss. aggrav. by intake of alcoh./barbitur./hypnot./opioid analges./ anxiolyt.sedat. & neurolept., MAOI may enhanc. antimuscarin. effs., addit.antimuscarin. act. with atrop.& TCA’s.

 XE "Stresam" STRESAM, AI Pharm Ltd [P/S] 
Etifoxine HCl.
Indications: Anx.psychomat.manifestat.

(S5) CAPS. A39/2.6/0072

707127-002: 50 mg, 100, R541,15
Dosage: Treatm.durat.of few days to few wks. not exceed.8 wks.

150-200 mg/day in 2-3 div.dos.

Contraindications: Shock, sev.imp.liv/ren. funct., myasthen.grav., galactosaem/gluc.& galact. malabsorpt.syndr. or lactase defic.due to lactose pres, in absenc.of clinic.data not recomm. in pregn.& breast feed.

Side effects: Init.drowsin., skin reacts., urticar., angio-oed., metorrhag.with concom.OC’s

Warnings and special precautions: Cross. placent. barr., discont.in event of skin or allerg. reacts./sev.hepat.disords., safety in porphyr.not est.

Drug interactions: CNS depress.& alcoh.incr. sedat.eff.

See also MDR page 94.
1.4
Anti-depressants
1.4.1
Tricyclic
 XE "Anafranil " ANAFRANIL, Equity [P/S]

Clomipramine HCl.

Indications: Adults: Depress.episod.& cataplexy accomp. narcolepsy, obsess.-compuls.syndr. Childr.& adolesc: Obsess.-compuls.syndr.5 yrs. & old.

(S5) TABS, [P/S] C/1.2/182, B1532.

703419-006: 10 mg, 50, R267,06
703427-009: 25 mg, 50, R506,56
(S5) SR TABS, [P/S] W/1.2/140.

781193-001: 75 mg, 30, R942,22
Dosage: Treat.hypokalaem.bef.init. Indiv.accord.to pt.condit. SR 75 Divitabs may be halv.but not chew. Admin.low.dos.for optim.therapeut.eff.incr. grad.for max.tolerabil.
Depress.& obsess.-compuls.disords.in adults: Init. 25 mg 2-3xdly/1 SR 75 mg tab.once dly.pref.in the even. Incr.dly.dos.grad.to 2-4 tabs of 25 mg or 1 SR 75 mg divitab.dur.1st wk.of treatm. Max.dly. dos: 250 mg. Maint.dly.dos: two-four 25 mg tabs or 1 SR 75 mg divitab. Cataplexy accomp.narcolepsy: 25 -75 mg dly. Geriatr: Init. 10 mg dly,incr.grad.to 30-50 mg dly.which should be reach.aft.about 10 days. Obsess.-compuls.syndr.in childr.& adolesc: Init.25 mg dly.incr.grad.admin.in div.dos.dur.1st 2 wks.as tol.up to dly max.of 3 mg/kg or 100 mg whichever is small. Thereaft.incr.grad.over next sev. wks.up to dly max.of 3 mg/kg or 200 mg whichever is small.

Contraindications: Cross-sens.to TCA’s of dibenzazepine group, combinat.ther.with other antidepress., recent MI, heart block/other card.dysrhytm., congenit.long QT syndr., severe liv.disease, hypokalaem., MAOI incl.select.revers.MAOI’s (eg moclobemide), narrow-angle glauc., urine retent., mania.
Side-effects: Very common: Incr.appet., dizzin., headache, myoclon., somnol., trem., accommodat.disord., blurr.vis., fatig., constip., dry mouth, naus., micturit.disord., erect.dysfunc., libido disord., hyperhidros., restlessn., incr.weight, bld.sugar changes. Common: Clinic.irrelev.ECG changes, hot flush., orthostat.hypotens., palpitat., sinus tachycard., attent.disturb., dysgeus., hypertonia, impair.memory, paraesthes., speech disord., tinnit., mydrias., diarrh., GI disord., vomit., elevat.transaminas., decr.appetite, musc.weakn., agitat., agress., aggrav.of depress., anx., confus., depersonalisat., delirium, disorientat., hallucinat., hypoman., insomn., mania, nightmare, sleep disord., urin. retent., enlarge breast, galactorrh., orgasm.impoten.in women, yawn., dermatit., photosens., prurit. Uncommon: Dysrhythm., incr.BP, atax., convuls., activ.of psychot.sympt. Not known: Extrapyramid.disord., serotonin syndr., incr.bld.prolact., rhabdomyolys., suicid.ideat./-behav., delayed ejaculat., ejaculat.fail. Rare: Vag.bleed. Very rare: Agranulocytos., eosinophil., leukopen., thrombocytopen., conduc.disord., neurolept.malign.syndr., glauc., hepatit.with/-out jaundice, anaphylac.reacts, abnorm.EEG, SIADH, pneumonit., alopec., ecchymos., purpura.
Special warnings and precautions: Small overdos.poss.fatal in childr., grad.withdr., anaphylactic shock, monit.pts.esp.dur early ther.& dos changes for clinic.worsen./of suicidal.& other psychiatry.sympt., script smallest quant.to reduc.overdose risk., not for childr.0-17 yrs for depress.states/ cataplexy accomp.narcolep., incr.anx.sympt.at start of treatm.gen. subsid.within 2 weeks, psychos.activat.in schizophren., mania in bipolar, delir.psychos.in predisp./elderly pts., monit.during 1st 2 weeks as depress.improvem.may not occur., incr.adverse eff in elderly, check BP before treatm., seroton.syndr., epilep./pts.prone to convuls./seiz./other predispos.fact.eg.brain damage/ concom.neurolept.& withdr.of alcoh.or meds with anticonvuls.propert., concom.electro convuls.ther., hist.incr. IOP, narrow angle glauc., urin.retent./ bladder neck obstruct.sympt.eg. prost.dis., artific.tears recomm.in pts.with cont.lens, concom.anticholinerg. poss.danger., sev.hepat.dis.& tumours of adren.medul., hyperthyroid./ concom.thyroid.preps., monit.card./ hepat.funct.in long-term therap., monitor hepat.enzyme lev.&renal func.in hepat/renal dis.pts., dent.caries with prolong.treatm., poss.paralyt.ileus esp.in elderly/chron.constipat.& bedridd., monit.card.funct.& ECG in elderly, long-term safety not avail.in childr.& adolesc.re.growth/ maturat./cognit.& behav.developm., monit.blood counts esp.if fev./flu/sore throat, concom.meds. incr.bleed.risk/in pts.tend.to bleed, anaesthetic incr risk of dysrhythm.& hypotens., not with CNS suppress., avoid alcoh., incr.prolact.secret., contains lact.& sucr., poss.alt.bld sugar conc.in diabet., safety in pregn.not est., excret in breastm.

Interactions:Contraindic.with MAOI’s, allow 2 weeks betw., poss.hypokalaemia with diuretics, concom.antiarrhythm., addit.eff.on serotonerg.syst.with SSRI, poss.serotonin syndr.with SSRIs/SNRIs/TCA’s/Li., 2-3 week washout period for fluoxet., CYP2D6 inhibit.eg.terbinaf./cimetid.inr.conc., monit.respons.with high dose oestrog., antipsychotics (eg.phenothiazines) incr plasma level, poss.severe cardiac dysrhythm.in comb.with thioridazine/ pimozide, methylphenid./ valproate/ grapefruit/-juice/cranberry juice incr plasma conc., rifampic./ anticonvuls./ cigaret.smoking/ cholestyram./ colestipol/ St.John’s wort decr.plasma conc., potent.eff of anticholinerg.agents/ CNS depress./sympathomimet., review antihypertens.therap., monit.plasma prothromb.for warfar., incr.risk of QTc prolongat.& torsad.de pointes with meds caus.QTc prolongat.eg. antiarrhythmics/ TCA’s/ cert.tetracyclics/ cert. antipsychotics/ cert.antihistam./ Li./ quinine/ pentamidine, concom. substrates/inhib.of CYP450, poss.incr plasma conc.with diltiazem & verapamil., incr.risk bleed.with NSAIDs., severe postur.hypotens with altretamine, poss.incr.side-eff.with nefopam, incr.convuls.risk with tramadol, incr.sedat.with opioid analges., incr.ventr.dysrhythm.risk with levacetylmethadol, CNS toxic.with selegiline, poss.enhan.muscle relax.eff of baclof.
 XE "Clomidep" CLOMIDEP, Ranbaxy [P/S]

Clomipramine HCl.

Indications: Maj.depress., react.depress., second. depress

(S5) TABS. 35/1.2/0253

703381-001: 25 mg, 50, R212,00
Dosage: Indiv.init.at low.recomm.dos.incr.grad.

Adults: Init. 25 mg 2-3xdly grad.incr.by 25 mg increm.at 3-4 day interv.to tot.dly.dos.of 150 mg. OR init.with sngl.dos.of 50-100 mg at bedt.incr.by 25-50 mg to tot.dly dos.of 150 mg. Maint: Usual. 50-100 mg dly. contin.x3 mnths.bef.grad.withdr. Max.dly dos: 250 mg.

Elderly: Init.10 mg dly, incr.to 30-50 mg dly.

Contraindications: Sev.liv.dis., heart block, card. arrhythm., immed.recov.period aft.MI, safety in pregn.& lactat.not est., MAOI’s, concom.anti-arrhythm. of quinidine type.

Side effects: GI disturbs., CNS/psych.& neurol. effs., genitourin.complaints incl.libido changes, vis. disturbs., incr.IOP, hypertherm., CV effs.incl. arrhythm., bld.dyscras., weight loss, galactorrh., breast enlargem., inappropr.antidiuret.hormone secret.syndr., gynaecomast., bld.sugar.lev. changes, menstr.irregular., testic.enlargem., allerg. reacts.
Special precautions: Childr.as relat.small overdos. fatal, CV disords./dis., narr.angle glauc., micturit. disords., low.convuls.thresh.& predispos. fact., sev.hepat./ren.dis., tumours of adren.medul., concom. electro convuls.ther., elderly, adolesc., constipat., incr.IOP, hyperthyroid., suicid.tendenc., if depress.turns.into man.phase, diabet., discont.as early as poss.prior to elect.surg., reduc.dos.of concom. oestrog.
Drug interactions: Respons.to other CNS depress. incl.alcoh.& anticholinerg.potent., barbit. & other enzyme induc.low.plasma conc., cimetid./ methylphenid./CCB’s & neurolept.incr.plasma conc., antihypertens.effs.of bethanidine/ desbrisoquine/ guanethidine & poss.clonidine reduc., CV effs.of noradren/adrenal.& nas.drps.& loc. anaesth.contain sympathomimet.poss potent., halofantrine & antiarrhythm.prolong.QT interv. poss. incr.ventric.arrhythm.risk, astemizole/ terfenadine/ cisapride & sotalol may incr.arrhythm. risk., ster.hormon.inhib.metab., plasma conc.of high. prot.bound meds.(e.g. warfar.& digox.) incr.& poss. adverse.reacts.result.from displacem.of prot. bound clomipram.
 XE "Ethipramine" ETHIPRAMINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Imipramine HCl.

Indications: Endog.depress., Parkinson., chron. alcoh., child behav.disords.

(S5) TABS. B695, 694 (Act 101 1965).

724661-107: 10 mg, 100, R63,15
724661-115: 10 mg, 1 000, R631,56
724688-102: 25 mg, 100, R74,51
724688-110: 25 mg, 1 000, R745,11
Dosage: Adults: 75-150 mg dly.in div.dos.or as prescr. Elderly: Max. 10-30 mg dly. Childr: 6-12 yrs: 25 mg at bedt. Over 12 yrs: 50 mg at bedt.

Contraindications: Ac.phase MI, pregn.unless compell.reasons.

Side effects: Dry mouth, constip., urin.retent., pupil dilat.with blurr.vis.& vis.accommod.chang., drowsin., excess sedat., disorient., agitat., insomn., restlessn.

Special precautions: Manic depress.psychos., prostatism, CV dis., glauc., epilep., 1st trimest. pregn., cont.sucr.

Drug interactions: Alcoh.& CNS depress.incr. CNS depress.risk, anticholin.drugs., MAOI, adren., press.effs.of nor-adren.enhanc., hypotens.eff.of cert.antihypertens.reduc.

 XE "Thaden" THADEN, Aspen Pharmacare[P/S]
Dothiepin HCl.

Indications: Adult depress.

(S5) CAPS, [P/S] Z/1.2/171.

800198-018: 25 mg, 100, R190,62
(S5) TABS, [P/S] Z/1.2/301.

800201-019: 75 mg, 28, R174,24
Dosage: Indiv. Init.25 mg 3xdly.grad.incr.to 50 mg 3xdly.if necess. OR 75 mg or 150 mg as sngl.night time dose. Elderly: Init.50-75 mg dly. Half norm.maint.dos. Sev.depress.pts up to 225 mg dly.has been given.

Contraindications: Ac.MI phase, heart block, 1st trimest.pregn.

Side effects: Dry mouth, metall./sour taste, constipat. lead.to paralyt.ileus, urin. retent., blurr.vis., accomodat. disturbs., palpitat., tachycard., impot., drowsin., headache, periph.neuropathy, trem., orthostat.hypotens., hypertens., dizzin., sweat., weakn.& fatig., atax., epileptiform seiz., extrapyramid.sympts.incl speech difficult., tinnit., stomatit., gastric irritat., N&V, conf./ delir., anorex.with weight loss, weight gain., inappr. appetit., allerg.skin reacts., photosensitisat., cholest. jaund., bld.disords., poss. conduct.defects & card. arrythm., poss.incr.risk sudden.death in card.pts., endocrine eff., bld sugar conc.changes, inappr.secret. antidiuret.hormone.

Special warnings and precautions: Depress.phase of manic depress.psychos., pts.with suicidal tendencies, elderly males with prostatism, card.dis., hyperthyroid., impair.liv.funct., epilep. hist., untreat.narr.angle glauc., unrinar.retent., prostat.hypertrophy, constip., diabetics, withdraw if allergic skin reacts., 25 mg contains. lact., general.consid.unsafe in porphyria.
Interactions: CNS depress., MAOI’s/within 14 days of stop.treatm., press.eff.of direct act. sympathomimet. enhanc., concom.anti-cholinerg.poss.dangerous, hypotens.eff.of cert. antihypertens. poss.reduc., eff.of TCA’s influenc. by agents aff.their metabol., barbiturates & other enzyme induc.eg.anti-epilept. incr.metab., neurolept./ cimetidine/ methylphenid./ poss.oestrogen & OC reduce metabolism, hyperthyroid pts./ those tak.thyroid preps.may have enhanc.respons., eff. of bethanidine, debrisoquine, guanethid.& poss.clonidine reduc.

 XE "Trepiline" TREPILINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Amitriptyline HCl
Indications: Depress.in pts ≥ 18yrs.

(S5) TABS.10 J/1.2/219
772003-009: 10 mg, 100, R130,26
772003-017: 10 mg, 500, R651,41
(S5) TABS.25 J/1.2/220.

771996-004: 25 mg, 100, R142,21
771996-012: 25 mg, 500, R711,05
Dosage: Init. 75-150 mg dly in div.doses. Maint. 50-100 mg dly in div.doses.
Contraindications: MI, hist. of MI/dysrhythm.partic.heart block to any degree/ CHF/ coron.artery insuffic., MAOI, concurr. linezolid/ antihypertens. meds., pregn.& lactat., childr. < 18 yrs., mania, sev.liv.dis. 

Side effects: Freq: Drowsin./excess.sedat., blurr. vis., accommodat.disturb., incr.IOP, dry mouth, constip., urin.retent., hypertherm. Less freq: Bone marr. depress.incl.agranulocytos./ eosinophil./ leucopaen./thrombocytopaen.& purpura, hypersens. reacts. incl.photosens./oed.of face & tong./ angioed., syndr.of inappropr.ADH secret., hyperglycaem., hypoglycaem., hyponatraem., incr. appet., weight gain/loss, anorex., confus.states, disorient., agitat., insomn., nightmar., delus., hallucin., mania/ hypomania, excitem., anx., restlessn., disturb.concentrat., behav.chang., suicid. ideat./behav., dizzin., headache, periph. neuropathy, numbn., tingl.& paraesthes.of extremit., incoordinat., atax., trem., coma, epileptif. seiz., alter.EEG, extra-pyramid.sympts. incl. abnorm.invol.movem.& tard.dyskines., dysarthr., mydrias., tinnit., palpitat., tachycard., MI, heart block, non-specif.ECG chang.& chang.in AV-conduct., dysrhythm., hypotens., syncope, postur. hypotens., hypertens., stroke, N&V, diarrh., paralyt. ileus, epigastr.distr., dysgeus., stomatit., metall. taste, parotid swell., black tong., hepatit., skin rash, alopec., urin.freq., urin.tract dilat., gynaecomast., breast enlargem., galactorrh., testicul. swell., libido chang., impot., sex. dysfunct., weakn., fatig., incr.sweat. Freq. unknown: Incr. risk of bone fract.
Warnings and special precautions: Small dos. poss.fatal in childr., discont.if anticholinerg. effs. sev., excess.sedat.in cert.pts., card.dis., reg. cardiologic. & electrocardiograph. examin.advis., endocr. effs., depress.phase of manic depress.as mania poss.precipitat., pts.with suicid.tendenc., hypotens. eff.of cert.antihypertens.agents poss. reduc., pressor eff.of epinephrine/norepinephrine enhanc., avoid loc.anaesth.contain.epinephrine/ norepinephrine as hypertens.reacts.poss., porphyr., hyperthyroid., imp.liv.funct., epilep., untreat. narrow-angle glauc., urin.retent., prostat. hypertrophy, constip., discont.if allerg. skin reacts.occur., elderly, inadvis.with electro convuls.ther., consid.hyponatraem.in pts.develop. drowsin./ confus./convuls., may impact glycaem. contr.of pts.with diabet.mellit., lact.intol., concom. reboxitine, monit.for incr.antidepress. plasma lev.& toxicit.with concom.fluoxetine, avoid concom.apraclonidine/ brimonidine/ pimozide/ thioridazine/entacapone

Interactions: Eff.poss.potent.by MAOI, reduc. eff. of cert.antihypertens.agents., incr.hypertens. risk on clonidine withdraw., incr.plasma conc. with cert. SSRIs, incr.risk of CNS toxic.with tramadol, incr.sedat.with opioid analges., incr. risk of dysrhythm./hypotens.with concom. anaesth., incr.risk of ventric.dysrhythm.with meds. prolong.QT interv.incl. amiodarone/ disopyramide/procainamide/propafenone/ quinidine, plasma conc.poss.reduc.by rifampicin, CNS excitat.& hypertens.with linezolid, incr.risk hypertens.& dysrhythm.with concom. sympathomimet. agents, metabol.poss.inhib.by methylphenidate/disulfiram, enhanc.eff.of alcoh./ barbits.& CNS.depress., concom.use with antiepilept. meds.may low.convuls.thresh., decr. antidepress. act.with barbit./carbamazepine, incr. ser.conc.with fluconazole/ritonavir, incr. anticholinerg. & sedat.eff.with antihistamin., incr. plasma conc with antipsychot.meds./ diltiazem/ verapamil, incr.ventric.dysrhythm.risk with sotalol/antipsychot.meds., incr.postur. hypotens.with diurets., CNS toxic.with selegiline, musc. relax.eff.of baclofen incr., eff.of subling. nitrates reduc., OCs antag.antidepress.eff.& incr. plasma conc., eff.of concom. anticholinerg. agents incr., hepat.metabol.reduc.by cimetidine, decr. plasma lev.with St. John’s Wort, conc.of thioridazine incr., accelerat.respon.to Trepiline by concom.thyroid preps.
1.4.2
Non-Tricyclic
No products listed
1.4.3
Mono-Amine Oxidase inhibitors
No products listed
1.4.3.1
Non-selective mono-amine oxidase inhibitors
1.4.3.2
Selective mono-amine oxidase inhibitors
1.4.4
Selective serotonin re-uptake inhibitors
AROPAX (MDR Listing)

 XE "Accord Escitalopram" ACCORD ESCITALOPRAM, Accord [P/S]

Escitalopram oxalate

Indications: Maj.depress.episod.

(S5) TABS, 44/1.2/0851, 0852

719547-001: 10 mg, 28, R59,80
719548-001: 20 mg, 28, R80,73
Dosage: Adults: Maj.depress.episod: 10 mg as sngl.dly dos. May be incr.to max.20 mg dly. depend.on indiv.respons.2-4 wks.necess.for antidepress. respons.

Contraindications: Safety & effic.in childr./ adolesc. und.18 yrs.not est., MAOI’s.

Side effects: Cutan.bleed.abnormal., withdr. sympt. if abrupt discont., angioed., thrombocytopen., anaphylact./skin reacts., inappropr. ADH secret., appet./weight chang., hyponatraem., psych.disords.incl.suic.ideat., bruxism, CNS effs., dizzin., trem., somnol., seroton. syndr., headache, convuls., drowsin., movem./ ejaculat. disord., abnorm.vis., mydrias., orthostat. hypotens., yawn., sinusit., GI disturbs.incl. bleed./ taste disturbs., hepatit., incr.sweat., ecchymos., alopec., photosens., arthralg., myalg., urin.retent., decr. libido, impot., abnorm.femal.orgasm, galactorrh., hyperprolactinaem., metrorrhag., menorrhag., fatig, pyrex., abnorm.LFT.

Warnings and special precautions: Discont.if manic phase enter./seiz.devel./incr.seiz.freq./ seroton. syndr.devel., mania/hypoman.hist., low. start. dos.in panic disord.pts., epilep., diab.mellit., bleed. disord.hist., concom.meds.known alter. platel. funct., concom.ECT, caref.monit.for poss. suic., other psych./non-psych.disords., monit.pts. esp. dur.early ther.& dos.chang.for clinic.worsen./ suicid. ideat./behav., consid.chang.therap.regim./ discont. if psych.sympts. occur which are sev./ abrupt in onset/not part of pres.sympts., taper dos. dur. discont., poss.seroton.syndr.with concom. meds with serotonerg.effs., concom.cimetidine/ selegiline, monit.INR with concom.oral anticoags., concom. meds.poss.low.seiz.thresh., safety in pregn. & lactat.not est., poss.excret.in breast milk, elderly >65 yrs., no info avail.in sev.ren. funct. impairm., hepat.insuff., discont.sympt.may cont.for 2-3 mnths. or long.

Interactions: Cimetidine incr.AUC & Cmax., poss. seroton.syndr.with MAOI, enhanc.seroton. assoc. effs. with other serotonerg.meds.& antidepress. with serotonerg.propert., enhanc. effs.with Li & tryptophan, selegiline AUC incr., imipramine & desipramine plasma lev.incr., metoprolol incr.AUC & Cmax., incr. prothromb.time aft.warfar.

 XE "Acti-Lift" ACTI-LIFT, (Activo) Glenmark [P/S]

Citalopram hydrobromide.

Indications: Depress.& relapse prevent., panic disord. with/without agoraphob., obsess.compuls. disords.

(S5) TABS. 41/1.2/0297

717372-001: 20 mg, 30, R80,19
Dosage: Depression: Adults: 20 mg as sngl. dly.dos. May be incr.by 20 mg/day at interv. of at least one wk.to max.60 mg/day.

Panic disord: 10 mg dly.1st. wk.then incr.to 20 mg dly., may furt. be incr.to max.60 mg dly.

Obsess.compuls.disord: Init.20 mg as sngl.dos. which may incr. by 20 mg increm.to max.dly.dos.of 60 mg.

Elderly: 20 mg/day as sngl.dos. which may be incr.to 30 mg/day. 

Dos.incr.depend. on pts.respons. Onset of action with. 2-4 wks. Ther.to be contin.for up to 6 mnths. aft.recov. mimim.relapse prevent.

Contraindications: MAOIs, sev. imp.ren.funct., safety & effic.in pregn.& lactat.not est., childr.und.18 yrs.

Side effects: Incr.seiz.risk, heart rate reduc., hypoglycaem., anx., hostilit., psych./resp./eye/ card./ micturit. disords., CNS eff., headache, dizzin., convuls., somnol., confus., malaise, seroton. syndr., NMS, akathis., anx., trem., fatig., weight chang., GI disturbs., salivat., sex.dysfunct. incl. decr.libido, hepatit., asthen., mydrias., nas. congest., sweat., skin reacts., yawn., suic.ideat.

Special precautions: Elderly, ren./hepat. impairm., seiz./hist.thereof, epilep., ECT, man./ hist. thereof, discont.ther.if manic phase enter., pre-exist. slow heart rate, diab.mellit., concom. imipramine/other serotonerg.meds./ moclobemide/ alcoh./warfar./cimetidine C/I, seroton. syndr.risk, more likely aft.dos.incr., worsen. depress./suic.thoughts & ideat., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicidal., monit.other psych.& non-psych. disord.pts., consid.chang. therap.regim./discont. ther.if psych.sympt.occur which are sev./abrupt in onset/ not part of pres.sympt., withdr.grad.by dos. taper., excret.in breast milk, reduc.hepat.funct., avoid alcoh., incr.hostilit./suic.-relat.adverse events/ self-harm in childr.

Drug interactions: Ser./potent.fatal reacts.with MAOIs, incr.desipramine plasma conc., interacts. with moclobemide, incr.seroton.syndr.devel.risk with other serotonerg.meds./meds.with serotonerg. activ., incr.alcoh.eff., anticoag act.of warfar. incr., incr.AUC/max.plasma conc.incr.with cimetidine.
 XE "Adco-Paroxetine" ADCO-PAROXETINE, AI Pharm Ltd [P/S]

Paroxetine

Indications: Sngl.episod.& recurr.depress.with assoc.anx.esp.where sedat.not requir., low.dos. treatm. for up to 1 yr.to prev.relapse & recurr.of furth. depress.episod., panic disord.with/without agoraphobia, short term treatm.of sev.disabl. obsess. compuls.disord., social phobia.

(S5) TABS, 36/1.2/0096

704904-001: 20 mg, 30, R219,90
Dosage: Admin.once dly.in the morn.with food. Swallow whole.

Depress: Recom.init.dos.20 mg dly. If necess.may be incr.grad.in 10 mg increm.to max.50 mg/day accord. to pt.response.

Panic disord: Recomm.dos: 40 mg dly. Init. 10 mg /day incr.in 10 mg wkly.increm.accord.to respons. Max.60 mg/day. Low init.start.dos.is recomm.

OCD: Recomm.dos: 40 mg dly. Init.20 mg/day incr. in 10 mg wkly.increm.accord.to respons. Max. 60 mg/day.

Social phobia: Recomm.dos: 20 mg dly. Incr. dos. in 10 mg wkly.increm.as requir. Max.dly.dos: 40 mg accord.to response

Contraindications: MAOI, safety & effic.in childr. und.18 yrs.not est.

Side effects: Most freq: N&V dyspeps., constipat., diarrh., sex.dysfunct., somnol., sweat., trem., asthen., dry mouth, insomn., dizzin., anx., decr. appetite, headache.

Isolat.ser.liv.funct.abnormalit., extrapyramid. sympts., aggravat.of Parkinson’s dis., sympts.of NMS report.with neurolept., hyponatraem. esp.in elderly poss.due to SIADH, bruis., rash, ac.glauc., urin. retent., periph.& fac.oed., confus., abnorm. bleed. most.ecchymos.& purpura, sympts.suggest. of hyperprolactinaem./galactorrh., seroton.syndr., post partum haemorrh.

Special warnings and precautions: Worsen. depress./emerg. suic.ideat./-behav risk in maj. depress./psych. disords., monit.pts.esp.dur.early ther.& dos.chang.for clinic.worsen./suic.ideat., monit. other psych.& non-psych.disord.pts., consid. chang. ther.regim./discont.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres. sympt., dos.taper.if discont., mania hist., poss. NMS with concom.neurolept., concom.oral anticoags., admin.in ser.CV disords.not stud.theref. avoid., epilep./epilep.hist., discont.if seiz.exper., limit. exper.with ECT, narr.angle glauc., incr.post partum haemorrh.risk, incr.hostility/ suic.ideat./ self-harm report.in childr.und.18 yrs., lact.intol., monit.Li lev., reduc.procyclidine dos.in case of anticholinerg. effs., concom.alcoh.not advis., safety in pregn. & lactat.not est., excret.in breast milk, discont.if ser.liv.funct.abnormalit.pres., avoid with extrapyramid.disords.& concom.neurolept. meds.,

Interactions: Metabol.& pharmokinet.poss.affect. by known drug metabolis enzyme inhibit./induc., plasma lev.incr.by cimetidine, dos.at low.range with concom.known drug metabolis.enzyme inhibit., decr.plasma conc.with phenytoin, debrisoquine & sparteine plasma lev.elev.due to paroxetine inhibit.eff.on P450 isozyme CYP2D6., poss. seroton.syndr.with MAOI/tryptophan, Li known to interact with other seroton.re-uptake inhibit., incr. procyclidine .& other anti-cholinergs. plasma lev., poss.incr.bleed.in pres.of unalt. prothrob. times with warfar.
 XE "Adco-Talomil" ADCO-TALOMIL, AI Pharm Ltd [P/S]

Citalopram hydrobromide.equiv.to citalopram
Indications: Depress., prevent.of relapse, panic disord.with/without agoraphob., obsess.compuls. disord.

(S5) TABS, 35/1.2/0272

702769-001: 20 mg, 30, R69,30
Dosage: Depression: Effect usually seen aft.2-4 wks. Treatm.symptomat.so up to period of 6 mnths.aft.recovery to minimise relapse potent. Adults: 20 mg as sngl.dly.dos. May be incr.to max.40 mg dly.as determin.by pt.respons.

Panic disord: Init.10 mg dly.incr.to 20 mg dly.aft. 1 wk., dos.may be incr.furth.to max.40 mg dly.as reqd.

OCD: Init.20 mg dly as sngl.dos. Can be incr.to max.40 mg/day depend.on respons. Act.onset 2-4 wks.with furth. Improvem.over time.

Elderly: Half the recomm.dos. 10-20 mg dly.as sngl.dly.dos. Max.dly dos: 20 mg.

Contraindications: Safety & effic.not est.in childr. & adolesc.(18 yrs.), sev.imp.ren.funct., safety in pregn. & lactat.not est., concur.MAOI, concurr. linezolid, concurr.pimozide, known QT interv. prolongat.or congenit.long QT syndr., concurr. meds.known to prolong QT interv.

Side effects: Freq: Insomn., drowsin., restlessn., nervousn., somnol., decr.libido, ejaculat.disord., anorgasm., palpitat., naus., dry mouth. Less freq: Galacorrh., hyponatraem.partic.elderly, anorex., weight changes, anx., panic attacks, hypoman., mania, agitat., confus., imp.conc., convuls., extrapyramid.effs., trem., mydrias., accommodate.disturbs., bradycard., tachycard., ecchymos., purpura, orthostat.hypotens., nas.congest., awn., hypersalivat., vomit., diarrh., dyspeps., rash, prurit., sweat., arthralg., myalg., asthen., micturit., fatig. Freq.unknown: Anaphylact.reacts., hyperprolactinaem., hostility, aggressiven., impulsivity, akakthis., suicide.ideat., paraesthes., headache, dizzin., irritabil., seroton.syndr., NMS, QT prolongat., ventric.dysrhythm.incl.torsades de pointes, costipat., hepatit., hepat.necros., abnorm.LFT,  photosens., urticar., angioed., alopec., urin.retent., post partum haemorrh., malaise, 
Special warnings and precautions: Reduc.hepat.funct., init.10 mg dly.dos.x2wks.in known poor CYP2C19 metabolisers incr.to max.20 mg dly.depend.on indiv.respons., worsen.depress./suic.thoughts & ideat., monit.pts.esp.dur.early ther.& at dos.chang. for clinic.worsen./suicidal., monit.other psych.& non-psych.disord.pts., consid.chang.therap.regim./ discont.ther.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres. sympts., relat.event hist./exhibit.signific.suicid.ideat.prior to ther.commencem.at great.risk of suicid.thoughts or attempts, suicide relat.behav.& hostility observ.more freq.in treat.childr.& adolesc., delay MAOI treatm.x7 days aft.ther.discontinuat., elderly, paradox.anx.at start of panic.disord.treatm., hyponatraem.probably due to inappropr.antidiuret.hormone secret.report., incr.dos.in pts.exper. akathis/psychomot.restlessn.poss.detriment., control.epilep.& avoid.if poorly control., electroconvuls.ther., discont.if pt.enters manic phase, pre-exist.slow heart rates, alt.glycaem.contr.in diab.mellit.poss.req.insul./oral hypoglycaem.med.adjustm., discont.if seroton.syndr.pres., other serotonerg.meds., concom.meds.affect.platel.funct./other act.subs.incr.haemorrh.risk & bleed.disord.hist., avoid St John’s Wort preps., incr.psychot.sympts.in psychot.pts.with depress.episod., QT-interv.prolongat. predomin.in women with hypokalaem./pre-exist. QT prolongat./other card.dis., rec.MI, uncompens. HF, correct electr. disturbs.bef.ther.init., ECG bef. ther. init.in stable card.dis., withdr.ther.in case of card.dysrhythm.& perform.ECG, withdr. grad. by dos.taper., excret.in breast milk, incr.post-partum haemorrh.risk when expos.within mnth prior to birth, ability to drive/operat.machin.,
Interactions: Ser.incl.fatal reacts.with MAOI’s incl. selegiline/linezolid/moclobemide and buspirone, & those recent.discont.SSRI & start. MAOI, incr.desipramine plasma conc., serotonin syndr.with other antidepress., decr.eliminat.of agents depend.on sparteine oxygenase to a minor degr., alcoh.effs.incr., warfar. anticoag.eff.incr., plasma conc.incr. with cimetid., enhanc.5-HT assoc.eff.with serotonerg. meds.tramadol & sumatript., incr.undesir.effs.with St John’s Wort, incr. haemorrh. risk with meds.affect.platel.funct./ anticoags., meds. that prolong the QT interv.such as class IA & III antidysrhythm./antipsychot/TCA’s/ cert. antimicrob. agents/anti malar.treatm.esp. halofantrine & cert.antihistamines are C/I.
 XE "Aropax" AROPAX, GSK [P/S] 
Paroxetine

Indications: Maj.depress.disord., panic disord. with/-out agoraphob., soc.phob.

(S5) CR TABS, A38/1.2/0612, 0613

704647-002: 12,5 mg, 30, R308,46
704646-002: 25 mg, 30, R381,51
Dosage: Admin.once dly.in the morn.with/-out food. Swallow whole. Review & adjust dos.if necess. within 2-3 wks.of init.ther.

Maj.depress.disord: Init. 25 mg/day. Incr.at 1 wk. interv.in 12,5 mg increm.to max.62,5 mg/day if necess.accord.to respons. Treat.for suffic.period to ensure pt.sympt.free which may be sev.mnths.

Panic disord: Init.12,5 mg/day incr.wkly.in 12,5 mg/ day increm.accord.to pt.respons. Max: 75 mg/day. Low init.start dos.recomm.,Treat.for suffic.period to ensure pt. sympt. free which may be sev.mnths.

Soc.phob: Init.12,5 mg dly.incr.at 1 wk.interv.in 12,5 mg/day increm.accord.to pt.respons.upto max. 37,5 mg/day.

Contraindications: MAOI, safety & effic.in childr. und.18 yrs.not est., pregn., safety in lactat.not est., concom. thioridazine/ pimozide, concon.seroton. precurs.(eg.L-tryptophan, oxitriptan) incr. serotonerg. syndr.risk., lact.intol.

Side effects: V.common: Naus., sex.dysfunct. Common: Incr.cholester.lev., decr.appet., somnol., insomn., agitat., abnorm.dreams, dizzin., trem., headache, blurr.vis., yawn., constipat., diarrh., vomit., dry mouth, sweat., asthen., body weight gain. Uncommon: Abnorm.bleed.of skin/ muc.membr., confus., hallucinats., extrapyramid.disords., mydrias., postur.hypotens., skin rash., urin.retent./ incont. Unknown: Sev.allerg.reacts., SIADH, hyponatraem., manic reacts., convuls., akathis., RLS, seroton.syndr., ac.glauc., GI bleed., elevat.of hepat.enzymes, hepat. events, sev.cutan.adverse react., urticar., photosens.react., hyperprolactinaem./ galactorrh., menstr.disords., periph.oed.

Special warnings and precautions: Monit.pts. for clinic.worsen.& suicide.through.treatm.& esp. at begin.of treatm./ dos.chang., worsen.depress./ emerg. suicide ideat./-behav risk in maj.depress. /psych. disords., suicide.thought/ ideation hist., mania hist., bipol.disord.risk screen. recomm. prior to init.treatm., concom.oral anticoags., concom.alcoh.not advis., elderly, low.start.dos.in elderly, sev. ren./ hepat.impairm., discont.in cases of ser.liv. funct. abnormalit., avoid in extrapyramid.disords.& concurr. neurolept./ serotonerg.meds., withdr. sympts. with abrupt discont., discont.gradually, Li ther., reduc. procyclidine dos.in case of anticholinerg.effs., pts with exist.CV condits., admin. in ser.CV disords.not studied., epilep., discont. in pts.develop.seiz., little clinic.exper.with ECT, narrow angle glauc., concom.meds.incr. bleed. risk/ known bleed.tenden./ predispos. condits., hostility/ suicide ideat.& self harm report. in childr., poss.assoc.bone fract.risk, tamoxifen effic.poss.reduc., hyponatraem.esp.in elderly, akathis., sex.dysfunct. 

Interactions: Poss.incr.bleed.in pres.of unalter. prothrob.times with oral anticoag/ warfar., metabol.& pharmacokinet.poss.aff.by induct./ inhibit. of drug metabol.enzym., decr.plasma conc.with fosamprenavir/ ritonavir, poss.incr.bioavail. with cimetidine, decr.bioaval.with phenytoin, poss. seroton. syndr.with serotonerg.meds.& tryptophan, incr incid.of adverse effs.with anti-convuls., incr.procyclidine plasma lev.& other anti-cholinergs, incr. plasma conc.of co-admin.meds.metabol.by CYP2D6, toxic of risperidone poss.incr, elev. thioridazine/ pimozide plasma lev.lead.to QTc-interv. prolongat., prolong.action of mivacurium/ suxamethon., discont.in case of prolong.elevat.LTF result.

See also MDR page 307.
 XE "Arysert" ARYSERT, Zydus [P/S]
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls.disord., panic disord.with/-out agoraphob.

(S5) TABS, A40/1.2/0662

3004129-001: 50 mg, 30, R45,99
Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therap.dos.50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv. to max.150-200 mg.

OCD: Eff.may be seen with.7 days. Full activ.usual. seen aft. 2-4 wks.or long. Min.effect.dos. 50 mg dly. Incr.above 100 mg dly have no addit.benef.

Panic disord: Min.recomm.effect.dos: 50 mg dly. Init. 25 mg dly.incr.to 50 mg dly.aft.1 wk. This regim.reduc.freq.of early treatm.emergent.S/E.

Contraindications: Concom.MAOI’s

Side effects: Freq: Headache, trem., dizzin., insomn., somnol., dry mouth, rash, GI disturbs., flatul., abdom.pain, fatig., fev., incr.sweat., anorex., male or fem.sex.dysfunct. Less freq: Palpitat., agitat., nervousn, anx., depress.sympts., hallucinat., aggress.react., constipat., vomit., incr.appetite, hot flush., yawn. abnorm.vis. Freq.unknown: Paraesthes., hypoesthes., twitch., hyperton., imp.conc., extrapyramid.sympts., Parkinonism aggravat, convuls., erythema multiforme, pancreatit., ser.liv.events, taste pervers., thirst, myalg., back pain, movem.disord., psychos., menstr. sympt., hyperprolactinaem., galactorrh., rhinit., pharyngit., tinnit., micturit.freq., micturit.disord., asymptomat.SGOT & SGPT elev., alt.platel.funct., abnorm.clinic.lab. results

Warnings and special precautions: Use for more than 12 wks. not eval.in panic disord.theref. re-eval. dur.longt.use, poss.activat.of mania/ hypoman., undesir.weight loss poss., avoid in unstab. epilep., monit.control.epilept., discont.if seiz. devel., caref.monit.of suicide.risk pts., weak uricosur. eff., no studies with ECT, driv./operat. machin., condit.affect.metabol./haemodynam. respons., not eval./used with rec.or hist of MI or unstab.heart dis., liv.dis., imp.ren.funct., safety & effic. in childr.und.18 yrs.not est., worsen.depress. / emerg. suic.ideat./-behav risk in maj.depress./ other psych./non-psych.disords., monit.pts.esp.dur early ther.& dos chang.for clinic.worsen./suicid. ideat./behav., consid.chang.therap.regim./discont. if psych.sympts.occur which are sev./abrupt in onset/ not part of pres.sympts., overdos.risk, monit.prothromb.time, safety in pregn.& lactat.not est., adeq.contracept.in women of child bear. potent., safety & effic.not est.in childr., taper dos. when discont., extrapyramid.disords., hostilit./ suicid. ideat. & self harm report.in childr., discont. effs.on abrupt discont., hyponatraem.revers.on discontin.poss.due to SAIDH & gen. assoc. with elderly & diuret.ther.

Interactions: Poss. fatal react.with MAOIs, concom.CNS depress.& alcohol.not recomm., pharmacodynam. interact.with agents enhanc. serotonerg. neurotransmiss.e.g.tryptophan or fenfluramine, switch.from other antidepress./anti-obsession.esp.long act.agents, signif.chang.in some pharmacokinet.paramet.with diazepam & tolbutamide, cimetidine decr.clear., incr. prothromb. time with warfar., poss.high.5HT-assoc.S/E incid.with Li, concom.meds.act.via serotonerg. mechan.

 XE "Austell-Citalopram" AUSTELL-CITALOPRAM, Austell [P/S]

Citalopram hydrobromide.
Indications: Depress.& prev.of relapse, panic disord. with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, A39/1.2/0337, 0338, 0339

707396-001: 10 mg, 30, R72,43
707398-001: 20 mg, 30, R88,19
707397-001: 40 mg, 30, R155,87
Dosage: Onset of act.2-4 wks. Contin.treatm.up to 6 mnths.aft.recov.to prev.relapse.
Depress: Adults: 20 mg as sngl.dly.dos. Depend. on respons.may be incr.by 20 mg/day at 1 wk.interv.to max.40 mg. 
Panic disord: Init.10 mg/day as sngl.dos.x1 wk. then incr.to 20 mg/day. Dos.may be incr. thereaft. to max.40 mg/day.depend.on pt. respons.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. Depend.on pt.respons. Dos.may be incr. by 20 mg increm.to max.40 mg/day.
Contraindications: MAOI, sev.ren.impairm., safety & effic.in pregn.& lactat.not est., childr. und.18 yrs.

Side effects: Bradycard., palpitat., trem., CNS effs., convuls., serotonin syndr., neurolept. malign. syndr., weight changes, GI disturbs., micturit.disords., sex.dysfunct., hepatit., asthen., accommodat.disturbs., mydrias., nas.congest., sweat., rash, yawn., hostility/suicid.ideat.& self harm in childr.

Special precautions: Elderly, hepat./ren. impairm., epilep./seiz.hist., concom. electroconvuls. ther., mania/hist.therof, discont. if pt.enters manic phase, pre-exist.slow heart rate, diab.mellit., worsen.depress./emerg.suicid ideat./-behav.risk in maj.depress./psych.disords., monit.pts.esp.dur.early ther.& dos.changes for clinic.worsen./suicid.ideat./behav., monit.other psych.& non psych.disord.pts., consid.chang. therapeut.regim/discont.if psych.sypts.occur which are sev./abrupt in onset/not part of pres. sympts., taper dos.when discont., excret.in breast milk, serotonin syndr.more likely aft.dos. incr., avoid alcohol.

Drug interactions: Incr.conc.of imipramine’s act. metabol.desimipramine, incr.risk of serotonin syndr. with other serotonerg.meds/meds with serotonerg. activ., serotonin syndr.report.with moclobemide overdos., effs.of alcoh.incr., anticoag. activ.of warfar.incr., AUC & max. plasma conc.incr.with cimetidine.

 XE "Austell-Sertraline" AUSTELL-SERTRALINE, Austell [P/S]
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls. disord., panic disord.with/-out agoraphob.
(S5) TABS, A39/1.2/0286, 0287

707294-001: 50 mg, 30, R181,42
707293-001: 100 mg, 30, R256,10
Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therapeut.dos. 50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv.to max.150-200 mg/day.

OCD: Eff.observ.within 1 wk.& full activ.aft. 2-4 wks. Min.effect.dos. 50 mg dly. Incr.above 100 mg dly have no addit.benef.

Panic disord: Re-eval.usefulness.periodic. Init. 25 mg dly.incr.to 50 mg dly.aft.1 wk. Min. recomm. effect.dos: 50 mg dly. This regim.reduc.freq.of early treatm.emerg.S/E.

Contraindications: MAOI, safety in childr.und. 18 yrs.not est., agents enhanc.serotonerg. neurotransmiss. eg.tryptophan& fenfluramine not advis., alcoh.not advis., safety in pregn.& lactat. not est.,

Side effects: Seiz., GI disturbs., CNS effs, trem., incr. sweat., dry mouth, sex.dysfunct., palpitat., paraesthes., hypoaesthes., twitch., hyperton., skin rash, fatig., fev., hot flushes, back pain, thirst, myalg., psych.disords., menstr.sympts., rhinit., pharyngit., vis.disturbs., taste pervers., micturit. freq/disords., extrapyramid.sympts., Parkinson’s aggrav., movem.disords., hyperprolactinaem., galactorrh., erythema multiforme, pancreatit., ser.liv.events, alt.platelet funct., hyponatraem.

Special precautions: Use for more than 12 wks. not eval.in panic disord., poss.activat.of mania/ hypoman., poss.signific.weight loss, avoid in unstable epilep, monit.control.epilept., close supervis. of poss.suicide pts., uric acid ser.lev. decr., dis./condits.affect.metabol./haemodynam. respons., not eval./used with MI/unstab.heart dis., ren./liv.impairm., worsen.depress./emerg.suicide ideat./-behav risk in maj.depress./other psych./ non-psych.disords., monit.pts.esp.dur early ther.& dos changes for clinic.worsen./suicid.ideat./ behav., consid.chang.therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres.sympts., taper dos.dur. discont., switch.from other antidepress./anti-obsession.esp.long act.agents, monit.concom Li lev.as incid.of seroton.assoc.S/E incr., adeq. contracept.in child bear.women, extrapyramid. disords., hostility/suicid.ideat.& self harm report.in childr.

Drug interactions: Signific.chang.in some pharmacokinet. paramet.with diazepam & tolbutamide, cimetidine decr.clear., incr.in prothrombin time with warfar, meds.metabol.by cytochrome P-450 CYP2D6

 XE "Bio Citalopram" BIO CITALOPRAM, Biotech [P/S]

Citalopram hydrobromide.

Indications: Depress.& relapse prev., panic disord.with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, 42/1.2/1010

717094-001: 20 mg, 30, R92,98
Dosage: Admin.morn.or even. Onset of act.2-4 wks. Contin.treatm.up to 6 mnths.aft.recov.to prev. relapse.

Depress: 20 mg as sngl.dly.dos. May be incr.by 20 mg/day at interv.of at least 1 wk.to max. 40 mg depend.on respons.
Panic disord: 10 mg as sngl.dos.for first wk then incr.to 20 mg/day. May be incr.to max. 40 mg/day depend.on respons.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. May be incr.by 20 mg increm.to max. 40 mg/day depend. on respons.
Elderly: 20 mg/day as sngl.dos. May be incr.to max. 30 mg/day depend.on respons.

Contraindications: Concom.MAOI/imipramine /other serotonerg./alcoh./warfar./cimetidine/ moclobemide, sev.ren.impairm., safety & effic.in pregn./ lactat./childr.und.18 yrs.not est., avoid in poorly control.epilept.

Side effects: Incr.seiz.risk, poss.mania reactiv., hypoglycaem., withdr.sympt.with abrupt discont., palpitat., trem., bradycard., CNS effs., headache, dizzin., convuls., paraesthes., serotonin syndr., neurolept. malign.syndr., akathis., anx., panic attacks, weight chang., GI disturbs., salivat., micturit. disords., sex.dysfunct., hepatit., asthen., accommodat. disturbs., mydrias., nas.congest., sweat., rash, yawn., suicid.ideat., self harm in childr.

Special precautions: Elderly, hepat./ren. impairm., seiz.hist., epilep., electroconvuls. ther., mania/hist.therof, discont.if pt.enters manic phase, pre-exist.slow heart rate, diab.mellit., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., monit.other psych.& non-psych.disord.pts., consid.chang. therapeut. regim./discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres. sympts., excret.in breast milk, concom.warfar., withdr.grad., serotonin syndr.more likely aft.dos. incr., lactose intol.

Drug interactions: Ser./potent.fatal reacts.with MAOI, incr.conc.of imipramine’s active metabol. desimipramine, incr.risk of serotonin syndr.with other serotonerg.meds/meds with serotonerg. activ., serotonin syndr.report.with concom. moclobemide overdos., effs.of alcoh.incr., anticoag. activ.of warfar.incr., AUC & max.plasma conc.incr.with cimetidine.

 XE "Cilate" CILATE, (Unicorn) Be-Tabs [P/S]

Citalopram hydrobromide.
Indications: Depress.& prev.of relapse, panic disord.with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, A39/1.2/0548

707888-001: 20 mg, 30, R83,94
Dosage: Onset of act.2-4 wks. Contin.treatm.up to 6 mnths.aft.recov.to prev.relapse.
Depress: 20 mg as sngl.dly.dos. Depend.on respons. may be incr.by 20 mg/day at 1 wk. interv. to max.60 mg.
Panic disord: 10 mg/day as sngl.dos.x1 wk.then incr.to 20 mg/day. Dos.may be incr.thereaft.to max. 60 mg/day.depend.on pt.respons.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. Depend.on pt.respons.dos.may be incr. by 20 mg increm.to max.60 mg/day.
Contraindications: MAOI, sev.ren.impairm., safety & effic.in pregn.& lactat.not est., childr. und. 18 yrs.

Side effects: Hostility/suicid.ideat.& self harm in childr., palpitat., trem., CNS effs., paraesthes., mania, weight changes, GI disturbs., micturit. disords., asthen., accommodat.disturbs., sweat., sex. dysfunct., mydrias., nas.congest., rash, yawn., bradycard., convuls., serotonin syndr., neurolept. malign.syndr., hepatit.

Special precautions: Elderly, hepat./ren. impairm., seiz.hist./epilep,concom. electroconvuls. ther., mania/hist.therof,discont.if pt. enters manic phase, pre-exist.slow heart rate, diab. mellit., worsen.depress./emerg.suicid ideat. / -behav.risk in maj.depress./psych.disords., monit. pts.esp.dur.early ther.& dos.changes for clinic. worsen./suicid.ideat./behav., monit.other psych. & non psych.disord.pts., consid.chang. therapeut. regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres. sympts, excret.in breast milk, grad.withdr., impairm. of perform., serotonin syndr.more likely aft. dos.incr., avoid alcohol.

Drug interactions: Incr.conc.of imipramine’s act. metabol.desimipramine, incr.risk of serotonin syndr. with other serotonerg.meds/meds with serotonerg. activ., serotonin syndr.report.with moclobemide overdos., effs.of alcoh.incr., anticoag. activ.of warfar.incr., AUC & max. plasma conc.incr.with cimetidine.

 XE "Cilift" CILIFT, (Aspen Pharmacare: Pharma) 
Pharmacare [P/S] 
Citalopram hydrobromide.

Indications: Depress.& relapse prev., panic disord. with/without agoraphob., obsess.compuls. disord.

(S5) TABS. 36/1.2/0092

700157-001: 20 mg, 30, R113,27
Dosage: Depression: Adults: 20-40 mg as sngl. dly. dos.up to max.40 mg dly. Onset of act.within 2-4 wks. Treatm.per.usual.up to 6 mnths.aft. recov. to prev.relapse

Panic disord: Adults: Init.10 mg dly.incr.to 20 mg dly. aft.1 wk., dos.may be incr.furth.to max.40 mg dly.as reqd.

Obsessive compulsive disord: Init: 20 mg. May be incr.in 20 mg increm. to max.of 40 mg dly. depend. on respons. Onset of act.is 2-4 wks.

Contraindications: Sev.hepat./ren.fail., safety in pregn.& lactat.not est., safety & effic.not est.in childr. und.18 yrs., lact.intol., MAOI, known QT interv. prolongat./congenit.long QT syndr., concom. St John’s Wort/pimozide/linezolid/meds.known prolong. QT interv./meds.with serotonerg.eff.

Side effects: Freq.: Weight loss/-gain, decr.appetite, bradycard., decr.pulse, palpitat., tachycard., amnes., attent.disturb., drowzin., dizzin., headache, migraine, paraesthes., somnol., trem., tinnit., accommodat.disturb., asthen., fatig., abdom.pain, constip., diarrh., dry mouth, dyspeps., flatul., incr.salivat., N&V, arthralg., myalg., abnorm.dreams, abnorm.orgasm.(fem.), agitat., anx., apathy, confus., decr.libido, insomn., nervousn., sleep disord., micturit.disord., ejaculat.disord./-fail., impoten., rhinit., yawn., prurit., incr.sweat. Less freq.: Thrombocytopen., haemorrh., orthostat.hypotens., QT prolong., ven.dysrhythm., akathis., convuls., dyskines., extrapyramid.side eff., serotonin syndr., taste disturb., syncope, mydrias., malaise, pyrex., oed., GI haemorrh.,

abnorm.LFT, hepatit., anaphylac.reacts, hypersens., incr.appetite, hyponatraem., inapprop.ADH secret., agress.,

bruxism, depersonalisat., hallucinat., incr.libido, mania, panick attack, restlessn., suicid.ideat./-behav., urin. retent., galactorrh., menorrhag., metrorrhag., priapism, cough, epistax., nasal congest., alopec., angioed., photosens., rash, urticar., purpura, ecchymos. Less freq.in children: Hostilit., suicid.ideat., self-harm.Freq.unknown: Hypokalaem., parasomn., vis.disturb., postpartum haemorrh., neurolept.malign.syndr.

Special warnings and precautions: Worsen.depress. /suic. thoughts & behav., monit.pts.esp.dur.early ther.& dos.chang.for clinic.worsen./suicidalit., withdr.grad.by dos.taper.over several weeks/months, concurr.electroconvuls.treatm., discont.ther.if pt.enters manic phase, signif.bradycard., rec.MI, uncompens.HF, electrol. disturbs. correct.bef.init. ther., ECG bef.init.ther.in stab. card.dis., withdr.ther./ECG advis.in case of card.dysrhythm., elderly, reduc.kidn.& liver funct., low start dose to reduc.paradoxic.anxiogen.eff., hyponatream.risk in female elderly pts.reversable on discont., no dose incr.if akathisia develop, discont.if seiz.developm.or incr.seiz.freq./ seroton.syndr.sympt., alter.glycaem.contr., ang.-closure glauc./glauc.hist, concom.meds.affect.platelet func./hist.of bleed., incr.postpartum haemorrh.risk., concom.MOAI’s/St.John’s wort., long-last.sex.disfunc., parasomnias, incr.psychotic sympt., not for childr <18 yrs., safety in pregn.&lactat.not est.
Interactions:Seroton.syndr. with moclobemide/buspirone/buprenorphine & MAOI’s, meds that incr. QT interv., concom.pimozide, monitor lithium levels, sumatriptan & tryptophan not recommend.as may incr.enhanced 5-HT eff., meds lower.seizure threshold, incr.adverse eff.with St.John’s Wort., anticoagulants & meds affect platelet func., alcohol not advisab., hypokalaem./-magnesaem.-induc.meds., incr.desipramine plasma conc., dose adjust.with cimetidine, omeprazole incr.escitalopram plasma conc., meds metab.by CYP2D6 with narrow therap.index, incr. metoprol.conc.
See also MDR page 131.
 XE "Ciloram" CILORAM, Novagen [P/S]

Citalopram hydrobromide.
Indications: Depress.& prev.of relapse, panic disord. with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, A40/1.2/0564

711988-001: 20 mg, 30, R86,69
Dosage: Admin.as sngl.dly dos.

Depress: 20 mg as sngl.dly.dos. May be incr.by 20 mg/day at interv.of at least 1 wk.to max.40 mg depend.on pt.respons. Onset of act.with.2-4 wks. Contin. treatm. up to 6 mnths.aft.recov.to prev.relaps.

Panic disord: 10 mg/day as sngl.dos.for first wk. then incr.to 20 mg/day. Dos.may be incr.thereaft. as reqd.to max.40 mg/day depend.on pt.respons.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. May be incr by 20 mg increm.to max.40 mg/ day depend.on pt.respons. Onset of action 2-4 wks.with furth.improvem.over time.

Elderly: 10-20 mg/day as sngl.dos. May be incr.to max.20 mg/day depend.on pt.respons.

Contraindications: MAOI incl.selegiline in dos. above 10 mg dly., sev.ren.impairm.(clear.<30 ml/ min.), safety & effic.in pregn.& lactat./childr.& adolesc.und. 18 yrs. not est., concom.pimozide & linezolid, known QT interv.prolongat./congenit. long QT syndr.

Side effects: Freq: Fem.&.male decr.libido, sleep disord., agitat., anx., nervousn., confus.state, abnorm.fem.orgasm, abnorm.dreams, apathy, sleep disturbs., somnol., insomn., trem., headache, paraesthes., dizzin, att.disturbs., migraine, amnes., tinnit., palpitat., yawn., rhinit., nas.congest., N&V, dry mouth, diarrh., constipat., dyspeps., abdom. pain, flatul., saliv.hypersecret., incr.sweat., prurit., myalg., arthralg., sex.dysfunct., anorgasm., impot., ejaculat.fail., fatig., asthen., decr.appet.& weight, Less freq: Aggress., depersonalisat., hallucinat., man., libido incr., seroton.syndr., syncope, convuls., grand mal, dyskines., taste disturbs., mydrias., bradycard., tachycard., haemorrh., cough., hepatit., rash, urticar., alopec., purpura, photosens., micturit.disords., urin.retent., menorrhag., hostility, suicid.ideat.& self-harm in childr, oed., pyrex., malaise, NMS, incr.appetit.& weight, hyponatraem. Freq.unknown: Panic attack, bruxism, restlessn., suicid.ideat., suicid. behav., anaphylax., hypersens., inappr.ADH secret., extryamid.disord., akathis., movem.disord., accomodat.& vis.disturbs., QT prolongat. (predomin. fem.pts.with hypokalaem./ card. disturbs.), ventric.arrhythm.incl.torsades de pointes, orthosat.hypotens., epistax., GI haemorrh. incl.rect., abnorm.LFT, ecchymos., angioed., metrorhag., post part.haemorrh., priapism, galactorrh., thrombocytopen., hypokalaem.

Incr.bone fract.risk, withdr.sympts.on discont.
Special warnings and precautions: Elderly, hepat./ren. impairm., poor metabolis.of CYP2C19, epilep./seiz.hist./poorly contr.epilep.discont.if seiz.develop/freq.incr., concom.electroconvuls. ther., mania/ hist. therof, discont.if pt.enters manic phase, alt.glycaem.contr.in diab.mellit., discont.immed.& init.symptomat.treatm.if seroton. syndr.develops, do not use concom.meds.with serotonerg.effs., worsen.depress./emerg.suicid. ideat. /-behav.risk in maj.depress./psych.disords., monit.dur.early ther.& dos.chang.for clinic. worsen., observ.same precaut.with other psych.& non psych.disord.pts., consid.chang.therapeut. regim/ discont.if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., taper dos.when discont., monit.pts.with suic.relat. event hist./suicid.ideat.prior to ther.as at great. risk, low start.dos.advis.in panic.disord.to reduc. poss.paradoxic.anxiogen.eff., elderly fem.pts.at high. risk of hyponatraem.probab.due to SIADH, incr.dos.if akathis.sympts.develop.poss.detriment., incr.hostil.& suicide.relat.events report.in childr.& adolesc.<18 yrs., signific.bradycard./rec.ac.MI/ uncompensat.HF, correct.electrol.disturbs.bef.init. ther.as they incr.risk of malign.dysrhythm., ECG review of stable card.dis.pts.bef.init.ther., discont. & do ECG if card.dysrhythm.occur, bleed.hist., angle clos.glauc./glauc.hist., do not take concom.St.John’s Wort, psychot.sympts. poss.incr.in treatm.of depress.episod.in psychot. pts., long last.sex.dysfunct.sympts.despite discont., lact.intol., observat.of neonat if matern.use cont.dur.pregn.partic.in 3rd trimest., incr.post-part.haemorrh.risk follow.expos. within.mnth prior to birth, excret.in breast milk, eval.effs.bef.driv./perform.complicat.tasks.

Interactions: Serotonin syndr. report.with moclobemide & buspirone, mean incr.in QTc values with pimozide, concurr.MAOI’s & meds.that prolong QT interv.contraindicat., incr. desimipramine conc., enhanc.effs.with concom.Li & tryptophan, enhancem.of 5-HT assoc.effs.with other serotonerg.metods./meds with serotonerg. activ., incr.risk of seronton.syndr.with other meds. affect.serotonerg.neurotransmitt.syst., incr.in undesir. effs.with St John’s Wort, effs.of alcoh. incr., incr.haemorrh.risk with anticoags.& meds. affect platelet funct., caut.with other meds.that low.siez.threshold, cimetidine incr AUC & max. plasma conc., twofold incr.in metoprolol, conc. theref. caut.recomm.

 XE "Cipralex" CIPRALEX, (Adcock Ingram) Lundbeck [P/S] 
Escitalopram oxalate

Indications: Maj.depress.episodes., panic disords. with/-out agoraphob., soc.anx.disord., gen. anx.disord., obsess.-compuls.disord.

(S5) TABS, 36/1.2/0319, 0321

703232-001: 10 mg, 28, R346,85
709647-001: 20 mg, 28, R640,29
Dosage: Adults:
Maj.depress.episod: 10 mg as sngl.dly dos. Poss. incr.to max. 20 mg dly.depend.on indiv. respons. 2-4 wks.necess.for antidepress.respons.

Panic disord: 5 mg as sngl.dos.for 1st wk.bef.incr. to 10 mg dly., poss.incr.to max.20 mg dly.depend. on indiv.respons. Max.effectiven.aft.about 3 mnths. Treatm.last sev.mnths.

Soc.anx.disord: 10 mg once dly. Poss.incr.to max. 20 mg dly.depend.on indiv. respons. 2-4 wks. necess. for sympt.relief 3mnth treatm.recomm.to consolid. respons. Consid.6 mnths treatm.in respond. as shown to prev.relapse. Eval.at reg. interv.

Gen.anx.disord: 10 mg once dly. Poss.incr.to max. 20 mg dly.depend.on indiv.respons. Consid. 6 mnths treatm.in respond.to prev.relapse.

Obsess.compuls.disord: 10 mg once dly. Poss. incr. to 20 mg dly.depend.on indiv respons. As a chron. dis.treat for suffic.time to ensure sympt. free.
Contraindications: Safety & effic.in childr.& adolesc. und.18 yrs.not est., concom. MAOIs./ MAO-A inhibit. & selegiline, within 14 days of MAOI discont./init.MAOI < 7 days aft.discont Escitalopram, concom.linezolid, concom.pimozide, safety in pregn.& lactat.not est., known QT interv. prolongat./congenit.long QT syndr., no info avail. on sev.ren.funct.impairm., unstab.epilep.
Side effects: Very common: Naus. Common: Decr./incr.appet., weight incr., anx., restlessn., abnorm.dreams, arthralg., myalg., incr.libido, fem. anorgasm., insomn., somnol., dizzin., paraesthes., trem., sinusit., yawn., diarrh., constip., vomit., dry mouth, sweat. incr., ejaculat.disord., impot. Uncommon: Weight decr., bruxism, agitat., nervousn., panic attack, confusion.state, taste disturb., sleep disord., syncope, mydrias., vis. disturb., tinnit., tachycard., epistax., GI haemorrh., urticar., alopec., rash, prurit., metrorrhag., menorrhag., oed. Rare: Angiod., anaphylact.react., aggress., depersonalisat., hallucinat., seroton. syndr., bradycard. Unknown:Thrombocytopen., anappropr.ADH secret., hyponatraem., anorex., mania, suicid.ideat./behav., dyskines., movem. disord., convuls., psychomot.restlessn., akathisia, ECG QT prolong., orthostat.hypoten., hepatit., LFT abnorm., ecchymos., angioed., urin.retent., galactorrh., priapism

Warnings and special precautions: Discont.if manic phase enter., mania/hypoman.hist./seiz. develop./incr. seiz.freq., epilep., low start.dos. advis. to reduce likelih.of paradox. anxiogen.eff., diab.mellit., alt.glycaem.contr.with poss.insul./oral hypoglycaem. dos.adjustm., improvem.may not occur dur.1st few wks or more of treatm.theref. caref.monit.for poss. suicide, suic.relat.event hist./ ideat.prior to commenc.treatm., other psych./non-psych. disords., monit.pts.esp.dur.early ther.& dos. changes for clinic.worsen./suicid.ideat./behav., consid. chang.therapeut.regim/discont.if psych. sympts. occur which are sev./abrupt in onset/not part of pres.sympts., taper dos.dur.discont.as withdr. reacts.poss.with abrupt.cessat., review. treatm. if akathis./psychomot.restlessn.develops, pts. at risk of hyponatraem., concom.meds.known to alt. platelet funct., bleed.disord.hist., concom. electroconvuls. ther., poss.serotonin syndr.with concom. meds with serotonerg.effs., incr.advers. reacts. with St John’s Wort, coron.heart.dis., change in baseline QTc value in ECG study, QT-prolongat. predomin.with pre-exist.card.dis., signific. bradycard./rec.MI./uncompensat.HF, electrol. disturbs.incr.risk for malign.dysrhythm., correct. electrol.disturbs.before start.treatm., consid. ECG rev.in pts with stable card.dis.bef. start. treatm.discont.if card.arrhythm.occ., angle-clos. glauc./glauc.hist., hostility/suicid.relat. behav. more freq.observ.in childr.& adolesc., concom. high dos.cimetidine, concom.Li/ tryptophan & warfar., monit.INR with concom. warfarin, concom.mefloquin/bupropion/ neurolept./ TCAs/SSRIs & tramadol for poss.low. seiz. threshold, poss.dos.adjustm.with concom. flecainide/propafenone/metoprolol/desipramine/ clomipramine/nortriptyline/risperidone/ thioridazine & haloperidol, concom.NSAID’s incr. bleed. tendenc., SSRI use in pregn.3rdtrimest poss. result in neurobehav.disturb.of newborn, epidemiologic. data suggest.incr.risk of persist. pulm. hypertens.in newborn, excret.in breast milk, elderly, hepat.insuffic., epidemiologic.stud.main.in pts.>50 yrs.show incr. bone fract.risk with SSRIs, QT prolongat.may lead to ventricul.dysrhythm. & torsade de pointes

Interactions: Enhanc.seroton.assoc.effs.with other serotonerg.meds.& antidepress.with serotonerg. propert., cimetidine incr.AUC & Cmax., enhanc. effs.with Li & tryptophan, imipramine & desipramine plasma lev.incr., pimozide/metoprolol AUC/Cmax incr, AUC of selegiline incr., incr.QTc interv. with pimozide, incr.prothromb.time aft. warfar.
See also MDR page 51.
 XE "Cipramil" CIPRAMIL, Lundbeck [P/S]

Citalopram hydrobromide.

Indications: Depress.& relapse prevent., panic disord. with/without agoraphob., obsess. compuls. disords.

(S5) TABS. 29/1.2/0232.

810622-009: 20 mg, 28, R454,97
Dosage: Depression: Adults: 20 mg as sngl. dly. dos.depend.on indiv.respons. Max. 40 mg dly. Onset of action within 2-4 wks. Treatm.period of 6 mnths.to minimise relapse potent. Elderly: 10-20 mg dly.

Panic disord: 10 mg dly.1st. wk.then incr.to 20 mg dly., dos.may further be incr.to max.40 mg dly. depend.on indiv.respons.

Obsessive-compuls.disords: Init.20 mg incr.to max.dly.dos.of 40 mg if neccess. Onset of action within 2-4 wks

Contraindications: Childr.& adolesc.und.18 yrs, MAOI incl.selegiline & moclobemide, concom. pimozide/ linezolid/meds.with serotonerg.effs./ St John’s Wort preps., sev.imp.ren.funct., QT-interv. prolongat., congenit.long QT syndr.

Side effects: Occur.most freq.dur.1st 1-2 wks. usually decr.in intens.& freq.as depress.state improve.

V.common: Insomn., somnol., dry mouth, naus., incr.sweat. Common: male & fem.decr.libido, trem., diarrh., ejaculat.disord., fatig. Post market: thrombocytopen., hypersens./anaphylact.react., inappropr. ADH secret., appet./weight chang., hyponatraem., hypokalaem., psych.disords., abnorm. orgasm (fem.), sleep disturbs., bruxism, suicid. ideation & behav., restlessn., paraesthes., dizzin., attent.disturbs., syncope, convuls., dyskines., taste disturbs., seroton.syndr., extrapyramid. disord., akathis., movem.disord., mydrias., vis.disturbs., tinnit., bradycard., tachycard., palpitat., ECG QT prolong., ventric. dysrhythm. incl. torsade de point., haemorrh., orthostat. hypotens., yawn., nas.congest., epistax., GI disturbs.incl. haemorrh., hepatit., skin reacts., alopec., purpura, photosens., ecchymos., angioed., myalg., arthralg., micturit.disords., impot., menorrhag., galactorrh.,metrorrhag., priapism, asthen., headache, malaise, yawn., oed., pyrex., neurolept. malign.syndr., incr.bone fract.risk, withdr. sympt.aft.abrupt withdr., hostil.& suicid. ideation in childr.
Warnings and special precautions: Worsen. depress./ suic. thoughts & ideat., monit.pts.esp. dur. early ther.& dos.chang.for clinic.worsen./ suicidal., monit.other psych.& non-psych.disord. pts., consid. chang. therap.regim./discont.ther.if psych. sympt. occur which are sev./abrupt in onset/ not part of pres.sympt., withdr.grad.by dos. taper., paradox.anx.at start of panic.disord. treatm., discont.if pt.enters manic phase/seiz. devel. /seiz.freq.incr./seroton.syndr.sympt., avoid in unstab.epilep., alt.glycaem.control in diab.poss. requir. insul./hypoglycaem.meds.adjustm., epilep., concom. meds.alter.platel.funct./incr.haemorrh. risk, concom.electroconvuls.treatm.due to lack of clinic. exper., signif.bradycard., rec.MI, uncompens. HF, correct electr.disturbs.bef.ther. init., ECG bef.ther.init.in stable card.dis., withdr. ther.in case of card.dysrhythm., concom.meds. lower.seiz.thresh./ prolong.QT interv., elderly >65 yrs., ren./hepat.impairm., safety in pregn.& lactat. not est., epidemiologic.data suggests use in late pregn. poss.incr.risk of persist.pulm.hypertens. in newborn, excret.in breast milk, human case reports show eff.on sperm quality by some SSRI’s is reversible, lact.intol.

Drug interactions: Serotonin syndr.with concom. moclobemide and buspirone, ser.& somet.fatal. reacts. with MOAI’s/irrevers.MAOI’s/revers. MAOI’s & those recent.discont.SSRI& start.MAOI, incr. pimozide AUC & Cmax& also incr QTc interv., enhanc. eff.with Li/tryptophan, enhanc.5-HT assoc. eff. with serotonerg.meds.tramadol & sumatript., incr. haemorrh.risk with meds.affect.platel.funct./ anticoags., incr.desipramine plasma conc., poss. interacts. with prod.mediat.by CYP3A4/CYP2C19/ CYP2D6 isozymes of cytochrome P450 syst., incr. steady state lev.with cimetidine, metoprolol conc. incr., small changes with clozapine/theophyll./ warfarin/ mephenytoin/sparteine/amitriptyline/ risperidone/ carbamazepine & triazolam.

 XE "Citalopram 20 Oethmaan" CITALOPRAM 20 OETHMAAN, Oethmaan Biosims [P/S]

Citalopram hydrobromide.

Indications: Depress.& relapse prevent., panic disord. with/without agoraphob., obsess.compuls. disords.(OCD)

(S5) TABS. 36/1.2/0469.

3000328-001: 20 mg, 28, R67,86
3000328-002: 20 mg, 30, R72,71
Dosage: Depression: Adults: 20 mg as sngl. dly. dos.depend.on indiv.respons. Max 40 mg dly. Elderly: 10-20 mg dly.

Panic disord: 10 mg dly.1st. wk.then incr.to 20 mg dly., dos.may further be incr.to max.40 mg dly. depend.on indiv.respons.

Obsessive-compuls.disords: Init.20 mg incr.to max. dly.dos.of 40 mg if neccess.

Contraindications: MAOI’s, concom.pimozide/ linezolid, sev.imp.ren.funct., safety & effic.in pregn. not est., childr.und.18 yrs,, QT-interv. prolongat., congenit.long QT syndr., concom.meds. known to prolongQT interv.

Side effects: Occur.most freq.dur.1st 1-2 wks. attentuat.subsequent.

V.common: Insomn., somnol., dry mouth, diarrh., naus., incr.sweat. fatig. Freq: Appetite & weight decr., agitat., decr.libido, anx., nervousn., confus. state, abnorm,fem.orgasm, abnorm.dreams, trem., paraesthes., dizzin., att.disturbs., tinnit., yawn., vomit., constip., prurit., myalg., arthralg., impot., ejaculat. disord/-fail. Less freq: Incr.appetite & weight, hyponatraem., aggress., depersonalisar., hallucinat., mania, syncope, grand mal convuls., dyskines., taste disturbs., mydrias., bradycard., tachycard,. haemorrh., hepatit., urticar., alopec., rash, purpura, photosens., urin.retent., menorrhag., oed., pyrex. Not known: Thrombocytopen., hypersens./ anaphylact.react., hypokalaem., panic attack, bruxism, suicid.ideation & behav., restlessn., convuls., seroton.syndr., extrapyramid. disord., akathis., movem.disord., vis.disturbs., QT prolong., ventric.dysrhythm.incl.torsade de point., orthostat. hypotens., epistax., GI/rect.haemorrh., abnorm.LFT, ecchymos., metrorrhag., priapism, male galactorrh.

Warnings and special precautions: Elderly, ren./ hepat.impairm., control.epilep.avoid.if poorly control., electroconvuls.ther., discont.if pt.enters manic phase, worsen.depress./suic.thoughts & ideat., monit.pts.esp.dur.early ther.& at dos.chang. for clinic.worsen./suicidal., monit.other psych.& non-psych.disord.pts., consid.chang.therap.regim./ discont.ther.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., withdr. grad. by dos.taper., pre-exist./signific.bradycard., diab.mellit., other serotonerg.meds./moclobemide/ alcoh./warfar & cimetid., QT-interv.prolongat. predomin.in women with hypokalaem./pre-exist. QT prolongat./other card.dis., rec.MI, uncompens. HF, correct electr. disturbs.bef.ther.init., ECG bef. ther. init.in stable card.dis., withdr.ther.in case of card.dysrhythm.& perform.ECG, paradox.anx.at start of panic.disord.treatm., incr.dos.in pts.exper. akathis/psychomot.restlessn.poss.detriment., ECT as exper.limit., avoid St John’s Wort preps., incr.psychot.sympts.if psychot.pts.with depress.episod.treat., S/E may affect.ability to drive/operat.machin., lact.intol., concom.5-HT agonists not recomm., safety in pregn.& lactat.not est., sympts.detect.in newborns poss.due to serotonerg.effs./discont.sympts.when used in late pregn., epidemiologic.data suggests use in late pregn. poss. incr.risk of persist.pulm.hypertens.in newborn, excret.in breast milk.
Interactions: Incr.desipramine plasma conc., incr. serotonin syndr.with concom.serotonerg.meds./ meds with serotonerg.activ., alcoh.effs.incr., warfar. anticoag.eff.incr., plasma conc.incr. with cimetid., seroton.syndr.report.with MAOI’s incl. selegiline/linezolid/moclobemide and buspirone, & those recent.discont.SSRI & start. MAOI, incr. pimozide AUC & Cmax& also incr QTc interv., meds. that prolong the QT interv.such as class IA & III antidysrhythm./antipsychot/TCA’s/ cert. antimicrob. agents/anti malar.treatm.esp. halofantrine & cert.antihistamines are C/I, enhanc. eff. with Li/tryptophan, enhanc.5-HT assoc.eff.with serotonerg. meds.tramadol & sumatript., incr. haemorrh. risk with meds.affect.platel.funct./ anticoags., lack of clinic.exper.with concom. electroconvuls. treatm., concom.meds.low.seiz. thresh., interacts. with prod.mediat.by CYP3A4/ CYP2C19/ CYP2D6 isozymes of cytochrome P450 syst., metoprolol conc. incr., small changes with clozapine/ theophyll./warfarin/mephenytoin/ sparteine/ amitriptyline/ risperidone/ carbamazepine & triazolam.

 XE "Depramil" DEPRAMIL, Cipla Medpro [P/S]

Citalopram hydrobromide.
Indications: Depress.& prev.of relapse, panic disord.with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, A38/1.2/0489, 0490

704328-001: 20 mg, 30, R69,30
705252-001: 40 mg, 30, R155,87
Dosage: Onset of act.2-4 wks. Contin.treatm.up to 6 mnths.aft.recov.to prev.relapse.
Depress: Adults: 20 mg as sngl.dly.dos. Depend. on respons.may be incr.by 20 mg/day at 1 wk. interv. to max.60 mg.
Panic disord: Init.10 mg dly.x1 wk.then incr.to 20 mg dly. Dos.may be incr.further to max.60 mg dly.as reqd.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. Depend.on respons.dos.may be incr.by 20 mg increm.to max.60 mg/day.
Contraindications: MAOI, sev.ren.impairm., safety & effic.in pregn. & lactat.not est., safety & effic. in childr. und.18 yrs.not est.

Side effects: Decr.pulse rate, weight changes, CNS effs., convuls., serotonin syndr., neurolept. malign. syndr., suicid.ideat., self harm in childr., accommodat.disturbs., mydrias., palpitat., trem., bradycard., nas.congest., GI disturbs., hepatit., sweat., rash, asthen., micturit.disords., sex. dysfunct.
Special precautions: Elderly, hepat./ren. impairm., epilep./seiz.hist., concom. electroconvuls. treatm., mania/hist.therof, discont. if pt.enters manic phase, pre-exist.slow heart rate, diab.mellit., monit.pts.esp.dur.early ther.for suicid. ideat./behav., monit.other psych.& non psych. disord. pts., withdr.grad., excret.in breast milk, serotonin syndr.more likely aft.dos.incr.

Drug interactions: Incr.conc.of imipramine’s act. metabol.desimipramine , incr.risk of serotonin syndr. with other serotonerg.meds/meds with serotonerg. activ., serotonin syndr.report.with moclobemide overdos., effs.of alcoh.potent., anticoag. activ.of warfar.incr., AUC & max.plasma conc.incr.with cimetidine.

 XE "Dolin" DOLIN, Aurobindo [P/S]

Escitalopram

Indications: Maj.depress.episodes.

(S5) TABS, 44/1.2/0952, 0953

720377-001: 10 mg, 30, R64,04
720378-001: 20 mg, 30, R86,47
Dosage: Maj.depress.episod: Adults: 10 mg as sngl.dly dos. May be incr.to max.20 mg dly. depend. on indiv. respons. 2-4 wks.necess.for antidepress.respons.

Contraindications: Safety & effic.in childr.und. 18 yrs.not est., known QT interv. prolongat./ congen.long QT syndr./meds.known to prolong QT interv., MAOI’s, safety in pregn.& lactat.not est., no info avail.on sev.ren.funct.impairm.

Side effects: Withdr.reacts.with abrupt discont., inapppropr.ADH secret., GI disturbs., hyponatraem., weight loss, hyperprolactinaem., decr. libido, suic.ideat., psych.disords., CNS effs., dizzin., sleep/movem.disords., seiz., trem., serotonin syndr., ECG QT prolongat., ventric. prolongat. & dysrhythm.incl.torsade de point. predomin. in fem.with hypokalaem./pre-exist.QT interv. prolongat/other card.dis., abnorm.vis., postur. hypotens., sinusit., yawn., taste disturbs., abnorm. LFT, incr.sweat., skin reacts.incl. photosens., alopec., angioed., anaphylact.reacts., arthralg./ myalg., urin.retent., sex.dysfunct., galactorrh., fatig., cutan.bleed.abnormalit.incl. ecchymos.

Warnings and special precautions: Discont.if manic phase enter., mania/hypoman.hist., paradox. anx.at start of panic disord.treatm., discont. if seiz.developm./seiz.freq.incr., avoid in unstab. epilept., monit.contr.epilep., diabet.mellit., caref. monit.for poss.suic.esp.init., concom.meds. known to alt.platel. funct., bleed.hist disord., ECT, serotonin syndr.risk with other serotonerg.meds.& antidepress. with serotonerg.propert., concom.Li/ tryptophan/ cimetidine/desipramine, monit INR with concom. warfar., elderly, hepat.insuff., withdr. grad., dos.-depend. QT interv.prolongat., pre-exist.QT interv. prolongat./card.dis., signif. bradycard., rec.ac.MI, uncompens. HF, electrol. disturbs. to be correct. bef.init.ther., cons.ECG bef. init.ther.in stable card.dis., discont.ther.if dysrhythm. signs occur, bleed.disord.hist.

Drug interactions: Enhanc.seroton.assoc.effs. with other serotonerg.meds.& antidepress.with serotonerg. propert., enhanc.effs.with Li & tryptophan, incr.AUC & Cmax with cimetidine, imipramine & desipramine plasma lev.incr., AUC of metoprol.& selegiline incr., incr.prothromb.time aft.warfar.

 XE "Dyna Sertraline" DYNA SERTRALINE, Pharma Dynamics [P/S]
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls.disord., panic disord.with/-out agoraphob.
(S5) TABS, 43/1.2/0339, 0340

719972-001: 50 mg, 30, R90,30
719973-001: 100 mg, 30, R96,30
Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therapeut.dos. 50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv.to max.150-200 mg/day.

OCD: Eff.observ.within 1 wk.& full activ.aft.2-4 wks. Min.effect.dos. 50 mg dly. Incr.above 100 mg dly have no addit.benef.

Panic disord: Init.25 mg dly.incr.to 50 mg dly.aft. 1 wk. Min.recomm.effect.dos: 50 mg dly. This regim. reduc.freq.of early treatm.emergent.S/E.

Contraindications: MAOI, childr.und.18 yrs., concom.pimozide, safety in pregn.& lactat.not est.

Side effects: Freq: Headache, dzzin., trem., insomn., somnol., weight loss, thirst, diarrh., N&V, dspeps., anorex., flatul., male & fem.sex.dysfunct., nervousn., rash, urticar., prurit., incr.sweat. Less freq: Palpitat., paraesthes., hypoaesthes., twitch., hyperton., seiz., hyponatraem., hypoglycaem., hyperprolactinaem., galactorrh., dry mouth, incr. appetit., constipat., abdom.pain, menstr.sympt., micturit.freq.& disords.,agitat., anx., yawn., imp. concentrat., pschos., aggress., man/hypoman., arthralg., myalg., vis.disturbs., tinnit., taste pervers., rhinit., pharyngit., anaphylact.reacts., ser. sickn., angoed., fatig., hot flushes, fev., back pain. Freq.unknown: Atrial arrhythm., AV block, bradycard., QT prolongat., ventric.tachycard., agranulocytos., aplast.anaem., incr.coagulat.times, leucopen., pancytopen., thrombocytopen., extrapyramid. sympts., NMS-like events, hypothyroid., hepatotox., jaund., liv.fail., pancreatit., hepatit., hepatomegaly, ac.ren.fail., opt. neurit., pulm.hypertens., lupus-like syndr., Stev.-John.syndr., vasculit.

Special precautions: Use for more than 12 wks. not eval.in panic disord., re-eval.pt.in long term use, poss.activat.of mania/hypoman., poss. signific. weight loss, avoid in unstable epilep, monit.control.epilept., discont.if seiz.develop, close supervis.of poss.suicide pts., uric acid ser. lev. decr., risks/benefits of concom.ECT ther.not est., dis./condits.affect.metabol./haemodynam. respons., not eval./used with MI/unstab.heart dis., ren./liv.impairm., worsen.depress./emerg. suicide ideat./-behav risk in maj.depress./other psych./ non-psych.disords., monit.pts.esp.dur early ther.& dos changes for clinic.worsen./suicid.ideat./ behav., consid.chang.therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres.sympts., taper dos.dur. discont., switch.from other antidepress./anti-obsession.esp.long act.agents, avoid concom.St John’s Wort, monit.prothromb.time, monit.concom Li lev.as high.incid.of 5HT assoc.S/E, monit. concom. sumatriptan, poss.alt.gluc.control theref. bld.gluc.monit.for diabet., poss.incr.bleed.risk with concom.oral anticoags./salicylic acid derivat/ NSAID’s/atypic.antipsychot./phenothiaz.& most TCA’s., poss.hyponatraem.& SIADH predisposit.in elderly on diuret., adeq.contracept.in women of child bear.potent.,extrapyramid.disords., hostility/ suicid. ideat. & self harm report.in childr.

Interactions: Pimozide plasma lev.incr.with poss.incr.dysrhythm.& QT-interv.prolongat.risk, alcoh.not advis., agents enhanc. serotonerg. neurotransmiss. eg.tryptophan & fenfluramine not advis., poss.serotonerg.potentiat.with St John’s Wort, signific.chang.in some pharmacokinet. paramet.with diazepam & tolbutamide, cimetidine decr.clear., incr. prothrombin time with warfar, 

 XE "Emerdyne" EMERDYNE, 
Macleods [P/S]

Escitalopram

Indications: Maj.depress.episod.

(S5) TABS, 45/1.2/0881, 0882

721157-001: 10 mg, 30, R60,00
721159-001: 20 mg, 30, R81,00
Dosage: Adults: Maj.depress.episod: 10 mg as sngl.dly dos. Poss.incr.to max. 20 mg dly.depend.on indiv. respons. 2-4 wks.necess.for antidepress.respons.

Contraindications: Safety & effic.not est. in childr. young.than 18 yrs., known QT interv. prolongat./ congenit.long QT syndr., meds.known to prolong QT interv., MAOI’s.

Side effects: Sinusit., yawn., ECG QT prolong., post. hypotens., decr.appet., weight loss, hyperprolactinaem., hyponatraem., inappropr.ADH secret., abnorm.vis., GI disturbs., anaphylact. reacts., angioed., abnorm.LFT, arthralg., myalg., CNS effs., seiz., trem., movem.disords., seroton. syndr., dizzin., psych.disords.incl.suic.ideat., urin. retent., galactorrh., sex.dysfunct., decr.libido, sweat., skin reacts., alopec., photosens., pyrex., fatig., oed., incr.anx.sympt.init., cutan.bleed. abnorm.

Special warnings and precautions: Dos.-depend. QT prolongat.interv., ventr.dysrhythm./ prolongat. incl.torsade de point.esp.in females with hypokalaem./pre-exist.QT interv.prolong./ other card.dis., signif.bradycard., rec.MI, uncompens. HF, electrol.disturbs.correct. bef.init. ther., ECG bef.init.ther.in pts.with stab.card.dis., ther. withdr./ECG consid.in case of card. dysrhythm. signs, discont.ther.dur.man.phase/ seiz. developm./incr.seiz.freq., man./hypoman. hist., avoid in unstab.epilep., monit.contr.epilep., diab. mellit., caref.monit.for poss.suic., concom. meds. affect.platel.funct., bleed.disord.hist., ECT, lact.intol., concom.high cimetidine dos., concom. warfar., safety in pregn.& lactat.not est., elderly, no info avail.on sev.ren.funct.impairm., hepat. insuff., grad.dos.reduct.when discont.

Interactions: Seroton.syndr.with MAOIs/ other serotonerg.meds., enhanc.effs.with Li & tryptophan, imipramine & desipramine plasma lev. incr., incr.metoprolol AUC & Cmax, incr.selegiline AUC, incr.prothromb.time aft.warfar.
 XE "Escitalopram Unicorn" ESCITALOPRAM UNICORN, Unicorn [P/S]

Escitalopram oxalate

Indications: Maj.depress.episod., panic disord. with/without agoraphob.

(S5) TABS, 46/1.2/0341, 0343

722145-001: 10 mg, 28, R85,00

722147-001: 20 mg, 28, R115,00
Dosage: Maj.depress.episod: Adults: 10 mg as sngl.dly dos. Poss.incr.to max.20 mg dly.depend.on indiv. respons. 2-4 wks.necess.for antidepress. respons.

Panic disord.with/without agoraphob: 5 mg as sngl.dos.dly. for 1st wk bef.incr.to 10 mg dly. May be furth.incr.as reqd.to max.20 mg dly depend.on indiv.respons. Act.onset with.2-4 wks. Contin. treatm. for up to 6 mnths.aft.recov.to prevent relaps.

Contraindications: Known QT interv.prolong./ congenit. long QT syndr., meds.known to prolong QT interv.eg pimozide, MAOI’s, safety & effic. in pregn.& lactat./childr.und.18 yrs.not est.

Side effects: Incr.seiz.risk, alter.glycaem.contr., cutan.bleed.abnorm., discont.sympt., seroton. syndr., dos.depend. QT interv.prolong., ventr. dysrhythm.incl.torsade de point., seiz.thresh. lower., bld.dyscras., angioed., anaphylact./skin reacts., appet./mass chang., hyponatraem., hypoglycaem., inappropr.ADH secret., psych./ micturit. disords., decr.libido, bruxism, CNS/psych. effs., dizzin., fatig., headache, trem., convuls., NMS, dyskines.movem.disord., vis./GI disturbs., mydrias., tinnit., card.effs.incl.prolong.ECG QT interv., orthostat.hypotens., sinusit., yawn., nas. congest., epistax., GI haemorrh., abnorm. LFT, hepatit., incr.sweat., alopec., ecchymos., asthen., arthralg., myalg., incr.bone fract.risk, urin.retent., sex. dysfunct.,  metrorrhag., menorrhag., galactorrh., priapism, pyrex., oed.

Warnings and special precautions: Elderly, hepat. impairm., seiz./hist.therof, uncontr.epilep., discont.if seiz.devel./manic phase enter/ seroton. syndr.sympt.developm./card.dysrhythm.signs, concom. ECT, mania/hypoman.hist., pre-exist.slow heart rate, ac./recent MI, uncompens.HF, diab. mellit., monit.pts.esp.dur.early ther.& dos.chang. for clinic.worsen./suic.ideat./behav., monit.other psych. & non-psych.disord.pts., cons.chang. ther./ discont.ther.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., withdr. grad., hostilit./suic.ideat./self-harm in childr.with maj.depress.disord., paradox.anx.init.dur.panic disord.treatm., akathis./psychomot.restlessn. dur. 1st treatm.wks., hyponatraem.risk fact., concom. meds. with serotonerg.effs., signif.bradycard., correct electr.disturbs.bef.init.ther., ECG advis. bef. init.ther.in stab.card.dis., angl.-clos.glauc./hist. thereof, avoid alcoh., concom.Li/tryptophan/meds. low. seiz.thresh./meds.metab.by CYP2C19 & have narr. therap.index/ some CNS act.meds.main. metab. by CYP2D6, excret.in breast milk, no exper. in sev. reduc.ren.funct.
Drug interactions: Ser./potent.fatal reacts. resembl. seroton.syndr.poss.with MAOI’s, incr. adverse effs.with St John’s Wort, incr.alcoh.effs., incr. seroton.syndr.risk with other serotonerg. meds./ meds.with serotonerg.activ., AUC/ max. plasma conc.incr.with cimetidine, meds.prolong QT interv.contra-indicat., incr.anticoag.activ.with warfar., incr.bleed.tend.with NSAIDs, incr.malign. dysrhythm.risk with hypokalaem./ hypomagnesaem. induc.meds., enhanc.effs.with Li & tryptophan, incr.desimipramine/metoprolol plasma lev., incr.plasma lev.with omeprazole.

 XE "Escitalopram-Winthrop" ESCITALOPRAM WINTHROP, (Sanofi-Aventis) Winthrop [P/S]

Escitalopram

Indications: Maj.depress.episod.

(S5) TABS, 43/1.2/0477, 0478, 0479

720724-001: 5 mg, 30, R102,13

720725-001: 10 mg, 30, R117,85

720726-001: 20 mg, 30, R157,13

Dosage: Adults: 10 mg as sngl.dly dos. Poss. incr.to max. 20 mg dly.depend.on indiv. respons. 2-4 wks.necess.for antidepress.respons.

Contraindications: Safety & effic.in childr.und. 18 yrs.not est., MAOI’s, known QT prolong./ congenit. long QT syndr., meds.known to prolong QT interv., safety in pregn.& lactat.not est., no info avail.on sev.ren.funct. impairm.

Side effects: Paradox.anx.at start of panic disord. treatm., glycaem.contr.alter., cutan.bleed.abnorm., seroton.syndr.risk, hyponatraem., akathis., QT interv. prolongat., ventr.dysrhythm. incl.torsade de pointes, incr.sweat., thrombocytopen., anaphylact. reacts.incl.angioed., inappropr.ADH secret., appet. / weight chang., psych.disords.incl.suic.ideat./ suicid. behav., decr.libido, bruxism, dizzin., paraesthes., trem., CNS effs., ocul.movem., myoclon., movem./reproduct.syst.disords., dyskines., seiz., mydrias., abnorm.vis., tinnit., fev., bradycard., tachycard., postur.hypotens., sinusit., yawn., epistax., GI disturbs incl.rect.bleed., hepatit., skin reacts., hair loss, ecchymos., arthralg., myalg., urin.retent., menorrhag., metrorrhag., galactorrh., fatig., pyrex., oed., abnorm. LFT, poss.low.seiz.thresh.

Special precautions: Discont.if manic phase enter./seiz.developm./incr.in seiz.freq./card. dysrhythm.signs, mania/hypoman.hist., contr. epilep. but avoid in unstab.epilept., diab.mellit., concom.meds.known to aff.platel.funct./ clopidogrel, bleed.disord.hist., concom.ECT, elderly > 65 yrs., hepat.insuff., grad.dos.reduct., hyponatream. risk, worsen.depress./emerg.suicid. ideat./-behav.risk in maj.depress./psych.disords., monit.pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., monit.other psych.& non psych. disord., consid.chang.therapeut.regim/ discont.if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., signif. bradycard., rec.ac.MI, uncompens. HF, ECG bef. init. ther.in case of stab.card.dis., electrol.imbal. correct.bef. init. ther., reduc.liv.funct., withdr. reacts. with sudd.withdr.aft.prolong.admin., concom. high dos. cimetidine, concom.Li/tryptoph./ warfar./other meds.low.seiz.thresh.

Drug interactions: Enhanc.seroton.assoc.effs. with other serotonerg.meds.& antidepress. with serotonerg.propert., enhanc.effs.with Li & tryptophan, incr. AUC & Cmax with cimetidine, imipramine & desipramine plasma lev.incr., AUC of metoprol. & selegiline incr., incr.prothromb.time aft. warfar., incr.adverse eff.with St John’s Wort.
 XE "Faverin 100" FAVERIN 100, Abbott [P/S]

Fluvoxamine mal.

Indications: Maj.depress.episod.& short term treatm.of sev.disabl.obsess.compuls. disords. which cause mark.stress/are time consum.or signif.interfer.with funct.

(S5) TABS, 33/1.2/0354
706443-001: 100 mg, 30, R384,94
Dosage: If tot.dly.dos.exceeds 150 mg take in 2-3 div.dos.

Maj.depress: Min.recomm.start.dos: 100 mg/day as sngl.even.dos. Effect.dly.dos.betw.100-200 mg adjust.to pt.respons.with max.dos.300 mg dly. Tot. dly.dos more than 150 mg to be giv.in 2-3 div.dos.

OCD: Effect.dos.betw.100-200 mg dly. Recomm. start. dos.50 mg/day x3-4 days. Incr.grad.until effect. dos.achiev.with max.300 mg/day. Reconsid. treatm.if no improvem.within 10 wks. Maint.on low. effect.dos.& re-assess periodic.

Contraindications: MAOI, pregn., lactat., pts. und.18 yrs., safety in epilept./liv.dysfunct./mod.-pronounc..ren.funct.impairm.not est., concom. terfenadine/astemizole or cisapride

Side effects: GI disturbs., CNS effs., palpitat., tachycard., postur.hypotens., dry mouth, liv.funct. abnormality, extrapyramid.sympts., convuls., hallucinat., paraesthes., sweat., cutan.hypersens. reacts., photosens., arthralg., delay.ejaculat., galactorrh., anorgasmy, mania, weight gain/-loss, serotonin syndr., neurolept.malign.syndr., hyponatraem., SIADH, hypertens., haemorrhag. manifestat., withdr.sympts., Parkinsons dis. aggravat.

Special precautions: Worsen.depress./emerg. suicide ideat./-behav.risk in maj.depress., monit. pts.esp.dur.early ther.& dos.changes for clinic. worsen./suicidality, monit.other psych.& non psych. disord.pts., consid.chang.therapeut.regim./ discont.if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., taper dos. on discont., excret.in breast milk, monit. prothrombin lev.carefully with concom.oral anticoags, heavy caffeine consumpt., mild.imp. hepat. / ren.funct., glycaem.contr.poss.disturb., seiz.hist./contr.epileps., concom.meds.known to affect platelet funct./bleed.disord.hist., avoid in pts. with extrapyramid.disords., elderly.

Drug interactions: Terfenadine/astemizole & cisapride plasma conc.incr.result in incr.QT prolongat. & torasdes de pointes risk, incr.in plasma lev.of meds.metabol.by cytochrome P450 CYP1A2/CYP3A4/CYP2C9/& CYP 206 partic.those with narr.therapeut.index, incr.warfar.plasma lev., isolat.card.toxic.wtth thioridazine, propranolol plasma conc.incr., caffeine plasma lev.incr., ropinirol plasma conc.incr., incr.plasma lev.of oxidatively metabol.benzodiazepines, serotonerg. effs.enhanc.wih other serotonerg.agents & select. serotonin re-uptake inhibit.result.in poss.serotonin syndr., serotonerg.effs.enhanc.by Li & poss. tryptophan, alcoh.incr.psychomot.impairm.

 XE "Fluoxetine Biotech 20" FLUOXETINE BIOTECH 20, Biotech [P/S]

Fluoxetine HCl equiv.to fluoxetine.

Indications: Maj.depress.episod., bulim.nervosa, obsess. compuls.disord.

(S5) CAPS. 30/1.2/0356
3001358-001: 20 mg, 30, R37,51
3001358-002: 20 mg, 100, R125,03
Dosage: Maj.depress: Usual init.dos: 20 mg dly pref.in morn. Max.dly.dos.80 mg

Bulim.nervosa: Recomm.dos: 60 mg dly.

Obsess.-compuls.disord: Dos.range: 20-60 mg dly.

Contraindications: Concom.MAOI or within 14 days of MAOI discont.& 5 wks.aft.discont.& bef.start.ther., sev.ren. fail., safety in pregn.& lactat.not est., safety & effic.in childr.not est.

Side effects: Headache, nervousn., insomn., drowsin., fatig., asthen., anx., trem., dizzin., lightheadedn., decr.libido, seiz., hypoman., man., abnorm.dreams, agitat., diarrh., dry mouth, anorex., dyspeps., vomit., weight loss, hyponatraem. poss.link.to SIADH partic.in elderly tak. diuret./vol.deplet., elev.ser.transamin., sex. dysfunct., pulm.events with dyspn., skin rash/ urticar., ser.syst.reacts.involv.lungs/kidn.or liv.poss.relat.to vasculit., ser.sickn., anaphylact. reacts., fev., palpitat., vis.disturbs. Caus. relationship to be est: Aplast.anaem., cerebr. vasc. accid., confus., dyskines., ecchymos., eosinophil. pneum., GI haemorrh., hyperprolactinaem., movem.disords., NMS-like events, pancreatit., suicide.ideat., pancytopen., immune relat.haemolyt.anaem., thrombocytopen., thrombocytopen.purpura, vag.bleed.aft.withdr., violent behav.
Warnings and special precautions: Discont. ther.if rash/other allerg.reacts.develop, monit.pts. with maj.depress.disord., both adults & childr.esp. dur.early ther./dos.chang.for clinic.worsen. & suicid./ behav., monit.other psych.& non-psych. disord. pts., consid.chang.therapeut. regim./ discont. if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., discont. grad., withdr. sympt.poss.with discont., safety & effic.in childr.under 18 yrs.not est., not suitable ther. in bi-polar illn., seiz.hist., discont.if seiz. develop. & avoid in unstab.epilep., monit.contr. epilep., hepat.dysfunct., mild to mod.ren.fail., ac. card.dis., underweight pts., diab.mellit., lact.intol., alter. platelet funct./abnorm.lab.results., eval.S/E bef.driv./operat.hazard.machines.
Interactions: Alter.plasma conc.of other prot. bound meds.such as warfar./digoxin, diazepam half-life poss.prolong., cert.side effs.with tryptophan, stable plasma lev.of other antidepress. incr., concom.MAOI not to be admin., interacts with CNS act.meds., incr./decr.Li-conc.theref. monit. Li lev.

 XE "Fluoxetine Oethmaan" FLUOXETINE OETHMAAN, Oethmaan Biosims [P/S]

Fluoxetine HCl

Indications: Maj.depress., bulim.nervosa, obsess. compuls.disords.

(S5) CAPS. 32/1.2/0040

838713-018: 20 mg, 28, R26,18
838713-009: 20 mg, 30, R28,05
838713-019: 20 mg, 100, R93,50
Dosage: Indiv. Dos.above 80 mg/day not recomm.

Depress: 20 mg/day. 

Bulimia: 60 mg/day recomm.

Obsess.compuls.disords: 20-60 mg/day.

Contraindications: Sev.ren.fail., concom. MAOI/ ithin 14 days of an MAOI/admin of an MAOI within 5 wks of discont.fluoxetine, safety in pregn./ childr. & lactat.not est.

Side effects: Freq: Headache, nervousn., anx., drowsin., weight loss., diarrh., naus., dyspeps., anorex., vomit., decr.libido, sex.dysfunct., rais.transaminas.lev., arthralg., myalg., vis. disturbs., dyspn., pulm.inflammat.&/or fibros., rash, urticar., prurit., excess.sweat. Less freq: Palpitat., fatig., insomn., asthen., dizzin., abnorm. dreams, agitat., seiz., hypoman., man., dyskines., hyponatraem., hypothyroid., fev., dry mouth, anaphylact. reacts., ser.sickn. No caus. relationship: Aplast.anaem., CVA, confus., ecchymos., eosinophil.pneum., GI haemorrh., hyperprolactinaem., NMS- like events, pancreatit., suicid. ideat., pancytopen., thrombocytopen., purpura, immune-relat.haemolyt.anaem., vag. bleed. (aft.med withdr.), violent behav.

Warnings and special precautions: Risk of serotonin syndr.with other serotonerg.meds/meds with serotonerg.activ., discont.ther.if seroton. syndr. occurs/ rash/other allerg.reacts.develop, monit. pts.with maj.depress.disord., both adults & childr. esp. dur.early ther./dos.chang.for clinic. worsen. & suicid./behav., monit.other psych.& non-psych. disord. pts., consid.chang.therapeut. regim./ discont.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., discont. grad., withdr.sympt.poss.with discont., monit. pts.dur.init. 2 wks.of treatm.as improvem. may not occ.dur.this per., safety & effic.in childr. und. 18 yrs.not est., not suit.ther.in bi-polar illn., seiz. hist., discont.if seiz. develop. & avoid in unstab. epilep., monit.contr.epilep., pts.receiv. electroconvuls.ther., hepat.dysfunct., mild to mod. ren.fail., ac.card.dis., underweight pts., diab. mellit., extrapyramidal disorders, alt.platelet funct., eval.S/E bef.driv./operat.hazard.machines., avoid concom.alcoh., elderly

Interactions: Poss.seroton.syndr.with MAOIs, interacts with CNS act.meds., potent.interact.with other meds.metabol.by cytochrome P450 CYP2D6, incr./decr.Li-conc.theref.Li lev.monit., bld.lev. chang. with phenytoin/carbamazepine/ haloperidol/ clozapine/alprazolam/imipiramine/ desipiramine, diazepam half-life poss.prolong., cert. adverse effs.with tryptophan, alt.plasma conc. of other prot.bound meds.such as warfar./ digoxin, coagul.monit.with warfar./when fluoxetine discont.

 XE "Lenio" LENIO, Aurogen [P/S]

Paroxetine

Indications: Depress., obsess.compuls.disord., social phobia, panic disord.

(S5) TABS, 42/1.2/0208

718058-001: 20 mg, 30, R216,12
Dosage: Admin.as sngl.dos.in the morn.with food. Swallow whole.

Depress: 20 mg dly. Incr.grad. in 10 mg increm.to max.50 mg/day accord. to pt.respons.

Panic disord: Recomm.dos: 40 mg dly. Init.start. dos.10 mg/day which may be incr.by 10 mg increm. to max.60 mg/day. Low.init.start.dos. recomm. minim.potent.panic sympt.worsen.when init.ther.

OCD: Recomm.dos: 40 mg dly. Init.start.dos. 20 mg/ day incr.by 10 mg increm.to max.60 mg/

day.

Social phobia: Recomm.dos: 20 mg dly. Incr.grad. by 10 mg increm.to max.60 mg accord.to pt. respons.

Elderly: Init.at adult start.dos.incr.grad.by 10 mg increm.up to 40 mg dly.

Contraindications: MAOI, safety in pregn.& lactat. not est., safety & effic.in childr.und.18 yrs. not est., concom.thioridazine.

Side effects: Anx., hostilit., akathis., mania/ hypoman., CNS effs., skin & mucous membr. bleed. mostly ecchymos.also GI tract/CNS & eye, hostilit./ suic.ideat.& self harm report.in childr., SIADH, psych.disord., allerg.reacts.incl.urticar.& angioed., decr. appet., hyponatraem.esp.in elderly, dizzin., trem., extrapyramid.disords., convuls., seroton. syndr., periph.oed., asthen., blurr.vis., ac.glauc., yawn., urin.retent., sex.dysfunct., galactorrh., hyperprolactinaem., GI disturbs., hepat.enzym. elev., hepatit.somet.assoc.with jaund./& liv.fail., sweat., skin/photosens.reacts., mydrias., CNS/GI disturbs. on treatm.discont.

Special precautions: Worsen.depress./emerg. suic. ideat./behav.risk in maj.depress./psych. disords., monit.pts.esp.dur.early ther.& dos.chang. for clinic.worsen./suic.ideat., monit.other psych.& non-psych.disord.pts., consid.chang.ther.regim./ discont. if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., dos.taper. if discont., mania hist., concom.neurolept., concom. meds.incr.bleed.risk/known bleed.tend./ predispos. condits., concom.alcoh.not advis., monit. Li lev., concom.oral anticoags., sev.ren./ hepat. impairm., suffic.treatm.per.ensur.pts. remain sympt.free, abrupt discont., discont.ther.if prolong. LFT elevat./seiz.devel., admin.in ser.CV disords. not studied, epilep., clinic.exper.with ECT lack., narr. angle glauc., concom.known meds. metabolis. enzym.inhibit./induc., reduc. procyclidine dos.if anticholinerg.effs.seen.
Drug interactions: Toxic.of risperidone poss. incr., poss.incr.bioavail.with cimetidine, enhanc. plasma lev.of concom.meds. metabol.by P450 isozyme CYP2D6, poss.seroton.syndr.with MAOI’s & tryptophan, adverse effs.incr.with anticonvuls., decr. plasma lev./incr.adverse eff.with phenytoin, incr.procyclidine plasma lev.& other anti-cholinergs., poss.incr.bleed.in pres.of unalt. prothrob. times with warfar.

 XE "Lexamil" LEXAMIL, Cipla Medpro [P/S]

Escitalopram

Indications: Maj.depress.episodes.

(S5) TABS, 41/1.2/0394, 0395, 0396

710374-001: 5 mg, 30, R111,29
710303-001: 10 mg, 30, R111,29
710304-001: 20 mg, 30, R142,62
Dosage: Adults:
Maj.depress.episod: 10 mg as sngl.dly dos. Poss. incr.to max. 20 mg dly.depend.on indiv. respons. 2-4 wks.necess.for antidepress.respons.

Panic disord: 5 mg as sngl.dos.for 1st wk.bef.incr. to 10 mg dly., poss.incr.to max.20 mg dly.depend. on indiv.respons.
Contraindications: Childr.young.than 18 yrs., MAOI’s., safety in pregn.& lactat.not est., no info avail.on sev.ren.funct.impairm.

Side effects: Paradox.anx.at start of panic disord treatm., cutan.bleed.abnormalit., CNS effs., sleep disords., taste disturbs., sinusit., epistax., GI disturbs. incl.GI haemorrh., sex.dysfunct., incr. sweat., pyrex., fatig., hyponatraem., inapppropr. ADH secret., incr./decr.weight, psych.disords., seiz., trem., movem.disords., serotonin syndr., hostility/suic.ideat.& self harm in childr., abnorm. vis., mydrias., tinnit., tachy-/bradycard., postur. hypotens., urin.retent., skin reacts., angioed., ecchymos., alopec., arthralg./myalg., anaphylact. reacts.

Special precautions: Discont.if manic phase enter., mania/hypoman.hist., seiz.developm., control. epilep.but avoid in unstab.epilept., diab. mellit., caref.monit.for poss.suicide, worsen. depress. /emerg.suicid.ideat./-behav.risk in maj. depress./psych.disords., monit.pts.esp.dur.early ther.& dos.changes for clinic.worsen./suicid. ideat./behav., monit.other psych.& non psych. disord., consid.chang.therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres.sympts., taper dos.when discont., concom.meds.known to alt.platelet funct., concom. electroconvuls.ther., concom.high dos. cimetidine, elderly, hepat.insuffic., withdr. reacts. with sudd.withdr.

Drug interactions: Enhanc.seroton.assoc.effs. with other serotonerg.meds.& antidepress.with serotonerg.propert., enhanc.effs.with Li & tryptophan, imipramine & desipramine plasma lev. incr., AUC of metoprol.&selegiline incr., incr. prothromb. time aft.warfar.

 XE "Luvox" LUVOX, (Abbott) Solvay [P/S]

Fluvoxamine mal.

Indications: Maj.depress.episod.& short term treatm. of sev.disabl.obsess.compuls.disords. which cause mark.stress/are time consum.or signif. interfer.with funct.

(S5) TABS, X/1.2/60
805203-028: 100 mg, 30, R562,90
Dosage: Maj.depress: Min.recomm.start.dos: 100 mg/day as sngl.even.dos. Effect.dly.dos.betw. 100-200 mg adjust.to pt.respons.with max.dos. 300 mg dly. Tot. dly.dos more than 150 mg to be giv.in 2-3 div.dos.

OCD: Effect.dos.betw.100-200 mg dly. Recomm. start. dos.50 mg/day x3-4 days. Incr.grad.until effect. dos.achiev.with max.300 mg/day. Reconsid. treatm.if no improvem.within 10 wks. Maint.on low. effect.dos.& re-assess periodic.

Contraindications: MAOI, pregn., lactat., pts. und.18 yrs., safety in epilept./liv.dysfunct./mod.-pronounc..ren.funct.impairm.not est., concom. terfenadine/astemizole or ciaspride

Side effects: GI disturbs., hostility/suicid.ideat.& self-harm in childr., CNS effs., palpitat., tachycard., postur.hypotens., dry mouth, liv.funct. abnormality, extrapyramid.sympts., hallucinat., convuls., paraesthes., sweat., cutan.hypersens.reacts., photosens., arthralg., delay. ejaculat., galactorrh., anorgasmy, mania, weight gain/-loss, serotonin syndr., neurolept.malign. syndr., hyponatraem., SIADH, hypertens., haemorrhag.manifestat., withdr. sympts., Parkinsons dis.aggravat.

Special precautions: Worsen.depress./emerg. suicide ideat./-behav.risk in maj.depress., monit. pts.esp.dur.early ther.& dos.changes for clinic. worsen./suicidality, monit.other psych.& non psych. disord.pts., consid.chang.therapeut.regim./ discont.if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., taper dos. on discont., excret.in breast milk, monit. prothrombin lev.carefully with concom.oral anticoags, heavy caffeine consumpt., mild.imp. hepat. /ren.funct., glycaem.contr.poss.disturb., seiz.hist./contr.epileps., concom.meds.known to affect platelet funct./bleed.disord.hist., avoid in pts. with extrapyramid.disords., elderly.
Drug interactions: Terfenadine/astemizole & cisapride plasma conc.incr.result in incr.QT prolongat. & torasdes de pointes risk, incr.in plasma lev.of meds.metabol.by cytochrome P450 CYP1A2/CYP3A4/CYP2C9/& CYP 2D6 partic.those with narr.therapeut.index, incr.warfar.plasma lev., isolat.card.toxic.with thioridazine, propranolol plasma conc.incr., caffeine plasma lev.incr., ropinirol plasma conc.incr., incr.plasma lev.of oxidatively metabol.benzodiazepines, serotonerg. effs. enhanc.wih other serotonerg.agents & select. serotonin re-uptake inhibit.result.in poss.serotonin syndr., serotonerg.effs.enhanc.by Li & poss. tryptophan, alcoh.incr.psychomot.impairm.

 XE "Nuzak" NUZAK, Cipla Medpro [P/S]

Fluoxetine HCl equiv.to fluoxetine.
Indications: Maj.depress.disord., obsess. compuls. disords., bulim.nervos.

(S5) CAPS. 32/1.2/0384.

840653-018: 20 mg, 30, R63,64
Dosage: Depress: 20 mg dly. Dly.dos.not to exceed a max. 80 mg/day in div.dos.

Obsess.compuls.disords: 20-60 mg dly.

Bulimia: 60 mg dly.

Elderly: 60 mg max.recomm.dos.
Contraindications: Man.depress., within 14 days of an MAOI/ admin of an MAOI within 5 wks of discont. fluoxetine, sev.ren.fail., ac.phase of MI, unstab.epilep., lactat., safety in pregn.not est., safety & effic.in childr.not est.

Side effects: Asthen., fev., palpitat., vis. disturbs., periph.anticholinerg.S/E, CNS effs., GI disords., weight loss, convuls., decr.libido, pulmon.events incl.fibros., rash, urticar., hypothyroid., hyponatraem. Report.but no causal relationship est: confus., CVA, ecchymos., eosinophil.pneum., aplast.anaem., dyskines., GI haemorrh., hyperprolactinaem., movem.disord., pancreatit., suicid.ideation, bld dyscras., vag. bleed.aft.withdr., alt.platel.funct.

Special precautions: Discont.if rash/other allerg. phenomena develop, elderly, discont.if seiz. develop., epilep., ECT therapy, ren./liv. impairm., card.dis., underweight pts., diabet., diab.& insulin &/oral hypoglycaem.dos.adjustm., depress. phase of man.depress.psychos., treat.obsess.compuls. disord., prostat.hypertrophy, glauc.poss.aggrav., re-eval.use in long term ther.

Drug interactions: Alter.plasma conc.of other plasma protein bound drugs,eg.warfar.& digoxin, half-life of diazepam poss.prolong., adverse reacts. with tryptophan, more than 2-fold incr.in prev. stable plasma lev.of other antidepress., incr.& decr.Li lev., other CNS depress., enhanc.pres.eff. of adren./noradren., concom.anticholin.poss. danger., reduc.eff.of cert.antihypertens.agents.

 XE "Paroxetine Unicorn" PAROXETINE UNICORN 20, (Unicorn) Pharma Dynamics [P/S]

Paroxetine

Indications: Depress., obsess.compuls.disord., social phobia, panic disord., generalis.anx.disord.

(S5) TABS, 38/1.2/0072

716745-001: 20 mg, 30, R198,36
Dosage: Admin.as sngl.dos.in the morn.with food. Swallow whole.

Depress: 20 mg dly. Incr.grad.in 10 mg increm.to max.50 mg/day accord.to pt.respons.

Panic disord: Recomm.dos: 40 mg dly. Init.start. dos.10 mg /day which may be incr.by 10 mg increm. to max.60 mg/day. Low.init.start.dos .recomm.

OCD: Recomm.dos: 40 mg dly. Init.start.dos. 20 mg/day incr.by 10 mg increm.to max.60 mg/ day.

Social phobia: Recomm.dos: 20 mg dly. Incr. grad.by 10 mg increm.to max.40 mg accord.to pt. respons.

Gen.anx.disord: Recomm.dos.20 mg dly. If unrespons .incr.dos.by 10 mg increm.of at least one wk. to max.50 mg/day accord.to pt.respons.

Elderly: Init.at adult start.dos.incr.grad.by 10 mg increm.up to 40 mg dly.

Contraindications: MAOI, safety & effic.in childr. und.18 yrs.not est., concom.thioridazine/ pimozide, epilep./hist.thereof/seiz., safety in pregn. & lactat.not est.

Side effects: Abnorm.bleed.most.of skin/mucous membr. also GI tract/CNS/eye, allerg. reacts.incl. angioed., SIADH, appet.chang., hyponatraem.esp. in elderly, psych. disord.incl.hallucinat./manic reacts., CNS effs., dizzin., tremor, drowsin., headache, extrapyramid.sympts., convuls., paraesthes., seroton.syndr., blurr./abnorm.vis., ac glauc., palpitat., tachycard., post.hypotens., hypertens., yawn., chest/back pain, diffic.breath., sinusit., bronchit., cough., pharyngit., rhinit., GI disords., hepat.enzym.elev., hepatit.somet.assoc. with jaund. &./ liv.fail., excess.sweat., skin/ photosens. reacts., alopec., myalg., myasthen., myopathy, urin.retent., UTI, sex. dysfunct., dysmenorrh., menstr.disord., vaginit., hyperprolactinaem./ galactorrh., asthen., fev., periph. oed., may alt.glycaem.contr.in diab., poss. mydrias., hyponatraem.esp.in elderly, CNS/GI disturbs. on treatm.discont.

Special precautions: Worsen.depress./emerg. suic.ideat./-behav risk in maj.depress./psych. disords., monit.pts.esp.dur.early ther.& dos.chang. for clinic.worsen./suic.ideat., monit.other psych.& non-psych. disord.pts., consid.chang.ther.regim./ discont. if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., dos.taper. if discont., avoid in poor.contr.epilep., mania hist., poss. NMS with concom.neurolept., concom. meds. incr.bleed.risk/known bleed.tenden./ predispos. condits., concom.alcoh.not advis., concom. digoxin, monit.Li lev., concom.phenytoin, reduc. procyclidine dos.in case of anticholinerg. effs., concom.oral anticoags./aspir./NSAID/ sumatriptan, monit.concom.theophyll.ser.conc., hostility/ suic.ideat./self-harm report.in childr., sev. ren./hepat.impairm., elderly, avoid abrupt discont., discont.if prolong.elev.of liv.funct.test results, diab.mellit., little clinic.exper.with ECT, discont. if seiz.devel./incr.freq., narr.angle glauc., admin. in ser.CV disords.not studied theref.avoid., withdr. sympt.with abrupt discont., dos.at low. range with concom.known drug metabolis.enzyme inhibit.

Drug interactions: Elev.thioridazine plasma lev. lead. to QTc-interv.prolongat., toxic.of risperidone poss.incr., poss.incr.bioavail.with cimetidine, decr. bioavail.with phenytoin, poss.seroton.syndr.with MAOI/tryptophan, incr.adverse effs.with anti-convuls. & sumatriptan, incr.syst.avail.of pimozide, incr. procyclidine plasma lev.& other anti-cholinergs., poss.incr.bleed.in pres.of unalt. prothrob. times with warfar., elev.theophyll.conc., P450 isozyme CYP2D6 respons.for metabol.of debrisoquine & sparteine inhibit.enhanc.plasma lev. of concom.meds.metabol.by this isoenzyme, syst. avail.reduc.by primidone/phenobarb.

 XE "Paxil" PAXIL, GSK [P/S]

Paroxetine

Indications: Sngl.episod.& recurr.maj.depress. with assoc.anx.esp.where sedat.not requir., low. dos. treatm. for up to 1 yr.to prev.relapse & recurr. of furth.depress.episod., panic disord.with/without agoraphobia, short term treatm.of sev.disabl. obsess. compuls.disord., social phobia., generalis. anx. disord.

(S5) TABS, A39/1.2/0078

704794-001: 20 mg, 28, R276,29
Dosage: Admin.once dly.in the morn.with food. Swallow whole.

Depress: Recom.dos: 20 mg dly. If necess.may be incr.grad.in 10 mg increm.to max. 50 mg/day accord. to pt.response.

Panic disord: Recomm.dos: 40 mg dly. Init. 10 mg /day incr.wkly in 10 mg increm.accord.to respons. Max.60 mg/day. Low init.start.dos.is recomm.

OCD: Recomm.dos: 40 mg dly. Init.20 mg/day incr. weekly.in 10 mg increm.accord.to respons. Max. 60 mg/day.

Social phobia: Recomm.dos: 20 mg dly. Incr. dos. in 10 mg increm.as requir. Max.dly.dos: 40 mg accord.to response

Gen.anx.disord: Recomm.dos. 20 mg dly. If unrespons.incr.dos.as reqd.to max.50 mg/day
Contra-indications: MAOI, safety & effic.in childr. und.18 yrs.not est., pregn., safety in lactat. not est., concom.thioridazine/tryptophan/pimozide, concom.seroton.precurs. (eg. L-tryptophan, oxitriptan) incr.serotonerg.syndr.risk.

Side-effects: Abnorm.bleed. predomin.of skin & mucous membr.(mostly ecchymos.also GI tract/ CNS & eye). allerg.reacts. SIADH, decr appetite., hyponatraem.esp.in elderly, psych.disord., manic reacts., CNS effs., extrapyramid.sympts., convuls., seroton.syndr., blurr.vis., ac glauc., yawn., GI disords., dry mouth, elev.hepat.enyme., hepatit. poss. assoc.with jaund./liv.fail., sweat., skin rash, photosens.reacts., urin.retent., sex.dysfunct., hyperprolactinaem./ galactorrh., asthen., periph. oed., neurolept malign.syndr., akathis.

Warnings and special precautions: Monit.pts. for clinic. worsen.& suicide.through.treatm.& esp. at begin.of treatm./dos.chang., worsen.depress./ emerg. suicide ideat./-behav risk in maj.depress./ psych. disords., consid.chang.therapeut.regim/ discont.if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., outweigh benef.-risk in pregn.& lactat., mania hist., bipol. disord.risk screen.recomm.prior to init.treatm., concom. neurolept./serotonerg.meds., concom.oral anticoags., concom.alcoh.not advis., elderly, sev. ren./hepat.impairm., discont.in cases of ser.liv. funct.abnormalit., avoid in extrapyramid.disords.& concurr.neurolept.meds., withdr.sympts.with abrupt discont., Li ther., reduc.procyclidine dos.in case of anticholinerg.effs., admin.in ser.CV disords. not studied., epilep., discont.in pts. develop. seiz., little clinic.exper.with ECT, narrow angle glauc., concom.meds.incr.bleed.risk/known bleed.tenden./predispos.condits., hostility/suicide ideat.& self harm report.in childr., poss.assoc. bone fract.risk

Drug interactions: Poss.incr.bleed.in pres.of unalter. prothrob.times with oral anticoag/warfar., metabol.& pharmacokinet.poss.aff.by induct./ inhibit.of drug metabol.enzym., poss.incr.bioavail. with cimetidine, decr.bioaval.with phenytoin, poss.seroton.syndr.with serotonerg.meds. & tryptophan, incr.incid.of adverse effs.with anti-convuls., incr.procyclidine plasma lev.& other anti-cholinergs, incr.plasma conc.of co-admin.meds. metabol.by DYP2D6, toxic of risperidone poss.incr, elev.thioridazine plasma lev.lead.to QTc-interv. prolongat.

 XE "Prolax" PROLAX, (Unicorn) Dezzo Trading [P/S]

Fluoxetine HCl equiv.to fluoxetine.

Indications: Maj.depress.episod., obsess. compuls. disord., bulim.nervosa.

(S5) CAPS. A38/1.2/0413
719658-001: 20 mg, 28, R31,23
Dosage: Consid.less freq./low.dos.with concurr. illness/ hepat.impairm. Upward dos.titr.advis.at interv. of sev.wks. Dly.dos.above 80 mg not recomm. Elderly: Dos.above 20 mg/day not recomm.

Adults:

Maj.depress: 20 mg dly pref.in morn.

Obsess.-compuls.disord: 20-60 mg dly.

Bulim.nervosa: 60 mg dly.

Contraindications: Concom. MAOI, sev.ren. funct. impairm., safety & effic.in childr.not est.

Side effects: Freq: CNS effs., headache, drowsin., insomn., trem., asthen., GI disturbs., decr. libido, sex.dysfunct., rais.transamin.lev., skin/ anaphylactoid reacts., excess.sweat., ser. sickn. Less freq: Palpitat., dizzin., abnorm. dreams, agitat., seiz., hypoman., mania, dyskines., weight loss, hyponatraem., hypothyroid., fev., dyspeps., vomit., dry mouth, arthralg., myalg., vis. disturbs., dyspn., pulm.inflamm.&/fibros., aplast. anaem., CVA, confus., ecchymos., eosinophil. pneum., GI haemorrh., hyperprolactinaem., NMS-like events, pancreatit., suicid.ideat., bld.dyscras., vag. bleed.aft.ther.withdr., violent behav.
Warnings: Discont.ther.if seroton.syndr.occurs/ rash develop./other allerg.reacts., anaphylact./ser. syst. events involv.skin/kidn./lung/liv.report., monit. pts.with maj.depress.disord., both adults & childr. esp.dur.early ther./dos.chang.for clinic. worsen. & suicid./behav., monit.other psych.& non-psych. disord.pts., consid.chang.therapeut. regim./ discont.if psych.sympt.occur which are sev./ abrupt in onset/not part of pres.sympt., discont. grad., avoid concom.alcoh.

Special precautions: Safety & effic.in pregn.& lactat. not est., seiz.hist., discont.if seiz.develop.& avoid in unstab.epilep., monit.contr.epilep., ECG, hepat./ ren.funct. impairm., underweight indiv., diab. mellit., bleed.disord.hist., extrapyramid. disords., aggrav.of Parkinson’s dis., ac.card.dis., withdr. sympt.poss.with discont.

Interactions: Poss.seroton.syndr.with MAOIs, interacts with CNS act.meds., potent.interact.with other meds.metabol.by cytochrome P450 CYP2D6, incr./decr.Li-conc.theref.Li lev.monit., bld.lev. chang. with phenytoin/carbamazepine/ haloperidol/ clozapine/alprazolam/imipiramine/ desipiramine, diazepam half-life poss.prolong., cert. adverse effs.with tryptophan, alter.plasma conc. of other prot.bound meds.such as warfar./ digoxin, coagul.monit.with warfar./when fluoxetine discont.
 XE "Ranflocs" RANFLOCS, Ranbaxy [P/S]

Fluoxetine HCl
Indications: Maj.depress., bulim.nervosa, obsess. compuls.disords.

(S5) CAPS. 34/1.2/0129

700686-001: 20 mg, 30, R35,75
Dosage: Indiv.dosage. Dos.of up to 80 mg/day admin.in div.dos.if necess. 

Adults only.

Depress: 20 mg/day.

Bulimia: 60 mg/day.

Obsess.compuls.disords: 20-60 mg/day.
Contraindications: Sev.ren.fail., within 14 days of an MAOI/admin of an MAOI within 5 wks of discont. fluoxetine, safety in pregn./ childr.& lactat.not est.

Side effects: Rash, allerg.reacts., asthen., fev., palpitat., vis.disturbs., GI disords., CNS effs., mania, convuls., extrapyramid.effs., sex.dysfunct., dyspn., pulm.events, skin & anaphylactoid reacts., hypothyroid., hyponatraem., aplast.anaem., CVA, confus., dyskines., ecchymos., eosinophil.pneum., GI haemorrh., hyperprolactinaem., movem. disords., neurolept. malign.syndr.-like events, pancreatit., bld. dyscras., suic.ideation, vag.bleed.aft.withdr., violent behav., weight loss.

Special precautions: Elderly partic.if receiv. multi.ther/pres.of system.illn., epilep., discont.if seiz./rash develop., signific.liv.dysfunct., mild to mod.ren.fail., underweight pts., diabet., poss adjustm to insul.&/oral hypoglycaem.dos., ac. card.dis., grad.withdr. 

Drug interactions: Excess.sedat.with other CNS depress., incr.& decr. Li lev., > 2-fold incr.in prev. stable plasma lev.of other antidepress., adverse effs. with tryptophan, bear in mind long eliminat. half-life of fluoxetine & it’s metabolites, half-life of diazepam poss. prolong., alter.plasma conc.of other plasma prot. bound drugs.

 XE "Recita" RECITA, Aurogen [P/S]

Citalopram hydrobromide

Indications: Depress.& relapse prev., panic disord. with/without agoraphob., obsess.-compuls. disord.

(S5) TABS, 41/1.2/0531

713356-001: 20 mg, 30, R74,01
Dosage: Admin.morn.or even. Onset of act.2-4 wks. Contin.treatm.up to 6 mnths.aft.recov.to prev. relapse.

Depress: 20 mg as sngl.dly.dos. May be incr.by 20 mg/day at interv.of at least 1 wk.to max.40 mg depend.on respons.
Panic disord: 10 mg as sngl.dos.for first wk then incr.to 20 mg/day. May be incr.to max.40 mg/day depend.on respons.

Obsessive-compuls.disord: 20 mg/day as sngl. dos. May be incr.by 20 mg increm.to max.40 mg/ day depend. on respons.
Elderly: 10-20 mg/day as sngl.dos. May be incr.to max. 20 mg/day depend.on respons.

Contraindications: Concom.MAOI/other drugs affect.serotonerg.neuro transmit.systs./ sev.ren. impairm.(creat.clear.< 20 ml/ min.), safety & effic. in pregn.& lactat./ childr.und.18 yrs.not est., congenit.long QT syndr./prod.that prolong QT interv., concom.pimozide
Side effects: Freq: Sleep disturbs., somnol., naus., dry mouth, sex.dysfunct.incl.ejaculat.disord., decr.libido, anorgasm. Less.freq: weight changes, paraesthes., agitat., fat., man., seroton.syndr., bradycard., trem., QT prolongat., torsades de pointes, diarrh., dyspeps., salivat., sweat., rash, asthen., micturit.disords., yawn., hostility, suicid. ideat., self harm in childr. Unknown freq: Anaphylax., angioed., restlessn., headache, dizzin., confus., imp.conc., malaise, convuls., NMS, accomodat. disturbs., mydrias., palpitat., nas. congest., constip., hepatit.
Warnings and special precautions: Elderly, hepat./ren.impairm., seiz./hist.therof, epilep., poor.contr.epilep.electroconvuls.ther., mania/ hist.therof, discont.if pt.enters manic phase, pre-exist.slow heart rate, diab.mellit., monit.pts.esp. dur.early ther.& dos.chang.for clinic. worsen./ suicid. ideat./behav., monit.other psych.& non-psych.disord.pts., consid.chang.therap.regim./ discont. if psych.sympts.occur which are sev./ abrupt in onset/not part of pres.sympts., withdr. grad., correct hypokalaem.& hypomagnesaem.bef. init. & monit.periodic., ECG monit.recomm.in CHF/ bradydysarrhythm.& with concom.meds.prolong QT interv., dos.incr.over 20 mg/day in CYP2C19 poor metabolis./ with concom.cimetidine/another CYP2C19 inhibit.not recomm., serotonin syndr. more likely aft.dos.incr., lact.intol., consid.potent. S/E bef. driv./operat. machinery, excret.in breast milk, infts.expos.in late pregn.have develop. complicat.requir.prolong.hospitalisat.& incr.risk of persist.pulm.hypertens.
Interactions: Ser./potent.fatal reacts.with MAOI, incr.conc.of imipramine’s active metabol. desimipramine, incr.risk of serotonin syndr.with other serotonerg.meds/meds with serotonerg. activ., serotonin syndr.report.with concom. moclobemide overdos., effs.of alcoh.incr., anticoag. activ.of warfar.incr., AUC & max.plasma conc. incr.with cimetidine, ECG monit.recomm.with concom. meds.prolong QT interv., mean incr.in QTc values with pimozide
 XE "Serdep" SERDEP 50, 100, Cipla Medpro [P/S]
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls.disord., panic disord.with/-out agoraphob.
(S5) TABS, 38/1.2/0020, A38/12.2/0617

705420-001: 50 mg, 30, R101,78
715935-001: 100 mg, 30, R128,86
Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therapeut.dos. 50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv.to max.150-200 mg/day.

OCD: .Min.effect.dos. 50 mg dly. Incr.above 100 mg dly have no addit.benef. Eff.observ.within 1 wk.& full activ.aft. 2-4 wks.

Panic disord: Re-eval.usefulness.periodic. Init. 25 mg dly.incr.to 50 mg dly.aft.1 wk. Min. recomm. effect.dos: 50 mg dly. This regim.reduc.freq.of early treatm.emerg.S/E.

Contraindications: MAOI, safety in childr.und. 18 yrs.not est., ren./hepat.insuff., safety in pregn. & lactat. not est., concom.alcoh., agents enhanc. serotonerg. neurotransmiss. eg.tryptophan & fenfluramine not advis.

Side effects: Seiz., hyperprolactinaem., galactorrh., incr.sweat., dry mouth, thirst, sex.dysfunct., somnol., trem., dizzin., headache, paraesthes., hypoaesthes., twitch., hyperton., movem.disords., yawn., taste pervers., psych. disords.incl.anx./agitat./psychos., vis.disturbs., tinnit., palpitat., rhinit., pharyngit., GI disturbs., incr.appet., pancreatit., ser.liv.events, skin reacts. incl.erythem.multiform., myalg., micturit.freq/ disords., menstr.sympts., fatig., hot flush., fev., back pain, extrapyramid.sympts., Parkinson’s aggrav., elev.AST/ALT lev., hyponatraem., alt. platelet funct., abnorm.bleed./purpura, CNS effs., withdr.sympt.with sudd.discont.

Special precautions: Use for more than 12 wks. not eval.in panic disord., poss.activat.of mania/ hypoman., poss.signific.weight loss, avoid in unstable epilep, monit.control.epilept., discont. ther.if seiz.develop., uric acid ser.lev.decr., risks/ benefits of concom.ECT ther.not est., dis./condits. affect. metabol./haemodynam.respons., not eval. /used with MI/unstab.heart dis., liv.dis., ren. impairm., close supervis.of poss.suicide pts.esp. init.& dur.dos.chang., monit.prothromb.time when ther.init./stop., monit.concom. Li lev.as incid.of seroton. assoc.S/E incr., adeq.contracept.in women of childbear.potent., taper dos.dur.discont., worsen.depress./emerg.suicide ideat./-behav risk in maj. depress./other psych./non-psych.disords., monit. pts.esp.dur early ther.& dos changes for clinic.worsen./suicid.ideat./behav., hostility /suicid.ideat.& self harm report.in childr., monit. pts. with extrapyramid.disords., switch.from other antidepress./anti-obsession.esp.long act.agents, consid.chang.therapeut.regim/discont.if psych. sympts. occur which are sev./abrupt in onset/not part of pres. sympts., monit.prot.bound meds.

Drug interactions: Signific.chang.in some pharmacokinet. paramet.with diazepam & tolbutamide, cimetidine decr.clear., incr.in prothrombin time with warfar, meds.metabol.by cytochrome P-450 CYP2D6, ser.somet.fatal reacts. with MAOI.

 XE "Serlife" SERLIFE, Ranbaxy [P/S]
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls.dis.
(S5) TABS, 36/1.2/0272, 0273

703132-001: 50 mg, 30, R94,83
703999-001: 100 mg, 30, R101,13
Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therapeut.dos. 50 mg dly. May be titr.up in 50 mg increm.at 2wk. interv.to max.200 mg dly.

OCD: Min.effect.dos. 50 mg dly. Dos.above 100 mg dly have no addit.benef. Eff.observ.within 7 days with full activ.aft. 2-4 wks.

Contraindications: MAOI, safety in pregn.not est., lactat., unstab.epilepsy, concom.alcohol/ sumatriptan/tryptophan & fenfluramine, safety & effic.in childr.not est.

Side-effects: GI disturbs., CNS effs, headache, trem., agitat., nervousn., anx., yawn., imp.conc., incr. sweat., dry mouth, fem.sex.dysfunct., palpitat., paraesthes., hypoesthes., twitch., hyperton., rash, fatig., fev., hot flushes, back pain, thirst, myalg., micturit.freq/-disords., menstr. disords., rhinit., pharyngit., vis.abnormalit., tinnit., taste pervers., hyponatraem.main.assoc.with elderly/diuret.ther/other concom.medicat.

Special precautions: Serotonin syndr.poss.with concom MAOI see contra-indicat., epilepsy/hist.of similar disords., ren./liv.impairm., close supervis. of poss.suicide pts., risk/benef.of concom. electroconvuls. ther.not est., poss.activat.of hypoman./ mania, signific.weight loss poss., serum uric acid decr., hist.of recent MI or use in unstab. heart dis.not evaluat., limit.exper.in switch.of antidepress.agents., monit.prothrombin time with concom.warfar., monit.concom Li levels, high.incid. of serotonin assoc.S/E with meds.act.via serotenerg. mechan., Parkinsons aggrav., abrupt discont., concom.highly prot.bound meds., extrapyramid. sympts.

Drug interactions: Signific.chang.in some pharmacokinet.paramet.of diazepam & tolbutamide, cimetidine decr.clear., incr. prothrombin time with warfar., poss.interact.with meds. metabol.by cytochrome P450, poss.incr. plasma conc.of free med.with high.prot.bound meds.

 XE "Serrapress" SERRAPRESS, Pharma Dynamics [P/S]

Paroxetine

Indications: Depress., obsess.compuls. disord., social phobia., panic disord., gen.anx.disord.

(S5) TABS, 38/1.2/0069

705122-001: 20 mg, 30, R202,20
Dosage: Admin.once dly.in the morn. with food. Swallow whole.

Depress: 20 mg dly. If necess.may be incr. grad. in 10 mg increm.to max. 50 mg/ day accord.to pt.response.

Panic disord: Recomm.dos: 40 mg dly. Init. 10 mg/day incr.in 10 mg increm.accord.to respons. Max. 60 mg/day. Low init.start.dos. recomm.to minim.potent.worsen.of panic sympts.

OCD: Recomm.dos: 40 mg dly. Init. 20 mg/day incr. in 10 mg increm.to max. 60 mg/day.

Social phobia: Recomm.dos: 20 mg dly. Incr. dos. in 10 mg increm.as requir.to max.dly.dos 40 mg accord.to response.

Gen.anx.disord: Recomm.dos: 20 mg dly. If unrespons.dos.may be incr.in 10 mg increm.of at least 1 wk.to max.50 mg/day accord.to respons.
Contraindications: MAOI, safety & effic. in childr. und.18 yrs.not est., concom.thioridazine & pimozide, safety in pregn.& lactat. not est.

Side effects: Abnorm.bleed.predomin. of skin & mucous membr.(mostly ecchymos. also GI tract/ CNS & eye)., SIADH, psych.disords., allerg. reacts., decr./incr.appetite., hyponatraem.esp.in elderly, CNS effs., convuls., seroton.syndr., extrapyramid. disords.in pts.using neurolept. meds., asthen., periph.oed., blurr.vis., ac glauc., yawn., urin.retent., sex.dysfunct., hyperprolactinaem. /galactorrh., GI disords., dry mouth, elev.hepat.enzyme., hepatit.poss.assoc. with jaund./liv.fail., sweat., skin rash, photosens. reacts., mydrias.

Special precautions: Worsen.depress./ emerg. suicide ideat./-behav risk in maj.depress./other psych./non-psych. disords., monit.pts.esp.dur early ther.& dos changes for clinic.worsen./ suicid.ideat./behav., consid.chang.therapeut. regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres.sympts., withdr. sympts.with abrupt discont., mania hist., concom.neurolept./meds.incr.bleed.risk, known tenden.to bleed/predispos.condits./concom.oral anticoags., concom.alcoh.not advis., Li ther., concom.digox.& sumatriptan, reduc.procyclidine dos.in case of anticholinerg.effs., hostility/ suicide ideat.& self harm report.in childr., elderly, sev.ren./hepat.impairm., discont.in cases of prolong. elev.LFT, admin.in ser.CV disords.not studied., epilep., little clinic.exper. with ECT, narrow angle glauc., monit.concom.theophyll. ser.conc.

Drug interactions: Toxic of risperidone poss. incr, poss.incr.bioavail.with cimetidine (drug metabol.inhibit.), decr.bioaval.with phenytoin (drug metabol. induc.), hepat.cytochrome P450 isozyme CYP2D6 respons.for metabol.of debrisoquine & sparteine is inhibited enhanc. plasma lev.of concom.meds.metabol.by this isoenzyme., poss.seroton.syndr.with tryptophan, incr. incid.of adverse effs.with anti-convuls.& sumatriptan, incr.procyclidine plasma lev.& other anti-cholinergs., poss.incr.bleed.in pres.of unalt.prothrob.times with warfar, theophylline lev.poss.elev.

 XE "Sertra" SERTRA, (Viatris SA) Upjohn [P/S] 
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess.compuls.disord., panic disord.with/-out agoraphob.

(S5) TABS, A39/1.2/0308

715350-001: 50 mg, 30, R179,16

Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therap.dos.50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv. to max.150-200 mg.

OCD: Eff.may be seen with.7 days. Full activ.usual. seen aft. 2-4 wks.or long. Min.effect.dos. 50 mg dly. Incr.above 100 mg dly have no addit.benef.

Panic disord: Min.recomm.effect.dos: 50 mg dly. Init. 25 mg dly.incr.to 50 mg dly.aft.1 wk. This regim.reduc.freq.of early treatm.emergent.S/E.

Contraindications: MAOI incl.linezolid, concom. pimozide, ren./hepat.insuff., childr.und.18 yrs., safety in pregn.& lactat. not est.

Side effects: Seroton.syndr., NMS, seiz., URTI, otit.med., GI disturbs. incl.oesophagit., neoplasm, lymphadenopathy, bld.dyscras., hypersens./allerg. react., hypothyroid., hyperprolactinaem., diab. mellit., hypercholesterolaem., hypo-/ hyperglycaem., convers.disord., depend., sex. dysfunct., CNS/psych.effs, dizzin., somnol., syncope, headache, tremor, movem.disords.incl. extrapyramid. sympts., convuls., invol.musc. contract., dyskines., coma, choreoathetos., S&S assoc. with seroton.syndr.sometim.assoc.with concom. serotonerg.drugs., fev., tachycard., psychmot. restlessn., cerebrovasc.spasm, vis. disturbs., mydrias., incr.IOP & angle-clos.glauc.in predispos. pts., tinnit., palpitat., MI, bradycard., card.disord., QTc prolongat., Torsade de Point., hot flush., hypertens., periph.ischaem., abnorm. bleed./ haemorrh.incl.vagin., yawn., bronchosp., dyspn., epistax., hypo-/ hypervent., stridor, dysphon., hiccups, interstit.lung dis., saliv. hypersecret., haemotochez., pancreatit., ser.liv. events, hyperhidros., skin reacts. incl.Stev. Johns. syndr./epiderm.necrolys., oed., alopec., angioed., photosens., abnorm.skin odour/hair text., arthralg., myalg., musc.cramps/weakn./twitch., osteoarthrit., back/ chest/ear pain, urin. incont., irreg. menstr., genit./ bone/micturit./tong./tooth disords., menorrhag., galactorrh., gynaecomast., fatig., asthen., malaise, chills, pyrex., thirst, hernia, decr. meds.toler., incr. ALT/AST/ cholester., injury, vasodilat.proced., sympt.foll.discont., poss.signif. weight loss.

Warnings and special precautions: Use for more than 12 wks. not eval.in panic disord., re-eval.pt.dur.longt.use, adeq.contracept.in women of childbear. potent., concom.alcoh.not recomm., concom. Li/phenytoin/sumatriptan, avoid concom. other meds.enhanc.eff.of serotonerg. neurotransmiss., monit.prothromb.time, QT prolongat. risk fact., poss. activat.of mania/ hypoman., avoid in unstab.epilep., monit.control. epilept., discont.if seiz.devel., taper dos. dur. discont., concom.meds.affect.platel.funct., bleed. disord. hist., hyponatraem.poss.due to SAIDH/ assoc. with elderly & diurets., vol.deplet.pts., discont. & init.appropr.ther.in case of symptom. hyponatraem., incr.bone fract.risk, dis./ condits. poss. affect.metab.or haemodynam.respons., not eval./used with MI/unstab.heart dis., monit.pts.for seroton./neurolept.malign.syndr.emerg. S&S, switch. from other antidepress./anti-obsession. esp. long act.agents, worsen.depress./emerg. suic. ideat./-behav risk in maj.depress./other psych./ non-psych.disords., monit.pts.esp.dur early ther.& dos chang.for clinic.worsen./suicid.ideat./behav., consid. chang.therap.regim./discont.if psych. sympts. occur which are sev./abrupt in onset/ not part of pres.sympts., overdos.risk, weak uricosur. eff., monit.for gluc.fluctuat.S&S esp.diab.pts., angl.-clos. glauc./hist.thereof, hostilit./suicid. ideat. & self harm report.in childr., withdr.sympt.on abrupt discont., no studies with ECT.

Drug interactions: Pimozide lev.incr., QT prolongat. &/ ventr.dysrhythm.risk incr.with other meds. prolong.QT interv., poss.high. 5HT-assoc.S/E incid.with Li, reduc. plasma lev.& phenytoin conc. incr., CNS effs.with sumatriptan, potent. pharmacodynam. interact.with agents enhanc. serotonerg. neurotransmiss.e.g. tryptophan/ fenfluramine/ fentanyl/5-HT antagon.or St John’s Wort, incr. prothromb.time with warfar., signif. chang.in some pharmacokinet.paramet.with diazepam & tolbutamide, cimetidine decr.clear., poss. fatal react.with MAOIs, incr.SS/NMS risk with concom.serotonerg.meds./meds.impair. seroton. metab./antipsychot./other dopamine agon.

 XE "Xet" XET 20, (Cipla Medpro) Zydus [P/S]

Paroxetine

Indications: Depress., OCD, social phobia, panic disord.

(S5) TABS, 39/1.2/0216

705633-001: 20 mg, 30, R163,16
Dosage: Admin.once dly.in the morn.with food. Swallow whole.

Depress: Recom.init.dos.20 mg dly. If necess. may be incr.grad.in 10 mg increm.to max.50 mg/ day accord. to pt.response.

Panic disord: Recomm.dos: 40 mg dly. Init. 10 mg / day incr.in 10 mg increm. Max.60 mg/ day. Low init.start.dos.is recomm.

OCD: Recomm.dos: 40 mg dly. Init.20 mg/day incr. in 10 mg increm.to max. 60 mg/day.

Social phobia: Recomm.dos: 20 mg dly. Incr. grad.if necess.in 10 mg increm.to max.60 mg accord.to response

Contraindications: MAOI, safety & effic.in childr. und.18 yrs.not est., concom.thioridazine, safety in pregn.& lactat.not est.

Side effects: Abnorm. bleed.predom.of skin & mucous membr.(mostly ecchymos.also GI tract/ CNS & eye), SIADH, psych.disords., allerg. reacts., decr.appetite, hyponatraem.esp.in elderly, CNS effs., convuls., seroton.syndr., extrapyramid. disords.in pts.using neurolept. meds., asthen., periph.oed., blurr.vis., ac.glauc., yawn., urin.retent., sex.dysfunct., hyperprolactinaem. / galactorrh., GI disords., dry mouth, elev.hepat.enzyme, hepatit.poss.assoc. with jaund./liv.fail., sweat., skin rash, photosens. reacts., mydrias.
Special precautions: Worsen.depress./emerg. suicide ideat./-behav.risk in maj.depress./other psych./non-psych disords., monit.pts.esp.dur. early ther.& dos.changes for clinic.worsen./ suicid.ideat./behav., consid.chang.therapeut. regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres.sympts., grad.withdr., mania hist., concom.neurolept./ meds. incr.bleed.risk, known tenden.to bleed./ predispos.condits./concom.oral anticoags., concom. Li ther., hostility/suicide ideat.& self harm report.in childr., elderly, sev.ren./hepat. impairm., treat.for suffic.period to ensure sympt. free, admin.in ser.CV disords.not studied, epilep., little clinic.exper.with ECT, narr.angle glauc., discont. if prolong.elev.liv.funct.abnormalit./seiz. occur.

Drug interactions: Toxic.of risperdone poss. incr., drug metabol. inhibit.poss.incr.bioavail.(e.g. cimetidine), drug metabol.induc..poss.decr. plasma conc. (e.g. phenytoin), hepat.cytochrome P450 isozyme CYP2D6 respons.for metabol.of debrisoquine & sparteine enhanc.plasma lev.of concom.meds. metabol.by this isoenzyme., poss. seroton.syndr. with tryptophan, incr.incid.of adverse effs. with anti-convuls., incr.procyclidine plasma lev.& other anti-cholinergs.

 XE "Zoloft" ZOLOFT, (Viatris Healthcare) Upjohn [P/S] 
Sertraline HCl.

Indications: Maj.depress.disords.such as sngl. episod. & recurr.depress., obsess. compuls.disord., panic disord. with/without agoraphob., OCD in childr.13-17 yrs.

(S5) TABS, [P/S] 32/1.2/0381

868833-002: 50 mg, 30, R468,50

Dosage: Admin as sngl.dly.dos.

Depress: Init. 50 mg dly. Usual therap.dos.50 mg dly. May be titr.up in 50 mg increm.at 2 wk. interv. to 150-200 mg.

OCD: Adults: Min.effect.dos.50 mg dly. No addit. benef.with incr.above 100 mg dly. Eff.poss.observ. with.7 days with full activ.aft.2-4  wks.or long.

Paed.OCD: Childr.13-17 yrs: Init.50 mg/day. May be incr.in 50 mg/day increm. up to 200 mg as need. Dos.chang. not to occur at interv.of less than 1 wk.

Panic disord: Minim.effect.recomm.dos.is 50 mg/ day. Init.25 mg/day incr.to 50 mg/day aft.1 wk.

Contraindications: MAOIs incl.linezolid, concom. pimozide, childr.< 18 yrs with both OCD & maj. depress. disords., ren./hepat.insuff., pregn.& lactat.

Side effects: URTI, otit.med., GI disturbs.incl. oesophagitis., neoplasm, diab.melit., lymphadenopath., bld.dyscras., hypersens./ allerg. reacts., hypothyroid., hyperprolactinaem., appet. chang., hypercholesterolaem., incr. suic.ideat./ attempts risk, decr.libido, depend., sex.dysfunct., dizzin., headache, somnol., CNS effs., paronir., movem. disords.incl. extrapyramid.sympt., paraesthes., trem., migraine, convuls., invol.musc. contract., hyperkines., syncope, coma, fev., hypertens., tachyard., cerebrovasc.spasm, vis. abnorm., mydrias., tinnit., palpitat., MI, bradycard., QTc prolongat., Torsade de Point., hot flush., periph. ischaem., abnorm.bleed., yawn., bronchosp., dyspn., epistax., laryngosp., stridor, interstit. lung dis., psych./convers./tong./teeth/ mouth/ urin./micturit./bone/eye/card.disords., saliv. hypersecret., haematochez., pancreatit., ser. liv. events, hyperhidros., skin reacts.incl.sev. cutan. adverse react., alopec., periorbit./periph./fac.oed., angioed., photosens., arthralg., myalg., musc. cramps/ weakn./ twitch., osteoarthrit., back/chest/ ear pain, menstr.irreg., atroph.vulvovaginit., gynaecomast., galactorrh., fatig., asthen., malaise, chills., hern., decr.meds. toler., injury, vasodilat. proced., discont.sympt. ALT/AST elevat., incr. sweat., incr. IOP/angl.clos.glauc.esp. predispos. pts., signif. weight loss.

Warnings and special precautions: Use for long. than 12 wks.for panic disord.not eval., re-eval. dur.longt.use, adeq.contracept.in women of childbear.potent., concom.alcoh.not recomm., concom. Li/phenytoin, monit.with sumatriptan/ warfar., monit.pts.for emerg.SS/NMS S&S, poss. hypoman./man.activat., QTc prolongat.risk fact., switch. from other antidepress./anti-obsess.esp. longt.agents, avoid in unstab.epilep., monit.contr. epilep., discont.treatm.if seiz.devel., clinic. worsen./ emerg.suic.ideat./behav.risk in maj. depress. disords./other psych./non-psych.disords., monit. pts.esp.dur.early ther.& dos.chang., cons. chang.therap. regim./discont.if psych.sympt.occur which are sev./abrupt in onset/not part of pres. sympt., overdos.risk, dos.taper.if discont., weak uricosur.eff., incr.bone fract. risk, dis./condits. affect. metabol.or haemodynam.respons., recent MI hist./ unstab.heart dis.not eval., monit.for gluc. fluctuat.S&S esp.diab.pts., glauc./hist.thereof., safety & effic.in paed.pts.other than childr. 13-17 yrs. with OCD not est., hostilit./suic. deat./self-harm report. in childr., withdr.sympt.with abrupt discont., no clinic.studies with ECT, avoid concom. agents enhanc. serotonerg.neurotransmiss. eff./ meds. alter.platel.funct., bleed.disord.hist., vol. deplet. pts., cons.discont.& init.appropr.ther. in case of symptom.hyponatraem., hyponatraem. poss. due to SIADH/ assoc.with elderly & diurets.

Drug interactions: Pimozide lev.incr., incr.QTc prolongat. &/ ventr.dysrhythm.risk with other meds. prolong.QTc interv., poss.high.5HT-assoc. S/E incid.with Li, plasma lev.reduc.& incr. phenytoin conc.when used concom., cert.CNS effs. with sumatriptan, incr.in prothromb.time with warfar., signif.chang.in some pharmacokinet. paramet. with diazepam & tolbutamide, cimetidine decr. clear., incr.SS/NMS risk with serotonerg. meds./ agents impair.seroton. metab./ antipsychot./ other dopamine agon., fatal reacts. poss. with MAOIs., potent.pharmacodynam. interact. with meds.enhanc. serotonerg. neurotransmiss. eff. e.g.tryptophan/fenfluramine/ fentanyl/ 5-HT antagon./ St.John’s Wort.
 XE "Zydus Fluoxetine" ZYDUS-FLUOXETINE 20, Zydus [P/S]

Fluoxetine HCl equiv.to fluoxetine

Indications: Maj.depress.disord., obsess. compuls.disord., bulim.nervosa.

(S5) CAPS, 37/1.2/0265
705064-001: 20 mg, R34,80
Dosage: Maj.depress: 20 mg dly, pref.in morn.Max.dly.dos.80 mg

Bulim.nervosa: Recomm.dos: 60 mg dly.

Obsess.-compuls.disord: Dos.range: 20-60 mg dly.

Elderly: Max. 20 mg dly. advised.

Contraindications: Concom.MAOI or within 14 days of MAOI discont.& 5 wks.aft.discont.& bef.start.ther., sev.ren. fail. (GFR < 10 ml/min).

Side effects: Freq.: Headache, nervousn., anx., drowsin.,weight loss, diarrh., nausea, dyspeps., anorex., vomit., decr.libido, sex. dysfunct., rash, urticar., pruritus, sweat. Less Freq: Palpitat., fatig., insomn., trem., asthen., abnorm.dreams, agitat., seiz., hypoman., man., dyskines., hyponatraem., hypothyroid., fev., dry mouth, raised transaminase lev., arthralg., myalg., dyspn., pulm. inflamm. and/or fibros., vis. disturbs., anaphylact. reacts., ser. sickn. Unknown freq: Aplast. anaem., cerebr. vasc.accid., confus., ecchymos., eosinophil. pneum., GI haemorrh., hyperprolactinaem., NMS-like events, pancreatit., suicid. ideat., pancytopen., thrombocytopen., purpura, immune relat.haemolyt.anaem., vag. bleed.aft.withdr., violent behav.

Special warnings and precautions: Serotonin syndr., discont.in case of rash/ allerg.reacts., maj.depress.disord. in adults & childr., monit.for clinic.worsen. & suicid./ behav./ OCD, other psych.& non-psych. disord., discont. grad., monit.lev.of concomit.Li./ warfarin, safety in childr.not establish., seiz.hist., hepatic dysfunct., ren.fail., underweight, diab.mellit., bleed.disord., extrapyramidal disord., ac. card.dis., impair.mental alert./ phys.coord., withdraw.sympt.

Interactions: MAOI, meds. metabolised by CYP2D6, CNS act.meds., incr./ decr. in Li concentrat., changes in bld.lev.of phenytoin/ carbamazepine/ haloperidol/ clozapine/ diazepam/ alprazolam/ imipramine/ desipramine, diazepam half life prolong., incr.adverse effs.with tryptophan, alter.plasma conc.of prot. bound meds. like warfarin & digoxin.

 XE "Zyescito" ZYESCITO, Zydus [P/S]

Escitalopram

Indications: Maj.depress.episodes.

(S5) TABS, 44/1.2/0949, 0950

3002266-001: 10 mg; 30; R64,07
3002267-001: 20 mg; 30; R86,50
Dosage: Maj.depress.episod: Adults: 10 mg as sngl.dly dos. May be incr.to max.20 mg dly. depend. on indiv. respons.2-4 wks.necess.for antidepress.respons.

Contraindications: Safety & effic.in childr.und. 18 yrs.not est., known QT interv.prolongat./ congen. long QT syndr./meds.known to prolong QT interv., MAOI’s, safety in pregn.& lactat.not est., no info avail.on sev.ren.funct.impairm.

Side effects: Freq: Decr.appet./libido, suicid. ideat., insomn., dizzin., somnol., sinusit., yawn., constip., diarrh., dry mouth, naus., incr.sweat., ejaculat.disord., impot., abnorm.orgasm, fatig. Less freq: Hyponatraem., weight loss, hyperprolactinaem., anorgasm. Unknown freq: Inappropr.ADH secret., hallucinat., mania, confus., agitat., anx., depersonalisat., panic attacks, nervousn., sleep disord., seiz., trem., movem. disord,, drowsin., taste disturb., seroton.syndr., ECG QT prolongat., ventric.dysrhythm.incl. torsade de pointes, abnorm.vis., postur.hypotens., vomit., anorex., dyspeps., abnorm.LFT, rash, ecchymos., prurit., angioed., alopec., photosens., urticar., pyrex., angioed., anaphylact.reacts., arthralg., myalg., urin.retent., galactorrh.

Warnings and special precautions: Discont.if manic phase enter., mania/hypoman.hist., paradox. anx.at start.of treatm., discont.if seiz. develop./seiz.freq.incr., avoid in unstab.epilept., monit. contr.epilep., diab.mellit., caref.monit.for poss. suic.esp.init., concom.meds.known to alt. platel. funct., bleed.disord.hist, ECT, serotonin syndr. risk with other serotonerg.meds.& antidepress. with serotonerg.propert., concom.Li/ tryptophan/ cimetidine/desipramine, monit INR with concom. warfar., elderly, hepat.insuff., withdr. grad., dos.-depend.QT interv.prolongat., pre-exist.QT interv.prolongat./card.dis., signif. bradycard., rec.ac.MI, uncompens. HF, correct electrol. disturbs.bef.init., cons.ECG bef.init.ther.in stable card.dis., discont.if dysrhythm.signs occur.

Drug interactions: Enhanc.seroton.assoc.effs. with other serotonerg.meds.& antidepress.with serotonerg. propert., enhanc.effs.with Li & tryptophan, incr.AUC & Cmax with cimetidine, imipramine & desipramine plasma lev.incr., AUC of metoprol.& selegiline incr., incr.prothromb.time aft.warfar.

 XE "Zytomil" ZYTOMIL, Pharma Dynamics [P/S]

Escitalopram

Indications: Maj.depress.episodes.

(S5) TABS, 42/1.2/0912, 0914

715402-001: 10 mg, 30, R102,95
715403-001: 20 mg, 30, R139,35
Dosage: Adults: Maj.depress.episod: 10 mg as sngl.dly dos. Poss. incr.to max.20 mg dly. depend. on indiv. respons.2-4 wks.necess.for antidepress. respons.

Contraindications: Safety & effic.not est.in childr. und.18 yrs., MAOI’s., safety in pregn.& lactat.not est., no info avail.on sev.ren.funct. impairm., known QT interv.prolongat./congenit. long QT syndr., concom.meds.known to prolong QT interv.

Side effects: Paradox.anx.at start of panic disord treatm., agitat., panic attacks, sleep disords., hostility/ suic.ideat./self harm in childr., irritabil., impulsiv., akathis., hypoman., man., cutan.bleed. abnormalit., ecchymos., inappropr.ADH secret., hyponatraem., weight chang., psych.disords., CNS effs.incl.seiz., fatig., seroton.syndr., NMS, movem. disords., accommodat.disturbs., mydrias., abnorm. vis., postur.hypotens., nas.congest., sinusit., flu-like sympts., GI disturbs., abnorm. LFT, incr. sweat., skin reacts., angioed., arthralg./myalg., urin. retent., sex.dysfunct., galactorrh., yawn., anaphylact.reacts., pyrex., taste disturbs., tachycard., bradycard., ECG QT prolong.ventric. arrhythm.incl.torsad.de point. most.in females with hypokalaem./pre-exist.QT interv.prolong.or other card. dis., discontin.sympt.on abrupt withdr.somet. sev. &/ prolong.

Special precautions: Worsen.depress./emerg. suic.ideat./-behav.risk in maj.depress./ psych. disords., caref.monit.for poss.suic., monit.pts. esp.dur.early ther.& dos.chang.for clinic.worsen./ suic.ideat./behav., monit.other psych.& non-psych. disords., cons.chang.ther.regim./discont.if psych. sympt.occur which are sev./abrupt in onset/not part of pres.sympt., discont.if manic phase enter., mania/hypoman. hist., seiz.developm., control. epilep.but avoid in unstab.epilept., diab.mellit., concom.meds.known to alt.platel.funct., bleed. disords. hist., concom. electroconvuls.ther., elderly, hepat.insuff., grad.withdr., concom.high dos. cimetidine, monit.INR with concom.warfar., signif. bradycard., rec.ac.MI, uncompensat. HF, correct electrol.disturbs.bef.init.ther., withdr.treatm./ request ECG if signs of card.arrhythm.occur.

Drug interactions: Enhanc.seroton.assoc.effs. with other serotonerg.meds.& antidepress.with serotonerg.propert., enhanc.effs.with Li & tryptophan, imipramine & desipramine plasma lev. incr., AUC of metoprol.& selegiline incr., incr. prothromb. time aft.warfar.

1.4.5
Serotonin and noradrenaline re-uptake inhibitors
CYMGEN (MDR Listing)

EXSIRA (MDR Listing)
 XE "Calmadep DR" CALMADEP DR, Macleods [P/S] 

Duloxetine.
Indications: Depress.as defin.by DSM-IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) DELAY.REL. CAPS, 51/1.2/0935.933, 0936.934

3005259-001: 30 mg, 30, R138,83
3005260-001: 60 mg, 30, R138,83
Dosage: Depress: Init.& maint: 60 mg once dly. Discont.gradualy.

Diabet.periph.neuropath.pain: 60 mg once dly. Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers. event rate high.

Contraindications: Pregn.& lactat. sev.hepat.impair., adv.ren.impair. (Cr Cl.<30 mL/min.), MAOI ther., S&E in childr.<.18 yrs.not est.

Side effects: Freq.: Decr. appetite, insomn., agitat., decr.libido, anx., abnorm. orgasm, abnorm.dreams, headache, somnol., dizzin., lethargy, trem., paraesthes., blurr.vis., tinnit., palpitat., BP incr., flush., hot flush., yawn., N&V, constipat., diarrh., abdom.pain, dyspeps., flatul., incr. sweating, rash, musculoskelet. pain, musc.spasm, dysur., pollakiur., erect. dysfunct., ejaculat. disord., falls, fatig., weight decr. Less freq.: Laryngit., anaphylact.react., hypersens., angioneurot.oed., hypothyroid., dehydrat., hyponatraem., SIADH, hyperglycaem., suicid.ideat./ behav., sleep disord., bruxism, disorientat., apathy, mania, hallucinat., aggress., anger, myoclon., akathis., nervousn., atten. disturb., dysgeus., dyskines., restless legs syndr., poor quality sleep, serotonin syndr., convuls., psychomot. restlessn., extrapyramid. sympt., mydrias., vis. impair., glauc., tinnit., vertigo, ear pain, tachycard., supraventric.arrhythm., syncope, hypertens., orthostat.hypotens., periph.coldn., hypertens.crisis, , throat tightn., epistax., interstit.lung dis., eosinophil.pneum., GI haemorrh., gastroenterit., eructat., gastrit., dysphag., stomatit., haematochezia, breath odour, microscop. colit., hepatit., elevat.liver enzymes, ac.liver inj., hepat.fail., jaund., night sweats, urticar., contact dermatit., cold sweat, photosens., incr. tend.to bruise, SJS, angioed., cutan. vasculit., musc. tightn./twitch., trismus, urin. retent./-hesitat., noctur., polyur., decr. urine flow, abnorm. urine odour, gynaecolog. haemorrh., menstr.disord., sex.dysfunct., testic. pain, menopaus. sympt., galactorrh., hyperprolactinaem., postpart. haemorrh., chest pain, feel. abnorm., feel. cold, thirst, chills, malaise, feel.hot, gait disturb., weight incr., blood creatine phosphokin. incr., blood potass. incr., blood cholesterol incr., BP incr., hep. lab related findings.

Special warnings and precautions: Monit. for worsen. depress./ suicidal.esp. at therap. init./ dos. changes, avoid abrupt discont, caution in pts with hist. of mania/ seiz./ incr. IOP or risk of ac. narr.-angle glauc, lower start. dos. in ren./ hepat. impairm., BP monit. in hypertens./ card. dis., caution with subst. alcoh. use as risk of liv. enzyme elevat., risk of serotonin syndr. with serotonerg. drugs., adverse react. may incr. with concom. St John's Wort, pts. on anticoags./meds affect. platelet funct. (eg.NSAIDs, ASA) & those with bleed. tendenc., monit. for hyponatraem. in at-risk pts. incl. elderly/cirrhot./ dehydrat./ those on diuret., gradual dos. tapering adv. to minim. discontin. sympt., incr. risk of post-part. haemorrh. with SSRI/ SNRI use near term, contains sucrose; caution in diabetes, limit.data in elderly with maj. depress. disord. at higher doses, akathisia may occur & dose adjust. may be detriment.

Interactions: May alter lev.of CYP2D6 metabolis. meds. esp.narrow therap. index, potent CYP1A2 inhibits. (fluvoxamine) can incr. duloxetine lev., incr.conc. with inhib.of CYP2D6 (eg.SSRIs), caution with other CNS actives & alcohol.,coadmin with another highly protein-bound med. may incr. free conc. of either med., poss. seroton.syndr. with serotonerg. activ.meds., incr. bleed. risk with anticoags./ antiplatelets; 50% lower plasma conc.in smokers.

 XE "Cymbalta" CYMBALTA, Eli Lilly [P/S]

Duloxetine

Indications: Depress.as defin.by DSM IV criter., diabet.periph.neuropath.pain.

(S5) CAPS, 37/1.2/0299, 37/1.2/0301

703911-002: 30 mg, 28, R696,90
703910-002: 60 mg, 28, R696,90
Dosage: Depression: Init.& maint.at 60 mg once dly.
Diabet.periph.neuropath.pain: 60 mg once dly.

Contraindications: Pregn.& lactat., sev.hepat. impairm., MAOI ther., creatinine clear.<30 ml/ min., childr.und.18 yrs.

Side effects: Palpitat.& tachycard., vertigo, ear pain, tinnit., hypothyroid., blurr.vis., mydrias., vis. disturbs., GI disturbs., fatig., rigors, abdom.pain & discomf., feel.abnorm./hot & cold, malaise, gait disturb., thirst, laryngit., incr./decr.weight, incr.BP, hepat.lab. findings, bld.cholester.incr., decr.appetite, dehydrat., musculoskelet. pain, musc. tightn.& twitch., CNS effs., dysgeus., paraesthes., att.disturbs., dyskines., poor quality sleep, myoclon., insomn., anorgasm., decr.libido, anx., sleep disords., agitat., abnorm.dreams, bruxism, disorientat., apathy, nocturia, urin. hesitat./retent., dysur., polyur., decr.urine flow, abnorm.urin.odour, ejaculat.disord.& dysfunct., yawn., throat tightn., hyperhidros., night sweats, photosens., cold sweat, cont.dermatit., hot flush., periph. coldn., orthostat.hypotens., fast.bld.gluc. incr., discont. sympts., supraventric.dysrythm., SIADH, glauc., hepatit., jaund., anaphylact. reacts., hyponatraem., hyperglycaem., musc. spasm, trismus, extrapyramid.disord., restless legs syndr., serotonin syndr., seiz., psych. disords., skin rash, angioneurot.oed., Stev.-John. syndr., urticar., hypertens.crisis, gynaecologic. bleed., suicid.ideat./behav.

Special precautions: Mild to mod.ren.& hepat. impairm., meds.predomin.metabol.by CYP2D6 syst., concom.CNS act.meds., mania hist., seiz. disord. hist., rais.intra-ocul.press./pts.at risk of ac. narr.-angle glauc., suicide risk, monit.bld. press.in hypertens./card.dis.pts., substant.alcoh. use, pre-exist.liv.dis., dos.upto 120 mg/day have been used but effic.statist.not diff.and advers. event rate high., discont.sympts.in neonate aft. matern.use near term, excret.in breast milk, grad. withdr.

Drug interactions: Plasma clear.decr.by CYP1A2 inhibit., AUC of meds.metabol.by CYP2D6 incr., seroton.syndr.with concom.drugs with serotonerg.activ., meds.highly bound to plasma prot.may incr.free conc.of either meds.

 XE "Cymgen" CYMGEN, (Aspen Pharmacare) Eli Lilly [P/S] 
Duloxetine

Indications: Depress.as defin.by DSM IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) CAPS, 41/1.2/1029, 1030

713705-001: 30 mg, 28, R180,00
712786-001: 60 mg, 28, R180,00
Dosage: Depress: Init.& maint: 60 mg once dly.

Diabet.periph.neuropath.pain: 60 mg once dly.

Contraindications: Safety in pregn.& lactat.not est., sev.hepat.impairm., ren.imp.(creatinine clear.<30 ml/min.), MAOI ther., safety & effic.in childr.und.18 yrs.not est.

Side effects: Palpitat.& tachycard., vertigo, ear pain, tinnit., hypothyroid., blurr.vis., mydrias., vis. disturbs., GI disturbs., fatig.(incl.asthen.), feel.abnorm./hot & cold, malaise, thirst, gait disturbs., incr./decr.weight, incr.BP, hepat. lab.findings, incr.bld.cholestr., decr.appetite, dehydrat., musculoskelet.pain., musc.tightn.& twitch., CNS effs., insomn., anorgasm., decr. libido, anx., sleep disords., agitat., bruxism, disorientat., apathy, nocturia, urin.hesitat./ retent., dysur., polyuria, decr.urine flow, abnorm. urine odour, ejaculat.disord., erect.dysfunct., menopaus. sympts., sex.dysfunct., yawn., throat tightn., hyperhidros., night sweats, photosens., cold sweat, dermatit.contact, hot flush., periph. coldn., orthostat.hypotens., hostil./suicid.ideat.& self harm in childr., fast.bld.gluc.incr., syndr.of inappropr.antidiuret.hormon, glauc., hepatit., jaund., anaphylact.reacts., hypersens., hyponatraem., hyperglycaem., musc. spasm, trismus, extrapyramid.disords, restless leg/ seroton.syndr., seiz., psych.disords., gynaecolog. bleed., skin rash, angioneurot.oed., contus., ecchymos., Stev.-John.syndr., urticar., syncope, hypertens.

Special precautions: Concom.CNS act.meds. incl. alcoh., mild to mod.ren.& hepat.impairm., grad. withdr., mania, seiz.disord.hist., rais.intra-ocul. press./pts.at risk of ac.narr.-angle glauc., suicide risk, monit.bld.press.in hypertens./card.dis. pts., substant.alcoh.use/pre-exist.liv.dis., reproduct. toxic.demonstrat.in fem.rats.

Interactions: Plasma clear.decr.by CYP1A2 inhibit., AUC of meds.metabol.by CYP2D6 incr., poss. seroton.syndr.with other meds.with serotonerg. activ., incr.conc.with CYP2D6 inhibit., concom. meds. highly bound to plasma prot.may incr.free conc.of either med.

See also MDR page 135.
 XE "Deotin" DEOTIN, Cipla Medpro [P/S]

Duloxetine hydrochloride

Indications: Depress.as defin.by DSM IV criter., diabet. periph.neuropath.pain (DPNP)

(S5) DELAY.RELEASE CAPS, 52/1.2/0925.921; 0926.922

3004841-001: 30 mg, 30, R140,39
3004894-001: 60 mg, 30, R140,39
Dosage: Depress: Init: 60 mg once dly.

Diabet.periph.neuropath.pain: Init.dos: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers.event rate high.

Contraindications: Pregn.& lactat., sev.hepat. impairm., advanc.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther.incl.moclobemide/linezolid, childr.und.18 yrs.as safety not est.

Side effects: Freq: Decr.appet., insomn., anorgasm., decr.libido, anx., sleep disords., abnorm. dreams, dizzin., headache, lethargy, somnol., trem., paraesthes., blurr.vis., tinnit., palpitats., incr.BP, flush., yawn., N&V, constipat., diarrh., dry mouth, dyspeps., flatul., abdom.pain, hyperhidros., rash, musculoskelet.pain, musc.sp., pollakiur., dysur., erect.dysfunct., ejaculat.disord., delay. ejaculat., falls, fatig., rigors, decr.weight. Less freq: Laryngit., anaphylact.react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, agitat., bruxism, disorientat., apathy, suicid.ideat., mania, hallucinat., aggress., anger, dysgeus., myoclon. akathis., nervousn., att.disturbs., dyskines., restless legs syndr., poor quality sleep, seroton. syndr., convuls., psychomot.restlessn., extrapyramid. sympts., mydrias., vis.disturb., glauc., vertigo, ear pain, tachycard., supra-ventric. arrhythm.main.atrial fibrillat., flush., periph.coldn., orthostat. hypotens., syncope, hypertens.cris., throat tightn., epistax., interstit.lung dis., eosinophil. pneum., gastroenterit., eructat., gastrit., stomatit., GI haemorrh., breath odour, dysphag., microscop.colit., hepatit., jaund., incr. AST/ALT, ac.liv.inj., hepat.fail., night sweats, photosens., urticar., contact dermatit., cold sweat, Stev.Johns.syndr., angio-neurot.oed., cutan. vasculit., musc.tight./-twitch., trismus, urin.retent., urin. hestitat., noctur., polyur., decr.urine flow, abnorm. urine odour, sex.dysfunct., gynaecologic. haemorrh./ menstr.disord., menopaus.sympts., testicul. pain, galactorrh., hyperprolactinaem., post part.haemorrh., feel.abnorm. /-hot/-cold, thirst, malaise, gait disturbs.,chest pain, chills, incr. weight., incr.bld.creatine/ phosphokin./K+& cholesterol

Special warnings and precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./ suicid.ideat./behav., consid.chang. regimen/discont.if emerg.sympts.sev./abrupt onset/not part of pres.sympts., incr.suicid.ideat.& self harm report.in childr.& adolesc.und.18 yrs., mania hist., seiz., rais. IOP/ac.narr.-angle glauc. risk, ren./hepat.impairm., substant.alcoh.use, BP monit.in hypertens./other card.dis., concom. treatm. with other serotonerg.meds.that may affect serotonerg.&/ dopaminerg. neurotransmit. systs., concom. St John’s Wort, concom.anticoags. /meds. affect.platel.funct./bleed.tendenc., hyponatraem. risk pts.incl.elderly/cirrhot.or dehydrat. pts./diuret.ther., elderly, incr.dos.in pts. develop. akathis.poss.detriment., other duloxetine products for diff.indicat.to be avoid., sex.dysfunct. sympts.may contin.despite discont., sucrose cont., grad. withdr.& monit.pts.to minim.withdr. react. risk, epidemiolog.data suggests incr.persist.pulm. hypertens.in newborn partic.if used in late pregn., excret.in human milk.

Interactions: Seroton.syndr.risk with MAOI’s, seroton.syndr.with concom.serotonerg.meds.eg SSRI/SNRI/TCA’s/St John’sWort/triptans/ tramadol/ pethidine & tryptophan, incr.conc.with CYP1A2 inhibit., meds.with narr.therapeut.index predomin. metabol. by CYP2D6 syst., concom.CNS act.meds.incl.alcoh., incr.conc.of meds.high.bound to plasma prot., low.plasma conc.in smok.

 XE "Depreta" DEPRETA, Aurogen [P/S] 

Duloxetine

Indications: Depress.as defin.by DSM-IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) CAPS, 47/1.2/0097, 0098

3004446-001: 30 mg, 30, R182,61
3004447-001: 60 mg, 30, R182,61
Dosage: Depress: Init.& maint: 60 mg once dly.

Diabet.periph.neuropath.pain: 60 mg once dly. 

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers. event rate high.

Contraindications:Pregn.& lactat. sev.hepat.impair., adv.ren.impair.(creatinine clear.<30 mL/min.), MAOI ther., safety & effic.in childr.und.18 yrs.not est.

Side effects:Freq: Hot flush., incr.BP, palpit., blurr.vis., tinnit. fatig. fall, abdom.pain, constip., diarrh.,dry mouth, dyspeps., flatul., N&V, decr.appetite, weight loss, musc.spasm., musculoskelet.pain, abnorm.dreams, abnorm.orgasm, anx., decr.libido, insomn., dysur., pollakiur., ejaculat.disord., erect.dysfunc., delayed ejaculat., yawn, skin rash, sweat., agitat., headache, somnol., dizzin., lethargy, tremor. Less freq: Atrial fibrill., dysrhythm., hypertens., hypertens.crisis, orthostat.hypotens., periph.coldn., syncope, tachycard., akathis., attent.disturb., convuls., dysgeus., dyskines., extrapyramid.sympt., myoclonus, nervousn., poor qual.sleep, psychomot.restlessn., restl.legs, serotonin syndr., ear pain, vertigo, glauc., mydrias., vis.impairm., chest pain, chills, feel.abnorm./-cold/-hot, gait disturb., malaise, thirst, breath odour, dysphag., eructat., gastrit., gastroenterit., GI-haemorrh., haematochezia, microscop.colit., stomatit. ac.liv.injury, elevat.hepat.enzym., hepat.fail., hepatit., jaundice, anaphylac.reacts, hypersens., laryngit., hepat.lab.find., incr.bld.cholest./-creatin.phosphokin./-potass., dehydrat., hyperglycaem., hyponatraem., hypothyroid., SIADH, weight incr., musc.tightn./-twitch., trismus, agress., anger, apathy, bruxism, disorientat., hallucinat., mania, sleep disord., suicid.ideat./-behav., abnorm.urine odour, decr.urine flow, noctur., polyur., urin.retent./-hesitat., galactorrh., gynaecolog.haemorr. hyper-prolactinaem., menopaus.sympt., menstrual disord., sexual dys., testic.pain, eosinophyl.pneumon., epistax., interstit.lung dis., tight throat, angioed., cold sweat., contact dermatit., incr. bruise tendency, night sweat., photosens., SJS, urticar. Freq unknown: Cutaneous vasculit.

Special warnings and precautions: Suicide risk, mania hist.,bipolar disord.and/or seiz., incr.IOP/pts.at risk of ac.narr.-angle glauc., monit.BP.in hypertens./card.dis.pts., sev.ren.impairm./pts.on haemodialys., incr.plasma conc.in hepat.impairm., serotonin syndr., concom.St.John’s Wort, concom.anti-coagulant/meds.affect.platelet funct./pts.with bleeding tenden., pts incr risk of hyponatraem.(eldery/cirrhotic or dehydrat.pts./on diuretic), grad.withdr., no dose incr.if akathisia develop., concom.duloxet.for other indicat., concom.meds assoc.hepat.injury & substan.alcohol use, sexual dysfunc., contains sucrose, safety in pregn.not est., do not breastfeed.
Interactions:MAOI incl.moclobem.& linezolid, incr.concentr.with CYP1A2 inhibit.(eg.fluvoxam.), CNS act.meds. incl. alcoh., poss. seroton.syndr. with serotonerg. activ.meds.(eg.SSRI’s/TCA’s/triptans/tramadol/pethidine/tryptophan) meds metabol.by CYP2D6 (eg.risperid./TCA’s) esp.narrow therap.index(eg.flecainid./propafen./metoprol.), incr.conc. with inhib.of CYP2D6 (eg.SSRI’s), 50% lower plasma conc.in smokers.
 XE "Depven XL" DEPVEN XR, Cipla Medpro [P/S]
Desvenlafaxine succinate equiv.to desvenlafaxine

Indications: Maj.depress.disord.

(S5) EXTEND.REL.TABS, 53/1.2/0048, 0049

3004986-001: 50 mg; 28; R357,20
3004987-001: 100 mg; 28; R357,20
Dosage: Recomm.dos: 50 mg once dly.with max. 100 mg/day. Grad.dos.incr.& at interv.of not less than 7 days.

When discont.taper dos.grad. If intol.sympts.occur follow.dos.decr/discont.consid.resum.the prev. prescrib. dos.subseq.contin.decr.dos.at more grad. rate.

Switch.pts.from other antidepress.incl. venlafaxine: Taper init.antidepress.dos.to minim. discontin.sympt.

Contraindications: Concom.MAOI’s or within 14 days of discont.MAOI & 7 days bef. start.a MAOI, safety & effic.in childr.und.18 yrs not est., pregn.& lactat.

Side effects: Freq: Decr.appet., insomn., anx., abnorm.dreams, nervousn., decr.libido, anorgasm., dizzin., headache, somnol., trem. paraesthes., dysgeus., att.disturbs., vertigo, blurr.vis., mydrias., tinnit., palpitat., tachycard., incr.BP, hot flush., yawn., naus., dry mouth, constipat., diarrh., vomit., hyperhidros., rash, musculoskelet. stiffn., erect. dysfunct., delay.ejaculat., ejaculat. fail., fatig., chills, fev., asthen., feel.jittery, irritabil., incr. weight, decr.weight. Less freq: Hypersens., hyponatraem., withdr.syndr., abnorm.orgasm, depersonalisat., hypoman., hallucinat., syncope, convuls., dyston., orthostat.hypotens., periph. coldn., epistax., alopec., photosens.react., Stev.-John. syndr., angioed., urin.hestitat., proteinur., urin.retent., ejaculat.disord., sex.dysfunct., incr. bld. cholesterol & triglycerid., abnorm.LFT, incr.bld.prolact.

Warnings and special precautions: Observ.for clinic. worsen./suic.esp.init.& dur.dos.chang., monit. as for psych.& non-psych.disord.pts., consid. chang. therap. regim./discont.if sev.suicid. impuls.sympts. pres./when such sympts.are abrupt in onset/not part of pres.sympts., adeq.bi-polar disord.risk screen., mania/ hypoman. hist./family hist.thereof, not recomm.with concom.seroton. precursors, discont.if seroton. syndr.occur, do not init.in pts.being treat.with linezolid & IV methylene blue, monit. rais.IOP/narr.-angl.glauc.risk, ischaem. card.events esp.in pts.with underly.card.risk fact., monit. poss. discont.sympt., GI bleed.is an advers. react.of other SNRI’s, concom.prod.cont. venlaxafine HCl/desvenlafaxine, pre-exist. hypertens.contr.bef.init.ther., dos.reduct./discont. ther.in pts.with sustain.BP incr., underly.condits. compromis.by incr.BP, CV/cerebrovasc./lipid metab. disords, monit. BP of pts.at risk/ser.lipids dur.ther., seiz. disords., bleed.predispos., vol.-deplet./ dehydrat., discont.if interstit.lung dis./ eosinophil. pneumon.suspect., elderly esp. ≥65 yrs., eval.S/E bef.driv./operat.machin., postur. hypotens., no data on risk/benefit of electroconvuls. ther., crosses human placenta, excret.in breast milk, eval.effs.bef.driv./perform. complicat.tasks, dos.reduct.recomm.in signific. ren. funct.impairm.

Interactions: Ser.advers.reacts.with MAOI’s, caut.with other CNS act.meds.as not eval., poss. seroton.syndr.esp.with other agents affect. serotonerg.neurotransmit.syst./meds.impair. seroton. metabol./seroton.precursors, avoid concom. alcoh., bleed.risk assoc.with concom. NSAID’s/aspir.& other meds.affect coagulat./ bleed., incr.expos.with potent CYP3A4 inhibits., incr.conc.of meds.metabol.by CYP2D6 & decr.conc.of CYP2D6 metabol., ow.expos.to meds.metabol.by CYP3A4, midazolam AUC & Cmax decr., false-posit. urine immunoass.screen.tests for PCP & amphetamine

 XE "Deslafeks" DESLAFEKS XR, Innovata Pharma [P/S]
Desvenlafaxine succinate equiv.to desvenlafaxine

Indications: Maj.depress.disord.

(S5) EXTEND.REL.TABS, A52/1.2/0583, 0584

3004436-001: 50 mg; 28; R355,12
3004437-001: 100 mg; 28; R355,12
Dosage: Recomm.dos: 50 mg once dly.with max. 100 mg/day. Grad.dos.incr.& at interv.of not less than 7 days.

When discont.taper dos.grad. If intol.sympts.occur follow.dos.decr/discont.consid.resum.the prev. prescrib. dos.subseq.contin.decr.dos.at more grad. rate.

Switch.pts.from other antidepress.incl. venlafaxine: Taper init.antidepress.dos.to minim. discontin.sympt.

Contraindications: Concom.MAOI’s or within 14 days of discont.MAOI & 7 days bef. start.a MAOI, safety & effic.in childr.und.18 yrs not est., pregn.& lactat.

Side effects: Freq: Decr.appet., insomn., anx., abnorm.dreams, nervousn., decr.libido, anorgasm., dizzin., headache, somnol., trem. paraesthes., dysgeus., blurr.vis., mydrias., tinnit., palpitat., tachycard., naus., hot flush., yawn., dry mouth, constipat., diarrh., vomit., erect. dysfunct., delay. ejaculat., ejaculat. fail., hyperhidros., rash, musculoskelet. stiffn., fatig., chills, fev., asthen., feel.jittery, irritabil., incr. weight, decr.weight, incr.BP. Less freq: Hypersens., hyponatraem., withdr.syndr., abnorm.orgasm, depersonalisat., hypoman., hallucinat., att.disturbs., vertigo, syncope, convuls., dyston., orthostat.hypotens., periph. coldn., epistax., ejaculat.disord., sex. dysfunct., alopec., photosens.react., angioed., urin.hestitat., proteinur., uri& self-harm in childr., n.retent., incr. bld. cholesterol & triglycerid., abnorm. LFT, incr.bld.prolact. Freq.unknown: Hostility/suicide.ideat., Stev.-John. syndr.

Warnings and special precautions: Observ.for clinic. worsen./suic.esp.init.& dur.dos.chang., monit. as for psych.& non-psych.disord.pts., consid. chang. therap. regim./discont.if sev.suicid. impuls.sympts. pres./when such sympts.are abrupt in onset/not part of pres.sympts., data does not show incr.in suicidal.risk beyond 24 yrs.& there is a risk reduct.in 65 yrs.& old., incr.in suicide.ideat.& self harm in childr.und.18 yrs., mania/hypoman. hist./family hist.thereof, seroton.syndr.potent.with concom.serotonerg.meds & meds.imp.seroton. metabol., not recomm.with concom.seroton. precurs., discont.if seroton. syndr.occur, monit. rais. IOP/narr.-angl.glauc.risk, ischaem.card.events esp.in pts.with underly.card.risk fact., GI bleed.is an advers. react.of other SNRI’s, concom.prod. cont. venlaxafine HCl/desvenlafaxine, pre-exist. hypertens.contr.bef.init.ther., dos.reduct./discont. ther.in pts.with sustain.BP incr., underly.condits. poss.compromis.by incr.BP, CV/cerebrovasc./lipid metab. disords, ser.lipid monit.dur.ther., seiz. disords., bleed.predispos., vol.-deplet./dehydrat., discont.if interstit.lung dis./eosinophil. pneumon. suspect., elderly esp. ≥65 yrs., no data on risk/ benefit of electroconvuls.ther., excret.in breast milk, eval.S/E.bef.driv./perform. complicat.tasks, dos.reduct.recomm.in signific. ren.funct.impairm.

Interactions: Ser.advers.reacts.with MAOI’s, caut.with other CNS act.meds.as not eval., poss. seroton.syndr.esp.with other agents affect. serotonerg.neurotransmit.syst./meds.impair. seroton. metabol./seroton.precursors, avoid concom. alcoh., incr.expos.with potent CYP3A4 inhibits., incr.conc.of meds.metabol.by CYP2D6 & decr.conc.of CYP2D6 metabolites., low.expos.to meds.metabol.by CYP3A4, false-posit.urine immunoass.screen.tests for PCP & amphetamine

 XE "Deslafore XR" DESLAFORE XR, AI Pharm Ltd [P/S]
Desvenlafaxine succinate equiv.to desvenlafaxine

Indications: Maj.depress.disord.

(S5) EXTEND.REL.TABS, 52/1.2/0505, 0506

3004326-001: 50 mg; 28; R351,12
3004327-001: 100 mg; 28; R351,12
Dosage: Recomm.dos: 50 mg once dly.with max.100 mg/day. Grad.dos.incr.& at interv.of not less than 7 days.

When discont.taper dos.grad. If intol.sympts.occur follow.dos.decr/discont.consid.resum.the prev. prescrib.dos.subseq.contin.decr.dos.at more grad. rate.

Switch.pts.from other antidepress.incl. venlafaxine: Taper init.antidepress.dos.to minim. discontin.sympt.

Contraindications: Concom.MAOI’s incl.linezolid or within 14 days of discont.MAOI & 7 days bef. start.a MAOI, safety & effic.in childr.und.18 yrs not est., pregn.& lactat.

Side effects: Freq: Decr.appet., insomn., anx., abnorm.dreams, nervousn., decr.libido, anorgasm., irritabil., dizzin., headache, somnol., trem. paraesthes., dysgeus., att.disturbs., blurr.vis., mydrias., tinnit., vertigo, palpitat., tachycard., hot flus, incr.BP, yawn., naus., dry mouth, constipat., diarrh., vomit., hyperhidros., rash, musculoskelet. stiffn., erect.dysfunct., delay.ejaculat., ejaculat. fail., fatig., chills, fev., asthen., feel.jittery, incr. weight, decr.weight. Less freq: Hyponatraem., withdr.syndr., abnorm.orgasm, depersonalisat., hypoman., hallucinat.,syncope, convuls., dyston., angle-clos.glauc., myocard.ischaem./infarct., coron.occlus.,  seroton.syndr., orthostat. hypotens., periph.coldn., hypertens., epistax., pancreatit., GI bleed., alopec., photosens.react., Stev.-John. syndr., hypersens., angioed., urin.hestitat., proteinur., urin.retent., ejaculat.disord., sex. dysfunct., incr.ser.cholesterol., incr.bld.cholesterol & triglycerid., abnorm.LFT, incr.bld.prolact. Freq. not known:  Ac.pancreatit, post-part.haemmorh.
Warnings and special precautions: Observ.for clinic. worsen./suic.esp.init.& dur.dos.chang., monit. as for psych.& non-psych.disord.pts., consid. chang. therap. regim./discont.if sev.suicid. impuls.sympts. pres./when such sympts.are abrupt in onset/not part of pres.sympts., hostilit./suic. ideat. & self harm.report.in childr., mania/ hypoman. hist./family hist.thereof, not recomm. with concom.seroton. precursors, discont.if seroton. syndr./NMS like reacts.occur, monit. rais.IOP/narr.-angl.glauc.risk, ischaem.card.events esp.in pts.with underly.card.risk fact., monit. poss. discont.sympt., GI bleed.is an advers.react.of other SNRI’s, eval.S/E bef.driv./operat.machin., concom. prod.cont.venlaxafine HCl/desvenlafaxine, pre-exist. hypertens.contr.bef.init.ther., dos.reduct. /discont. ther.in pts.with sustain.BP incr., underly. condits. compromis.by incr.BP, postur.hypotens., CV/ cerebrovasc./lipid metab.disords, seiz. disords./ seiz.hist., monit. BP of pts.at risk/ser. lipids dur.ther., grad.withdr.& monit.pt., bleed. predispos., consid.discont.in symptomat. hyponatraem., vol.-deplet./dehydrat., elderly esp.≥65 yrs., concom.diurets., no studies for abuse potent., post part.haemorrh.risk, crosses human placenta, excret.in breast milk, dos. reduct. recomm. in signific.ren.funct.impairm., concom. warfarin., discont.if interstit.lung dis./ eosinophil. pneumon.suspect.

Interactions: Bleed.risk assoc.with concom. NSAID’s/aspir.& other meds.affect coagulat./ bleed., caut.with other CNS act.meds.as not eval., poss. seroton.syndr.esp.with other agents affect. serotonerg.neurotransmit.syst./meds.impair. seroton. metabol./seroton.precursors, avoid concom. alcoh., incr.expos.with potent CYP3A4 inhibits., incr.conc.of meds.metabol.by CYP2D6 & decr.conc.of CYP2D6 metabol., low.expos.to meds.metabol.by CYP3A4, midazolam AUC & Cmax decr., incr.tamoxifen & aripiprazole AUC, false-posit. urine immunoass.screen.tests for PCP & amphetamine

 XE "Dueloks" DUELOKS, Innovata Pharma [P/S]

Duloxetine

Indications: Depress.as defin.by DSM IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) DELAY.RELEAS.CAPS, A52/1.2/0921; 0922

3004434-001: 30 mg; 28; R159,60

3004435-001: 60 mg; 28; R159,60

Dosage: Depress: Init.& maint: 60 mg once dly.

Diabet.periph.neuropath.pain: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers.event rate high.

Contraindications: Pregn.& lactat., sev.hepat. impairm., advanc.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther.incl.moclobemide & linezolid, safety & effic.in childr.und.18 yrs.not est.

Side effects: Freq: Decr.appet., insomn., anorgasm., decr.libido, anx., sleep disords., abnorm. dreams, dizzin., headache, lethargy, somnol., trem., paraesthes., blurr.vis., tinnit., palpitats., incr.BP, hot flush., yawn., N&V, constipat., diarrh., dry mouth, dyspeps., flatul., abdom.pain, hyperhidros., rash, musculoskelet. pain, musc.sp., pollakiur., dysur., erect.dysfunct., ejaculat.disord., delay.ejaculat., falls, fatig., rigors, decr.weight. Less freq: Laryngit., anaphylact. react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, agitat., bruxism, disorientat., apathy, suicid.ideat., mania, hallucinat., aggress., anger, dysgeus., myoclon. akathis., nervousn., att.disturbs., dyskines., restless legs syndr., poor quality sleep, seroton. syndr., convuls., psychomot.restlessn., extrapyramid. sympts., mydrias., vis.disturb., glauc., vertigo, ear pain, tachycard., supra-ventric. arrhythm.main.atrial fibrillat., flush., periph.coldn., orthostat. hypotens., syncope, hypertens.cris., throat tightn., epistax., interstit.lung dis., eosinophil. pneum., gastroenterit., eructat., gastrit., stomatit., GI haemorrh., haematochez., breath odour, dysphag., microscop.colit., hepatit., jaund., incr. AST/ALT, ac.liv.inj., hepat.fail., night sweats, photosens., urticar., contact dermatit., cold sweat, Stev.Johns.syndr., angio-neurot.oed., cutan. vasculit., musc.tight./-twitch., trismus, urin. retent., urin. hestitat., noctur., polyur., decr.urine flow, abnorm.urine odour, sex.dysfunct., gynaecologic. haemorrh./ menstr.disord., menopaus. sympts., testicul.pain, galactorrh., hyperprolactinaem., post part.haemorrh., feel. abnorm./-hot/-cold, thirst, malaise, gait disturbs., chest pain, chills, incr.weight., incr.bld.creatine/ phosphokin./K+& cholesterol

Special warnings and precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., poss.change in therapeut.regim./discont.if sympts.sev./abrupt in onset/not part of pres.sympts., incr.suicid.ideat.& self harm report.in childr.& adolesc.und.18 yrs., mania hist., seiz., rais. IOP/ac.narr.-angle glauc. risk, ren./hepat.impairm., substant.alcoh.use, BP monit.in hypertens./other card.dis., concom. treatm. with other serotonerg.meds.that may affect serotonerg.&/ dopaminerg. neurotransmit. systs., concom. St John’s Wort, concom.anticoags. /meds. affect.platel.funct./bleed.tendenc., hyponatraem. risk pts.incl.elderly/cirrhot.or dehydrat. pts./diuret.ther., incr.dos.in pts.develop. akathis.poss.detriment., other duloxetine contain.products for diff.indicat.to be avoid., sex.dysfunct.sympts. may contin.despite discont., elderly, sucrose cont., epidemiolog.data suggests incr.persist.pulm. hypertens.in newborn partic.if used in late pregn., excret.in human milk, grad. withdr.& monit.pts.to minim.withdr. react. risk, 

Interactions: Seroton.syndr.risk with MAOI’s, seroton.syndr.with concom.serotonerg.meds.eg SSRI/SNRI/TCA’s/St John’sWort/triptans/ tramadol/ pethidine & tryptophan, incr.conc.with CYP1A2 inhibit., meds.with narr.therapeut.index predomin. metabol. by CYP2D6 syst., concom.CNS act.meds.incl.alcoh., incr.conc.of meds.high.bound to plasma prot., low.plasma conc.in smok.
 XE "Duleve" DULEVE, Zydus [P/S]

Duloxetine

Indications: Depress.as defin.by DSM IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) CAPS, 49/1.2/1198, 1199

3003191-001: 30 mg; 30; R173,90
3003192-001: 60 mg; 30; R173,90
Dosage: Depress: Init.& maint: 60 mg once dly.

Diabet.periph.neuropath.pain: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers.event rate high.

Contraindications: Pregn.& lactat., sev.hepat. impairm., sev.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther., safety & effic.in childr.und.18 yrs.not est.

Side effects: Freq: Decr.appet., insomn., agitat., anx., abnorm.dreams, headache, somnol., insomn., sedat., dizzin., trem., lethargy, paraesthes., blurr.vis., tinnit., palpitats., hot flush., incr.BP, yawn., N&V, constipat., diarrh., dry mouth, dyspeps., flatul., abdom.pain, incr.sweat., rash, musculoskelet.pain, musc.sp., pollakiur., dysur., erect.dysfunct., abnorm.orgasm, ejaculat.disord., delay.ejaculat., decr.libido, fatig., asthen., falls, decr.weight. Less freq: Anaphylact.react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, mania/hypoman., bruxism, disorientat., sleep disord., suicid.ideat., apathy, suicid. behav., hallucinat., aggress., anger, nervousn., restlessn., tens., dysgeus., dyskines., convuls., myoclon.akathis., attent.disturbs., restless legs syndr., poor quality sleep, seroton. syndr., psychomot.restlessn., extrapyramid. sympts., mydrias., vis.disturb., glauc., vertigo, ear pain, tachycard., supra-ventric.arrhythm.main.atrial fibrillat., periph.coldn., orthostat.hypotens., syncope, hypertens.cris., laryngit., throat tightn., epistax., gastroenterit., eructat., stomatit., GI haemorrh., breath odour, gastrit., dysphag., haematochez., microscop.colit., incr.AST/ALT, hepatit., hepat.fail., jaund., ac.liv.injur., night sweats, urticar., photosens.react., cold sweat, contact dermatit., prurit., Stev.-Johns.syndr., cutan. vasculit., musc.tight./twitch., myalg., musc. cramps., trismus, urin.retent., urin.hestitat., noctur., polyur., decr.urine flow, abnorm.urine odour, ejaculat.disord./erect.dysfunct., sex. dysfunct., gynaecologic.haemorrh./menstr.disord., menopaus.sympts., testicul.pain, galactorrh., hyperprolactinaem., feel.abnorm./-hot/-cold, chills, thirst, malaise, gait disturbs., incr.weight., incr.bld.creatine/phosphokin./K+ & cholesterol

Warnings and special precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., mania hist., bi-polar. disord.diagnos., rais.IOP/ac.narr.-angle glauc.risk, monit.bld.press.in hypertens./card.dis. pts., mild to mod.ren.& hepat.impairm., concom.treatm.with other serotonerg.meds.that may affect serotonerg. &/dopaminerg. neurotransmit.systs., concom. St John’s Wort, concom.anticoags./meds affect. platel. funct./bleed.tendenc., hyponatraem.risk pts.incl. elderly/cirrhot.or dehydrat.pts./diuret. ther., grad. withdr., elderly, incr.dos.in pts. develp.akathis.poss.detriment., other meds.assoc. with hepat.injury, substant.alcoh.use, fruct.intol., glucose-galact.malabsorpt., sucrase-isomalt. insuffic., concom.CNS act.meds.incl. alcoh./ sedat.

Interactions: Concom MAOI/within 14 days of MAOI discont./init.MAOI < 5 days aft.discont. duloxetine, poss. seroton.syndr.with other meds. with serotonerg.activ., meds.with narr.therapeut. indic.predomin.metabol.by CYP2D6 syst., CYP2D6 inhibit.incr.conc., concom.meds.high.bound to plasma prot. may incr.free conc.of either med.incr. conc.with CYP1A2/ CYP2D6 inhibit., low.plasma conc.in smokers.

 XE "Duloxetine XR Biotech" DULOXETINE XR BIOTECH, Biotech [P/S] 

Duloxetine

Indications: Depress.as defin.by DSM IV criter., diabet.periph.neuropath.pain (DPNP) 

(S5) CAPS, 50/1.2/0849, 0850

3006198-001: 30 mg, 30, R162,77
3006199-001: 60 mg, 30, R162,77
Dosage: Depress.: Init.& maint: 60 mg once dly. DPNP: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers.event rate high.

Contraindications: Safety in pregn.& lactat.not est., sev.hepat.impairm., ren. imp.(creatinine clear.<30 ml/min.), MAOI ther., S&E in childr.<18 yrs.not est.

Side effects: Freq.: Decr.appet., insomn., agitat., libido decr., anx., orgasm abnorm., abnorm. dreams, headache, somnol., dizzin., lethargy, trem., paraesth., blurr.vis., tinnit., palpits., BP incr., flush., yawn., nausea, dry mouth, constip., diarrh., abdom. pain, dyspeps., flatul., sweat incr., rash, musculosk.pain, muscle sp., fatigue, falls, chest pain, feel abnorm., weight decr., dysur., pollakiur., erect.dysfunct., ejaculat. disord., delay. ejaculat. Less freq.: Laryngit., anaphylact. react., hypersens., hypothyroid., hyperglycaem., dehydrat., hyponatraem., SIADH, sleep disord., bruxism, disorient., apathy, suicid. ideat./ behav., mania, hallucinat., aggress.& anger, myoclon., akathis., nervousn., atten.disturbs., dysgeus., dyskines., restless legs syndr., poor qual. sleep, seroton.syndr., convuls., psychomot. restless., extrapyramid. sympt., mydrias., vis. impair., glauc., vertigo, ear pain, tachycard., supraventr. dysrhythm., syncope, hypertens. crisis, orthostat. hypotens., periph. coldn., throat tightn., epistax., interstit. lung dis., eosinophil. pneum., GI haemorrh., gastroenterit., eructat., gastrit., dysphag., stomatit., haematochez., breath odour, microscop.colit., hepatit., jaund., AST/ ALT/ bilirubin incr., ac.liv.inj., hep.fail., night sweats, urticar., contact dermatit., cold sweat, photosens. react., incr. tendency to bruise, SJS, angioneurot.oed., cutan.vasculit., muscle tightn./-twitch., trismus, dysur., pollakiur., urin. retent./ hesitat., noctur., polyur., decr.urine flow, abnorm.urine odour, gynaecol.haemorrh., menstr. disord., sexual dysfunct., testicul. pain, menopausal sympt., galactorrh., hyperprolactinaem., postpart.haemorrh., feel cold/ hot, thirst, malaise, gait disturbs., chills, creatine phosphok. incr., K+ & cholesterol incr.

Special warnings and precautions: Worsen.depress./ emerg.suicide ideat./-behav.risk in maj. depress./ other psych./ non-psych disords., monit. pts.esp.dur. early ther.& dos.chang.for clinic. worsen./ suicid.ideat./ behav., consid.chang. regimen/ discont.if emerg.sympts.sev./ abrupt onset/ not part of pres.sympts., incr.suicid.ideat.& self harm report.in childr.& adolesc.<18 yrs., mania hist., seiz., rais. IOP/ ac.narr.-angle glauc.risk, ren./ hep.impairm., substant.alcoh.use, BP monit.in hypertens./ other card.dis., uncontroll.hypertens., concom.treatm. with other serotonerg.meds.that may affect serotonerg.&/ dopaminerg. neurotransmit.systs., concom.St.John’s Wort, concom.anticoags. /meds. affect.platel.funct./ bleed.tendenc., hyponatraem. risk pts.incl.elderly/ cirrhot.or dehydrat.pts./ diuret.ther., elderly, incr.dos.in pts.develop. akathis.poss.detriment., other duloxetine products for diff.indicat.to be avoid., sex.dysfunct.sympts.may contin.despite discont., sucrose cont., grad. withdr.& monit.pts.to minim.withdr.react.risk, epidemiolog.data suggests incr.persist. pulm. hypertens.in newborn partic.if used in late pregn., excret.in human milk.

Interactions: Seroton.syndr.risk with MAOI’s, seroton.syndr.with concom. serotonerg.meds.eg SSRI/ SNRI/ TCAs/St.John’s Wort/ triptans/ tramadol/ pethidine & tryptophan, incr.conc.with CYP1A2 inhibit., meds.with narr. therapeut.index predomin. metabol. by CYP2D6 syst., incr.conc.with CYP2D6 inhibit., concom.CNS act.meds.incl.alcoh., incr.conc.of meds.high.bound to plasma prot., low.plasma conc.in smok., incr.bleed risk with oral anticoags./ antiplatelet meds.

 XE "Dulta" DULTA, Pharma Dynamics [P/S]

Duloxetine hydrochloride

Indications: Depress.as defin.by DSM IV criter., diabet. periph.neuropath.pain (DPNP)

(S5) DELAY.RELEASE CAPS, A46/1.2/0889, 0890

723857-001: 30 mg, 30, R185,90
723858-001: 60 mg, 30, R185,90
Dosage: Depress: Init: 60 mg once dly.

Diabet.periph.neuropath.pain: Init.dos: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic.statist.not diff.and advers. event rate high.

Contraindications: Pregn.& lactat., sev. hepat. impairm., sev.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther.incl.linezolid, uncontr.narr.angle glauc., uncontrol.hypertens., childr.und.18 yrs., concom.potent CYP1A2 inhibit.fluvoxamine/ciprofloxac.or enoxacin.

Side effects: Freq: Decr.appet., insomn., agitat., anx., abnorm.dreams, headache, somnol., insomn., sedat., dizzin., trem., lethargy, paraesthes., blurr.vis., tinnit., palpitats., hot flush., incr.BP, yawn., N&V, constipat., diarrh., dry mouth, dyspeps., flatul., abdom.pain, incr.sweat., rash, musculoskelet.pain, musc.sp., pollakiur., dysur., erect.dysfunct., ejaculate.disord., delay.ejaculat., decr.libido, fatig., asthen., falls, de cr.weight. Less freq: Anaphylact.react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, mania/hypoman., bruxism, disorientat., disorientat., sleep disord., suicid.ideat., apathy, suicid.behav., hallucinat., aggress., anger, nervousn., restlessn., tens., dysgeus., dyskines., convuls., myoclon.akathis., att.disturbs., restless legs syndr., poor quality sleep, seroton.syndr., psychomot.restlessn., extrapyramid.sympts., mydrias., vis.disturb., glauc., vertigo, ear pain, tachycard., supra-ventric.arrhythm.main.atrial fibrillat., periph.coldn., orthostat.hypotens., syncope, hypertens.cris., laryngit., throat tightn., epistax., gastroenterit., eructat., stomatit., GI haemorrh., breath odour, gastrit., dysphag., haematochez., microscop.colit., incr.AST/ALT, hepatit., hepat.fail., jaund., ac.liv.inj., night sweats, urticar., photosens.react., cold sweat, contact dermatit., prurit., Stev.-Johns.syndr., cutan. vasculit., musc.tight./twitch., myalg., musc. cramps., trismus, urin.retent., urin.hestitat., noctur., polyur., decr.urine flow, abnorm.urine odour, abnorm.orgasm, ejaculat.disord./ erect. dysfunct., sex.dysfunct., gynaecologic.haemorrh./ menstr.disord., menopaus.sympts., testicul.pain, galactorrh., hyperprolactinaem., feel.abnorm. /-hot/-cold, chills, thirst, malaise, gait disturbs., incr. weight., incr.bld.creatine/phosphokin./K+& cholesterol
Warnings and special precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., mania hist., bi-polar.disord.diagnos., rais. IOP/ac.narr.-angle glauc.risk, mild to mod.ren.impairm., other meds.assoc.with hepat.injury, substant.alcoh.use, condits.comprom.by incr.heart rate/incr.BP., incr.dos.in pts. develp.akathis.poss.detriment., concom.treatm.with other serotonerg.meds.that may affect serotonerg.&/dopaminerg. neurotransmit. systs., hyponatraem.risk pts.incl. elderly/cirrhot.or dehydrat.pts./diuret.ther., concom. St John’s Wort, concom.anticoags./meds affect.platel.funct./bleed.tendenc., elderly, grad. withdr.& monit.pts.to minim.withdr.react.risk, may aff. glycaem. control in pts.with diab.mellit., lactos. intol., excret.in milk of lactat.rats.
Interactions: Incr.conc.with CYP1A2/ CYP2D6 inhibit., low.plasma conc.in smok., meds.with narr.therapeut.indic.predomin.metabol.by CYP2D6 syst., concom.CNS act. meds.incl. alcoh./those with sedat.propert./ serotonerg. meds./MAOI’s/St John’s Wort/ triptans, concom.meds.high.bound to plasma prot. may incr.free conc.of either med.

 XE "Duzela" DUZELA, Ranbaxy [P/S]

Duloxetine hydrochloride

Indications: Depress.as defin.by DSM IV criter., diabet. periph.neuropath.pain (DPNP)

(S5) GASTRO-RESIST. CAPS, 48/1.2/0680, 0681

3002891-001: 30 mg, 30, R111,52
3002892-001: 60 mg, 30, R111,52
Dosage: Depress: Init: 60 mg once dly.

Diabet.periph.neuropath.pain: Init.dos: 60 mg once dly.

Dos.up to 120 mg/day have been used but effic. statist.not diff.and advers. event rate high.

Contraindications: Pregn.& lactat., sev. hepat. impairm., sev.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther.incl.linezolid, uncontr.narr.angle glauc., uncontrol.hypertens., childr.und.18 yrs., concom. potent CYP1A2 inhibit.fluvoxamine/ ciprofloxac. or enoxacin.

Side effects: Freq: Decr.appet., insomn., agitat., anx., abnorm.orgasm, abnorm.dreams, headache, somnol., sedat., dizzin., trem., lethargy, paraesthes., blurr.vis., tinnit., palpitats., hot flush., incr.BP, yawn., N&V, constip., diarrh., dry mouth, dyspeps., flatul., abdom.pain, incr.sweat., rash, musculoskelet.pain, musc.spasm., pollakiur., dysur., erect.dysfunct., ejaculat.disord., delay. ejaculat., decr.libido, fatig., asthen., falls, decr. weight. Less freq: Anaphylact.react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, mania/hypoman., bruxism, disorientat., sleep disord., suicid.ideat., apathy, suicid. behav., hallucinat., aggress., anger, nervousn., restlessn., tens., dysgeus., dyskines., convuls., myoclon., akathis., att.disturbs., restless legs syndr., poor quality sleep, seroton.syndr., psychomot.restlessn., extrapyramid.sympts., mydrias., vis.disturb., glauc., vertigo, ear pain, tachycard., supra-ventric.arrhythm.main.atrial fibrillat., periph.coldn., orthostat.hypotens., syncope, hypertens./hypertens.cris., laryngit., throat tightn., epistax., eosinophil.pneumon., gastroenterit., eructat., stomatit., GI haemorrh., breath odour, gastrit., dysphag., haematochez., microscop.colit., incr.AST/ALT/billirub., hepatit., hepat.fail., jaund., ac.liv.injur., night sweats, urticar., photosens.react., cold sweat, contact dermatit., prurit., Stev.-Johns.syndr., cutan. vasculit, angioneurot.oed., incr.bruis., musc.tight./ twitch., myalg., musc. cramps., trismus, urin. retent., urin.hestitat., noctur., polyur., decr.urine flow, abnorm.urine odour, sex.dysfunct., gynaecologic. haemorrh./ menstr.disord., menopaus. sympts., testicul.pain, galactorrh., hyperprolactinaem., postpart. haemorrh., chest pain, feel.abnorm. /-hot/-cold, chills, thirst, malaise, gait disturbs., incr.weight., incr.bld. creatine/phosphokin./K+& cholesterol

Warnings and special precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts. esp.dur.early ther.& dos.chang.for clinic. worsen./suicid.ideat./behav., mania/seiz. hist., bi-polar.disord.diagnos., rais. IOP/ac.narr.-angle glauc. risk, mild to mod.ren./hepat.impairm., other meds.assoc.with hepat.injury, substant.alcoh.use, monit.BP in pts. with known hypertens./other card.dis.,  condits.comprom.by incr.heart rate/ incr.BP., discont./taper dose.in pts.exper. sustain. elevat.BP., concom.meds.affect.metabol.of Duzela., incr.dos.in pts. develp.akathis.poss. detriment., concom.treatm.with other serotonerg. meds.that may affect serotonerg.&/dopaminerg. neurotransmit. systs., hyponatraem.risk pts.incl. elderly/ cirrhot.or dehydrat.pts./diuret.ther., poss. incr. adverse effs.with concom. St John’s Wort, concom. anticoags./meds affect.platel.funct./pts. with known bleed.tendenc., elderly, grad.withdr.& monit.pts.to minim.withdr.react.risk, may aff. glycaem. of diab.mellit., sucrose. intol., excret.in milk of lactat.rats.

Interactions: Incr.conc.with CYP1A2/CYP2D6 inhibit., low.plasma conc.in smok., meds.with narr. therapeut.indic.predomin.metabol.by CYP2D6 syst., concom.CNS act. meds.incl. alcoh./those with sedat.propert./serotonerg.meds./tricyclics/ MAOI’s/St John’s Wort/triptans, concom.meds. high. bound to plasma prot. may incr.free conc.of either med.

 XE "Efegen XR" EFEGEN XR, Ranbaxy [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent.

(S5) CAPS, 42/1.2/0423, 0424

715254-001: 75 mg, 30, R282,80
715256-001: 150 mg, 30, R512,46
Dosage: Admin.with food. Swallow whole. Do not divide/crush/chew. 

Usual recomm.dos: 75 mg once dly. Incr.to 150 mg once dly.if necess.

Sev.depress.hospitalis.pts: Start.dos.150 mg/ day incr.by 75 mg every 2-3 days until.desir. respons. Max.recomm.dos: 375 mg/day reduc. dos. grad.to usual dos.accord.to pt.respons.& tol.

Contraindications: Childr.und.18 yrs., pregn.& lactat., concom.MAOI’s
Side effects: CNS effs.incl.convuls., GI disturbs., abnorm.ejaculat./orgasm, sweat., asthen., ecchymos., weight gain/loss, ser. cholesterol changes, decr.libido, paraesthes., dry mouth, depersonalisat., abnorm.think., abnorm. vis./ accommodat., mydrias., tinnit., hypertens., palpitat., tachycard., vasodilat., post.hypotens., oed., pharyngit., rhinit., yawn., bronchit., dyspn., taste pervers., rash, prurit., myalg., arthralg., impot., urin.freq., urin.retent., imp.urinat., migraine, abdom/back/neck & chest pain.

Special precautions: Suic.risk esp.in depress., observ.for clinic.worsen./suic.esp. init.& dur.dos. chang., monit.as for psych.& non-psych.disord. pts., consid.chang.therapeut.regim/discont.if sev. suicid.impuls.sympts. pres./when such sympts. are abrupt in onset/ not part of pres.sympts., grad. withdr., other concom.meds.with serotonerg. effs., concom.alcoh.not advis., monit. elderly tak.concom.cimetidine, excret.in breast milk, ren./hepat. impairm., re-assess long term treatm.periodic., hostility/suicide ideat.& self harm.report.in childr., seiz.hist., monit.BP of pts. at risk, mania hist.as activat.of mania/hypoman. report., weight loss in already underweight depress. pts., dis./condits.affect. haemodynam. respons./ metabol., underly.condits.poss. comprom. by incr. heart rate, 

Drug interactions: Sev.reacts.incl.death with init. ther.soon aft.MAOI discont./init.of MAOI ther. soon aft.venlafaxine discont., decr.in AUC & Cmax.of indinavir, anti-coag.eff.of warfar. potent., decr. clear.& incr.in AUC & Cmax. of haloperidol but no change in half-life, AUC of risperidone incr. but total act.moiety pharmacokinet. profile not signific.alt.

 XE "Efexor XR" EFEXOR XR, (Viatris Healthcare) Upjohn [P/S] 
Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent., gen.anx. disord., soc.anx.disord.where effectiven.of treatm. not demonstrat.for more than 12 wks.

(S5) CAPS, [P/S] 32/1.2/0318, 0319.

852937-008: 75 mg, 30, R515,61

852945-019: 150 mg, 30, R1 013,40

Dosage: Admin.with food. Taper.achiev.by dly. dos. reduc.of 75 mg at 1-wk interv.with period requir. depend.on dos./durat.& indiv.pt. Assess long term ther.need periodic.
Usual recomm.dos: 75 mg once dly. Incr.to 150 mg once dly.aft.sever.wks.if further clinic. improvem.reqd. If necess.dos.can be further incr. to 225 mg once dly. Dos.increm.should be made at interv.of approxim.2 wks.or more but not less than 4 days. Dos.for depress.pts.may be furth.incr.to 375 mg once dly.if need.

Contraindications: Concom.MAOI/within 14 days of MAOI discont./init.MAOI 7 days aft.discont. venlafaxine, childr.und.18 yrs., safety dur.pregn.& lactat. not est.

Side effects: Serotonin syndr.(potent.life threaten.), asthen., CNS effs.incl.hallucinat./ man.react.& convuls., pain, abdom/back & chest pain, photosens., hypertens., vasodilat., post. hypotens., syncope, tachycard., GI disturbs.incl.GI haemorrh., decr.appetite, ecchymos., incr.ser. cholesterol, weight gain/loss, abnorm.dreams, decr. libido, dry mouth, hyperton., paraesthes., trem., apathy, myoclon., yawn., rash, accommodat. abnorm., mydrias., vis.disturbs., alt.taste, abnorm. ejaculat./orgasm, anorgasm., erect.dysfunct., imp. urinat., urin.retent., chills, angioed., anaphylax., palpitat., hypotens., QT prolongat., ventric. fibrillat./tachycard.incl.torsades de pointes, pancreatit., muc.membr.bleed., prolong.bleed.time, thrombocytopen., bld.dyscras., abnorm.LFT, hyponatraem., hepatit., SAIDH, incr.prolact., rhabdomyolys., myalg., NMS, serotonerg.syndr., extrapyramid.reacts., tard.dyskines., aggress., amnes., anx., depress., emot.labil., hyopaesthes., abnorm.think., trismus, pulm.eosinophil., pharyngit., rhinit., sweat., alopec., erythem. multiforme, Stev.John.syndr., prurit., tox.epiderm. necrolys., tinnit., angle clos.glauc., menstrual disords., incr.urin.freq., urin.incontin.

Warnings and special precautions: Observ.for clinic.worsen./ suic.esp.init.& dur.dos.chang., suic. known risk in depress.& other psych.disords & antidepress.shown to incr.risk in childr./adolesc.& young adults (18-24 yrs), concom.meds.affect. serotonerg.neurotransmitt.syst., monit.rais.IOP/ pts.at risk of narr.angle glauc., monit.other psych.& non-psych.disord.pts., consid.chang.therapeut. regim/discont.if psych. sympts.occur which are sev./ abrupt in onset/ not part of pres.sympts., grad. withdr., recent.MI/ unstable heart dis., monit. BP, control pre-exist.hypertens.bef.init.ther., underly.condits. compromis.by incr.BP, incr.heart rate, convuls.hist., hist./fam.hist.of bi-polar disord., aggress.hist., vol.deplet./dehydrat. pts., elderly, concom.diuret., predisposit.to skin/ muc.membr. bleed., concom.anticoag./platelet inhibit., pts.to report rash/hives/relat.allerg.phenom., not indic. for weight loss alone/in combinat.with weight loss agents, meas.ser.cholester.lev.with prolong. treatm., ability to drive/operate machinery, concom. CNS-act.meds., concom.serotonin precursors not recomm., complicat.in neonates expos. late in 3rd trimmest., excret.in human milk, ren./ liv.impairm., safety & effic.beyond 1 yr not demonstrat., re-assess long term treatm.periodic.

Drug interactions: Decr.in AUC & Cmax.of indinavir, ment.& motor skills impair.by ethanol, incr.in AUC & Cmax. but no change in half-life of haloperidol, cimetid.inhibits.1st-pass metabol., desipramine AUC/Cmax.& Cmonincr., high.venlafax plasma conc.with ketoconazole, metoprolol plasma conc.incr.reduc.BP low.eff., AUC of risperidone incr. but total act.moiety pharmacokinet.profile not signific.alt., concom.meds.inhibit.CYP2D6 & CYP3A4 enzymes incr.plasma conc.

 XE "Exlov XR" EXLOV XR, Pharma Dynamics [P/S]

Desvenlafaxine benzoate equiv.to desvenlafaxine

Indications: Maj.depress.disord.
(S5) EXTEND.REL.TABS, A51/1.2/0009, 0010

3002750-001: 50 mg, 30, R401,27
3002751-001: 100 mg, 30, R401,27
Dosage: Recomm.dos: 50 mg once dly.with max.100 mg/day. Grad.dos.incr.& at interv.of not less than 7 days.

When discont.taper dos.grad. If intol.sympts.occur follow.dos.decr/discont.consid.resum.the prev. prescrib.dos.subseq.contin.decr.dos.at more grad. rate.

Switch.pts.from other antidepress.incl. venlafaxine: Taper init.antidepress.dos.to minim. discontin.sympt.

Contraindications: Concom.MAOI’s incl.linezolid or within 14 days of discont.MAOI & 7 days bef. start.a MAOI, safety & effic.in childr.und.18 yrs not est., pregn.& lactat.

Side effects: Freq: Decr.appet., insomn., anx., abnorm.dreams, nervousn., decr.libido, anorgasm., irritabil., dizzin., headache, somnol., trem. paraesthes., dysgeus., att.disturbs., blurr.vis., mydrias., tinnit., vertigo, palpitat., tachycard., hot flus, incr.BP, yawn., naus., dry mouth, constipat., diarrh., vomit., hyperhidros., rash, musculoskelet. stiffn., erect.dysfunct., delay.ejaculat., ejaculat. fail., atig., chills, fev., asthen., feel.jittery, incr.weight, decr.weight. Less freq: Hyponatraem., withdr.syndr., abnorm.orgasm, depersonalisat., hypoman., hallucinat.,syncope, convuls., dyston., extrapyramid.disord., dyskines., seroton.syndr., stress cardiomyopathy, orthostat. hypotens., periph.coldn., epitax., ac.pancreatit., alopec., photosens.react., angioed., urin.hestitat., proteinur., urin.retent., ejaculat.disord., sex. dysfunct., incr.bld.cholesterol & triglycerid., abnorm. LFT, incr.bld.prolact. Freq.not known: Stev.-John.syndr.
Warnings and special precautions: Observ.for clinic. worsen./suic.esp.init.& dur.dos.chang., monit. as for psych.& non-psych.disord.pts., consid. chang. therap. regim./discont.if sev.suicid. impuls.sympts. pres./when such sympts.are abrupt in onset/not part of pres.sympts., hostilit./suic. ideat. & self harm.report.in childr., mania/ hypoman. hist./family hist.thereof, not recomm. with concom.seroton. precursors, discont.if seroton. syndr./NMS like reacts.occur, monit. rais.IOP/narr.-angl.glauc.risk, ischaem.card.events esp.in pts.with underly.card.risk fact., monit. poss.discontin.sympt., GI bleed.is an advers.react. of other SNRI’s, eval.S/E bef.driv./operat.machin., concom.prod.cont.venlaxafine HCl/desvenlafaxine, pre-exist. hypertens.contr.bef.init.ther., dos.reduct. /discont. ther.in pts.with sustain.BP incr., underly. condits. compromis.by incr.BP, postur.hypotens., CV/cerebrovasc./lipid metab./seiz.disords., monit. BP of pts.at risk/ser.lipids dur.ther., grad.withdr.& monit. pt., bleed.predispos., vol.-deplet./dehydrat., elderly esp.≥65 yrs., concom.diurets., no studies for abuse potent., post part.haemorrh.risk incr.in mothers expos.to SNRI ther.in last mnth of pregn., crosses human placenta, excret.in breast milk, dos. reduct.recomm.in signific.ren.funct.impairm.
Interactions: Bleed.risk assoc.with concom. NSAID’s/aspir.& other meds.affect coagulat./ bleed., caut.with other CNS act.meds.as not eval., poss. seroton.syndr.esp.with other agents affect. serotonerg.neurotransmit.syst./meds.impair. seroton. metabol./seroton.precursors, avoid concom. alcoh., high.Exlov expos.with potent CYP3A4 inhibits., incr.conc.of meds.metabol.by CYP2D6 & decr.conc.of CYP2D6 metabol., low. expos. to meds.metabol.by CYP3A4, incr.tamoxifen & aripiprazole AUC, decr.endoxifen AUC.
 XE "Exsira" EXSIRA, Pfizer [P/S] 
Desvenlafaxine succinate equiv.to desvenlafaxine

Indications: Maj.depress.disord.
(S5) EXTEND.REL.TABS, 42/1.2/0935, 41/1.2/0427

720594-001: 50 mg, 28, R468,15
720595-001: 100 mg, 28, R468,15
Dosage: Recomm.dos: 50 mg once dly.with max. 100 mg/day. Grad.dos.incr.& at interv. of not less than 7 days. Switch.pts.from other antidepress. incl. venlafaxine: Taper init. antidepress.dos.to minim. poss.discontin.sympt.

Contraindications: Concom.MAOI’s, venlafaxine hypersens., safety & effic.in childr.und.18 yrs not est., safety in pregn. & lactat.not est.

Side effects: V.common: Insomn., dizzin., headache, naus., dry mouth, constipat., hyperhidros. Common: Decr.appet., anx., abnorm. dreams, nervousn., decr.libido, anorgasm., somnol., trem., paraesthes., dysgeus., disturb.in attent., vertigo, blurr.vis., mydrias., tinnit., palpitats., tachycard., hot flush, yawn., diarrh., vomit., rash, musculoskelet.stiff., erect.dysfunct., delay. ejaculat., ejaculat.fail., fatig., chills, asthen., feel. jittery, irritabil., incr./decr.weight, incr.BP. Uncommon: Hypersens., withdraw.syndr., abnorm. orgasm, depersonalisat., syncope, orthostat. hypotens., peripher.coldn., epistax., alopec., urin.hesitat./retent., proteinur., ejaculat. disord., sex.dysfunct., incr.bld.cholester./ bld. triglycerids/ bld.prolactin, abnorm.LFT. Rare: Hyponatraem., hypoman., hallucin., convuls., dyston., photosens.react., angioed. Unknown freq: Stev.-Johns.syndr., postpart.haemorrh., ac. pancreatit.
Warnings and special precautions: Excret.in breast milk, alert dr.to pregn./plan.pregn., hostilit./ suic.ideat.& self harm.report.in childr., ischaem. card. events esp.in pts.with underly.card.risk fact., pre-exist. hypertens.contr.bef.init.ther., monit.BP of pts.at risk/ser.lipids dur.ther., dos.reduct./ discont. ther.in pts.with sustain.BP incr., underly. condits. compromis.by incr.BP, postur.hypotens., seiz. disord.hist., grad.withdr.& monit.pt., predispos. to bleed., incr.risk of postpart. haemorrh., vol.-deplet./dehydrat., elderly esp. ≥65 yrs., concom.diurets., observ.for clinic. worsen./ suic.esp.init.& dur.dos.chang., monit.as for psych.& non-psych.disord.pts., consid.chang. therap. regim./discont.if sev.suicid.impuls.sympts. pres./when such sympts.are abrupt in onset/not part of pres. sympts., mania/hypoman.hist./family hist. thereof, not recomm.with concom.seroton. precurs./ serotonerg.meds., monit.rais.IOP/narr.-angl.glauc.risk, concom.CNS-act.meds., concom. alcoh. not advis., sev.ren.funct.impairm., CV/ cerebrovasc./lipid metab./seiz.disords., monit. poss. discont.sympt., grad.dos.reduct., no studies for abuse potent., bleed.predispos., concom.prod. cont.venlaxafine HCl, consid.interstit.lung dis./ eosinophil.pneum. in pts.pres.with progress.dyspn. / cough/chest discomf.

Interactions: Poss.seroton.syndr.esp.with other agents affect.serotonerg.neurotransmit.syst./ meds. impair.seroton.metabol./seroton. precursors, sev.reacts.incl.death with init.ther. soon aft.MAOI discont./init.of MAOI ther.soon aft. desvenlafaxine discont., high.Exsira expos.with potent CYP3A4 inhibits., incr.tamoxifen & aripiprazole AUC, decr.endoxifen AUC, low.expos. to meds.metabol.by CYP3A4, incr.conc.of meds. metabol.by CYP2D6 & decr.conc. of CYP2D6 metabolit

See also MDR page 652.
 XE "Illovex XR" ILLOVEX XR, Pharma Dynamics [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent., gen.anx. disord., soc.anx. disord.where treatm.effic.not demonstrat. for more than 12 wks.

(S5) XR TABS, A48/1.2/0910; 0911; 0912; 0913; A53/1.2/0467
3004105-001: 37,5 mg, 30, R110,86
3004106-001: 75 mg, 30, R131,73
3004107-001: 150 mg, 30, R224,68
3004108-001: 225 mg, 30, R355,94
3004109-001: 300 mg, 30, R355,94
Dosage: Admin.with food at more or less same time each day, morn.or even. Swallow whole. Do not div/crush/chew/ dissolve. Re-assess periodic.need for long term ther. Unknown if dos.need.to induc.remiss.is identic.to maint.dos.

Usual recomm.dos: 75 mg once dly. Incr.to 150 mg once dly.aft.sever.wks.if reqd. May be incr.furth.in dly.incr.of 75 mg/day to 225 mg once dly. Interv.of 2 wk or more but not less than 4 days betw.dos.increm. Dos.for depress.pts.may be furth.incr.if need.to 375 mg once dly.

Contraindications: Concom.MAOI’s, uncontrol. hypertens., high risk of ser.ventric.arrhythm., unstable epilep., in childr.und.18 yrs., pregn.& lactat.

Side effects: Freq: Incr.ser.cholesterol, weight loss, decr.appetite, insomn., abnorm.dreams, nervousn., decr.libido, anx., agitat., depersonalisat., dizzin., hyperton., trem., paraesthes., headache, somnol., sedat., akathis., dysgeus., mydrias., accommodat.disord.incl.blurr. vis., tinnit., palpitat., tachycard., hypertens., hot flush., dos.relat.incr.BP, dyspn., yawn., N&V, dry mouth, constip., anorex., diarrh., dyspeps., abdom. pain, dry mouth, sweat., prurit., hyperhidros., rash, arthralg., hyperton., paraesthes., myalg., urin. hesitat.& freq., pollakiur., abnorm./ejaculat. orgasm, erect.dysfunct., sex.dysfunct., asthen., pain, back/chest pain, chills., fev. Less freq: Ecchymos., haemorrh.incl.GI bleed., alt.taste, hyponatraem., weight gain, apathy, hallucinat., manic react., man.activat., hypoman., derealisat., myoclon., convuls., dysarthr., syncope, bal.disord., abnorm.co-ordinat., dysrhythm., ECG QT prolongat., ventric.fibrillat, ventric.tachycard. incl.Torsade de Pointes, postur.hypotens., syncope, interstit.lung.dis., pulm.eosinophil., bruxism, pancreatit., revers.LF incr., hepatit., alopec., angoied., erythema multiforme, Stev.-John.syndr., urticar., photosens., tox.epiderm.necrolys., atax., musc.sp., rhabdomyolys., urin.retent., urin. incontin., abnorm.fem.orgasm, galactorrh., menstr. changes, menorrhag. Freq.unknown: Mucos membr. bleed., prolong.bleed.time, thrombocytopen., agranulocytos., aplast.anaem., pancytopen., neutropen., inappropr.antidiuret. hormon.secret., incr.prolact., delirium, abnorm. think., aggress., amnes., depress., emot lability, suicid. ideat., suicid.behav., seroton.syndr., NMS, dyston., tard.dyskines., hypoaesthes., trismus, angl. clos.glauc., vertigo., hypotens., pharynginit., rhinit., incr.appet., eructat., flatul., abnorm.LFT, incr./irreg.menstr.bleed., post partum haemorrh., anaphylax., angioed.

Special warnings and precautions: Suic.risk esp.in depress., observ.for clinic.worsen./suic.esp. init.& dur.dos. chang., caref.monit.of pts.with suicid.relat.event hist./exhibit.of suidic.ideat.prior to ther.commenc., incr.suicid.behav.risk in pts.less than 25 yrs., monit.as for psych.& non-psych. disord.pts., consid. chang.therap.regim./discont.if sev.suicid. impuls.sympts.pres./when such sympts. are abrupt in onset/ not part of pres.sympts., grad. withdr. & monit.pt., other concom.meds.with serotonerg. effs./affect.sertonerg.&/dopaminerg. neurotransmitt.syst, narr.angl.glauc.risk/rais.IOP, rec.MI hist./unstabl.heart dis., ser.card.dysrhythm. monit.BP of pts.at risk, control pre-exist.hypertens. bef.init.treatm., underly.condits.poss.comprom.by incr.heart rate, seiz. hist., avoid in unstable epilep., discont.in case of seiz.developm., bipolar hist./ fam. hist.as mania/hypoman.report., hist of aggress., elderly/dehydrat. pts./concom.diurets., predispos. bleed. risk incl.concom.anticoags.& platel. inhibit.& incr.post-partum haemorrh.risk, allerg.sympt., not recomm. for weight loss alone/in combinat with other meds., monit.ser.cholester. dur. longt.ther., mod.to sev.ren.impairm., mild to mod.hepat. impairm., detriment.to incr.dos.when akathis./ psychomot.restlessn.exper., dent.hygiene emphas. due to incr.caries risk, poss.insul./anti-diabet.med. dos.adjustm., hostility/suic.ideat.& self harm. report.in childr., lact.intol., metoprolol co-admin., excret.in human milk, alert dr.to pregn./ plan. pregn., ability to drive/perform complicat. tasks.
Interactions: Sev.reacts.incl.death with init.ther. soon aft.MAOI discont./init.of MAOI ther.soon aft. venlafaxine discont., concom.CNS-act.meds not eval., poss.seroton.syndr.with concom.meds. affect. serotonerg.neurotransmitt.syst./meds.that imp.seroton.metabol./seroton.precurs./seroton. antagon., seroton.syndr.signs with IV metoclopramide, incr.ser.conc.with antidysrhythm., S/E report.with concom.co-amoxiclav., NMS with antipsychot., decr.in AUC & Cmax.of indinavir, concom. meds. known to affect platel.funct., concom. alcoh.not advis., decr.clear.& incr.in AUC & Cmax.of haloperidol, first pass metab.inhib.by cimetidine, desipramine AUC, Cmax & Cmin incr., incr. plasma conc.in extens./poor CYP2D6 metabol.with ketoconazole, metoprolol plasma conc.incr., AUC of risperidone incr., plasma conc.incr.with CYP2D6 & CYP3A4 inhibit.

 XE "Odiven" ODIVEN, Zydus [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., pts.respond.to 6 mnths relapse prevent., recurr.prev.
(S5) TABS, 41/1.2/0440, 0442

710972-001: 37,5 mg, 60, R210,24
710973-001: 75 mg, 60, R210,24
Dosage: Admin.with food. Safety beyond 1 year not est.

Usual recomm.dos: 75 mg dly.in 2 div.dos. Incr. to 150 mg dly.in 2 div.dos.if necess.

Sev.depress.hospital.pts: Init.dos.150 mg/day in 2-3 div.dos. Dly.dos. may be incr.by 50-75 mg every 2-3 days til desir.respon. Max.recom.dos. 375 mg/day. Reduc.grad.accord.to pt.respon.

Contra-indications: Safety & effic.in childr.und. 18 yrs. not est., safety dur.pregn.& lactat.not est., concom.MAOI.
Side-effects: CNS effs.incl.seiz., cataton., delirium, dyskines., extrapyramid.reacts., NMS, panic, serotonerg.syndr., depersonalisat., shock-like electric.sensat., paraesthes., vertigo., GI disturbs., hypertens., oed., orthostat.hypotens., deep vein thrombophlebit., vis.disturbs., accommodat. abnorm., tinnit., palpitat., card. arrhythm., ventric./supraventric.tachycard., ventric./ atrial fibrillat., QT prolongat, torsad.de point., ventric.extrasystol., dyspn., rhinit., pulm. eosinophil., pharyngit., rash, prurit., Stev.John. syndr., erythem.multiforme, epiderm.necrolys., mania, hypomania., decr.libido, delay.ejaculat., anorgasm., erect.dysfunct., impot., menstr.chang., imp.urin.freq./retent./incont., ren.fail., angranulocyt., aplast.anaem., haemorr., neutropen., pancytopen., congenit.anom., liv.fail./ damag./necros., GI/eye haemorrh., pancreatit., SIADH, asthen., hyperton., arthralg., myalg., rhabdomyolys., back/neck & chest pain, fasciculat., sweat./night sweat., yawn., trismus, taste pervers., anaphylax.
Special precautions: Suic.risk in depress.pts., observ.for clinic.worsen./suic.esp.init.& dur.dos. chang., monit.as for psych.& non-psych.disord. pts., consid.chang.therapeut.regim/discont.if sev.suicid.impuls.sympts.pres./when such sympts. are abrupt in onset/ not part of pres.sympts., seiz.,/ drug abuse/mania hist., monit.BP with dos. >200 mg/day, weight loss in already underweight pts., dis./condits.affect.haemodynam.respons., recent MI, unstab.heart dis., hyperthyroid., condits. compromis.by incr.heart rate, ren./liv.impairm., hostility/suicide ideat.& self harm.report.in childr., other concom.meds. with serotonerg.effs., concom. alcoh.not advis., excret.in breast milk, re-assess long term treatm.periodic., withdr.treatm. grad.over 14 days.
Drug interactions: Sev.reacts.incl.death with init. ther.soon aft.MAOI discont./init.of MAOI ther.soon aft.venlafaxine discont., decr.in AUC & Cmax.of indinavir, anti-coag.eff.of warfar.incr., decr. clear.& incr.in AUC & Cmax. of haloperidol but no change in half-life, AUC of risperidone incr.but total act.moiety pharmacokinet.profile not signific.alt.

 XE "Venlafaxine Unicorn XR" VENLAFAXINE UNICORN XR, (Unicorn) Ranbaxy [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent.

(S5) CAPS, 42/1.2/0425, 0426

718361-001: 75 mg, 30, R234,89

718362-001: 150 mg, 30, R476,04

Dosage: Admin.with food. Swallow whole. Do not divide/crush/chew/dissolve. 

Usual recomm.dos: 75 mg once dly.at more or less same time.morn.or night. Incr.to 150 mg once dly.if necess.

Sev.depress.hospitalis.pts: Start.dos.150 mg/ day incr.by 75 mg every 2-3 days unt.desir. respons. Max.recomm.dos: 375 mg/day reduc.dos. grad.to usual dos.accord.to pt.respons.& tol.

Contra-indications: Safety & effic.beyond 1 yr./ childr.und.18 yrs.not est., safety in pregn.& lactat. not est., concom.MAOI’s.
Side-effects: CNS effs., headache, dizzin., dry mouth, GI disturbs., abnorm. ejaculat./orgasm, sweat., asthen., ecchymos., weight/ser.cholester. chang., hyperaesthes., decr.libido, trem., paraesthes., anx., depersonalisat., somnol., emot. labilit., hyperton., trismus, vertigo, abnorm.vis./ accommodat., mydrias., tinnit., hypertens., palpitat., tachycard., postur.hypotens., vasodilat., oed., pharyngit., yawn., rhinit., bronchit., dyspn., skin reacts., myalg., arthralg., impot., urin.freq./ retent., imp.urinat., chills, migraine, abdom./back/ neck & chest pain., mania/hypoman.activat., anorex.

Special precautions: Advis.dr.of pregn./plan pregn., observ.for clinic.worsen./suic.esp.init.& dur.dos. chang., monit.as for psych.& non-psych. disord.pts., consid.chang.therap.regim./discont.if sev. suicid.impuls.sympts.pres./when such sympts. are abrupt in onset/not part of pres.sympts., grad. withdr., concom.warfar./haloperidol, avoid concom. alcoh., elderly/hepat.dysfunct.with concom. cimetidine, other concom.meds.with serotonerg. effs., ren./hepat.impairm., re-assess longt. treatm.per., hostility/suic.ideat.& self-harm. in childr., suic.risk esp.in depress., seiz.hist., discont. ther.if seiz.devel., alert dr.if allerg.S&S, monit. BP of pts.at risk, mania hist., signific.weight loss in underweight pts., drug abuse hist., dis./ condits. aff.haemodynam.respons./metab., rec.MI/ unstab. heart dis.hist., underly.condits.poss. comprom. by incr.heart rate, liv.cirrhos., excret.in breast milk.

Drug interactions: Sev.reacts.incl.death with init. ther.soon aft.MAOI discont./init.of MAOI soon aft. venlafaxine discont., anti-coag.eff.of warfar. potent., poss.incr.motor/ment.skills impairm.with ethanol, decr.clear.& incr.in AUC & Cmax.of haloperidol, decr.in AUC & Cmax.of indinavir, AUC of risperidone incr., first-pass metab.inhib.with cimetidine.

 XE "Venlafaxine XR Adco" VENLAFAXINE XR ADCO, AI Pharm Ltd [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent., gen.anx. disord., soc.anx. disord.where treatm.effic.not demonstrat. for more than 12 wks.

(S5) CAPS, 43/1.2/0577, 0578, 0579. 52/1.2/0438

719402-001: 37,5 mg, 30, R114,74
719403-001: 75 mg, 30, R136,34
719405-001: 150 mg, 30, R232,05
3003046-001: 225 mg, 30, R368,38
Dosage: Admin.with food at more or less same time each day, morn.or even. Swallow whole. Do not divide/crush/chew/ dissolve. Re-assess periodic.need for long term ther. Switch.pts.on immed.release formulat.to near.equiv.dos.(mg/day) with poss.indiv.dos.adjustm.necess. Unknown if dos.need.to induc.remiss.is identic.to maint.dos.

Usual recomm.dos: 75 mg once dly. Incr.to 150 mg once dly.aft.sever.wks.if reqd. May be incr. furth. in dly.incr.of 75 mg/day to 225 mg. Interv.of 2 wk or more but not less than 4 days betw.dos. increm. Dos.for depress.pts.may be furth.incr.if need.to 375 mg once dly.

Contraindications: Concom.MAOI’s, insuffic. exper.in childr.und.18 yrs., pregn.& lactat.

Side effects: Freq: Decr.appetite, insomn., abnorm. dreams, nervousn., decr.libido, anorgasm., dizzin., sedat., trem., paraesthes.,dysgeus., vis. impairm., mydrias., accommodat.disords.incl.blurr. vis., hypertens., hot flush., yawn., N&V, dry mouth, constip., rash, hyperton., urin.hesitat.& retent., erect.dysfunct., ejaculat.disord., fatig., asthen., pain, decr.& incr.weight, incr.bld.cholester. Less.freq: Man., hypoman., hallucinat., derealisat., apathyk, abnorm.orgasm, apathy, syncope, myoclon., convuls., ventric.fibrillat., orthostat.hypotens., ecchymos., photosens. Freq.unknown: Agranulocytos., aplast.anaem., pancytopen., neutropen., thrombocytopen., anaphylax., inappropr.antidiuret.hormon.secret., incr.bld.prolact., hyponatraem., incr.appet., suicid.ideat., suicid.behav., aggress., confus.state, depersonlisat., agitat., bruxism, headache, akathis., bal.disord., abnorm.coordinat., dyskines., seroton.syndr., NMS, dyston., tard.dyskines., angl.clos.glauc., vertigo., tinnit., tachycard., palpitat., Torsade de Pointes, ventric.tachycard., ECG QT extend., hypotens., dyspn., interstit.lung dis., pulm.eosinophil., pharyngit., rhinit., GI haemorrh., pancreatit., diarrh., anorex., dyspeps., eructat., flatul., abnorm.LFT, hepatit., hyperhidros., prurit., urticar., alopec., angoied., Stev.-John. syndr., tox.epiderm.necrolys., erythema multiforme, rhabdomyolys., myalg., urin.incontin., pollakiur., menorrhag., metorrhag., mucos. haemorrh., chills, extend.bleed.time.

Special warnings and precautions: Suic.risk esp.in depress., observ.for clinic.worsen./suic. esp.init.& dur.dos.chang., caref.monit.of pts. with.suicid.relat.event hist./exhibit.of suidic. ideat.prior to ther.commenc., incr.suicid.behav.risk in pts.less than 25 yrs., monit.as for psych.& non-psych.disord.pts., consid.chang.therap. regim./discont.if sev.suicid.impuls.sympts.pres./ when such sympts.are abrupt in onset/not part of pres.sympts., grad.withdr.& monit.pt., other concom. meds.with serotonerg.effs./affect. sertonerg. &/dopaminerg.neurotransmitt.syst, concom.seroton.precurs.not recomm., concom. warfarin, concom.alcoh.not advis., mod.to sev.ren. impairm., mod.hepat.impairm., re-assess longt. treatm.period., hostility/suic.ideat.& self harm. report.in childr., seiz.hist., discont.in case of seiz. developm., allerg.sympt., monit.BP of pts.at risk, mania hist.as activat.of mania/hypoman.report., bipolar hist./fam.hist., hist of aggress., grad. withdr., continuat.of sex.dysfunct.sympts. despite SNRI discont., detriment.to incr.dos.when akathis./ psychomot.restlessn.exper., dent.hygiene emphas. due to incr.caries risk, weight loss in already underweight depress.pts., toler./dos.escalat., drug abuse hist., concom.syst.illn., condits.affect. haemodynam. respons./metabol., underly.condits. poss. comprom.by incr.heart rate, rec.MI hist./ unstabl. heart dis., ser.card.dysrhythm./QTc prolongat. risk, liv.cirrhos., monit.ser.cholester. dur. longt.use, predispos.bleed.risk, elderly/ dehydrat. pts./concom.diurets., narr.angl.glauc. risk/ rais.IOP, monit.elderly/hepat.dysfunct. pts. tak. concom.cimetidine, poss.insul./anti-diabet. med.dos.adjustm., metoprolol co-admin., excret.in human milk, alert dr.to pregn./plan.pregn.

Interactions: Sev.reacts.incl.death with init. ther. soon aft.MAOI discont./init.of MAOI ther.soon aft. venlafaxine discont., do not admin.linezolid.as it is a weak revers.& non-select.MAOI, poss.seroton. syndr.with concom.meds.affect.serotonerg. neurotransmitt. syst./meds.that imp.seroton. metabol./ seroton.precurs./with antipsychot./other dopamine antagon., incr.QTc prolongat./ventric. dysrhythm.incr.with other meds.prolong.QTc interv., CYP3A4 inhibit.incr.lev., plasma lev.incr. with meds.inhibit.both CYP3A4 & CYP3D6 enzym., decr.in AUC & Cmax.of indinavir, anticoag.eff.of warfar.potent., poss.incr.ment./motor skills impairm. with ethanol, decr.clear.& incr.in AUC & Cmax.of haloperidol, first pass metab.inhib.by cimetidine, AUC of risperidone incr., desipramine AUC, Cmax & Cmin incr., metoprolol plasma conc.incr., no interact.study perform.with concom.oral contracept.
 XE "Venlor XR" VENLOR XR, Cipla Medpro [P/S]

Venlafaxine HCl.equiv.to venlafaxine.

Indications: Depress.incl.depress.with anx., prevent. of relapse episod.of depress.in pts. respond. to init.6-8 wks.treatm., recurr.prev.in pts. respond.to 6 mnths relapse prevent., gen. anx. disord., soc.anx.disord.where effectiven.of treatm. not demonstrat.for long.than 12 wks.

(S5) CAPS, A40/1.2/0032, 0033, 0034

706399-001: 37,5 mg, 30, R116,73
706402-001: 75 mg, 30, R138,70
706404-001: 150 mg, 30, R235,98
Dosage: Admin.with food. Swallow whole. If ther. long.than 6 wks.taper.over period of at least 2 wks.depend.on dos./durat.& indiv.pt
Usual recomm.dos: 75 mg once dly. Incr.to 150 mg once dly. aft.sever.wks.if further clinic. improvem.reqd. If necess.dos.can be further incr. to 225 mg once dly. Dos.increm.should be made at interv.of approxim.2 wks.or more but not less than 4 days. Dos.for depress.pts.may be furth. incr. to 375 mg once dly.if need. Then grad. reduc. dos.consistent.with respons.&tol.

Contraindications: Safety & effic.in childr.und.18 yrs. not est., safety dur.pregn.& lactat.not est., concom.MAOI/within 14 days of MAOI discont./init.MAOI 7 days aft.discont. venlafaxine.
Side effects: CNS effs.incl.convuls., GI disturbs., abnorm.ejaculat./orgasm, sweat., asthen., ecchymos., muc.membr.bleed., prolong. bleed. time, thrombocytopen., bld.dyscras., ser. cholesterol changes, weight gain/loss, hyponatraem., hepatit., SIADH, incr.prolact., neuropsych. disords., depersonalisat., NMS, serotonerg. syndr., extrapyramid.reacts., manic react., accommodat.abnorm., mydrias., vis. disturbs., taste pervers., tinnit., vasodilat., hypertens., palpitat., post.hypotens., QT prolongat., ventric.tachycard./fibrillat., yawn., pharyngit., rhinit., bronchit., pulm.eosinophil., rash, prurit., alopec., Stev.John.syndr., erythem. multiforme, arthralg., myalg., rhabdomyolys., urin. freq., anorgasm., erect.dysfunct., imp. urinat., menorrhag., urin.retent., abdom/back/ neck & chest pain, chills, anaphylax., photosens., discont.effs.
Special precautions: Suic.risk esp.in depress., observ.for clinic.worsen./suic.esp.init.& dur.dos. chang., monit.as for psych.& non-psych.disord. pts., consid.chang.therapeut.regim/discont.if sev.suicid.impuls. sympts.pres./when such sympts. are abrupt in onset/ not part of pres. sympts., monit.pt. dur.grad.withdr., other concom. meds.with serotonerg.effs., concom. alcoh.not advis., elderly, neonates expos.late in 3rd trimest. develop.complicat.req.resp.support/ prolong hospitalisat., excret.in breast milk, ren./ liv. impairm., re-assess long term treatm. periodic., hostility/suicide ideat.& self harm. report. in childr., seiz.hist., monit.BP of pts.at risk, mania hist., weight loss in already underweight depress.pts., dis./condits.affect. haemodynam.respons./metabol., predisposit.to skin/ muc. membr.bleed., dehydrat., pts.at risk of narr. angle glauc./ rais.IOP
Drug interactions: Sev.reacts.incl.death with init. ther.soon aft.MAOI discont./init.of MAOI ther.soon aft.venlafaxine discont., decr.in AUC & Cmax.of indinavir, anti-coag.eff.of warfar.incr., decr. clear.& incr.in AUC & Cmax. of haloperidol but no change in half-life, AUC of risperidone incr .but total act.moiety pharmacokinet. profile not signific.alt., AUC/Cmax & Cmin.of desipramine incr.

 XE "Voloxin" VOLOXIN, Aspen [P/S]

Desvenlafaxine succinate equiv.to desvenlafaxine

Indications: Maj.depress.disord.

(S5) EXTEND.REL.TABS, 52/1.2/0952, 0953

3004347-001: 50 mg; 28; R361,47
3004350-001: 100 mg; 28; R361,47
Dosage: Recomm.dos: 50 mg once dly.with max.100 mg/day. Grad.dos.incr.& at interv.of not less than 7 days.

When discont.taper dos.grad. If intol.sympts.occur follow.dos.decr./ discont.consid.resum.the prev.prescrib.dos.subseq.contin.decr.dos.at more grad.rate. Switch.pts.from other antidepress.incl.venlafaxine: Taper init.antidepress.dos.to minim.discontin.sympt.

Recomm. start.dos in sev. ren. impairm. (24-hr CrCl < 30ml/min) or ESRD: 50 mg every other day. Dos.individualis. may be desir. Supplement. doses should not be given to pts after dialysis.

Contraindications: Concom.MAOI’s incl.linezolid or within 14 days of discont.MAOI & 7 days bef.start.a MAOI, safety & effic.in childr.<18 yrs not est., pregn.& lactat.

Side effects: Freq: Decr.appet., insomn., anx., abnorm.dreams, nervousn., decr.libido, anorgasm., irritabil., dizzin., headache, somnol., trem., paraesthes., dysgeus., att.disturbs., blurr.vis., mydrias., tinnit., vertigo, palpitat., tachycard., hot flush., incr.BP, yawn., N&V, dry mouth, constipat., diarrh., hyperhidros., rash, musculoskel.stiffn., erect.dysfunct., delay.ejaculat., ejaculate.fail., fatig., chills, asthen., feel.jittery, incr.-/ decr.weight. Less freq: Hyponatraem., withdr.syndr., abnorm. orgasm, depersonalisat., hypoman., hallucinat., bruxism, syncope, convuls., dyston., angle-clos.glauc., myocard. ischaem./ -infarct., coron.occlus., seroton.syndr., orthostat.hypotens., periph.coldn., hypertens., epistax., alopec., photosens.react., hypersens., angioed., urin.hestitat., proteinur., urin.retent., ejaculat.disord., sex.dysfunct., incr.ser.cholester., incr.bld.cholester.& triglycerid., abnorm. LFT, incr.bld.prolact. Freq.not known: Ac.pancreatit., SJS
Special warnings and precautions: Observ.for clinic.worsen./ suic.esp.init.& dur.dos.chang., monit.as for psych.& non-psych.disord.pts., consid.chang. therap.regim./ discont.if sev.suicid. impuls.sympts.pres./ when such sympts.are abrupt in onset/ not part of pres.sympts., hostilit./ suic ideat.& self harm.report.in childr.<18 yrs., mania/ hypoman. hist./ family hist.thereof, screen pts.for risk of bipol.disord., not recomm.with concom.seroton.precursors, discont.if seroton.syndr./ NMS like reacts.occur, monit.rais.IOP/narr.-angl.glauc.risk, ischaem.card.events esp.in pts.with underly.card.risk fact., monit.poss. discontin.sympt.,GI bleed.is an advers.react. of other SNRI’s, eval.S/E bef.driv./operat.machin., concom. prod.cont.venlaxafine HCl/ desvenlafax., pre-exist.hypertens. contr.bef.init.ther., dos.reduct./discont. ther.in pts.with sustain.BP incr., underly. condits. compromis.by incr.BP, postur. hypotens., CV/ cerebrovasc./ lipid metab.disords, seiz.disords./seiz.hist., monit.BP of pts.at risk/ ser.lipids dur.ther., grad.withdr.& monit.pt., bleed.predispos., consid.discont.in symptomat. hyponatraem., vol.-deplet./dehydrat., elderly esp.≥65 yrs., concom.diurets., no studies for abuse potent., post part.haemorrh.risk, excret.in breast milk, dos.reduct.recomm.in signific.ren. funct.impairm., concom.warfarin., discont.if interstit.lung dis./ eosinophil.pneumon.suspect.

Interactions: Bleed.risk assoc.with concom.NSAID’s/ aspir.& other meds.affect coagulat./ bleed., caut.with other CNS act.meds.as not eval., poss.seroton.syndr.esp.with other agents affect.serotonerg.neurotransmit.syst./ meds.impair.seroton.metabol./ seroton. precursors, avoid concom.alcoh., incr.expos.with potent CYP3A4 inhibits., incr.conc.of meds.metabol.by CYP2D6 & decr.conc.of CYP2D6 metabol., low. expos.to meds.metabol.by CYP3A4, does not inhibit / induce the CYP3A4 isozymes (eg. midazolam),  false posit.urine immunoass.screen.tests for PCP & amphetamine.

 XE "Yelate" YELATE, Dr Reddy’s [P/S]

Duloxetine hydrochloride

Indications: Depress.as defin.by DSM IV criter., diabet. periph.neuropath.pain (DPNP)

(S5) CAPS, 44/1.2/0114, 0115

718210-001: 30 mg, 30, R185,90
718212-001: 60 mg, 30, R185,90

Dosage: Depress: Init: 60 mg once dly. Effs. observ.with.one wk.but may take up to 4 wks.

Diabet.periph.neuropath.pain: Init.dos: 60 mg once dly.

Contraindications: Pregn.& lactat., sev.hepat. impairm., sev.ren.imp.(creatinine clear.<30 ml/ min.), MAOI ther., uncontr.narr.angle glauc.or hypertens., adolesc.& childr.und.18 yrs.

Side effects: Freq: Decr.appet., insomn., anx., feel.jitter., nervousn., restlessn., tens., sleep disord., agitat., abnorm.dreams, dizzin., headache, lethargy, somnol., hypersomn., sedat., trem., dysgeus., paraesthes., blurr.vis., vertigo, palpitats., flush., hot flush., yawn., constip., dry mouth, N&V, diarrh., dyspeps., flatul., abdom.pain, GI haemorrh., hyperhidros., musculoskelet.pain, musc.sp., pollakiur., decr. libido, Females: Anorgasm./ abnorm.orgasm, fatig., asthen., rigors, falls. Less freq: Laryngit., anaphylact.react., hypersens., hypothyroid., dehydrat., hyponatraem., hyperglycaem., SIADH, bruxism, disorientat., mania, apathy, suicid.ideat./behav., hallucinats., aggress., anger, convuls., seroton.syndr., disturb.in attent., dyskines., poor qual.sleep, myoclon., restl.legs syndr., psychomot.restlessn., extra-pyramid. sympts., mydrias., vis.disturb., glauc., tachycard., supra-ventric.arrhythm., atrial fibrillat., periph. coldn., orthostat.hypotens., syncope, hypertens., hypertens.cris., throat tightn., epistax., eructat., gastroenterit., stomatit., breath odour, gastrit., dysphag., haematochez., hepatit., hepat.fail.with/-out jaund., ac.liv.inj., night sweats, photosens. react., rash, angioed., Stev.-Johns. syndr., urticar., prurit., ecchymos., cold sweat, contact dermatit., musc.tight./twitch., akathis., trism., noctur., urin.hesitat./-retent., dysur., polyur., decr.urine flow, abnorm.urin.odour, sex.dysfunct., galactorrh., hyperprolactinaem. Males: Ejaculat.disord./ erect.dysfunct./ testicul.pain, Females: Menopaus. sympts./ gynaecologic.haemorrh./menstr. disord., post part.haemorrh., feel.abnorm./hot/ cold, malaise, incr.thirst, gait disturbs., chest pain

Special warnings and precautions: Worsen. depress./emerg.suicide ideat./-behav.risk in maj. depress./other psych./non-psych disords., monit. pts.esp.dur.early ther.& dos.chang.for clinic. worsen./ suicid.ideat./behav., consid.chang. therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres. sympts., grad.withdr.& monit.pts.to minim. withdr. react.risk, concom.CNS act.meds.incl.alcoh., incr. postpart.haemorrh.risk, concom. warfar./meds affect.platel.funct., excret.in milk of lactat.wom, dos.up to 120 mg/day have been used but effic. statist.not diff.and advers. event rate high., man./ seiz.disord.hist., rais.IOP/pts.at risk of ac.narr.-angle glauc., ren.& hepat.impairm., incr.fast. bld. sugar & total cholestr.in diab., monit.BP in hypertens.&/card.dis.pts., substant.alcoh.use, meds. with narr.therapeut. indic.predomin.metabol. by CYP2D6 syst., concom.treatm.with other serotonerg.meds. that may affect serotonerg. &/ dopaminerg.neurotransmit.systs., pts.at incr.risk of hyponatraem.incl. elderly/cirrhotic or dehydrat. pts./pts.treat.with diurets., concom. St John’s Wort, incr.dos.in pts. develp.akathis.poss. detriment., may aff.glycaem.control in pts.with diabet. mellit., fruct.intol., gluc- galact.malabsorpt., sucrase-isomaltase insuffic.

Interactions: High.conc.with CYP1A2/ CYP2D6 inhibit., AUC of meds.metabol.by CYP2D6 incr., concom. meds.highly bound to plasma prot.may incr.free conc.of either med.

1.4.6
Noradrenaline (and dopamine) re-uptake inhibitors
VOXRA XL (MDR Listing)

WELLBUTRIN XL EXTENDED RELEASE (MDR Listing)
 XE "Budep XR" BUDEP XR, Ranbaxy [P/S]

Bupropion hydrochloride

Indications: DSM V criteria defin.depress. Follow. satisfact.respons.contin.ther.effect.in prev. relapse & recurr.

(S5) EXTEND.REL.TABS, 48/1.2/0114, 0115

3003107-001: 150 mg, 30, R352,50
3003108-001: 300 mg, 30, R352,50
Dosage: Ther.to be init.by physic.exper.in depress. treatm. Swallow whole. Incr. adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.provid.at least 24 hrs betw.dos.
Adults: Init.150 mg dly.as sngl.dly.dos.in the morn. Dos.may be incr.to max.300 mg once dly. in pts not respond.adeq.to 150 mg dly. When switch.from SR tabs. admin.same tot.dly.dos.when poss. 

Contraindications: Hypersens.to any compound, pts.und.18 yrs., seiz.disords., concom.treatm.with any other prep cont. bupropion, abrupt discont.of alcoh./sedat., curr./ prev. bulimia/anorex.nervosa diagn.as high seiz. incid.report., concom.MAOI, liv.dis.(Child-Pugh grad.B/ C range 7-13),

Side effects: Freq: Weight loss/gain, insomn., headache, dry mouth, GI disturbs., N&V, hypersens. reacts., anorex., agitat., anx., trem., dizzin., somnol., taste disord., nervousn., vis. disturbs., tinnit., auditory/gustatory disturbs., incr. BP, flush., pharyngit., sinusit., incr.cough, abdom. pain, constip., dysphag., rash, prurit., sweat., fev., asthen., chest pain. menstr.complaints, akathis., decr.libido. Less freq: Confus., depress., conc. disturbs., tachycard., seiz., elev.liv.enzym., jaund., hepatit. more sev.hypersens.reacts.incl.angioed./ dyspn./bronchosp./anaphylact.shock & rash, arthralg., myalg., fev., bld. gluc.disturbs., agress., hostility, irritabil., restlessn., hallucinat., abnorm. dreams, depersonalisat., delus., paranoid.ideat., dyston., atax., Parkinson., incoordinat., memory impairm., paraesthes., syncope, palpitat., vasodilat., postur. hypotens., card.arrhythm., erythema multiforme, Stev.-Johns. syndr., twitch., urin.freq./retent/urg., vag.haemorrh., UTI, Unknown.freq: Suicid.ideat./ behav., psychos.

Warnings and special precautions: Do not exceed recomm.dos.as dos.relat.seiz.risk assoc., discont.if hypersens.reacts.occur, do not admin.to pts. with condits.predispos.to low.seiz.thresh.incl. head trauma hist./seiz.hist./CNS tumour/concom. meds.known to low.seiz.thresh./excess.alcoh./ sedat. use/diab.treat.with hypoglycaem./insul./ stimul.or anorect.prod.use, discont.& not recomm. if seiz.exper., monit.pts.esp.dur.early ther.& dos. chang.for worsen.depress./suicide.ideat., hist.of suicid.behav./thoughts, young adults, signific. suicid. ideat.prior to commenc.ther., consid.chang. therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres. sympts., monit.for worsen.of depress.sympt. follow. discont., psych.illn.hist., antidepress. treatm. alone poss.precipitat.of man.episod.in bipol. disord.risk pts., screen.adeq.for bi-polar disord. risk, mild hepat.impairm., monit.adverse eff.in hepat./ren.impairm.as poss.indicat.high metabolite lev., CV dis., assess BP bef.& periodic. dur. treatm., incr.suicid.think.& behav.assoc.with treatm. of childr.& adolesc.with maj. depress./ psych. disord., lactose intol., safety in pregn.& lactat.not est., poss.incr.congenit.CV malformat. follow 1st triemest. expos., excret.in breast milk, elderly, ren. impairm., 14 days to elapse betw. discont.MAOI & init.ther., concom.meds.metabolis. by CYP2D6

Interactions: Incr.desipramine plasma lev., concom. meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme.e.g. orphenadrine/ cyclophosphamide/ ifosfamide/ prasugrel/ cimetidine/ ticlopidine & clopidogrel, avoid/ minim.alcoh., concom.meds.metabol.by CYP2D6 isoenzym.eg. ß-block/anti-arrythm./SSRI/TCA’s & antipsychot.should be init.at low.end of their dos. range, Cmax & AUC of citalopram incr., drugs known to induc./inhib.metabol.may aff.clinic.activ as bupropion is extens.metabol., reduc.expos.with ritonavir & lopinavir, incr.dos.may be reqd.with concom.ritonavir but do not exceed recomm.dos., alcoh.tol.reduc., high.incid.of advers.events with levodopa/ amantadine, elev.BP poss.with nicotine transderm. syst.use.

 XE "Bupropion XR 150 Adco" BUPROPION XR 150 ADCO, AI Pharm [P/S]

Bupropion hydrochloride

Indications: DSM IV criteria defin.depress. Follow. satisfact.respons.contin.ther.effect.in prev. relapse & recurr.

(S5) XL EXTEND.REL.TABS, 50/1.2/0967.965

3003761-001: 150 mg; 30; R200,85 
Dosage: Ther.to be init.by physic.exper.in depress. treatm. Swallow whole. Incr.adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.provid.at least 24 hrs betw.dos.

Adults: Init.150 mg dly.as sngl.dly.dos.in the morn. Dos. may be incr.to max.300 mg once dly.in pts not respond. adeq.to 150 mg dly. When switch.from SR tabs. admin.same tot.dly.dos.when poss.

Contraindications: Hypersens.to any compound, pts.und.18 yrs., seiz.disords., concom. treatm.with any other prep cont. bupropion, known.CNS tumour, abrupt discont.of alcoh./sedat., curr./prev. bulimia/anorex.nervosa diagn.as high seiz.incid. report., concom.MAOI, liv.dis.(Child-Pugh grad.B/ C range 7-13)

Side effects: Freq: Hypersens.reacts.eg urticar., anorex., insomn., agitat., anx., vis.disturbs., tinnit., incr.BP, flush., dry mouth, GI disturbs., N&V, abdom. pain, constip., rash, prurit., sweat., fev., asthen., chest pain. Less.freq: More sev. hypersens. reacts.incl.angioed./dyspn./ bronchosp./ anaphylact.shock & rash, arthralg., myalg., fev., weight loss, bld.gluc.disturbs., confus., depress., agress., hostility, irritabil., restlessn., hallucinat., abnorm.dreams, depersonalisat., delus., paranoid.ideat., conc. disturbs., seiz., dyston., atax., Parkinson., incoordinat., memory impairm., paraesthes., syncope, tachycard., palpitat., vasodilat., postur. hypotens., elev.liv.enzym., jaund., hepatit., erythema multiforme, Stev.-Johns. Syndr, psoriasis exacerbat., twitch., urin.freq./retent./incont. Unknown freq: Hyponatrem., suicid.idat./behav., psychos. 
Warnings and special precautions: Do not exceed recomm.dos.as dos.relat.seiz.risk assoc., discont. if hypersens.reacts.occur, do not admin.to pts. with condits.predispos.to low.seiz.thresh.incl. head trauma hist./seiz.hist./CNS tumour/concom. meds.known to low.seiz.thresh., excess.alcoh./ sedat. use/diab.treat.with hypoglycaem./insul./ stimul.or anorect.prod.use, discont.& not recomm. if seiz.exper., monit.pts.esp.dur.early ther.& dos. chang.for worsen.depress./suicide.ideat., hist.of suicid.behav./thoughts, young adults, signific. suicid.ideat.prior to commenc.ther., consid.chang. therapeut.regim/discont.if psych.sympts.occur which are sev./abrupt in onset/not part of pres. sympts., monit.for worsen.of depress.sympt. follow. discont., psych.illn.hist., antidepress. treatm. alone poss.precipitat.of man.episod.in bipol. disord.risk pts., screen.adeq.for bi-polar disord. risk, mild hepat.impairm., concom.ECT ther., monit.adverse eff.in hepat./ren.impairm.as poss.indicat.high metabolite lev., CV dis., incr. suicid. think.& behav. assoc.with treatm.of childr. & adolesc.with maj.depress./psych.disord., porphyr., safety in pregn.& lactat.not est., poss.incr.congenit.CV malformat.follow 1st trimest. expos., excret.in breast milk, elderly, ren.impairm., 14 days to elapse betw.discont.MAOI & init.ther., consid.tapering off per.when discontin.ther.
Interactions: Incr.desipramine plasma lev., concom. meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme e.g. orphenadrine/ cyclophosphamide, ifosfamide, ticlopidine & clopidogrel, avoid/minim.alcoh., concom.levodopa/ amantadine., concom.meds.metabol.by CYP2D6 isoenzyme eg. ß-block/anti-arrythm./SSRI/TCA’s & antipsychot.should be init.at low.end of their dos. range, Cmax & AUC of citalopram incr., drugs known to induc./inhib.metabol.may aff.clinic.activ.as bupropion is extens.metabol., reduc.expos.with ritonavir & lopinavir, incr.dos.may be reqd.with concom.ritonavir but do not exceed recomm.dos., alcoh.tol.reduc., plasma conc.of concom.digoxin decr., elev.BP poss.with nicotine transderm. syst.use.
 XE "Bupyra XL" BUPYRA XL, (Cipla Medpro) Teva [P/S] 

Bupropion HCl

Indications: DSM IV criteria defin.depress., relapse & recurr. prevent.follow.satisfact.respons.

(S5) EXT.REL.TABS, 54/1.2/0026, 0533

3006368-001: 150 mg, 30, R285,00
3006369-001: 300 mg, 30, R285,00
Dosage: Ther.to be init.by physic. exper.in depress. treatm.. Interv. of at least 24 hrs.betw. success. dos. Swallow whole Incr. adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.
Init.150 mg dly.as sngl.dly.dos.in the morn. Dos.may be incr.to max.300 mg once dly. in pts not respond.adeq.. When switch. from SR tabs.admin. same tot.dly.dos. when poss. 

Contraindications: Pts.< 18 yrs, seiz.disords./hist., CNS tumour, concom. treatm. with any other prep cont. bupropion, abrupt discont.of alcoh./ sedat., curr./ prev. bulimia/ anorex. nervosa diagn., MAOI (allow 14 days washout), sev. liv.dis.(Child-Pugh grad.B/ C range 7-13).
Side effects: Freq.: Hypersens.eg. urticar., anorex., weight loss, insomn., agitat., anx., headache, trem., dizzin., taste disords., vis.disturbs, tinnit., incr.BP (sometime sever.), flush., dry mouth, GI disturb.incl.N&V and abdomin.pain, constipat., rash, prurit., sweat., fev., asthen., chest pain Less freq.: More sev.hypersens.reacts. incl.angioed., dyspn./ bronchosp.& anaphylact.shock, arthralg., myalg., fev., rash, weight loss, bld.glucose disturbs., confus., depress., aggress., hostility, irritabil., restlessn., hallucinats., abnorm.dreams, depersonalisat., delus., paran.ideat., concentrat. disturbs., seiz., dyston., atax., parkinson., incoordinat., memory impairm., paraesthes., syncope, tachycard., palpitats., vasodilat., postur. hypotens., elevat.liv.enzymes, jaund., hepatit., erythema multif., SJS, psorias.exacerbat., twitch., urin.freq. &/ retent.,urin.incont. Freq.unknown: Anaem., leukopen., thrombocytopen., hyponatraem., suicid.ideat./-behav., psychos.
Special warnings and precautions: Dose relat.risk of seiz., do not admin.to pts. with condits.predispos.to low.seiz. thresh. incl. head trauma hist./ seiz.hist./ CNS tumour/ concom. meds.known to low. seiz.thresh./ excess. alcoh./ sedat. use/ diab.treat.with hypoglycaem.or insul./ stimul.or anorect.prod.use, discont.if seiz.exper., monit.pts.esp.dur.early ther.& dos.chang.for clinic.worsen./ suicidal., hist. of suicid.behav./ thoughts/ young adults/ signific. suicid.ideat.prior to commenc.ther., poss. precipitat.of man.episod.in bipol. disord., screen. adeq.for bipolar disord.risk,concom.ECT therap., disc.if hypersens., CV dis., obtain baseline BP & monit.& disc.if BP incr.signific.,concom.nicotine patch may incr.BP, mild hepatic.impairm./ ren.impairm.-consid.red.freq.of dose., eldery, false posit.urine test esp.amphetamine, for oral use only, S&E in childr.& adolesc. und.18 yrs., safety in pregn. & lactat.not est.
Interactions: Allow 14 days elaspe betw.bupropion & MAOI, incr. desipramine plasma lev., concom. meds.metabol.by CYP2D6 isoenzyme eg. ß-block/anti-dysrythm./ SSRI/ TCA’s & antipsychot.should be init.at low.end of their dos.range, meds req.metab. activ.by CYP2D6 eg. tamoxifen may have red.eff., Cmax & AUC of citalopram incr., digoxin lvl decr., concom. meds. known to affect metabol.via CYP2B6 isoenzyme e.g. orphenadrine/ cyclophosphamide/ ifosfamide/ ticlopidine & clopidogrel poss incr.plasma bupropion , meds known to induc.(eg.carbamazepine/ phenytoin/ritonavir/efavirenz)/ inhib.(eg.valproate) metabol.may aff.clinic.activ. as bupropion is extens.metabol., caut.with concom.levodopa/ amantadine, avoid/minim.alcoh., concom. nicotine transderm. syst.may elev.BP.

 XE "Prodyna XR" PRODYNA XR, Pharma Dynamics [P/S] 

Bupropion HCl

Indications: DSM IV criteria defin.depress., relapse & recurr. prevent.follow.satisfact.respons.

(S5) EXT.REL.TABS, 54/1.2/0181, 0182

3006765-001: 150 mg, 30, R310,50
3006766-001: 300 mg, 30, R310,50
Dosage: Ther.to be init.by physic. exper.in depress. treatm.. Interv. of at least 24 hrs.betw. success. dos. Swallow whole Incr. adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.
Init.150 mg dly.as sngl.dly.dos.in the morn. Dos.may be incr.to max.300 mg once dly. in pts not respond.adeq.. When switch. from SR tabs.admin. same tot.dly.dos. when poss. 

Contraindications: Pts.und. 18 yrs, seiz.disords, concom. treatm. with any other prep cont. bupropion, abrupt discont.of alcoh./ sedat., curr./ prev. bulimia/ anorex. nervosa diagn., MAOI (allow 14 days washout), sev. liv.dis.(Child-Pugh grad.B/ C range 7-13).
Side effects: Freq.: Hypersens.eg. urticar., anorex., weight loss, insomn., agitat., anx., headache, trem., dizzin., taste disords., vis.disturbs, tinnit., incr.BP (sometime sever.), flush., dry mouth, GI disturb.incl.N&V and abdomin.pain, constipat., rash, prurit., sweat., fev., asthen., chest pain Less freq.: More sev.hypersens.reacts. incl.angioed., dyspn./ bronchosp.& anaphylact.shock, arthralg., myalg., fev., rash, bld.glucose disturbs., confus., depress., aggress., hostility, irritabil., restlessn., hallucinats., abnorm.dreams, depersonalisat., delus., paran.ideat., concentrat. disturbs., dyston., atax., parkinson., incoordinat., memory impairm., paraesthes., syncope, tachycard., palpitats., vasodilat., postur. hypotens., elevat.liv.enzymes, jaund., hepatit., erythema multif., SJS, twitch., urin.freq. &/ retent. Freq.unknown: Suicid.attempt, emot.labil., derealizat., euphor., abnorm. coordinat., hyperkines., hyperton., hyperesthes., vertig., amnes., abnorm. EEG, akines., aphas., coma, dysarthr., dyskines., extrapyramid. syndr., hypokines., incr.libido, neuralg., neurophat., unmask.tardive dyskines., abnorm.accomodat., dry eyes, incr.IOP, angl.-clos.glauc., mydrias., deafn., compl.AV block, extrasystol., MI, hypertens., stroke, phlebit., PE, bronchosp., pneumon., gastr.reflux, stomatit., thrist, colit., esophagit., GI haemorr., intestin.perf., stomach ulcer, abnorm.liv.funct., liv.damage, pancreatit., macupap. rash, alopec., angioed., exfoliat. dermatit., hirsut., leg cramp., fev., rhabdomyolys., muscl.weakn., dysur., urin.incont., cystit., impot., prost.dis., abnorm. ejaculat., dyspareun., gynaecomast., menopause, painf. erect., salpingit., vaginit., bruxism, gingivit., glossit., incr.salivat., mouth ulcer, tongue oed., gum haemorr.
Special warnings and precautions: Dose relat.risk of seiz., disc.if hypersens., do not admin.to pts. with condits.predispos.to low.seiz. thresh. incl. head trauma hist./ seiz.hist./ CNS tumour/ concom. meds.known to low. seiz.thresh./ excess. alcoh./ sedat. use/ diab.treat.with hypoglycaem.or insul./ stimul.or anorect.prod.use, discont.& do not re-introduc.if seiz.exper., monit.pts.esp.dur.early ther.& dos.chang.for clinic.worsen./ suicidal., hist. of suicid.behav./ thoughts/ young adults/ signific. suicid.ideat.prior to commenc.ther., ., poss. precipitat.of man.episod.in bipol. disord., screen. adeq.for bi-polar disord.risk, mild hepatic.impairm./ ren.impairm.-consid.red.freq.of dose., CV dis., S&E in childr.& adolesc. und.18 yrs., safety in pregn. & lactat.not est.

Interactions: Concom. meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme e.g. orphenadrine/ cyclophosphamide/ ifosfamide/ ticlopidine & clopidogrel, incr. desipramine plasma lev., concom. meds.metabol.by CYP2D6 isoenzyme eg. ß-block/anti-dysrythm./ SSRI/ TCA’s & antipsychot.should be init.at low.end of their dos.range, Cmax & AUC of citalopram incr., meds known to induc.(eg.carbamazepine/ phenobarbitone/ phenytoin)/ inhib. metabol.may aff.clinic.activ. as bupropion is extens.metabol., incr.dos. may be reqd.with concom.ritonavir but do not exceed recomm.dos., alcoh.tol.reduc., avoid/minim.alcoh., caut.with concom.levodopa/ amantadine, concom. nicotine transderm. syst.may elev.BP, allow 14 days elaspe betw.bupropion & MAOI, poss.porphyrinogen.

 XE "Voxra XL" VOXRA, (Aspen Pharmacare) GSK [P/S] 
Bupropion hydrochloride

Indications: DSM IV criteria defin.depress. Follow. satisfact.respons.contin.ther.effect.in prev. relapse & recurr.

(S5) XL EXTEND.REL.TABS, 41/1.2/0373, 0374

3001584-001: 150 mg, 30, R388,14
3001582-001: 300 mg, 30, R388,14
Dosage: Ther.to be init.by physic.exper.in depress. treatm. Swallow whole. Incr. adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.provid.at least 24 hrs betw.dos.

Adults: Init.150 mg dly.as sngl.dly.dos.in the morn. Dos.may be incr.to max.300 mg once dly. in pts not respond.adeq.to 150 mg dly. When switch.from SR tabs. admin.same tot.dly.dos.when poss. 

Contraindications: Hypersens.to any compound, pts.und.18 yrs., seiz.disords., concom. treatm.with any other prep cont. bupropion, known CNS tumour, abrupt discont.of alcoh./ sedat., curr./ prev. bulimia/ anorex.nervosa diagn.as high seiz. incid.report., concom.MAOI, liv.dis.(Child-Pugh grad.B/ C range 7-13), women of childbear.potent. not using contracept., mild to mod.liv.cirrhos.

Side effects: V.common: Weight loss, insomn., headache, dry mouth, GI disturbs.,N&V Common: Hypersens.reacts.eg.urticar., anorex., agitat., anx., trem., dizzin., taste disord., vis.disturbs., tinnit., incr.BP, flush., abdom.pain, constip., rash, prurit., sweat., fev., asthen., chest pain. Uncommon: Confus., depress., conc.disturbs., tachycard. Rare: Seiz., elev.liv.enzym., jaund., hepatit. V.rare: More sev.hypersens.reacts.incl.angioed./ dyspn./ bronchosp./ anaphylact.shock & rash, arthralg., myalg., fev., bld. gluc.disturbs., agress., hostility, irritabil., restlessn., hallucinat., abnorm.dreams, depersonalisat., delus., paranoid.ideat., dyston., atax., Parkinson., incoordinat., memory impairm., paraesthes., syncope, palpitat., vasodilat., postur. hypotens., erythema multiforme, SJS, twitch., urin.freq./ retent.

Special warnings and precautions: Do not exceed recomm.dos.as dos.relat.seiz.risk assoc., discont.if hypersens.reacts.occur, do not admin.to pts. with condits.predispos.to low.seiz.thresh.incl. head trauma hist./ seiz.hist./ CNS tumour/concom. meds.known to low.seiz.thresh., excess.alcoh./ sedat. use/ diab.treat.with hypoglycaem./ insul./ stimul.or anorect.prod.use, discont.& not recomm. if seiz.exper., monit.pts.esp.dur.early ther.& dos. chang.for worsen.depress./ suicide.ideat., hist.of suicid.behav./ thoughts, young adults, signific. suicid.ideat.prior to commenc.ther., consid.chang. therapeut.regim/ discont.if psych.sympts.occur which are sev./ abrupt in onset/ not part of pres. sympts., monit.for worsen.of depress.sympt. follow. discont., psych.illn.hist., antidepress. treatm. alone poss.precipitat.of man.episod.in bipol. disord.risk pts., screen.adeq.for bi-polar disord. risk, mild hepat.impairm., monit.adverse eff.in hepat./ ren.impairm.as poss.indicat.high metabolite lev., mild hepat.impairm.,CV dis., incr.suicid.think.& behav. assoc.with treatm.of childr.& adolesc.with maj. depress./ psych.disord., safety in pregn.& lactat.not est., poss.incr.congenit.CV malformat.follow 1st triemest. expos., excret.in breast milk, elderly, ren. impairm., 14 days to elapse betw.discont.MAOI & init.ther., lev.of concom.digox.may rise to tox.lev.on discontin. of bupropion.

Interactions: Incr.desipramine plasma lev., concom. meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme eg. orphenadrine/ cyclophosphamide, ifosfamide, ticlopidine & clopidogrel, incr.dos.may be reqd.with concom. ritonavir but do not exceed recomm.bupropion dos., avoid/ minim.alcoh., concom.levodopa/ amantadine., concom.meds.metabol.by CYP2D6 isoenzyme eg. ß-block/ anti-arrythm./ SSRI/TCA’s & antipsychot.should be init.at low.end of their dos.range, Cmax & AUC of citalopram incr., drugs known to induc./ inhib.metabol.may aff.clinic.activ. as bupropion is extens.metabol., reduc.expos.with ritonavir & lopinavir, incr.dos.may be reqd.with concom.ritonavir but do not exceed recomm.dos., alcoh.tol.reduc., high.incid.of advers.events with levodopa, elev.BP poss.with nicotine transderm. syst.use., lev.of concom.digox.poss.decr.

See also MDR page 347.
 XE "Wellbutrin XL" WELLBUTRIN, (Aspen Pharmacare) GSK [P/S] 
Bupropion

Indications: DSM IV criteria defin.depress., relapse & recurr.prevent.follow.satisfact.respons.

(S5) XL EXTEND.REL.TABS, 41/1.2/0371, 0372

711008-001: 150 mg, 30, R499,62
711009-001: 300 mg, 30, R499,62
Dosage: Ther.to be init.by physic.exper.in depress. treatm. Swallow whole. Interv. of at least 24 hrs.betw. success. dos. Incr. adver. react./ seiz.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.provid.at least 24 hrs betw.dos.

Adults: Init.150 mg dly.as sngl.dly.dos.in the morn. Dos.may be incr.to max.300 mg once dly. in pts not respond.adeq.to 150 mg dly. When switch. from SR tabs.admin. same tot.dly.dos. when poss. 

Contraindications: Seiz.disords./ hist.therof, concom. treatm. with any other prep cont. bupropion, known CNS tumour, abrupt discont.of alcoh./ sedat., curr./ prev. bulimia/ anorex. nervosa diagn., MAOI, sev. liv.dis.(Child-Pugh grad.B/ C range 7-13), safety in pregn. & lactat.not est., safety & effic.in pts.und. 18 yrs.not est., mod.to sev.hepat.cirrhos. ), women of childbear.potent. not using contracept

Side effects: V.common: Insomn., headache, dry mouth, GI disturbS incl. naus.& vomit. Common: Trem., dizzin., taste disords., agitat., anx., hypersens.reacts., anorex., vis.disturbs, tinnit., incr.BP, flush., abdomin. pain, constipat., rash, prurit., sweat., fev., asthen., chest pain. Uncommon: Weight loss, confus., depress., concentrat.disturbs., tachycard. Rare: Seiz., elevat.liv.enzymes, jaund., hepatit. V.rare: More sev.hypersens.reacts. incl. angioed., dyspn./ bronchosp. & anaphylact.shock, arthralg., myalg. & fev., bld. glucose disturbs., aggress., hostility, irritabil., restlessn., hallucinats., abnorm.dreams, depersonalisat., delus., paran. ideat., dyston., atax., parkinson., incoordinat., memory impairm., paraesthes., syncope, palpitats., vasodilat., postur.hypotens., erythema multif. & Stevens-Johnson syndr., exacerbat. of psorias., twitch., urin.freq. &/ retent., urin.incont. Not known: Hyponatraem., suicid.ideat./ behav., psychos.

Special warnings and precautions: Excret. in breast milk, incr. adverse eff.risk if tabs.are crush./cut/chew., avoid bedt. dos.to reduce insomn.provid.at least 8 hrs(SR Tabs) & 24 hrs (XL Tabs) betw.dos./ dos.reduct.if clinc. indic., elderly, mild ren./liv. impairm./ hepat. cirrhos., dos.relat.seiz.risk theref.do not exceed recomm.dos., discont.if hypersens. reacts.occur, monit.adverse eff.in hepat./ ren.impairm.poss.indicat.high meds./ metabolite lev., CV dis., 14 days to elapse betw. discont. MAOI & init.ther., do not admin.to pts. with condits.predispos.to low.seiz. thresh.incl. head trauma hist./ seiz.hist./ CNS tumour/ concom. meds.known to low.seiz.thresh., excess. alcoh./ sedat. use/diab.treat.with hypoglycaem./ insul./ stimul.or anorect.prod.use, discont.& do not re-introduc.if seiz.exper., monit.pts.esp.dur.early ther.& dos.chang.for clinic.worsen./suicidal., hist. of suicid.behav./thoughts, young adults, signific.suicid.ideat.prior to commenc.ther., consid. chang.therapeut.regim/discont.if psych. sympts.occur which are sev./abrupt in onset/not part of pres.sympts., monit.for worsen.of depress. sympt.follow.discontin., psych.illn.hist., poss. precipitat.of man.episod.in bipol.disord., screen. adeq.for bi-polar disord.risk, incr.suicid. think. & behav.assoc.with treatm.of childr.& adolesc. und.18 yrs., concom.meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme e.g. orphenadrine/ cyclophosphamide, ifosfamide, ticlopidine & clopidogrel, concom. meds. metabol.by CYP2D6 isoenzyme eg. ß-block/ anti-arrythm./ SSRI/ TCA’s & antipsychot. should be init.at low.end of their dos.range, incr. dos.may be reqd.with concom.ritonavir but do not exceed recomm.dos., avoid/minim.alcoh., concom. levodopa/amantadine., lev.of concom.digox.may rise to tox.lev.on discontin. of bupropion.

Interactions: Incr.desipramine plasma lev., concom. meds.known to affect cytochrome P450 IIB6 (CYP 2B6) isoenzyme e.g. orphenadrine/ cyclophosphamide, ifosfamide, ticlopidine & clopidogrel, incr.dos.may be reqd.with concom. ritonavir but do not exceed recomm. dos., avoid/minim.alcoh., concom.levodopa/ amantadine., concom.meds.metabol.by CYP2D6 isoenzyme eg. ß-block/anti-arrythm./ SSRI/ TCA’s & antipsychot.should be init.at low.end of their dos.range, Cmax & AUC of citalopram incr., drugs known to induc./inhib.metabol.may aff.clinic.activ. as bupropion is extens.metabol., reduc.expos.with ritonavir & lopinavir, incr.dos.may be reqd.with concom.ritonavir but do not exceed recomm.dos., alcoh.tol.reduc., high.incid.of advers.events with levodopa, elev.BP poss.with nicotine transderm. syst.use., lev.of concom.digox.poss.decr., reduc.tamoxif.effic.

See also MDR page 349.
1.4.7
Tetracyclic
 XE "Adco-Mirteron" ADCO-MIRTERON, AI Pharm Ltd [P/S]
Mirtazapine

Indications: Maj.depress.

(S5) TABS. A39/1.2/0217, 0218.

708239-001: 15 mg, 30, R216,05
708242-001: 30 mg, 30, R328,30
Dosage: Cont.ther.x6mnths.for ac.depress.episod.
Init: 15 mg/day as sngl.dos.at bedt.which may be grad. incr.accord.to clinic.respons. Effect.dos. range: 15-45 mg/day. Dos.changes to be made at interv. of not less than 1-2 wks.

Contraindications: Pregn., lactat., childr., concom. MAOI/within 14 days of init/discont. MAOI ther.

Side effects: Flu like syndr., asthen., incr.sweat., CNS effs., paraesthes., epilept.seiz., man., convuls., myoclon., restless leg syndr., incr.appet., weight gain, dry mouth, GI disturbs., thirst, bitter taste, oed., periph.oed., orthostat.hypotens., exanthem, jaund., revers.agranulocytos./ granulocytopen., arthralg., myalg.

Special precautions: Epilep., hepat./ren. insuffic., card.dis., conduct.disturbs., ang.pect., recent MI, hypotens., diab.mellit., psychos., bipol. disord.hist., discont.in case of jaund., discont.if sympts.of infect.occur & do bld.counts, worsen. depress./emerg.suicid.ideat.& behav., monit.pts. caref.dur.early ther.& dos.changes for clinic. worsen./ suicid.ideat./behav., co-morbid.betw. maj.depress.disord.& other psych./non-psych. disords., consid.chang.therapeut.regim/discont.if psych.sympts.occur whch are sev./abrupt in onset/not part of pres.sympts., grad.withdr., elderly, micturit.disturbs., clos.angle glauc., incr.IOP

Drug interactions: Potent.CNS depress.act.of alcoh., sedat.effs.of anxiolyt.& hypnot.potent.

 XE "Beron" BERON, Aurobindo [P/S]

Mirtazapine

Indications: Maj.depress.

(S5) TABS. A40/1.2/0366, 0367

710528-001: 15 mg, 30, R312,99
710529-001: 30 mg, 30, R476,74
Dosage: Init: 15 mg/day as sngl.dos.pref.at bedt. or in 2 equal.div.dos. Incr.grad.accord.to clinic. respons. Effect.dos.range usual.15-45 mg/day. Dos. chang.to be made at interv.of at least 1-2 wks. Cont.treatm.for at least 6 mnths.in ac. depress. episod.

Contraindications: Pregn., lactat., childr., concom. MAOI/ within 14 days of discont.MAOI ther.

Side effects: Psych.effs.incl.akathisia, asthen., flu syndr., incr.sweat., CNS effs., vertigo, epilept. seiz, paraesthes., restl.legs syndr., incr.appet., weight gain, GI disturbs., thirst, bitter taste, oed., hypotens., exanthem., jaund., bld. dyscras., arthralg., myalg.

Warnings and special precautions: Epilep., hepat./ren. insuff., card.disords.eg.conduct. disturbs., ang. pect., recent MI, hypotens., diab. mellit., psychos., bipol.disord.hist., discont. treatm. if jaund. devel., discont.if sympt.of infect. occur & do bld.count, suic.risk, caref.monit.esp.at begin. of ther./dos.chang., consid.chang. therapeut. regim./discont.ther.if psych.effs.sev./ abrupt onset/sympt.not present init., co-morbid. betw. maj. depress.disord.& other psych./non psych. disords., grad.withdr., elderly, micturit. disturbs., clos.-angle glauc., rais.IOP, concom. anxiolyt./ hypnot.meds., avoid alcoh.

Drug interactions: Poss.potent.CNS sedat.effs. of anxiolyt./hypnot./alcoh.

 XE "Lamictin" LAMICTIN, GlaxoSmithKline SA (Pty) Ltd
See Section 1.6
 XE "Lantanon" LANTANON, Organon [P/S]
Mianserin HCl.

Indications: Depress.

(S5) TABS. J/1.2/64, N/1.2/180.

735795-002: 10 mg, 30, R146,25
735795-010: 10 mg, 90, R438,75
735817-022: 30 mg, 40, R510,43
Dosage: Init: 30-40 mg dly.in the even. Maint:30-90 mg (gen.60 mg) dly.

Contraindications: Mania, sev.liv.dis., childr.& adolesc.und.18 yrs., MAOI, safety in pregn.& lactat. not est.

Side effects: Bone marr.depress., weight incr., hypomania, sedat., convuls., restless legs, neurolept. malign.syndr., dizzin., dilat./constrict. pupils, bradycard., hypotens., vomit., elev.liv. enzym, jaund., hepatit., exanthema, arthralg., gynaecomast., oed., atax., suicid.ideat./-behav.
Special precautions: Suicide relat.behav.& hostility more freq.observ.in childr./adolesc. & <25 yrs. treat.with antidepress.in clinic.trials compar.to those treat.with placebo, monit.for suicide/suicid. thoughts or clinic.worsen.dur.early treatm.& dos. changes, monit.BP with concom.antihypertens. ther., elderly, hypoman.poss.precipit.with bipol. depress.illn.in which case withdr., withdr.if jaund./ convuls.occurs., diabet., CV disords., hepat./ ren. insuffic., narr.angle glauc., prostat.hypertrophy,

Drug interactions: CNS depress.act.of alcoh. potent., poss.reduc.plasma lev.with CYP3A4 induc. antiepilept.meds., may affect warfarin.
 XE "Miradep" MIRADEP, (Cipla Medpro) Zydus [P/S]
Mirtazapine

Indications: Maj.depress.

(S5) TABS, 44/1.2/1007, 1008

721209-001: 15 mg, 30, R249,63
721210-001: 30 mg, 30, R379,29
Dosage: Swall.whole without chew. Init: 15 mg/ day which may be grad.incr.accord.to clinic. respons. Effect.dos.range: usual.15-45 mg/day as sngl.dos.pref.at bedt.or in 2 equal.div.dos. Dos. chang. to be made at interv.of not less than 1-2 wks. Cont. ther.for at least 6 mnths.for ac. depress. episod.
Contra-indications: Pregn., lactat., childr., MAOI, lact.intol.

Side-effects: Bld.dyscras., incr.appet./sweat., mass gain, hyponatraem., psych.disords.incl. depersonalisat./hostilit./anx., CNS effs., dizzin., tremor, vertigo, seiz., hyperaesthes., headache, myoclon., restl.legs/seroton.syndr., oed.incl. periph. oed., postur.hypotens., dyspn., dry mouth, GI disturbs., bitter taste, incr.liv.enzym.lev., jaund., skin reacts., arthralg., myalg., hypo-/hyperkines., back pain, urin.freq., menstr.chang., impot., malaise, asthen., flu like syndr.

Special precautions: Epilep., hepat./ren.insuff., monit.card.disords.incl.conduct. disturbs./ang.pect. / recent MI, hypotens., diab.mellit., psychos., bipol. disord.hist., discont.in case of jaund., discont. if sympts.of infect.occur & do bld. counts, worsen. depress./emerg.suicid.ideat.& behav., monit.pts.caref.dur.early ther.& dos.chang.for clinic. worsen./suicidality, co-morbid.betw.maj. depress.disord.& other psych./non-psych.disords., consid.chang. therapeut.regim./discont.if psych. sympts.occur which are sev./abrupt in onset/not part of pres.sympts., grad.withdr., concom. cimetidine/other CYP3A4 induc./carbamazepine/ potent CYP3A4 inhibits., elderly, ren./hepat. impairm., micturit.disturbs., clos.angle glauc., incr. IOP.

Drug interactions: Ser.somet.fatal reacts.with MAOI, potent.sedat.effs.with alcoh./ benzodiazepin., bioavail.doubl.by cimetidine, sedat.effs.of anxiolyt.& hypnot.potent., incr.clear. with carbamazepine/other CYP3A4 induc., rais. plasma lev.with ketoconazole, hypotens.eff.of clonidine poss.antagon.

 XE "Mylan Mirtazapine" MYLAN MIRTAZAPINE, (Mylan) Xixia [P/S]
Mirtazapine

Indications: Maj.depress.

(S5) TABS, 41/1.2/0367, 0368.

710802-001: 15 mg, 30, R237,62
710803-001: 30 mg, 30, R361,07
Dosage: Cont.ther.x6mnths.for ac.depress. episod.
Init: 15 mg/day as sngl.dos.at bedt.which may be grad.incr.accord.to clinic.respons. Effect.dos. range: 15-45 mg/day. Dos.changes to be made at interv. of not less than 1-2 wks.

Contraindications: Pregn., lactat., childr., MAOI

Side effects: Flu like syndr., asthen., incr. sweat., CNS effs., paraesthes., epilept.seiz., man., convuls., myoclon., restless leg syndr., incr. appet., weight gain, dry mouth, GI disturbs., thirst, bitter taste, oed., periph.oed., postur. hypotens., exanthem, jaund., revers. agranulocytos./ leucopen.& granulocytopen., arthralg., myalg.

Special precautions: Epilep., hepat./ren. insuffic., card.dis., conduct.disturbs., ang.pect., recent MI, hypotens., diab.mellit., psychos., bipol. disord.hist., discont.in case of jaund., discont.if sympts.of infect.occur & do bld.counts, worsen. depress./emerg.suicid.ideat.& behav., monit.pts.caref.dur.early ther.& dos.changes for clinic. worsen./suicidality, co-morbid.betw. maj. depress.disord.& other psych./non-psych. disords., consid.chang. therapeut.regim/discont.if psych. sympts.occur whch are sev./abrupt in onset/ not part of pres.sympts., grad.withdr., elderly, micturit.disturbs., clos.angle glauc., incr. IOP

Drug interactions: Potent.CNS depress.act.of alcoh., sedat.effs.of anxiolyt.& hypnot.potent.

 XE "Mytra" MYTRA, Novagen [P/S]
Mirtazapine

Indications: Maj.depress.illn.
(S5) TABS, A40/1.2/0652, 0653.

714684-001: 15 mg, 30, R220,87
714685-001: 30 mg, 30, R335,63
Dosage: Init: 15 mg/day grad.incr.accord.to clinic. respons. Effect.dos.range: 15-45 mg. Admin.as sngl. dos.pref.at bedt.or in 2 equal.div.dos. Dos. chang. to be made at interv.of at least 1-2 wks. Cont.ther.for at least 6 mnths.for ac.depress. episod.

Contraindications: Pregn., lactat., childr.& adolesc. und.18 yrs., concom.MAOI’s incl.linezolid or within 14 days of discont.
Side effects: Freq: Drowsin., sedat., somnol., headache, trem., lethargy, amnes., incr.apetite & weight gain, dry mouth, constipat., N&V, diarrh., orthostat.hypotens., exanthema, arthralg., myalg., back pain, abnorm.dreams, confus., anx., insomn. Less freq: Asthen., flu-like syndr., incr.sweat., fatig., man., hallucinat., convuls., epilept.seiz., vertigo, agitat., paraesthes., restless leg syndr., myoclon., thirst, oral hypoaesthes., pancreatit., oed., perioph.oed., elev.ser.transamin.activ., revers.agranulocytos., nightmares, psychomot. restlessn., aggress. Freq.unknown: Bitter taste in mouth, jaund., incr.liv.enzym., leucopen., granulocytopen. Post market.with unknown freq: Bone marr.depress., hyponatraem., suicid. ideat./-behav., somnambul., convuls., seroton. syndr., oral paraesthes., dysarthr., mouth oed., incr.salivat., Stev.John.syndr., bull.dermatit., erythema multiforme, TEN, DRESS, gen.& local. oed., urin.retent., incr.creatin.kinase, rhabdomyolys., inappropr.antidiuret.hormon.syndr., hyperprolactinaem
Special warnings and precautions: Suicide relat.behav.& hostility more freq.observ.in childr.& adolesc., discont.treatm.if signs of poss.bone marr. depress.report.& perform bld.count, discont. if jaund.develop, suicide risk poss.incr.dur.early stages of recov.& may persist until signific.remiss. occurs, monit.pts.esp.those at high risk/suicide relat.event hist.caref.dur.early ther.& dos.changes for clinic. worsen./suicidality, withdr.treatm. immed. if ser.cutan.advers.reacts.report.& do not restart ther.at any time, seiz.hist., discont.ther.if seiz.develop./seiz.freq.incr., clear.decr.in hepat.& ren.impairm., card.dis./conduct.disturbs./ang. pect./ recent MI/hypotens., alt.glycaem.control in diab.mellit., poss.worsen.of psychot.sympts.in schizophren.& other psychot.disturbs., mania/ hypoman. hist., grad.withdr., micturit.disturbs., clos.angle glauc., incr. IOP, incr.dos.in cases of akathis./psychomot.restlessn.detriment., QT prolongat. risk fact./concom.QTc prolong.meds/ known CV dis./QT prolongat.fam.hist., meds. known to cause hyponatraem., elderly, poss. seroton. syndr.with other concom.serotonerg. act.subst., lact.intol., avoid driv./operat.machin. dur.ther.

Interactions: MAOI’s, potent.CNS depress.act.of alcoh., sedat.effs.of benzodiazep./other sedat./ antihistam.H1 antagon.& opioids potent., poss. seroton.syndr.with other serotonerg.act.subst., incr.INR with warfar., QT prolongat.&/ventric. dysrhythm. with concom.meds.that prolong QTc interv., CYP3A4 induc.incr.clear.decr.aveg.plasma conc., incr.peak plasma lev.& AUC with potent CYP3A4 inhibit.
 XE "Remeron" REMERON, Organon [P/S]
Mirtazapine

Indications: Maj.depress.

(S5) TABS. 32/1.2/0481, 0482.

897760-018: 15 mg, 30, R562,05
842958-002: 30 mg, 30, R853,89
Dosage: Init: 15 mg/day as sngl.dos.at bedt. Effect. dos.range: 15-45 mg/day. Dos.changes to be made at interv.of not less than 1-2 wks.

Contraindications: Pregn., lactat., childr., recomm.not to be used in combinat.with MAOI/ within 14 days of init/ discont.MAOI ther.

Side effects: Sedat., bone marr.depress.present. as granulocytopen./revers.agranulocytos., incr. appet., weight gain, asthen., flu syndr., incr. sweat., oed., periph.oed., CNS effs., GI disturbs., orthostat.hypotens., epilept.seiz., man., convuls., myoclon., exanthem, thirst, bitter taste, rash, S/E of which causal relationship not est: hypertens., vasodilat., myalg., myasthen., arthralg., dyspn., incr.cough, sinusit., urin.freq., UTI, face oed., photosens., enlarg.abdom., ang.pect., MI, other CV effs., syncope, migraine, hypotens., eructat., incr. cholesterol & triglycerid.(non-fast.), atax., delir., delus., depersonlisat., hallucinat., man.react., neuros., dyston., hostility, emot.lability, euphor., paranoid react., conjunctivit., keratoconjunctivit., lacrimat.disord., glauc., hyperacus., dyskines., extrapyramid.syndr., incr.libido, abnorm.co-ordinat., dysarthr., incr.reflex., eye/ear pain, vis. disturbs., deafn., kidn.calcul., cystit., dysur., urin. incontin./retent., impot.

Special precautions: Epilepsy, organ.brain sympts., hepat./ren.insuffic., card.dis., conduct. disturbs., meds.that prolong QT interv., ang.pect., recent MI, low bld.press., discont.if sympts.of infect.occur & do bld.counts, micturit.disturbs., ac. narr.angle glauc., incr.IOP, diab. mellit., wors.of psychot.sympts.e.g.when admin.to schizopren., depress.phase of manic-depress.can transf.into manic phase, limit init.pt.supply, grad.withdr., discont. in case of jaund.

Drug interactions: Potent.CNS dampen.act.of alcoh., sedat.effs.of benzodiazep.potent.

 XE "Zapamirt" ZAPAMIRT, Sandoz [P/S]
Mirtazapine

Indications: Maj.depress.

(S5) TABS. A40/1.2/0584, 0585.

707189-001: 15 mg, 30, R279,76

708304-001: 30 mg, 30, R390,39
Dosage: Init: 15 mg/day which may be grad.incr. accord.to clinic.respons.. Effect. dos.range: 15-45 mg/day. Dos. given as sngl.bedt.dos./in 2 equal. div.dos. Changes to be made at interv.of at least 1-2 wks. Cont.treatm.x6 mnths.for ac. depress.episod.

Contraindications: Childr.und.18 yrs., in combinat. with MAOI/within 14 days of discont. MAOI ther.

Side effects: Freq: Incr.appetite, incr.weight, abnorm.dreams, confus., anx., insomn., somnol., sedat., headache, lethargy, dizzin., trem., amnes., orthostat.hypotens., dry mouth N&V, diarrh., constipat., exanthema, back pain, arthralg., myalg., periph.oed., fatig. Less freq: Man., nightmares, hallucinat., agitat., psychomot. restlessn., aggress., paraesthes., myoclon.& restless legs., syncope, hypotens., oral hypoaesthes., pancreatit., ser.transamin.activ. elev. Freq.unknown: Bone marr.depress., eosinophil., SIAHD, hyponatraem., suicid.ideat./-behav., somnambul., seroton.syndr., convuls., oral paraesthes., dysarthr, mouth oed., incr. salivat., Stev.Johns.syndr., dermatit.bullous, erythema multiforme, tox.epiderm.necrolys. DRESS, rhabdomyolys., urin.retent., general.& local.oed., incr.creatin.kinase.

Special warnings and precautions: Suicide relat.behav.& hostility report.in childr.& adolesc., worsen. depress./emerg.suicide ideat./-behav. risk in maj. depress./other psych./non-psych. disords., monit.pts.esp.those at risk dur.early ther.& dos. changes for clinic. worsen./suicid. ideat./-behav., consid.change. therapeut.regim/ discont.if psych. sympts occur which are sev./in onset abrupt/not part of pres.sympts., grad. withdr., discont. if sympts.of infect.occur & do bld.counts, discont.if sev.cutan.advers.reacts. report.& do not restart.at any time, discont.in case of jaund., epilep./organ.brain syndr./seiz. hist., hepat./ren.impairm., card.dis., conduct. disturbs., ang.pect., recent MI, hypotens., glycaem. control in diab.mellit.poss.alt., psychos., bi-pol.disord.where depress.phase transforms to manic phase, mania/hypoman.hist., micturit. disturbs., clos.angle glauc., incr.IOP, incr. dos.when akathis.develops may be detriment., known card.vasc.dis./QT prolongat. fam.hist/concom.meds.that prolong QTc interv., hyponatraem.risk fact., concom.SSRI’s, elderly, lact.intol., safety in pregn.& lact.not est., epidemiolog. data suggest incr.risk of persist. pulm. hypertens.in new born, excret.in breast milk in small quantit., eval.advers.reacts.bef. driv./perform.complic.tasks

Interactions: Do not use in combinat.with MAOI/ within 14 days of discont.MAOI ther., poss. seroton.syndr.with serotonerg.act.subst., sedat.propert.of benzodiazepines & other sedat. incr., potent.CNS depress.act.of alcoh., INR incr. with warfar., QT prolongat.risk & ventric. dysrhythm. incr.with meds.prolong.QTc interv., CYP3A4 induc.decr.plasma conc., potent CYP3A4 inhibit. incr.plasma conc.

1.4.8
Melatonergic specific
 XE "Valdoxane" VALDOXANE, Servier [P/S]
Agomelatine
Indications: Maj.depress.episodes.in adults

(S5) TABS, A40/1.2/0347

716215-001: 25 mg, 28, R394,94
Dosage: Treat for at least 6 mnths to ensure pt.sympt.free. Not necess.to taper dos.on discontinuat.
Recomm.dos: Adults: 25 mg once dly.at bedt., if aft.sever.wks.no further clinic.improvem.noted may be incr.to 50 mg once dly.

Contraindications: Hepat.impairm., concom. potent CYP1A2 inhibit., safety & effic.in childr. und. 18 yrs.not est., elderly with dement.as safety & effic.not est., safety & effic.dur.pregn.& lactat. not est.
Side effects: Liv.enzme elev.>10 times upper limit of norm., hepatit., jaund., naus., dizzin., somnol., insomn., migraine, paraesthes., psych. disords., anx., suic.thoughts/behav., agitat.& relat. sympts., mania/hypoman., blurr.vis., GI disturbs., hyperhidros., eczema, prurit., erythemat. rash, back pain, fatig., incr./decr. weight.

Special precautions: Not recom.in pts.>65yrs. as effic.not clearly demonstrat., bi-pol./mania/ hypoman. hist., discont.if manic sympts.develop, monit.for incr.suicid.thoughts partic.in early stages of recovery & pts.<25 yrs., suicide relat. event hist., concom.mod.CYP1A2 inhibit.(eg oestrog. & propranolol), pre-treatm.elev. transamin., liv.funct.tests for all pts.at init./when incr.dos.at 3-6-12-24 wks.& sympts.suggest. hepat. dysfunct., rep.liv.funct.tests within 48 hrs. of incr.ser.transaminas., discont.ther.if ser. transaminas. exceed 3xULN & perform LFT reg. until return to norm., do not re-introd.ther.if S&S of liv.injur.pres., pre-treatm.elev.transaminas. >ULN and <3xULN, hepat.injury risk fact., obesity/ non-alcoh.fatty liv.dis., substant.alcoh. ingest., meds.assoc.with hepat.injury risk, concom. alcoh.not advis., no exper.with ECT ther., interact.stud.only perform.with adults, sev. to mod.ren.impairm., not for pts with rare heredit. galact.intol.probl./Lapp lact.defic or gluc.galact. malabsorpt., smok.(esp.heavy smok.)decr. bioavail.

Drug interactions: Potent CYP1A2 inhibit. (eg.fluvoxamine & ciprofloxacin) & mod. CYP2C9 inhibit. markedly inhibit.metabol.incr.expos., mod. CYP1A2 inhibit.(eg oestrog./propranolol) incr. expos.several fold, rifampic.decr.bioavail.

1.4.9
Lithium
 XE "Camcolit" CAMCOLIT, (Aspen Pharmacare: Pharmacare) Pharmacare [P/S]

Lithium carbon.

Indications: Treatm.& relapse prev.of man.& manic depress.illn.

(S5) TABS. B1260 (Act 101 1965), L/1.2/0161.

712078-002: 250 mg, 100, R485,67
712086-005: 400 mg, 100, R520,53
Dosage: Ac.mania: Reqd.dly.dos.may be admin. either in div.dos.or as sngl.dly dos.

Init.in hosp.where reg.Li lev.monit. Dos.adjust.to keep Li lev.in ther.range of 0,6-1,0 mmol/L. Init. 1 000-1 500 mg dly for 1st 5-7 days. Plasma Li estim. to be done 12 hrs aft.last dos. on 5th or 7th day & adjust.to keep Li lev.with.ther.range. Dos. accord.to pt.mass & age. Plasma lev.to be determ. at wkly interv.dur.1st 3 wks.

Hypoman.& man: As per above & if pt.not too ill treatm.may be init.as an out-pt.so long as facilit. avail.for plasma monit.avail.& init.within 1 wk.

Contraindications: Ren.& card.dis./fail., Addison’s dis., brain damage evid., low sod. intake., pregn., breastfeed., congenit.long QT syndr., concom.meds.known to prolong QT interv., not recomm.in childr.
Side effects: Fatig., fine hand trem., slurr.speech, polyur., polydips., GI disturbs., thyrotoxicos., atax., dizzin., blurr.vis., tinnit., card.dysrhythm., ECG/EEG chang., oed., hypertens., periph.circulat.collapse, leucocytos., antinucl. antibod.incr., allerg.vasculit., hypotens., syncope, stupor, confus., nystagm., epileptif.seiz., vertigo, musc.rigid., urine & faeces incont., somnol., psychomot.retardat., restlessn., myasth.grav., exopthalmos, trans.scotoma, excess. salivat., gastrit., acquir.nephrogen.diab.insipid., glycosur., albuminur., acne/exacerbat.thereof, hair thin., alopec., skin reacts., musc.hyperirritabil./-weakn. /-rigid., twitch., hypo-/hyperthyroid., hyperparathyroid., parathyroid adenoma, weight gain, trans.hyperglycaem., hypercalcaem. /-magnesaem., lethargy, asthen., headache, diffuse non-tox.goitre format.

Warnings and special precautions: Li toxic., concom.diuret./NSAID ther., monit.Li lev.more freq. if NSAID init./discont., discont.ther.24 hrs. prior to surg., euthyroid/prompt & accurate plasma Li-determ. facilit.to be avail.bef.init.ther., rais.ADH plasma lev., plasma lev.not to exceed 2,0 mmol/L dur.ac.phase & 1,5 mmol/L dur.maint.ther, perman. kidn. chang. & imp.ren.funct.with longt. treatm. poss. enhanc.with high ser.conc., minim.effect. dos. to be used., only maint.on treatm.aft.3-5 yrs.if benef. persists, monit.thyroid funct.at 3 mnthly interv., monit.plasma Li lev.at least every 10 wks., tol. incr.dur.ac.man.phase decr.marked.when manic sympts.subside, adeq.fluid intake esp.dur. init. stabilis. per., not for pts. on salt-free diet, protract. sweat./diarrh.decr.tol.& supplem.fluid & salt advis., concom.diurets.& low sod.diets dur. pregn., epidemiolog.evid.suggest. harmf.effs.dur. pregn., cross.placenta barr.& pres.in breast milk, poss. thyroid involvem., elderly, use in childr.not recomm., avoid mark.chang.in diet.salt intake.

Drug interactions: ACE inhibit.& angiotens. recept. block.raise ser.lev., nephrogen. diabet. insipid.sympt. with concom. TCAs, reduc.clear.with diurets., acetazolamide reduc.ser.lev., poss.incr. ser. lev.with NSAID’s poss.result.in Li-toxic., imp. ren. eliminat./incr.ser.Li conc.with metronidazole, incr. S/E risk with antidepress.eg.SSRI’s/TCA’s, neurotoxic. with carbamazepine/clonazepam & poss. phenytoin without Li ser.lev.change, methyldopa incr.toxic.with ser.lev.change, incr.S/E risk with concom.other anti-psychot.esp. extrapyramid. sympt., unpredic.neurotox.S/E & bradycard. potent.with diltiazem /verapamil without ser.lev.change, ser.lev.reduc.with caffeine/ other xanthine derivat.& Na salts.

1.4.10
Others
ASPEN TRAZODONE (MDR Listing)
 XE "Aspen Trazodone" ASPEN TRAZODONE, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Trazodone HCl.
Indications: Depress., mixed anx.& depress.

(S5) CAPS, 37/1.2/0491, 0492

714596-001: 50 mg, 100, R380,97
714597-001: 100 mg, 100, R761,96
Dosage: Dly.dos.admin.in 3 div.dos.

Adults: Optim.dos: 300-400 mg/day. Suggest.init dos: 150 mg/day in1st wk.incr.to 300 mg/day or high.accord.to clinic.respons.(600 mg dos.report.).

Mix.anx.& depress: Recomm.init.dos: 100-150 mg/ day. When depress.is predomin.sympt dly.dos.of 300-400 mg poss.reqd.for satisfact. respons.
Contraindications: Ac.recov.phase of MI, combin. use with other psychotrop.drugs should only be undertak.with due recognition of the poss. of potentiat., safety in pregn./lactat.& childr.not est.

Side effects: CNS effs., dizzin., headache, dry mouth, GI disturbs., unpleas.taste, musc.trems., confus., hypotens., allerg.skin reacts., fast/slow heart beat, priapism, unus.excitem., blurr.vis., arthralg., unus.tiredn./weakn., bld.dyscras., jaund., hepatocell. damage, hyponatraem.poss.due to inappropr. secret.of antidiuret.horm.esp.elderly.

Special precautions: Cons.risk/benef: ac. alchol./ card.dis.esp.arrhythm./imp.hepat./ren. funct, digoxin toxic., monit.concom.phenytoin., concom. antihypertens., cont.lact.
Drug interactions: Depress.effs.of alcoh./CNS depress. & some antihypertens.poss.potent., poss. incr. hypotens.risk with antihypertens., anticholinerg./ meds.with anticholinerg.activ., anticholinerg. effs.of antihistam.potent., antidyskinet., sedat.& anticholinerg.eff.of TCA’s/ haloperidol/ loxapine/maprotiline/molindone/ phenothiazine/ pimozide or thioxanthines poss. prolong. & intensif., ser.conc.of digox.incr., phenytoin & poss.other hydantoin anticonvuls. plasma conc.incr.

See also MDR page 127.
 XE "Biotech Trazodone" BIOTECH TRAZODONE, Biotech [P/S]

Trazodone HCl.
Indications: Depress., mixed anx.& depress.

(S5) CAPS, 43/1.2/0698, 0699

720912-001: 50 mg, 100, R375,00
720913-001: 100 mg, 100, R750,00
Dosage: Dly.dos.admin.in 3 div.dos.

Adults: Depress: Optim.dos: 300-400 mg/day. Suggest.init dos: 150 mg/day in1st wk.incr.to 300 mg/day or high.accord.to clinic.respons.(600 mg dos.report.).

Mix.anx.& depress: Recomm.init.dos: 100-150 mg/ day. When depress.is predomin.sympt dly.dos.of 300-400 mg poss.reqd.for satisfact. respons.
Contraindications: Ac.recov.phase of MI, combin. use with other psychotrop.drugs should only be undertak.with due recognition of the poss. of potent., safety in porphyr/pregn./lactat.& childr.not est.

Side effects: CNS effs., dizzin., headache, drowsiness. dry mouth, GI disturbs., unpleas.taste, hypotens., allerg.reacts., fast/slow heart beat, priapism, tremors, unus.excitem., confus., blurr. vis., musc.trem., arthralg., unusual tiredn./weakn., bld.dyscras., jaund., hepatocell.damage, weight loss, hyponatraem.poss.due to inappropr.secret.of antidiuret.horm.esp.elderly, skin rash.

Warnings and special precautions: Cons. risk/ benef.in ac.alchol./card.dis.esp.arrhythm./imp. hepat. & ren.funct, digoxin toxic., elderly, may antagon. activit.of anti-epilept.by low.convuls. thresh., monit.concom.phenytoin.& concom. antihypertens., poss warfar.dos.incr., monit.suicide risk esp.dur early antidepress.ther., grad.withdr.

Drug interactions: Potent act.of barbits./musc. relax./ antidyskinetics/volatile anaesth./ phenothiaz./ antihistamin./pimozide/ sedat.& anti-depress. incl.alcoh., poss.interacts with MAOIs report., neurotox.S/E poss.promote with concurr. tricycl./ relat.anti-depress.& Li, amiodarone incr. risk of ventric.arrhythm., elev.ser.lev.of digox./ phenytoin & poss.other hydantoin anticonvuls./ carbamazep., anti-convuls.effs.of antiepilept. poss.antagon., occas.reports of seroton.syndr.& convuls.esp.when assoc.with other psychotrop. meds., CNS depress.enhanc.by clonidine, poss. incr.hypotens.risk with antihypertens., CYP3A4 inhibits.may limit trazodone eliminat., CYP3A4 induc.may reduc. trazodone plasma conc.
 XE "Brintellix" BRINTELLIX, Lundbeck [P/S] 
Vortioxetine hydrombromide

Indications: Maj.depress.& relapse risk reduc.

(S5) TABS, 48/1.2/0429, 0430, 0432

721190-001: 5 mg, 28, R462,03
720751-001: 10 mg, 28, R462,03
720752-001: 20 mg, 28, R501,66
Dosage: Adults: Init.10 mg once dly. Dos.may be incr.to max.20 mg dly or reduc.to min.of 5 mg dly depend. on pt.respons. Dos.incr.should be in per.of not less than one wk.of treatm.if reqd. Consid. decr. dos.for pts.unable to toler.high.dos. Aft. sympts.resolve 6 mnths.treatm.recomm.for consolidat.of antidepress.respons. May be stop. abrupt.without need for grad.dos.reduct.

Elderly: Init.5 mg once dly. Dos.may be incr.to 10 mg dly depend. on pt.respons. Limit.data on dos.exceed.10 mg dly.

Contraindications: MAOI’s, concom. linezolid.
Side effects: Very comm: Naus. Comm: Abnorm. dreams, dizzin., headache, somnol., sedat., insomn., diarrh., constip., vomit., prurit., fatigue, naso-pharyngit., influenza, decr.appet., back pain, arthralg., hyper-hidros. Uncomm: Flush., night sweats. Unknown freq.: Anaphylact. react., hyponatraem., seroton.syndr., NMS, haemorrh. incl. contus./ecchymos./epistax./GI or vag. bleed., angioed., urticar., rash, sex.dysfunct., hyponatraem.

Warnings and special precautions: Safety & effic.in pregn./childr.und.18 yrs.not est., safety in lactat. not est., excret.in milk of lactat.rats., Suicid. behav. more freq. observ.in childr.& adolesc.treat. with other antidepress., incr.risk of suic.thoughts/ self-harm/suic., monit.pts.caref.until signif.remiss. occurs, pts.with suic.-relat.events hist./exhibit. suicid. ideat.bef.init.treatm., monit.pts.esp.dur. early ther.& dos.chang.for clinic.worsen./suicid. ideat./ -behav., elderly, seiz.hist./unstab.epilep., other meds. low.seiz.thresh., ECT, discont.ther.if pt. develop.seiz./incr.in seiz.freq./ pt.enters manic phase, mania/hypoman.hist., monit.for S&S of NMS/ seroton.syndr.with concom.linezolid, concom. alcoh.not advis., sev.ren.insuff., no studies in sev.hepat.impairm., concom.strong CYP2D6 inhibits./broad cytochrome P450 induc., consid. poss.SSRI assoc.persist.pulm.hypertens.in newborns due to relat.mechan.of act., discont. ther. immed.in case of seroton.syndr.sympt.incl. ment. stat.chang./autonom.instab./neuromusc. disords. &/GI sympt., hyponatraem.in risk pts. e.g. elderly/ cirrhot.pts./concom.meds.caus. hyponatraem., cons.discont.ther.in sympt. hyponatraem. & init.appropr.treatm., anticoags. &/ meds. known to aff.platel.funct./known bleed. tendenc./ disords., consid.low.dose with concom. strong CYP2D6 inhibits., concom.bupropion/Li/ tryptophan /other meds.known to low.seiz.thresh., incr. bleed.risk potent.poss.due to interact.with concom. oral anticoags./antiplatel.meds., no exper. with concurr.ECT

Interactions: Seroton.syndr.risk with MAOI’s/ serotonerg.meds.incl.triptans/antipsychot./other dopamine antagon., concom.St.John’s Wort poss. high.adverse react.incid., incr. AUC with bupropion/ ketoconazole/fluconazole, decr.AUC with rifampicin, enhanc.eff.with Li/tryptophan.

 XE "Brivor" BRIVOR, Pharma Dynamics [P/S] 
Vortioxetine hydrombromide

Indications: Maj.depress.dis.& relapse risk reduc.

(S5) TABS, 55/1.2/0105, 0106, 0107

3006568-001: 5 mg, 30, R263,84
3006569-001: 10 mg, 30, R263,84
3006570-001: 20 mg, 30, R286,48
Dosage: Recomm start 10 mg once dly. May be incr.to max.20 mg dly / reduc.to min.of 5 mg dly depend. on pt.respons. Dos.incr.should be in per.of not less than one wk.of treatm.if reqd. Consid. decr. dos.for pts.unable to toler.high.dos. Aft. sympts.resolve 6 mnths.treatm. recomm.for consolidat.of antidepress. respons. May be stop. abrupt.without need for grad.dos.reduct.

Elderly: Init.5 mg once dly. Dos.may be incr.to 10 mg dly depend. on pt.respons. Limit.data on dos.exceed.10 mg dly. Take miss.dose asap and cont.with normal dose, do not take double dose.

Contraindications: MAOI’s, select.MAO-A inhib. eg. moclobemide, linezolid 
Side effects: Freq.: Naso-pharyngit., influenza, decr.appet., insomn., abnorm. dreams, dizzin., headache, somnol., sedat., diarrh., constip., N&V, dry mouth, dyspep., flatul., abdom. discomf., hyper-hidros,gen. prurit., back pain, arthralg.,. fatigue, accident. overdose. Less freq.: Bruxism, flush., night sweats.Unknown freq.: Anaphylact. react., angioed., hyponatraem., seroton.syndr., haemorrh. incl. contus./ ecchymos./ epistax./ GI or vag. bleed., urticar., rash, bone fract., sex.dysfunct. 
Special warnings and precautions:Suicid. behav. more freq. observ.in childr.& adolesc.treat. with other antidepress., monit.for incr.risk of suic.thoughts/ self-harm/suic., monit.pts.caref.until signif.remiss. occurs, pts.with suic.-relat.events hist./exhibit. suicid. ideat.bef.init. treatm., monit.pts.esp.dur. early ther.& dos.chang.for clinic.worsen./ suicid. ideat./ -behav., elderly, seiz.hist./ unstab.epilep., discont.ther. if pt. develop.seiz./incr.in seiz.freq., monit.for S&S of NMS/ seroton.syndr.with concom.seroton. meds. and disc.immed.if sympt., hyponatraem.in risk pts.eg. elderly/ cirrhot.pts./ concom.meds.caus. hyponatraem., cons.discont.ther.in sympt. hyponatraem. & init.appropr. treatm., pt.enters manic phase, mania/hypoman.hist., anticoags. &/ meds. known to aff.platel.funct./ known bleed. tendenc./ disords., pts.≥65 yrs with doses > 10 mg, ren./hepat.impairm., cont.mannitol=mild laxative, safety & effic.in pregn./ childr.und.18 yrs.not est., safety in breastf. not est

Interactions: MAOI’s (allow 14 days bef./aft.), seroton.syndr.risk with antidepress.& serotonerg.meds. eg.pethidine/ tramadol/ sumatript.& othr.triptans & MAO-B inhib.eg. selegiline/ rasagiline, concom. St.John’s Wort poss. high.adverse react.incid., seiz.thresh.lower.meds. eg.TCA / SSRI/ SNRI/ neuroleptics/ mefloquine/ bupropion & tramadol, caut.with ECT, consid.lower dose with concom.CYP2D6 inhib.(eg. bupropion/ quinidine/ fluoxetine/ paroxetine) OR strong CYP3A4 inhib.(eg. itraconazole/ variconazole/ clarithromycin/ telithromycin/ nefazodone/ conivaptan/ many HIV protease inhib.) OR CYP2C9 inhib.(eg. fluconazole/ amiodarone) given to poor CYP2D6 metabolis., decr.AUC with broad CYTP450 inducer eg.rifampicin/ carbamazepine/ phenytoin, comb.with alcoh.not advisabl., incr.bleed.risk with oral anticoags/antiplatel., enhanc.eff.with Li/tryptophan.
 XE "Trezot" TREZOT, Zydus [P/S] 

Trazodone HCl.

Indications: Depress., mixed anx.& depress.

(S5) CAPS, 47/1.2/1035, 1036

3000266-001: 50 mg; 100; R281,30
3003396-001: 100 mg; 100; R539,84
Dosage: Dly.dos.admin.in 3 div.dos.

Adults: Optim.dos: 300-400 mg/day. Suggest.init dos: 150 mg/day in1st wk.incr.to 300-400 mg/day or high.accord.to clinic.respons.(600 mg dos.report.).

Mix.anx.& depress: Recomm.init.dos: 100-150 mg/ day. When depress.is predomin.sympt dly.dos.of 300-400 mg poss.reqd.for satisfact. respons.
Contraindications: Ac.MI recov.phase, alcoh. intoxicat.& intoxicat.with hypnotics., combin.use with other psychotrop.drugs should only be undertak.with due recognition of the poss.of potentiat., MAOIs, safety in pregn./lactat.& childr.<18 yrs. not est.

Side effects: Freq: Confus.state, headache, dizzin., drowsin., trem., excitem., naus., vomit., dry mouth. Less freq: Bld. dyscras., blurr.vis., bradycard., tachycard., constip., diarrh., priapism, weakn. Freq.unknown: Allerg.reacts., eosinophil., leucopen.,syndr.of inappropr. antidiuret.hormone secret., hyponatraem., weight loss, anorex, incr. appet., suicid.ideat./suicid.behav., insomn., disorientat., mania, anx., nervousn., agitat., delus., aggress.react., hallucinat., nightmares, libido decr., withdraw.syndr., serotonin syndr., convuls., neurolept.malign.syndr., vertigo, decr.alertn., restlessn., irritab., memory disturb., express. aphasia, dyston., alt.taste, paraesthes., myoclon., card.dysrythm, ECG abnormal., hypertens., syncope, nas.congest., dyspn., dyspeps., incr. salivat., stomach pain, gastroenterit., paralyt. ileus, hepat.funct.abnormalit., sev.hepat.disords., hepatic fail., cholestas.intrahepat., hyperhidros., prurit., pain in limb/back/chest, myalg., arthralg., mictur. disord., oed., influenza-like sympts., fatig., fev., elevat.liver enz.

Special warnings and precautions: Cons. risk/ benef.in ac.alchol./card.dis.esp.arrhythm./imp. hepat. & ren.funct, digoxin toxic., elderly, may antagon. activ.of anti-epilept.by low.convuls. thresh., monit.concom.phenytoin.& concom. antihypertens., poss warfar.dos.adj., monit.suicide risk esp.dur early antidepress.ther., grad.withdr., hyperthyroid., micturit., ac.narr.angle glauc., rais. IOP, withdraw.in case of hepat.dysfunct./bld. dyscras., poss.worsen.of psychot.sympts.in schizophren./ oth.psychot.disords, intensific.of paranoid thoughts, check haematol.in case of sore throat/ fev.as agranulocytos.poss., concom.meds known to prolong QT interv./known CV dis. incl. those assoc.with prolongat.of QT interv., lact. intol., concom.St John's wort/apraclonidine/ brimonidine

Drug interactions: Potent act.of barbits./musc. relax./ antidyskinet./volatile anaesth./phenothiaz. / antihistamin./pimozide/sedat.& anti-depress. incl. alcoh., reduc.plasma conc.with carbamazepine., poss.interacts with MAOIs report., neurotox.S/E poss.promote with concurr. tricycl./ relat.anti-depress.& Li, amiodarone incr. risk of ventric.arrhythm., elev.ser.lev.of digox./ phenytoin & poss.other hydantoin anticonvuls./ carbamazep., anti-convuls.effs.of antiepilept. poss.antagon., occas.reports of seroton.syndr.& convuls.esp.when assoc.with other psychotrop. meds., CNS depress.enhanc.by clonidine, poss. incr.hypotens.risk with antihypertens., concom.use of phenothiazines CYP3A4 inhibits.may limit trazodone eliminat. & incr.conc., CYP3A4 induc.may reduc. trazodone plasma conc., poss. risk of seroton.syndr.with concom.tryptophan.

 XE "Vorellix" VORELLIX, Cipla Medpro [P/S]

Vortioxetine hydrombromide

Indications: Maj.depress.dis.& relapse risk reduc.

(S5) TABS, 53/1.2/0699, 0700, 0702

3005471-001: 5 mg, 30, R307,05

3005472-001: 10 mg, 30, R307,05

3005473-001: 20 mg, 30, R333,50

Dosage: Adults: 10 mg once dly. Dos.may be incr.to max.20 mg dly or reduc.to min.of 5 mg dly depend. on pt.response. Dos.incr.should be in per.of not less than one wk.of treatm.if reqd. Consid. decr. dos.for pts.unable to toler.high.dos. Aft. sympts.resolve 6 mnths.treatm.recomm.for consolidat.of antidepress.respons. Can be stop. abrupt.without need for grad.dos.reduct.

Elderly: Init.5 mg once dly. Dos.may be incr.to 10 mg dly depend. on pt.respons. Limit.data on dos.exceed.10 mg dly.

Contraindications: MAOI’s

Side effects: Freq: N&V, diarrh., constip., decr.appet., abnorm. dreams, dizzin., gener.prurit. Less freq: Bruxism, mydrias., flush., night sweats. Freq.unknown: Hyponatraem., insomn., agitat., agress., seroton.syndr., haemorrh. incl. contus./ecchymos./epistax./GI or vag. bleed., angioed., urticar., rash

Special warnings and precautions: Safety & effic.in pregn./lactat./childr.und.18 yrs.not est., excret.in milk of lactat.rats., suicide-relat.event.risk contin., monit.pts.caref until signif.remiss. occurs, pts.with suic.-relat.events hist./exhibit.suicid.ideat.bef.init.treatm., monit.pts.esp.dur. early ther.& dos.chang.for clinic.worsen./suicid. ideat./ -behav., seiz.hist./ unstab.epilep., monit.for S&S of NMS/ seroton.syndr. incr.with concom.serotonerg.meds, hyponatraem.in risk pts.e.g. elderly/ cirrhot.pts./ concom.meds.caus. hyponatraem., mania/hypoman.hist., anticoags./ meds. known to aff.platel.funct./ known bleed. tendenc./ disords., concom.bupropion incr.advers. reacts., consid.lower dose with concom.strong CYP2D6 inhibits, aggresiv./agitat.behav.emerge/aggrav., pts.with IOP/angle-clos.glauc. risk.,contains mannitol poss.laxat. eff.
Interactions: Seroton.syndr.risk with MAOI’s/ linezolid/ serotonerg. meds.e.g.pethidine/ tramadol/ triptans, concom.St.John’s Wort poss. high.adverse react.incid., meds lower.seiz.threshold e.g.TCAs, SSRIs, SNRIs, neuroleptics, mefloquine, bupropion,tramadol, not data with ECT, incr. AUC with bupropion/ ketoconazole/fluconazole, consid.lower dose with concom.strong CYP2D6 inhibits e.g. bupropion, quinidine, fluoxetine, paroxetine., decr.AUC with broad cytochr.P450 inducer.e.g. rifampicin, carbamazepine, phenytoin, alcoh.not adviseab., comcom lith/ tryptophan enhanc.eff., false posit. in urine screen for methadone.

 XE "Vortioxetine Aspen" VORTIOXETINE ASPEN, Aspen Pharma [P/S]

Vortioxetine hydrombromide

Indications: Maj.depress.dis.& relapse risk reduc.

(S5) TABS, 54/1.2/0702, 0703, 0704

3006928-001: 5 mg, 30, R263,75
3006929-001: 10 mg, 30, R263,75
3006930-001: 20 mg, 30, R286,00
Dosage: Adults: 10 mg once dly. Dos.may be incr.to max.20 mg dly or reduc.to min.of 5 mg dly depend. on pt.response. Dos.incr.should be in per. of not less than one wk.of treatm.if reqd. Consid. decr. dos.for pts.unable to toler.high.dos. Aft. sympts.resolve 6 mnths.treatm.recomm.for consolidat.of antidepress.respons. Can be stop. abrupt.without need for grad.dos. reduct. Elderly: Init.5 mg once dly. Dos.may be incr.to 10 mg dly depend. on pt.respons. Limit.data on dos.exceed. 10 mg dly.

Contraindications: MAOI’s

Side effects: Freq: N&V, diarrh., constip., decr.appet., abnorm. dreams, dizzin., gen. prurit. Less freq: Bruxism, flush., night sweats. Freq.unknown: Anaphylac.reacts., angioed., hyponatraem., seroton.syndr., haemorrh. incl. contus./ ecchymos./ epistax./ GI or vag. bleed., urticar., rash

Special warnings and precautions: Safety & effic.in pregn./ lactat./ childr.und.18 yrs.not est., excret.in milk of lactat.rats., risk of suicide-relat. event., monit.pts.caref until signif.remiss. occurs in pts.with suic.-relat.events hist./ exhibit.suicid. ideat. bef.init.treatm., monit.pts.esp.dur.early ther.& dos.chang.for clinic. worsen./ suicid.ideat./ -behav., seiz.hist./ unstab.epilep., monit.for S&S of NMS/ seroton.syndr. incr.with concom.serotonerg. meds, hyponatraem.in risk pts.e.g. elderly/ cirrhot. pts./ concom.meds.caus. hyponatraem., mania/ hypoman.hist., anticoags./ meds. known to aff. platel.funct./ known bleed. tendenc./ disords., risk of postpart. haemorrh.esp.close to delivery, concom. bupropion incr.advers.reacts., consid. lower dose with concom.strong CYP2D6 inhibits., severe ren./ hepat. impairm.
Interactions: Seroton.syndr.risk with MAOI’s (allow 14 days bef./aft.)/ linezolid/ serotonerg. meds.eg. pethidine/ tramadol/triptans, concom. St.John’s Wort poss. high.adverse react.incid., meds lower.seiz.threshold e.g.TCAs, SSRIs, SNRIs, neuroleptics, mefloquin, bupropion, tramadol, not data with ECT, incr. AUC with bupropion/ quinidine/ fluoxetine/ paroxetine (strong CYP2D6 inhibits) consid.lower dose, incr.in AUC with ketoconazole/ fluconazole, decr.AUC with broad cytochr.P450 inducer.eg. rifampicin/ carbamazepine/ phenytoin, pot.bleed. risk with oral anticoag./ antiplatel. meds., alcoh.not adviseab., comcom lith./ tryptophan enhanc.eff.
 XE "Vortioxetine Lundbeck" VORTIOXETINE LUNDBECK, Lundbeck [P/S]
Vortioxetine hydrombromide

Indications: Maj.depress.& relapse risk reduc.

(S5) TABS, 55/1.2/0580, 0581, 0583

3004686-001: 5 mg, 28, R351,80
3004687-001: 10 mg, 28, R351,80
3004688-001: 20 mg, 28, R381,97
Dosage: Adults: Init.10 mg once dly. Dos.may be incr.to max.20 mg dly or reduc.to min.of 5 mg dly depend. on pt.respons. Dos.incr.should be in per.of not less than one wk.of treatm.if reqd. Consid. decr. dos.for pts.unable to toler.high.dos. Aft. sympts.resolve 6 mnths.treatm.recomm.for consolidat.of antidepress.respons. May be stop. abrupt.without need for grad.dos.reduct.

Elderly: Init.5 mg once dly. Dos.may be incr.to 10 mg dly depend. on pt.respons. Limit.data on dos.exceed.10 mg dly.

Contraindications: MAOI’s, concom. linezolid.
Side effects: V.common: Naus. Common: Abnorm. dreams, dizzin., headache, somnol., sedat., insomn., diarrh., constip., vomit., prurit., fatigue, naso-pharyngit., influenza, decr.appet., back pain, arthralg., hyper-hidros. Uncommon: Flush., night sweats. Unknown freq.: Anaphylact. react., hyponatraem., seroton.syndr., NMS, haemorrh. incl. contus./ecchymos./epistax./GI or vag. bleed., angioed., urticar., rash, sex.dysfunct., hyponatraem.

Warnings and special precautions: Safety & effic.in pregn./childr.und.18 yrs.not est., safety in lactat. not est., excret.in milk of lactat.rats., suicid. behav. more freq. observ.in childr.& adolesc.treat. with other antidepress., incr.risk of suic.thoughts/ self-harm/suic., monit.pts.caref.until signif.remiss. occurs, pts.with suic.-relat.events hist./exhibit. suicid. ideat.bef.init.treatm., monit.pts.esp.dur. early ther.& dos.chang.for clinic.worsen./suicid. ideat./ -behav., elderly, seiz.hist./unstab.epilep., other meds. low.seiz.thresh., ECT, discont.ther.if pt. develop.seiz./incr.in seiz.freq./pt.enters manic phase, mania/hypoman.hist., monit.for S&S of NMS/ seroton.syndr.with concom.serotonerg. meds., concom. alcoh.not advis., sev.ren.insuff., no studies in sev.hepat.impairm., concom.strong CYP2D6 inhibits./broad cytochrome P450 induc., consid. poss.SSRI assoc.persist.pulm.hypertens.in newborns due to relat.mechan.of act., discont. ther. immed.in case of seroton.syndr.sympt.incl. ment. stat.chang./autonom.instab./neuromusc. disords. &/GI sympt., hyponatraem.in risk pts.e.g. elderly/ cirrhot.pts./concom.meds.caus. hyponatraem., cons.discont.ther.in sympt. hyponatraem. & init.appropr.treatm., anticoags. &/ meds. known to aff.platel.funct./known bleed. tendenc./ disords., consid.low.dose with concom. strong CYP2D6 inhibits., concom.bupropion/Li/ tryptophan /other meds.known to low.seiz.thresh., incr. bleed.risk potent.poss.due to interact.with concom. oral anticoags./antiplatel.meds., no exper. with concurr.ECT

Interactions: Seroton.syndr.risk with MAOI’s/ Linezolid/ serotonerg.meds.incl.triptans/ antipsychot./ other dopamine antagon., concom.St.John’s Wort poss. high.adverse react.incid., incr. AUC with bupropion/ ketoconazole/fluconazole, decr.AUC with rifampicin, enhanc.eff.with Li/ tryptophan.

1.5
Anti-psychotics
1.5.1
Phenothiazines
 XE "Orap" ORAP, LeBasi [P/S]

Pimozide.
Indications: Chron.schizophren.maint.who respond to anti-hallucinat.& anti-delusion. effs. classic.neurolept.but who do not need/are handicapp.by the hypnosedat.act.of such neurolepts., longterm anti-psychot.maint.of psychic. compensat.schizophren.outpts., init.& maint.ther.in out pts.& newly /re-admit.pts.whom psychomot.agitat., aggressiven.& sev.anx.are not predomin.sympts.

(S5) TABS. B/2.6.5/1017, K/2.6.5/137.

751073-008: 1 mg, 75, R591,00
751081-019: 4 mg, 100, R2 103,52
Dosage: Admin.as sngl.morn.dly.dos. Indiv. init.& titr. Transferr.from other neurolept.meds- decr.former meds gradual. Combinat.of maint.ther.& addit psychotrop. meds poss.advantag.

Chron.schizophren: Adults: Init.dos: 2-4 mg dly., with wkly.increm.of 2-4 mg.unt. satisf.therap.lev./ excess.adverse eff. Aveg.maint.dos: 6 mg dly.with usual range of 2-12 mg/day. Max: 20 mg dly. 

Elderly: Maint.dos. same. Recomm. start.dos: ½ adult dos.

Contraindications: CNS depress., comatose states, depress.disords., Parkins.syndr., epilep., congenit. long QT-syndr./ family hist.of syndr., hist.card. dysrhythm./ torsade de pointes, acquir. long.QT interv., known hypokalaem./-magnesaem., clinic.signif.bradycard., concom.meds.caus. electrol. alter., concom.drugs known to be P450 CYP3A4 or CYP2D6 inhibit., concom.seroton.re-uptake inhibits., safety in pregn.& lactat.not est., concom. drugs known to prolong QT interv.

Side effects: Reported by ≥2 % pts.: Anorex., insomn., dizzin., somnol., headache, tremor, lethargy, blurr. vision, constip., dry mouth, vomit., hyperhidros., overact.sebaceous. glands, noctur., pollakur., erect.dysfunct., prostrat., depress., agitat., restlessn., extrapyramid.disords., akathis., saliv. hypersecret., musc. rigid.Reported by <2 % pts: Bradykines., cogwheel rigid., dyskines., dyston., dysarthr., oculogyrat., musc.spasms., amenorrh., fac.oed. Post market.: Hyperglycaem., hyperprolactinaem., bld. prolact. incr., hyponatraem., libido decr., neurolept.malign. syndr., grand mal convuls., tard.dyskines, Torsades de Pointes, ventr. fibrill./ tachycard., urticar., prurit., rash, nuchal rigid., glycosur., galactorrh., gynaecomast., hypotherm., ECG QT-interv.prolongat., EEG abnorm., incr.weight.

Special warnings and precautions: Parkinson’s, epilep., concom.other CNS deperess., incr.mortality in elderly with dement.-relat.psychos., pre-treatm.ECG / period.dur. treatm.recomm., ., not effect.for agitat./ excitem./ sev.anx.managem., liv.dis., delay recurr. of sympts. on withdr., grad.withdr., anti-Parkinson meds.of anticholinerg.type may be giv.as reqd.but not as prevent., discont.if tardive dyskines., withdr.treatm.immed./appropr. support.ther.in case of neurolept. malign.syndr.(hypotherm.oft.early sign), seiz.hist./condit.low.seiz.thresh., core body temp.elev., hormon.eff., impair.alertn.

Interactions: Concom.CYP 3A4 enzym.syst. inhibit poss. inhibit.metabol.result.in mark.elevat. plasma lev.(eg.azole antimycotics/ antiviral protease inhib./ macrolide ab./ nefazodone), dimin.CYP 2D6 depend.metabol.with quinid., meds known to prolong QT interv.eg.certain Class IA anti-dysrhythm.(eg.quinidine/ disopyramide/ procainamide), Class III anti-dysrhythm.(eg. amiodarone/ sotalol), TCA eg.amitriptyline, cert.tetracyclic antidepress.eg.maprotiline, cert.antipsychotics (eg.phenothiazine/ sertindole), cert.antihist. (eg.astemizole/ terfenadine), cisapride, bepridil, halofantrine, sparfloxacin, meds.cous.electrol.alterat., avoid concom.diuretics esp.if caus.hypokalaem., avoid grapefr., sertraline/ paroxetine incr.AUC & Cmax, poss.interacts. with CYP1A2 inhibits., poss. impair.anti-Parkinson.eff.of levodopa.

1.5.2
Butyrophenones
 XE "Haloperidol Oethmaan" HALOPERIDOL OETHMAAN, Oethmaan Biosims [P/S]

Haloperidol.

Indications: Ac. & chron. schizophren., mania, ac. psychos.

(S5) TABS, Q/2.6.5/169, 170
730335-003: 1.5 mg, 60, R97,35
730327-028: 5 mg, 100, R129,03
Dosage: Indiv. Adults: 6-12 mg/day which may be incr.to 45 mg/day. High dos.therapy of 200 mg dly has been used. Maint.dos: 1,5-3 mg/day. Childr. over 3 yrs: Maint.dos: 0,05 mg/kg bw/day in 2 div.dos. Reduc.dos. to half of adult dos. in elderly/ debilitat.pts.

Contraindications: Monother.where depress. predomin., CNS depress., comatose states, bone marr.suppress., phaeochromocyt., leucopen. induc.meds.incl. phenylbutazone & thiouracil derivs., childr.und.3 yrs., safety in pregn.& lactat. not est.
Side effects: Freq: Akathis., ac.dystonic reacts., Parkinson.syndr., dry mouth, constip., blurr.vis., mydrias., tachycard., ECG chang., card.arrhythm.; amenorrh, galactorrh, breast.swell./soreness, unusual secret.of milk., weight gain. Less freq: Tard. dyskines., neurolept.malign.syndr., perior. trem., “rabbit” syndr., diffic.micturit., hypotens.; delir., agitat., cataton.-like states, insomn., drowsin., dizzin., sweat., convuls., depress., imp. body temp.regulat., hypo-/ hypertherm., EEG changes; ejaculat.inhibit, impot., priapism, gynaecomast., decr.thirst, weight loss, SLE-like syndr., deposit.of pigment in skin, photosens. reacts., nas.congest., deposit.of pigment in eyes; corneal/lens opacities, hyperglycaem., alt.gluc. tol., jaund., haemolyt.anaem., aplast.anaem., thrombocytopen. purpura., potent.fatal agranulocytos., leucopen., oed., GI disturbs., naus., vomit., urin.retent., hypersens.react.

Warnings and special precautions: Consid.risk profile in pts.with epilep./Parkinson's/urin.retent. bef.start.treatm., childr.suscept.to extrapyramid. S/E incl.dyston., elderly, epilept.receiv.anticonvuls. as seiz. thresh.poss.low., imp.liv.funct., hist.of jaund., imp.kidn./CV/cerebrovasc./resp.funct., clos. angle glauc., parkinson., diab.mellit., hypothyroid., myasth.grav., prostat.hyperplas, dos. adjustm.with other agents that produc.postur.hypotens., periodic. exam.for abnorm.skin pigmentat./ eye changes, may mask sympts of OD/GI obstruct. because of eff.on vomit.centre, body temp.regulat. imp., avoid.direct sunlight, bld.counts advis.if pt develops unexplain.infects., developm.of dent. caries/ periodont.dis./oral candidias.due to poss. decr./inhib.saliv.flow & microb. infect/del.heal./ gingiv.bleed.due to leucopen. & thrombocytopen. eff., defer.dent.work if leucopen./thrombocytopen. occ.until bld.counts return to norm., proper pt.oral hygiene., lact.intol., concom.anticoags.

Drug interactions: CNS depress.act.potent., alcoh. may low.tresh.of resist.to neurotox.effs., anti-arrhythm.which prolong QT interv.incr. likelihood of ventr.arrhythm., antihypertens.act.of guanethidine & other adrenerg.neur.blocks.reduc., may potent.adverse eff.of other anticholinerg., incr. CNS adverse eff.with fluoxetine., dos.of oral hypoglycaem.meds.may need adjust., carbamazepine decr.ser.lev., incr.clear.with rifampicin, incr.risk of neurolog.tox.with concom. Li,, reduc.plasma conc. with Al/Mg contain. antacids., metoclopramide incr.risk of neurolept.-induc. extrapyramid.eff, incr.ser.prolactin conc. with bromocriptine, incr.seiz.risk with bupropion, eff.of levodopa/pergolide decr., pressor respon.to metaraminol decr., periph.vasoconstrict.eff.of dopamine poss.reduc., adverse ment.eff.incr.with methyldopa.

1.5.3
Atypical antipsychotics
 XE "Abilify" ABILIFY, Lundbeck [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with Bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to Abilify ther.

(S5) TABS, 41/2.6.5/0493, A38/2.6.5/0595, 0596

712192-001: 5 mg, 30, R934,89
705634-001: 10 mg, 30, R1 321,15
705635-001: 15 mg, 30, R1 631,41
Dosage: Schizophren: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos. high. than recomm.15 mg/day not demonstrat. Indiv. may benef.from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Bipol.mania: Recomm.start.dos.15 mg once dly. as monother./combin.ther. Indiv.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr. manic episod.in pts. receiv. Abilify: Cont.ther.at same dos. Dly.dos. adjustm. incl.dos.reduct.to be consid.on clinic.status. Depress. episod.prevent.with monother.has not been est. Consid.clinic.appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual Abilify dos. Incr.dos. when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double Abilify dos. Addit.dos.incr.based on clinic.eval. Abilify dos.to be reduc.when concom.CYP3A4 induc.is withdr.

(S5) MAINTENA SUSP.FOR INJ, 48/2.6.5/0531

3002581-001: 400 mg, 1x2 ml pre-filled syringe, R6220,21
3002583-001: 400 mg, 1x2 ml vial kit, R6220,21
Indications: Maint.treatm.of schizophren.in adults stabilis.with oral aripiprazole

Dosage: Admin. as IM inject.into gluteal/deltoid musc. Keep prolong.release characterist.in mind when discont.treatm.

Recomm.start.& maint.dos: 400 mg admin. 1x/ mnth. as a sngl.inj.(> 26 days aft. prev.inj.). Contin. treatm.with 10-20 mg oral aripiprazole per day for 14 consecut.days aft.the 1st inj.to maint.therapeut. conc. dur.initiat.of ther. Dos.may be reduc.to 300 mg in case of adv.reacts. Ref.to product lit.for dos.adj.in case of missed dos.

Concom.meds: Dos.adjust.advis.with concom. strong CYP2D6/ CYP3A4 inhibits.&/CYP3A4 induc. taken for more than 14 days. Ref.to product lit.for recomm.dos.adj.
Contraindications: Safety& effic.in pts.und.18 yrs./ pregn.& lactat.not est., dement.-relat. psychos., Maintena inj.: IV/SC inj.

Side effects: V.common: Insomn., naus. Common: Asthen./fatig., blurr.vis., constip., vomit., saliv. hypersecret., dyspeps., stomach discomf., dizzin., akathis., somnol./sedat., trem, fatig., musculoskelet. stiffn., dyspeps., orthostat. hypotens., restlessn., anx., extrapyramid.disord., tachycard., hyperprolactinaem., erectile dysfunct. Maintena inj.: Inj.site pain/indurat. Uncommon: Periph. oed, headache., gait disturb., chest discomf., nephrolithias., glycosur., galactorrh., gynaecomast., breast tendern., vulvovagin.dryn., musc.rigidity/spasms/twitch./tightn., pain in extremity., arthralg., back pain, joint range of mot.decr., nuchal rigid., trismus., acne, rosac., eczema, skin indurat., incr. hepat.enz., cough, hiccups., GORD, oculogyr.crisis, eye pain, Parkinson., movem.disord., psychomot.hyperactiv., restl.legs syndr., cogwheel rigid., hyperton., bradykines., drool., dysgeus., parosmia, decr.WBC, psych.disords., ECG abnormalit. Maintena inj.: Inj.site reacts./erythem./swell./discomf./prurit. Unknown: NMS, seiz., tard.dyskines., leucopen., neutropen., thrombocytopen., agitat., impulse contr. disords., suic. ttempt/ideat./complet., porioman., aggress., nervousn., speech disord., grand mal convuls., seroton.syndr., diplop., sudd. unexplain.death, Torsades de pointes, QT prolongat., ventric.dysrhythm., card.arrest,, bradycard., syncope, hypertens., ven. thromboembol., pancreat., dysphag., diarrh., temp. regulat.disord., chest pain, periph.oed., allerg. react., hyperhidros., alopec., photosens., rhabdomyolys., myalg., musculoskelet. stiffn., priap., urin.retent./incontin, aspirat.pneumon., hiccups, oropharyng.spasm, hepat.fail., hepatit., jaund., hyponatraem., anorex., incr./decr.weight

Warnings and special precautions: Monit.pt. clos. as clinic.improvem.may take sev.days to wks., monit. high risk pts.for suic., overdos.risk, reconsid. dos. reduct./discont.if sympts.of tard.dyskines. devel., discont.all antipsychot.meds.if S&S of neurolept. malign.syndr.develop/unexpl.high fev. without addit.clin.manifestats.of NMS, seiz.disord. hist./ assoc.condit., incr.fatalit.(prim.CV/infect.) report. in elderly with dement.-relat.psychos., safety of Maintena inj.not est.in pts.> 65 yrs./ sev. hepat.impairm., monit.diab.mellit./high risk pts.for worsen.control & do fast.bld.gluc.for pts.develop. hyperglycaem. sympts., hyperglycaem.may resolv. on discont.but instanc.may req.cont.anti-diab.ther., concom.CNS act.drugs/stimul, avoid concom. alcoh., consid.benef.vs.risk with concom. ketoconazole/ other potent. CYP3A4 inhibits. incl.itraconazole/HIV protease inhibits., known CV/cerebrovasc.dis., concom.meds.known to prolong QT interv./family hist.of QT prolongat., condits. predispos.to hypotens.(incl.hypovolaem./ treatm. with antihypertens.) or hypertens., identify VTE risk facts.bef./dur.ther.& prevent.meas.taken., elev. core body temp.condits.incl.concom. anticholinergs./ dehydrat., oesophag.dysmotil.& aspirat. assoc.with antipsychot.drug use theref. care in aspirat.pneum.risk pts., monit.for developm. of new/incr.gambling urges/sexual urges/ compuls.spend./binge or compuls.eat./ other urges. & consid dos.reduct./discont.treatm if pt. dev.such urges, lact.intol., pts.at risk of fall.& consid. low.start.dos. Maintena inj: not for managem. of ac.agitat./sev.psychot.states when immed. sympt.contr.warrant.

Interactions: Cert.antihypertens.effs.poss. enhanc., AUC incr.by quinidine & other potent CYP2D6 inhibits.incl.fluoxetine/paroxetine/ quinidine, AUC & Cmax. incr.by ketoconazole/other potent CYP3A4 inhibits, decr.AUC & Cmax with valproate/ carbamazepine/other potent CYP3A4 induc., risk of seroton.syndr.with concom.SSRI/ SNRI/meds. known to incr.aripiprazole conc., modest incr.in plasma conc.with weak inhibits.of CYP3A4 (e.g. diltiazem)/CYP2D6 (e.g. escitalopram)

 XE "Abipip" ABIPIP, Cipla Medpro [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with Bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to Abipip ther.

(S5) TABS, 51/2.6.5/0667.663, 0668.664, 0669.665

3001454-001: 5 mg, 30, R189,00
3001455-001: 10 mg, 30, R360,00
3001456-001: 15 mg, 30, R540,00
Dosage: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high.than recomm. 15 mg/day not demonstrat. Indiv may benef.from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Bipol.mania: Recomm.start.dos.15 mg once dly. as monother./combin.ther. Indiv.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr. manic episod.in pts.receiv. Abipip: Cont.ther.at same dos. Dly.dos. adjustm. incl.dos.reduct.to be consid.on clinic.status. Depress. episod.prevent.with monother.has not been est. Consid.clinic.appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. based on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc.is withdr.

(S5) ODT ORODISPERS.TABS, 51/2.6.5/0674.671, 0675.672

3003284-001: 10 mg, 28, R364,01
3003286-001: 15 mg, 28, R616,00
Dosage: Place tab.on tongue to disperse./ disolve in water &drink result.supsens.
Recomm.start.dos: 10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high.than recomm. 15 mg/day not demonstrat. Indiv may benef.from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Bipol.mania: Recomm.start.dos: 15 mg once dly. as monother./combin.ther. Indiv.may benef. from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr. manic episod.in pts.receiv. Abipip: Cont.ther.at same dos. Dly.dos. adjustm. incl.dos.reduct.to be consid.on clinic.status. Depress. episod.prevent.with monother.has not been est. Consid.clinic.appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. based on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc.is withdr.

Contraindications: Elderly pts.with dement.-relat. psychos, safety & effic. in pts.und.18 yrs./ pregn.& lactat.not est.
Side effects: Freq: Weight gain, diabet.mellit., insomn., somnol., sedat., restlessn., anx., agitat., headache, dizzin., lightheadedn., akathis., trem., extrapyramid.disord., blurr.vis., N&V, dyspeps., constip., saliv.hypersecret., asthen./fatig. Less freq: Tard.dyskines., dyston., hyperprolactinem., depress., hypersex., diplop., tachycard., orthostat. hypotens., hiccups. Freq.unknown: Agranulocytos., leukopen., neutropen., thrombocytopen., allerg.react., anaphylact.react., angioed., diabet.ketoocidos., diabet.hyperosmol. coma, weight decr., anorex., hyponatraem., hyperglycaem., nervousn., pathologic.gambling, suic. attempt/ ideat., speech disord., NMS, grand mal convuls., seroton.syndr., seiz., suicide complet., QT prolongat., ventric.dysrhythm., sudd. unexplain.death, card.arrest, torsade de pointes, bradycard. , syncope, hypertens., ven. thromboembol., cerebrovasc.accid, oropharyng. spasm, laryngospasm, aspirat. pneumon., cough, pancreatit., dysphag., dry mouth, abdom./stomach discomf., diarrh., jaund., hepatit., hepat.fail., incr. ALT/AST/GGT/alkaline phosphat., rash, photosens. react., alopec., hyperhidros., rhabdomyolys., myalg., stiffn., urin.incontin./retent., neonat.med. withdraw.syndr, priapism, temp.regulat.disord, chest pain, periph.oed., incr.creatine phosphokinase/ bld.gluc., bld gluc.fluctuat., incr. glycosylat.haemoglob.

Warnings and special precautions: Incr. fatalit. (prim.CV/infect.) report.in elderly with dement.-relat.psychos., monit.pt.clos.as clinic. improvem.may take sev.days to wks., monit.high risk pts.for suic., overdos.risk, reconsid.dos. reduct./ discont.if sympts.of tard.dyskines.devel., monit. pts.with prior hist.of pathologic.gambling, discont. all antipsychot.meds.if S&S of neurolept. malign. syndr.develop/unexpl.high fev.without addit. clin.manifestats.of NMS, seiz.disord.hist./ assoc.condit., dement.-relat. psychos./behav. disturbs., elderly pts., falls & fract.risk, monit.diab. mellit./high risk pts.for worsen.control & do fast.bld.gluc.for pts. develop.hyperglycaem. sympts., hyperglycaem.may resolv.on discont.but instanc.may req.cont. anti-diab.ther., concom.CNS act.drugs, avoid concom.alcoh., consid.benef. vs.risk with concom.ketoconazole/other potent. CYP3A4 inhibits.incl.itraconazole/HIV protease inhibits., known CV/ cerebrovasc.dis., concom. meds.known to prolong QT interv., famil.hist.of QT prolongat., condits.predispos.to hypotens.incl. hypovolaem./treatm.with antihypertens., poss. orthostat.hypotens.due to α1-adrenerg.recept. antagon., hypertens.incl.accelerat./malign., potent. for cognit.& motor impairm., identify all poss.risk facts.for VTE bef.& dur.treatm.& undertake preventat. meas.as reqd., reduc.dos.in cas.of clin. signif. weight gain., elev.core body temp.condits. incl. concom.anticholinergs./dehydrat., oesophag. dysmotil.& aspirat.assoc.with antipsychot.drug use theref. care in aspirat.pneum.risk pts., monit.CBC in pts. with hist.of clin.signif.low WBC/med.-induc. leukopen./neutropen.dur.first few mnths of ther., discont. at first sign of clin.signif.decline in WBC in absence.of other causat.facts., lact.intol., concom. stimul in ADHD pts., effic.in long-term use not est., monit.pts.on parenter.benzodiazep. ther. for excess.sedat./orthostat.hypotens.

Interactions: Cert.antihypertens.effs.poss. enhanc., AUC incr.by quinidine & other potent CYP2D6 inhibits.incl.fluoxetine/paroxetine, AUC & Cmax. incr.by ketoconazole/other potent CYP3A4 inhibits, decr.AUC & Cmax with valproate/ carbamazepine/ other potent CYP3A4 induc., mod. incr. conc.with concom.diltiazem/escitalopram, reduc.rate of absorpt.with concom.famotidine, concom. serotonerg. meds.such as SSRIs/SNRIs may inr risk or seroton.syndr.

 XE "Alebon" ALEBON, Aurogen [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to treatm.

(S5) TABS, 47/2.6.5/1080, 1081, 1082

3005146-001: 5 mg, 30, R201,84
3005147-001: 10 mg, 30, R384,45
3005148-001: 15 mg, 30, R576,67
Dosage: Schizophren: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Effect.dos. range: 10-30 mg/day. Enhanc.effic.at dos.high. than recomm. 15 mg/day not demonstrat. Indiv.pt. may benef. from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Bipol.mania: Recomm.start.dos 15 mg once dly. as mono-/combin.ther. Indiv.pt.may benef.from high.dose. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr.manic episod.in bipolar I: Cont. ther.at same dos. Consid.dly.dos.adjustm. incl.dos.reduct.on clinic.status. Depress. episod. prevent. with monother. not est. Consid. clinic. appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. bas.on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc. withdr.

Contraindications: Safety & effic. in pts.und.18 yrs.not est.
Side effects: Freq: Diabet.mellit., insomn., restlessn., anx., headache, dizzin., akathis., somnol., sedat., trem., extrapyramid. disord., blurr.vis., N&V, dyspeps., constip., saliv.hypersecret., fatig. Less freq: Hyperprolactinem., hyperglycaem., depress., hypersex., tard.dyskines., dyston., diplop., tachycard., orthostat.hypotens., hiccups. Freq.unknown: Leucopen., neutropen., thrombocytopen., allerg.react., anaphylact.react., angioed., diabet.ketoacidos., diabet.hyperosmol.coma, anorex., hyponatraem., weigt gain/decr., suic.attempt/ideat./-complet., pathologic.gambling, impuls.contr.disords.,binge eat., compuls.shop., porioman., aggress., agitat., nervousn., NMS, grand mal convuls., seroton.syndr., speech disord.,oculogyr.crisis, QT prolongat., ventric.dysrhythm., card.arrest, torsade de pointes, bradycard.,sudden unexpl.death, syncope, hypertens., ven.thromboembol., laryngospasm, aspirat.pneumon., oropharyng.-/laryngospasm, aspirat.pneumon., pancreatit., dysphag., diarrh., abdom.-/stomach discomf., jaund., hepatit., hepat.fail., incr.ALT/AST/GGT/alkaline phosphat., rash, photosens.react., alopec., hyperhidros., rhabdomyolys., myalg., musculoskelet.stiffn., urin.incontin./-retent., neonat.drug withdraw.syndr, priapism, temp.regulat.disord, chest pain, periph.oed., incr./fluct.bld.gluc., glycosylate.haemoglob., creatin.phosphokin. 

Special warnings and precautions: Monit.pt.clos.as clinic.improvem.may take sev.days to wks., monitor.high risk pts.for suic.,script smallest dose to reduce overdos.risk., known CV/cerebrovasc.dis., condits.predispos.to hypo-/hypertens., identify all poss.risk facts.for VTE bef.& dur.treatm.& undertake preventat.meas.as reqd.,poss.orthostat.hypotens., famil.hist.of QT prolongat., consid.dos.reduct./discont.if S&S.of tard. dyskines.devel.,reduc.dos.& monitor closely if extrapyramid.S&S, discont.all antipsychot.meds.if S&S of neurolept.malign.syndr.develop/unexpl.high fev.without addit.clin.manifestats.of NMS, seiz.disord.hist./assoc.condit., condits/concom.meds.contrib.to elev.core body temp., incr.fatalit.(prim.CV/infect.) report.in elderly with dement.-relat.psychos., not indicat.for dement.-relat.psychos., monit.diab.mellit.for worsen.control & observ. pts.with diab.risk fact., weight gain usually where risk fact.pres.& in adolesc., aspirat.pneum.risk pts.as associat.with oesophag.dysmotil.& aspirat., monit.for impuls./compuls.behav./urges.consid.dos.reduct./discont., concom.stimul in ADHD pts, lower start.dose.in pts with high fall risk, contains lactose, safety in pregnan.& lactat not est., excret.in human milk.
Interactions: Concom.CNS act.meds and alcoh. due to prim.CNS effs.poss.antihypertens.effs. enhanc. due to α1-adrenerg.recept. antagon., caut. with concom. meds.known to cause QT prolongat./ electrol.imbal., AUC incr.by quinidine & poss.other potent CYP2D6 inhibits.(eg.fluoxetine/paroxetine), ketoconazole/other potent CYP3A4 inhibits(eg.itraconaz.& HIV prot.inhib.)/CYP2D6 poor metabol.incr plasma expos., carbamazepine/other potent CYP3A4 induc.(eg.rifampic./rifabut./phenytoin/phenobarb./primid./efavir./nevirap./St.John’s wort) decr.plasma expos., concom.serotonerg.meds.eg SSRIs/ SNRIs /meds known to incr plasma conc. may incr risk of seroton.syndr.

 XE "Alonza" ALONZA, Accord [P/S]
Olanzapine.

Indications: Psychot.disords., pos.& neg.sympts.of schizophr., ac.episod.of mod.-sev.mania & prev.of recur.manic/ depress.episod.of bipol.disord.
(S5) TABS, 49/2.6.5/0035, 0036, 0037

3005269-001: 2,5 mg, 28, R315,71
3005270-001: 5 mg, 28, R292,67
3005271-001: 10 mg, 28, R351,00
Dosage: Psychot.disords: Admin.as once-a-day dos. Init: 5-10 mg/day with target dos.of 10 mg/ day within several days. Dos.incr.should occur at interv.of not less than 1 wk. Dos. range: 5-20 mg/day. Incr.dos over routine dly dos of. 10 mg only aft.clinic.assessm.

Ac.man.in bipol.disord: Init.10 mg/day. Dos. adjustm. if indicat.within range of 5-20 mg/day at interv.of not < 24 hrs.

Prev.recurr.in bipol.disord: Recomm. start. dos: 10 mg/day. Pts.already receiv. treatm. should cont.at same dos.to prev. recurr. Incr.dos.to above start.dos. within range of 5-20 mg dly only aft.clinc assessm.& at interv.of not < 24 hrs.

Safety of dos.above 20 mg/day not est. Grad.taper dos.when discont.

Contraindications: Known narrow-angl.glauc. risk, safety & eff.not est.in childr.und.18 yrs.

Side effects: Freq: Eosinophil., leukopen., neutropen., hypotens., orthostat.hypotens., abnorm.gait, akathis., dizzin., dyskines., fall, hallucinat., parkinsonism, somnol., asthen., fatig., oed., pyrex., anticholinerg. eff.incl.constip, dry mouth, elevat.ALT/ AST, high creat.phosphokin., high gamma glutamyl transf. high uric acid., incr.alkal.phosphat.elev.plasma prolact. lvl., incr,appetite, elev.cholester. elev. glucos.lvl. elev.trigliser.lvl. glycosur., peripher.oed., weight incr., arthralg., decr.libido, erect.dysfunc., pneumon., rash. Less freq: thrombocytopen., hypersens., diab.developm./-exacerbat., diabet. ketoacidos., diabet.coma, hypotherm., seiz., dyston., tard.dyskines, amnes, dysarthr., stutter., restless leg syndr., NMS, disont.sympts, bradycard., QTc prolong., ventr. tachycard.,fibril., sudden death., thromboembol., epistax., abdom.disten., pancreatit., hepatit., photosens., alopec., rhabdomoyolys., urin. incontin./-retnet./-hesitat., amenorrh., breast enlargm., glactorrh., gynaecomast., priapism., incr.tot.bilirub. Freq. unknown: DRESS, neonat.drug withdraw.syndr. 
Special warnings and precautions: Monit.pts.first several days-weeks as improv.of pts.clinic.cond.may take time, grad.discont.poss.cholinerg.syndr.within week., elev.prolact.lev.persist.modestly dur.chron.admin.with incr.in mammary gland neoplasms in rodents thought to be prolactin mediat., discont.if any clinic. NMS manifestat./ high fev.observ., consid.discont./dos.reduct.if tard. dyskines.S&S develop, tard. dyskines. risk incr.with long-term expos., monit. exist.diab.mellit.for worsen. gluc.contr.& pts with risk fact., fast.bld. gluc.if hyperglycaem.develops, some pts.req. continuat. of anti-diabet. treatm.despite discont., eldery as post. hypotens. infreq.observ., hist.of seiz./ condits. assoc.with low.seiz.thresh., pts.exper. condit.contribut.to elevat.core body temp.(dehydrat./ expos.extrem. heat/ stren. exerc.),.prostat.enlargem., narr.angle glauc., paralyt.ileus & relat. condits., CV dis.pts./ unstabl.heart dis./ conduct.abnorm./ HF/ cerebrovasc. dis./ other condits.predispos.to hypotens.due to orthostat.hypotens.risk, elev.ALT/ AST & hepat.func.impairm./ pre-exist. condits. assoc.with limit. hepat.funct. reserve/ concom. potent. hepatotox. meds.consid. dos.red., predispos.risk fact.in elderly with dementia (>80 yrs/ sedat./ concom benzodiaz./ pulmonary. condts.), card. vasc.adverse events incl.stroke/TIA in elderly dement.pts., not for dementia-related psychos./ Parkinson’s, pts with Alzheimer’s dement.poss.incr.riskof aspirat.pneumon./ seiz., reports of sudden card.death., pts with low leucocyte/neutrophil counts., hist.of meds.induc.bone marrow depress./ toxic., bone marrow depress., hypereosnophil.condits., myeloproliferat. dis., concom.meds.known to incr.QTc interv.esp.in elderly/ congenit. long QT syndr./CHF/heart.hypertrophy/ hypokalaem./ hypomagnesaem., identify & prevent VTE risk fact., monit. dyslipidem.pts., early therap.for suicide risk, contains lactose.
Interactions: Antagon.dopamine agonists e.g. levodopa, concom. valproate incr.side eff., alcoh./ diazepam/ other CNS depress.have add.CNS depress.eff & poss.orthostat. hypotens., concom.products incr. QTcinterval., may enhanc.effs.of cert.antihypertens., CYP1A2 inhib.e.g. fluvoxamine/ ciprofloxac./ ketoconaz. decr.clear., reduc.bioavail.with activat.charc., fluoxetine incr.conc.& decr. clear., metabol.poss. induc.by smok.& carbamazepine.
 XE "Aridus" ARIDUS, Zydus [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with Bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to Aridus treatm..

(S5) ORO DISP.TABS, 47/2.6.5/1039, 1040

3003431-001: 10 mg, 30, R356,66
3003440-001: 15 mg, 30, R524,76
Dosage: Schizophren: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high.than recomm. 15 mg/day not demonstrat. Indiv.pt.may benef. from high.dos. Max.dly.dos.not to exceed 30 mg/ day.

Bipol.mania: Recomm.start.dos.15 mg once dly. as monother./combin.ther. Indiv.pt.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr.manic episod.in bipolar I: Cont. ther.at same dos. Consid.dly.dos.adjustm. incl.dos.reduct.on clinic.status. Depress. episod. prevent. with monother. not est. Consid. clinic. appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. bas.on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc. withdr.

Contraindications: Safety & effic. in pts.und.18 yrs.not est.
Side effects: Freq: Diab.mellit., insomn., restlessn., anx., headache, dizzin., akathis., somnol., sedat., trem., extrapyramid. disord., blurr. vis., tachycard., orthostat. hypotens., N&V, dyspeps., constip., saliv.hypersecret., stomach discomf., musc.skelet.stiffn., asthen., fatig. Less freq: Hyperprolactinem., hyperglycaem., depress., hypersex., NMS, tard.dyskines., seiz., dyston., diplop., hiccups, periph.oed. Post market: Leucopen., neutropen., thrombocytopen., allerg. react., anaphylact.react., angioed., diabet. ketoocidos., diabet.hyperosmol. coma, anorex., hyponatraem., suic. attempt/ideat./-complet., pathologic. gambling, impuls.contr.disords., porioman., aggress., agitat., nervousn., grand mal convuls., seroton.syndr., speech disord., oculogyric crisis, QT prolongat., ventric.dysrhythm., sudd.unexplain. death, card.arrest, torsade de pointes, bradycard., syncope, hypertens., ven. thromboembol., laryngospasm, aspirat.pneumon., oropharyng.sp., pancreatit., dysphag., abdom. discomf., jaund., hepatit., hepat. fail., rash, photosens. react., alopec., hyperhidros., rhabdomyolys., myalg., musculoskelet.stiffn., urin. incontin./retent., neonat.drug withdraw.syndr, priapism, temp.regulat.disord, chest pain, incr. ALT/ AST/ GGT/alkaline phosphat., incr.creatine phosphokinase/ bld.gluc./ incr. glycosylat.Hb, bld gluc.fluctuat.

Special warnings and precautions: Monit.pt. clos.as clinic. improvem.may take sev.days to wks., monit.high risk pts.for suic., known CV/ cerebrovasc. dis., condits.predispos.to hypotens., identify all poss.risk facts.for VTE bef.& dur. treatm. & undertake preventat. meas.as reqd., famil.hist.of QT prolongat., consid.dos. reduct./ discont.if sympts.of tard.dyskines.devel., dos. reduct. & monit.if extrapyramid.sympts.appear, discont.all antipsychot.meds.if S&S of neurolept. malign. syndr.develop/unexpl.high fev.without addit. clin. manifestats.of NMS, seiz.disord.hist./ assoc. condit., incr. fatalit. (prim.CV/infect.) report. in elderly with dement.-relat.psychos., not indicat. for dement.-relat. psychos., safety & effic.not est. in pts.>65 yrs., monit.diab. mellit.for worsen. control & observ.pts.with diab.risk fact., weight gain usally seen where risk fact.pres., aspirat. pneum. risk pts.as oesophag.dysmotil.& aspirat. report., monit.for impuls.contr.disords.& consid. dos.reduct./discont., concom.stimul in ADHD pts., condits/concom.meds.contrib.to elev.core body temp., falls risk, phenylketonur., do not use in pregn. or lactat., excret.in human milk, eval.effs. bef.driv./perform.complicat.tasks

Interactions: Poss.antihypertens.effs.enhanc.due to α1-adrenerg.recept. antagon., concom.CNS act. drugs and alcoh.due to overlap.advers.effs., caut. with concom. meds.known to cause QT prolongat./ electrol.imbal., AUC incr.by quinidine & poss.other potent CYP2D6 inhibits.eg.fluoxetine/paroxetine, AUC & Cmax. incr.by ketoconazole/other potent CYP3A4 inhibits/CYP2D6 poor metabol, decr.AUC & Cmax with valproate/carbamazepine/other potent CYP3A4 induc., concom. serotonerg. meds.such as SSRIs/SNRIs may incr risk or seroton.syndr.

 XE "Arizofy" ARIZOFY, Sandoz [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.man.episod.assoc.with bipol.I disord., prev.of recur.of new manic episod. in pts.predomin.exper.man.episod & who respond. to Arizofy treatm.

(S5) TABS, 46/2.6.5/0874, 0875, 0876

723961-001: 5 mg, 30, R189,00
723962-001: 10 mg, 30, R360,00
723963-001: 15 mg, 30, R540,00
Dosage: Schizophren: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high.than recomm. 15 mg/day not demonstrat. Indiv may benef.from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Manic episod.in Bipol.I disord: Recomm.dos.15 mg once dly.as monother./combinat.ther. Some pts.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Recurr.prev.of manic episod.in Bipol.I disord: Cont.ther.at same dos.for pts.who have been receiv.aripiprazole. Adjust dos.incl.dos.reduct.to be consid.on clinic.status. Prev.of depress.episod.use aripiprazole monther.not est. Consid.supplem.ther. for prev./treatm.of depress.episod as clinic. appropr.
Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr.based on clinic.eval. Dos.to be reduc.to recomm.dos.when concom.CYP3A4 induc.is withdr.from combinat.ther.

Side effects: Freq: Diab.mellit., restlessn., anx., insomn., headache, dizzin., akathis., sedat., somnol., trem., extrapyramid.disord., blurr.vis., orthostat.hypotens., N&V, constipat., dyspeps., saliv.hypersecret., asthen., fatig. Less freq: Hyperprolactinaem, hyperglycaem., depress., hypersexuality, tard.dyskines., seiz., dyston., restless leg syndr., diplop., tachycard., hiccups Freq.unknown: Leucopen., neutropen., thrombocytopen., allerg.reacts., diabet. ketoacidos., diabet.hyperosmol.coma, hyponatraem., weight gain, decr.weight, anorex., agitat., nervousn., suicide attempt/-ideat./-complet., pathologic.gambl., impulse-control disords., binge eat., compuls.shopp., porioman., aggress., NMS, speech disord., grand mal convuls., seroton.syndr., oculogyr.cris., QT prolongat., ventric.arrhythm., sudd.unexplain. death, card.arrest, torsades de pointes, bradycard., syncope, hypertens., ven.thromboembol., aspirat. pneum., oropharyngeal sp., laryngosp., pancreatit., dysphag. abdom.discomf./stomach-, diarrh., hepatit., jaund., incr.ALT/AST/GGT & alkaline phosphat., hepat.fail., rash, photosens., alopec., hyperhidros, DRESS, rhabdomyolys., myalg., musculoskelet. stiffn., urin.retent./-incontin., neonat. med.withdr.syndr., priapism, temp.regulat. disord., chest pain, periph.oed., incr.creatin. phosphokin./ bld.gluc./glycosylate.Hb, fluctat.bld. gluc.
Special warnings and precautions: Safety & effic. in pts.und.18 yrs., monit. pt.clos.as clinic.improvem.may take sev. days to wks., monit.high risk pts.for suic., prescrib. small.quantit.to reduc.overdos.risk, known CV/ cerebrovasc.dis., condits.predispos.to hypotens. incl. hypovolaem./treatm.with antihypertens., hypertens. incl.accelerat./malign., identify all poss. risk facts. for VTE bef.& dur.treatm.& undertake preventat. meas.as reqd., famil.hist.of QT prolongat., consid.dos.reduct./discont.if sympts.of tard. dyskines.devel., consid.dos.reduct.& monit.if extrapyramid.sympts.observ., discont.all antipsychot. meds.if S&S of neurolept. malign. syndr. develop/unexpl.high fev.without addit.clin. manifestats.of NMS, seiz. disord.hist./assoc. condit., incr.fatalit.(prim.CV/ infect.) report.in treat. elderly pts.with psychos.relat.to Alzheim.dis., in fix.dos.trial signific.dos.respons.relationship for cerebrovasc.advers.reacts., not indicat.for dement.-relat. psychos., observ.for S&S of hyperglycaem., monit.diab.mellit./high risk pts.for worsen.control & do fast.bld.gluc.for pts.develop. hyperglycaem. sympts., hyperglycaem.may resolv. on discont.but instanc. may req.cont.anti-diab. ther., observ.risk pts.for clinic.relev.weight gain & consid.dos.reduct.if clinic.signific., oesophag. dysmotil. & aspirat.assoc.with antipsychot.drug use theref.care in aspirat.pneum.risk pts., observe for developm.of pathologic.gambl.& other impulse control disords. & consid.dos.reduct./discont.if pres., concom.ADHD meds., pts.at high risk of falls, elev. core body temp.condits.incl.concom. anticholinergs./dehydrat. lact.intol.& poss.affect. on diab.mellit.glycaem.control, safety in pregn.& lactat.not est., do not admin.in pregn.as concerns rais.from anim.reproduct.studies & extrapyramid./ withdr.sympts.in new born infts.expos.dur.3rd trimest., excret.in human milk, eval.effs.bef.driv./ perform.complic.tasks
Interactions: Cert.antihypertens.effs.poss. enhanc., poss.overlapp.advers.effs.with alcoh.& other CNS meds., caut.with concom.meds.known to cause QT prolongat./electrol.imbal., AUC incr.by quinidine & poss.other potent CYP2D6 inhibits.eg fluoxetine/paroxetine, AUC & Cmax. incr.by ketoconazole & poss.other potent CYP3A4 inhibits, in CYP2D6 poor metabolis.concom.strong CYP3A4 inhibit. may result in high.plasma conc., mod. incr. conc.with concom.diltiazem (weak CYP3A4 inhibit) & escitalopram (weak CYP2D6 inhibit)., decr. AUC & Cmax with carbamazepine/ other potent CYP3A4 induc. & valproate, poss.seroton.syndr.with other serotonerg.meds./meds.known to incr.aripiprazole conc.

 XE "Aroquet" AROQUET, Accord [P/S]

Quetiapine hemifumarate

Indications: Schizophren., manic episod.assoc.bi-polar disord.for which safety & effic.beyond 12 wks.not demonstrat.

(S5) TABS 47/2.6.5/0633, 0634, 0635, 0636

3003597001: 25 mg, 100, R266,36
3003598001: 100 mg, 90, R450,27
3003600001: 200 mg, 60, R466,76
3003601001: 300 mg, 60, R570,76
Dosage: Admin.twice dly.

Schizophren: Adults: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adj.dos.in some pts.within 150-750 mg/day range depend.on clinic.response & tolerab.

Manic episod.assoc.bipol.disord: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm upto 800 mg/day by day 6 in increm.of no great.than 200 mg/day. Adjust dos.accord.to clinic.respon. & tolerabil.with range of 200-800 mg/day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dos.dly.in increm.of 25-50 mg.to an effect.dos.poss.low.than young.pts.

Contraindications: Safety in pregn.& lactat.not est., safety in advanc.liv.& ren.impairm.not est., safety & effic.in childr.& adolesc.bel.18 yrs.not est., co-admin.of cytochrome P450 3A4 inhibit.eg. (HIV prot.inhibit./azole antifung.agents/ erythromyc. & clarithromyc.)

Side effects: Freq: Decr.Hb, leucopen.,decr.neutroph.count, eosinoph.incr. hypersens., hyperprolactinaem., decr.T4 & incr.TSH, incr.serum triglyceride lev., incr.tot.cholester., decr.HDL, incr.appetite, bld.gluc.incr.to hyperglycaem. lev., abnorm.dreams, nightmares, man., suicid.ideat & behav., dizzin., dysarthr., somnol, extrapyramid.sympts., blurr.vis., palpitat., tachycard., orthostat.hypotens., dyspn., dry mouth, constipat., dyspeps., vomit., elev.ALT & gamma-GT lev., asthen., periph. oed., withdr.sympts, headache, irritabil., pyrex., weight gain. Less freq: Rhinit., agranulocytos., anaem., thrombocytopen., decr.platel.count, neutropen., decr.T3., hypothyroid., inappropr.antidiuret.horm.secret., hyponatraem., hyperglycaem., diabet., pre-exist.diabet. exacerbat., metabol.syndr., somnambul., sleep relat.eat.disord.& talk., restless leg syndr., seiz., tard.dyskines., syncope, bradycard., QT prolongat., ven. thromboembol., dysphag., pancreatit., intestin. obstruct./ileus, elev.AST, angioed., SJS., rhabdomyolys., urin.retent., sex.dysfunct., priap., galactorrh., breast swell., menstr.disord., NMS, hypotherm., elev.bld.creatine/ phosphokin. Freq.unknown: Anaphylact.react., stroke, hypertens., hyperventilat., resp.alkalos., ac.resp.fail., abdom.pain, jaund., hepatit., tox.epiderm.necrolys., erythema m ultiforme, drug-rash with eosinophil.& syst.sympts., neonat.drug withdr./ syndr.

Special warnings and precautions: Poss. worsen. of depress.& emerg.of suic.ideat./self-harm in bipol.disord., monit.pts. esp.dur.early ther. & dos. chang.for clinic.worsen.& suicidal., risk persist. unt.signif.remiss.occurs, observ.same precaut. as those for other psychiatr.disords., caref.monit.of pts.at great.risk eg. those with suic.relat.events hist./ exhib.suic. ideat. prior to ther.init., taper dos.with discont., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, fast.bld.gluc.test.advis.for those develop.hyperglycaem. sympt.dur.ther., cont. anti-diab.meds.poss.necess.despite ther.discont., metabol.paramet.to be assess. bef.init.treatm.& chang. contr., incr.extrapyramid.sympt.incid., cons. discont. if tard.dyskines.S&S occur, known CV dis./ other condits.predispos.to hypotens., seiz.hist., discont. if sympt.of neurolept.malign.syndr.occur, sev. neutropen.somet.fatal in risk pts.& pts.without risk fact., discont.ther.if neutroph. count < 1,0 x 109/lit., fev./infect.sympt.to be report. esp.without predispos.fact., weight chang/weight gain/ lipid chang./elderly/pts.with intest.obstruct./ileus, QT prolong.family hist., concom.meds.known to incr.QT interv./concom.neurolept.esp.in pts.with incr.QT prolong.risk, cardiomyopathy/ myocardit., poss.dos.adjustm.with phenytoin/other concom. hepat.enzyme induc., not for use in elderly with dement. exhibit.behav. disturbs., low.effect.dos.in elderly when consid. essent., pts.at risk for aspirat. pneum., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, elderly with Parkinsons, concom. grapefruit juice not recomm., VTE risk fact. identif.bef.& dur.ther., gallact.intol., ren./ hepat.impairm., concom.antihypertens.or caus. electrol.imbal., concom. anticholinergs, sleep apnoea

Interactions: Other CNS act.drugs & alcoh. poss. aggrav.prim.CNS effs., incr. clear.with concom. thioridazine/ carbamazepine/ phenytoin/ other hepat.enzyme induc., signif.incr.in quetiapine AUC with ketoconazole, ser.conc.poss.incr.with grapefr. juice., antihypertens.effects of antihypertens.meds. enhanc.
 XE "Aroquet XR" AROQUET XR, Accord [P/S]

Quetiapine fumarate

Indications: Schizophren., prev.relapse in stable schizophren.pts.maint.on AROQUET XR, bipol. disord. incl.manic/depress.episod.assoc. with bipol.disord., recurr.prev.in maint.treatm.of bipol. disord. as monother./combin.with a mood stabil., maj. depress.disord., relapse prevent.in stabil. maj. depress.disord. pts.maint.on AROQUET XR.

(S5) PROLONG.-REL. TABS 48/2.6.5/0011, 52/2.6.5/0998, 48/2.6.5/0012, 0013, 0014

3003727001 50 mg, 60, R398,45
3003728001 150 mg, 30, R203,17

3003732001 200 mg, 60, R826,08
3003733001 300 mg, 60, R937,82
3003734001 400 mg, 60 R884,66
Dosage: Admin.once dly. Do not split, chew/ crush. Miss.dos: Take as soon as poss. but do not take double dos.

Adults: Schizophren: Dly.dos: Day 1: 300 mg, Day 2: 600 mg. Aft.day 2 upto 800 mg. Adjust dos.within effect.dos.range of 400-800 mg/day depend.on clinic.respons.& tol. 
Manic episod.assoc.with bipol.disord: Init. dly. dos: Day 1: 300 mg, Day 2: 600 mg & up to 800 mg aft.day 2. Adjust.dos.within effect.dos. range of 400-800 mg/day depend.on clinic. respons. & tol.

Depress.episod.assoc.with bipol.disord: Admin. once dly.in even. Titr.as foll: Day 1: 50 mg, Day 2:100 mg, Day 3: 200 mg, Day 4: 300 mg. May be titr.to 400 mg on day 5 & up to 600 mg by day 8. 

No addit.benef.seen with 600 mg group pts. dur. short-term treatm.

Recurr.prev.in maint.treatm.of bipol.disord: Pts. who have respond.well to Aroquet XR in combin. ther.with a mood stabil.for ac.treatm.of bipol. disord.should cont. at same dos. May be adjust. depend.on indiv.clinic.respons.& toler. within 400-800 mg/day dos.range.

Pts.respond. to Aroquet XR for ac.treatm.of bipol. disord. should cont.at same dos.regim. Dos.may be re-adjust. depend.on indiv.clinic.respons.& toler. within 300-800 mg/day dos.range.

Maj.depress.disord: Admin.once dly in even. Init. dos: Day 1 & 2: 50 mg incr.to 150 mg on day 3 & 4. Furth. adjustm. can be made upw.or downw. within recomm.dos.range of 50-300 mg depend.on clinic. respons.& toler. Maint.ther: Cont.with effect. dos.dur.init.treatm. Adjust dos.within recomm.dos.range depend.on clinic.respons.& toler.

Switch.from immed.rel.tabs: Switch to XR tabs.at equiv.tot.dly dos.tak.once dly.

Elderly: Init.50 mg/day. Incr.in increm.of 50 mg/ day to effect.dos.depend.on clinic.respons.& toler. In maj.depress.init.dly.dos.50 mg on days 1-3 incr.to 100 mg day 4; 150 mg on day 8 & then up to 300 mg depend,on clinic.respon.& tol.

Contraindications: Concom.P450 3A4 inhibit., safety in pregn.& lactat.not est., safety in childr.& adolesc.not est., safety in advanc.liv.& ren. impairm. not est.

Side effects: Freq: Decr.Hb, leucopen.,decr.neutroph.count, eosinoph.incr. hypersens., hyperprolactinaem., decr.T4 & incr.TSH, incr.serum triglyceride lev., incr.tot.cholester., decr.HDL, incr.appetite, bld.gluc.incr.to hyperglycaem. lev., abnorm.dreams, nightmares, man., suicid.ideat & behav., dizzin., dysarthr., somnol, extrapyramid.sympts., blurr.vis., palpitat., tachycard., orthostat.hypotens., dyspn., dry mouth, constipat., dyspeps., vomit., elev.ALT & gamma-GT lev., asthen., periph. oed., withdr.sympts, headache, irritabil., pyrex., weight gain. Less freq: Rhinit., agranulocytos., anaem., thrombocytopen., decr.platel.count, neutropen., decr.T3., hypothyroid., inappropr.antidiuret.horm.secret., hyponatraem., hyperglycaem., diabet., pre-exist.diabet. exacerbat., metabol.syndr., somnambul., sleep relat.eat.disord.& talk., restless leg syndr., seiz., tard.dyskines., syncope, bradycard., QT prolongat., ven. thromboembol., dysphag., pancreatit., intestin. obstruct./ileus, elev.AST, angioed., SJS., rhabdomyolys., urin.retent., sex.dysfunct., priap., galactorrh., breast swell., menstr.disord., NMS, hypotherm., elev.bld.creatine/phosphokin

Freq.unknown: Anaphylact.react., stroke, hypertens., hyperventilat., resp.alkalos., ac.resp.fail., abdom.pain, jaund., hepatit., tox.epiderm.necrolys., erythema m ultiforme, drug-rash with eosinophil.& syst.sympts., neonat.drug withdr/.syndr.

Special warnings and precautions: Poss. worsen. of depress.& emerg.of suic.ideat./self-harm in bipol.disord., monit.pts. esp.dur.early ther. & dos. chang.for clinic.worsen.& suicidal., risk persist. unt.signif.remiss.occurs, observ.same precaut. as those for other psychiatr.disords., caref.monit.of pts.at great.risk eg. those with suic.relat.events hist./ exhib.suic. ideat. prior to ther.init., taper dos.with discont., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, fast.bld.gluc.test.advis.for those develop.hyperglycaem. sympt.dur.ther., cont. anti-diab.meds.poss.necess.despite ther.discont., metabol.paramet.to be assess. bef.init.treatm.& chang. contr., incr.extrapyramid.sympt.incid., cons. discont. if tard.dyskines.S&S occur, known CV dis./ other condits.predispos.to hypotens., seiz.hist., discont. if sympt.of neurolept.malign.syndr.occur, sev. neutropen.somet.fatal in risk pts.& pts.without risk fact., discont.ther.if neutroph. count < 1,0 x 109/lit., fev./infect.sympt.to be report. esp.without predispos.fact., weight chang/weight gain/ lipid chang./elderly/pts.with intest.obstruct./ileus, QT prolong.family hist., concom.meds.known to incr.QT interv./concom.neurolept.esp.in pts.with incr.QT prolong.risk, cardiomyopathy/ myocardit., poss.dos.adjustm.with phenytoin/other concom. hepat.enzyme induc., not for use in elderly with dement. exhibit.behav. disturbs., low.effect.dos.in elderly when consid. essent., pts.at risk for aspirat. pneum., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, elderly with Parkinsons, concom. grapefruit juice not recomm., VTE risk fact. identif.bef.& dur.ther., gallact.intol., ren./ hepat.impairm., concom.antihypertens.or caus. electrol.imbal., concom. anticholinergs, pts. with curr. diagnos./hist.of urin. retent./ prostat.hypertrophy/ intestin.obstruct/ incr.intraocul.press./ narr.angle glauc., sleep apnoea, pts. with hist.of alcoh./ drug abuse

Interactions: Other CNS act.drugs & alcoh. poss. aggrav.prim.CNS effs., incr. clear.with concom. thioridazine/ carbamazepine/ phenytoin/ other hepat.enzyme induc., signif.incr.in quetiapine AUC with ketoconazole, ser.conc.poss.incr.with grapefr. juice
 XE "Aspen Risperidone Oral Solution" ASPEN RISPERIDONE ORAL SOLUTION, Aspen Pharmacare [P/S]

Risperidone

Indications: Ac.& chron. schizophren.psychos. & relat. psychos.where posit.&/or negat. sympts.are promin.& effect.in main.clinic. improvem., alleviat. affect. sympts.assoc.with schizophren., conduct & disrupt.behav. disords.in childr.5-12 yrs.with subaver. intellect.funct./ment.retard.where destruct.behav.is promin., behav.disturbs.in pts.with dement.when aggressiven./ activ.disturbs./ psychot.sympts.are promin.

(S5) ORAL SOL, [P/S] 42/2.6.5/0261

3000496-001: 1 mg/ml, 30 ml, R650,40
Dosage: Schizophren: When switch.from other antipsychot. when medic. appropr. discont. prev.treatm. grad.while init. risperidone, if switch.from depot antipsychot. init.in place of next inj., re-eval.need for contin. exist. anti-Parkinson. meds periodic. Adults: Admin.1-2xdly.start with 2 mg/day which may be incr.to 4 mg on 2nd day, indiv. furth.if reqd., usual optim. dos.: 4-8 mg/day, dos.above 6 mg/day assoc.with more extrapyramid. sympts.& other adv.effs.& gen.not recomm., some pts.partic.1st epis.ac. psychos.slow. titrat.phase & low. start.& maint.dos.may be appropr., dos. above 10 mg/ day have not been shown to be superior in effic. & may incr. incid.of side eff. only consid.dos.above 10 mg/day if benef. >risk., max.tot.dly. dos: 16 mg/day, may add benzodiazep.for addit.sedat. Elderly: Recomm.start.dos.: 0,5 mg 2x dly.adjust in 0,5 mg 2xdly.increm.to 1-2 mg 2x dly. Childr.:Safety & effic.in childr. <15 yrs.for schizoprhen.not est.

Behav.disturbs.in pts.with dement: Recomm. start dos.: 0,25 mg 2xdly, indiv.if need. in increm.of 0,25 mg 2xdly.not more freq.than every other day, optim.dos: 0,5 mg 2xdly. with some benefit. from dos.of up to 1 mg 2xdly, once target. dos.reach.consid. once dly. dos.

Conduct & disrupt.behav. disords.in childr.5-12 yrs: <50 kg: Recomm.start dos.: 0,01 mg/kg once dly., indiv. adjust in increm.of 0,01 mg/kg once dly.not more freq.than evry othr day if need., recom. maint.dos:0,02-0,04 mg/kg once dly.,mean dos:0,03 mg/ kg once dly., ongoing evaluat.& just. of cont. treatm.

Contraindications: Safety & eff.in childr.< 5 yrs.for conduct & other disrupt.behav. disords.not est., Lewy body dement., breastfeed.

Side effects: Freq: Agitat., anx., headache, insomn., sedat., blurr.vis., constip., dyspeps., N&V, rash, micturit. disturb./ polyur., erect.-/ejaculat.-/ orgasm. dysfunct., priapism.Less freq: Mild neutropen./ thrombocytopen., allerg.-/ anaphylact reacts., angioed., hyperglycaem., diab.mellit. exacerbate., incr.prolact. lev., water intox.due to polydips./SIADH, body temp.disregulat., weight gain, impair.concentr., dizzin, extrapyramid.dis.incl.trem., rigid., hypersalivat., bradykines., oculogyr.cris., akathis., hypokines., ac. dyston., fatig., seiz., somnol., tard dyskines., NMS, cerebrovasc. dis., orthostat. hypotens., hypertens., tachycard., periph.oed., CV even.incl. stroke/TIA’s, rhinit., cough, dyspn., decr. salivat./ dry mouth, pharyngit., sinusit., toothache, URTI, abdom.pain, dry skin, incr.pigment., incr. sweat., photosens., seborrh., urin.incont., back pain, arthralg., galactorrh., gynaecomast., menstr.cycle disturbs., amenorrh. Unknown: Apnoea.

Warnings and special precautions: Monit. gluc. control of exist.diabet./ hyperglycaem. sympts. in those at risk, contin.anti-diabet. treatm.poss. necess.desp. ther.discont., Parkinson./ extrapyramid.side eff. predictor for tard.dyskines. (TD) developm., TD risk incr. with ther.durat.& tot.cumulat. dos., prescrib. in manner to minim.TD risk, reserve treatm. for pts.obtain.substant. benef., reg. assess contin. ther., with S&S of TD consid. discont., discont. all anti-psychot.& not essent.meds.if neurolept.malign.syndr.(NMS) develops & instit.treatm., consid.re-introd. caref.& monit. aft.NMS recov.as NMS recurr. report., known CV dis.incl.prolong QT-interv., cerebrovasc. dis./at risk of – incl TIA esp.elderly with dement., ren./liv insuff., elderly, epilep., Parkinson. dis.,Parkinson.dis/ dement. with Lewy bodies at risk of NMS.& incr. antipsychot. meds.sensitiv., concom.alcoh.& other central.act.meds., consid.dos.reduct.if hypotens.develops, withdraw. grad., safety & effic.in childr.<15 yrs.not est., refrain from over.eat.as poten.weight gain, post market.report.of benign pituit.adenomas., bone loss ther.in premenopaus.women with second.amenorrh.of >6mnths., incr.mortality in elderly pts. with dement.and dehydrat., safety in pregn.& lactat.not est.

Interactions: Alcoh.& other CNS depress., carbamazepine & other hepat. enzyme induc.may decr.plasma lev., may antagon. dopamine eff.of levodopa & other dopamine agonists, incr. plasma lev.with fluoxetine/ paroxet./ phenothiaz./TCA’s/& some ß-block, meds prolong QT interv., valproate/Li.Tmax incr., cimetidine & ranitidine incr.bioavailabil., incr. mortality in elderly dement. pts.treat. with concom. furosemide.
 XE "Clozapine Oethmaan" CLOZAPINE OETHMAAN, Oethmaan Biosims [P/S]

Clozapine.

Indications: Sev.ill ther.resist.schizophren. pts. where altern.ther.fail./not tolerat./contra-inicat.

(S5) TABS. 37/2.6.5/0188, 0189, 0190

705844-001: 25 mg; 100; R357,92
3000967-001: 50 mg; 100; R666,19
705845-001: 100 mg; 100; R1 105,18
Dosage: Indiv.by titrat., maint.low.effect.dos. Init: 12,5 mg once/twice on 1st day, follow.by 25-50 mg on 2nd day. If well tol.may be incr.in increm. of 25-50 mg/day up to 300 mg/day aft. 2-3 wks. If necess.may be incr.to max. 600 mg/day in increm. of 50-100 mg 2x/wk or pref.once/wk. Taper grad. over 1-2 wks if ther.to be discont. If ther.to be restart. (last dos.taken long.than 2 days prev.): first dos.12,5 mg once or 2x on first day. If well tol.may be incr.to therap.lev.fast.than advis.with a start. dos. Incr.with extreme caut.if resp.&/card.probl. exper.prev.dur.init.dos. Switch from anoth.anti-psychot. agent aft.grad. dos.taper.to zero within 1 wk. Treatm.may be start.as advis.above aft.ther. interrupt.for 24 hrs.

Elderly: Recomm.init: 12,5 mg on first day. May be incr. in increm.of not more than 25 mg/day.

Contraindications: Bone marr.disords., meds.-induc.granulocytopen./agranulocytos.hist., concom. agents with bone marrow suppress. potent., convuls./uncontroll.epilep., alcoh./tox. psychos., drug intoxic., comat.condits., glauc., circulat.collapse &/CNS depress.of any cause, sev.ren./liv./card.disords., safety in childr.und. 16 yrs./pregn.& lactat.not est., act./progress.liv. dis., hepat.fail., concom.use with other anti-psychot. not recomm.esp.long-act.depot-antipsychot.

Side effects: Freq.: Hyperglycaem., drowsin., sedat., hypersalivat., fatig., confus., restlessn., agitat., delirium, dry mouth, accomodat./sweat./ temp.reg. disords., liv.enzym.elev., priapism, weight gain esp.aft. longt.ther. Less freq: Dizzin., headache, low.seiz.thresh., EEG/ECG chang., extrapyramid.sympt., tard. dyskines., rigidity, trem., akathis., neurolept.malign.syndr.with/ without concom.Li/other CNS act.agents, tachycard., orthostat. hypotens.with/without syncope esp.init., hypertens., circulat.collapse accompan.by resp.depress./arrest, ven./pulm. thromboembol., card.dysrhythm./pericardit. /myocardit. with/without eosinophil.prov.somet. fatal, dysphag., poss.ingest.food aspirat., N&V, constip., hepatit., cholest.jaund., ac.pancreatit., skin reacts., urin.incont./retent., interstit.nephrit., benign hypertherm., sudd.unexpl.death. Unknown freq: Poss.fatal agranulocytos., granulocytopen

Special precautions: Limit ther.to sev.ill pts. non-respons./intol.to classic neurolept.ther., fatal agranulocytos.risk, close medic.supervis.advis. when init.ther.as collapse poss.accompan.by card. &/resp.arrest more likely to occur dur.init.titrat.in assoc. with rapid dos.escalat., seiz.hist./other predispos. fact.as dos.poss.import. seiz.predict. incr. with high.dos., low.dos.if seiz.occur & init. anti-convuls. ther.if necess., monit.gluc.contr.of exist. diab./hyperglycaem.sympt.of those at risk, fast. bld.gluc.test.if hyperglycaem.sympt.develop, contin.anti-diab.meds.poss.necess.despite ther. discont., concom.meds.with anticholinerg./ hypotens./ resp.depress.effs., monit.recurr. psychot. sympt.if abrupt discont.necess., outweigh benef./risk in prim.bone marrow disords., monit. WBC if infect./fev./sore throat/flu-like sympt. report., norm.WBC count bef. init.ther.thereaft. wkly.WBC/ANC monit.dur.1st 18 wks.& at least 2 wkly thereaft.throughout.treatm.& for 1 mnth. aft. discont., discont.immed.if WBC < 3 000/mm3 &/neutroph.count <1 500/mm3& do not re-expos. pts. refer.to haematology.if furth.WBC drop exper., concom. myelosuppress.meds.

Drug interactions: Enhanc.CNS eff.of alcoh./ MAOI's/ CNS depress., incr.haematolog.effs.with carbamazepine, incr.circulat.collapse with resp. depress./ arrest risk with concom./recent treatm. with benzodiazepin./other psychotrop., cimetid./ erythromycin may incr.plasma lev., poss.chang.in plasma lev.of Clozapine/other agents which bind strongly to prot.e.g. warfar., incr.neurolept. malign. syndr.risk with Li./other CNS act.agents., poss. pharmacokinet.interact.with anticonvuls.agents.
 XE "Dopaquel" DOPAQUEL, Dr Reddy’s [P/S]

Quetiapine fumarate

Indications: Schizophren., manic episod.assoc.bi-polar disord.for which safety & effic.beyond 12 wks.not demonstrat.

(S5) TABS. 43/2.6.5/0429, 0430, 0431, 0432

716050-001: 25 mg, 100, R249,00
716051-001: 100 mg, 90, R421,20
716052-001: 200 mg, 60, R436,80
716053-001: 300 mg, 60, R534,60
Dosage: Admin.twice dly.

Schizophren: Adults: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adj.dos.in some pts.within 150-750 mg/day range depend.on clinic.response & tolerab.

Manic episod.assoc.bipol.disord: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm upto 800 mg/day by day 6 in increm.of no great.than 200 mg/day. Adjust dos.accord.to clinic.respon. & tolerabil.with range of 200-800 mg/day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dos.dly.in increm.of 25-50 mg.to an effect.dos.poss.low.than young.pts.

Contraindications: Safety in pregn.& lactat.not est., safety in advanc.liv.& ren.impairm.not est., safety & effic.in childr.& adolesc.bel.18 yrs.not est., co-admin.of cytochrome P450 3A4 inhibit.eg. (HIV prot.inhibit./azole antifung.agents/ erythromyc. & clarithromyc.), quetiapine/excipient hypersens.
Side effects: Somnol., dizzin., dry mouth, asthen., constipat., tachycard., orthostat.hypotens., dyspeps., weight gain., syncope, neurolept. malign. syndr., leucopen., neutropen., periph.oed., bld. dyscras., hypersens.incl.anaphylax., hyperglycaem. sometim. extreme assoc.with ketoacidos./coma/ death, diab.mellit./pre-exist.diab.exacerbat., hyperprolactinaem., hypothyroid., inappropr.ADH secret., CNS effs., headache, syncope, anx., extrapyramid. sympt., dysarth., seiz., tard. dyskines., restless legs syndr., dry eyes, asymptomat. chang.in eye lens.with longt.use, blurr. vis., ear/chest/back pain, card./menstr. /psych. disords., QTc interv. prolongat., ven. thromboembol., dyspn., rhinit., pancreatit., GI disturbs. incl.intest. obstruct./ileus, jaund., hepatit., skin reacts.incl.Stev.John.syndr./tox. epiderm.necrolys./erythema multiforme, angioed., myalg., rhabdomyolys., UTI, urin.retent., priapism, galactorrh., sex.dysfunct., breast swell., periph. oed., ac withdr.sympt., fev., hypotherm., elev.ser. transamin./cholester./triglycerid., decr.in thyroid horm. lev., akathis., accident.inj.esp.elderly, agranulocytos., dysphag.

Warnings and special precautions: Poss. worsen. of depress.& emerg.of suic.ideat./self-harm in bipol.disord., monit.pts. esp.dur.early ther. & dos. chang.for clinic.worsen.& suicidal., risk persist. unt.signif.remiss.occurs, observ.same precaut. as those for other psych.disords., caref. monit.of pts.at great.risk eg.those with suic.relat. events hist./ exhib.suic.ideat.prior to ther.init., taper dos.with discont., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, fast.bld.gluc.test.advis.for those develop. hyperglycaem. sympt.dur.ther., cont.anti-diab. meds. poss.necess.despite ther.discont., metabol. paramet.to be assess. bef.init.treatm.& chang. contr., incr.extrapyramid.sympt.incid., cons. discont. if tard.dyskines.S&S occur, known CV dis./ other condits.predispos.to hypotens., seiz.hist., discont. if sympt.of neurolept.malign.syndr.occur, sev. neutropen.somet.fatal in risk pts.& pts. without risk fact., discont.ther.if neutroph.count < 1,0 x 109/lit., fev./infect.sympt.to be report.esp. without predispos.fact., monit.weight gain/lipid chang./elderly/pts.with intest.obstruct./ileus, QT prolong.family hist., concom.meds.known to incr. QT interv./concom.neurolept.esp.in pts.with incr. QT prolong.risk, cardiomyopathy/myocardit., poss. dos.adjustm.with phenytoin/other concom.hepat. enzyme induc., not for use in elderly with dement. exhibit.behav. disturbs., low.effect.dos.in elderly when consid. essent., pts.at risk for aspirat. pneum., concom. grapefruit juice not recomm., VTE risk fact. identif.bef.& dur.ther., galact.intol., ren./ hepat.impairm., concom.antihypertens.or caus. electrol.imbal.

Interactions: Other CNS act.drugs & alcoh.poss. aggrav.prim.CNS effs., act.of dopaminerg. antagonis., incr. clear.with concom. thioridazine/ carbamazepine/ phenytoin/ other hepat.enzyme induc., signif.incr.in quetiapine AUC with ketoconazole, ser.conc.poss.incr.with grapefr. juice.

 XE "Geodon" GEODON, (Viatris Healthcare) Upjohn [P/S] 
Ziprasidone

Indications: Ac.exacerbat.& maint.of clinic. improvem. dur.continuat.ther.in schizophren.

(S5) CAPS, 32/2.6.5/0584, 0585, 0586, 0587

703465-001: 20 mg, 60, R1 330,11

703468-001: 40 mg, 60, R1 393,94

703475-001: 60 mg, 60, R1 871,63

703476-001: 80 mg, 60, R2 289,48

Dosage: Admin.with food.

Adults: Recomm.init.dos: 40 mg 2xdly. Adjust accord. to clinic.respons.up to max.80 mg 2xdly. Max.dly.dos. may be reach.as early as day 3.

(S5) IM INJ, 36/2.6.5/0478, 36/34/0479

Indications: Ac.agitat.in schizophren.where rapid control reqd.

703467-001: 20 mg/ml, 1 vial+dil., R189,98

Dosage: IM inj.when oral formulat.inappropr. Reconstit.only with water for inj. If long term ther. necess.switch to oral formulat. ASAP. Admin.for >3 consec.days not stud.

Adults: Recomm.dos: 10-20 mg as reqd.to max. 40 mg /day. 10 mg dos.maybe rep.every 2 hrs. Init. dos.of 20 mg may be reqd.which maybe follow.by furth.10 mg dos.aft.4 hrs.thereaft. 10 mg dos.every 2 hrs.to max.40 mg/day.

Contraindications: Inj.in elderly (>65 yrs), do not mix.with other meds/solv., known QT interv. prolongat., congenit./acquir.long QT syndr., meds. known/observ.to prolong.QT interv., rec.MI, uncompens.HF, card.dysrhythm.treat. with Class I A & III anti-dysrhythm.drugs, pregn.& lactat., safety & effic.in childr.und.18 yrs.not eval., safety & effic in CV dis.not est.

Side effects: Mild to mod.prolongat.of QT interv. & torsades de pointes, neurolept.malign. syndr., tard.dyskines.with long.term.ther., sedat., akathisia, extrapyramid.disord., dizzin., rhinit., incr. appetite, hypocalcaem., psych.disords., CNS effs., dyston., Parkinsonism, gen.ton.clon.seiz., tard. dyskines., dyskines., drooling, atax., dysarthr., oculogyric cris., attent.disturb., hypersomn., hypoaesthes., paraesthes., lethargy, torticoll., paresis., akines., hyperton., restless leg syndr., lymphopen., palpitat., tachycard., bradycard, blurr. vis., photophob., amblyop., vis.disturbs., eye prurit., dry eyes, vertigo, tinnit., ear pain, vasodilat., hypertens. cris,hypertens., orthostat.hypotens., hypotens., postur.hypotens., dyspn., sore throat, hiccups, GI disturbs., saliv. hypersecret., dysphag., swoll. tong., skin reacts., drug react.with eosinoph.& system.sympts., acne, psorias., alopec., face swell., musc.-skelet. rigidity/discomf., musc.cramp, extremity pain, joint stiffn., trismus, enures., urin.incontin., dysur., erect.dysfunct., erection incr., priapism., galactorrh., gynaecomast., asthen., headache, fatig., chest discomf., gait abnorm., thirst, pain, feel.hot, pyrex., hepat.enzyme incr., bld.lact. dehydrogen. incr., eosinophil., loc.reacts.for inj.,laryngismus, sweat., allerg.reacts., man., hypoman., flu syndr., angioed., facial weakn., serotonin syndr

Warnings and special precautions: Teratogen. in anim., low ser.K&/Mg to be replet. bef.init.treatm., monit electrol wth diuret.ther., risk of further QTc prolongat.& dysrhythm.incr.with persist.prolong QTc interv.& not clear if rout.ECG screen.effect.detect., avoid in signif.CV illn.hist., discont.if QTc measurem. persist.>500 msec., eval.sympts.indicat.of torsades de pointes, discont.if neurolept.malign. syndr. devel., with S&S of tard.dyskines.consid. discont./ dos. reduct., seiz.hist., clos.monit.of high risk suic.pts., concom.CNS drugs & drugs act. on dopaminerg.& serotonerg.syst., caps. cont.lact., breast feed.not advis., given CNS effs. concom. central act.agents incl.alcoh.& meds. act. on dopaminerg.& serotonerg.systs., approp. meth.of contracept.in women of child-bearing potent, elderly, imp.ren.funct.for inj., low.dos.in mild to mod.hepat.impairm., exper.lack.in sev. hepat. insuffic., discont.if sev.cutan.adv.reacts occur, not approv.for elderly dement.relat. psychos.

Drug interactions: Effs.of dir.& indir.dopamine agonists poss antagon., ketoconaz.potent CYP3A4 inhibit.incr.AUC & Cmax.expos. carbamazepine decr.ziprasidone expos.

 XE "Mylan Quetiapine" MYLAN QUETIAPINE, (Mylan) Xixia [P/S]

Quetiapine.
Indications: Schizophren., manic episod.assoc. with bi-polar disord. for which safety & effic. beyond 12 wks. not demonstrat.

(S5) TABS. 41/2.6.5/0951, 0952, 0954, 0955

716668-001: 25 mg, 100, R249,00
716670-001: 100 mg, 90, R421,20
716671-001: 200 mg, 60, R436,80
716672-001: 300 mg, 60, R534,60
Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adjust.dos.within 150-750 mg / day range depend.on clinic.response & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm. up to 800 mg/day by day 6 in increm.of no great. than 200 mg/day. Adjust dos.accord.to clinic. respon. & tolerabil.with range of 200-800 mg/ day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.poss.low. than young.pts.

Contraindications: Safety in pregn.& lactat. not est., safety & effic.in childr.& adolesc.und. 18 yrs. not est., safety in advanc.liv.& ren. impairm. not est., not indic.for elderly pts.with dement.exhibit.behav.disturbs., co-admin.with azole antifung./macrolide antibiot./HIV prot. inhibits., Lapp-Lact.defic., gluc-galact. malabsorpt.

Side effects: Hyperglycaem.sometimes extreme assoc. with ketoacidos./hyperosmol.coma/death, bld.disords., hypersens.reacts.incl.anaphylax., Stev.John.syndr., diab.mellit./exacerbat.of pre-exist.diab., psych.disords., somnol., dizzin., headache, anx., syncope, extrapyramid.sympt., seiz., tard.dyskines., neurolept.malign.syndr., dry eyes, blurr.vis., eye lens chang.with longterm use, ear/abdom./back/chest pain, tachycard., QTc prolongat., orthostat.hypotens.esp.dur. init.dos.titrat., hypertens., ven.thromboembol., rhinit., dry mouth, constip., dyspeps., diarrh., jaund., hepatit., myalg., UTI, priapism, galactorrh., asthen., periph. oed., ac.withdr. sympt., fev., weight gain., elev. ser.transamin./ cholesterol & triglyceride, decr.thyroid horm.lev.

Special precautions: Elderly esp.dur.init. dos.per., monit.gluc.contr.of exist.diabet./ hyperglycaem.sympt.in those at risk, pts.who develop.hyperglycaem.sympt.dur.ther.should undergo fast.bld.gluc.test, cont.anti-diab.meds. poss.necess.despite ther.discont., low.effect.dos. in elderly when consid.essent.& caref.monit., benef./risk assessm.in elderly pts.tak.stroke risk into account, known CV/cerebrovasc.dis./ condits. predispos.to hypotens., consid.dos. reduct./discont.ther.if tard.dyskines.S&S occur, discont.ther.& admin.appropr.treatm.in case of neurolept.malign.syndr., concom.alcoh./other central.act.meds., concom. antihypertens./meds. prolong.QTc interv., poss.dos.adjustm.with phenytoin/other concom.hepat.enzyme induc., reduc.dos.with non-induc.eg.sod.valproate, caref. assessm.of indiv.pt.in case of cont.treatm.at high. dos., seiz.hist., withdr.grad., ren./hepat. impairm.

Drug interactions: Act.of dopaminerg. antagon., incr.clear.with concom. carbamazepine/ phenytoin/thioridazine, signific. incr.in quetiapine AUC with ketoconazole.

 XE "Nezolap" NEZOLAP, Macleods [P/S]

Olanzapine

Indications: Psychot.disords., ac.episod of mod.to sev.mania & prevent.recurr.manic episod.in bipol.disord.

(S5) ORODISPERS.TABS, 48/2.6.5/0343, 0344
3005326-001: 5 mg, 30, R378,23
3005327-001: 10 mg, 30, R483,31
(S5) FILM-COAT.TABS, 47/2.6.5/0284, 0285, 0286

3003671-001: 2,5 mg, 30, R235,00
3003672-001: 5 mg, 30, R289,00
3003673-001: 10 mg, 30, R345,00
Dosage: Dissolv.orodisp.tab.in mouth.Take full glass of water immed.aft.admin.OR dispers.in glass of water/ suit.liq.immed bef.admin.The 10 mg orodisp.tab.may be halv.at break line.

Psychot.disords: Admin.as sngl.dly.dos.Init. 5-10 mg/day with target dos.of 10 mg/day within sever.days.Do not consid.dos.incr.bef.1 wk.Dos. range from 5-20 mg/day. Dos.incr.over 10 mg/day advis.only aft.clinic.assessm.

Ac.man.in bipol.disords: Admin.as sngl.dly.dos.gener.start.with 10 mg.Dos.adjustm.with.dos. range of 5-20 mg/day if indic.should occur at interv.of not less than 24 hrs.

Prevent.recurr. of man.in bipol.disord: Recomm.start.dos: 10 mg/day.For those receiv. Nezolap for man.episod.cont.ther.for prevent.recurr.at same dos.Incr.dos.over 10 mg with.range of 5-20 mg/day advis.only aft.clinic.assessm.& should occur at interv.of not less than 24 hrs.Safety of dos.above 20 mg/day not eval.Improvem.in clinic. condit.poss.take sever.days/wks.

Contraindications: Known narrow-angl.glauc.risk, S&E in childr.<.18 yrs.not est., safety in pregn.& lactat.not est., effic.in elderly pts.with dement.-relat.psychos.not est.

Side effects: Freq.: Eosinophil., neutropen., leucopen., periph.oed., weight gain, elev. cholester./glucose/. triglycerid., glucosur, incr. appet,, dizzin., akathis., somnol., parkinson., abnorm.gait, falls, hallucin., speech disord., tremor, tachycard., orthostat.hypotens., dry mouth, constip., incr.ALT/AST, arthralg., erectile dysfunct., decr.libido in males/females, asthen., fatig., oedema, pyrex., ALT/ SGPT incr., AST/ SGOT incr., prolact.incr., incr.alkal.phosphat., high creatine phosphokin., high GGT., high uric acid. Less freq: Thrombocytopen., hypersens., developm./ exacerbat.diabet.occas.associat. with ketoacidos./ coma, hypotherm., seiz., dystonia, tard.dyskines., amnes., dysarth., stutter., restless legs syndr., neurolept.malign.syndr., discontinuat.sympts., bradycard., ven. thromboembol., QTc prolong., ventric.tachyc./ fibrillat., sudden death, thromboembol., epistaxis, pneumon., pancreatit., abdomin.distens., hepatit., rash, photosens.reacts., alopec., DRESS, rhabdomyolys., urinary incont./ retent./ hesitat., priap., amenorrh., gynaecomast./ breast enlarg.in males, neonat.drug withdraw.syndr., breast enlarg., galactorr., incr.total bilirub.

Special warnings and precautions: Period.assessm. advis.for maint.treatm.& contin.at low.dos.need.to maint.remiss., pass.into breast milk, discont.grad., elev.prolact.lev.dur.chron.admin., discont.if any clinic.NMS manifestat./ high fev.observ., seiz.hist./ condits.assoc.with seiz.thresh.low., consid.dos.reduct./ discont.if tard.dyskines. S&S devel., longt.high-dos.ther., elderly, hepat.impairm., pre-exist.condits.assoc.with liv.impairm., concom. hepatox.meds., per.LFT in signif.hepat.dis., elderly pts.with dement.-relat.psychos., pts.≥ 80 yrs., concom.benzodiazepin. /other centr.act.agents & alcoh., pulm.condits., monit.exist.diab.for worsen.gluc.contr./ pts.at risk for diab.mellit.developm., monit.pts.start.treatm.at risk of diab.for hyperglycaem.sympt.in which case to undergo fast.bld.sugar test., some pts.req. contin.of anti-diabet.treatm.desp.ther.discont., monit.pts.regul.for lipids eg.baseline/ 12 wks after start & every 5 yrs.thereaft., concom. meds.incr.QTc interv.esp.elderly/ congenit.long QT syndr./ CHF/ card.hypertrophy/ hypokalaem./ hypomagnesaem., risk facts for ven. thromboembol., orthostat.hypotens.risk in card.pts., concom.BP lower. meds.other than alpha-1 adrenerg.antagon., symptomat. prostat.enlargem., paralyt.ileus & relat. condits., rec.MI, unstab.card.dis., aspirat.pneum. risk, not recommend.in Parkinson.dis.due to poss.incr.in parkinson.sympt.& hallucinat., condits.contrib.to elev.core body temp., supervis.suicide risk pts., discont.ther.if hepatit.diagn., low leucocyte &/ neutroph.count, meds.-induc.bone marr.depress./ toxic.hist., bone marr. depress.caus by concom.illn./ radiat.-/ chemother., hypereosinophil.condits.with myeloproliferat. dis., phenylketonuria, activ.charcoal admin.2 hrs.bef./ aft.Nezolap, concom.fluoxetine not recomm., consid.low.start.dos.with fluvoxamine/ other CYP1A2 inhib.

Interactions: May antagon.effs.of levodopa & dopamine agonists, poss.enhanc.effs.of cert.antihypertens., pharmacokinet.affect.by subst. induc./ inhib./ act.as substr.to isoenzym.CYP1A2, poss.antagon.effs.of direct. /indir.dopamine agon., metab.poss.induc.by smok.& carbamazepine, reduc.bioavail.with activat.charc., CYP1A2 inhibit.incl.fluvoxamine reduc.clear., fluoxetine incr.conc.& decr.clear.
 XE "Oleanz" OLEANZ, Ranbaxy [P/S]

Olanzapine.

Indications: Psychot.disords., ac.mania episod., prev.recurr.manic episod.of bipol.disord.
(S5) TABS, 43/2.6.5/0326, 0327, 0328

715994-001: 2,5 mg, 28, R325,08
715995-001: 5 mg, 28, R278,84
715996-001: 10 mg, 28, R334,32
(S5) RAPITABS, 43/2.6.5/0069, 0070

715967-001: 5 mg, 28, R710,27
715968-001: 10 mg, 28, R910,62
Dosage: Recomm.continuat.at low.dos.need.to maint.remiss.in respond.pts. Take immed aft. open. placing in mouth/disperse in water/ beverage.
Psychot.disords: Admin.once dly. Init. 5-10 mg/ day with target dos.of 10 mg/day within several days. Dos. incr.should not be consid.bef.1 wk.of ther. Dos.rang.from 5-20 mg as sngl.dly.dos. Dos. incr.above 10 mg advis.only aft.clinic.assessm. Consid.5 mg start.dos.for hepat.impairm./elderly.

Ac.man.in bipol.disord: Recomm.dos: 10 mg once dly. Dos.adjustm.within range of 5-20 mg/ day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.init.dos: 10 mg/ day. For those receiv.Oleanz for manic episod.cont. ther.at same dos. Incr.dos.over 10 mg advis.only aft.clinic.assessm.& should occur at interv.of not less than 24 hrs. Safety of dos.above 20 mg/day not est.

Contraindications: Known narrow-angl.glauc risk, safety in pregn.& lactat.& pts.und.18 yrs.not est., pts.with dement.-relat.psychos., concom. fluoxetine not recomm., not recomm.in Parkinson’s dis.

Side effects: Hyperprolactinaem., neurolept. malign. syndr., seiz., tard.dyskines., incr.CVA effs. incl.stroke/fatalit., hyperglycaem.incl.keto-acidos./ hyperosmol.coma/death, bld.dyscras., allerg. reacts.incl.anaphylact., periph.oed., hypercholesterolaem., hypertriglyceridaem., hepatit., pancreatit., personal.disord., mood/ ment. chang., hallucinat., agitat., akathis., dizzin., somnol., abnorm.gait, falls, anx., hostilit., euphor., nervousn., trem., Parkinsonism, symptomatol., speech disord., dyskines.incl. buccogloss. syndr./choreoathetos., dyston., resid. effs. incl.movem.disord., myoclon., twitch., drowsin., headache, apathy, confus., insomn., stutter., paraesthes., hyperton., water intoxic., abnorm. vis., diplop., brady-/tachycard., ventric. extrasyst., palpitat., orthostat.hypotens., hypertens., ven.thromboembol., pneum., incr. cough, pharyngit., dyspn., rhinit., GI disturbs., rash, acne, dry skin, photosens., sweat., asthen., extremit./ joint pain, rhabdomyolys., urin.incont., vaginit., dysmenorrh., priapism, menstr.chang., decr. libido, weight chang., fev., chest pain, flu-like sympt., incr.salivat., thirst, angio-/fac.oed., discontinuat. react., exacerbat.of pre-exist.diab.
Special precautions: Effectiven.for more than 6 wks not est., period.re-assesm.to determ.need for maint. treatm., discont.grad., elev.prolact. lev.persist. modestly dur.chron admin., incr. mammary gland neoplasms in rodents consid. prolact. mediat., discont.if any clinic.NMS manifestat./high fev.observ., seiz.hist./condits. assoc. with seiz./low.seiz.thresh., consid.discont. / dos.reduct.if tard.dyskines.S&S develop, tard. dyskines.risk incr.with longt.expos.& sympt.can deterior./arise aft.treatm.discont., elev.AST&/ ALT lev., S&S of hepat.impairm., pre-exist. condits. assoc with limit.hepat.funct.reserve, concom. potent.hepatotox.meds., period. assessm. of transaminas.recomm.in hepat.dis. pts., discont.treatm.if hepatit.diagn., incr.diab. preval.in schizophren.pts., monit.exist.diab.for worsen. gluc.contr., monit.pts.start.treatm.at risk of diab.for hyperglycaem.sympt., fast.bld.gluc.if hyperglycaem.develops, some requir.contin.anti-diabet.treatm.despite Oleanz discont., predispos. risk fact.in elderly, smokers, dos.modific.necess. in cases where olanzapine metab.slow., concom. meds.known to incr.QTc interv./congenit.long QT syndr./CHF/card.hypertrophy/hypokalaem.& hypomagnesaem., admin.concom.activ.charc.at least 2 hrs.bef./aft., monit.pts.on concom. carbamazepine/ omeprazole/rifampicin, pts. receiv. meds. that low.BP by mechanisms other than alpha-1 adrenerg.antagon., subst.inhibit./ induc.CYP1A2 isoenzyme, incr.hallucinat.in Parkinson’s pts., symptom.prostat.enlargem., narrow-angl.glauc., paralyt.ileus/relat.condits., rec.MI hist., unstab.heart dis., card.pts., cont. aspartane, reg.BP monit.of pts.>65 yrs., leucopen./ neutropen., meds.induc.bone marrow depress./ toxic., bone marrow depress.caus.by concom. illn./radium ther./chemother., hypereosnophil. condits., myeloproliferat.dis., condits.contrib.to core body temp.elev., aspirat. pneumon.risk as oesophag.dysmotil.& aspirat. assoc.with antipsychot., monit.high risk suic.pts., predispos.risk fact.in elderly with dement.relat. psychos.to incr.mortality incl. >80 yrs./sedat./ concom. benzodiazepines & pulm.condits., elderly with dement.taking stroke risk into account.

Drug interactions: CNS eff.enhanc.of other CNS depress.& alcoh., may antagon.effs.of levodopa & dopamine agonists, poss.neutropen. with valproate, may enhanc.effs.of cert. antihypertens., QTc prolongat.risk with meds. known to cause QTc prolongat., pharmakin.effs. with subst.that induc./inhib.CYP1A2, activat. charc. reduc.bioavail., fluoxetine incr.conc.& decr.clear., smok./carbamazepine/omeprazole & rifampicin.low.plasma lev., potent.CYP1A2 inhibit.poss.decr.clear.

 XE "Olexar" OLEXAR, Cipla-Medpro [P/S]
Olanzapine.

Indications: Psychot.disords.(incl.schizophren.), ac.mod.to sev. mania, prev.recurr.of manic/ depress. episod.of bipol.disord.
(S5) TABS, 37/2.6.5/0316, 0317, 0318

715657-001: 2,5 mg, 30, R325,14
715658-001: 5 mg, 30, R298,80
715659-001: 10 mg, 30, R358,20
Dosage: Admin.as once-a-day dos. Safety of dos. above 20 mg/day not eval.

Psychot.disords: Init. 5-10 mg/day with target dos.of 10 mg/day within several days. If indic. dos.adjustm.of 5 mg increm/decrem.should occur at interv.of not less than 1 wk. Dos.range: 5-20 mg once dly. Incr.above routine 10 mg/day advis.only aft.clinic.assessm.

Ac.man.in bipol.disord: Init.dos:10 mg once dly. Dos.adjustm.within range of 5-20 mg/day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.init.dos: 10 mg/ day. For those receiv.Olexar treatm.for manic episod.cont.ther.at same dos. Incr.dos.to great.than recomm.start.dos.within range of 5-20 mg/day only aft.clinic.assessm.at interv.of not less than 24 hrs.

Contra-indications: Known narrow-angl. glauc. risk, safety in pregn.& lactat.& childr.und.18 yrs. not est., concom.fluoxetine not recomm.

Side-effects: Neurolept.malign.syndr., tard. dyskines., incr.incid.of abnorm.gait/falls/urin. incontin./pneumon./death/CVA’s incl.stroke in elderly with dement.relat.psychos., trans. elev.liv.transaminase plasma lev., bld.dyscras., weight gain, elev.prolact.& gluc.lev., water intoxicat., diab.mellit., acidos., hyponatraem./-kalaemia./-glycaem., hyperbilirubinaem./-cholesterolaem./-lipidaem./-uricaem., diab.acidos., goiter, ketosis, gout, hyperkalaem./-natraem., hypoproteinaem., albuminur., CNS effs.incl.seiz., neuropsych.disords., hyperton., articulat.impairm., decr.libido, paraesthes., alcoh./tobacco misuse, withdr.syndr., taste pervers., incr.libido, fac. paralys., incoordinat., nystagmus, neuropathy, encephalopathy, neuralg., eye disords.incl.ocul. musc.abnormal.& lens.pigment deposits, deafn., ear pain, tinnit., orthostat.hypotens., CV disords. incl.HF/card.arrest & pulm.embol., incr.cough, pharyngit., rhinit., dyspn., voice alterat., apnoea, aspirat.pneumon., pneumon., laryngit., hyperventilat., asthma, atelectas., epistax., haeoptys., hiccup, stridor, lung oed., hypoventilat., hypox., dysphag., GI disturbs.incl.intest.obstruct.& rect.haemorrh., tooth caries, periodont.abscess, oral monillias., gingivit., hepatit., sweat., rash, alopec., skin ulc./discolourat., seborrh., eczema, photosens.reacts., hirsutism, musc.-skelet.& connect.tiss.disords, myasth., osteoporos., back-/bone pain, urin.disords., UTI, urin.incontin., menstr.irreg., vaginit., abnorm.ejaculat., impot., priapism, breast pain, enlarg.uter.fibroids, vag. haemorrh., asthen., fev., dent.-/chest-/neck-/pelvic pain, fac.oed., hangover eff., intent.injury.

Special precautions: Monit.exist.diab.for worsen. gluc.contr., monit.pts.start.treatm.at risk of diab.for hyperglycaem., fast.bld.gluc.if hyperglycaem. develops, some pts.req.continuat. of anti-diabet.treatm.despite discont., grad. discont., elev.prolact.lev.persist.modestly dur. chron. admin., hist.of seiz./condits.assoc.with seiz. /low.seiz.thresh., predispos.risk fact.in elderly with dement.relat.psychos.to incr.mortality incl. >80 yrs. /sedat./concom.benzodiazepines & resp.condits., S&S of hepat.impairm., pre-exist.condits.assoc. with limit.hepat.funct.reserve, concom.potent. hepatotox.meds., discont.if hepatit.diagnos., concom. centr.act.agents & alcoh., concom. meds. known to incr.QTc interv./congenit.long QT syndr./ CHF/card.hypertrophy/hypokalaem.& hypomagnesaem., symptomat.prostat.enlargem., narr.angle glauc., paralyt.ileus & relat.condits., card.pts./condits.predispos.to hypotens.due to orthostat. hypotens.risk, elderly with dement. and/Parkinson’s dis., condits.contrib.to core body temp. elevat., pts.at risk of aspirat.pneum., monit. high risk suic.pts., leucopen./neutropen., meds. induc.bone marrow depress./toxic., bone marrow depress., hypereosnophil.condits., myeloproliferat. dis., reg.BP monit.of pts.>65 yrs.

Drug interactions: May antagon.effs.of levodopa & dopamine agonists, may enhanc.effs.of cert. antihypertens., CYP1A2 induc.incr.clear.& CYP1A2 inhibit.reduc.clear., reduc.bioavail.with activat. charc., fluoxetine incr.conc.& decr.clear., metabol.poss.induc.by smok.& carbamazepine.

 XE "Pramisul" PRAMISUL, Aurogen [P/S]

Amisulpride

Indications: Ac.& chron.schizophren.incl.pts. charact. by predomin. negat.sympts.

(S5) TABS, 52/2.6.5/0418, 0419

3006364-001: 50 mg, 30, R252,89
3006365-001: 200 mg, 30, R857,83
Dosage: Specif.titrat.not reqd.when init.treatm. Indiv.accord.to respons. Admin.dos.of up to 400 mg as once dly. high dos.admin.2xdly.

Ac.schizophren: Recom.dos.: 400-800 mg/day. May be incr.to 1200 mg/day.
Mix.posit. & negat.sympts.:Dos.should be adjust.to optim. contr. of posit.sympts.& maint.est.on low.effect. dos. Predom.negat.sympts.: Indiv.dos. betw.50-100 mg/day.

Contraindications: Concom.meds.that induc./ enhanc.torsades de pointes risk &/ prolong QT-interv., congenit.QT-interv.prolongat., concom. prolact.-depend. tumours, phaeochromocyt., childr.<.15 yrs., pregn.& lactat., women of childbear. potent.unless tak.adeq.contracept., sev.ren.funct.impairm.

Side effects: Freq.: Galactorrh., amenorrh./ menstr.dis., gynecomast., breast pain/-enlarg., prolactinom., erect.dysfunct., insomn., anx., agitat., orgasm.dysfunct., extrapyramid.sympts.:trem., rigid., hypokines., akathis., dyskines., ac.dyston., somnol., hypotens., constip., N&V, dry mouth, weight gain. Less freq.: Allerg.reacts., hyperglycaem., tard.dyskines., bradycard., N&V, insomn., recurr.psychot.sympts., move,.disords., hepat. enzyme elevat.Unknown (post market).): Leukopen., neutropen., agranulocytos., hypertriglyceridem., hypercholesterolem., confus., neurolept.malign.syndr., QT-prolongat., ventr.arrhythm.such as torsades de pointes, ventric.tachycard.result in -fibrill./ card.arrest/sudd.death, venous thromboemb., angioed., urticar., meds.withdr.syndr.in neonates.
Special warnings and precautions:Pot.neurolept.malign.syndr.- discont.all antipsychot.meds.if hypertherm.evid., hyperglycaem.assoc.with ketoacid./ hyperosmol.coma or death report.with some atypic.antipsychot.agents, diab.mellit., risk fact. for diab.mellit., decr.dose in ren.insuff., epilep., low.seiz.threshold., gradual.withdraw., Parkinson’s, before admin.exclude: bradycard.<55 bpm/ card.dis. or fam.hist.QT prolong.or sudden death./ electrol. imbal.partic.hypokalaem./ congenit.prolongat.of QT-interv./ meds likely to produc.aforement., baseline ECG & during treatm., monit.electrolyt.partic.if on diuretics/ inter-current illn., avoid concom.antipsychotics, stroke risk fact., elderly, not for dementia, ident.VTE risk fact.to prevent., hist./fam.hist.of breast CA, unexplained infect.poss.bld.dyscrasias, cont.lactose. 
Interactions:C/I: Class IA antidysrhythmics eg.quinidine/ disopyram.& Class III antidysrhythmics eg.amiodarone/ sotalol, bepridil, cisapride, sultopride, thioridazine, methadone, IV erythromycin, IV vincamine, halofantrine, pentamidine, sparfloxacin, azole antifungals, levodopa, may oppose eff of dopamine agonist eg.bromocript./ ropinirole. Not recomm.: Bradicard.induc.meds eg. β-block., CCB, clonidine, guanfacine, digitalis, hypolalaem.diuretics, stimul.laxat., IV amphoteric.B, glucocort., tetracosactides, antipsychot. eg.pimozide & haloperid., imipramine antidepress., Li, some antihist.eg.astemizole & terfenadine, mefloquine, centr.effs.of alcoh.enhanc.Caut.: Eff potentiat.with CNS depress.incl.narcotics/ anaesthetics/ analgesics/sedat.H1 antihistam./ barbitur./benzodiazep./other anxiolyt. meds./ clonidine & its derivat., hypotens.meds.

 XE "Prexolan" PREXOLAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Olanzapine

Indications: Managem.of psychot.disord. manifestat., ac.mania & prev.recurr.of manic/ depress. episod.of bipol.disord.
(S5) ORODISP.TABS (ODT), 44/2.6.5/0915, 0916

719806-001: 5 mg, 30, R534,64
719807-001: 10 mg, 30, R685,25
(S5) TABS, 43/2.6.5/0908, 0909, 0910

Indications: Managem.of schizophren. manifestat., ac.mod.to sev.mania episode & prevent. recurr.of manic/depress.episod.of bipol. disord.
720712-001: 2,5 mg, 30, R411,02
720713-001: 5 mg, 30, R518,35

720714-001: 10 mg, 30, R673,95
Dosage: ODT tabs: Place on tong/dispers.in water. Only remove from foil immed.bef.use.
Psychot.disords: Init.5-10 mg/day with target dos.of 10 mg/day within sever.days. If indic.dos .adjustm.should occur proceed.at interv. of not less than 1 wk.

Ac.man.in bipol.disord: Init.dos:10 mg once dly. Dos.adjustm.within range of 5-20 mg/day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.start.dos: 10 mg/ day. For those receiv. Prexolan treatm. for manic episod.cont.ther.at same dos. Incr.dos.to great.than recomm.start.dos.within range of 5-20 mg/day only aft. clinic.assessm.at interv.of not less than 24 hrs. Safety of dos.above 20 mg/day not eval. Improvem.in pt.condit.may take sev.days to wks.
Hepat.impairm./elderly: Consid.start.dos.of 5 mg
(S5) POWD.FOR SOL.FOR INJ. 43/2.6.5/0911

Indications: Control of agitat./disturb.behav.in schizophren. & relat.psychos.and ac.man.assoc. with bipol.I disord.when oral ther.not appropr.

720715-001: 10 mg, 1 vial, R157,99
Dosage: Reconstit.with ster.water for inj.only. IM use only. Do not admin IV or SC.  Discont.IM treatm. and init. oral treatm.as soon as clinic. appropr. Admin.in healthcare facility. First est. respons. & tolerab.with oral olanzapine in pts. never admin.olanzapine bef.
Recomm.dos:10 mg as sngl.IMI. Bas.on indiv clinic. status a 2nd dos.of up to 10 mg 2 hrs.aft.1st inj.and 3rd inj.of up to 10 mg 4 hrs.aft.2nd inj.

If oral supplementat.reqd.combin.tot.dos.of both formulat.not to exceed.max.oral dos.of 20 mg dly. Safety of tot.dly dos.great.than 30 mg not eval.

Contraindications: Known narrow-angl.glauc. risk, safety & effic.in childr.und. 18 yrs.not est.
Side effects: Freq: Eosinophil., weight gain, incr. appetite, personal.disord., hallucinat., somnol., dizzin., headache, akathis., Parkinson., dyskines., asthen., agitat., abnorm.gait, falls, trem., speech disords., amblyop., chest pain, orthostat.hypotens., periph.oed., rhinit., pneumon., dry mouth, constipat., trans.ALT & AST asymptomat.elev., rash, urin.incontin., elev.prolact.lev. Less freq: Leucopen., thrombocytopen., neutropen., allerg. reacts., hyperglycaem., hypertriglyceridaem., diab. ketoacidos., diab.coma, elev.cholester.lev., amnes., anx., euphor., hostility, imp.articulat., hyperton., movem.disord., nervousn., myoclon., insomn., stutter., extrapyramid.effs., seiz., dyston., bradycard., tachycard., QTc prolongat., ven. thromboembol., cough, pharyngit., abdom.pain, pancreatit., hepatit., photosens.react., alopec., extrem.pain, joint pain, rhabdomyolys., urin. hestitat., menstrual chang., priap., fev., fatig., oed., high creatine phosphokoin., incr.tot.bilirub. Freq.unknown: Developm./exacerbat.of diab., tard.dyskines., neurolept.malign.syndr., discont. sympts., ventric.tachycard./fibrillat., sudd.death, incr.alkaline phosphokin.

Warnings and special precautions: Discont. grad., elev.prolact.lev.persist.modest.dur.chron. admin., incr.mammary gland neoplasms consid. prolact. mediat.report.in rodents on chron. antipsychot. medicat., discont.ther.if S&S of neurolept. malign.syndr./high fev.observ., consid. dos. reduct./discont.ther.if S&S of tard.dyskines. devel., monit.exist.diab.for worsen.gluc.contr., monit. pts.start.treatm.at risk of diab.for hyperglycaem., fast.bld.gluc.if hyperglycaem. devel., some pts.req.continuat.of anti-diabet. treatm. despite.discont., seiz.hist./condits.assoc. with seiz./low.seiz.thresh., hepat.impairm./ concom. potent.hepatotox.meds., period. transamin. monit.in hepat.dis., pre-exist.condits. assoc.with limit.hepat.funct.reserv., discont.ther.if hepatit.diagn., elderly, cons.low.start. dos. in case of fact.decr.pharmacokinet.clear./incr. pharmacodynam. respons., not approv.in dement.-relat. psychos., condits.contrib.to elev.body core temp., monit. high risk suic.pts., symptom.prostat. enlargem., paralyt.ileus & relat.condits., card.dis., low leucocyte/neutroph.counts, meds.induc.bone marrow depress./toxic., bone marrow depress.aft. illn./radiat.& chemother., hypereosinophil.condits., myeloproliferat.dis., fact.that may slow metabol.of Prexolan, concom. CYP1A2 inhibit./induc., aspirat. pneum.risk, pre-exist.risk fact.for CVAE, eval.S/E bef.driv./perform.complicat.tasks, lact.intol., concom. BP low.meds.other than alpha-1 adrenerg. antagon., admin.activ.charcoal 2 hrs bef./aft. olanzapine, safety in pregn.& lactat.not est., period. assessm.advis.for maint.treatm.& cont.at low.dos.need.to maint. remiss., effic.for more than 6 wks.not est.in control.trials, cholinerg.syndr. poss. on discont., most ser.cases of symptomat. hypotens./ apnoea & ventric.tachydysrhythm.with IM use had temporal relationship to benzodiazepine use, ser.CV dis.where syncope/ hypotens./ bradycard.incr.medic.risk, period.BP monit.in pts.over 65 yrs., signs & sympts consist. with OD report.1-3 hrs.follow.IM admin., admin.inj. in healthcare facility with close monit.x3 hrs.post inj., IM admin.in CV risk pts.poss.incr.medic.risk, concom. parenteral olanzapine& benzodiazepine not recomm., if consid.necess.parenter. benzodiazep. to be admin.at least 1 hr.aft.IM olanzapine, if parenteral benzodiazep.already admin. IM olanzapine should only be consid.aft. caref.clinic. eval. & pt.to be caref.mont.for excess. sedat.& card. resp.depress., do not combin.inj.in same syringe as diazepam/ haloperidol, do not use lorazepam to reconstit inj., IMI cont.maltose
Interactions: Concom.centr.act.agents & alcoh., fluoxetine decr.clear., may antagon.effs.of levodopa & dopamine agon., may enhanc.effs.of cert.antihypertens., concom.meds.known to incr. QTc interv.esp pts with congenit.long QT syndr./ CHF/heart hypertrophy/hypokalaem.& hypomagnesaem., reduc.eff.with activat.charc., metabol. poss.induc.by concom.smok./ carbamazepine ther.low.plasma lev., clear.decr.by known potent CYP1A2 inhibit., concom.IM admin. with lorazepam adds to somnol.observ.

 XE "Psyquet" PSYQUET, Sandoz [P/S]

Quetiapine.

Indications: Schizophren., manic episod.assoc. with bi-polar disord. for which safety & effic. beyond 12 wks. not demonstrat.

(S5) TABS. 43/2.6.5/0446, 0849, 0850, 0851

718352-002: 25 mg, 30, R76,20
718352-001: 25 mg, 105, R266,70
718353-001: 100 mg, 90, R435,60
718354-001: 200 mg, 60, R466,20
718355-001: 300 mg, 60, R544,20
Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adjust.dos.within 150-750 mg / day range depend.on clinic.response & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm.up to 800 mg/day by day 6 in increm.of no great.than 200 mg/day. Adjust dos.accord.to clinic.respon. & tolerabil. with range of 200-800 mg/day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.poss.low. than young.pts.

Contraindications: Safety in pregn.& lactat. not est., safety & effic.in childr.& adolesc.und.18 yrs. not est., safety in sev.liv.& ren.funct.impairm.not est., not indic.for elderly pts.with dement.exhibit. behav.disturbs., co-admin.with cytochrome P450 inhibits., Lapp-Lact.defic., gluc-galact.malabsorpt.

Side effects: Hyperglycaem.sometim. extreme assoc. with ketoacidos./hyperosmol.coma/death, bld. disords., hypersens.reacts.incl.anaphylax., Stev. John.syndr., diab.mellit./exacerbat.of pre-exist. diab., psych.disords., somnol., dizzin., headache, anx., syncope, extrapyramid.sympt./ syndr., seiz., dry eyes, blurr.vis., eye lens chang. with longt.use, ear/back/chest pain, tachycard., QTc prolongat., postur.hypotens., hypertens., ven. thromboembol., rhinit., GI disturbs., weight gain., jaund., hepatit., rash, myalg., UTI, priapism, galactorrh., dysarthr., asthen., fev., periph.oed., elev. ser.transamin./cholesterol & triglyceride, decr. thyroid horm.lev., orthostat.hypotens.esp. elderly dur.init.dos.titrat., tard.dyskines., neurolept. malign.syndr., ac.withdr.sympt.

Special precautions: Known CV/cerebrovasc. dis./ condits.predispos.to hypotens.esp.elderly, monit.gluc.contr.of exist.diabet./hyperglycaem. sympt.in those at risk, pts.who devel. hyperglycaem. sympt.dur.ther.should undergo fast. bld. gluc.test,cont.anti-diab.meds.poss.necess. despite ther.discont., concom.antihypertens./ meds. prolong.QTc interv., concom.alcoh./other central. act.meds., hepat.cytochrome P450 enzym. induc., elderly esp.dur.init.dos.per., ren./hepat. impairm., consid.discont.ther.if tard.dyskines.S&S occur, seiz.hist., discont.ther.& admin.appropr. treatm. in case of neurolept.malign.syndr., withdr. grad., rebound psychos., reduc.dos.with non-induc. eg. sod.valproate.

Drug interactions: CNS eff.of CNS depress.& alcoh. potent., antihypertens.eff.of antihypertens. poss. enhanc.with concom.use, act.of dopaminerg. antagon., incr.clear.with concom.carbamazepine/ phenytoin/ barbits./rifampicin/thioridazine.

 XE "Quero XR" QUERO XR, Pharma Dynamics [P/S]

Quetiapine fumarate.
Indications: Schizophren., prev.relapse in stable schizophren.pts.maint.on Quero XR, bipol. disord. incl.manic/depress.episod.assoc. with bipol.disord., recurr.prev.in maint.treatm.of bipol. disord. as monother./combin.with a mood stabil., maj. depress.disord., relapse prevent.in stabil. maj. depress.disord. pts.maint.on Quero XR.

(S5) PROLONG.REL.TABS, A49/2.6.5/0280, 0281; 0282; 0283;0284

3003646-001: 50 mg, 60, R440,12
3003647-001: 150 mg, 60, R446,28
3003648-001: 200 mg, 60, R910,90
3003649-001: 300 mg, 60, R927,30
3003650-001: 400 mg, 60, R974,45
Dosage: Admin.once dly.. Do not split, chew/ crush. Miss.dos: Take as soon as poss. but do not take double dos.

Adults: 

Schizophren: Dly.dos: Day 1: 300 mg, Day 2: 600 mg. Aft.day 2 upto 800 mg. Adjust dos.within effect.dos.range of 400-800 mg/day depend.on clinic.respons.& tol. 

Manic episod.assoc.with bipol.disord: Init. dly. dos: Day 1: 300 mg, Day 2: 600 mg & up to 800 mg aft.day 2. Adjust.dos.within effect.dos. range of 400-800 mg/day depend.on clinic. respons. & tol.

Depress.episod.assoc.with bipol.disord: Admin. once dly.in even. Titr.as foll: Day 1: 50 mg, Day 2:100 mg, Day 3: 200 mg, Day 4: 300 mg. May be titr.to 400 mg on day 5 & up to 600 mg by day 8. 

No addit.benef.seen with 600 mg group pts. dur. short-term treatm.

Recurr.prev.in maint.treatm.of bipol.disord: Pts. who have respond.well to Quero XR in combin. ther.with a mood stabil.for ac.treatm.of bipol. disord.should cont. at same dos. May be adjust. depend.on indiv.clinic.respons.& toler. within 400-800 mg/day dos.range.

Pts.respond. to Quero XR for ac.treatm.of bipol. disord. should cont.at same dos.regim. Dos.may be re-adjust. depend.on indiv.clinic.respons.& toler. within 300-800 mg/day dos.range.

Maj.depress.disord: Admin.once dly in even. Init. dos: Day 1 & 2: 50 mg incr.to 150 mg on day 3 & 4. Furth. adjustm. can be made upw.or downw. within recomm.dos.range of 50-300 mg depend.on clinic. respons.& toler. Maint.ther: Cont.with effect. dos.dur.init.treatm. Adjust dos.within recomm.dos.range depend.on clinic.respons.& toler.

Switch.from immed.rel.tabs: Switch to XR tabs.at equiv.tot.dly dos.tak.once dly.

Elderly: Init.50 mg/day. Incr.in increm.of 50 mg/ day to effect.dos.depend.on clinic.respons.& toler. In maj.depress.init.dly.dos.50 mg on days 1-3 incr.to 100 mg day 4; 150 mg on day 8 & then up to 300 mg depend,on clinic.respon.& tol.
Contraindications: Concom.P450 3A4 inhibit., safety in pregn.& lactat.not est., safety in childr.& adolesc.not est., safety in advanc.liv.& ren. impairm. not est.

Side effects: Freq: Decr.Hb, leucopen., hypersens., hyperprolactinaem., decr.T4 & incr.TSH, incr.appetite, bld.gluc.incr.to hyperglycaem. lev., abnorm.dreams, nightmares, man., suicid.ideat & behav., dizzin., dysarthr., somnol., syncope, extrapyramid.sympts., blurr.vis., palpitat., tachycard., orthostat.hypotens., dyspn., rhinit., dry mouth, constipat., dyspeps., vomit., elev.ALT & gamma-GT lev., UTI, asthen., periph. oed., withdr.sympts, headache, irritabil., pyrex., weight gain. Less freq: Agranulocytos., anaem., eosinophil., thrombocytopen., decr.platel.count, neutropen., pancytopen., decr.T3., hypothyroid., inappropr.antidiuret.horm.secret., hyponatraem., hyperglycaem., diabet., pre-exist.diabet. exacerbat., metabol.syndr., somnambul., sleep relat.eat.disord.& talk., restless leg syndr., seiz., tard.dyskines., bradycard., QT prolongat., ven. thromboembol., dysphag., pancreatit., intestin. obstruct./ileus, elev.AST, angioed., Stev.John. syndr., rhabdomyolys., urin.retent., sex.dysfunct., priap., galactorrh., breast swell., menstr.disord., NMS, hypotherm., elev.bld.creatine/phosphokin./ gamma-GT lev./non-fast.ser.triglyceride & total cholester.
Freq.unknown: Anaphylact.react., stroke, hypertens., hyperventilat., resp.alkalos., ac.resp.fail., abdom.pain, jaund., hepatit., tox.epiderm.necrolys., erythema m ultiforme, drug-rash with eosinophil.& syst.sympts., neonat.drug withdr/.syndr.
Warnings and special precautions: Hepat. impairm., safety & effic.in childr.& adolesc.not est., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, cont.anti-diab. meds.poss.necess.despite ther.discont., caref.monit.for poss.suicide ideat., risk fact.for leucopen.& /neutropen.incl.pre-exist.low WBC/ drug induc.hist.thereof., pts.to report S&S consist. with agranulocytos./infect., managem.of metabol. paramet.reg.dur.treatm., elderly esp.init.due to orthostat.hypotens.& accid.injury risk, known CV/ cerebrovasc.dis.& other condit.predispos.to hypotens., seiz.hist., consid.dos.reduct./discont.if S&S of tard.dyskines.occur, do not incr.dos.if extrapyramid.sympts.exper., discont.if sympt.of neurolept. malign.syndr.occur, concom.meds. known to prolong QTc interv./fam.hist./risk fact.of QT prolongat., withdr.grad., sleep apnoea risk fact., concom.meds with anti-cholinerg.effs./urin. retent./signif.prostat.hypertrophy/intestin.obstruct.or relat.condits/incr.IOP/narr.angle glauc., aspirat. pneumon.risk, suspect.cardiomyopathy/myocardit., high.intestin obstruct.risk & concom.meds.decr. intestin.motil., VTE risk fact., pancreatit.assoc.risk fact., alcoh./drug abuse hist., poss.dos.adjustm. with carbamazepine/phenytoin/other concom. hepat. enzyme induc., monit.weight gain, cont. lact., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, elderly with Parkinsons, reproduct.toxic.in anim.stud., caut.on ability to drive/operat.machin.

Interactions: CYP 3A4 inhibit.incr.quetiapine AUC, grapefruit juice not recomm., hepat.enzyme induc.decr.system.expos., caut.with other CNS act.meds./alcoh., & anitcholinerg., incr.clear.with concom. thioridazine, meds caus.electrol.imbal/ incr.QT interv.

 XE "Quesara" QUESARA, Macleods [P/S]

Quetiapine fumarate

Indications: Schizophren., bi-polar disord.assoc.manic episod.for which safety & effic.beyond 12 wks.not demonstrat.

(S5) TABS, 47/2.6.5/0144, 0145,0146, 0147

3003781-001:25 mg, 100, R165,00
3003782-002:100 mg, 90, R421,20
3003783-001:200 mg, 60, R436,80
3003784-001:300 mg, 60, R534,60
Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day.Adj.dos.in some pts.within 150-750 mg/day range depend.on clinic.response & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly.dos.for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos. adjustm. upto 800 mg/day by day 6 in increm.of no great.than 200 mg/day.Adjust dos.accord.to clinic.respon.& tolerabil.with range of 200-800 mg/ day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.poss.low.than young.pts.

(S5) XR TABS 48/2.6.5/0076,0077, 0078,0079

Indications: Schizophren., prev.relapse in stable schizophren.pts.maint.on QUESARA XR, bipol. disord.incl.manic.episod.assoc. with bipol.disord., recurr.prev.in maint.treatm.of bipol. disord. as monother./combin.with a mood stabil.

3003537-001: 150 mg, 30, R180,00
3003540-001: 200 mg, 60, R436,80
3003541-001: 300 mg, 60, R534,60
3003542-001: 400 mg, 60, R565,00
Dosage: Admin.once dly.Do not split, chew/ crush. Miss.dos: Take as soon as poss. but do not take double dos.

Adults: Schizophren: Dly.dos: Day 1: 300 mg, Day 2: 600 mg. Aft.day 2 upto 800 mg. Adjust dos.within effect.dos.range of 400-800 mg/day depend.on clinic.respons.& tol. 

Manic episod.assoc.with bipol.disord: Init. dly. dos: Day 1: 300 mg, Day 2: 600 mg & up to 800 mg aft.day 2. Adjust.dos.within effect.dos. range of 400-800 mg/day depend.on clinic. respons. & tol.

Recurr.prev.in maint.treatm.of bipol.disord: Pts. who have respond.well to QUESARA XR in combin. ther.with a mood stabil.for ac.treatm.of bipol. disord.should cont. at same dos. May be adjust. depend.on indiv.clinic.respons.& toler. within 400-800 mg/day dos.range.

Pts.respond. to QUESARA XR for ac.treatm.of bipol. disord. should cont.at same dos.regim. Dos.may be re-adjust. depend.on indiv.clinic.respons.& toler. within 300-800 mg/day dos.range.

Contraindications: Concom.P450 3A4 inhibit., safety in pregn.& lactat.not est., safety in childr.& adolesc.not est., safety in advanc.liv.& ren. impairm. not est.

Side effects: Freq: Decr.Hb, leucopen.,decr.neutroph.count, eosinoph.incr.hyperprolactinaem., decr.T4 & incr.TSH, decr.T3., incr.serum triglyceride lev., incr.tot.cholester., decr.HDL, incr.appetite, bld.gluc.incr.to hyperglycaem. lev., abnorm.dreams, nightmares, suicid.ideat & behav., dizzin., dysarthr., somnol, extrapyramid.sympts., blurr.vis., palpitat., tachycard., orthostat.hypotens., dyspn., dry mouth, constipat., dyspeps., vomit., elev.ALT & gamma-GT lev., asthen., periph. oed., withdr.sympts, headache, irritabil., pyrex., weight gain., UTI, rhinit.Less freq.: Agranulocytos., anaem., hypersens, thrombocytopen., decr.platel.count, eosinophil., neutropen., angioed., anaphylact.react., hypothyroid., inappropr.antidiuret.horm.secret., hyponatraem., hyperglycaem., diabet., pre-exist.diabet. exacerbat., metabol.syndr., somnambul., sleep relat.eat.disord.& talk., restless leg syndr., seiz., tard.dyskines., syncope, bradycard., QT prolongat., ven. thromboembol., dysphag., pancreatit., intestin. obstruct./ ileus, elev.AST, jaund., hepatit., SJS., rhabdomyolys., urin.retent., sex.dysfunct., priap., galactorrh., breast swell., menstr.disord., NMS, hypotherm., elev.bld.creatine/ phosphokin

Freq.unknown: Anxiety, chest pain, stroke, hypertens., dry eyesabdom.pain, diarrh., TEN erythema multiforme, drug-rash with eosinophil.& syst.sympts., myalg., neonat.drug withdr/.syndr., back/ ear pain 

Special warnings and precautions: Poss.worsen.of depress.& emerg.of suic.ideat./ self-harm in bipol.disord., monit.pts.esp.dur.early ther.& dos. chang.for clinic.worsen.& suicidal., risk persist.unt.signif.remiss.occurs, observ.same precaut.as those for other psychiatr.disords., caref.monit.of pts.at great.risk eg. those with suic.relat.events hist./ exhib.suic.ideat.prior to ther.init., metabol.paramet.to be assess. bef.init.treatm.& chang. contr., consid. neutropenia in infect./ unexpl. fev. & manage clin. appropr., discont if neutrophil <1,0 x 109/L, monitor for infect. signs/sympt. & neutrophil counts (until >1.5 X 109/L). , weight chang/ weight gain/ lipid chang./ elderly/ pts.with intest.obstruct./ ileus, known CV dis./ other condits.predispos.to hypotens., sleep apnoea, pts. with hist.of alcoh./ drug abuse, pts.at risk for aspirat.pneum., seiz.hist., cons.discont.if tard.dyskin es.S&S occur, discont.if sympt.of neurolept.malign.syndr.occur, QT prolong.family hist., concom.meds.known to incr.QT interv./ concom.neurolept.esp.in pts.with incr.QT prolong.risk, not for use in elderly with dement. exhibit.behav.disturbs., low.effect.dos.in elderly when consid.essent., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, elderly with Parkinsons, concom.anticholinergs, pts.with curr.diagnos./ hist.of urin.retent./ prostat.hypertrophy/ intestin.obstruct/ incr.intraocul.press./ narr.angle glauc., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, fast.bld.gluc.test.advis.for those develop.hyperglycaem. sympt.dur.ther., cont. anti-diab.meds.poss.necess.despite ther.discont., cardiomyopathy/ myocardit., poss.reduc.ment.alertn.& pts.to avoid driv./ operat.machin.unt. suscept.known., ortostat.hypotens.risk, lact.intol., concom.grapefr.juice not recomm., poss.dos.adjustm.with phenytoin/ othr concom. hepat.enzyme induc., concom.antihypertens.or caus.electrol.imbal., reduce dos.if phenytoin/ carbamaz./hep.enzyme induc.replac.with non-inducer (eg. sodium valproate), ren./ hepat.impairm.

Interactions: Other CNS act.drugs & alcoh.poss.aggrav.prim.CNS effs., incr.clear.with concom.thioridazine/ carbamazepine/ phenytoin/ othr hepat.enzyme induc., signif.incr.in quetiapine AUC with ketoconazole, ser.conc.poss.incr.with grapefr. juice, incr. plasma conc. with concom.P450 3A4 inhibit.

 XE "Quetiapine Biotech" QUETIAPINE BIOTECH, Biotech [P/S]

Quetiapine
Indications: Schizophren., manic episod.assoc. with bi-polar disord. for which safety & effic. beyond 12 wks. not demonstrat.

(S5) TABS. 45/2.6.5/0212, 0213, 0214, 0215

721744-001: 25 mg, 100, R276,21
721745-001: 100 mg, 100, R470,86
721746-001: 200 mg, 60, R506,31
721747-001: 300 mg, 60, R591,79
Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adjust.dos.within 150-750 mg / day range depend.on clinic.respons. & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm. up to 800 mg/day by day 6 in increm.of no great.than 200 mg/day. Adjust dos.accord.to clinic. respon. & tolerab.with range of 200-800 mg/day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.depend.on indiv. respons.& toler.

Contraindications: Safety in advanc.liv.& ren. impairm./ pregn.& lactat.not est., safety & effic.in childr.& adolesc.und.18 yrs.not est., not indic.for elderly pts.with dement.-relat.psychos., concom. P450 3A4 inhibits., lact.intol.

Side effects: Hyperglycaem.sometim.extreme assoc. with ketoacidos./hyperosmol.coma/death, poss. sev.neutropen., somnol., dizzin., dry mouth, asthen. GI disturbs., dysphag., tachycard., orthostat. hypotens., weight gain, CNS effs., neurolept. malign.syndr., bld.disords., periph.oed., headache, dysarth., anx., extrapyramid.sympt./ syndr., hyperton., hypokines., seiz., tard./dyskines., restless leg.syndr., psych.disords., palpitat., asthen., withdr.sympt., pyrex., myalg., hypotherm., jaund., hepatit., rhinit., chest/back/ear pain, dyspn., hypersens.incl.angioed./anaphylax., Stev. Johns. syndr., ven.thromboembol., elev.ser. transamin./ cholester. & triglycer., incr.bld.gluc.to hyperglycaem. lev., sex.dysfunct., priapism, galactorrh., breast swell., menstr.disords., inappropr. antidiuret.horm.secret., hypothyroid., rhabdomyolys., diab.mellit./exacerbat.of pre-exist. diab., hyponatraem., dry eyes, blurr. vis., cataract format., UTI, ac.withdr.sympt.aft.abrupt withdr., suic./ relat.events in pts.< 18 yrs.
Special precautions: Monit.gluc.contr.of exist. diabet./ hyperglycaem., pts.develop. hyperglycaem. sympt.dur.ther. to undergo fast.bld. gluc. test, cont.anti-diab.meds.poss.necess. despite ther.discont., benef./risk assessm.in elderly pts.with dement.tak.stroke risk into account, monit.elderly esp.dur.init.dos.per., stroke/ VTE risk fact., discont.ther.if neutroph.count <1,0X 109/t /jaund./neurolept.malign.syndr.sympt./tard. dyskines. S&S devel., tard.dyskines.sympt.poss. arise/ wors.aft.ther.discont., aspirat.pneumon. risk, subst.abuse/seiz.hist., concom.antihypertens. /meds. prolong.QTc interv., poss.dos.adjustm.with phenytoin/other concom.hepat.enzyme induc., reduc. dos.with non-induc.eg.sod.valproate, known CV/ cerebrovasc. dis./condits.predispos.to hypotens., withdr.grad., caref.monit.of high-risk pts. incl.suic./clinic.worsen., QT prolongat.fam. hist./ concom.meds.known to incr.QT-interv./ concom. neurolept.esp.pts.with incr.risk of QT prolongat., ren./hepat.impairm., lipid chang.

Drug interactions: CNS effs.of other CNS depress. incl.alcoh.enhanc., incr.clear.with concom. carbamazepine/phenytoin/thioridazine, act. of dopaminerg.antagon., decr.clear.with cemetidine, decr.lorazepam clear., signific.incr.in quetiapine AUC with ketoconazole.
 XE "Quetz" QUETZ, (Zydus) Aurobindo [P/S]
Quetiapine.
Indications: Schizophren., manic episod.assoc. with bipol.disord.for < 12wks 

(S5) TABS. 45/2.6.5/0646, 0647, 0648, 0649

3004143-001: 25 mg; 100; R241,29
3004145-001: 100 mg; 90; R454,87
3004146-001: 200 mg; 60; R433,51
3004147-001: 300 mg; 60; R544,56
 Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adjust.dos.within 150-750 mg / day range depend.on clinic.respons. & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly.dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos.adjustm. up to 800 mg/day by day 6 in increm.of no great. than 200 mg/day. Adjust dos.accord.to clinic. respon. & tolerab.with range of 200-800 mg/day. Usual effect.dos: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.depend.on indiv. respons.& toler.

Contraindications: Safety in pregn.& lactat.not est., safety & effic.in childr.& adolesc.not est., safety in advanc.ren.& liv.impairm.not est., elderly pts. with dement.exhibit.behav.disturbs.

Side effects: Freq: Leucopen., dizzin., somnol., syncope, tachycard. , asthen., periph.oed., weight gain, elev. in ser.transaminas (ALT, AST). Less freq: Eosinophil., neutropen., hypersens. , dose-relat.decr.in thyr.hormone lev.incl total T4 & free T4, anorex., seiz., dysarthr., hyperton., extrapyramid. sympts., asymptomat.changes in lens of the eye, abnorm.vis., palpitat., prolongat. of QTc interv., hypotens., orthostat.hypotens., dyspn., pharyngit., rhinit., abdom.pain, incr.sweat., menstr. changes, galactorrh., elev.in gamma-GT lev./non-fast.serum triglyceride, headache, flu-like sympts, fev. Rare: Priapism, neurolept.malign.syndr. Freq.not known: Rise. in prolact.conc.., anx., dry eyes, ear pain, hypertens., diarrh., dry mouth, constipat., dyspeps., myalg., UTI, back/chest pain.
Warnings and special precautions: Hepat. impairm., safety & effic.in childr.& adolesc.not est., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, cont.anti-diab. meds.poss.necess.despite ther.discont., caref. monit.for poss.suicide ideat., risk fact.for leucopen.& /neutropen.incl.pre-exist.low WBC/ drug induc.hist.thereof., pts.to report S&S consist. with agranulocytos./infect., managem.of metabol. paramet.reg.dur.treatm., elderly esp.init.due to orthostat.hypotens.& accid.injury risk, known CV/ cerebrovasc.dis.& other condit.predispos.to hypotens., seiz.hist., consid.dos.reduct./discont.if S&S of tard.dyskines.occur, do not incr.dos.if extrapyramid.sympts.exper., discont.if sympt.of neurolept. malign.syndr.occur, concom.meds. known to prolong QTc interv./fam.hist./risk fact.of QT prolongat., withdr.grad., sleep apnoea risk fact., concom.meds with anti-cholinerg.effs./urin. retent./signif.prostat.hypertrophy/intestin.obstruct.or relat.condits/incr.IOP/narr.angle glauc., aspirat. pneumon.risk, suspect.cardiomyopathy/myocardit., high.intestin.obstruct.risk & concom.meds.decr. intestin.motil., VTE risk fact., pancreatit.assoc.risk fact., alcoh./drug abuse hist., poss.dos.adjustm. with carbamazepine/phenytoin/other concom. hepat. enzyme induc., monit.weight gain, cont. lact., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, elderly with Parkinsons, reproduct.toxic.in anim.stud., caut.on ability to drive/operat.machin.
Interactions: Centr.effs.of other CNS depress.& alcoh. enhanc., incr.clear.with concom. thioridazine, decr.plasma conc.with enzyme induc. eg. carbamazepine/ phenytoin/barbits./rifampicin, incr. plasma conc.with potent inhibits.of CYP3A4 eg.macrolides & azole antifung.

 XE "Radzil" RADZIL, Macleods [P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with Bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to Radzil treatm..

(S5) TABS, 47/2.6.5/0707, 0708,0709

3005266-001: 5 mg, 30, R189,00
3005267-001: 10 mg, 30, R315,00
3005297-001: 15 mg, 30, R530,00
Dosage: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high.than recomm. 15 mg/day not demonstrat. Indiv.pt.may benef. from high.dos. Max.dly.dos.not to exceed 30 mg/ day.

Bipol.mania: Recomm.start.dos.15 mg once dly. as monother./combin.ther. Indiv.pt.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr. manic episod.in pts: Cont. ther.at same dos. Dly.dos.adjustm. incl.dos.reduct. to be consid.on clinic. status. Depress. episod. prevent. with monother.has not been est. Consid. clinic. appropr.supplem.ther.for prevent./ treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. based on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc.is withdr.

Contraindications: S&E in pts.und.18 yrs.not est.

Side effects: Freq: Diab.mellit., insomn., restlessn., anx., headache, dizzin., akathis., somnol., sedat., trem., extrapyramid. disord., blurr.vis, N&V, dyspeps., constip., saliv.hypersecret., stomach discomf., asthen., fatig. Less freq: Hyperprolactinem., hyperglycaem., depress., hypersex., tard.dyskines., seiz., dyston., diplop., hiccups., tachycard., orthostat.hypotens. Post market: Leucopen., neutropen., thrombocytopen., allerg.react., anaphylact.react., angioed., diabet. ketoocidos., diabet.hyperosmol. coma, anorex., weight changes, hyponatraem., suic. attempt/ ideat./ -complet., pathologic. gambling, impuls.contr.disords., porioman., aggress., agitat., nervousn., grand mal convuls., seroton.syndr., speech disord., NMS, seroton.syndr., oculogyric crisis, QT prolongat., ventric.dysrhythm., sudd.unexplain.death, card.arrest, torsade de pointes, bradycard., syncope, hypertens., ven. thromboembol., laryngospasm, aspirat.pneumon., oropharyng.sp., pancreatit., dysphag., abdom. discomf., diarrh., jaund., hepatit., hepat.fail., rash, photosens.react., alopec., hyperhidros., rhabdomyolys., myalg., musculoskelet.stiffn., urin. incontin./ retent., neonat.drug withdraw.syndr, priapism, temp.regulat.disord, periph.oed, chest pain, incr.ALT/ AST/ GGT/alkaline phosphat., incr.creatine phosphokinase/ bld.gluc./ incr. glycosylat.Hb, bld gluc.fluctuat.

Special warnings and precautions: Monit.pt.clos.as clinic. improvem.may take sev.days to wks., monit.high risk pts.for suic., known CV/ cerebrovasc. dis., condits.predispos.to hypotens., identify all poss.risk facts.for VTE bef.& dur. treatm. & undertake preventat.meas.as reqd., famil.hist.of QT prolongat., consid.dos. reduct./ discont.if sympts.of tard.dyskines.devel., dos. reduct.& monit.if extrapyramid.sympts.appear, discont.all antipsychot.meds.if S&S of neurolept. malign. syndr.develop/ unexpl.high fev.without addit.clin. manifestats.of NMS, seiz.disord.hist./ assoc.condit., incr.fatalit. (prim.CV/ infect.) report.in elderly with dement.-relat.psychos., not indicat.for dement.-relat. psychos., S&E not est. in pts.>65 yrs., monit.diab. mellit.for worsen.control & observ.pts.with diab.risk fact., weight gain usally seen where risk fact.pres., aspirat. pneum. risk pts.as oesophag.dysmotil.& aspirat. report., monit.for impuls.contr.disords.& consid. dos.reduct./ discont., concom.stimul in ADHD pts., condits/ concom.meds. contrib.to elev.core body temp., falls risk, lactose intol., do not use in pregn./ lactat., excret.in human milk, eval.effs. bef.driv./ perform.complicat.tasks.

Interactions: Poss.antihypertens.effs. enhanc.due to α1-adrenerg.recept. antagon., concom.CNS act.drugs & alcoh.due to overlap.advers.effs., caut. with concom. meds.known to cause QT prolongat./ electrol.imbal., AUC incr.by quinidine & poss.othr potent CYP2D6 inhibits.eg.fluoxetine/ paroxetine, AUC & Cmax. incr.by ketoconazole/ othr potent CYP3A4 inhibits/CYP2D6 poor metabol, decr.AUC & Cmax with valproate/ carbamazepine/ othr potent CYP3A4 induc., concom. serotonerg. meds.such as SSRIs/ SNRIs may incr risk of seroton.syndr.

 XE "Reagila" REAGILA, Adcock Ingram [P/S] 
Cariprazine HCl 
Indications: Treatm.of ac.relaps.of schizophren.& mainten.therap.in adults.

(S5) CAPS, 55/2.6.5/0097, 0098, 0099, 0100

3006591-001: 1,5 mg, 28, R828,96
3006593-001:    3 mg, 28, R828,96
3006596-001: 4,5 mg, 28, R828,96
3006597-001:    6 mg, 28, R828,96
Dosage: Recomm.start dose 1.5 mg once dly. Inr.slowl.in 1,5 mg increm.to max 6 mg/day. Change dose not fully reflect in plasma for sever.wks due to long half-life.

Switch from other antipsych.: Consid.grad.cross-titrat.with grad.discont.pf prev.treatm.while Reagila is init.

Switch to another antipsych.: No grad.cross-titrat.needed.Init.new meds at lowest dose while discont.Reagila.Plasma conc.of cariprazine decline with 50 % in aprox.1 wk.
Contraindications: Concom. strong-mod.CYP3A4 inhib./-induc., pregn.& lactat.

Side effects: Very common: Akathis., parkinson. Common: Incr.weight, incr./ decr.appet., dislipidaem., sleep dis., anx., sedat., dizzin., dyston., othr.extrapyram.dis.& abnorm.movem.dis., blurr.vis., tachydysrhythm., hypertens., N&V, constipat., incr.hepat.enzym., bld creat.phosphokin. incr., fatig. Uncomm.: Anaem., eosinophil., decr.bld.thyroid stimulat.horm., abnorm.bld.sod., incr.bld. gluc., DM, suicid.behav., delir., depress., incr/decr.libido, erect.dysfunct., lethargy, dysaesthes., dyskines., tard.dyskines., eye irrit., incr.IOP, incr.accomodat.disord., red.vis.acuit., vertig., card.conduct.disord., bradydysrhythm., ECG QT prolong., abnorm. ECG T wave, hypotens., hiccup., GORD, incr.bld bilirub., prurit., rash, dysur., pollakisur., thirst.Rare: Neutropen., hypersens., hypothyroid., seiz., convuls., amnes., aphas., photophob., cataract, dysphag., rhabdomyolys.Freq.unknown: Neurolept.malign.syndr., toxic hepatit., drug withdraw.syndr.neonat. 

Special warnings and precautions: Close supervis.high risk pts.for suicid.ideat./behav., pts.prone to or with sympts.of akathis., disc.if S&S of tard.diskines./ neurolept.malign. syndr., poss.exacerbat.& worsen.sympts.of Parkinson’s., opthalmologic.exam if cataract rel.sympts., seiz.hist./ condits.pot.lower. seiz.threshold, not recomm.for elderly with dementia, stroke risk fact.pts., known CV dis.predispos.BP changes, family hist.of QT prolongat., concom.meds. poss.caus. QT prolongat., identify poss VTE risk factors bef./dur.treatm.& undertake preventat. meas., monit.serum gluc.in DM /pts.with risk fact.for DM, women of childbear.pot.to use eff.contracept.dur. treatm.& 10 wks aft.stopp., use 2nd barier method if on syst.hormon.contracept., monit.weight. 
Interactions: Strong/ mod. CYP3A4 inhib.(eg.ketoconazole/ boceprevir/ clarithromycin/ cobicistat/ indinavir/ itraconazole/ nelfinavir/ nefazodone/ posaconazole/ ritonavir/ saquinavir/ telaprevir/ telithromycin/ voriconazole/ diltiazem/ erythromycin/ fluconazole/ verapamil) contraindicat., avoid grapefr.juice, strong/mod CYP3A4 induc.(eg. carbazepine/ phenobarbit./ phenytoin/ rifampicin/ St.John’s wort/ bosentan/ efavirenz/ etravirine/ modafinil/ nafcillin) contraindicat., monit.concom.P-gpsubstr.with narrow therap.index eg.dabigatran/digoxin, add second barrier contracept.if on OC, caut.with othr.central acting meds & alcoh.
See also MDR page 84.
 XE "Rexulti" REXULTI, Lundbeck [P/S]

Brexpiprazole

Indications: Schizophren.in adults

(S5) TABS, 51/2.6.5/0501, 0502, 0503, 0504, 0505

3002989-001: 0,5mg; 28; R768,31
3003028-001: 1mg; 28; R768,31
3003029-001: 2mg; 28; R1 024,40
3003031-001: 3mg; 28; R1 480,06
3003033-001: 4mg; 28; R1 480,06
Dosage: Schizophren: Recomm.start.dos.1 mg once dly on days 1 - 4. Titrate to 2 mg once dly.on day 5 - day 7 & to 4 mg on day 8 bas.on clinic. respon. & tolerabil. Target dos.range & maint. dos: 2-4 mg once dly. Max.dly.dos: 4 mg. Reass. periodic.to determ.contin.need for maint.treatm.

Hepat.impairm. & mod./ sev./ end-stage ren.impairm: Max.recomm.dos.: 3 mg once dly.
Dos.modificats: Known CYP2D6 poor metabolisers: Half usual Rexulti dos.; known CYP2D6 poor metabolisers tak.strong/mod.CYP3A4 inhibit.: Quarter usual Rexulti dos.; with concom. strong CYP2D6 inhibits.&/strong CYP3A4 inhibits: Half usual Rexulti dos.; with concom.strong/mod. CYP2D6 inhibits. & strong/mod. CYP3A4 inhibits: Quarter usual Rexulti dos.;with concom.strong CYP3A4 induc: Double Rexulti dos.over 1-2 wks. Rexulti dos.to be reduc.to origin.lev.when concom. CYP3A4 induc.is withdr.

Contraindications: Safety& effic.in pts.und.18 yrs./ pregn.& lactat.not est., dement.-relat. psychos.

Side effects: Common: Diarrh., naus., weight incr., bld.creatine phosphokin.incr., back pain, akathis., dizzin., trem., extrapyramid.sympts., incr. fast.gluc./fast.lipids., HDL decr. Less common: Upper abdom.pain, dent.caries, flatul., pain/pain in extremit., incr.BP, bld triglycerid.incr., myalg., sedat., cough, rash. Unknown: NMS, suicid. thoughts/ behav., cerebrovasc.adv.reacts., tard. dyskines., impulse-contr.disords., orthostat. hypotens., syncope, falls, seiz., body temp. dysregulat., dysphag.
Warnings and special precautions: Incr. mortal. report. in elderly with dement.-relat. psychos., known CV/cerebrovasc.dis., monit.high risk pts.for suic., discont.all antipsychot.meds.if S&S of neurolept. malign.syndr.develop/unexpl. high fev. without addit.clin.manifestats.of NMS, reconsid. dos. reduct./discont.if sympts.of tard.dyskines. devel., monit.diab.mellit./high risk pts.for worsen.control & do fast.bld.gluc.for pts.develop. hyperglycaem.sympts., clin.monit.of weight recomm., freq CBC monit.dur.first mnths.of treatm.in pts with pre-exist.low WBC/ANC or hist. of drug-induc.leucopen./neutropen., monit.pts with neutropen.for fev./S&S of infect., discont.in sev. neutropen., concom.meds.known to prolong QT interv./ family hist.of QT prolongat./electrol. imbal. / known.CV dis., identify VTE risk facts.bef./dur. ther.& prevent.meas.taken., condits.predispos.to hypotens., pts.at risk of fall, seiz.disord.hist./ condits. lower.seiz.thresh., condits contrib.to elev. core body temp.incl.excerc./heat expos./concom. anticholinergs./ dehydrat., oesophag.dysmotil.& aspirat. assoc.with antipsychot.drug use theref. care in aspirat.pneum.risk pts., monit.for developm. of new/ hist. of impulse-contr. disords. & consid dos.reduct./discont.treatm if pt.dev.such urges, hepat./ren.impairm., not est.in pts.> 65 yrs., lact.intol., pts.receiv. strong CYP2D6 &/CYP3A4 inhibits. /strong CYP3A4 induc., monit.pt.clos.as clinic.improvem.may take sev.days to wks., effect. contracept.in women of childbear.potent., decr. female fertil.in animal studies.

Interactions: AUC incr.by quinidine & other potent CYP2D6 inhibits., AUC incr.by ketoconazole/ other potent CYP3A4 inhibits, decr.AUC & Cmax with rifampicin/other potent CYP3A4 induc.

 XE "Risnia" RISNIA, Cipla Medpro [P/S]

Risperidone

Indications: Ac.& chron.schizophren.psychos.& relat.psychos.where posit.&/or negat.sympts.are promin., affect.sympts.assoc.with schizophren., maint.clinic. improvem. where init.treatm.reponse shown, mania in pts.with bipolar disord.incl. disrupt. & aggress.behav., conduct & disrupt. behav. disords.in childr. 5-12 yrs.with bel.aveg. intellect. funct. /ment.retard.where destruct. behav. is promin.

(S5) TABS, 42/2.6.5/0792, 0793, 0794, 0795

717996-001: 0,5 mg, 30, R120,90
717997-001: 1 mg, 30, R223,50
717998-001: 2 mg, 30, R477,00
717999-001: 3 mg, 30, R642,30
Dosage: Schizophren: When switch.from other antipsychot.& if medic.appropr.discont.prev. treatm.grad. If switch from depot antipsychot.init. Risnia in place of next sched.inj. Re-eval.cont. exist. anti-Parkinson meds.period.

Adults: Admin.1-2xdly. Init.2 mg/day.incr.to 4 mg on 2nd day, indiv.furth.if reqd. Usual optim.dos.is 4-8 mg/ day. Dos.above 6 mg/day when admin. twice dly.assoc.with more extrapyramid. sympts. & other adverse effs.& gen.not recomm. Slow titrat.phase & low.start./maint.dos.may be appropr. in some pts.esp.with first ac.psychos. episod. Dos.above 10 mg/day not shown to be superior in effic.& may incr.incid.of S/E & only consid. aft.eval.risk vs.benef. Max.tot.dly.dos: 16 mg/day. Add benzodiazep.if addit.sedat reqd.

Elderly: Init.0,5 mg 2x dly.adjust.indiv.in 0,5 mg 2xdly.increm.to 1-2 mg 2x dly.

Bipol.mania: Admin.once dly start.with 2 or 3 mg/day. Dos.adjustm.if indic.at interv.of not short.than 24 hrs & in increm.of 1 mg/day. Effic.shown in dos range of 1-6 mg/day. Eval.& justif. cont. treatm.on ongoing basis.

Conduct & disrupt.behav.disords.in childr. 5-12 yrs: <50 kg: Init.0,01 mg/kg once dly.recomm. Indiv. adjust.in increm.of 0,01 mg/kg once dly.not more freq. than every other day if need. Recomm. maint.dos: 0,02-0,04 mg/kg once dly. Mean aveg. dos: 0,03 mg/kg once dly. Eval.& justif.on ongoing basis. Oral sol.advis.for childr requir.less than 0,5 mg/dos.or unable to swall.tabs.

Contraindications: Safety & effic.in childr.und. 5 yrs.for conduct & other disrupt.behav.disords. not est., Parkinson’s dis.& Lewy body dement., safety in pregn.& lactat.not est., safety & effic.in childr.und. 15 yrs.for schizophren.not est., limit. exper.in bipol.mania in childr.& adolesc.young. than 18 yrs.
Side effects: U/LRTI, eye/vir.infects., flu, UTI, cellulit., acarodermatit., onychomycos., cystit., gastro-enterit., infect., bld.dyscras., anaphylact./ allerg. reacts., hypersens., incr.plasma prolact.lev., body temp. disregulat., water intox.due to polydips./ SIADH, diab.mellit.aggravat., ketoacidos., hyperglycaem., diab.coma, appet. chang., psych. disords.incl.mania/hypoman., CNS effs. incl.parkinsonism, dizzin., headache, extrapyramid. sympts.incl.trem.bradykines./ dyskines./ oculogyr.cris., akathis., ac.dyston., tard. dyskines., CVA incl.stroke/TIA, neurolept. malign. syndr., convuls., syncope, hypo-/paraesthes., tard. dyston., Parkinson’s dis. aggrav./deterior., bal./ movem.disord., involunt. musc.contract., mask. facies, cerebr.ischaem., blurr.vis., conjunctivit., eye disords.incl.ocul.hyperaem./glauc./retin.art. occlus., vertigo, ear/chest/back/neck/ musculoskelet./ buttock pain, tinnit., card.disords. incl. AV block/tachycard./atrial fibrillat./prolong. QT interv., orthostat.hypotens., hypertens., flush., nas./ resp./pulm.congest., cough, dyspn., pulm. embol., epistax., wheez., dysphon., rales, hypervent., nas.oed., toothache, decr.salivat., anorex., intest.obstruct., pancreatit., dysphag., faecaloma, cheilit., aptyalism, jaund., skin reacts. incl.incr.pigment., seborrh.dermatit., alopec., arthralg., musc.weakn., joint swell./stiffn., rhabdomyolis., torticoll., urin./faec.incontin., micturit./ menstr./sex.funct.disturbs., polyur., enures., dysur., pollakur., galactorrh., breast/chest discomf., erect.-/ejaculat.-/orgasm.dysfunct., priapism, gynaecomast., pyrex., periph.oed./ coldn., asthen., fatig., malaise, thirst, chills, hypo-/hypertherm., ECG abnorm., incr.bld.gluc./ prolact./ hepat.enzym., weight chang., fall, hyperglycaem. somet.assoc.with ketoacidos./ hyperosmol. coma/death, benign pituat.adenoma.

Special precautions: Excret.in breast milk, advers. eff.observ.in neonat.expos.dur.last trimest. of pregn., ren./liv.impairm., tard.dyskines., elderly, epilep., concom.furosemide/alcoh./other centr. act. meds., avoid dehydrat., excess.eat.as poss. weight gain, pre-exist. diab.mellit.exacerbat., incr. CV events /mortalit.risk in elderly pts.with dement., fast.bld.gluc.test advis.if hyperglycaem. devel., monit.hyperglycaem. sympt.in pts.with diab. mellit.risk fact., tard.dyskines.risk fact., cons. benef./ risk in Parkinson dis. as risk pts.devel.NMS & incr. antipsychot. meds.sens., known CV dis. where grad. dos.titrat.recomm., consid.dos. reduct. if hypotens.occurs, concom.meds.known to prolong. QT interv., Parkinson.S/E developm.poss. predict. of TD & TD risk poss.incr.with treatm. durat. & tot. antipsychot. cumulat.dos., treatm.may suppress. S&S of TD mask.underly.process., reg. assessm. for contin.ther., consid.ther.discont.if TD S&S appear, discont.all anti-psychot./non-essent. meds. in NMS.sympt./treatm.& monit., consid.re-introd. caref.& monit.aft.NMS recov.as NMS recurr. report., prevent.hypo-oestrog.bone loss ther. in premenopaus.women with second. amenorrh. of >6mnths., lact.intol.
Drug interactions: Use with other concom. meds. not system.eval., may antagon.eff.of levodopa & other dopamine agonists, carbamazepine & other hepat.enzyme induc.may decr. plasma lev., valproate Tmax incr., incr.plasma lev. with phenothiaz./TCA’s/some ß-block./ fluoxetine.& paroxet., venlafaxine decr.clear., cimetidine & ranitidine incr.bioavailabil., Li-Tmax incr., poss.torsades de pointes with meds.prolong. QT interv.

 XE "Rispacor" RISPACOR, Accord [P/S]

Risperidone

Indications: Ac.& chron.schizophren.psychos.& relat. psychos.where posit.&/or negat.sympts.are promin., affect.sympts.assoc.with schizophren. alleviat., maint.clinic.improvem.where init.treatm. reponse shown, behav.disturbs.in pts.with dement. when aggressiven./ activ.disturbs./psychot.sympts. are promin., conduct & disrupt.behav.disords.in childr. 5-12 yrs.with subaveg.intellect.funct./ment. retard. where destruct. behav.is promin.

(S5) TABS, 42/2.6.5/0155, 0156, 0157, 0158

714101-001: 0,5 mg, 30, R120,90
713967-001: 1 mg, 30, R223,50
713966-001: 2 mg, 30, R477,00
713965-001: 3 mg, 30, R642,30
Dosage: Schizophren: When switch.from other antipsychot.& if medic.appropr.discont prev. treatm. grad.& if switch.from depot antipsychot. init. Rispacor in place of next sched. inj. Re-eval. cont.exist. anti-Parkinson meds.period. Adults: Admin. 1-2xdly. Init.2 mg/day. May be incr.to 4 mg on 2nd day, indiv.furth.if reqd. Usual optim.dos: 4-8 mg/day. Dos.above 6 mg/day when admin.twice dly. assoc.with more extrapyramid.sympts.& other adverse effs.& gen.not recomm. Slow.titr.phase & low. start./maint.dos.may be appropr.in some pts. esp.with first ac.psychot.episod.

Dos.above 10 mg/day not shown to be superior in effic. & may incr.incid.of S/E & only consid.aft. eval. risk vs.benef. Max.tot.dly.dos: 16 mg/day. Add benzodiazep.if addit.sedat.reqd. Elderly: Init. 0,5 mg 2x dly.adjust.in 0,5 mg 2xdly.increm.to 1-2 mg 2x dly.

Behav.disturbs.in adult dement.pts: Init. 0,25 mg 2xdly. Indiv.if necess.in increm. of 0,25 mg 2xdly.not more freq.than every other day if need. Optim. dos: 0,5 mg 2xdly.with some benefit.from dos. of upto 1 mg 2xdly. Once target.dos. reach. consid. once dly.dos. Eval.cont.treatm.regul.

Conduct & disrupt.behav.disords.in childr. 5-12 yrs: <50 kg: Init: 0,01 mg/kg once dly. Indiv. adjust. in increm.of 0,01 mg/kg once dly.not more freq.than every other day. Recomm.maint.dos: 0,02-0,04 mg/kg once dly. Mean dos: 0,03 mg/kg once dly. Eval. ongo.need regul.

Contraindications: Safety & effic.in childr.und. 5 yrs.for conduct & other disrupt.behav.disords.not est., Lewy antibody dement.

Side effects: Tard.dyskines.most.in elderly & esp. elderly fem., neurolept.malign.syndr., hyperglycaem. assoc.with ketoacidos./hyperosmol. coma/ death, CVA & TIA’s, orthostat.hypotens., seiz., weight gain, headache, fatig., angioed., allerg. reacts., decr.neutroph.&/thrombocyte count, rhinit., water intoxicat.due to polydips./SIADH & body temp.disregulat., incr plasma prolact.lev.& assoc. manifestat., psych.disords., somnol., CNS effs., dizzin., dos.depend.extrapyramid. sympts. incl. trem./rigidit./oculogyr.cris./akathis./ac. dyston./ hypokines., blurr.vis., refl.tachycard., hypo-/ hypertens., GI disturbs., skin reacts., urin. incont., erect.-/ejaculat.-/orgasm.dysfunct., priapism, gynaecomast./galactorrh./menstr.cycle disturbs.& amenorrh., hyperglycaem./diab.mellit. excerbat.

Special precautions: High.mortalit.report.in elderly dement.pts.receiv.furosemide, avoid dehydrat. with concom.furosemide, diab.mellit./ risk fact., fast.bld.gluc.test.advis.in pts. develop. hyperglycaem.sympt., Parkinson.dis./dement.with Lewy bodies is at risk of NMS.& incr.antipsychot. meds. sensitiv., concom.alcoh.& other central.act. meds., known CV dis.where grad.dos.titrat. recomm., consid.dos.reduct.if hypotens.occurs, epilep., safety in pregn.& lactat.not est., excret.in breast milk, re-eval.ther if concom.fluoxetine/ paroxetine init./discont., safety & effic.in childr. und.15 yrs.for schizophren.not est., ren.& liv. impairm., treatm.may suppress.S&S of TD poss. mask. underly.process., prescrib.in manner to minim. TD risk, reg.assess.contin.ther., discont. ther. if S&S of tard.dyskines., discont.all anti-psychot. & not essent.meds.if NMS devel., consid. re-introduct.caref.& monit.aft. NMS recov.as NMS recurr. report., dos.-depend.plasma prolact.conc. poss. occur, preventat.hypo-oestrog.bone loss ther. in premenopaus.women with second.amenorrh.of >6 mnths., warn pts.of poss.weight gain, no caus. Assoc0. detect.with report benign pituit.adenomas., not for lact.intol.indiv., elderly, high incid.CVA & TIA in elderly with dement., limit.exper.in childr. und. 5 yrs.

Interactions: Carbamazepine /other hepat. enzyme induc.may decr.plasma lev., valproate/Li Tmax incr., slight decr.bioavail with topiramate, incr. plasma lev.with phenothiaz./TCA’s/some ß-block./ fluoxetine.& paroxet., incr.AUC /decr.clear.with venlafaxine, cimetidine & ranitidine incr. bioavailabil.

 XE "Rispevon" RISPEVON, (Activo) Trinity [P/S]

Risperidone
Indications: Ac.& chron.schizophren.psychos.& relat. psychos.where posit.&/or negat.sympts.are promin., affect.sympts.assoc.with schizophren., maint. clinic. improvem.where init.treatm.reponse shown, behav.disturbs.in pts.with dement.when aggressiven./ activ.disturbs./psychot.sympts.are promin., conduct & disrupt.behav.disords.in childr. 5-12 yrs.with subaveg.intellect.funct./ment. retard. where destruct.behav.is promin.

(S5) TABS, 43/2.6.5/0039, 0040, 0041, 0042

718226-002: 1 mg, 30, R218,50

718226-001: 1 mg, 60, R437,00

718227-002: 2 mg, 30, R472,01

718227-001: 2 mg, 60, R944,01
718228-002: 3 mg, 30, R740,10

718228-001: 3 mg, 60, R1 480,20

718229-001: 4 mg, 60, R1,889.62

Dosage: Schizophren: When switch.from other antipsychot. & if medic.appropriate discont.prev. treatm. grad.& if switch.from depot antipsychot. init. Rispevon in place of next sched.inj. Re-eval. need for cont.exist.anti-Parkinson meds.period. Dos.above 6 mg/day when admin.twice dly.are assoc.with more extra pyramid.sympts and other adv. effs.theref.gen.not recomm.

Dos.above 10 mg/day have not been shown to be superior in effic.& may incr.incid.of S/E & should only be consid.aft.eval.risk vs.benef. Add benzodiazep. if addit.sedat.reqd.

Adults: Indiv. Admin.1-2xdly. Init.2 mg/day.incr. to 4 mg on 2nd day, indiv.furth.if reqd. Usual optim. dos.is 4-8 mg/day. Max.tot.dly.dos: 16 mg/day. Elderly: Init.0,5 mg 2x dly.adjust.in 0,5 mg 2xdly. increm.to 1-2 mg 2x dly.

Behav.disturbs.in pts.with dement: Init. 0,25 mg 2xdly. Indiv.if necess.in increm.of 0,25 mg 2xdly.not more freq.than every other day. Optim. dos: 0,5 mg 2xdly.with some benefit.from dos.of up to 1 mg 2xdly. Once target.dos. reach.consid. once dly.dos. Ongoing eval.& justificat. of cont. treatm.

Conduct & disrupt.behav.disords.in childr.5-12 yrs: <50 kg: Init.0,01 mg/kg once dly. Indiv. adjust. in increm.of 0,01 mg/kg once dly.every other day if reqd. Recom.maint.dos: 0,02-0,04 mg /kg once dly. Mean dos: 0,03 mg/kg once dly. Ongoing eval.& justificat.of cont.treatm.

Contraindications: Safety & effic.in childr.und.5 yrs. for conduct & other disrupt.behav.disords.not est., Lewy body dement., safety in pregn.& lactat. not est., safety & effic.in childr.und.15 yrs.for schizophren. not est., galact.lintol., Lapp lactose defic., gluc.-galact.malabsorpt.

Side effects: Tard.dyskines.most.in elderly & esp. elderly fem., neurolept.malign.syndr., hyperglycaem. assoc.with ketoacidos.& coma/ death, cerebrovasc.accid.& TIA’s, orthostat. hypotens., seiz., decr.neutrophil & thrombocyte count, water intoxicat.from polydips.or inappropr. antidiuret. hormone secret., body temp. disregulat., incr.plasma prolact.lev.& manifestat., diabet. mellit./diabet.keto-acidos.aggravat., psych. disords., somnol., imp.conc., CNS effs., dos. depend. extrapyramid.sympts.incl.trem./rigidity/ hypersalivat./bradykines./oculogyric cris./ akathisia/ ac.dyston.& hypokines., CVA, blurr. vis., tachycard., hypertens., chest pain, dyspn., cough, dry mouth, pharyngit., rhinit., sinusit., URTI, GI disturbs., skin rash, urin.incont., polyur., erect.-/ejaculat.-/orgasm.dysfunct., priapism, decr.libido, gynaecomast., galactorrh., menstr.cycle disturbs.& amenorrh., headache, weight gain, fatig., angio-oed. & other allerg.reacts., imp.ment.alertn., back pain, arthralg.

Warnings and special precautions: Intraoperat. floppy iris syndr.poss.dur.cataract surg. in pts.treat.with alpha1-adrenerg.antagon. eff. theref.advise surgeon prior to surg., high. mortalit. report.in elderly dement.pts.receiv. concom.furosemide, avoid dehydrat.in pts. receiv.furosemide, monit.gluc.control in diab. mellit., diab.mellit.risk fact., high.incid. cerebrovasc. accid.& TIA’s report.in elderly with dement., Parkinson.dis/dement.with Lewy bod.at risk of NMS & incr.antipsychot.med.sensitiv., high. mortalit. report.in elderly, concom.alcoh.& other central. act.meds., known CV dis.where grad.dos. titrat. recomm., consid.dos.reduct.if hypotens. develops, epilep., post-market.advers.effs.observ. in neonates expos.dur.last trimest.of pregn., excret. in human breast milk, ren.& liv.impairm., sometimes diffic.to differen.advers.effs.from sympts. of underly.psychos., TD risk incr.with ther. durat.& tot.cumulat.dos., prescrib.in manner to minim. TD risk, reserve treatm.for pts. obtain. substant. benef., reg.assess contin.ther., with S&S of tard.dyskines.consid.discont., discont.all anti-psychot. & not essent.meds.if neurolept. malign. syndr. develops & instit.treatm., consid. re-introduc. caref.& monit.aft.NMS recov.as NMS recurr. report., preventat.hypo-oestrog.bone loss ther. in premenopaus.women with second. amenorrh. of >6mnths., refrain from excess.eat., no caus.assoc.detect.with report benign pituit. adenomas., concom.meds know to prolong QT interv., re-eval.dos.on discont.of carbamazepine & other hepat.enzyme induc.

Interactions: Use with other concom.meds.not system.eval., may antagon.eff.of levodopa & other dopamine agonists, clin.signif.hypotens.with concom. antihypertens., carbamazepine & other hepat. enzyme induc.may decr.plasma lev., incr. plasma lev.with phenothiaz./TCAs/some ß-block./ fluoxetine.& paroxet./chron.clozapine, cimetidine & ranitidine incr.bioavailabil., Tmax of valproate/Li. incr., incr AUC & decr.clear.with concom. venlafaxine

 XE "Rispide" RISPIDE, (Unicorn) Abex [P/S]

Risperidone
Indications: Ac.& chron.schizophren.psychos.& relat. psychos.where posit.&/or negat.sympts.are promin., affect.sympts.assoc.with schizophren., maint. clinic. improvem.where init.treatm.reponse shown, behav.disturbs.in pts.with dement.when aggressiven./activ.disturbs./psychot.sympts.are promin., conduct & disrupt.behav.disords.in childr. 5-12 yrs.with sub-aveg.intellect.funct./ment. retard. where destruct.behav.is promin.

(S5) TABS, 44/2.6.5/0673, 0674, 0675

723314-001: 0,5 mg, 30, R120,90
723315-001: 1 mg, 30, R223,50
723316-001: 2 mg, 30, R477,00
Dosage: Schizophren: When switch.from other antipsychot. & if medic.appropriate discont.prev. treatm. grad.& if switch.from depot antipsychot. init. Rispide in place of next inj. Re-eval.need for cont. exist.anti-Parkinson meds period. Dos.above 10 mg/day have not been shown to be superior in effic. & may incr.incid.of S/E & should only be consid. aft. eval.risk vs.benef. Add benzodiazep.if addit. sedat.reqd.

Adults: Indiv. Admin.1-2xdly. Init. 2 mg/day.incr. to 4 mg on 2nd day, indiv.furth.if reqd. Usual optim. dos.is 4-8 mg/day. Max.tot.dly.dos: 16 mg/ day. Elderly: Init.0,5 mg 2x dly.adjust.in 0,5 mg 2xdly. increm.to 1-2 mg 2x dly.

Behav.disturbs.in pts.with dement: Init: 0,25 mg 2xdly. Indiv.if necess.in increm.of 0,25 mg 2xdly.not more freq.than every other day. Optim. dos: 0,5 mg 2xdly.with some benefit.from dos.of upto 1 mg 2xdly. Once target.dos.reach.consid. once dly.dos. Eval.cont treatm.reg.

Conduct & disrupt.behav.disords.in childr.5-12 yrs: <50 kg: Init: 0,01 mg/kg once dly. Indiv. adjust. in increm.of 0,01 mg/kg once dly.every other day. Recom.maint.dos: 0,02-0,04 mg/kg once dly. Mean dos: 0,03 mg/kg once dly. Eval. ongoing need reg.

Contraindications: Safety & effic.in childr.und.5 yrs. for conduct & other disrupt.behav.disords.not est., Parkinson’s dis.& Lewy body dement., safety in pregn.& lactat.not est., safety & effic.in childr. und.15 yrs. for schizophren.not est.

Side effects: Freq: Weight gain, rhinit., cough, pharyngit., mod/mental changes incl.agress./ insomn./ agitat./anx./somnol./imp.concentr., extrapyramid. disord, sedat., dizzin, incr.dreams, trem., rigidity, hypersalivat., bradykines., oculogyr. crisis, akathis., ac.dyston., hypokines., blurr.vis., decr. salivat., skin rash, itch., urin.incontin., micturit. disturbs., polyur., erect./ejaculat./orgasm. dysfunct., menstr.cycle disturbs. Less freq: Decr. neutroph./ thrombocyte count., leucopen., neutropen., agranulocytos., dyspn., sinusit., URTI, cerebrovasc. disord., TD, NMS, photophob., dry eyes, incr.lacrimat., ocul.hyperaem., glauc., eye movem. disord., floppy iris syndr., tachycard., palpitat., chest pain, atrial fibrillat., anter.ventric. block, QT prolongat., abnorm.ECG, conduct. disords., sinus dysrhythm., orthostat.hypotens., hypertens., constip., dyspeps., N&V, abdom.pain, hypersalivat., dry skin, incr.pigmentat./sweat., photosens., seborrh., urticar., prurit., alopec., eczema, hyperkeratos., back pain, arthralg., gynaecomast., galactorrh., amenorrh. Freq. unknown: Headache, fatig., allerg.reacts., apnoea, pulm.embol., anaphylact.reacts., angioed., water intox., body temp.disregulat., incr.plasma prolact. lev., diabet.mellit.aggrav., hyperglycaem., mania/ hypomania, intest.obstruct., jaund., pancreatit., priapism.

Warnings and special precautions: TD risk incr. with ther.durat.& tot.cumulat.dos., prescrib. in manner to minim.TD risk, reserve treatm.for pts. obtain. substant.benef., reg.assess contin.ther., with S&S of tard.dyskines.consid.discont., Parkinson. dis/dement.with Lewy bod.at risk of NMS & incr.antipsychot.med.sensitiv., discont.all anti-psychot. & not essent.meds.if NMS develops, consid.re-introduct.caref.& monit.aft.NMS recov.as NMS recurr.report., high.mortalit. report. in elderly dement.pts.receiv.furosemide, avoid concom. alcoh.& other central.act.meds., avoid dehydrat. in pts.receiv.furosemide, monit. gluc. contr. of exist.diabet./hyperglycaem.sympt.in those at risk, pts.develop.hyperglycaem.sympt. dur. ther.to undergo fast.bld.gluc.test, cont anti-diab. meds.poss.necess.despite ther.discont., high. incid. cerebrovasc.accid.& TIA’s report.in elderly with dement., monit.WBC.in hist.of/drug induc. leucopen/ neutropen, monit.pts.with clinic.signif. neutropen. for fev./other signs of infect., discont. ther. in case of absol.neutroph.count < 1x 109/l & foll.WBC count until recov., known CV dis./family hist. of QT prolongat./bradycard./electrol.disturbs. / concom. meds know to prolong QT interv., known CV dis.where grad.dos.titrat.recomm., consid.dos. reduct.if hypotens.develops, intraoperat.floppy iris syndr., epilep., refrain from excess.eat., no caus. assoc. detect.with report benign pituit.adenomas., preventat.hypo-oestrog.bone loss ther.in premenopaus. women with second.amenorrh.of >6 mnths., porphyr., lact.intol., re-eval.ther if concom. fluoxetine/paroxetine init./discont., post-market. advers.effs.observ.in neonates expos. dur. last trimest.of pregn., excret.in human breast milk, ren. & hepat.impairm., sometimes diffic.to differen. advers.effs.from sympts.of underly. psychos., reg.assess contin.ther.

Interactions: Use with other concom.meds.not syst. eval., may antagon.eff.of levodopa & other dopamine agon., carbamazepine & other hepat. enzyme induc.may decr.plasma lev., Tmax of valproate/ Li incr., slight decr.bioavail with topiramate, incr.plasma lev.with phenothiaz./ TCA’s/ some ß-block./fluoxetine/paroxetine & CYP2D6 inhibit., incr AUC & decr.clear.with concom. venlafaxine, cimetidine & ranitidine incr. bioavail., clin.signif.hypotens.with concom. antihypertens.

 XE "Seroquel" SEROQUEL, (Cipla Medpro) AstraZeneca [P/S]

Quetiapine.
Indications: Schizophren., manic episod.assoc. with bipol.disord.

(S5) TABS. 32/2.6.5/0589, 0590, 0591, 36/2.6.5/0070

850527-015: 25 mg, 100, R1 370,57
850535-018: 100 mg, 90, R2 208,68
850543-002: 200 mg, 60, R2 352,23
703344-003: 300 mg, 60, R2 674,16
Dosage: Adults: Admin.twice dly. Safety & effic. beyond 12 wks.for manic episod.assoc.with bi-polar. not demonstrat.
Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adj. dos.in some pts.within 150-750 mg/day range depend.on clinic.response & tolerab.

Manic episod.assoc.with bipol.disords: Tot. dly. dos.for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos. adjustm. up to 800 mg/day by day 6 should be increm. of no great.than 200 mg/day. Adjust.dos. accord. to clinic. respons.within 200-800 mg/day. Usual effect.dos: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.dly.dos.should be incr. in increm.of 25-50 mg.to an effect.dos.poss. low. than young.pts.

(S5) XR TABS, 42/2.6.5/0573, 44/2.6.5/0973, 42/2.6.5/0574, 0575, 0576 

Indications: Schizophren., prev.relapse in stable schizophren.pts.maint.on Seroquel XR, bipol. disord. incl.manic/depress.episod.assoc. with bipol.disord., recurr.prev.in maint.treatm.of bipol. disord. as monother./combin.with a mood stabil., maj. depress.disord., relapse prevent.in stabil. maj. depress.disord. pts.maint.on Seroquel XR.

713747-002: 50 mg, 60, R893,57
717404-001: 150 mg, 30, R469,47
713748-001: 200 mg, 60, R1 861,28
713749-001: 300 mg, 60, R2 116,03
713750-001: 400 mg, 60, R2 327,63
Dosage: Admin.once dly.. Do not split, chew/ crush.

Adults: Schizophren: Dly.dos: Day 1: 300 mg, Day 2: 600 mg. Aft.day 2 upto 800 mg. Adjust dos.within effect.dos.range of 400-800 mg/day depend.on clinic.respons.& tol. Safety of dos. above 800 mg/day not est.

Manic episod.assoc.with bipol.disord: Init. dly. dos.: Day 1: 300 mg, day 2: 600 mg & up to 800 mg aft.day 2. Adjust.dos.within effect.dos. range of 400-800 mg/day depend.on clinic. respons. & toler.

Depress.episod.assoc.with bipol.disord: Admin. once dly.in even. Titr.as foll: Day 1: 50 mg, day 2:100 mg, day 3: 200 mg, day 4: 300 mg. May be titr.to 400 mg on day 5 & up to 600 mg by day 8. 

No addit.benef.seen in 600 mg group dur.short-term treatm.

Recurr.prev.in maint.treatm.of bipol.disord: Pts. who have respond.well to Seroquel XR in combin. ther.with a mood stabil.for ac.treatm.of bipol. disord.should cont. at same dos. May be adjust. depend.on indiv.clinic.respons.& toler. within 400-800 mg/day dos.range.

Pts.respond. to Seroquel XR for ac.treatm.of bipol. disord. should cont.at same dos.regim. Dos.may be re-adjust. depend.on indiv. clinic. respons. & toler. within 300-800 mg/day dos. range.

Maj.depress.disord: Admin.once dly in even. Init. dos: Day 1 & 2: 50 mg incr.to 150 mg on day 3 & 4. Furth. adjustm. can be made upw.or downw. within recomm.dos.range of 50-300 mg depend.on clinic. respons.& toler. Maint.ther: Cont.with effect. dos.dur.init.treatm. Adjust dos. within recomm.dos.range depend.on clinic. respons. & toler.

Switch.from immed.rel.Seroquel tabs: Switch to XR tabs.at equiv.tot.dly dos.tak.once dly.

Elderly: Init.50 mg/day. Incr.in increm.of 50 mg/ day to effect.dos.depend.on clinic.respons.& toler.

Contraindications: Safety in pregn.& lactat.not est., safety in advanc.liv.impairm.not est., safety & effic.in childr.& adolesc. not est.

Side effects: Hyperglycaem.sometim.extreme assoc. with ketoacidos./coma/death, somnol., dizzin., dry mouth, asthen., GI disturbs., tachycard., weight gain., syncope, neurolept. malign.syndr., bld.dyscras., periph.oed., rhinit., hypersens. reacts.incl.anaphylax., seiz., restless legs syndr., fev., priapism, orthostat.hypotens. esp. dur.init.titr.period, dos.relat.decr.in thyroid horm. lev., cholesterol & triglyceride ser.elevat., headache, abdom./back/chest/ear pain, hypertens., myalg., anx., dry eyes, UTI, extrapyramid. sympt., prolongat. of QTc interv., liv. enzyme abnormalit.

Special precautions: Monit.gluc.contr.of exist. diabet./hyperglycaem.sympt.in those at risk, cont. anti-diab.meds.poss.necess.despite ther. discont., other CNS act. drugs & alcoh., elderly esp. init., sev.ren.impairm., hepat.impairm., known CV dis., cerebrovasc.dis./other condits. predispos.to hypotens., concom.meds.known to prolong QTc interv., seiz.hist., consid.discont.if S&S of tard.dyskines.occur, discont.if sympt.of neurolept. malign.syndr.occur, poss.dos.adjustm. with carbamazepine/phenytoin/other concom. hepat. enzyme induc., reduc.dos.dur.concom. potent. CYP3A4 inhibit.(e.g.azole antifung./ macrolide antibiot. & protease inhib.) ther., consid. benef./risk assessm. for contin.ther.at high.dos., leucopaen.&/neutropaen.resolv. aft. discont.ther., risk fact.for leucopaen. & /neutropaen. incl.pre-exist.low WBC/drug induc. hist. thereof., withdr.grad., compar.to placebo elderly pts.with dement.-relat.psychos.at incr. risk of death

Drug interactions: Incr.clear.with concom. thioridazine/ carbamazepine/phenytoin/other hepat. enzyme induc, mean half life incr.with ketoconazole.

 XE "Solian" SOLIAN, Sanofi-Aventis [P/S]

Amisulpride

Indications: Ac.& chron.schizophren.incl.pts. charact. by predomin.negat.sympts.

(S5) TABS, 34/2.6.5/0116, 0117

892309-005: 50 mg, 30, R290,22
892310-001: 200 mg, 30, R984,41
Dosage: Specif.titrat.not reqd.when init.treatm. Indiv.accord.to respons. Admin.dos.of upto 400 mg as once dly. dos.& high dos.admin.2xdly.

Ac.schizophren: Recom.dos.: 400-800 mg/day. May be incr.to 1200 mg/day. In pts.with mix.posit. & negat.sympts.dos.should be adjust.to optim. contr. of posit.sympts.& maint.est.on low.effect. dos. In pts.with predom.negat.sympts.indiv.dos. betw.50-100 mg/day.

Contraindications: Concom.meds.that induc./ enhanc.torsades de pointes risk &/ prolong QT-interv., congenit.QT-interv.prolongat., concom. prolact.-depend. tumours, phaeochromocyt., childr. und.15 yrs., pregn.& lactat., women of childbear. potent.unless tak.adeq.contracept., mod.-sev.ren. funct.impairm.

Side effects: Neurolept.malign.syndr., QT-prolongat., torsades de pointes, dos.relat. extrapyramid. sympts., ac.dyston., tard.dyskines., seiz., insomn., somnol., anx., agitat., incr.prolact. lev., GI disturbs., hypotens., bradycard., hepat. enzyme elevat., hyperglycaem., allerg.reacts., weight gain.

Special precautions: Hyperglycaem.assoc.with ketoacid./hyperosmol.coma or death report.with some atypic.antipsychot.agents, diab.mellit., risk fact. for diab.mellit., discont.all antipsychot.meds. if hypertherm.evid., epilep., low.seiz.threshold., Parkinson’s, recomm.to monit.bradycard./ hypokalaem./ congenit.prolongat.of QT-interv/ meds likely to produc.aforement., elderly, antiparkinson. medicat.may aggrav.tardiv. dyskines. sympts

Drug interactions: Centr.effs.of alcoh.enhanc., reciproc. antagon.effs.betw.levodopa & neurolept., take into account CNS depress./sedat.H1 antihistam./ barbitur./benzodiazep./other anxiolyt. meds./ clonidine & its derivat./hypotens.meds.

 XE "Thryve" THRYVE, Innovata Pharma[P/S]

Aripiprazole

Indications: Schizophren.& maint.of clinic. improvem. in adults, ac.manic episod.assoc.with bipol.1 disord., prevent.of recurr.new manic episod. in pts.exper.predomin.manic episod.& who respond.to Thryve treatm.

(S5) TABS, A50/2.6.5/0687, 0688

3004438-001: 5 mg, 30, R187,33

3004439-001: 10 mg, 30, R316,00

Dosage: Schizophren: Recomm.start.dos.10 or 15 mg/day with maint.dos.of 15 mg/day once dly. Dos.range: 10-30 mg/day. Enhanc.effic.at dos.high. than recomm. 15 mg/day not demonstrat. Indiv.pt. may benef. from high.dos. Max.dly.dos.not to exceed 30 mg/day.

Bipol.mania: Recomm.start.dos.15 mg once dly. as monother./combin.ther. Indiv.pt.may benef.from high.dos. Max.dly.dos.not to exceed 30 mg.

Prevent.of recurr.manic episod.in bipolar I: Cont. ther.at same dos. Consid.dly.dos.adjustm. incl.dos.reduct.on clinic.status. Depress. episod. prevent. with monother. not est. Consid. clinic. appropr.supplem.ther.for prevent./treatm.of depress.episod.

Concom.meds: With concom.potent CYP3A4/ CYP2D6 inhibits: Half usual dos. Incr.dos.when CYP3A4/CYP2D6 inhibit.withdr. With concom. potent CYP3A4 induc: Double dos. Addit.dos. incr. bas.on clinic.eval. Dos.to be reduc.when concom. CYP3A4 induc. withdr.

Contraindications: Safety & effic. in pts.und.18 yrs.not est.
Side effects: Freq: Diabet.mellit., insomn., restlessn., anx., headache, dizzin., akathis., somnol., sedat., trem., extrapyramid. disord., blurr. vis., N&V, dyspeps., constip., saliv.hypersecret., fatig. Less freq: Hyperprolactinem., hyperglycaem., depress., hypersex., tard.dyskines., dyston., diplop., tachycard., orthostat. hypotens., hiccups, Freq.unknown: Leucopen., neutropen., thrombocytopen., allerg. react., anaphylact.react., angioed., diabet. ketoacidos., diabet.hyperosmol. coma, anorex., hyponatraem., weigt gain/decr., suic. attempt/ ideat./-complet., pathologic.gambling, impuls.contr.disords., porioman., aggress., agitat., nervousn., NMS, grand mal convuls., seroton.syndr., speech disord., QT prolongat., ventric.dysrhythm., card. arrest, torsade de pointes, bradycard., syncope, hypertens., ven.thromboembol., laryngospasm, aspirat.pneumon., oropharyng.sp., pancreatit., dysphag., diarrh., abdom. discomf., stomach discomf., jaund., hepatit., hepat. fail., incr. ALT/ AST/ GGT/alkaline phosphat., rash, photosens. react., alopec., hyperhidros., rhabdomyolys., myalg., musculoskelet.stiffn., urin. incontin./ retent., neonat.drug withdraw.syndr, priapism, temp.regulat.disord, chest pain, periph.oed.
Special warnings and precautions: Manage dos. in sev.hepat.impairm.cautious., safety & effic.not est. in pts.>65 yrs., monit.pt. clos.as clinic. improvem.may take sev.days to wks., monit.high risk pts.for suic., known CV/ cerebrovasc. dis., condits.predispos.to hypotens., identify all poss.risk facts.for VTE bef.& dur. treatm. & undertake preventat. meas.as reqd., famil.hist.of QT prolongat., consid.dos. reduct./ discont.if sympts.of tard.dyskines.devel., discont. all antipsychot.meds.if S&S of neurolept. malign. syndr.develop/unexpl.high fev.without addit. clin. manifestats.of NMS, seiz.disord.hist./assoc. condit., monit.for impuls.contr.disords.& consid. dos.reduct./discont., assoc.orthostat.hypotens., condits/concom.meds.contrib.to elev.core body temp., aspirat. pneum.risk pts.as oesophag. dysmotil. & aspirat. report., incr.fatalit. (prim.CV/ infect.) report.in elderly with dement.-relat. psychos., not indicat.for dement.-relat. psychos., weight gain usually seen where risk fact.pres.& in adolesc., monit.diab.mellit.for worsen.control & observ. pts.with diab.risk fact., concom.stimul in ADHD pts., lact.intol., do not use in pregn.or lactat., excret.in human milk, eval.effs. bef.driv./ perform.complicat.tasks

Interactions: Concom.CNS act. drugs and alcoh. due to prim.CNS effs., poss.antihypertens.effs. enhanc. due to α1-adrenerg.recept. antagon., caut. with concom. meds.known to cause QT prolongat./ electrol.imbal., AUC incr.by quinidine & poss.other potent CYP2D6 inhibits.eg.fluoxetine/paroxetine, AUC & Cmax. incr.by ketoconazole/other potent CYP3A4 inhibits/CYP2D6 poor metabol, decr.AUC & Cmax with rifampicin/carbamazepine/other potent CYP3A4 induc.,concom.serotonerg.meds.eg SSRIs/ SNRIs /meds known to incr.Thryve plasma conc. may incr risk of seroton.syndr.

 XE "Truvalin" TRUVALIN, (Cipla Medpro) AstraZeneca [P/S]

Quetiapine.
Indications: Schizophren., bi-polar disord. assoc. manic episod.for which safety & effic. beyond 12 wks.not demonstrat.

(S5) TABS. 43/2.6.5/0159, 0160, 0161, 0162

716646-001: 25 mg, 100, R254,00
716647-001: 100 mg, 90, R432,53
716648-001: 200 mg, 60, R465,58
716649-001: 300 mg, 60, R544,20
Dosage: Adults: Admin.twice dly.

Schizophren: Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos.from 4th day to effect.dos.range of 300-450 mg/day. Adj.dos.in some pts.within 150-750 mg/day range depend.on clinic.response & tolerab.

Bipol.disord.assoc.manic episod: Tot.dly. dos. for 1st 4 days: Day 1: 100 mg, day 2: 200 mg, day 3: 300 mg & day 4: 400 mg. Furth.dos. adjustm. upto 800 mg/day by day 6 in increm.of no great.than 200 mg/day. Adjust dos.accord.to clinic.respon. & tolerabil.with range of 200-800 mg/ day. Usual effect.dos.: 400-800 mg/day.

Elderly: Init.25 mg/day, theraft.incr.dly.dos.in increm. of 25-50 mg.to an effect.dos.poss.low. than young.pts.

(S5) XR TABS [P/S] 45/2.6.5/0293, 44/2.6.5/1085,  45/2.6.5/0294, 0295, 0296
Indications: Schizophren., prev.relapse in stable schizophren.pts.maint.on TRUVALIN XR, bipol. disord. incl.manic/ depress.episod.assoc. with bipol.disord., recurr.prev.in maint.treatm.of bipol. disord. as monother./ combin.with a mood stabil., maj. depress.disord., relapse prevent.in stabil. maj. depress.disord. pts.maint.on TRUVALIN XR.

3000148-001: 50 mg, 60, R426,15
3000149-001: 150 mg, 30, R217,29
3000151-001: 200 mg, 60, R883,50
3000152-001: 300 mg, 60, R946,16
3000153-001: 400 mg, 60, R946,16
Dosage: Admin.once dly. Do not split, chew/ crush. Miss.dos: Take as soon as poss. but do not take double dos.

Adults: Schizophren: Dly.dos: Day 1: 300 mg, Day 2: 600 mg. Aft.day 2 upto 800 mg. Adjust dos.within effect.dos.range of 400-800 mg/day depend.on clinic.respons.& tol. 

Manic episod.assoc.with bipol.disord: Init. dly. dos: Day 1: 300 mg, Day 2: 600 mg & up to 800 mg aft.day 2. Adjust.dos.within effect.dos. range of 400-800 mg/day depend.on clinic. respons. & tol.

Depress.episod.assoc.with bipol.disord: Admin. once dly.in even. Titr.as foll: Day 1: 50 mg, Day 2:100 mg, Day 3: 200 mg, Day 4: 300 mg. May be titr.to 400 mg on day 5 & up to 600 mg by day 8. 

No addit.benef.seen with 600 mg group pts. dur. short-term treatm.

Recurr.prev.in maint.treatm.of bipol.disord: Pts. who have respond.well to Truvalin XR in combin. ther.with a mood stabil.for ac.treatm.of bipol. disord.should cont. at same dos. May be adjust. depend.on indiv.clinic.respons.& toler. within 400-800 mg/day dos.range.

Pts.respond. to Truvalin XR for ac.treatm.of bipol. disord. should cont.at same dos.regim. Dos.may be re-adjust. depend.on indiv.clinic.respons.& toler. within 300-800 mg/day dos.range.

Maj.depress.disord: Admin.once dly in even. Init. dos: Day 1 & 2: 50 mg incr.to 150 mg on day 3 & 4. Furth. adjustm. can be made upw.or downw. within recomm.dos.range of 50-300 mg depend.on clinic. respons.& toler. Maint.ther: Cont.with effect. dos.dur.init.treatm. Adjust dos.within recomm.dos.range depend.on clinic.respons.& toler.

Switch.from immed.rel.tabs: Switch to XR tabs.at equiv.tot.dly dos.tak.once dly.

Elderly: Init.50 mg/day. Incr.in increm.of 50 mg/ day to effect.dos.depend.on clinic.respons.& toler. In maj.depress.init.dly.dos.50 mg on days 1-3 incr.to 100 mg day 4; 150 mg on day 8 & then up to 300 mg depend,on clinic.respon.& tol.

Contraindications: Concom.P450 3A4 inhibit., safety in pregn.& lactat.not est., safety in childr.& adolesc.not est., safety in advanc.liv.& ren. impairm. not est.

Side effects: V.common: Dry mouth, dizzin., somnol., headache, withdraw.sympts, elevat.in serum triglyceride lev./ total cholesterol (predominantly LDL); decreas.HDL, weight gain.

Common: Constipat., dyspeps., syncope, extrapyramid.sympts., dysarthria, leukopen., tachycard., blurr.vis., incr.appet., abnorm.dreams, nightmares, dyspn., orthostat.hypertens., UTI, asthen., periph.oed., irritab., elevat. in serum transaminas.(ALT, AST), decr.neutrophil count, incr.bld.glucose to hyperglycaem.lev., elevat.in ser. prolactin. Uncommon:Dysphag., seiz., restless legs syndr., tard.dyskines., eosinophil., bradycard., rhinit.,  urin.retent., hypersens., elevat.in gamma-GT lev, decr.platelet count. Rare: Anaphylact.react., priapism, galactorrh., neurolept.malign.syndr., elevat. bld. creatine phosphokinase

Special warnings and precautions: Monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, fast.bld.gluc.test.advis.for those develop.hyperglycaem. sympt.dur.ther., cont. anti-diab.meds.poss.necess.despite ther.discont., poss. worsen. of depress.& emerg.of suic.ideat./self-harm in bipol.disord., monit.pts. esp.dur.early ther. & dos. chang.for clinic.worsen.& suicidal., risk persist. unt.signif.remiss.occurs, observ.same precaut. as those for other psychiatr.disords., caref.monit.of pts.at great.risk eg. those with suic.relat.events hist./ exhib.suic. ideat. prior to ther.init., taper dos.with discont., cons. dos reduct./discont. if tard.dyskines.S&S occur, known CV dis./ cerebrovasc.dis/ other condits.predispos.to hypotens., seiz.hist., discont. if sympt.of neurolept.malign.syndr.occur, sev. neutropen.somet.fatal., discont.ther.if neutroph. count < 1,0 x 109/lit., fev./infect.sympt.to be report. esp.without predispos.fact., manage lipid chang.as clinic.appropr., QT prolong.family hist., concom.meds.known to incr.QT interv./concom.neurolept.esp.in pts.with incr.QT prolong.risk, medicines known to cause electrolyte imbalance, not for use in elderly with dement. exhibit.behav. disturbs., low.effect.dos.in elderly when consid. essent., pts.at risk for aspirat. pneum., compar.to placebo elderly pts.with dement.-relat.psychos.at incr.risk of death, lact.intol.,  poss.reduc.ment.alertn. & pts.to avoid driv./operat.machinery unt. suscept.known.,  ren./ hepat.impairm.

Drug interactions: Other CNS act.drugs & alcoh. poss. aggrav.prim.CNS effs., incr. clear.with concom. thioridazine/ carbamazepine/ phenytoin/ other hepat.enzyme induc., signif.incr.in quetiapine AUC with ketoconazole , incr. plasma conc. with concom.P450 3A4 inhibit.
 XE "Zambiquet" ZAMBIQUET, (Unicorn) Zimbili [P/S]
Quetiapine.
Indications: Schizophren.

(S5) TABS. 43/2.6.5/0318, 0319, 0321, 0684

3000339-001: 25 mg, 100, R241,50

3000378-001: 100 mg, 90, R408,25

3000379-001: 200 mg, 60, R423,20

3000380-001: 300 mg, 60, R517,50

Dosage: Adults: Admin.twice dly.

Tot.dly.dos.for 1st 4 days: Day 1: 50 mg, day 2: 100 mg, day 3: 200 mg & day 4: 300 mg. Titr.dos. from 4th day to effect.dos.range of 300-450 mg/ day. Adjust dos.in indiv.pts.within range of 150-750 mg/day depend.on clinic.response & tolerab.

Elderly: Init.25 mg/day, theraft.dos.may be incr. dly. in increm.of 25-50 mg.to an effect.dos.likely. low.than in young.pts.

Contraindications: Safety in pregn.& lactat.not est., safety & effic.in childr.& adolesc.not est., safety in advanc.ren.& liv.impairm.not est., elderly pts. with dement.exhibit.behav.disturbs.

Side effects: Freq: Somnol, dizzin., constip., postur. hypotens., dry mouth, dyspeps., liv. abnormalit., trans.leucopen., neutropen., eosinophil., headache, tachycard., rhinit., asthen., incr. ALT/AST. Less freq: Angioed., anaphylax., urticar., rash, hyperglycaem., diabet.mellit./ exacerbat. of pre-exist.diabet.mellit., seiz., tard. dyskines., extrapyramid.sympts., dry eyes, QTc interv. prolongat., abdom.pain., priapism, fev., periph. oed., weight gain, NMS, incr.GGT/non-fast. ser. triglycer./tot.cholester. Unknown freq: Hypertens., asymptomat.lens.changes with long-term treatm., diarrh., rash, myalg., ear/back/chest pain, UTI.

Warnings and special precautions: Taper dos. with discont., monit.gluc.contr.of exist.diabet./ hyperglycaem. sympt.in those at risk, pts.develop. hyperglycaem. sympt.dur.ther.to undergo fast.bld. gluc. test, cont anti-diab.meds.poss.necess.despite ther.discont., mild to mod.ren./hepat.impairm., known cerebrovasc.dis/CV dis/condits.predispos. to hypotens.& seiz.hist., elderly esp.dur.init.dos. per., concom.antihypertens./meds.prolong.QTc interv., discont.if S&S of tard.dyskines.occur, discont. if sympt.of NMS.occur & admin.appropr. treatm., cont.lact, poss.dos.adjustm.with carbamazepine/ phenytoin/other concom.hepat. enzyme induc., concom.CYP3A4 inhibits.
Interactions: Centr.effs.of other CNS depress.& alcoh. enhanc., incr.clear.with concom. thioridazine, decr.plasma conc.with enzyme induc. eg. carbamazepine/phenytoin/barbits./rifampicin, incr. plasma conc.with potent inhibits.of CYP3A4 eg.macrolides & azole antifung.

 XE "Zipsid" ZIPSID, Macleods [P/S] 
Ziprasidone HCl

Indications: Ac.exacerbat.& maint.of clinic. improvem. dur.continuat.ther.in schizophren.

(S5) CAPS, 48/2.6.5/0710, 0711, 0712, 0713

3005307-001: 20 mg, 60, R330,00
3005308-001: 40 mg, 60, R355,00
3005309-001: 60 mg, 60, R475,00
3005310-001: 80 mg, 60, R565,00
Dosage: Admin.with food.

Adults: Recomm.init.dos: 40 mg 2xdly. Adjust accord. to indiv.clinic.status up to max.80 mg 2xdly. Max.dly.dos. may be reach.as early as day 3.

Contraindications: Known QT interv. prolongat., congenit.long QT syndr., concom.meds. that prolong.QT interv., rec.ac.MI, uncompens.HF, dysrhythm. treat. with class IA & III anti-dysrhythm. meds, pregn.& lactat., safety & effic.in childr.und.18 yrs.not eval.

Side effects: Freq: Hypertens., tachycard., akathis., dizzin., dyskines., dyston., extrapyramid.dis., headache, hypertonia, parkinsonism, sedat., somnol., tardive dyskin., trem., blurr.vis., vis.impairm., asthen., fatig., pain, pyrex. constip., diarrh., dry mouth, dyspeps., N&V, saliv.hypersecret., incr./ decr. weight, musc.rigid., agitat., anx., insomn., mania, restlessn., male sexual dysfunct., rhinit., rash. Less freq.: Incr.eosinophil count, lymphopen., hypertens.crisis, hypotens., labile BP, orthostat.hypotens., palpitat., systol.-/., diastol.hypertens., Torsades de Pointes, akines., atax., attent.disturb., dysarthria, facial droop, grand mal convuls., hypersomn., hypoesthaes., lethargy, NMS, paraesthes., paresis, restl.leg syndr., serotonin syndr., syncope, ear pain, tinnit. vertigo, amblyop., dry eye, eye prurit., oculogyric cris., photophob., chest discomf., feel hot, gait disturb., thirst, abdom.discomf., dysphag., flatul., gastrit., GORD, loose stools, tongue dis., anaphylact.reacts., hypersens., abnorm. LFT, incr.bld.lactat.dehydrogen., ECG QT prolong., hyperprolactinaem., hypo-calcaem., incr.appetite, joint stiffn., musc. spasm., musculoskelet.discomf., extremit.pain, trismus, torticoll., anorgasm., bradyphren., decr.libido,
depress.sympt., drool., flat effect, hypoman., nervousn., nightmare, panick attack, dysur., enures., urin. retent., urin. incontinen., amenorrh., neonat.drug withdraw.syndr., erect.dysfunc., incr. erect., galactorrh., gynaecomast., priapism, dyspn., hiccups, laryngospasm, oropharyng.pain, tight throat, acne, allerg.dermatit., alopec., angioed., DRESS, erythema, maculo-pap.rash, papul.rash, psorias., skin irritat., swell.face, urticar. Freq unknown:

Venous embol.

Special warnings and precautions: Elderly, signif.bradycard., correct electrol. disturb.prior treatm., review ECG if pts. with stable card.dis., consid. malign.card. disrhyth.if sympt.develop., discont.if QTc interv.>500 msec., torsades de pointes in multipl.risk fact.pts., discont.if neurolept. malign.syndr.(NMS) devel.,discon.if severe cutaneous adverse reacts.incl. DRESS / SJS, red.dose if S&S of tard. dyskines., pts.at high risk of falls, hist.of seiz., high risk for suicide, hepat.insuff., contains lactose, pts.at risk for stroke, not approv.for elderly dement.relat. psychos. as incr.risk of death/ CV adver.eff., identif.risk fact.for VTE and take prevent. meas., reports of priapism, may elev. prolactin lvl., monit.DM (diabet.mellit) pts. for wors.gluc.contr., monitor pts.with risk fact.for DM., women of childbear.pot.to use contracept. 
Interactions: Meds prolong QT interv. eg.class IA & III anti-dysrhythm./ arsen. trioxide/ halofantrine/ levomethadyl acetat./ mesoridazine/ thioridazine/ pimozide/ sparfloxacin/ gatifloxacin/ moxifloxacin/ dolasetron mes./ mefloquine/ sertindole/ cisapride, other CNS act.meds.& alcoh., incr.concentr. with ketoconaz.potent CYP3A4 inhibit., decr.concentr.with CYP3A4 & P-gp inducers eg.carbamazepine/ rifampicin/ St.John’s wort, seroton.syndr.with SSRIs.

 XE "Zolanz" ZOLANZ, Zydus [P/S]

Olanzapine

Indications: Managem.of schizophren. manifestat., ac.mod.to sev.mania episode & prevent. recurr.of manic/depress.episod.of bipol. disord. 

(S5) TABS, 43/2.6.5/0666, 0667

723745-001: 5 mg, 28, R283,69
723747-001: 10 mg, 28, R340,14
Dosage: Psychot.disords: Init.5-10 mg/day with target dose of 10 mg/day within sever.days. If indic.dose.adjustm.should occur proceed.at interv.of not less than 1 wk. Dose range: 5-20 mg.
Ac.man.in bipol.disord: Init.dos:10 mg once dly. Dos.adjustm.within range of 5-20 mg/day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.start.dos: 10 mg/ day. For those receiv. ZOLANZ treatm. for manic episod.cont.ther.at same dos. Incr.dos.to great.than recomm.start.dos.within range of 5-20 mg/day only aft. clinic. assessm.at interv.of not less than 24 hrs. Safety of dos.above 20 mg/day not eval. Improvem.in pt.condit.may take sev.days to wks. Hepat.impairm.: Consid. start.dose of 5 mg

Contraindications: Known narrow-angl.glauc.risk, S&E in childr.und. 18 yrs.not est.

Side effects: Freq: Periph.oed., personal.disord., mood/ mental chang., amnes., anx., euphor., hostility, nervousn., hallucinat., agitat., akathis., dizzin., Parkinson., dyskines. (incl. buccoglossal syndr., choreoathetos.), dyston., resid. effs.(incl. movem.disord.), myoclon., twitch., tard.dyskines., trem., syncope, orthostat. hypotens., hypertens., constip., dry mouth, incr. appet., vaginit., hyperprolact., incr. ALT/ SGPT, incr. AST/ SGOT, weight gain, fev., chest pain, flu sympts. Less freq: Leucopen., neutropen., eosinophil., agranulocyt., exacerbat.of diab., somnol., apathy, confus., insomn., stutter., seiz., headache, speech disord., paraesthes., neurolept.malign. syndr., abnorm.vis., abnorm.gait, bradycard., tachycard., QTc prolongat., pharyngit., incr.cough, pneumon., dyspeps., abdom.pain, N&V, hepatit., rash, acne, dry skin, alopec., photosens., urin.incontin., dysmenorrh., asthen., weight loss, extrem.pain., incr.ALP/ billirub. Freq.unknown: Thrombocytopen., anaphylact.react., allerg.react., angioedema, facial oed., glucosur., diab.coma, diab. ketoacidos., hypercholester., hyperglycaem., hypertriglycerid., water intox., diplop., ventric. extrasystol., palpitat., ven. thromboembol. (incl. pulm. embol. & deep vein thromb.), dyspn., rhinit., pancreatit., incr. salivat., thirst, skin rash, prurit, urticar., sweat., rhabdomyolys., joint pain, priap., menstr.chang., decr.libido, galactorrh., discont. react.
Special warnings and precautions: Improvem.may take sev. days to wks, discont. grad., discont.ther.if S&S of neurolept. malign.syndr./ high fev.observ., consid. dos. reduct./discont.ther.if S&S of tard.dyskines. devel., seiz.hist./ condits.assoc. with seiz./ low.seiz.thresh., hepat.impairm./ concom.potent.hepatotox.meds., period. transamin. monit.in hepat.dis., pre-exist.condits. assoc.with limit.hepat.funct. reserv., discont.ther.if hepatit. diagn.,cerebrovasc.adv. effs, in elderly with dement.-relat.psychos., not approv.in dement.-relat. psychos., elev. prolact.lev.persist.modest.dur.chron.admin., incr.mammary gland neoplasms consid. prolact. mediat.report.in rodents on chron. antipsychot. medicat., monit.exist.diab.for worsen. gluc.contr., monit. pts.start.treatm.at risk of diab.for hyperglycaem., fast.bld.gluc.if hyperglycaem. devel., some pts.req.continuat.of anti-diabet. treatm. despite.discont., not recomm. for use in pts. with Parkinson’s dis., symptom.prostat. enlargem./ paralyt.ileus & relat.condits., card.dis., low leucocyte/neutroph.counts, meds.induc.bone marrow depress./toxic., bone marrow depress.aft. illn./radiat.& chemother., hypereosinophil. condits., myeloproliferat.dis., condits.contrib.to elev.body core temp., aspirat. pneum.risk, monit. high risk suic.pts., elderly, safety in pregn.& lactat.not est., ser.CV dis.where syncope/ hypotens./ bradycard.incr.medic.risk, period.BP monit.in pts.over 65 yrs., concom.BP low.meds.other than alpha-1 adrenerg. antagon., admin.activ.charcoal 2 hrs bef./ aft. olanzapine, cholinerg.syndr. poss. on discont. 

Interactions: Concom.centr.act. agents & alcoh., fluoxetine decr.clear., may antagon.effs.of levodopa & dopamine agon., may enhanc.effs.of cert.antihypertens., concom.meds.known to incr. QTc interv.esp pts with congenit.long QT syndr./ CHF/ heart hypertrophy/ hypokalaem.& hypomagnesaem., reduc.eff.with activat.charc., metabol. poss. induc.by concom.smok./ carbamazepine ther.low.plasma lev., clear.decr.by known potent CYP1A2 inhibit., may counteract effs. of direct & indirect dopamine agon., valproate decr.plasma conc. of olanzapine.

 XE "Zoxadon" ZOXADON, Pharma Dynamics [P/S]

Risperidone
Indications: Ac.& chron.schizophren.psychos. & relat. psychos.where posit.&/ or negat.sympts.are promin., behav.disturbs.in pts.with dement. when aggressiven. /activ.disturbs./psychot.sympts.are promin., conduct & disrupt.behav.disords.in childr. 5-12 yrs.with subaveg.intellect. funct./ment.retard. where destruct. behav.is promin.

(S5) TABS, A41/2.6.5/0468, 0445, 0446, 0469, 0470

711511-001: 0,5 mg, 30, R120,90
711512-001: 1 mg, 30, R223,50
711513-001: 2 mg, 30, R477,00
721750-001: 3 mg, 30, R642,30
721752-001: 4 mg, 30, R642,30
Dosage: Schizophren: When switch.from other antipsychot.& if medic.appropr.discont.prev. treatm. grad.while init.Zoxadon. Init. Zoxadon in place of next sched.inj.when switch.from depot antipsychot. Re-eval.need for cont.exist.anti-Parkinson meds.per. Safety & effic.in childr.und.15 yrs. for schizophren.not est.

Adults: Admin.1-2xdly. Init. 2 mg/day. May be incr.to 4 mg on 2nd day, indiv.furth.if reqd. Most pts.benef.from dly.dos.betw. 4-8 mg/day. Dos. above 6 mg/day admin.2x dly.were assoc.with more extrapyramid.sympt./other adverse effs. A slow.titr.phase & low.start./maint.dos.may be appropr.in some pts.esp.with first ac.psychot. episod. Dos.above 10 mg/day have not been shown to be superior in effic.& may incr.incid.of S/E. Max.tot.dly.dos: 16 mg/day. Add benzodiazep. if addit.sedat.reqd.

Elderly: Init. 0,5 mg 2x dly.adjust.in 0,5 mg 2xdly. increm.to 1-2 mg 2x dly.

Behav.disturbs.in pts.with dement: Init. 0,25 mg 2xdly. Indiv.if necess.in increm. of 0,25 mg 2xdly.not more freq.than every other day. Optim. dos: 0,5 mg 2xdly.with some benefit.from dos.of upto 1 mg 2xdly. Once target.dos.reach.consid. once dly.dos. Eval.cont.treatm.reg.

Conduct & disrupt.behav.disords.in childr.5-12 yrs: <50 kg: Init.0,01 mg/kg once dly. Indiv. adjust. in increm.of 0,01 mg/kg once dly.not more freq.than every other day if need. Recomm.maint. dos: 0,02-0,04 mg/kg once dly. Mean dos: 0,03 mg/kg once dly. Eval.ongoing need reg.

(S5) ODT TABS, A46/2.6.5/0362,0363, 0364

3001439-001: 0,5 mg, 30, R120,90
3001440-001: 1 mg, 30, R223,50
3001441-001: 2 mg, 30, R477,00
Indications: Ac.& chron.schizophren.psychos.& relat. psychos.where posit.&/or negat.sympts.are promin., alleviate affect.schizophren.sympts., maint. clinic.improvem.when init.treatm.respons. shown, conduct & disrupt.behav.disords.in childr. 5-12 yrs. over 50 kg with subaveg.intellect.funct./ ment. retard.where destruct.behav.is promin.
Dosage: Schizophren: When switch.from other antipsychot.& if medic.appropr.discont.prev. treatm. grad.while init.Zoxadon. Init. Zoxadon in place of next sched.inj.when switch.from depot antipsychot. Re-eval.need for cont.exist.anti-Parkinson meds.per. Safety & effic.in childr.und.15 yrs. for schizophren.not est.

Adults: Admin.1-2xdly. Init. 2 mg/day. May be incr.to 4 mg on 2nd day, indiv.furth.if reqd. Most pts.benef.from dly.dos.betw. 4-8 mg/day. Dos. above 6 mg/day admin.2x dly.were assoc.with more extrapyramid.sympt./other adverse effs. A slow.titr.phase & low.start./maint.dos.may be appropr. in some pts.esp.with first ac.psychot. episod. Dos.above 10 mg/day have not been shown to be superior in effic.& may incr.incid.of S/E. Max.tot.dly.dos: 16 mg/day. Add benzodiazep. if addit.sedat.reqd.

Elderly: Init. 0,5 mg 2x dly.adjust.in 0,5 mg 2xdly. increm.to 1-2 mg 2x dly.

Conduct & disrupt.behav.disords.in childr.5-12 yrs (50 kg & over): Init.0,01 mg/kg once dly. Indiv. adjust. in increm.of 0,01 mg/kg once dly.not more freq.than every other day if need. Recomm. maint. dos: 0,02-0,04 mg/kg once dly. Mean dos: 0,03 mg/kg once dly. Eval.ongoing need reg.

Contraindications: Safety & effic.in childr.und.5 yrs. for conduct & other disrupt.behav.disords.not est., Parkinson’s dis., Lewy antibody dement.

Side effects: Freq: UTI, ear infect., incr.prolact. lev.& assoc.manifestat., weight gain, incr./decr. appetite, headache, insomn., agitat., anx., somnol., imp. concentrat., memory probl., mood/ment. changes incl.aggress.behav., depress., extrapyramid. disord., dizzin., sedat., incr.dream activ., blurr. vis., conjunctiv., tachycard., hypertens., dyspn., rhinit., cough pharyngolaryngeal pain, pharynigit., epistax., nas. congest.,constip., dyspeps., N&V., decr.salivat., diarrh., abdom.pain & dyscomf., dry mouth, toothache, skin rash, itch., erythema, back pain, arthralg., musc.spasm, musculoskelet.pain, urin. incontin., micturit.disturbs./polyur., fatig., pyrex., chest pain, asthen., pain, hypotherm., decr.body temp., periph.coldn., drug withdr.syndr., indurat., fall, Less freq: RTI, cystit., eye infect., tonsillit., onychomycos., cellulit., loc.infect., vir.infect., acrodermatit., decr.neutrophil &/ thrombocyte count, agranulocytos., incr.eosinophil., anaphylact. reacts., polydips., SIADH, diab.mellit., hyperglycaem., polydips., weight decr., anorex., bld. cholesterol.& triglycerides incr., hypoglycaem., hyperinsulinaem., diabet.ketoacidos., man., hypoman., confus.state, libido decr. nervousn., nightmare, blunt.affect, tard.dyskines., NMS, cerebro-vasc.incid./-disord, cerebr.ischaem., unresponsive to stimuli, loss of/ consciousn., convuls., syncope, psychmot.hyperactiv., bal. disord.,abnorm.co-ordinat., postur.dizzin., att. disturbs., dysarthr., dysgeus., hypoaesthes., paraesthes., diabet.coma, head titubat., photophob., dry eyes, incr.lacrimat., ocul. hyperaem., glauc., eye movem.disord., eye roll., eye lid marg.crust., intraoperat.floppy iris syndr., vertigo, tinnit., ear pain, chest pain, palpitat., atrial fibrillat., anterior ventric.block, QT prolongat., abnorm. ECG, conduct.disords., sinus dysrhythm., bradycard., hypotens., orthostat.hypotens., flush., pulm. embols., ven.thrombos., aspirat.pneumon., pulm. congest, resp.tract congest., rales, wheez., dysphon., sinusit., URTI, resp.disord., sleep apnoea, hyperventilat., hypersalivat., faecal incontin., faecaloma, gastroenterit., dysphag.,flatul., intestin.obstruct., pancreatit., swoll. tong., cheilit., dry skin, incr.pigmentat., incr. sweat., photosens., seborrh., urticar., prurit., alopec.,eczema, acne, hyperkeratos., skin disord., skin les., drug erupt., dandruff, incr.bld.ceatine phosphokin., abnorm.posture, joint stiffn./-swell., musc. weakn., neck pain, rhabdomyolys., pollakiur., urin. retent., dysur., drug withdr.syndr.in neonates, erect. dysfunct., ejaculat.dysfunct., orgasm. dysfunct., priapism, gynaecomast., galactorrh., menstr. cycle disturbs., amenorrh., sex.dysfunct., breast pain/-discomf./-enlargem./-discharge, vag. discharge, chills, body temp.incr., abnorm.gait, thirst, chest discomf., malaise feel.abnorm., discomf., incr.transaminas./ gammaglutamyltransfer.& hepat.enzym., jaund., procedural pain. Unknown freq: Angioed., body temp. disregulat., ileus, hypotherm., body temp. decr., periph.coldn., drug withdr.syndr., indurat.

Warnings and special precautions: Epilep./ condits. low.seiz.threshold, concom.alcoh.& other central.act.meds., excret.in breast milk, somet. diffic.to differen.advers.effs.from sympts.of underly. psychos., Parkinsonian S/E poss. predict. of TD develop., TD risk incr.with treatm. durat.& tot. cumulat.dos., may mask TD S&S., prescrib.in manner to minim.TD risk, reg. assess contin.ther., consid. discont.ther.if S&S of tard.dyskines., discont. all anti-psychot.& not essent.meds.if neurolept. malign.syndr. (NMS) devel., consid.re-introduct. caref.& monit.aft.NMS recov. as NMS recurr. report., elderly, ren./liv.insuffic., excess. eat. in view of poss.weight gain, dehydrat. risk in elderly dement.pts.with concom.furosemide, monit. gluc.contr.of exist.diab./hyperglycaem. sympt. in those at risk, pts.develop.hyperglycaem. sympt. dur.ther.to undergo fast.bld.gluc.test,cont. anti-diab. meds.poss.necess.despite ther.discont., Parkinson’s dis./dement.with Lewy bodies.pts.at risk for NMS & incr.psychot.meds.sens., pts.hist.on prev./ curr. risperidone use prior to cataract surg., poss. cerebrovasc.adverse event risk incl. cerebrovasc. accid.& TIA in elderly pts.with dement., stroke risk fact., re-eval.dos.on discont.of carbamazepine & other hepat.enzyme induc., re-eval. dos.on fluoxetine/ paroxetine init./discont.., lact. intol., ODT tabs in childr.<50 kg, assess childr. caref.for poss.physic.& soc.causes of behav. disords.& poss.sedat.eff.on learn., assess childr.for poss. effs.of prolong.hyperprolactinaem./poss. extrapyramid. sympts.& movem.disords., eval. prolact.plasma lev.where prolactin.-relat.S/E evid., pre-exist. hyperprolactinaem., poss.prolact.-depend. tumours., preventat.hypo-oestrog.bone loss ther. in premenopaus.women with second. amenorrh. of >6mnths., consid.discont.in pres.of signific. WBC decr.in absenc.of other causes, known CV dis./fam.hist.of QT prolongat., bradycard./ electrol.disturbs./concom.meds.known to prolong QT interv., condits.incr.core body temp., antiemet.eff.poss.masks OD S&S/other condits., identify & take preventat.meas.with VTE risk facts., grad.withdr., phenylketonur., concom. paliperidone not recomm., safety in pregn.& lactat. not est.
Interactions: Concom.meds.known to prolong QT interv./inhibit.hepat.metabol., alcoh.& other centr. act.med.due to incr.sedat.risk, may antagon.eff.of levodopa & other dopamine agonists, clinic. signific.hypotens.with concom. antihypertens.treatm., poss.addit.antipsychot. fract.expos.with concom.paliperidone, pharmacokinet. of act.antipsychot.fract.poss. influenc. by subst.modify CYP2D6 activ./subst. strongly inhibit./induc.CYP3A4 & P-gp, carbamazepine & other hepat.enzyme induc.may decr. plasma lev., incr.plasma lev.with phenothiaz./ TCA’s/some ß-block./Ca chann. block./ itraconazole /ketoconazole & fluoxetine/ paroxetine, dos.of sertraline/fluvoxamine high.than 100 mg/day may elev.conc., rifampicin decr.plasma conc., protease inhibit.potent.raise conc.but no formal stud.avail., incr.bioavail.with cimetidine/ ranitidine.

 XE "Zylena" ZYLENA, (Unicorn) Ascendis [P/S]
Olanzapine.

Indications: Psychot.disords., ac.epis.of mod.to sev. mania & prevent.recurr.manic/depress.epis.in bipol. disord.
(S5) TABS, 45/2.6.5/0447, 0448

721652-001: 5 mg, 30, R391,90
721653-001: 10 mg, 30, R517,98
Dosage: Admin.as once-a-day dos. Grad.discont

Psychot.disords: Init. 5-10 mg/day with target dos. of 10 mg/day within several days. Dos incr. should not be consid.bef.1 wk.of ther. Dos.rang. from 5-20 mg as sngl.dly.dos. Dos.incr.above 10 mg advis.only aft.clinic.assessm. Consid.5 mg start. dos.for hepat.impairm./elderly.

Ac.mania in bipol.disord: Recomm.dos: 10 mg once dly. Dos.adjustm.within range of 5-20 mg/ day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.init.dos: 10 mg/ day. For those receiv. Zylena for manic episod. cont.ther.at same dos. Incr.dos.over 10 mg advis. only aft.clinic.assessm.& should occur at interv. of not less than 24 hrs. Safety of dos.above 20 mg/day not est.
Contraindications: Known narrow-angl.glauc. risk, safety in childr.und.18 yrs.not est.

Side effects: Freq: Orthostat.hypotens., hypertens., pneumon., constip., dry mouth, incr. appet., urin.incontin., glycosur., vaginit., incr. prolactin, chest pain, fev., flu-like sympts., asthen., incr. cholester./triglycerid./ALT/SGPT/ AST/ SGOT/ gluc., eosinophilia., periph.oed., weight gain., agitat., personality disord., mental/mood changes, anx., euphor., hostil., hallucinats., akathis., dizzin., amnes., nervousn., Parkinsonism, dyskines., movem.disord., myoclon., twitch., somnol., speech disord. Less freq: Abnorm.vis., photosens., bradycard., tachycard., pharyngit,. cough., dyspeps., abdom.pain, N&V, incr.salivat., rash., acne, dry skin., joint/ extremity pain, dysmenorrh., sweat., thirst, leucopaen., weight loss., apathy., seiz., drowsin., headache, confus., insomn., paraesthes., stutter., abnorm.gait, trem., hyperton. Freq.unknown: Diplop., ventric. extrasystol., palpitat, ven. thromboembol., dyspn., hepatit., incr.alkaline phosphat/tot.bilirub., skin rash, prurit, urticar., rhabdomyolys., decr.libido, priapism, menstr.changes, discont.react., thrombocytopen., anaphylact.react., angio-/fac. oed., allerg.react., diabet.coma/ketoacidos., hypercholesterolaem., hyperglycaem., hypertriglyceridaem., pancreatit., water intoxic.

Warnings and special precautions: Effectiven. for long.than 6 wks.not est.in control.stud., period. re-assesm.to determ.need for maint.treatm., safety in pregn.& lactat. not est., discont.grad., discont.if any clinic.NMS manifestat./high fev.observ., hist. of seiz./condits.assoc.with seiz./low.seiz.thresh., consid. discont./dos.reduct.if tard.dyskines. S&S develop, tard.dyskines.risk incr.with long-term expos., S&S of hepat.impairm., pre-exist.condits. assoc. with limit.hepat.funct.reserve, concom. potent. hepatotox.meds., period.assessm.of transaminas. recomm.in hepat.dis. predispos.risk fact. in elderly with dement.relat.psychos.to incr. mortality incl. >80 yrs./sedat./concom. benzodiazepines & pulm.condits., elderly with dement. tak.stroke risk into account., monit.exist. diab. for worsen.gluc.contr., monit.pts.start. treatm. at risk of diab.for hyperglycaem.sympt., fast. bld.gluc.if hyperglycaem.develops, some requir. contin.anti-diabet.treatm.despite Zylena discont., elev.prolact.lev.persist.modestly dur. chron. admin.with incr.in mammary gland neoplasms in rodents thought to be prolactin mediat., not recomm.in Parkinson’s dis., symptomat. prostat.enlargem., narr.angle glauc., paralyt. ileus & relat.condits., rec.MI hist., unstab. heart dis., card.pts./condits.predispos.to hypotens. due to orthostat.hypotens.risk, monit.reg.for undesirab. alterat. in lipids, reg.BP monit.of pts. >65 yrs., elev.AST&/ALT lev., S&S of hepat. impairm., pre-exist.condits.assoc with limit.hepat. funct. reserve, concom.potent.hepatotox.meds., period. assessm. of transaminas.recomm.in hepat. dis., discont.treatm.if hepatit.diagn., leucopen./ neutropen., meds.induc.bone marrow depress./ toxic., bone marrow depress., hypereosnophil. condits., myeloproliferat.dis., condits.contrib.to elev. core body temp., aspirat.pneum.risk pts, supervis. pts. at risk of suicid., lact./galact.intol., improvem.in pt.condit.may take sev.days to wks., concom. meds.incr.QTc interv.esp.elderly/ congenit. long QT syndr./CHF/card.hypertrophy/ hypokalaem./ hypomagnesaem., concom.BP lower. meds. other than alpha-1 adrenerg.antagon., consid. low. start.dos.with fluvoxamine/other CYP1A2 inhib., activ.charcoal admin.2 hrs.bef./ aft.Zylena., concom.fluoxetine not recomm.

Interactions: Reduc.bioavail.with activat.charc., CNS eff.enhanc.of other CNS depress.& alcoh., may antagon.effs.of levodopa & dopamine agon., may enhanc.effs.of cert.antihypertens., QTc prolongat. risk with meds.known to cause QTc prolongat., CYP1A2 inhibit.incl.fluvoxamine decr. clear.,CYP1A2 induc.incr.clear., fluoxetine incr. conc. & decr.clear., smok./carbamazepine/ omeprazole & rifampicin.low.plasma lev.

 XE "Zyprexa" ZYPREXA, Eli Lilly [P/S]
Olanzapine.

Indications: Psychot.disords., ac.mod.to sev. mania, prev.recurr.of manic/depress.episod.of bipol.disord.
(S5) TABS, 32/2.6.5/0685, 31/2.6.5/0058, 0060.

864188-005: 2,5 mg, 28, R497,27
827509-006: 5 mg, 28, R733,25
827517-009: 10 mg, 28, R940,07
(S5) VELOTABS, 38/2.6.5/0030, 0073

707938-001: 5 mg, 28, R733,11
707939-001: 10 mg, 28, R940,08
Dosage: Admin.as once-a-day dos. Safety of dos.above 20 mg/day not eval. Velotabs are bioequiv.to coat.tabs. Place Velotabs in mouth immed.aft.open.blister where it will rapid dissolv. in saliva or dispers.in full glass of water/bever. immed.bef.admin.

Psychot.disords: Init. 5-10 mg/day with target dos.of 10 mg/day within several days. If indic.dos.adjustm.should occur at interv.of not less than 1 wk. Dos.range: 5-20 mg/day. Incr.above routine 10 mg/day advis.only aft.clinic.assessm.

Ac.man.in bipol.disord: Init.dos:10 mg once dly. Dos.adjustm.within range of 5-20 mg/day to occur at interv.of not less than 24 hrs.if indicat.

Prev.recurr.in bipol.disord: Recomm.init.dos: 10 mg/ day. For those receiv.Zyprexa treatm.for manic episod.cont.ther.at same dos. Incr.dos.to great.than recomm.start.dos.within range of 5-20 mg/day only aft.clinic.assessm.at interv.of not less than 24 hrs.

(S5) IM INJ, 35/2.6.5/0307

Indications: Agitat.&disturb.behav.in schizophren. & relat.psychos., ac.mania assoc. with bipol.I disord.when oral ther.not appropriate.

702949-001: 10 mg, sngl.vials, R214,23
Dosage: Tfd.to oral ther.as soon as clinic.indicat. IM use only.

10 mg as sngl.IM inj. May be rep.2 hrs.aft.1st dos.& again 4 hrs.aft.2nd dos.if necess. Dly.dos.exceed. 30 mg not eval.

Contraindications: Safety in pregn.& lactat.& childr. und.18 yrs.not est., known narrow-angl. glauc. risk, concom.fluoxetine/parenter. benzodiazep. not recomm.

Side effects: Asthen., bradycard.(ser./sev.with IM use with apnoea & ventric.tachydysrhythm.), neurolept.malign.syndr., orthostat.hypotens., tachycard., hypotens., GI disturbs., weight gain, hyperglycaem.incl.diabet.coma & ketoacidos., exacerbat. pre-exist.diab., hypertriglyceridaem., periph.& low. extremity oed., CNS effs.incl.seiz., incr.tard.dyskines.risk with long-term treatm., rash, photosens.react., priapism, bld.dyscras., hepatit., allerg.reacts., ven.thromboembol., rhabdomyolys., eosinophil., incr.incid.of abnorm. gait/falls/urin. incontin./pneumon./ death/CVA’s incl.stroke in elderly with dement.relat.psychos., hallucinat.& Parkinsonian symptomatology in drug induc. psychos. assoc.with Parkinsons

Special precautions: Contin.respond.pts.on low. dos.to maint.remiss., elev.prolact.lev.persist. modestly dur.chron.admin., incr.mammary gland neoplasms consid.prolact.mediat.report.in rodents on chron.antipsychot.medicat., concom.centr.act. agents & alcoh., discont.if S&S of neurolept. malign. syndr./high fev.observ., hist.of seiz./ condits. assoc.with seiz./low.seiz.thresh., hepat. impairm./concom.potent.hepatotox.meds., monit. exist.diab.for worsen.gluc.contr., monit.pts.start. treatm.at risk of diab.for hyperglycaem., fast.bld. gluc.if hyperglycaem.develops,some pts.req. continuat.of anti-diabet.treatm.despite discont.of suspect.drug, concom.meds.known to incr.QTc interv./ congenit.long QT syndr./CHF/heart hypertrophy/ hypokalaem.& hypomagnesaem., concom. BP low.meds.other than alpha-1 adrenerg. antagon., subst.induc./inhibit.CYP1A2 isoenzyme may affect olanzapine pharmacokinet., poss.reduc. dos. with concom.CYP1A2 inhibit., plasma clear.in smokers higher, card.pts.due to orthostat. hypotens. risk (esp.IM admin.), sympt.prostat. enlargem., narr.angle glauc., paralyt.ileus & relat. condits., recent MI hist./unstable card.dis., S&S of hepat. impairm., pre-exist.condits.assoc.with limit. hepat. funct. reserve, low leucocyte/neutrophil counts, meds.induc.bone marrow depress./toxic., bone marrow depress., hypereosnophil.condits., myeloproliferat. dis., condits.contrib.core body temp. elevat., pts.at risk of aspirat.pneum., monit. high risk suic.pts., reg. BP monit.of pts.>65 yrs., grad. discont., velotabs.contain phenylalanine

Drug interactions: May antagon.effs.of levodopa & dopamine agonists, may enhanc.effs.of cert. antihypertens., reduc.eff.with activat.charc., fluoxetine decr.clear., metabol.poss.induc.by carbamazepine low.plasma lev., clear.decr.by CYP1A2 inhibit.

1.5.4
Others
 XE "Aspen Trazodone" ASPEN TRAZODONE, Aspen Pharmacare
See Section 1.4.10
 XE "Clopixol" CLOPIXOL, Lundbeck [P/S]

Zuclopenthixol decanoate.
Indications: Maint.treatm.of schizophren. incl.agitat., psychomot.disturbs., hostility, suspiciousn., aggress., affect.react.

(S5) DEPOT INJ, [P/S] R/2.6.5/52. 200 mg/ml.

714852-007: 1x1 ml, R118,10
714852-023: 5x1 ml, R590,40
Dosage: Admin.deep IMI

200-400 mg at 2-4 wk.intervals. Init:100 mg, 1 wk. later (or when sympts.recur but not more than 4 wks. later) 100-200 mg. Maint: 100-600 mg every 1-4 wks, usually 200 mg every 2-4 wks.
(S5) TABS, [P/S] T/2.6.5/180, 181.

Zuclopenthixol dihydrochloride.

Indications: Behav.disturbs.in ac.& chron. schizophren., manic phase of bipol.affect.disord., ment.retardat.

796751-005: 2 mg, 100, R157,46
789798-018: 10 mg, 100, R392,27
Dosage: Indiv.dos.

Ac.schizophren.& other ac.psychos., sev.ac. states of agitat., mania: 10-50 mg/day. Mod.to sev.cases: Init. 20 mg/day incr.if necess.by 10-20 mg/day every 2-3 days to 75 mg.

Chron.schizophren.& other chron.psychos. Maint: Usually 20-40 mg/day.

Agitat.in oligophren.pts: 6-20 mg/day. If necess. incr.to 25-40 mg dly.

(S5) ACUPHASE INJ, [P/S] W/2.6.5/27.

Zuclopenthixol acet.

Indications: Init.treatm.of ac.psychos.incl.mania, exacerbat.of chron.psychos.

786934-018: 50 mg/ml, 1x1 ml amp, R142,67
Dosage: Admin. IMI.

Adults: Indiv.accord.to condit. Normal dos.range 50-150 mg, rep.if necess.with 2-3 day time interv. Few pts.may req.an addit.inj.24-48 hrs.follow.1st inj. Maint: Change to Clopixol Depot.

Contraindications: Ac.alcoh., barbit./opiate intoxicat., hepat.dis., comat.states., preg.& lactat., dementia-relat. behav.disturbs., childr.

Side effects: Thrombocytopen., neutropen., leukopen., agranulocytos., hypersens./ anaphylact. reacts., hyperprolactinaem., incr/decr.appet., incr./ decr. weight, hyperglycaem., imp.gluc.tol., hyperlipidaem., insomn., depress., anx., nervousn., abnorm. dreams, agitat., incr./decr.libido, apathy, nightmares, confus.state, somnol, akathis., hyper-/hypokines., trem., dyston., hyperton., dizzin., headache, paraesthes., attent.disturbs., amnes., abnorm. gait, tard.dyskines., hyperreflex, dyskines., parkinson., syncope, atax., speech disord., hypoton., convuls., migraine, neurolept.malign. syndr., accommodat.disord., abnorm.vision., oculogyrat., mydrias., vertigo, hyperacus., tinnit., tachycard., palpit., ECG QT prolong., hypotens., hot flush, ven.thromboembol., nasal congest., dyspn., GI disords., abnorml LFT, cholestat.hepatit., jaund., hyperhidros., prurit., rash, photosens., pigmentat. disord., seborrh.dermatit., purpura, myalg., musc. rigid., trism., torticoll., micturit.disord., urin.retent., polyur., neonat.drug withdraw.syndr., ejaculat.fail, erect.dysfunct., fem.orgasm.disord., vulvovagin. dryn., gynaecomast., galactorrh., amenorrh., priapism, asthen., fatig., malaise, pain, thirst, hypotherm., pyrex., ventric.arrhythm./-fibrillat./-tachycard., Torsade de Pointes, sudd.unexplain. death. Depot & Acuphase: Inj.site reacts.

Warnings and special precautions: Neurolept. malign.syndr., convuls.disords., advanc. hepat./ ren./ CV dis., poss.dos.adjustm.of antidiabet.ther. as insul./gluc.respon.poss modif., monit.pts on long-term ther.& eval.periodic., pts.suscept.to QT prolongat./with CV disord. hist., concom.meds. known to incr.QT interval/risk of card.dysrhythm., avoid concom.anti-psychot.meds., identify poss VTE risk factors bef./dur.treatm.& undertake preventat. meas., stroke risk factors, older pts.with dementia, withdraw.sympts.with abrupt.discont., tabs. contain hydrogen.castor oil & may cause GI disturbs., use in pregn.3rd trimest poss. result in extrapyram./ withdraw.sympts in newborn., depot inj.with other meds.known to have myelosuppress. potent. Tabs: Lact.intol

Interactions: Enhanc.respon.to alcoh., barbit.& other CNS depress., antihypertens.eff.of guanethid. block., low.eff.of levodopa & adrenerg. drugs, metoclopramide & piperazine incr.risk of extrapyramid.sympt., TCA & neurolept.mutual. inhibit. the metabol.of each other., incr.neurotox. risk with concom.use of neuroleptics & Li., decr. clear. with CYP2D6 inhibits.

 XE "Espiride" ESPIRIDE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Sulpiride.
Indications: React.depress.& depress.assoc.with psychos.of other origins, prophylax.& treatm.of depress. psychos., schizophren., ac.delir., ac. hallucinat.& confus.states, behav.disord., duod.ulc. of psychosomat.orig., vertigo, anti-emet.

(S5) CAPS, [P/S] Y/2.5/386.

819654-019: 50 mg, 100, R241,10
Dosage: Reduc.dos.grad.bef.withdr.& in elderly
Schizophren: Adults: Init. 200-400 mg 2xdly. incr.if necess.to max. 1,2 g 2xdly. Maint: 600-800 mg/day in div.dos.

Mild psychiatr.condits.& behav.disords: Adults: Init. 100-200 mg up to 300 mg dly.in div.dos., reduc./incr.as necess.for maint. Childr.6-12 yrs: 3-5 mg/kg/day in div.dos.

Gastro-enterol: Adults: 150-300 mg dly.in div.dos. Maint.& durat.as necess.

Vertigo: Adults: 150-300 mg dly.in div.dos. depend. on intens. 
Contraindications: Phaeochromocyt., bone marr. depress., hypoman., manic or pre-manic phase of manic-depress.psychos., ac.mania., concom.meds. caus. leucopen., ac. porphyr., safety in pregn.not est.

Side effects: Sedat., extrapyramid.sympt., sleep disturb., overstimulat., agitat., hyperten., fatig., impot., menstr.irreg., galactorrh., mass gain, antimuscar.eff., CNS effs., nas.congest., tachycard., ECG chang., postur.hypotens., vis. disturbs., ejaculat.inhib., allerg.reacts., deposit.of pigm. in skin & eyes with prolong.ther., corn.& lens opacit., photosens., bld.dyscras., alter.endocr.& metabol. functs., imp.body temp.regulat., may mask sympts.of GI obstruct.

Special precautions: Hypertens., CV/resp.dis., condits.where sudd.drop in BP undesir., adjust dos.if used in conjunct.with other meds.likely to cause postur.hypotens., exist.tachycard./card. insuff., liv.dysfunct., jaund.hist., Parkinson., anti-convuls. Ther., elderly, debilitat., monit.sympts.for onset of agranulocytos.& instit.WBC counts if pres., reg.ophthalm.examin.in prolong.ther., cont. lact.& sorbit.& sweetn.
Drug interactions: Anti-Parkinson.acts.of levodopa dimin., bioavail.reduc.by sucralfate/ antacids contain.Al & Mg hydroxid., enhanc. anticholinerg.propert.of atrop.& TCA’s, antihypertens. act.of adrenerg.neur.block.meds. reduc., enhanc.activ.of CNS depress., may low. convuls. thresh.

 XE "Etomine" ETOMINE, Pharmaco [P/S]

Clothiapine
Indications: Ac.schizophren.psychos., depress. excitat.& neurot.sympt.

(S5) TABS, [P/S] A/2.6/730.

724777-008: 40 mg, 100, R1 621,69
Dosage: Init: 120-160 mg (3-4 tabs.) dly.in 2-3 div. dos. Follow-up & maint: reduc.dly.dos.grad.to 40 mg or more rarely 80 mg.
(S5) INJ, [P/S] A/2.6/729. 40 mg/4 ml.

724785-019: 10x4 ml, R1 060,95
Dosage: Init: 120-160 mg (3-4 amps.) dly.IM/IV in 2-3 div.dos. In sev.excitat.high.dos.may be admin. on 1st day. Max.dly dos: 360 mg in div.dos.in ac. excitat.
Contraindications: Comatose states, sev.CNS depress., large dos.& abrupt dos.chang.in pts. suscept. to convuls., ac.alcoh.intox., safety in pregn. & lactat.not est., no clinic.exper.in pts.und. 16 yrs.

Side effects: Labile BP & body temp., dry mouth, vis.disturb., orthostat.hypotens., extrapyramid. sympt., sedat, agitat., confus., hyperkines., EEG chang., oed., rash, hyperpyrex., sweat., GI disturbs., thrombocytopen.

Special precautions: Avoid inter-arter.inj., low. init.dos.for underweight pts., kidn.dis., CV dysfunct., cerebr.vasc.insuff.& cerebr.scleros. incr. grad, monit.circulat.in elderly, thrombos., prostat. enlargem., glauc., paralyt.ileus, epilep.& postencephalit. states, convuls.suscept.

Drug interactions: Potents.centr.eff.of sedat., analgesic., hypnot., antihistamin., narcot.& MAOI, act.of antihypertens.enhanc., Li toxic.enhanc.

 XE "Fluanxol" FLUANXOL, Lundbeck [P/S] 
Flupenthixol dihydrochlor.
Indications: Mild to mod.depress.with/out anx.

(S5) TABS. B/2.6.5/1372,1380.

726656-003: 0,5 mg, 30, R262,36
726664-006: 1 mg, 30, R369,74
Dosage: Adults: Init. 1 mg as sngl.morn.dos., may be incr.to 2 mg aft.1 wk.if respons.inadeq. Dly. dos. of more than 2 mg should be in div.dos.to max. of 3 mg with last dos.to be giv.no later than 16h00. If no eff.observ.at max.dos.within 1 wk. withdr. medicat.

Elderly: Init. 0.5 mg as sngl.morn.dos., may be incr. to 1 mg aft.1 wk.if respons.inadeq. Exerc.caut. in furth.incr.dos.but ocass.pts. may req.dos.up to max.2 mg/day giv.in div.dos.in morn.& no later than 16h00
Contraindications: Sev.depress.requir.ECT &/hospitalisat., excitem./overactiv.incl.mania, pre-exist.CNS depress., coma, bone marrow suppress. or phaechromocyt., circulat.collapse., depress.lev. of conciousn.due to any cause incl.sev.alcoh., barbit. & opiate intoxicat., safety in pregn.& lactat. not est., not recomm.for childr.

Side effects: Tachycard., palpitats., bld.dyscras., somnolen., akathis., hypo-/hyperkines., trem., dyston., dizzin., headache, tard.dyskines., dyskines., Parkinson., speech disord., convuls., neurolept. malign.syndr., accommodat.disord., abnorm.vis., oculogyrat., dyspn., GI disords., micturit. disord., neonat.withdraw.syndr., urin. retent., hyperhidros., prurit., rash, photosens.react., dermatit., myalg., musc. rigid., hyperprolactinaem., incr./decr. appetite, incr. weight, hyperglycaem., abnorm.glucose toler., hypotens., hot flush., venous thromboembol., asthen., fatig., hypersens., anaphylact. react., abnormal LFT, jaund., ejaculat.fail., erect. dysfunct., gynaecomast., galactorrh., amenorrh., insomn., depress., nervousn., agitat., decr.libido, confusion.state, suicid.ideat./ behav., QT prolongat., ventricul.fibrillat./tachycard., Torsade de Pointes, sudden unexplain.death, withdr. sympts. with abrupt discont

Warnings and special precautions: Neurolept. malign.syndr.may occ., incr.mortal.observ.more oft. in pts.with pre-exist.organ.brain syndr./ment. retardat./opiate & alcoh.abuse, indiv.sucept.to QT prolongat. & pts.with hist.of CV disords./signif. bradycard./ recent MI//uncompens.HF/card. dysrhythm., concomit.antipsychot.meds., depress. with incr.risk of suicide/suicidal thoughts/self harm, venous thromboembol.may occ. & risk facts. to be identif.bef.& dur.treatm., elderly & debilit., Parkinson's, sev.arterioscleros., senile confus., sev. hepat./ren./CV/cerebrovasc./resp.dis., narrow. angle glauc., diab.mellit., hypothyroid., myasthen. grav., prostat. hypertrophy, epilep., phaeochromocyt., thioxanth./other antipsychot. hypersens., eff.on the vomit.centr.may mask sympts.of OD of other agents/disords.such as GI obstruct., reg.eye examin.advis., avoid.undue sun expos., monit.haematolog.paramet.periodic., caut. in pts. with organ.brain syndr./convuls./adv.hepat. dis., insul.& gluc.respon.poss.modif. call.for adj.of antidiabet.ther.in diabet.pts., concom.meds known to cause electrol. disturbs, concom.meds incr. flupentixol.plasma conc.

Drug interactions: May.potent.sedat.eff.of alchol., may potent.eff. of barbits./CNS depress., may incr./reduc.eff.of antihypertens.meds., incrrisk of neurotoxic.with comncom.Li., concom.TAD’s may mutually inhib.metab.of both meds., eff.of levodopa/ adrenerg.meds reduc, may potent. adverse eff.of antimuscarin., metoclopram. piperazine incr.risk of extrapyramid.disord., incr. QT interv.relat.to antipsych.treatm.poss. exacerbat. by concom. meds.known to signif.incr.QT interv. incl. quinidine/amiodarone/sotalol/dofetilide/ thioridazine/ erythromycin/astemizole/ gatifloxacin/ moxifloxacin/cisapride/Li
 XE "Fluanxol Depot" FLUANXOL DEPOT, Lundbeck [P/S]

Flupentixol decanoate.
Indications: Schizophren.

(S5) INJ. G/2.6.5/138

726672-004: 20 mg/ml, 1 x 1 ml, R93,93
726672-025: 20 mg/ml, 5 x 1 ml, R469,68
Dosage: Deep IMI 20-60 mg every 2-4  wks. depend.on respons.
Contraindications: Extrem.excitab.& overactiv. pts., circulatory collapse, depress.consciousn., coma, pregn.& lactat., phaeochromocyt., bone marr. suppress.

Side effects: Extrapyramid.reacts., tard. dyskines., tachycard., palpitat., bld.dyscras., somnol., akathis., hyper-/hypokines., trem., dyston., dizzin., headache, tard.dyskines., dyskines., Parkinson., speech disord., convuls., NMS, accommodat. disord., abnorm.vis., oculogyrat., dyspn., GI disturbs., micturit.disord., urin. retent., neonat. withdr.syndr., hyperhidros., prurit., skin rash, photosens., dermatit., myalg., musc. rigid., hyperprolactinaem., incr.appet.& weight, decr. appetit., hyperglycaem., abnorm. gluc. tol., hypotens., hot flushes, ven. thromboembol., asthen., fatig., inj.site reacts., abnorm. LFT, jaund., ejaculat.fail., erect. dysfunct., gynaecomast., galactorrh., amenorrh., insomn., depress., nervousn., agitat., decr.libido, confus. state, QT prolongat., ventric.dysrhythm./-fibrillat./ -tachycard., Torsade de Pointes, sudd.unexplain. death, withdr.sympts.with sudd.discont.
Warnings and special precautions: Poss. developm. of neurolept.malign.syndr., incr. mortality with pre-exist.organ.brain,syndr./ment. retardat.& opiate and alcoh.abuse, eval longterm ther.to determ.maint.dos., indiv.suscept.to QT prolongat. & hist.of CV disords.eg.QT prolong./ signif. bradycard./rec.ac.MI/uncompensat.HF & card. dysrhythm.,avoid other concom.antipsychot. treatm., eval.VTE risk fact.& take prevent.meas., incr. CVA risk & incr.mortal.seen in dement. particip.in clinic.trials.with some antipsychot., stroke risk fact., do not use for dement.-relat. behav. disturbs., liv.& card.dis., dysrhythm., sev. resp.dis., ren.fail., epilep., Parkins.dis., narr. angle glauc., prostat.hypertrophy, hypo-/hyperthyroid., myasth.grav., thioxanthenes./ other antipsychot.hypersens., convuls., advanc. hepat.dis., modif.insul.& gluc.respons., reg.eye examinat., avoid sunlight expos., monit. haematolog. paramet.

Drug interactions: Sedat.effs.of alcoh.& CNS depress. enhanc., antihypertens.effs.eith.incr./ reduc., incr.neurotox.risk with concom.Li, TCA & fluanxol depot inhib.metab.of one another, levodopa & adrenerg.effs.reduc., incr. extrapyramid. disord.with metoclopram.& piperazine, antipsychot.relat.QT interv.incr. exacerbat. by agents known to incr.QT interv., meds. known to cause electrol.disturbs./plasma conc. incr.flupentixol plasma conc.
 XE "Sulpiride 50 Oethmaan" SULPIRIDE 50 OETHMAAN, (Equity)
Oethmaan Biosims [P/S]

Sulpiride.

Indications: React.depress.& depress.assoc.with psychos.of other origins, prophylax.& treatm.of depress. psychos., schizophren., ac.delir., ac. hallucinat. & confus.states, behav.disord., duod. ulc. ther.adjunct, vertigo.

(S5) CAPS, U/2.6.5/32

820199-028: 50 mg, 100, R197,70
Dosage: Elderly: Admin.in reduc.dos.

Psychiatry:

Mild psych.condits.of short.durat.& behav. disords: Adults: Init. 100-150 mg dly. up to 300 mg dly. in div.dos. Maint: Reduc./incr.as necess. Treatm.durat: as necess. Withdr.grad. Sev.psych.disords:1200-1600 mg/day in div.dos. Psychiatry: Childr: 3-5 mg/kg bm.

Gastro-enterol: Adults: 150-300 mg dly.in div. dos.
Vertigo: Adults: 150-300 mg dly.x15-20 days.

Contraindications: Not recomm.in hypoman., manic or pre-manic phase of manic-depress. psychos., ac.mania., pre-exist.CNS depress./coma, phaeochromocyt., bone marr.depress., caut.in hypertens., not safe in ac.porphyr., safety in pregn. & lactat. not est.

Side effects: Freq: Akathis., ac.dyston., parkinson.-like syndr., tard.dyskines., dry mouth, nas. congest., constip., eye pigm.deposit.dur.longt. ther., blurr.vis., corn.opacit., postur.hypotens., hypertens. Less freq: CNS eff., cataton.-like state, EEG chang., convuls., temp.regul.dysfunct., mios., extrapyramid.sympt., NMS, perior.trem., micturit. diffic., photosens., mydrias., card.disords., SLE, skin pigment deposit.dur.prolong.ther., jaund., weight gain, reproduct.syst.disords.incl.priapism, bld. dyscras., potent.fatal agranulocytos. Unknown freq: Hyperglycaem., alt.gluc.tol., hypersens. reacts.incl.urticar./exfoll.dermatit./ erythema multiforme/cont.sens.

Warnings and special precautions: Psychot. suicid./tard.dyskines.risk, liv./ren./CV/ cerebrovasc./ resp.impairm., clos.-angl.glauc., parkinson., diab.mellit., epilep., hypothyroid., myasth. grav., prostat.hypertrophy, avoid in untreat. epilep., elderly esp.with dement., debilit., eff.on vomit.centre poss.mask sympt.of other agents overdos./GI obstruct.disords., avoid. admin. dur.extreme temps., reg.eye exam.dur.longt.ther., direct sunl.expos., reg.haematolog.paramet.monit., abrupt withdr., lact.intol.

Interactions: Enhanc.CNS depress.eff.with other CNS depress.incl.alcoh./anaesthet., dos.adjustm. with other agents produc.postur.hypotens., antihypertens. eff.of guanethidine & other adrenerg. neur.block.poss.reduc., adverse eff.of other antimuscarin.meds.poss.potent.incl.TCA’s/ antimuscar.anti-parkinson.agents, poss.incr. extrapyramid. eff.with metoclopramide, incr. ventric. arrhythm.risk with halofantrine/anti-arrhythm./antihist./antimalar.agents/cisapride.
1.6
Anti-epileptics
CONVULEX (MDR Listing)

FYCOMPA (MDR Listing)

KEPPRA ORAL SOLUTION (MDR Listing)

LAMICTIN (MDR Listing)

PREGABALIN IVAX (MDR Listing)

 XE "Biotech Gabapentin" BIOTECH GABAPENTIN, Biotech [P/S]
Gabapentin.

Indications: Adjunct.to other std.anticonvuls. meds. where adeq.seiz.contr.has not been achiev. with agents use.alone/in combinat., simple & complex part.seiz. with/without second.gen.tonic-clonic seiz.

(S3) CAPS, 43/2.5/0332, 0329, 0333

721740-001: 100 mg, 100, R179,67
721741-001: 300 mg, 100, R445,40
721742-001: 400 mg, 100, R445,40
Dosage: May be used as adjunct with phenobarb./ phenytoin/valproic acid/ carbamazepine. Adults & childr.over 12 yrs: Init. 300 mg 3xdly. incr.grad.accord.to respons. Usual. effect. dos: 900-1 800 mg/day in 3 div.dos.with not more than than 12 hrs.betw.dos. Dos.up to 3 600 mg/ day in 3 div.dos.for short per.have been toler.

Contraindications: Safety & effic.in childr.und. 12 yrs. not est., safety in pregn. & lactat./porphyr. not est., lact.intol.

Side effects: CNS eff.incl.atax., vertigo, paraesthes., nystagm., vis./dent.abnormalit.incl. diplop., conjunctivit., psych./urin.disords., dizzin., drowsin., fatig., trem., mouth/throat dryn., dysarthr., headache, trouble think., vir.infect., leucopen., myalg., asthen., fract., periph.oed., GI disturbs., hypotens., vasodilat., chest pain, palpitat., rhinit., pharyngit., cough., RTI, tinnit., otit. med., weight gain, skin reacts.incl.erythema multiforme/Stev.Johns. syndr., impot., pancreatit.

Special precautions: Monit.for emerg./worsen. of depress./suic.ideat.or mood/behav.chang., admin. at least 2 hrs.aft.antacid, withdr./addit.of anoth. agent to be grad., diab.mellit., psychot.illn. hist., ren. impairm., poss.status epilept.with abrupt withdr., discont.grad., elderly.

Drug interactions: CNS depress.effs.incr.by CNS depress. & alcoh., Mg & Al contain.antacids reduc. bioavail.
 XE "Cerepiv IV" CEREPIV IV 400, Sandoz [P/S]

Sodium valproate

Indications: When oral ther.tempor.not poss.in generalis.epilepsy treatm.with absenc./ myoclon./tonic-clon./ aton.or mix. patterns, partial epilepsy.(simple/complex seiz., second.generalis.seiz., specif.syndr.(West/Lennon Gastaut))

(S3) INJ, 50/2.5/1048

3005608-001: 400 mg/4ml; 1x4ml; R187,50
Dosage: Pts.need to be switch.to oral ther.as soon clinic.poss. Admin.by direct slow IV inj./ inf.using separ.IV line in NaCl/ dextr.5%/ dextr.NaCl. Optim.dos.mainly determ.by seiz.control.

Adults & adolesc: Oral ther.replacem: Cont.with curr.dly.dos.via contin./ repeat.infus.at same freq.as oral dos.

Init.expos: 400-800 mg depend.on bm (up to 10 mg/kg) by slow IV inj.over 3-5 mins.usual. follow.by contin./ repeat.infus. up to max. of 2 500 mg/ day or one other anti-epilept.agent may be add.at a low dos.

Combinat.ther: May be necess.to incr.dos.by 5-10 mg/ kg/ day when Na valproate used with other anticonvuls.which induc.liv.enzym. Dos.may be reduc.when other agent withdr. Same pattern to be follow.in pts.already receiv.other ther. If incr.sedat.observ., barbits.dos. to be reduc.as that of Cerepiv incr. Dos.of both Cerepiv & other agents to be adjust.dur.stabilisat.per.giv.optim.contr.at low.poss.combin.dos.lev.& poss.maint. optim.contr. with Cerepiv alone.

Childr.dos. Usual range: 20-30  mg/ kg/ day admin.as above. Monit.clinic.chem.& haematolog.paramet.with dos.above 40 mg/ kg/ day. Elderly & ren.insuffic: Dos.may need to be reduc.

Contraindications: Pregn.& lactat., act.liv.dis. incl.ac. & chron.hepatit./ hepat.dysfunct.hist.esp.if drug relat./ porphyr./ urea cycle disord./ mitochonr.disord.

Side effects: Frequent: Hypersens., liv.injur., sev.liv.damage incl.hepat.fail., incr.liv.enzymes, naus., gastralg., diarrh., vomit., gingiv.disord., stomatit., upper abdomin.pain, tremor, extrapyramid. disord., stupor, somnol., convuls., memory impairm., headache, nystagm., dizzin., confus., aggress., agitat., attent.disturb., hyponatraem., anaem., thrombocytopen., nail-/ nail bed disord., trans.-/ dos. relat.alopec., dysmenorrh., haemorrh., deafn., incr.weight. Less freq: Angioed., pancreatit., coma, encephalopath., lethargy, revers. Parkinsonism, atax., paresthes., diplop., revers.dement., cognit.disord., neurodevelopment.probl.incl.late walk.& talk./ poor lang.skills/ memory probl./ low.intellect.abilit./ autist.syndr./ ADHD in child.expos.in utero, abnorm.behav., psychomot. hyperactiv., learn.disord., hyperammonaem., SIADH, hyperandrogen., hypothyroid., teratogen., pancytopen., leucopen., rash, hirsut., acne, exanthemat.rash, tox.epiderm.necrolys., Stevens-Johnson syndr., eryth.multif., DRESS syndr., amenorrh., irregul.periods, male infertil., polycyst.ovaries, gynaecomast., impair.ovar.funct./ fertil.in femal., vasculit., hear.loss, ren.fail., enures., Fanconi syndr., periph.oed., hypotherm., SLE, rhabdomyolys., decr.bone miner.dens., osteopen., osteoporos., fracts., pleur.effus., decr.coagulat.facts., abnorm.coagulat.tests, myelodysplast.syndr.

Special warnings and precautions: Porphyrinogen.in animals, discont.ther.if pt. devel.pancreatit.& monit.risk fact.of sev.seiz./ neurolog.impairm./ anticonvuls.ther., SLE, ren.impairm., monit.bleed.time & bld.counts esp.bef.surg., hypoalbuminaem., liv.dysfunct., childr.<3 yrs.receiv.concom. anticonvuls.at high.risk of liv.dysfunct., concom.salicylat.use in childr.<3 yrs. due to liv.toxic.risk, dr.to be alert.to any signs of hepatotoxic., LFT bef.init.ther.& periodic.dur.1st 6 mnths esp.in at risk pts., avoid concom.salicylates, metab. test.bef.treatm.init.in susp.urea cycle enzyme defic., poss.incr.in convuls. dur.ther.& decr.on ther.withdr./ dos. reduct.oft.dur.combin.ther./ aft.sudd. valproate dos.incr., eval.effs.bef. driv./ perf.complicat.tasks, INR monit.with Vit.K depend.fact.anticoags., monit.phenytoin plasma lev.with free form eval., monit. concom.carbamazepine toxic.esp.init., poss.ser.tox.dermatolog. reacts.with lamotrigine, clinic.monit. first 15 days of combin.phenobarb.ther.with immed. reduct.of phenobarb.dos.if sedat.occurs & determ.plasma lev., do not discont.anti-epilept.ther.sudd.in event of pregn.as breakthrough seiz. with ser.effs.poss., incr.foet.malformat./ develop.delay in childr.born to epilept. mothers, teratogen.effs.report.in animals, haemorrh.syndr.incl.poss.fatal afibrinogenaem.report.in neonat.whose mothers used Na valproate dur.pregn. theref.platel. count/ fibrinog.plasma lev./ coagulat.tests & fact.monit.in neonat., excret.in breast milk, do not admin. through same IV line as other IV addit., monit.platel.funct.bef.maj.surg.

Interactions: Potens.eff.of psychotropics eg. antipsychotics/ MOAI/ antidepress./ benzo’s, concom.olanzapine/Li.may incr.side-eff., phenobarb.plasma conc.incr., primidone plasma lev.incr., decr.phenytoin total plasma conc., incr.phenytoin free form, poss.potent.tox. eff.of carbamazepine, carbamazepine & phenytoin decr.ser.lev., lamotrigine metab.inhibit., poss.decr.felbamate clear., poss.incr.rufinamide plasma lvl.caut.part.in childr., incr.propofol bld.lvl., low.seiz.thresh.with mefloquine/ chloroq., rais.zidovudine plasma conc., monitor prothrombin time as anticoagul.eff of warfarin poss.incr., valproic acid plasma lvl.incr.with concom. highly prot.bound agents e.g.aspirin/ cimetid./ erythromyc. poss.incr.ser.lev., decr.bld.lev.somet.assoc.with convuls. with carbapenem antibiot., cholestyramine/ rifampicin decr.plama lvl., newer anti-epileptics, concom. topiramate/ acetazolamide part.at-irsk of encephalopathy, concom.quetiapine incr.neutropenia/ leucopenia risk. 
 XE "Degranol" DEGRANOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Carbamazepine.

Indications: Psychomot./temp.lobe/grand mal/ mix.forms/foc.seiz.epileps., idiopath.trigem. neuralg.,  ac. mania & maint.treatm.of bipol.affect.disords. to prev./atten.recurr., idiopath. glossopharyng. neuralg.

(S3) TABS. G/2.5/220.

712493-018: 200 mg, 100, R314,96
Dosage: Epilepsy: Adults: Init.½-1 tabs once or 2xdly follow. by slow incr.until best respons.obtain. usual.2 tabs 2 or 3 xdly. 8 tabs.may be giv.in 3 -4 div. dos.if necess. 

Childr: Admin.in sev.fraction.dos.Usual.10 -20 mg/ kg/ day. 5-10 yrs: 2-3 tabs dly. 10-15 yrs: 3-5 tabs dly.

Trigem.neuralg: Init. 1 tab 2xdly incr.grad.till desir. respon., usually 1 tab 3-4xdly.

Contraindications: Pregn.& lactat., hypersens.to tricycl.antidepress.,  liv.dis., heartblock, porphyr., MAOI's., hist.of bone marr.depress.

Side effects: Freq: Leucopen., eosinophil., thrombocytopen., oed., fluid retent., weight incr, hyponatraem., clumsin./atax., confus., dizzin., nystagm., somnol., headache, naus., vomit., dry mouth, incr. gamma-GT, incr.bld ALP, allerg. dermatit., urticar. Less freq: Ac.intermitt.porphyr., agranulocytos., aplast.anaem., haemolyt.anaem., variegate porphyr., folic acid defic., leukocytos., pancytopen., reticulocytos., lymphadenopathy, splenomeg., delay.multiorgan hypersens., asept. meningit., anaphylact. react., angioed., abnorm. thyr.funct.tests, bone metabol.disords., galactorrh., gynaecomast., hallucinat., depress., anorex., restlessn., aggress., agitat., activat. of psychos., paraesthes., dyston., dyskines., encephalopathy, neurotox., malaise, myoclon., trembl., glauc., conjunctivit., tinnit., hypercus., change in pitch percept., AV block, card.dysrhythm., bradycard., CHF, eosinophil.myocardit., hypersens., syncope, left ventric.fail., thromboembol., thrombophlebit., hypertens., hypotens., pneumonit., pneumon., dyspn., pancreatit., abdom.pain, diarrh., constipat., glossit., stomatit., loss of appet.,hepato-bil. disords., incr.transaminas., hepatit., cholestat. jaund., granulomat. hepatit., Stev.-Johns.syndr., tox.epiderm.necrolys., generalis. erythemat.rash, photosens.react., alopec., exfoliat.dermatit., eryth. multiform., SLE, alter.skin pigmentat., prurit., acne, hyperhydros., arthralg., musc.pain/sp., ren. fail., interstit. nephrit., ren.impairm., ac.oligur.with proteinur., urin.freq.& retent., sex.dysfunct./impot., spermatogenes. Freq.unknown: Drowsin., vis. accomodat.disords., diplop.
Warnings and special precautions: Not effect. in petit mal./myoclon. seiz., elderly, observe ser.folic acid lev., freq.bld.counts & LFT bef.start./ dur.treatm., withdr.in pres.of allerg.reacts./decr. platel. counts/liv.funct.deterior., CV dis., ren./liv. disords., glauc., tol., eff.transf.to other anti-epilept. und.cover of diazepam/barbits., pass.into breast milk, outweigh benef.-risk if a woman becom. pregn. dur.ther. esp. dur.first trimest., oral anticoag.ther., pts.test.posit.for allelic variant HLA-B*1502, suicid.behav. & ideat., withdraw with signs/sympts. of hypersens.reacts., discont.if seiz.exacerbat., withdraw.grad., concom. alcoh.

Interactions: Incr.plasma conc.with inhibits.of CYP3A4, incr.metabol.with CYP3A4 induc., reduc. plasma conc of meds.metabolis.by CYP3A4., phenytoin plasma lev. may both incr./decr. Agents poss.incr plasma lev: Analges./NSAIDs/ danazol/ erythromyc./clarithromyc/fluoxet./ fluvoxam/vigabatrin/itraconazole/ketoconazole/ fluconazole/ voriconazole/loratadine/olanzapine, quetiapine/ isoniazid/acetazolamide/diltiazem/ verapamil/ cimetidine/omeprazole/oxybutynin/ dantrolene/ nicotinamide (high dos.)/quetiapine/ primidone/ valproic/progabide. Agents poss. decr. plasma lev: Oxcarbazepine/ phenobarbitone/ phenytoin/primidone/ clonazepam/ valproic acid/cisplatin/doxorubicin/ rifampicin/ theophylline/aminophylline/ isotretinoin/ St John's wort. Plasma lev.of follow. agents decr: Methadone/paracet./ phenazone/ doxycycline./oral anticoags./ bupropion/ citalopram/trazodone/imipramine/ amitriptyline/ nortriptyline/clomipramine/ clobazam/ clonazepam/ethosuximide/lamotrigine/ primidone/ topiramate/valproic acid./imatinib/ clozapine/ haloperidol/bromperidol/quetiapine/ alprazolam/ theophylline/hormon.contracept. (consid.altern. contracept. meth.)/Ca chann.blocks. /digox./ prednisol./dexamethas./ciclospor./ everolimus/ folic acid., incr.risk of isoniazid-induc. hepatotoxic., incr.neurologic.advers.reacts.with Li/ metoclopramide/ haloperidol/thioridazine, symptomat. hyponatraem.with hydrochlorothiazide/ furosemide, eff. of non-depolaris. musc. relax.poss.antagon., reduc.alcohol tol.
 XE "Dyna Lamotrigine" DYNA-LAMOTRIGINE, Pharma Dynamics [P/S]
Lamotrigine
Indications: Adults & childr.over 12 yrs: Monother./ add-on treatm.of part .epilepsy with/ without second.general.ton.-clon.seiz., & in prim. gen. ton.-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen.ton.-clon. seiz. not satisfact.control.with other anti-epilept. meds., add-on treatm.for seiz.assoc.with Lennox-Gastaut Syndr.
(S3) TABS, A40/2.5/0173, 0169, 0166, 0167

710387-001: 25 mg, 60, R105,54
710388-001: 50 mg, 60, R152,40

710389-001: 100 mg, 60, R252,00
710390-001: 200 mg, 60, R405,60
Dosage: Do not exceed max.recomm.dos.esp.in combinat.with valproate. If calcul.dos.,esp.in childr. does not equate to whole tab.admin.dos.as equal to low.no.of whole tabs. Use dos.escalat. recomm. for concom.valproate in pts.taking antiepilept. drugs where pharmacokinet.interacts. current. unknown.

Monother: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.may be incr.by max.50-100 mg every 1-2 wks.until optim.respons.achiev. Usual maint.dose: 100-200 mg/day admin.once dly or in 2 div.dos., 500 mg/day may be req.by some pts.

Add-on ther: Adults & childr.over 12 yrs. With enzyme induc anticonvuls.only: Init: 50 mg once dly x 2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft. dos.may be incr.by max. 100 mg every 1-2 wks. until optim.respons.achiev. Usual.maint. dos: 200-400 mg/day in 2 div.dos.

With enzyme induc anticonvuls.& valproic acid: Init: 25 mg every altern.day x2 wks., follow by 25 mg once dly.x2 wks.thereaft.dly.dos.may be incr. by max. 25-50 mg/day every 1-2 wks.until optim. respons.achiev. Usual maint.dos.to achieve optim. respons: 100-200 mg/ day giv.once a day/in 2 div. dos.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: Init. 0,6 mg/kg bm/day in 2 div. dos.x2 wks., follow.by 1,2 mg/kg/day x2 wks. Thereaft.the dos.should be incr. by a max.1,2 mg/kg every 1-2 wks.until optim. respons. achiev. Usual maint.dos.to achieve optim. respons: 5-15 mg/kg/day in 2 div.dos. Max.dly. dos. of 400 mg not to be exceed.

Childr.tak.sod.valproate: Init: 0,15 mg/kg bm/day once dly x 2wks.follow.by 0,3 mg/kg/day giv.once a day x2 wks. Thereaft.incr.dos by max. 0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max. dly.dos.of 200 mg not to be exceed. If calcul. dly. dos. is 1-2 mg, 2 mg may be taken on altern. days for the first 2 wks. Do not admin.if calc.dos.is less than 1 mg. Pts.aged 2-6 yrs.may require maint. dos. at high.end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Contraindications: Safety in pregn.& lactat.not est., ren./hepat.funct.impairm., pts.over 65 yrs., 

Side effects: Freq: Headache, tiredn., dizzin., drowsin., coordinat.abnormalit., atax., vis. abnormal. incl.blurr.vis.& diplop., N&V. Less freq: Bld. dyscras.incl.anaem./eosinophil./leucopoen./ thrombocytopen., hemophagocyt. lymphohistiocytos., hypersens.syndr., anx, confus., depress., irrit., incr.seiz., nystagmus & insomn., trem., amnes., slurr.speech., angioed., constip., diarrh., dyspeps., asthen., pain. Freq.unknown: Agranulocytos., disseminat.intravascul.coagulat., neutropen., red cell aplas., apnoea, oesophagit., multi-organ fail., dry mouth.

Warnings and special precautions: Monother. in childr.und.12 yrs.not recomm., insuffic.info.in childr. und.2 yrs., advis.pts.to seek med.attent.if exper. sympts.of hemophagocytic lymphohistiocytosis (HLH), cases of sev.convuls. seiz. incl.stat.epilept.may lead to rhabdomyolys/ multiorg. dysfunct.& disseminat.intravasc. coagulat., close monit.of hepat./ren.& clott. paramet., consid.withdr.if unexplain.rash/fev./flu-like sympts./drowsin.or worsen.of seiz.contr. occur, abrupt.withdr.may provoke rebound seiz., grad. withdr., monit.childr.weight to maint.ther. dos., to minim.risk of skin rash recomm.dos escalat. not to be exceed., consid.poss.of adv. react. in childr.develop.sympts.of rash & fev.dur. first 8 wks of ther., eval.all pts.prompt.if rash./ early manifestat.of hypersens.occur, grad.transient incr. in lamotrigine lev.& incr.adv.effs.poss.dur. inact. wk.in pts taking OCs that incl.1 wk.of inact. med, investig.any change in menstr.bleed.pattern., poss. suicide risk with bipolar disord.& close supervis. of high-risk pts.adivis., adhere to recomm. dos.esp.if valproate used concom., heredit. condits.of galact.intol./Lapp lactase defic./gluc.-galact.malabsorpt.
Interactions: Enzyme induc.agents enhanc. metabol. lead.to incr.clear.& subseq.reduc.elimin. half-life, hormon.contracept.contain. ethinyloestrad. & levonorgestr.incr.clear., effic.of hormon. contracept.poss.decr., concom.valproic acid incr.half-life & plasma conc., plasma conc.of valproic acid decr., as an inhibit.of dihydrofol. reduct. base exerc.caut.with other folate antagon.

 XE "Dyna Levetiracetam" DYNA LEVETIRACETAM, Pharma Dynamics [P/S]

Levetiracetam

Indications: Adjunct.ther.in partial onset seiz. with/without second.generalisat.in adults & childr. over 16 yrs.with epilep.

(S3) TABS, 44/2.5/0368, 0369, 0370

718486-001: 250 mg, 60, R119,40
718485-001: 500 mg, 60, R238,80
718484-001: 750 mg, 60, R358,20
Dosage: Admin.dly.dos.in 2 equal div.dos.

Monother: Adults & adolesc.old.than 16 yrs: Therapeut.dos.of 500 mg 2xdly start.on 1st day of treatm. Dly.dos.may be incr.up to 1 500 mg 2xdly. depend.upon clinic.respons.& tol. Dos.changes can be made in 500 mg 2xdly increm./decrem.every 2-4 wks. Max.dly dos: 3000 mg.

Contraindications: Pyrrolidone derivat. hypersens., pregn., lactat., insuffic data in childr. und.16 yrs.

Side effects: Infect., bld.dyscras., pancreatit., anorex., psych.disords.incl.depersonalisat./ depress/hostility & psychot.disords., dizzin., headache, somnol., paraesthes., nervousn., trem., diplop., vertigo, GI disturbs., pharyngit., rhinit., sinusit., cough., skin rash, alopec., atax., asthen., accid.injury,

Special precautions: Grad.withdr./tfd.to other anti-epilept.ther., ren.impairm.esp.elderly, monit. ren. funct.in sev.imp.hepat.funct.,

 XE "Epanutin" EPANUTIN, (Viatris Healthcare) Upjohn [P/S]

Phenytoin Na

Indications: Gen.tonic-clonic (grand mal) & complex part. (psychomot., tempor.lobe) seiz.

(S3) CAPS, [P/S] B554.

723525-005: 100 mg, 100, R318,67

Dosage: Individ. Optim.contr.often achiev.with ser. lev. betw. 10-20 mcg/ml although mild tonic-clonic epilep.posib.contr.at low ser.lev., 7-10 day period recomm.to achiev.steady state & dos.chang. should not be carr.out at shorter interv. Adults: Init.100 mg 3xdly then indiv.with satisfact. maint. dos.betw. 300-400 mg dly.taken in 3-4 equal. div.dos., Max. 600 mg dly. Non emerg.oral load.dos.(reserv.for clinic/hosp.setting where ser. lev. monit.poss.): 1 g div.in 3 equal dos.of 400 mg, 300 mg & 300 mg admin.at 2 hr.interv. Norm. maint. dos.comm.24 hrs.later. Dly dos.of 300 mg may be consid.if control est.with div.dos.

Paed.dos: Init. 5 mg/kg/day in 2-3 div.dos.with subseq.dos.individ.to max.of 300 mg dly. Recomm. maint.dos.range 4-8 mg/kg/day. Childr.over 6 yrs. may req.min.adult dos.300 mg/day. If dly.dos. cannot be div.equal.admin.larger dos.at bedt.

(S3) FORTE SUSP, [P/S] B555. 125 mg/5 ml.

Phenytoin (free acid form)

723533-016: 237 ml, R353,50

Dosage: Individ. Optim.contr.often achiev.with ser. lev. betw. 10-20 mcg/ml. 7-10 day period recomm.to achiev. steady state. & dos.chang. should not be carr.out at shorter interv. Adults: Init. 125 mg 3xdly then indiv. Non-emerg.oral load. dos.(reserv.for clinic/hosp.setting where ser.lev. monit.poss.): 1 g in 3 div.dos.(400 mg-300 mg-300 mg) admin.at 2 hr.interv. Instit.norm.maint.dos.24 hrs. aft.load.dos. Dly dos.of 300 mg may be consid. if control est.with div.dos

Paed.dos: Init. 5 mg/kg/day in 2-3 div.dos.with subseq.dos.individ.to max.of 300 mg dly. Recomm. dly.maint.dos. 4-8 mg/kg. Childr.over 6 yrs.may req. min.adult dos.300 mg/day.

(S3) INJ, [P/S] B1624. 50 mg/ml.

Phenytoin Na

Indications: Stat.epilept.of grand mal type., prevent. & treatm.of seiz.dur./aft.neurosurg., cert. arrhythm.esp.digital.induc.

723576-011: 5 ml, 10, R2 502,04
Dosage: Individ. Optim.contr.often achiev.with ser. lev. betw. 10-20 mcg/ml. Infus.rate not to exceed 50 mg/min. in adults & 1-3 mg/kg/min in neonates.

Status epilept.& neurosurg.(for prophylax.& seiz.treatm.). Adults: Load.dos: 10-15 mg/kg bm IV (rate <50 mg/min.) follow.by maint.dos (pref. oral) of 300-400 mg/day with max.of 600 mg dly. Childr: Load.dos: 10-20 mg/kg bm IV at rate not exceed. 1-3 mg/kg/min. Maint.dos.(pref. oral): 4-8 mg/kg/day admin.in div.dos.

Card.arrhythm: Init. 3,5-5 mg/kg bm IV & at a unif. rate not exceed.1 ml (50 mg)/min. Rep.once if necess., slow admin.of 30-50 mg./min is pref.

Contraindications: Porphyr., pregn.unless contin. use consid.essent., lactat., hydantoin prod. hypersens., recurr.rash on reinstitut.of treatm. Inj. only: Sinus bradycard., SA block, 2nd & 3rd degree AV-block, Adams Stokes syndr.

Side effects: Bld.dyscras., lymphadenopathy incl. benign lymph node hyperplas., pseudolymphoma, lymphoma, Hodgkin’s dis., pancytopen.with/-out bone marr.suppress., hypersens. syndr.incl. anaphpylax., periarterit.nodosa, skin reacts. incl. lupus erythemat./Stev.Johns.& tox.epiderm. necrolys., trans.nervousn., insom., ment.confus., dizzin., nystagm., paraesthes., atax., decr.co-ordinat., headache, somnol., phenytoin induc. dyskines., sensor.periph.neuropathy, slurr.speech, taste pervers., N&V, constip., gingiv.hyperplas., liv.damage, tox.hepatit., motor twitch., coarsen.of fac. features, SLE, Peyronie’s dis., bone fract., osteomalac., rickets, osteoporos., hypocalcaem., hypophosphataem., decr.levels of vit D metabolites, hyperglycaem., neonat.life. threaten. haemorrh.within 24 hrs.of birth, Inj: Alterat.in card. & resp.funct., hypotens.with rapid IV admin., sev. cardiotox. reacts., loc. reacts.at inj.site.

Warnings and special precautions: Not effect. for petit mal seiz., not indic.for seiz.due to hypoglycaem./ other metabol.caus.theref. perform. appropr.diagnost.proced., abrupt.withdr.may incr. freq.& precipitate status epilepticus, where rapid substit.reqd.due to hypersens.react.use alt.ther.not belong.to hydantoin class, some indiv.may metabol. phenytoin slowly, suic.ideat.& behav. report., potent.fatal multi organ anticonvuls. hypersens. syndr (AHS) report.reflect.by drug rash with eosinophil.& syst.sympts., high.AHS risk in black pts./person.or fam.hist./immune-suppress. pts., discontin.& prov.appropr.supp.meas.if AHS diagnos., seek alt.ther.if skin rash of sev.nature, confus. states/cerebell.dysfunct.may aris.from above optim.ser.lev.theref.investig.at 1st sign of ac. toxic., extend.follow-up observat.of all lymphadenopathy with alternat.anticonvuls. ther. recomm., folic acid ther.to correct anaem.may decr. seiz.control, discont.immed.& do not re-admin in cases of ac.hepatotox., avoid meds. assoc.with Stev.Johns & tox.epiderm.necrolys in HLA-B*1502 posit.pts., hyperglycaem.from the inhibit.eff.on insul.release, rais.ser.gluc.in diabet., bone min.metabol.indirect.affect.by incr.Vit.D3 metabol. with incr.risk of osteomalac/bone fract & osteoporos. with chron.treatm., use dur.pregn./ poss.pregn.due to assoc.teratogenic when admin. dur.pregn.& high. incid.of congenit.abnormalit., malign. incl.neuroblastoma report.in childr.of mothers who recd.dur.pregn., incr.seiz.freq. dur.pregn.as a result of alt.absorpt./metabol., incr. risk of neonat.haemorrh.& matern.bleed.dur.deliv. Inj.also: Purple glove syndr.(oed./discolourat.& pain dist.to inj.site),IV admin.through large gauge catheter should be preced. by saline flush.& follow. by sterile saline through the same needle/ IV cath.to reduc.loc.vein.irrit., IM route not recomm. as ser.lev.in therap.range not readily/ predictab. achiev.with this route, avoid.contin. infus., admin.as addit.to IV infus.not recomm.due to lack of solubilit./result.precipitat., hypotens., sev. myocard.insuffic., grad.withdr./substitut., admin. vit.K to mother dur.deliv.& neonate immed. aft. deliv.to prev./correct.poss.coagul.defects, excret. in breast milk, imp.liv.funct., elderly, sev.ill, hepat. dis., exacerb.porphyr., poss.vit.D supplem. with long-term ther., advis.pt.to report.developm.of skin rash, stagger dos.of Ca.contain.preps.incl. antacids which may interfer with absorpt., TCA’s may precipit.seiz.in suscept.indiv., enteral feed. preps. may low.plasma lev., 8% drug content incr. in free acid form over that of Na.salt theref. poss. dos.adjustm./monit.necess. if switch.formulat., lact. intol., pts.with hist.of ren./liv.dis.should not rec.oral load.regim.

Drug interactions: Phenytoin ser.lev.incr.by: Ac. alcoh.intake/azapropazone/phenylbutazone/salicylates, halothane/, chloramphen/erythromycin/ isoniazid/ sulphonamides/felbamate/ succinimides/ amphotericin B/fluconazole/ ketoconazole/ miconazole/itraconazole/ fluorouracil/ chlordiazepoxide/ diazepam/ disulfiram/ methylphenidate/ trazodone/ viloxazine/ amiodarone/ dicumarol/ diltiazem/ nifedipine/ticlopidine/ cimetid./oestrog./ tolbutamide/ omeprazole/ fluoxetine/fluvoxamine/ sertraline.

Phenytoin ser.lev.decr.by: Chron.alcoh.abuse/ rifampin/ ciprofloxacin/vigabatrin/sucralfate/ theophylline/ reserpine/antineoplast.agents/ diazoxide/ molindone HCl & nelfinavir

Phenytoin ser.lev.incr./decr.by: Ciprofloxacin/ carbamazepine/ phenobarb., Na-valproate, valproic acid/ chlordiazepoxide/diazepam.

Bld.lev./effs.alt.by phenytoin: Doxycycline/ praziquantel/ rifampin/tetracycl./lamotrigine/ azoles/ teniposide/ theophylline/digitoxin/ nicardipine/ nimodipine/quinidine/verapamil/ corticoster./ coumar.anticoags./cyclosporine/ furosemide/ oestrog./OC’s/diazoxide/alcuronium/ pancuronium/ vecuronium/methadone/ chlorpropamide/ glyburide/tolbutamide/clozapine/ paroxetine/sertraline/Vit.D.

Zidovudine clear.decr., effect of phenytoin on carbamazepine/ phenorbarbital/ valproic acid/ Na valproate unpredict.
 XE "Epikepp" EPIKEPP, Cipla [P/S]

Levetiracetam

Indications: Adjunct.ther.in partial onset seiz. with/without second.generalisat.in adults & childr. over 16 yrs.with epilep.

(S4) TABS, 43/2.5/1164, 1165, 1166.

721701-001: 250 mg, 60, R119,40
721702-001: 500 mg, 60, R238,80
721703-001: 750 mg, 60, R358,20
Dosage: Admin.dly.dos.in 2 equal div.dos.

Adj.therapy: Adults & adolesc.old.than 16 yrs: Therapeut.dos.of 500 mg 2xdly start.on 1st day of treatm. Dly.dos.may be incr.up to 1 500 mg 2xdly. depend.upon clinic.respons.& tol. Dos.changes can be made in 500 mg 2xdly increm./decrem.every 2-4 wks. Max.dly dos: 3000 mg.

Contraindications: Pyrrolidone derivat. hypersens., pregn., lactat., insuffic data in childr. und.16 yrs.

Side effects: Infect., bld.dyscras., pancreatit., anorex., psych.disords.incl.depersonalisat./ depress/aggres. & psychot.disords., dizzin., headache, somnol., atax., amnes., emotion. labil., vertigo, asthen., paraesthes., hostility, nervousn., convuls. insomn., trem., diplop., GI disturbs., pharyngit., rhinit., sinusit., cough., skin rash, alopec., accid.injury, fatig.

Warnings and special precautions: Grad. withdr./tfd.to other anti-epilept.ther., ren.impairm. esp.elderly, indiv.dos.accord.to ren.funct.in ren. impairm.(ref.to prod.lit.), monit.ren.funct.in sev.imp.hepat.funct.

Drug interactions: Meds excret.by act.tubul. secret.may reduc.ren. clear. of metabolite, food reduc.rate of absorpt.sligthly
 XE "Epilim" EPILIM, Sanofi-Aventis [P/S]

Na valproate
Indications: Gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.patt.seiz., part. epilep.with simple or complex seiz./second.gen. seiz & specif.syndr.eg.West & Lennox Gastaut. CR tabs also for: Treatm.& prev.of mania assoc.with bipol.disords. IV ther: Where oral ther.temp.not poss.

(S3) SUGAR-FREE LIQ, [P/S] J/2.5/148.

780545-001: 200 mg/5 ml, 300 ml, R408,61
(S3) CRUSH.TABS, [P/S] 27/5.2/0500
821578-006: 100 mg, 100, R405,47
(S3) CR TABS, [P/S] 27/2.5/0322, Y/2.5/286, 27/2.5/0323.

Na valproate & valproic acid equiv.to Na Valproate
818666-005: 200 mg, 100, R564,59
818674-008: 300 mg, 100, R787,38
818682-019: 500 mg, 100, R1 400,99
Dosage: Take with/aft.food. Do not dil.sugar free liq. Do not crush or chew CR.tabs. Admin.CR tabs. once /twice dly. Dly.dos.vary accord.to age & body weight.

Adults: Start 600 mg/day div.dos.incr.by 200 mg/ day at 3 day interv.until contr.achiev.gen.betw. 1 000-2 000 mg/day. If not stabil.aft.2 wks.may incr.to max.of 2 500 mg/ day. Childr.over 20 kg: Init. 400 mg/ day irrespect.of mass.in div.dos.with spaced incr.until contr.achiev., usual.betw.20-30 mg/kg bm/day. If not stabil.may incr.to 35 mg/ kg bm/day. Childr.und. 20 kg: 20 mg/kg bm/day. May be incr.in sev.cases where clinic.chem.& haematolog.paramet.may be monit.in dos.above 40 mg/ kg/day.

CR Tabs: Treatm.& prev.of mania assoc.with bipol. disords: Recomm.init.dos: 1 000 mg/day. Incr.as rapid.as poss.to achiev.low.therapeut.dos. produc.desir.clinic.eff. Adjust accord.to indiv. clinic. respons. Est.prophylact.treatm.indiv.with low. effect.dos.

(S3) INJ, [P/S] Y/2.5/43, Y/34/156.

Na Valproate

821551-019: 400 mg, 1 vial &dil. R527,81
Dosage: Adults: Admin.by direct slow IV inj./ infus.using sep.IV line in NaCl/dextr.5%/ dextr. NaCl. Pts.already satisfact.treat.may be contin.on their curr.dos./repeat.infus. Other pts.may be given a slow IV inj.over 3-5 min.usual.400-800 mg depen. on body weight (up to 10 mg/kg) follow.by contin./ rep.infus.up to a max.of 2500 mg/day. Tfd.to oral Epilim as soon as poss. Childr: Usual range: 20-30 mg/kg/day admin.as above.

Combin.ther: Taper other anticonvuls.slow.init. Epilim ther.grad.with target dos.reach.aft.approx.2 wks. If used in conjunct.with anticonvuls.which induc.liv.enzyme activ.(eg phenytoin, phenobarbital & carbamazepine) dos.may need to be incr.by 5-10 mg/kg/day. Once known enzyme induc.have been withdr.it may be poss.to maint seiz.contr.on a reduc.Epilim dos. Reduc.dos.of concom. barbitur. esp.if sedat.(partic.in childr.) is observ.

Contra-indications: Avoid in pregn.& lactat., act.liv.dis., hepat.dysfunct.hist.esp.if drug relat., hepat. porphyr.

Side-effects: Liv.dysfunct.(incl.hepat.fail.with fatalit.), pancreatit., incr.foet.malformat./develop. delay in childr.born to epilept.mothers, haemorrhag. syndr.in neonates, GI disturbs., confus., coma, revers.dement./cerebr.atrophy/ Parkinson., trem., somnol., hyperammonaem. also assoc. with neurologic. sympts., bld.dyscras., incr. bleed. time., skin & subcutan.tiss.disords.incl.Stev. Johns.syndr., hair loss, amenorrh., irreg.periods, vasculit., hear.loss, revers.Fanconi’s syndr., allerg. reacts., non-sev.periph.oed., weight incr., oed., thrombocytopen., atax., sedat., lethargy & aggress., hyperactiv., behav.deteriorat., incr. appet., min.gastr.irrit., trans.hair loss, signs of immune disord., gynaecomast.

Special precautions: Pts.at high risk of liv. dysfunct. esp.with multipl.anticonvuls.ther.are infts. & childr.und.3 yrs.with sev.seiz.disords. partic. with brain damage/ment.retard.&./ congenit. metabol.or degenerat.dis., monit.clinic. sympts. & liv.funct.tests incl.prothromb.time dur.1st 6 mnths. for early signs of hepat.fail., also discont. concom. salicylates if lab.abnorm.detect., do not discont. anti-epilept.ther.sudd.in event of pregn.as breakthrough seiz.with ser.effs.poss., careful. evaluat. dur.pregn., consid.folate supplem.dur. pregn. to poss.minim.neur.tube defect.risk, pres.in breast milk, cross.placenta, elderly, ren.insuffic., monit. weight gain as risk fact.for polycyst.ovary syndr., monother.recomm.in childr.und.3 yrs., avoid concom. salicylates in childr.und.3 yrs., bld.tests bef. surg/with spontan.bruis./bleed., SLE, suspect. urea cycl.enzymat.defic., diabet.
Drug interactions: Eff.of other psychotrop. potent., rais.phenobarb.plasma conc., primidone plasma lev.incr., phenytoin tot.plasma conc.decr.& phenytoin free form incr., tox.eff.of carbamazep. potent., metabol.of lamotrig.reduc., zidovud. plasma conc.rais., anti-epilept.eff.antagon.by antidepress. & neurolept., ser.conc.decr.by anti-epilept. with enzyme induc.eff., incr.ser.conc.with felbamate, mefloquine incr.valproic acid metabol. & has convuls.eff., chloroquine may low.seiz. threshold, valproate free ser.lev.incr.by high.prot. bound agents, anticoag.eff.of vit.K depend.fact. anticoags.incr., cimetid.& erythromyc.poss. incr. ser. lev., valproate bld.lev.decr.by carbapenem antibiot.

 XE "Epilizine" EPILIZINE, Sanofi-Aventis [P/S]

Sodium valproate

Indications: Gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.seiz., part. epilep.with simple or complex seiz./second.gen. seiz & specif.syndr.eg.West & Lennox Gastaut, treatm.& prev.of mania assoc.with bipol.disords.

(S3) CR TABS, A39/2.5/0038, 0039, 0040

718274-001: 200 mg, 100, R405,91
718275-001: 300 mg, 100, R608,55
718276-001: 500 mg, 100, R1 007,22
Dosage: Take with/aft.food. Do not crush or chew tabs. Admin.once/twice dly. Dly.dos.vary accord. to age & body weight. Optimum dos.main.determ. by seiz.control.

Epilepsy: Adults: Start 600 mg/day where applic in div.dos.incr.by 200 mg/day at 3 day interv.until contr.achiev.gen.betw. 1 000-2 000 mg/day. If not stabil.aft.2 wks.may incr.to max.of 2 500 mg/day or one other anti-epilept.add.at low dos. Childr. over 20 kg: Init. 400 mg/day irrespect.of mass.in div.dos.with spaced incr.until contr.achiev., usual. betw.20-30 mg/kg bm/day. If not stabil.may incr.to 35 mg/ kg bm/day. Childr.und.20 kg: 20 mg/kg bm/day. May be incr.in sev.cases where clinic. chem. & haematolog.paramet.may be monit.in dos. above 40 mg/kg/day.

Treatm.& prev.of mania assoc.with bipol. disords: Recomm.init.dos: 1 000 mg/day. Incr.as rapid.as poss.to achiev.low.therapeut.dos.produc. desir.clinic.eff. Adjust accord.to indiv.clinic. respons. Est.prophylact.treatm.indiv.with low. effect. dos.

(S3) POWD.FOR IV INJ, [P/S] A40/2.5/0699, A40/34/0781

Indications: When oral ther.tempor.not poss.in gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.seiz., part.epilep.with simple or complex seiz./second.gen. seiz & specif.syndr. eg.West & Lennox Gastaut.

718277-001: 400 mg, 1 vial & solv. R188,11
Dosage: Adults: Admin.by direct slow IV inj./ infus.using sep.IV line in NaCl/dextr.5%/ dextr. NaCl. Indiv.accord.to clinic.respons. Pts.already satisfact.treat.may be contin.on their curr.dos./ repeat.infus. Other pts.may be given a slow IV inj.over 3-5 min.usual.400-800 mg depen.on body weight (up to 10 mg/kg) follow.by contin./rep. infus. up to a max.of 2500 mg/day. Tfd.to oral ther.as soon as poss. Childr: Usual range: 20-30 mg/kg/day admin.as above. Monit.clinic.chem.& haematolog.paramet.with dos.above 40 mg/kg/ day. Valproate plasma conc.assoc.with therapeut. eff.approx.30-100 mcg/ml. Optim.dos.main. determ.by seiz.control.

Contra-indications: Pregn.& lactat., act.liv.dis., hepat. dysfunct.hist.esp.drug relat., hepat.porphyr.

Side-effects: Sev.liv.damage & pancreatit.(with fatalit.), GI disturbs., confus., coma, revers. dement./cerebr.atrophy/revers.Parkinson., trem., somnol., hyperammonaem.also assoc.with neurologic. sympts., bld.dyscras., thrombocytopen., incr. bleed.time., skin & subcutan.tiss.disords.incl. tox.epiderm.necrolys./Stev.Johns.syndr.& erythema multiforme, hair loss, amenorrh., irreg. periods, vasculit., hear.loss, revers.Fanconi’s syndr., allerg. reacts., non-sev.periph.oed., weight incr.

Special precautions: Pts.at high risk of liv. dysfunct. esp.with multipl.anticonvuls.ther.are infts. & childr.und.3 yrs.with sev.seiz.disords. partic. with brain damage/met.retard.&./congenit. metabol.or degenerat.dis., monit.clinic.sympts.& liv.funct.tests incl.prothromb.rate dur.1st 6 mnths. for early signs of hepat.fail., discont.concom. salicylates as precaut., hepat.fail with pancreatit. incr.fatal outcome risk, sev.liv.damage and pancreatit. risk decr.with age, discont.ther.with pancreatit., concom.anticoags./prod.with anticoag. propert., do not discont. anti-epilept.ther.sudd.in event of pregn.as breakthrough seiz.with ser.effs. poss., incr.incid.of congenit. abnormalit.report.with anti-epilept.treatm., sod.valproate teratogen.in anim., folate supplementat.poss.appropr.bef. plann. pregn.to minim.neur.tube defects risk, monother.at minim.effect.dly dos.admin.in sev.div.dos.over day & prolong.rel.formulat.pref.in pregn.,cross.placenta, pres.in breast milk, haemorrhag.syndr.in neonates born to mothers tak.sod.valproate, elderly, ren.insuffic., monit. weight gain as risk fact.for polycyst.ovary syndr., monother.recomm.in childr.und.3 yrs., avoid concom. salicylates in childr.und.3 yrs., bld.tests bef. surg/with spontan.bruis./bleed., SLE, suspect. urea cycl.enzymat.defic., false posit.urine read.in poss.diabet.
Drug interactions: Effs.of other psychotrop. potent., rais.phenobarb.plasma conc., primidone plasma lev.incr., phenytoin tot.plasma conc.decr.& phenytoin free form incr., tox.eff.of carbamazep. potent., metabol.of lamotrig.reduc., zidovud. plasma conc.rais., anti-epilept.eff.antagon.by antidepress. & neurolept.which low.seiz.threshold, ser.conc.decr.by anti-epilept.with enzyme induc. eff., incr.ser.conc.with felbamate, mefloquine incr. valproic acid metabol.& has convuls.eff., chloroquine may low.seiz.threshold, valproate free ser.lev.incr.by high.prot.bound agents (aspirin), anticoag. eff.of vit.K depend.fact. anticoags.incr., cimetid.& erythromyc.poss.incr.ser.lev., valproate bld.lev.decr.by carbapenem antibiot.

 XE "Epimate" EPIMATE, (Activo) Litha [P/S]
Topiramate

Indications: As monother.in new.diagn.epilep./ convers. to monother.in pts.with epilep., adjunct. ther.in adults & childr.over 4 yrs.when inadeq. contr. by convent.first line anti-epilept.meds.for partial onset seiz.with/without second.gen.seiz., seiz. assoc.with Lennox-Gastaut syndr.& prim. general. tonic-clonic seiz.

(S3) TABS. 43/2.5/0823, 0824, 0825, 0826

718855-001: 25 mg, 60, R178,20
718856-001: 50 mg, 60, R333,00
718857-001: 100 mg, 60, R490,80
718858-001: 200 mg, 60, R802,80
Dosage: Init.at low dos.titrat.to effect.dos. 

Monother: Discont.grad.at 1/3 of concomit.AED dos. every 2 wks.recomm.unless safety concerns require abrupt withdr.

Adults: Init: 25 mg nightly x1 wk.incr.at 1-2 wkly. interv.by increm.of 25-50 mg/day admin.in 2 div. dos. guid.by clinic.outcome. Recomm.init. monother. target dos.is 100 mg/day. Max.recomm. dly.dos.500 mg/day. 

Childr.4 yrs and over: Init.0,5-1 mg/kg nightly x1 wk. incr. at 1-2 wkly.interv.by increm.of 0,5-1 mg/ kg/ day admin.in 2 div.dos.guid.by clinic.outcome.

Recomm. init.target dos.range is 3-6 mg/kg/day. Dos. of up to 500 mg/day in recent.diagnos.part. onset seiz.in childr.record.

Adjunct.ther: Adults: Init:25-50 mg nightly x1 wk. Subseq. at wkly.interv.incr.by 25-50 mg/day admin. in 2 div. dos.guid.by clinic.outcome. Usual tot. dly.dos: 200-400 mg in 2 div.dos. Max.dos: 800 mg/day.

Childr.4 yrs and over: Recomm.tot.dly.dos: 5-9 mg/kg/day in 2 div.dos. Init.25 mg or less, based on range of 1-3 mg/kg/day at night x1st wk. Incr. dos.at 1 or 2 wk.interv.by increm.of 1-3 mg/kg/day admin.in 2 div.dos.guid.by clinic.outcome.

Contraindications: Safety & effic.in childr.und. 4 yrs.not est., safety in pregn.& lactat.not est.

Side effects: Vis.disturbs.incl.ac.myopia assoc. with second.clos.angl.glauc.even in paed.pts., nystagm., diplop., metabol.acidos., memory impairm., bld.dyscras., decr.weight, anorex., psych. disords.incl.mood disturbs., suicid.ideat. / attempts., CNS effs., paraesthes., speech disord., abnorm. gait., hypoaesthes., oligogidros., card. disords., rhinit., pharyngit., pneumon., GI effs., hepatotoxic., hepatit.& hepat.fail. pancreatit., skin disords. incl.Stev.-John.syndr./tox.epiderm. necrolysis/ erythema multiforme, ren.fail., nephrolithias., asthen., vir.infect.

Special precautions: Discont.ther.if syndr.of ac. myopia assoc.with second.clos.angl.glauc.occurs, contracept. effic.poss.decr., eval.ser.bicarbon.lev. dur. ther.& reduce/discont.if necess., chron. metabol. acidos.reduc.growth rates in paed.pts.& leads to nephrolithias. incr.fract.risk, incr.adverse effs. with lamotrigine, pts.advis.to report chang. bleed. patterns when tak.estrog.-contain. contracept., concom.meds.predispos.to nephrolithias. incr.risk of ren.stone format., cross. placent.barrier in animals, outweigh benef.-risk dur. pregn., pass.into breastmilk, poss.congenit. malformat. if used dur.pregn., grad.withdr., monit. recomm. if rapid withdr.requir., ren./hepat.funct. impairm., adeq.hydrat.esp.prior/dur exerc.& expos. to warm temp., monit./appropr.treatm.in case of suic. ideat., avoid concom.CNS depress./alcoh., monit. phenytoin /digoxin/Li lev., diab.contr.monit. with concom.metformin./pioglitazone, remov.from plasma by haemodialys.

Interactions: Poss.incr.phenytoin plasma conc., phenytoin & carbamazepine decr.plasma conc., decr. ser.digox., plasma clear.of OC’s oestrog. compon. incr.signif., hydrochlorothiazide incr.Cmax & AUC, incr.Cmax & AUC of metformin, AUC & Cmax incr. of nortriptyline metabol., incr.Cmax & AUC with propranolol.
 XE "Epitec" EPITEC, Cipla Medpro [P/S]
Lamotrigine.
Indications: Adults & childr.over 12 yrs: Monother./add-on treatm.of part.epilepsy with/ without second.general.ton.clon.seiz., & in prim. gen. tonic-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. tonic-clonic seiz.not satisfact.control.with other anti-epilept.meds., add-on treatm.of seiz.assoc. with Lennox- Gastaut Syndr.

(S3) TABS, A38/2.5/0571, 0572, 0573, 0574

704379-001: 25 mg, 60, R105,54
704380-001: 50 mg, 60, R152,40
704381-001: 100 mg, 60, R252,12
704382-001: 200 mg, 60, R405,60
Dosage: Do not exceed max.recomm.dos.esp.in combinat.with valproate. If calcul.dos.,esp.in childr. does not equate to whole tab.admin.dos. as equal to low.no.of whole tabs.

Monotherapy: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.should be incr.by max.50-100 mg every 1-2 wks.until optim. respons. achiev. Usual.maint.dose: 100-200 mg / day admin.once dly or in 2 div.dos.

Add-on therapy: Adults & childr.over 12 yrs. Pts.not tak.sod. valproate: Init: 50 mg once dly x2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft.dos. should be incr.by max. 100 mg every 1-2 wks.until optim.respons.achiev. Usual. maint. dos.to achieve optim.respons: 200-400 mg /day in 2 div. dos.

Pts.tak.sod. valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once dly.x2 wks. thereaft.dly.dos.should be incr.by max. 25-50 mg every 1-2 wks.until optim.respons. achiev. Usual maint.dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div. dos. Do not exceed tot.dly.dos.of 200 mg.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: Init.2 mg/kg bm/day in 2 div.dos.x2 wks., follow.by 5 mg/kg/day x2 wks. Thereaft.the dos.should be incr.by a max. 2-3 mg/kg every 1-2 wks.until optim. respons.achiev. Usual maint. dos.to achieve optim.respons: 5-15 mg/kg/day in 2 div.dos. Max. dly.dos.of 400 mg not to be exceed.

Pts.tak. sod. valproate: Init: 0,2 mg/kg bm/day once dly x 2wks. follow.by 0,5 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max. 0,5-1 mg/ kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max.dly.dos.of 200 mg not to be exceed. Pts.aged 2-6 yrs. may require maint. dos. at higher end of scale.

Contraindications: Monother.in childr.und.12 yrs. not recomm., safety in pregn.& lactat.not est., safety & effic.in childr.und.2 yrs.& pts.over 65 yrs not est., hepat./ren.impairm.

Side effects: Sev.skin rash with irrevers.scarr.& assoc.death incl.tox.epiderm.necrolys & Stev.-Johns. syndr.esp.in chldr.& pts.on concom. valproate, bld.dyscras., CNS effs., aggress., trem., paraesthes., tiredn., vis.disturbs., nystagm., vertigo, GI disturbs.

Special precautions: Close monit.of hepat./ ren., & clott.paramet., consid.withdr.if combinat. of unexplain.rash/fev./flu-like sympts./drowsin.or worsen.of seiz.contr.dur.1st 8 wks.of treatm. exper., abrupt.withdr.may provoke rebound seiz., grad.withdr., monit.childr.weight to maint.therap. dos., eval.all pts. prompt. if rash.occur, adhere to recomm.dos.esp.if valproate used concom., multiorg. dysfunct.& disseminat.intravasc. coagulat.
Drug interactions: Anti-epilept.agents which induc.hepat.drug metabol.enzymes signific. enhanc. metabol., sod.valproate signific.reduc. metabol., being a weak inhibit.of dihydrofol. reductase there is a poss.of interfer.with folate metabol.dur.longt.ther.

 XE "Epitoz" EPITOZ, Zydus [P/S]
Topiramate

Indications: Adjunct.ther.for adults & childr.over 4 yrs.when inadeq.contr.by convent.first line anti-epilept.meds.for partial onset seiz.with/without second.gen.seiz., seiz.assoc.with Lennox-Gastaut syndr.& prim.generalis.tonic-clonic seiz.

(S3) TABS, 41/2.5/0711, 0712, 0713

710899-001: 25 mg, 60, R178,20
710900-001: 50 mg, 60, R333,01
710901-001: 100 mg, 60, R490,80
Dosage: Init.at low dos.titrat.to effect.dos. Tabs. not to be broken.

Adults: Init: 25-50 mg nightly x1 wk. Subseq.incr. at wkly.interv.by 25-50 mg/day & admin.in 2 div. dos. guid.by clinic.outcome. Effect.dos: 200-400 mg dly.in 2 div.dos. Max.dos: 800 mg/day.

Childr.4 yrs and old: Init.25 mg nightly x1st wk. incr. dos.at 1 or 2 wk.interv.by increm.of 1-3 mg/ kg/day admin.in 2 div.dos.if more than 25 mg/day. Recomm.dos.thereaft.5-9 mg/kg/day in 2 div.dos. Dos.titrat.guid.by clinic.outcome.

Contra-indications: Safety in pregn.& childr. und. 4 yrs.not est., unknown if excret.in breast milk.

Side-effects: Ac.myopia assoc.with second.clos. angl. glauc., fatig., asthen., injury, vir.infect., CNS disords., paraesthes., speech & relat.speech disords., co-ordinat.prob., trem., hyperkines., GI disturbs., incr.saliva product., pancreatit., psych. disords., psychomot.slow., diffic.with memory/ conc./attent., depress., mood prob., personal changes, anorex., aggress., emot.labilit., insomn., agitat., suicid.ideas/attempts, apathy, weight decr., abnorm.vis., nystagm., diplop., ac.& second. angle closur.glaucom., conjunctivit., tinnit., pharyngit., dyspn., rhinit., pneumon., bld.disord., thromboembol.events, purpur., dysur., urin.freq., incontin., haematur., ren.calcul., nephrolithias., ren.fail., hepat.fail., hepatit., gingivit., incr.sweat., skin & mucosal reacts.incl.erythema multiforme/ pemphigus/Stev.-John.syndr.& tox.epiderm. necrolysis, hypotens.

Special precautions: Discont.ther.if syndr.of ac. myopia assoc.with second.clos.angl.glauc.occurs, withdr.grad., ren./hepat.impairm, avoid concom. meds.predispos.to nephrolithias., adeq.hydrat.esp. prior/dur exerc. & expos.to warm temp., potent. teratogenic.risk, contracept.effic.of OC’s poss. comprom., OC’s to contain at least 50 µg of oestrog./ use alt.non-hormon.contracept., hypospad. report.in male babies expos.in utero, remov.from plasma by haemodialys.
Drug interactions: Poss.incr.phenytoin plasma conc., phenytoin & carbamazepine decr.plasma conc., decr.serum digox.lev., plasma clear.of OC’s oestrog.compon incr.signific.
 XE "Epleptin" EPLEPTIN, Ranbaxy [P/S]
Gabapentin.
Indications: Adjunct.to other std.anticonvuls. meds. where adeq.seiz.contr.has not been achiev. with agents use.alone/in combinat., simple & complex part.seiz.with/without second.gen.tonic-clonic seiz.

(S3) CAPS, A40/2.5/0158, 0159, 0160

707622-001: 100 mg, 100, R205,32
707623-001: 300 mg, 100, R512,62
707624-001: 400 mg, 100, R512,62
Dosage: Phenobarbit./phenytoin/valproic acid & carbamazepine poss.as adjunct.without alt.plasma or serum conc.of either agent. If discont/add.an alt. med.do so grad.over a minim.of 1 wk.

Adults & childr.over 12 yrs: Init.300 mg 3xdly. incr.grad.accord.to response. 900-1 800 mg/day in 3 div. dos.with interv.of not more than 12 hrs. effect. for most pts. Dos.up to 3 600 mg in div.dos. 3x dly.for short period have been tol.

Contraindications: Safety & effic.in childr.und. 12 yrs., pregn.& lactat.not est.

Side effects: CNS eff.incl.atax., trem.& vertigo, headache, dysarthr.,amnes., twitch., abnorm.co-ordinat., paraesthes., GI disturbs., dent.abnorm., diplop., amblyop., nystagm., rhinit., URTI effs., skin rash, prurit., abras., acne, psych.disords., impot., myalg., back pain, fract., periph.oed., vasodilat., bld.dyscras., vir. infect., incr.appet.result.weight gain., fev.

Special precautions: Hist.psychot.illn., poss. status epilept.with abrupt withdraw., elderly, imp.ren.funct., grad.reduc./discont.

Drug interactions: Mg & Al contain.antacids reduc.bioavail., CNS depress.effs.incr.by CNS depress.

 XE "Eprolep" EPROLEP, (Unicorn) Brimpharm [P/S]

Sodium valproate

Indications: Gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.patt.seiz., part. epilep.with simple or complex seiz./second.gen. seiz & specif.syndr.eg.West & Lennox Gastaut, treatm.& prev.of mania assoc.with bipol.disords.

(S3) CR TABS, 45/2.5/0412, 45/2.5/0093, 0094
721460-001: 200 mg, 100, R322,00
720762-001: 300 mg, 100, R482,30
721055-001: 500 mg, 100, R798,20
Dosage: Take with food. Do not crush or chew tabs. Admin.once/twice dly. Dly.dos.vary accord. to age & body mass. Optimum dos.main.determ.by seiz.control.

Adults: Epilepsy: Start 600 mg/day where applic in div. dos.incr.by 200 mg/day at 3 day interv.until contr. achiev.gen.betw. 1 000-2 000 mg/day. If not stabil. aft.2 wks.may incr.to max.of 2 500 mg/day or one other anti-epilept.add.at low dos.

Treatm.& prev.of mania assoc.with bipol. disords: Recomm.init.dos: 1 000 mg/day. Incr.as rapid.as poss.to achiev.low.therapeut.dos.produc. desir.clinic.eff. Adjust accord.to indiv.clinic. respons. Est.prophylact.treatm.indiv.with low. effect. dos.

Contraindications: Pre-exist.liv.dis., hepat. dysfunct.hist., urea cycle disords, concurr. MAOI, porphyr., pregn.& lactat.

Side effects: Sev.liv.damage & pancreatit.(with fatalit.), suicide.ideat.& behav., thrombocytopen., revers.prolong.bleed.time, bone marr.depress., red cell hyperplas., leucopen., isolat.fibrinog.reduct., allerg. reacts., angioed., hyperammonaem. encephalopathy in urea cycle disords., hyperglycinaem., psych.disords.incl.amnes./sleep disords./ somnol./behav.& mood or ment.changes, atax., trem., headache, dizzin., abnorm.gait., cataton. reacts., dysarthr., hyperton., hypokines., paraesthes., incr.reflex., speech disords., tard. dyskines., extrapyramid.sympts., incr.alertn., amblyop., nystagmus, spots bef.eyes, diplop., conjunctivit., dry eyes, eye/ear pain, tinnit., otit. media, deafn., vertigo, palpitat., tachycard., hypo-/hypertens., vasodilat., pharyngit., flu syndr., dyspn., pneumon., bronchit., epistax., incr.cough, rhinit., sinusit., GI disturbs., haematemes., periodont. abscess, anorex., alopec., hirsutism, acne, skin & subcutan.tiss.disords.incl.Stev.Johns. syndr., back/neck pain, neck rigid., leg cramps, arthralg., arthrosis., myalg., myasth., urin.incont., cystit., revers.defects in ren.tubul.funct., menstr. changes, vag.haemorrh., amenorrh., dysmenorrh., metrorrhag., vaginit., gynaecomast., infects., asthen., periph.oed., fev, fatig., unus.weight gain/ loss, fev., chest pain, chills, oed., malaise.

Warnings and special precautions: Pts.at high risk of liv.dysfunct.esp.with multipl.anticonvuls. ther. are infts. & childr.und.3 yrs.with sev.seiz. disords. partic.with brain damage/ment.retard.&./ congenit. metabol.or degenerat.dis., monit.clinic. sympts.& liv.funct.tests incl.prothromb.rate dur.1st 6 mnths. for early signs of hepat.fail., discont. concom. salicylates as precaut., hepat.fail.with pancreatit.incr.fatal outcome risk, sev.liv.damage and pancreatit.risk decr.with age, discont. ther. with pancreatit., monit.for suicid.ideat.& behav., pres.in breast milk, incr.incid.of congenit.abnorm. report.in both untreat.& treat.epilept., caref. screen.of pregn.by alpha-foetoprot measurem. & ultrasound & amniocentes.if indic., elderly, ren. insuffic., bld.tests recomm.in spontan. bruis./ bleed.& bef.surg., eval.risk vs.benef.in SLE, false posit.in urin.test.of poss.diabet., suspect.urea cycl.enzym.defic., dent.proced., sched.surg., warn pts of poss.weight gain
Drug interactions: Effs.of other psychotrop. potent., rais.phenobarb.plasma conc., primidone plasma lev.incr., phenytoin tot.plasma conc.decr.& phenytoin free form incr., tox.eff.of carbamazep. potent., metabol.of lamotrig.reduc., zidovud. plasma conc.rais., anti-epilept.eff.antagon.by antidepress. & neurolept.which low.seiz.threshold, ser.conc.decr.by anti-epilept.with enzyme induc. eff., incr.ser.conc.with felbamate, mefloquine incr. valproic acid metabol.& has convuls.eff., chloroquine may low.seiz.threshold, valproate free ser.lev.incr.by high.prot.bound agents (aspirin), anticoag.eff.of vit.K depend.fact. anticoags.incr., cimetid.& erythromyc.poss.incr.ser.lev., valproate bld.lev.decr.by carbapenem antibiot.
 XE "Girotec" GIROTEC, Aurobindo [P/S]
Lamotrigine.
Indications: Adults & childr.over 12 yrs: Monother./add-on treatm.of part.epilepsy with/ without second.general.ton.clon.seiz., & in prim. gen. tonic-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. tonic-clonic seiz.not satisfact.control.with other anti-epilept.meds., add-on treatm.of seiz.assoc. with Lennox- Gastaut Syndr., mood episod. prevent. in bipol.disord.predomin.by prevent. depress.episod.

(S3) TABS, 43/2.5/0048, 0049, 0050

722725-001: 50 mg, 60, R156,93
722726-001: 100 mg, 60, R263,64
722727-001: 200 mg, 60, R426,85
Dosage: Do not exceed max.recomm.dos.esp.in combinat.with valproate. If calcul.dos.,esp.in childr. does not equate to whole tab.admin.dos. as equal to low.no.of whole tabs.

Monotherapy: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.may be incr.by max.50-100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint.dos: 100-200 mg/day admin.once dly or in 2 div.dos.
Add-on therapy: Adults & childr.over 12 yrs. Pts.not tak.sod.valproate: Init: 50 mg once dly x2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft. dos. should be incr.by max.100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint. dos.to achieve optim.respons: 200-400 mg/day in 2 div. dos.

Pts.tak.sod.valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once dly.x2 wks. thereaft.dly.dos.should be incr.by max. 25-50 mg every 1-2 wks.until optim.respons.achiev. Usual maint.dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div. dos. Do not exceed tot.dly.dos.of 200 mg.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: Init.0.6 mg/kg bm/day in 2 div.dos.x2 wks., follow. by 1.2 mg/kg/day x2 wks. Thereaft.the dos.should be incr.by a max.1.2 mg/kg every 1-2 wks.until optim. respons.achiev. Usual maint.dos.to achieve optim.respons: 5-15 mg/kg/day in 2 div.dos. Max. dly.dos.of 400 mg not to be exceed.

Pts.tak. sod. valproate: Init: 0,15 mg/kg bm/day once dly x 2wks. follow.by 0,3 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max.0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max.dly.dos.of 200 mg not to be exceed. If calculat. dly.dos. is 1 - 2 mg then 2 mg may be tak. on altern. days for 1st 2 wks. If calculat.dly.dos < 1 mg then GIROTEC should not be admin. Pts.aged 2-6 yrs. may require maint.dos. at high.end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Bipolar.disord: Adults over 18 yrs: Do not exceed init.dos.& subseq.escalat.dos. Follow. transit. regim.of dos.escalat.to maint.dos.over 6 wks. to prev.recurr.of depress.episod. Other psychotrop. and/or anti-epilept.drugs can then be withdr. if indicat. Consid.adjunct.ther.for prev.of man. episod.as effic.not conclus.est. If lamotrigine is to be terminat.no stepwise dos.reduct.is necess.

Recomm.dos.escalat.in Bipol.disord: Adjunct. ther.with enzyme inhibit. (eg.valproate): Init.25 mg every alt.day x2 wks. follow.by 25 mg once dly. x2 wks. Incr.dos.to 50 mg once dly/in 2 div. dos.in wk.5. Usual target dos.is 100 mg/day admin once dly/in 2 div.dos.but maybe incr.to max. 200 mg/day depend.on clinic.respons. Adjunct.ther.with enzyme induc. (eg.carbamazepine) in pts.NOT tak.valproate: Init.50 mg once dly x 2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. Incr.to 200 mg/day admin.in 2 div. dos.in wk.5.& may be incr.in wk.6 to 300 mg/day. Usual target dos.is 400 mg/day in 2 div. dos.admin.from wk.7. Adjunct.ther.to drugs with no known clinic.interacts.(eg. Li/bupropion) OR as monother: Init.25 mg once dly. x2 wks.follow. by 50 mg once dly./in 2 div. dos. x2 wks.incr.to 100 mg/day in wk.5. Usual target dos.is 200 mg once dly/in 2 div. Dos.range of 100-400 mg used in clinic. trails.

Maint.stabilisat.tot.dly.dos.in Bipol.disord. follow.concom.psychotrop./anti-epilept.drug withdr: Follow.withdr.of adjunct.enzyme inhibit. (e.g. valproate): Double stabilisat.dos.not exceed.100 mg/wk.in wk.1 (i.e.100 mg/day will be incr.to 200 mg/day in wk.1). Maint.200 mg/day admin. in 2 div.dos.in wk.2 & 3 onwards. Follow.withdr.of adjunct.enzyme induc. (eg.carbamazepine) depend.on origin.dos: Reduc. dos.grad.over 3 wks.as enzyme induc. withdr. If in wk.1 400 mg then wk.2 300 mg & wk.3 200 mg. If in wk.1 300 mg then wk.2: 225 mg & wk.3: 150 mg. If in wk.1 200 mg then wk.2: 150 mg & wk.3: 100 mg. Follow.withdr.of other psychotrop. / AED drugs with no known interacts.with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos.escalat.throughout withdr.of other med.

Lamotrigine dly.dos.adjustm.in bipol.disord. follow.addit.of other meds: Addit.of enzyme inhibit.(eg.valproate). With curr.stabilisat.dos. 200 mg/day: Wk.1: 100 mg/day which is to be maint. through wk.2 & wk.3 onwards. With curr. stabilisat.dos.300 mg/day: Wk.1 150 mg/day which is to be maint.through wk.2 & wk.3 onwards. With curr.stabilisat.dos.400 mg/day: Wk.1 200 mg/day which is to be maint.through wk. 2 & wk.3 onwards. Addit.of enzyme induc. (eg.carbamazepine)when NOT tak.valproate. With curr.stabilisat.dos.200 mg/day: Wk.1 200 mg, in wk.2 300 mg & in wk.3 onwards 400 mg. With curr. stabilisat.dos.150 mg/day: Wk.1 150 mg, in wk.2 225 mg & in wk.3 onwards 300 mg. With curr. stabilisat.dos.100 mg/day: Wk.1 100 mg, in wk.2 150 mg & in wk.3 onwards 200 mg. Addit.of other psychotrop./AED drugs with no known interacts.with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos. escalat.(200 mg/ day) with range of 100-400 mg.

Contraindications: Monother.in childr.und.12 yrs. not recomm., safety in pregn.& lactat.not est., safety & effic.in childr.und.2 yrs.& pts.over 65 yrs not est., hepat./ren.impairm., lact.intol., safety & effic.in bipol.disord. not est.in childr.und.18 yrs.

Side effects: Sev.skin rash with irrevers.scarr.& assoc.death incl.tox.epiderm.necrolys & Stev.-Johns. syndr.esp.in chldr.& pts.on concom. valproate, bld.dyscras., CNS effs., aggress., trem., paraesthes., tiredn., vis.disturbs., nystagm., vertigo, GI disturbs., hypersens.syndr., angioed., photosens., arthralg., pain, back pain.

Warnings and special precautions: Close monit. of hepat./ren. & clott.paramet., consid. withdr. if combinat.of unexplain.rash/fev./flu-like sympts./ drowsin.or worsen.of seiz.contr.dur.1st 8 wks. of treatm.exper., abrupt.withdr.may provoke rebound seiz., grad.withdr., monit.childr.weight to maint. therap.dos., eval.all pts.prompt. if rash./ early manifestat.of hypersens.occur, adhere to recomm. dos.esp.if valproate used concom., rhabdomyolys./multiorg.dysfunct.& disseminat. intravasc. coagulat., concom.folate antagon., investig. change in menstr.pattern in pts.tak. OC’s, close supervis.of suicid.risk pts. 
Drug interactions: Anti-epilept.agents which induc. hepat.drug metabol.enzymes signific. enhanc. metabol., sod.valproate signific.reduc. metabol., valproic acid plasma conc.poss reduc., being a weak inhibit.of dihydrofol. reductase there is a poss.of interfer.with folate metabol.dur.longt. ther.

 XE "Keppra" KEPPRA, (Aspen Pharmacare) GSK [P/S] 
Levetiracetam

Indications: Monother.in part.onset seiz.with/ without second.generalisat.in pts.from 16 yrs. with new.epilep.diagn., adjunct.ther.in partial onset seiz.with/without second.generalisat.in adults & childr.over 16 yrs., myoclon.seiz.in adults & adolesc.from 12 yrs.with juvenile myoclon. epilep., prim.generalis.tonic-clonic seiz. in adults & childr.from 16 yrs with idiopath. generalis. epilep.

(S3) TABS, 36/2.5/0088, 0089, 0090

700958-003: 250 mg, 60, R375,07
700959-009: 500 mg, 60, R333,88
703165-001: 750 mg, 60, R1 125,20
Dosage: Admin.dly.in 2 equal.div.dos. Insuffic. data for use in childr.und.12 yrs.

Monotherapy: Adults & adolesc.from 16 yrs: Recomm.start.dos: 250 mg 2x dly.incr.to init. therapeut.dos.of 500 mg 2x dly.aft.2 wks. Dos. may be furth.incr.by 250 mg 2x dly.every 2 wks. depend. on clinic.respons. Max.dly dos: 1 500 mg 2x dly.
Adjunct.ther: Adults (≥18 yrs) & adolesc. (12-17 yrs) weigh.50 kg or more,when indic.

Init.therapeut.dos: 500 mg 2xdly start.on 1st day of ther. Depend.on respons.& toler.dly.dos.may be incr. up to 1 500 mg 2xdly. Dos.chang.made in incrm./ decrm.of 500 mg 2xdly.every 2-4 wks.

Adolesc.(12-17 yrs)weigh.less than 50 kg, when indic: Init.therapeut.dos: 10 mg/kg 2x dly start. on first day of treatm. Dos.may be incr.up to 30 mg/kg 2x dly.depend.on respons.& toler. Dos. chang.not to exceed incr./decr.of 10 mg/kg 2x dly. every 2 wks. Use low.eff.dos.
Childr.50 kg or great: Adult dos.

Elderly (≥ 65 yrs.): Adjustm.of dos.recommend. in elderly pts. with comprom.ren.funct. Ref.to prof. info.
(S3) ORAL SOL, A40/2.5/0587

Indications: Adjunct.ther.in part.onset seiz.with / without second.generalisat.in adults & childr. from 4 yrs with epilep.
714166-001: 100 mg/ml, 300 ml, R513,02
Dosage: May be dilut.in glass of water. Dly.dos. admin.in 2 equal.div.dos.
Adults (>18 yrs) & adolesc.(12-17 yrs): As adjunct. ther.init.therapeut.dos.is 500 mg 2x dly. start. on first day. Dly.dos.may be incr.up to 1 500 mg 2x dly.depend.on clinic.respons.& toler. Dos. chang.can be made in 500 mg 2x dly increm./ decrem.every 2-4 wks. Max.dly.dos: 3 000 mg

Childr.4-11 yrs: Init.dos: 10 mg/kg 2xdly.start.on 1st day of ther. Dly.dos.may be incr.up to 30 mg/kg 2xdly.depend.on clinic.respons & toler. Dos.incrm./ decrm.of 10 mg /kg 2xdly.every 2wks. Dos.in childr. 50 kg or great.same as adults. Childr.20 kg or less pref.start treatm.with Oral Sol.

Elderly (≥ 65 yrs.): Adjustm.of dos.recommend. in elderly pts.with comprom.ren.funct. Ref.to prod.info.
Contraindications: Pyrrolidone derivat. hypersens., pregn., safety in lactat.not est., Oral sol. also heredit.problem of fruct.intol., insuffic. data in childr.und.4  yrs.

Side effects: Somnol., asthen., dizzin., fatig., amnes., atax., convuls., headache, hyperkines., tremor, bal.disord., attent.disturb., memory impairm., agitiat., depress., emot.lability, hostility, aggress., insomn., nervousn., irritibil., person. disords., abnorm.think., GI disturbs., anorex., weight chang., vertigo, diplopia, blurr. vis., myalg., accid.injury, infect., nasopharyngit., incr. cough, skin rash, eczema, prurit., psych. disords. incl. psychot.disord./suicide/suic. attempt/ suic.ideat., alopec., bld.dyscras.incl. bone marr.suppress., paraesthes., pancreatit., hepat.fail., hepatit., LFT abnormalit. tox.epiderm. necrolys., Stev.-John.syndr., erythema multiforme 

Warnings and special precautions: Grad. withdr., ren.impairm., sev.imp.hepat.funct., reproduct. toxic.shown in animals, excret.in human breast milk, elderly with comprom.ren. funct., advis. pts.to immed.report any sympts.of depress.&/ suicid.ideat., excipients glycerol & maltitol in oral sol., incr.seiz.freq.report.

Drug interactions: High.anorex.risk with concom. topiramate, high.clear.in childr.tak. enzyme-induc.antiepilept.meds., ren.clear.of metabol.poss.reduc.by meds.excret.by act.tubul. secret., no data avail.on influence of antacids on absorpt., no data avail.on interact.with alcoh.

See also MDR page 325-328.
 XE "Lamictin" LAMICTIN, (Aspen Pharmacare) GSK [P/S] 
Lamotrigine

Indications: Adults & childr.over 12 yrs: Monother./ add-on treatm.of part.epilep.with/ without second.general.ton.-clon.seiz., & in prim. gen. tonic-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. tonic-clonic seiz.not satisfact.control.with other anti-epilept.medic., add-on treatm.of seiz.assoc. with Lennox- Gastaut Syndr. Adults > 18yrs: mood episod. prevent. in bipol.disord.predomin.by prevent. depress.episod.

(S3) TABS, [P/S] Z/2.5/280, 281, 282, 29/2.5/0472.

805505-008: 25 mg, 60, R208,04
805505-009: 25 mg, 56, R194,17
805513-019: 50 mg, 60, R316,87
805513-020: 50 mg, 56, R295,74
805521-003: 100 mg, 60, R496,15
805521-004: 100 mg, 56, R463,08
819034-002: 200 mg, 60, R938,51
819034-003: 200 mg, 56, R875,94
(S3) DISPERS.TABS, [P/S] 36/2.5/0407, 29/2.5/0303, 0304, 32/2.5/0459,

704533-001: 2 mg, 30, R55,46
813885-019: 5 mg, 100, R205,48
813885-020: 5 mg, 60, R123,29
813893-003: 25 mg, 60, R208,04
891708-006: 50 mg, 60, R316,87
Dosage: Do not exceed max.dos esp.in combin. ther.with valproate. If interact.of concom. antiepilept. with lamotrigine not known dos. escalat. as for pts.tak.valproate to be used. If calcul. dos. does not equate to whole tab.admin. dos. as equal to low.no.of whole tabs. Dispers.tabs in small vol.water enough to cover tab., if pref. chew tab or swall.whole. Asses need for escalat.to maint.dos.when restart.ther.in pts who have discont.ther.for any reason.

Monotherapy: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.should be incr.by max. 50-100 mg every 1-2 wks.until optim. respons. achiev. Usual.maint.dose: 100-200 mg/day admin. once a day or as 2 div.dos. 500 mg/day has been giv.

Add-on therapy: Adults & childr.over 12 yrs. Pts.not tak.sod. valproate: Init: 50 mg once dly x2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft.dos. should be incr.by max.100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint. dos.to achieve optim.respons: 200-400 mg/day in 2 div. dos. Pts.tak.sod.valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once a day x2 wks. thereaft.dos.should be incr.by max.25-50 mg every 1-2 wks.until optim.respons.achiev. Usual maint. dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div. dos. Do not exceed recom. init.dos.

Pts.tak.sod.oxcarbazepine: Init: 25 mg once a day x2 wks., follow by 50 mg once a day x2 wks. thereaft.dos.should be incr.by max. 50-100 mg every 1-2 wks.until optim.respons.achiev. or dos.of 200mg is reached. Usual maint. dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div. dos.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: 0,6 mg/kg bm/day in 2 div.dos.x2 wks.,follow.by 1,2 mg/kg/day in 2 div.dos.x2 wks. Thereaft.the dos.should be incr.by a max.1,2 mg/kg every 1-2 wks.until optim. respons.achiev. Usual maint.dos.to achieve optim. respons: 5-15 mg/kg/day in 1 or 2 div.dos. Max.dly. dos. of 400 mg not to be exceed.

Pts.tak.sod.valproate: Init: 0,15 mg/kg bm/day once dly x 2wks. follow.by 0,3 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max.0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max. dly.dos.of 200 mg not to be exceed. Pts.tak.oxcarbazepine: Init: 0,3 mg/kg bm/day once or 2x dly x 2wks. follow.by 0,6 mg/kg/day once or 2x a day x2 wks. Thereaft.incr.dos by max.0,6 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-10 mg/kg/day once dly.or in 2 div.dos. Max. dly.dos.of 200 mg not to be exceed. If calcul. dly.dos.is 1 -2 mg, 2 mg tab may be taken on altern. days for the first 2 wks. Do not admin.if calcul. dos.is less than 1 mg. Pts.aged 2-6 yrs.may require maint.dos.at high.end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Bipolar.disord: Adults over 18 yrs: Do not exceed init.dos.& subseq.escalat.dos. Follow. transit. regim.of dos.escalat.to maint.dos.over 6 wks. to prev.recurr.of depress.episod. Other psychotrop. and/or anti-epilept.drugs can then be withdr.if indicat. Consid.adjunct.ther.for prev.of man. episod.as effic.not conclus.est. If lamotrigine is to be terminat.no stepwise dos.reduct.is necess.

Recomm.dos.escalat.in bipol.disord: Adjunct. ther.with enzyme inhibit. (eg.valproate): Init.25 mg every alt.day x2 wks.follow.by 25 mg once dly. x2 wks. Incr.dos.to 50 mg once dly/in 2 div.dos.in wk.5. Usual target dos.is 100 mg/day admin once dly/in 2 div.dos.but maybe incr.to max.200 mg/day depend.on clinic.respons. Adjunct.ther.with enzyme induc. (eg.carbamazepine) in pts.NOT tak.valproate: Init.50 mg once dly x 2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. Incr.to 200 mg/ day admin.in 2 div.dos.in wk.5.& may be incr.in wk.6 to 300 mg/day. Usual target dos.is 400 mg/day in 2 div.dos.admin.from wk.7. Adjunct.ther.to drugs with no known clinic.interacts.(eg. Li/bupropion) OR as monother: Init.25 mg once dly. x2 wks.follow. by 50 mg once dly./in 2 div. dos. x2 wks.incr.to 100 mg/day in wk.5. Usual target dos.is 200 mg once dly/in 2 div. Dos.range of 100-400 mg used in clinic.trails.

Maint.stabilisat.tot.dly.dos.in bipol.disord. follow.concom.psychotrop./anti-epilept. drug withdr: Follow.withdr.of adjunct. enzyme inhibit. (e.g. valproate): Double stabilisat.dos. not exceed.100 mg/wk.in wk.1 (i.e.100 mg/day will be incr.to 200 mg/day in wk.1). Maint.200 mg/day admin. in 2 div.dos.in wk.2 & 3 onwards. Follow. withdr.of adjunct.enzyme induc. (eg.carbamazepine) depend.on origin.dos: Reduc. dos.grad.over 3 wks.as enzyme induc. withdr. If in wk.1 400 mg then wk.2 300 mg & wk.3 200 mg. If in wk.1 300 mg then wk.2: 225 mg & wk.3: 150 mg. If in wk.1 200 mg then wk.2: 150 mg & wk.3: 100 mg. Follow.withdr.of other psychotrop./ AED drugs with no known interacts. with lamotrigine (e.g. Li/bupropion): Maint. target.dos.achiev.in dos.escalat.throughout withdr. of other med.

Lamotrigine dly.dos.adjustm.in Bipol. disord. follow.addit.of other meds: Addit.of enzyme inhibit.(eg.valproate). With curr. stabilisat. dos. 200 mg/day: Wk.1 100 mg/day which is to be maint.through wk.2 & wk.3 onwards. With curr. stabilisat.dos.300 mg/day: Wk.1 150 mg/day which is to be maint.through wk. 2 & wk.3 onwards. With curr.stabilisat.dos. 400 mg/day: Wk.1 200 mg/day which is to be maint. through wk. 2 & wk.3 onwards. Addit.of enzyme induc. (eg.carbamazepine)when NOT tak.valproate. With curr.stabilisat.dos. 200 mg/day: Wk.1 200 mg, in wk.2 300 mg & in wk.3 onwards 400 mg. With curr.stabilisat.dos. 150 mg/day: Wk.1 150 mg, in wk.2 225 mg & in wk.3 onwards 300 mg. With curr. stabilisat.dos. 100 mg/day: Wk.1 100 mg, in wk.2 150 mg & in wk.3 onwards 200 mg. Addit.of other psychotrop./ AED drugs with no known interacts. with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos. escalat.(200 mg/ day) with range of 100-400 mg.

Side effects: V.common: Skin rash gen.with.1st 8 wks. with irrevers.scarr.& assoc.death also report. as part of hypersens.syndr., headache, dizzin., diplop., blurr.vis. Common: Irritabil., drowsin., insomn., dizzin., trem., vertigo, parasthes., nystagm., atax., naus., GI disturbs., tiredn., arthralg., pain, back pain. Uncomm: Aggress., atax., Rare: Stev.-Johns.syndr., conjunctivit. V.rare: Haematolog.disords., hypersens.syndr. lead. to multiorg.dysfunct.& disseminat.intravasc. coagulat., tox.epiderm.necrolys.,tics., hallucinat., confus., unsteadin., worsen.of Parkins. dis., extrapyramid. effs., choreoathetos., seiz.freq. incr., hepat. dysfunct./-fail., lupus-like reacts.

Warnings and special precautions: Sev. convuls. seiz.incl.status epilept.may lead.to rhabdomyolys./ multiorg.dysfunct.& disseminat. intravasc. coagulat., dos.adj.poss.req.with concom oral contracept./atazanavir/ritonavir/ mod.to sev.hepat.impairm./signif.ren impairm., close monit.of hepat./ren./ haem.abnormal.& clott.paramet.& developm.of unexplain. combin.of rash/fev.& flu-like sympts., drowsin., worsen.of seiz.contr.dur.1st mnth.of treatm., incr.incid.of skin rash in childr., incr incid. of rash assoc.with exceed.recomm.dos.& concom. valproate req.immed.withdr., abrupt withdr. may provoke rebound seiz., grad.withdr. over 2 wks., monit.for early signs of hypersens. syndr., monit.weight of child dur.ther.& review dos.if necess., adhere to recomm.dos.esp.if valproate used concom., withdr.immed.in pres.of skin rash unless clearly not drug relat & do not re-instit.ther., report any change in menstr. pattern with introduct.of concom.OC., start./stop. an OC dur ther may req.dos.adjustm., ren.fail., close monit.in bipolar disord.for poss.suicid. attempts, eval.S/E bef.driv./operat.machin., lact. intol., excret. in breast milk with ser.lev.reach.in infts.at which pharmacolog.effs.poss., monother. in childr. und.12 yrs.not recomm., safety in pregn. & lactat. not est., insuff.info on use in childr.und. 2 yrs., haemophagocyt.lymphohistiocytos. (HLH), concom.organic cationic transport. 2 (OCT 2) substrates with a narr.therap.wind. (eg. dofetilide) not recomm, pts.with Brugada syndr., cardiac rhythm & conduct. abnormalit.

Interactions: Anti-epilept.agents which induc. hepat.drug metabol.enzymes signific.enhanc. metabol.halving eliminat.half-life, two fold incr.in oral clear.& reduc.lamotrigine AUC & Cmax.with hormon.contracept.with breakthrough seiz. report., sod.valproate signific.reduc.metabol., rifampic. incr.clear., poss.interfer.with folate metabol.dur.longt.ther.

 XE "Lamitor" LAMITOR, Dr Reddy’s [P/S]
Lamotrigine.
Indications: Adults & childr.over 12 yrs: Monother./add-on treatm.of part.epilepsy with/ without second.general.ton-clon.seiz., & in prim. gen. tonic-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. tonic-clonic seiz.not satisfact.control.with other anti-epilept.meds.

Add-on treatm.for Lennox-Gastaut Syndr.assoc. seiz., prev.mood episod.in bipolar disord in adults 18 yrs & over predomin.by prev.depress episod

(S3) TABS, 37/2.5/0051, 0052, 0053, 41/2.5/0375

704486-001: 25 mg, 60, R105,54
704487-001: 50 mg, 60, R144,31

704488-001: 100 mg, 60, R252,11
712217-001: 200 mg , 60, R405,61
Dosage: Do not exceed max.recomm.dos.esp.in combinat.with valproate. If calcul.dos.,esp.in childr. does not equate to whole tab.admin.dos.as equal to low.no.of whole tabs.

Monotherapy: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.may be incr.by max.50-100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint.dose: 100-200 mg/day admin.once dly or in 2 div.dos. Some pts.have reqd. 500 mg/ day.

Add-on therapy: Adults & childr.over 12 yrs: Pts.not tak.sod.valproate: Init: 50 mg once dly x2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft.dos.may be incr.by max. 100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint.dos. to achieve optim.respons: 200-400 mg/day in 2 div. dos. 

Pts.tak.sod.valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once dly.x2 wks. thereaft.dos.may be incr.by max.25-50 mg/day every 1-2 wks.until optim.respons.achiev. Usual maint.dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div.dos.

Childr.2-12 yrs: Pts.not tak.sod.valproate: Init.0,6 mg/kg bm/day in 2 div.dos.x2 wks., follow. by 1,2 mg/kg/day in 2 div.dos x2 wks. Thereaft.the dos.should be incr.by a max. 1,2 mg/kg every 1-2 wks.until optim. respons. achiev. Usual maint.dos.to achieve optim. respons: 5-15 mg/kg/day in 2 div.dos. Max. dly. dos.of 400 mg not to be exceed.

Pts.tak.sod.valproate: Init: 0,15 mg/kg bm/day once dly x 2wks. follow.by 0,3 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max. 0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max.dly.dos.of 200 mg not to be exceed. Pts.aged 2-6 yrs. may require maint. dos. at higher end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Bipol.disord: Adults over 18 yrs: Transit.regim.to prev.depress.episod.recurr. to maint.stabilisat.dos over 6 wks.afterwhich other psychotrop./ antiepilept. meds.can be withdr. Adjuv.ther.with enzyme inhibit: Wks.1-2: 25 mg on altern.days, wk 3-4: 25 mg dly., wk.5: 50 mg dly or in 2 div.dos., targ.stabilisat.dos. 100 mg dly.or in 2 div.dos.with max: 200 mg dly. Adjuv.ther.with enzyme.induc: Wks 1-2: 50 mg dly, wks 3-4: 100 mg in 2 div.dos., wk.5: 200 mg in 2 div.dos., targ.stabilisat.dos.300 mg dly in wk.6 incr.to 400 mg/day in wk.7 if necess. Adjuv.ther. to meds.with no known clinic. pharmacokinet. lamotrigine interact: Wks.1-2: 25 mg once dly, wks.3-4: 50 mg once dly.or in 2 div.dos., wk.5: 100 mg once dly.or in 2 div.dos., targ.stabilisat. dos.wk.6: 200 mg (range of 100-400 mg) once dly or in 2 div.dos. Tot.dly.maint.stabilisat.dos.follow.withdr.of concom psychotrop./antiepilet.meds: Follow. withdr.of adjunct.enzyme inhibit: Incr.Lamitor dos.to double orign.targ.stabilisat.dos.& maint. this. Follow.withdr.of adjunct.enzyme induc: Grad.reduc.Lamitor dos over 3 wks.as enzyme induc. is withdr. Follow.withdr.of adjunct. ther.with no known pharmacokinet. interact: Maint.targ.dos.achiev.in dos.escalat. program throughout withdr.of other med. Lamitor.dly dos.adjustm.follow addit of other meds: No clinic.exper.but see prof.lit for recomm.bas.on drug interact.stud.

Side effects: Freq: Aggress., irritabil., headache, somnol., dizzin., drowsing., trem., vertigo, paraesthes., nystagmus, insomn., agitat., N&V, GI disturbs., diarrh., dry mouth, skin rash, sepsis, abscess cellulit., arthralg., proteinur., UTI, tiredn., back pain, pain. Less freq: Haematologic. abnormalit. incl.neutropen., leucopen, eosinophil., anaem., thrombocytopen, pancytopen., aplast. anaem., agranulocytos., haemophagocyt. lympohhistiocytos., hypersens.syndr., confus., hallucinat., tics, anx., depress., amnes., atax., asept.meningit., unsteadin., co-ordinat.abnormalit., Parkinson worsen., extrapyramid.effs., choreoathetos., seiz.freq.incr., dysarthr., diplop., blurr. vis., conjunctivit., angioed., constipat., dyspeps., hepat.fail., hepat.dysfunct., incr.LFT, alopec., photosens.react., Stev.-John.syndr., tox. epiderm.necrolys., DRESS, petech., necrotis. fasciit., lupus-like reacts., fev., asthen. Freq.unknown: Lymphadenopathy, hypogammaglobulinaem., dissemin. intravasc. coagulat., progress.immunosuppress., nightmares, oesophagit., pancreatit., tubulointerstit. nephrit. also with uveit.syndr., multi-organ fail. Decr.BMD report.with long term ther.

Special warnings and precautions: Monother. in childr.und.12 yrs. not recomm., insuffic.info on use in childr.und.2 yrs., sev.convuls.seiz.incl.status epilept.may lead.to rhabdomyolys./multiorg. dysfunct. & disseminat.intravasc.coagulat., close monit.of hepat./ren. & clott.paramet., incr.risk of ser.arrhythm., Brugada syndr., advise pts.of haemophagocyt.lymphohistiocytos.sympts & to seek med.advice.if S&S exper., monit.for poss. suicid.ideat.& behav., consid.contin.hormon. contracept./ non hormon.contracept.method., consid. withdr.if combinat.of unexplain.rash /fev./flu-like sympts./drowsin.or worsen.of seiz. contr.dur.1st mnth.of treatm.exper., abrupt.withdr. may provoke rebound seiz., grad.withdr., monit. childr. weight to maint.therap.dos., eval.all pts. prompt.if rash occur., adhere to recomm.dos.esp.if valproate used concom., poss.decr.effic.of hormon. contracept., report change in menstr.pattern in pts. tak. OC’s, as an inhibit.of dihydrofol.reductase exerc. caut.with other folate antagon., do not admin. concom.with any other preparat.contain.l amotrigine, consid.adjunct.ther in man.episod. prevent.in bipol.disord.as effic.not conclus.est.in mania, in bipol.disord.treatm.with antidepress.is assoc.with incr.suicid.think,& behav.in childr.& adolesc.bel.18 yrs., mod.to sev.hepat.impairm., ren.impairm./fail., safety in pregn.& lactat.not est., passes into breast milk, 
Interactions: UGT’s are enzym.responsible for lamotrigine metabol. theref.meds.induc./inhibit. glucuronidat. may affect clear., strong.or mod. induc.of cytochrome P450 3A4 enzym.also known to induc.UGTs may enhance metabol., valproic acid incr.plasma conc., clear.incr. by rifampicin, lopinavir/ritonavir halv.plasma conc., plasma AUC and Cmax reduc.by atazanavir/ritonavir, plasma levels of meds.which are substrates of OCT2 incr., 
 XE "Lamotrigine Zydus" LAMOTRIGINE ZYDUS, (Zydus) Aurobindo [P/S]
Lamotrigine
Indications: Adults & childr.over 12 yrs: Monother./ add-on treatm.of part.epilep.with/ without second.general.ton.-clon.seiz. & in prim. gen. ton.-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. ton.-clon. seiz.not satisfact.control.with other anti-epilept. meds., add-on treatm.for seiz.assoc.with Lennox-Gastaut Syndr., mood episod.prevent.in bipol.disord.predomin.by prevent.depress.episod

(S3) TABS, 45/2.5/0638, 0639, 0640, 0641

3004154-001: 25 mg; 60; R85,38
3004163-001: 50 mg; 60; R139,93
3004166-001: 100 mg; 60; R241,29
3004167-001: 200 mg; 60; R397,19
Dosage: Do not exceed max.dos esp.in combin. ther.with valproate. If interact.of concom. antiepilept. with lamotrigine not known dos. escalat. as for pts.tak.valproate to be used. If calc. dos. does not equate to whole tab.admin.dos.as equal to low.no.of whole tabs. Dispers.tabs in small vol.water enough to cover tab., if pref.chew tab

Monotherapy: Adults & childr.over 12 yrs: Init. 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.should be incr.by max.50-100 mg every 1-2 wks.until optim. respons. achiev. Usual.maint.dose: 100-200 mg/day admin.once a day or as 2 div.dos. 500 mg/day has been giv.

Add-on therapy: Adults & childr.over 12 yrs. Pts.not tak.sod. valproate: Init: 50 mg once dly x2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft.dos. should be incr.by max.100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint. dos.to achieve optim.respons: 200-400 mg/day in 2 div. dos. Pts.tak.sod.valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once a day x2 wks. thereaft.dos.should be incr.by max.25-50 mg every 1-2 wks.until optim.respons.achiev. Usual maint. dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div. dos. Do not exceed recom. init.dos.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: 0,6 mg/kg bm/day in 2 div.dos.x2 wks.,follow.by 1,2 mg/kg/day x2 wks. Thereaft.the dos.should be incr.by a max.1,2 mg/kg every 1-2 wks.until optim. respons.achiev. Usual maint.dos.to achieve optim. respons: 5-15 mg/kg/day in 2 div.dos. Max.dly. dos. of 400 mg not to be exceed.

Pts.tak.sod.valproate: Init: 0,15 mg/kg bm/day once dly x 2wks. follow.by 0,3 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max.0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max. dly.dos.of 200 mg not to be exceed. If calc. dly.dos.is 1 -2 mg, 2 mg tab may be taken on altern. days for the first 2 wks. Do not admin.if calc. dos.is less than 1 mg. Pts.aged 2-6 yrs.may req. maint.dos.at high.end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Bipolar.disord: Adults over 18 yrs: Do not exceed init.dos.& subseq.escalat.dos. Follow. transit. regim.of dos.escalat.to maint.dos.over 6 wks. to prev.recurr.of depress.episod. Other psychotrop. and/or anti-epilept.drugs can then be withdr.if indicat. Consid.adjunct.ther.for prev.of man. episod.as effic.not conclus.est. If lamotrigine is to be terminat.no stepwise dos.reduct.is necess.

Recomm.dos.escalat.in bipol.disord: Adjunct. ther.with enzyme inhibit. (eg.valproate): Init.25 mg every alt.day x2 wks.follow.by 25 mg once dly. x2 wks. Incr.dos.to 50 mg once dly/in 2 div. dos.in wk.5. Usual target dos.is 100 mg/day admin once dly/in 2 div.dos.but maybe incr.to max. 200 mg/day depend.on clinic.respons. Adjunct.ther.with enzyme induc. (eg.carbamazepine) in pts.NOT tak.valproate: Init.50 mg once dly x 2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. Incr.to 200 mg/day admin.in 2 div.dos.in wk.5.& may be incr.in wk.6 to 300 mg/day. Usual target dos.is 400 mg/day in 2 div.dos.admin.from wk.7. Adjunct.ther.to drugs with no known clinic.interacts.(eg. Li/bupropion) OR as monother: Init.25 mg once dly. x2 wks.follow.by 50 mg once dly./in 2 div.dos. x2 wks.incr.to 100 mg/day in wk.5. Usual target dos.is 200 mg once dly/in 2 div. Dos.range of 100-400 mg used in clinic.trails.

Maint.stabilisat.tot.dly.dos.in bipol.disord. follow.concom.psychotrop./anti-epilept. drug withdr: Follow.withdr.of adjunct. enzyme inhibit. (e.g. valproate): Double stabilisat.dos. not exceed.100 mg/wk.in wk.1 (i.e.100 mg/day will be incr.to 200 mg/day in wk.1). Maint.200 mg/day admin. in 2 div.dos.in wk.2 & 3 onwards. Follow. withdr.of adjunct.enzyme induc. (eg.carbamazepine) depend.on origin.dos: Reduc. dos.grad.over 3 wks.as enzyme induc. withdr. If in wk.1: 400 mg then wk.2: 300 mg & wk.3: 200 mg. If in wk.1: 300 mg then wk.2: 225 mg & wk.3: 150 mg. If in wk.1 200 mg then wk.2: 150 mg & wk.3: 100 mg. Follow.withdr.of other psychotrop./ AED drugs with no known interacts. with lamotrigine (e.g. Li/bupropion): Maint. target.dos.achiev.in dos.escalat.throughout withdr. of other med.

Lamotrigine dly.dos.adjustm.in bipol. disord. follow.addit.of other meds: Addit.of enzyme inhibit.(eg.valproate). With curr.stabilisat.dos. 200 mg/day: Wk.1: 100 mg/day which is to be maint.through wk.2 & wk.3 onwards. With curr. stabilisat.dos.300 mg/day: Wk.1: 150 mg/day which is to be maint.through wk. 2 & wk.3 onwards. With curr.stabilisat.dos. 400 mg/day: Wk.1: 200 mg/day which is to be maint.through wk. 2 & wk.3 onwards. Addit.of enzyme induc. (eg.carbamazepine)when NOT tak.valproate. With curr.stabilisat.dos. 200 mg/day: Wk.1: 200 mg, in wk.2: 300 mg & in wk.3 onwards 400 mg. With curr.stabilisat.dos. 150 mg/day: Wk.1: 150 mg, in wk.2: 225 mg & in wk.3 onwards 300 mg. With curr.stabilisat.dos. 100 mg/day: Wk.1: 100 mg, in wk.2: 150 mg & in wk.3 onwards 200 mg. Addit.of other psychotrop./ AED drugs with no known interacts. with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos. escalat.(200 mg/ day) with range of 100-400 mg.

Contraindications: Safety in pregn.& lactat.not est., ren./hepat.funct.impairm., pts.over 65 yrs.
Side effects: Freq: Headache, tiredn., dizzin., drowsin., co-ordinat.abnormalit., atax., vis. abnormal. incl.blurr.vis.& diplop., N&V. Less freq: Bld. dyscras.incl.anaem./eosinophil./leucopen./ thrombocytopen., hemophagocyt. lymphohistiocytos., hypersens.syndr., anx, confus., depress., irrit., incr.seiz., nystagmus & insomn., trem., amnes., slurr.speech., angioed., constip., diarrh., dyspeps., asthen., pain. Freq.unknown: Agranulocytos., disseminat.intravasc.coagulat., neutropen., red cell aplas., apnoea, oesophagit., multi-organ fail., dry mouth.

Special warnings and precautions: Monother. in childr.und.12 yrs.not recomm., sev.convuls. seiz. incl.status epilept.may lead.to rhabdomyolys./ multiorg.dysfunct.& disseminat.intravasc. coagulat., close monit.of hepat./ren./ haem. abnormal.& clott.paramet.& developm.of unexplain. combin.of rash/fev.& flu-like sympts., drowsin., worsen.of seiz.contr.dur.1st mnth.of treatm., incr.incid.of skin rash in childr., incr incid. of rash assoc.with exceed.recomm.dos.& concom. valproate req.immed.withdr., abrupt withdr.may provoke rebound seiz., grad.withdr.over 2 wks., monit.for early signs of hypersens.syndr., monit. weight of child dur.ther.& review dos.if necess., adhere to recomm.dos.esp.if valproate used concom., withdr.immed.in pres.of skin rash unless clearly not drug relat & do not re-instit.ther., report any change in menstr.pattern with introduct.of concom.OC., start./stop.an OC dur.ther may req. dos. adjustm., ren.fail., close monit.in bipolar disord. for poss.suicid. attempts, eval.S/E bef.driv./ operat.machin., lact.intol., excret.in breast milk with ser.lev.reach.in infts.at which pharmacolog.effs.poss., monother.in childr.und.12 yrs.not recomm., safety in pregn.& lactat.not est., insuff.info on use in childr.und.2 yrs.

Interactions: Anti-epilept.agents which induc. hepat. drug metabol.enzymes signific.enhanc. metabol. halving eliminat.half-life, two fold incr.in oral clear.& reduc.lamotrigine AUC & Cmax.with hormon. contracept.with breakthrough seiz. report., sod.valproate signific.reduc.metabol., rifampic. incr.clear., poss.interfer.with folate metabol. dur.longt.ther.

 XE "Levetiracetam Unicorn" LEVETIRACETAM UNICORN, Unicorn [P/S]

Levetiracetam

Indications: As mono-/adjunct.ther. in part.onset seiz. with/without second.generalisat.in adults & childr. over 16 yrs.with epilep., as adjunct.ther.in myoclon. seiz.in adults & adolesc.from 12 yrs.with juven.myoclon.epilep., prim.gener.tonic-clon.seiz. in adults & adolesc. rom 16 yrs.with idiopath. gener.epilep. 

(S3) FILM-COAT. TABS, 46/2.5/0338, 0339

722150-001: 250 mg, 60, R181,87

722151-001: 750 mg, 60, R545,63

Dosage: Admin.dly.dos.in 2 equal div.dos.

Monother: Adults & adolesc. 16 yrs & old: Init. recomm.dos: 250 mg 2x dly incr.to an init.therap. dos.of 500 mg 2xdly aft.2 wks. May be furth.incr. by 250 mg 2xdly every 2 wks.depend.on respons. Max.dly dos: 1 500 mg 2xdly.

Adjunct.ther: Adults (≥ 18 yrs) & adolesc.12-17 yrs.weigh. ≥50 kg: Init.therap.dos: 500 mg 2xdly. Dos.may be start.on 1st treatm.day. Dly.dos. may be incr.to 1 500 mg 2xdly.depend.on clinic. respons. & toler. Dos.chang.may be made in 500 mg 2x dly increm.or decrem.2-4 wkly.

Adolesc.12-17 yrs.<50 kg: Init.therap.dos: 10 mg/kg 2xdly.start.on 1st treatm.day. Maybe incr. up to 30 mg/kg 2xdly depend.on clinic.respons.& tol. Dos changes not to exceed incr./decr.of 10 mg/kg 2xdly every 2 wks. Use low.effect.dos. Childr.>50 kg: Same as adult dos.

Contraindications: Pregn., lactat., pyrrolidone derivat. hypersens. 

Side effects: Infect., nasopharyngit., bld.dyscras., pancreatit., anorex., incr.mass, psych.disords.incl. hostilit./person.disord., CNS effs., dizzin., headache, atax., convuls., trem., balance disords., diplop., blurr.vis., vertigo, rhinit., incr.cough., sinusit., GI disturbs., skin reacts., alopec., myalg., asthen., fatig., accid.inj.

Warnings and special precautions: Grad. withdr./ tfd.to other anti-epilept.ther., excret.in human milk, ren.impairm., monit.ren.funct.in sev. imp.hepat.funct.prior to init., elderly, insuff.data avail.for use in childr.und.12 yrs.
Drug interactions: Decr.inact.metabol.ren.clear. with probenecid.

 XE "Mylan Oxcarbazepine" MYLAN OXCARBAZEPINE, (Mylan) Xixia [P/S]
Oxcarbazepine
Indications: Part.seiz.with/without second. generalis. seiz., general.tonic-clonic seiz.as monother. & in combin.with other anti-epilept.in adults & childr 6 years and over.
(S3) TABS. 42/2.5/0355, 41/2.5/1106

717226-001: 300 mg, 50, R307,37
717227-001: 600 mg, 50, R578,76
Dosage: Either as mono/adjunct.ther. Admin.dos. in 2 div.dos., incr.depend.on clinic.respons. The dos.of other anti-epilept.to be reduc.grad.while ther.with Mylan Oxcarbazepine init. should other anti-epilept.be replac. In adjunct.ther.it may be necess.to low.dos.of other anti-epilept.&/or incr. Mylan Oxcarbazepine more slow.

Adults: Monother: Init: 600 mg/day (8-10 mg/ kg/day)in 2 div.dos. May be incr.if clinic.indic.in increm.of max. 600 mg/day at interv.of approx. 1 wk unt.respons.achiev. Therap.eff.achiev.betw. 600-2400 mg/day. Dos.incr.up to 2400 mg/day over 48 hrs have been giv.und.contr.hospit.condits.

Adjunct.ther: Init: 600 mg/day (8-10 mg/kg/day) in 2 div. dos. May be incr.if clinic.indic.in increm.of max.of 600 mg/day at interv.of approx.1 wk until. desir. respons.achiev. Therap.eff.achiev.with dos. betw. 600-2400 mg/day. Dly.dos.of 600-2400 mg/ kg/day have been effect.in studies with contr. adjunct.ther.though most pts.were unable toler. 2400 mg/day without reduct.of other anti-epilept. Dly.dos.above 2400 mg/day have not been studied.

Childr.: Admin.only if able to swall.tabs. otherwise. oral susp. In mono/adjunct.ther.init.at 8-10 mg/kg/day in 2 div.dos. Therap.eff.seen in adjunct.ther.with median maint.dos of approx. 30 mg/kg/day. If clinic.indic.incr.dos.in increm.of max. 10 mg/kg/day at approx.wkly.interv.to max. 46 mg/kg/day achiev.desir. respons.

Contra-indications: Safety in pregn./childr.bel. 6 yrs. not est., lactat., MAOI not recomm.

Side-effects: Bld.dyscras., hypersens.reacts., hyponatraem., seiz., confus., depress.consciousn. lev., encephalopathy, GI disturbs., CNS effs., dizzin., headache, nystagm., tremor, vertigo, eye disords. incl.vis.disturbs., arrhythm., AV block, pancreatit., incr.hepat.enzym., hepatit., skin reacts. incl.Stev.-John.syndr., angioed., SLE, alopec., fatig., asthen., abnorm.bleed.

Special precautions: Admin.und.med.supervis., prev.carbamazep.hypersens., discont. ther.immed. if hypersens./sev.skin.reacts.S&S occur, concom. alcoh., discont.grad.or und.cover of suit.meds.& close supervis.if abrupt discont.necess., cross. placenta, pass.into breast milk, outweigh benef.vs. risk if a woman becom.pregn./start. ther.dur.pregn. esp.dur. 1st trimest.in which case minim.effect. dos. to be giv., monother.advis.in women of child-bear.age, vit.K1 admin.to mother in last wks.of pregn. & to neonat., elderly, no studies in sev. hepat. impairm., imp.ren.funct., addit.non-hormon. contracept.in women of childbear.potent., low/ decr.white bld.cell/platel.counts, discont.ther.if signif. bone-marrow depress.evid., monit.ser.Na lev.bef.init.ther.& reg.aft.in pre-exist.ren. condit.assoc.with low Na lev.& concom.Na-low.meds., concom.meds. metab. by CYP2C19.

Drug interactions: Incr.CNS eff.with alcoh., reduc. plasma conc.with strong cytochrome P450 enzym.induc.such as phenonbarb./phenytoin, poss.low.conc.of dihydropyridine Ca antagon./anti-epilept. e.g.carbamazepine, reduc. ethinyloestrad./ levonorgestrel AUC values, alt.plasma lev.with viloxazine., poss.enhanc.neurotoxic.with Li, verapamil low.plasma conc., reduc.felodipine AUC values, decr.plasma lev.with cert.meds.metabol.by CYP3A4 & CYP3A5, incr.phenytoin lev.if giv. concom. with dos.high.than 1 200 mg/day.

 XE "Navalpro" NAVALPRO 400 mg/4 ml, (Aspen Pharmacare: Pharma) Pharmacare [P/S]&
Sodium valproate

Indications: Generalis.epilepsy treatm.with absenc./myoclon./tonic-clon./aton.or mix. patterns, partial epilepsy.(simple/complex seiz., second.generalis.seiz., specif.syndr.(West/Lennon Gastaut))
(S3) INJ, A40/2.5/0342

718849-002: 400 mg, sngl.vial & dil., R186,88
Dosage: Pts.need to be switch.to oral ther.as soon clinic. poss. Admin.by direct slow IV inj./ infus.using separ.IV line in NaCl/dextr.5%/dextr. NaCl. Optim.dos.mainly determ.by seiz.control
Adults & adolesc: Oral ther.replacem: Cont. with curr.dly.dos.via contin./repeat.infus.at same freq.as oral dos.
Init.expos: 400-800 mg depend.on bm (up to 10 mg/kg) by slow IV inj.over 3-5 mins. usual. follow.by contin./ repeat.infus. up to max. of 2 500 mg/day or one other anti-epilept.meds.may be add. at a low dos.

Combinat.ther: May be necess.to incr.dos.by 5-10 mg/kg/day when Na valproate used with other anticonvuls.which induc.liv.enzym. Dos.may be reduc.when other agent withdr. Same pattern to be follow. in pts. already receiv.other ther. If incr. sedat. observ., barbits.dos. to be reduc.as that of Navalpro incr. Dos.of both Navalpro & other agents to be adjust.dur.stabilisat.per.giv.optim. contr. at low.poss.combin.dos.lev.& poss.maint. optim.contr. with Navalpro alone.

Childr.dos.(≥ 20 kg): Usual range: 20-30 mg/kg bm/day. Init.dos.should be 400 mg/day irrespect.of mass, in div.dos.with spaced dos.incr.until contr. achiev. Dos.may be incr.to 35 mg/kg bm/day where adeq.contr.not achiev.within the above range. Childr.dos.<20 kg: 20 mg/kg bm/day. In sev. cases may be incr. but only in pts.in whom plasma Navalpro lev.can be monit. Clinic.chemist. & haemolog. paramet. to be monit.above 40 mg/kg/ day. Elderly & ren.insuffic: Dos.may need to be reduc.

Contraindications: Pregn.& lactat., act.liv.dis. incl.ac. & chron.hepatit./ hepat. dysfunct.hist.esp.if meds. relat./ porphyr., pts.with urea cycle dis./known mitochondr.dis.
Side effects: Freq: Thrombocytopen., weight gain, incr. appetite, naus., gastralg., diarrh., vomit., constipat., trans.liv.enzymes elev. Less freq: Revers.bleed.time prolongat., leucopen., pancytopen., bone marr.depress., SLE, allerg. reacts., skin reacts.incl.tox. epiderm. necrolys./ Stev. Johns.syndr./erythema multiforme, hyperammonaem. even in absence of hepat. impairm., hallucinat., stupor, coma, confus., aggress., hyperactiv., behav.disturbs., revers. dement. assoc.with cerebr.atrophy, sedat., atax., trem., lethargy, extrapyramid.sympts., encephalopathy, coma, hear.loss, oed., vasculit., pancreatit., polydips., liv.dysfunct.incl.hepat.fail. usual.occur.dur.1st few mnths of treatm.in childr. und.3 yrs.receiv.other anticonvuls., trans.hair loss with curly hair regrowth, hirsut., acne, diaphores., irreg.periods. amenorrh., gynaecomast., Fanconi’s syndr., polyur., enures. Freq.unknown: Dizzin., inflamm.reacts., inj.site pain.

Warnings and special precautions: Porphyrinogen. in animals, discont.ther.if pt. devel.pancreatit.& monit.risk fact.of sev.seiz./ neurolog.impairm./anticonvuls. ther., SLE, ren. impairm., monit.bleed.time & bld.counts esp.bef. surg., hypoalbuminaem., liv.dysfunct., childr.und. 3 yrs. receiv.concom. anticonvuls.at high.risk of liv. dysfunct., concom.salicylat.use in childr. und.3 yrs. due to liv.toxic.risk, dr.to be alert.to any signs of hepatotoxic., LFT bef.init.ther.& periodic.dur.1st 6 mnths esp.in at risk pts., avoid concom.salicylates, metab. test. bef.treatm.init.in susp.urea cycle enzyme defic., poss.incr.in convuls.dur.ther.& decr.on ther.withdr./dos.reduct.oft.dur.combin. ther./ aft. sudd.valproate dos.incr., eval.effs.bef. driv./perf.complicat.tasks, INR monit.with Vit.K depend.fact.anticoags., monit.phenytoin plasma lev.with free form eval., monit.concom. carbamazepine toxic.esp.init., poss.ser.tox. dermatolog. reacts.with lamotrigine, clinic.monit. first 15 days of combin.phenobarb.ther.with immed. reduct.of phenobarb.dos.if sedat.occurs & determ.plasma lev., do not discont.anti-epilept. ther. sudd.in event of pregn.as breakthrough seiz. with ser.effs.poss., incr.foet. malformat./develop. delay in childr.born to epilept.mothers, teratogen. effs. report.in animals, haemorrh.syndr. incl.poss. fatal afibrinogenaem.report.in neonat.whose mothers used Na valproate dur. pregn.theref. platel. count/fibrinog.plasma lev./coagulat.tests & fact.monit.in neonat., excret.in breast milk, do not admin.through same IV line as other IV addit., monit.platel.funct.bef.maj.surg.,

Interactions: Potent.eff of psychotrop.(eg. antipsychotics, MOAI, antidepress., benzodiaz.), olanzapine/ Li.may incr.side eff., absence status epilep.with concom.clonazepam, decr.olanzapine plasma conc., incr.phenobarbit./primidone/ rufinamide/ propofol plasma conc., decr.phenytoin tot.plasma conc.,incr.toxic.with carbamazepine/ lamotrigine/ zidovudine, may decr.falbamate clear., incr.nimodipine expos., anticoagul.& thrombolyt.may incr haemorrh.risk, monit.INR with concom warfarin/other coumarin anticoag., hepatic fail./-fatal.with concom.salicylates, anti-epilept.decr.valproate serum conc., felbamate decr.valproate clear., poss seiz.with concom. mefloquine/ chloroquine., aspirin/ cimetidine/ erythromycin may incr.serum lvl., decr.bld. lev.somet.assoc.with convuls. with carbapenem antibiot., protease inhib./ cholestyramine decr.plasma lvl., rifampicin may decr.bld.lvl., concom. quetiapine may incr.neutropen./ leucopen.risk, oestrogen cont.OC’s pot.decr.valproate effic., no eff.on oestroprogestative meds., concom.topiramate/ acetazolamide ass.with encephalopathy &/or hyperammonaem., false pos.in diab.urine test.
 XE "Navalpro CR" NAVALPRO CR, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Sodium valproate and valproic acid (equiv to sod. valproate)
Indications: Gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.patt.seiz., part. epilep.with simple or complex seiz./second.gen. seiz & specif.syndr.eg.West & Lennox Gastaut, treatm.& prev.of mania assoc.with bipol.disords.

(S3) CR TABS, 45/2.5/0411, 0091, 0092
718465-001: 200 mg, 100, R322,00
718466-001: 300 mg, 100, R482,30
718468-001: 500 mg, 100, R798,20
Dosage: Take with food. Do not crush or chew tabs. Admin.once/twice dly. Dly.dos.vary accord. to age & body mass. Optimum dos.main.determ.by clinic.monit..

Adults: 

Epilepsy: Start 600 mg/day where applic in div.dos.incr.by 200 mg/day at 3 day interv.until contr.achiev.gen.betw. 1 000-2 000 mg/day. If not stabil.aft.2 wks.may incr.to max.of 2 500 mg/day or add one other anti-epilept.at low dos.

Follow same pattern in pts.receiv.other ther.but if incr.sedat.observ.reduc.barbit./benzodiazep.dos.as Navalpro dos is incr. Adjust dosages dur.stabilisat. period to give optim.control at low.poss.combin. dosage lev.

Treatm.& prev.of mania assoc.with bipol. disords: Recomm.init.dos: 1 000 mg/day. Incr.as rapid.as poss.to achiev.low.therapeut.dos. produc. desir.clinic.eff. Adjust accord.to indiv.clinic. respons. Est.prophylact.treatm.indiv.with low. effect. dos.

Combin.ther: Taper exist.anticonvuls.slow. Init. Navalpro ther.grad.with target dos.reach.aft.about 2 wks. Incr.in dos.by 5-10 mg/kg/day poss.necess. when used in combinat.with anticonvuls.that induc. liv.enzyme activ.eg phenytoin/phenobarbit. & carbamazep. Once known enzyme induc.withdr. or if S/E such trem.exper.it may be poss.to maint. seiz. control on reduc.Navalpro dos. If sedat. observ. with concom.barbitur.reduc.barbit.dos.

Contraindications: Pre-exist.liv.dis., sev.hepat. dysfunct.fam.hist., urea cycle disords, MAOI, porphyr., pregn.& lactat.

Side effects: Freq: Anaem., thrombocytopen., hyponatraem., amnes., sleep disords.prim.insomn., nervousn.,somnol., emot.labil., confus.state, aggress., atax., extrapyramid.disord., stupor, convuls., memory impairm., hand & arms trembl., trem., headache, dizzin., amblyop., tinnit., deafn., pharyngit., flu syndr., abdom./stom.cramps., diarrh., dyspeps., N&V, indigest., alopec., skin rash, back pain, menstrual per.changes, infects., asthen. Less freq: Platel.aggregat.inhibit., thrombocytopen., revers.bleed.time prolongat., bone marr.depress., red cell hyperplas., leucopen., isolat. fibrinog.reduct., pancytopen., agranulocytos., macrocyt.anaem., hyperglycaem., inappropriat secret.of ADH syndr., hypothyroid., behav./ mood/ment changes, abnorm.dreams, agitat., anx., confus., depress., drowsin., hallucinat., think.abnomalit. unusual excitem restlessn., irritabil., sedat., lethargy, encephalopathy., coma, revers.dement assoc.with cerebr.atrophy, aggress., hyperactiv., learn.disord., abnorm.gait, encephalopathy, lethargy, revers. parkinson., atax., cataton.react., dysarthr., hyperton., hypokines., paraesthes., incr.reflex., speech disord., tard/dykines., twitch., incr.altertn., nystagm., spots bef.eye, diplop., conjunctivit., dry eyes, eye pain, otot.med., vertigo, ear disords.or pain, palpitat., tachycard., hypotens., hypertens., postur. hypotens., vasodilat., dyspn., pneumon., bronchit., epistax., incr.cough, rhinit., sinusit., pleur. effus., haematemes., periodontal abscess, anorex., incr.appetite, constipat., dry mouth, faec. incontin., flatul., gastroenterit., glossit., stomatit., taste pervers., min.gastr.irritat., discoid lupus erythematos., dry skin, ecchymos., furunculos., petech., prurit., hirsut., acne, tox.epiderm. necrolys., Stev.-John.syndr., erythema multiforme, leg cramps, malaise, neck pain, neck rigid., arthralg., arthros., hyperton., myalg., myasth., bone min.density decr., osteopen., osteoporos., fract. with long-term treatm., urin.incontin., cystit., dysur., revers.ren.tubul.funct.defects., enures., vag.haemorrh., amenorrh., dysmenorrh., metrorrhag., vaginit., gynaecomast., periph.oed., fatig., unusual weight gain/loss, fev., chest pain, chills, oed., malaise, decr.coagulat.fact., abnorm. coagulat.tests, Freq.unknown: hepat.fail. incl.fatalit., hepatotox., liv.dysfunct.

Warnings and special precautions: Pts.at high risk of liv. dysfunct.esp.with multipl.anticonvuls. ther.are infts. & childr.und.3 yrs.with sev.seiz. disords. partic. with brain damage/ment.retard.&./ congenit. metabol.or degenerat.dis., monit.clinic. sympts.& liv.funct.tests incl.prothromb.rate dur.1st 6 mnths. for early signs of hepat.fail.& discont. concom. salicylates as precaut., hepat.fail with pancreatit.incr.fatal outcome risk, sev.liv.damage and pancreatit.risk decr.with age, discont.ther. with pancreatit., monit.for suicid.ideat.& behav., bld. tests recomm.bef.init.ther/surg/in spontan. bruis./bleed., ren.insuffic., eval.risk vs.benef.in SLE, as elimin.main.through kidn.in form of ketone bodies false posit.in urin.test.of poss.diabet., suspect. urea cycl.enzymat.defic., monit.for weight gain as a fact.for polycyst.ovary syndr., elderly, dent.proced., monit.platel.counts & coagulat.tests recomm.bef.sched.surg., eval.S/E bef.driv./ perform. complic.tasks, incr.incid.of congenit. abnormalit. report.in both untreat.& treat.epilept. mothers, development.probl.& incr.risk of autistic spectrum disord.report.in pre-school childr.expos. to valproate in the womb, childr.expos.to valproate in the womb poss.more likely to devel.sympts of ADHD, haemorrhag.syndr./hypoglycaem.& hypothyroid. report.in neonates whose mothers took Navalpro dur.their pregn., death of newborn & inft.from hepat.fail.report follow.valproate use dur.pregn. Recommendat.for girls reach.puberty & child.bear.women incl.avoid prescrib.unless other treatm.are ineffect.or not tol./inform pts.of risks dur.pregn./advise on effect.contracept./to seek medic.advice if pregn.plann.or suspect./ caref. screen.of pregn.by alpha-foetoprot measurem. & ultrasound/to be prescrib.only by exper.Drs./stress import.of reg.med.check-ups & treatm.re-evaluat., distribut.in breast milk.
Interactions: Effs.of other psychotrop (eg. neurolept./ MAOI’s/ antidepress.& benzodiazepines) potent., rais.phenobarb.plasma conc., primidone plasma lev.incr., phenytoin tot. plasma conc.decr.& phenytoin free form incr., tox. eff. of carbamazep. potent., metabol.of lamotrig. reduc., zidovud. plasma conc.rais., by low.seiz threshold antidepress.& neurolept.antagon. antiepilept. activ., ser. conc.decr.by anti-epilept. with enzyme induc. eff., incr.ser.conc.with felbamate, mefloquine incr.valproic acid metabol. & has a convuls.eff., chloroquine may low.seiz. threshold, valproate free ser.lev.incr.by high.prot. bound agents (eg.aspirin), anticoag.eff.of vit.K depend. fact. anticoags.(eg.warfar.)incr., cimetid. & erythromyc.poss.incr.ser.lev., carbapenem antibiot. decr.valproate bld.lev., cholestyramine decr.absorpt., rifampic.decr.valproic acid bld.lev.

See also MDR page 150.
 XE "Neurontin" NEURONTIN, (Viatris Healthcare) Upjohn [P/S]
Gabapentin.
Indications: Adjunct.ther with stand antiepilept. drugs where adeq.contr.has not been achiev. Contr. both simple & complex part.seiz.with/ without second.general.tonic-clonic seiz.

(S3) CAPS, 27/2.5/0598, 0599, 0600. 

807443-018: 100 mg, 100, R325,99

807451-002: 300 mg, 100, R813,27

807478-008: 400 mg, 100, R813,27

(S3) TABS, 35/2.5/0099

705262-001: 600 mg, 100, R1546,31

Dosage: May be used with phenobarbit., phenytoin, valproic acid & carbamazepine without concern for alterat.in plasma or ser.conc.of gabapentin/ other agents. Do not allow more than 12 hrs. betw.dos.to prev.breakthrough convuls.

Adults & childr.over 12 yrs: Titrate to effect.dos. Usual effect.dos: 900-1 800 mg/day in 3 div.dos. with interv.of not more than 12 hrs. If discont./ add. an altern.medicat.do so grad.over a minim.of 1 wk.
Contraindications: Safety & effic.in childr.und. 12 yrs. not est., pregn., breast feed., sev.imp.ren. funct.

Side effects: Leukopen., amblyop., diplop., GI disturbs., dental abnorm., fatig., fev., periph.oed., vir./ resp.infect., abras., fract., weight incr., WBC decr., incr.appet., back pain, myalg., twitch., CNS effs. incl.nystagm.& trem, dysarthr., psych.effs., vasodilat., impot., cough., pharyngit., rhinit., acne, prurit., rash, thrombocytopen., palpitat., chest pain, tinnit., pancreatit., hepatit., jaund., allerg.reacts. incl. anaphylax.& hypersens.incl.syst.reacts.with eosinophil. & DRESS sympts., rhabdomyolys., movem. disords., hallucinat., alopec., erythema multiforme, Stev.-Johns.syndr., ac.kidn.fail., urin. incontin., sudd./unexplain.death., breast hypertrophy, gynaecomast.

Special precautions: Elderly, imp.ren.funct., lact. intol.
Warnings: Poss.status epilept.with abrupt withdraw., not consid.effect.in absence seiz. treatm., observ.for CNS depress.with concom. morphine, eval.immed.if early signs of hypersens. pres & discont.if alt.etiology not est., admin.2 hrs. bef./ aft.antacid admin.

Drug interactions: Mg & Al contain.antacids reduc. bioavail., morph.incr.conc.

 XE "Phenytoin Sodium" PHENYTOIN SODIUM (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Phenytoin sodium

Indications: Grand mal & complex part. psychomotor tempor.lobe seiz.

(S3) TABS, B884 (Act 101/1965)

754870-016: 100 mg, 90, R66,58
754870-015: 100 mg, 1 000, R739,74
Dosage: Invidual. dos. A period of 7-10 days may be requir.to achieve therapeut.bld. lev. Adults: Divid.dly.dose: Start.dos of 100 mg 3xdly & then adjust.to suit.individ.requirm. Usual maint. dos.: 300-400 mg/day. Max.dly dos:600mg.

Non-emerg.oral load.dos.: 1 g divid.in 3 equal doses (400 mg, 300 mg, 300 mg) at 2-hr intervals. Follow.by normal maint. dos.24 hrs aft. load. dose with freq. serum lev. determinat. 

Paed./childr. dos: Init. 5 mg/kg/day in 2 or 3 equal.divid. dos., with subseq. dos. individ. to a max. of 300 mg dly. Recom. daily maint. dosage in range of 4-8 mg/kg. Childr. over 6 yrs may req. minimal adult dos. (300 mg/day). If dly. dos.cannot be divid. equal., larger dos. should be given at bedtime.

Alternat. dosage: Once-dly. dos. for adults may be consid. if seiz.contr. estab. with divid. dos. Pts should be caut. not to miss a dos.

Contraindications: Hist.of hydantoin sens., card.funct.impairm.eg Adams Stokes syndr., sinoatr.block & sinus bradycard., concom.delavirdine, porhyr.

Side effects: Freq.unknown: Pseudolymphoma mimick.cutan. T-cell lymphoma., card. dysrhythm., impair.card.conduct., exacerbat.of seiz.freq., atax., slurred speech, decr. coordinat., mental confus., paraesthes., somnol., drowsin., vertigo, dizz., insomn., trans.nervousn., motor twitchings, taste pervers., headaches, phenytoin induc.dyskines. incl. chorea/ dystonia/ tremor/ asterixis/ sensory periph. polyneuropathy., hyperglycaem., interf. with vit. D & folate metab., hypocalcaem., elev. alkaline phosphatase., respirat. depress., ac. hepatic fail., toxic hepatit., liv.damage., osteopen., osteopor., fracts., bone mineral metab. may be affected indirectly by incr. vit. D3 metab., heighten. risk of osteomal., bone fracts., osteopor., hypocalcaem., hypophosphat., decr. sexual pot. & fertility in male epilept., gynaecomast., hypersensitiv. syndr./drug react. with eosinoph. & system. sympt. (HSS/DRESS) , system. lupus erythem., polyarterit. nodosa, immunoglobul. abnorm. may occur., hypersensit. react., skin rash, hepatotoxic., lymphocytos. w/ interstitial nephrit., interstitial pulmon. infiltrat., myopathy, diffuse intravasc. coagulat., hypotens., naus., vomit., constip., gingiv. hyperplasia., leucopen., granulocytopen., agranulocytos., pancytopen. w/ or w/o bone marrow suppress., aplastic anaem., macrocytos. Freq.: Acne, skin rash., morbilliform skin rash., decr. serum lev. of PBI, rais.ser.lev. of glucose/ alkaline phosphat/ GGT., hallucinat., incr. risk of neural tube defects, craniofac. & digital abnorm., lack of appet., tendern.of gums. Less freq.: Cleft lip & palate, neonatal bleed., hirsutism, exfoliat. dermatit., purpuric rash., erythema multiforme, SJS, TEN, immunoglobul. abnorm., irrevers. cerebellar dysfunct. assoc. with sev. phenytoin overdose, lymphadenopathy, polyarterit. nodosa, nystagm., blurred vis., diplopia, pneumonit., rickets, osteomal., coarsening of fac. features, enlargem. of lips, hirsutism, hypertrichos., Peyronie's dis.& Dupuytren's contract.

Special warnings and precautions: Withdr.immed.if bld. dyscras.develop., withdraw gradually if poss., withdr.if bullous/exfoliat/ purpur.rash develops, thyroid replacem.ther., early pregn. & breast feed., GI ulc., calciferol 100 µg/wk recomm.in long term.ther., porphyr., cont.lact., not for petit mal seiz./ seiz.due to hypoglycaem.or metabol.causes, may precipit./ aggrav. absence/ myoclon. seiz., avoid concom. St.John’s Wort, hyperglycaem. poss. potentiat. in pts. with diabet.mellit, monit.pts. for signs of suicide ideat. & behav., anticonvuls. hypersens. syndr., hypersens. syndr. (HSS)/ drug react. with eosinophil. & system. sympts (DRESS), consid.avoiding use in HLA-B*1502 positive pts, pts.with impair.liv.funct., risk of hepatotox./ hypersens. reacts.poss. higher in black pts., monit.plasma levs., poss.diminish. sex.potency & fertility in males, poss.toxicity in AIDS pts.

Interactions: Tricyclic antidepress. may precipitat.seiz.in suscept.pts -poss.phenytoin dose adj.need., chronic alcoh. abuse may dimin.effs., acute intake alcohol may incr.eff., concom.antacids contain.Ca may affect absorbpt., incr.plasma conc.with azapropazone/ phenylbutazone/ salicylates/ halothane/ chloramphenicol/ erythromycin/ isoniazid/ sulfadiazine/ sulfamethizole/ sulfamethoxazole-trimethoprim/ sulfaphenazole/ sulfisoxazole/ sulfonamides/ felbamate/ oxcarbazepine/ sodium valproate/ succinimides/ topiramate/ amphotericin B/ fluconazole/ itraconazole/ ketoconazole/ miconazole/ voriconazole/ capecitabine/ fluorouracil/ chlordiazepoxide/ diazepam/ disulfiram/ methylphenidate/ trazodone/ viloxazine/ phenothiazine/ amiodarone/ diltiazem/ nifedipine/ ticlopidine/ cimetidine/ ranitidine/ fluvastatin/ oestrogens/ tacrolimus/ tolbutamide/ omeprazole/ fluoxetine/ fluvoxamine/ sertraline/ imipramine/ phenyramidol/ sulthiame/ clofibrate/ thyroid preparat., decr.plasma conc.with ciprofloxacin/ rifampicin/ vigabatrin/ bleomycin/ carboplatin/ cisplatin/ doxorubicin/ methotrexate/ sucralfate/ fosamprenavir/ nelfinavir/ ritonavir/ theophylline/ reserpine/ folic acid/ diazoxide/ St. John's Wort, plasma ser.lev.may be eith incr./ decr.with concom. carbamazepine/ valproic acid/ antineoplast. meds./ phenobarbital/ chlordiazepoxide/ phenothiazines, the effect of warfarin/ dicoumarol/ alcohol/ CNS/ Li depress poss.enhanced, the effect of antifung.meds./ clozapine/ corticosteroids/ coumarin anticoags./ oral contracept./ quinidine/ vit. D/ doxycycline/ oestrogens/ furosemide/ tricyclic antidepress./ rifampicin/ paroxetine poss impair., thyroxine therapy poss.destabilised., the serum lev./effect of tetracycline/ lamotrigine/ azoles/ posaconazole/ albendazole/ praziquantel/ teniposide/ delavirdine/ efavirenz/ indinavir/ lopinavir/ ritonavir/ saquinavir/ digitoxin/ mexiletine/ nicardipine/ nimodipine/ nisoldipine/ verapamil/ atorvastatin/ simvastatin/ oral contraceptives/ alcuronium/ cisatracurium/ pancuronium/ rocuronium/ vecuronium/ methadone/ chlorpropamide/ glyburide/ clozapine/ quetiapine may poss.be altered by phenytoin.
 XE "Redilev" REDILEV, Dr Reddy’s [P/S]

Levetiracetam

Indications: Monother. of newly diagn.part.onset seiz. with/-out second.generalisat., as adjunct. ther. in part.onset seiz.with/without second. generalisat. in adults & adolesc.over 16 yrs., adjunct.ther.in myoclon.seiz.in adults & juvenile myoclon.epilep.in adolesc.from 12 yrs., adjunct. ther.in prim.generalis.ton.-clon.seiz.in adults & idiopath.general.epilep.in adolesc.from 16 yrs.

(S3) TABS, 41/2.5/0460, 0461, 0462

714662-001: 250 mg, 30, R59,70
714663-001: 500 mg, 30, R119,40
714664-001: 750 mg, 30, R179,10
Dosage: Admin.dly.dos.in 2 equal.div.dos.

Monother: Adults & adolesc.from 16 yrs: Recomm. start.dos: 250 mg 2xdly.incr.to init. therap. dos.of 500 mg 2xdly aft.2  wks. May be incr. furth.by 250 mg 2xdly every 2 wks.depend.on clinic. respons. Max.dly.dos: 1 500 mg 2xdly.
Add-on ther: Adults (old.than or equal to 18 yrs) & adolesc.(12-17 yrs) weigh.50 kg or more when indicat: Init.therap.dos: 500 mg 2xdly.start.on 1st day incr.up to 1 500 mg 2xdly. depend.on clinic. respons.& toler. Make dos. chang.in 500 mg 2xdly.incr./decr.every 2-4 wks.
Adolesc.(12-17 yrs) weigh.less than 50 kg when indicat: Init.therap.dos: 10 mg/kg 2xdly.start.on 1st day incr.up to 30 mg/kg 2xdly. depend.on clinic.respons.& toler. Dos.chang.not exceed.incr./decr.of 10 mg/kg 2xdly every 2 wks.using low.effect. dos.

Contraindications: Pyrrolidone derivat. hypersens., pregn., lactat.

Side effects: Somnol., asthen., dizzin., infect., nasopharyngit., bld.dyscras., drug react.with eosinophil.& syst.sympt., anorex., weight chang., hyponatraem., psych.disords.incl.psychot.disords., suic., attempt.suic, suic.ideat., hostilit., CNS effs., atax., convuls., headache, trem., bal.disords., hyperkines., attent.disturbs., memory impairm., lethargy, choreoathetos., diplop., blurr.vis., vertigo, incr. cough, GI disturbs., pancreatit., hepat.fail., hepatit., skin reacts.incl.tox.epiderm.necrolys./ Stev. Johns.syndr./erythema multiforme, alopec., fatig., accid.inj., abnorm.liv.funct., myalg., musc. weakn.

Warnings and special precautions: Reproduct. toxic.in anim.studies, grad.withdr., limit.exper.in 65 yrs. & old., monit.ren.funct.in sev.imp.hepat. funct., plasma lev.monit.req.in ren.& hepat.insuff., monit. for signs of depress.&/suic.ideat./behav.& init. appropr.treatm., excret.in breast milk, not indic. in childr.und.12 yrs.

Interactions: Meds excret.by act.tubul.secret. may reduc.ren.clear.of metabolite, incr.anorex.risk with concom.topiramate.
 XE "Rivotril" RIVOTRIL, Pharmaco [P/S]

Clonazepam.

Indications: Epilep.dis., panic disord.with/without agorophob.

(S5) INJ, [P/S] F/2.5/187, H/34/128. 1 mg/ml.

761060-006: 5+dil, R291,52
Dosage: Use only aft.addit.of 1 ml diluent supplied. Dilut.for infus.1 amp:85 ml dil. Pref.use glass contain./infus.immed.or within 4 hrs.if PVC bags used. Precipitat.occurs with sod.bicarbon.as dil.

Stat.epileptic: Infts.& childr: 0,5 mg slow IVI/IV infus. Adults: 1 amp slow IVI. May be repeat. by IV infus. 1-4 mg usual.requir. Rate of inj.not to exceed 0,25-0,5 mg/min. Tot.dos.of 10 mg not to be exceed. Slow IV inj: Admin.slow.with contin.ECG/ resp./BP monit. IV infus: Infus.time not to exceed 8 hrs. IM admin.only if IV not feas.

(S5) DROPS, [P/S] F/2.5/188. 2,5 mg/ml.
835129-004: 1 drp=0,1 mg, 10 ml, R231,24
(S5) TABS, [P/S] F/2.5/189, 190.

761079-010 0,5 mg, 100, R218,06
761087-002: 2 mg, 100, R500,86
Dosage: May be admin.with one or more anti-epilept. agents. Indiv.accord.to age, clinic.respons. & tol. Sngl.oral dos.effect.with.30-60 mins. remain. effect.for 6-8 hrs in childr.& 8-12 hrs in adults. IV dos.immed.effect.last.for 2-3 hrs.

Oral ther: Incr. dly.dos.progress until maint.dos attain. Init.dly dos.infts.& childr.up to 10 yrs./30 kg bm: Init: 0,01-0,03 mg/kg bm/day in 2-3 div.dos. Incr. dos.by no more than 0,25-0,5 mg every 3rd day until.maint.dos.of 0,1- 0,2 mg/kg bm/day achiev./ until seiz.contr./S/E prev.furth. incr. Do not exceed max.0,2 mg/kg bm/day. For optimum infts & childr.dos.adjustm.drops or 0,5 mg tabs.recomm. Admin.drops mix.with water/tea/ fruit juice & admin.with spoon. Nev.admin.drops direct. from bott.into the mouth. Childr.10-16 yrs.: Init.1-1,5 mg/ day in 2-3 div dos. Incr.dos.by 0,25-0,5 mg every 3rd day until.indiv.maint. dos.achiev. (usual.3-6 mg/day).Adults: Init.dos.not to exceed 1,5 mg/day in 3 div. dos. Incr.dos.by 0,5 mg every 3rd day until seiz.either adeq.contr./undesir. effs. preclud.any furth.incr. Usual.maint.3-6 mg/day suffic.but indiv.depend.upon respons. Do not exceed max. 20 mg dly dos. Dly.dos div.into 3 equal dos. If dos.not equal.div.larg.dos. giv.bef. retir. Maint. dos. best attain.aft.2-4 wks. Dly. amount.may be giv.as sngl.even.dos.once maint. dos.lev.reach.

Panic disord: Adults: Init.0,25 mg 2x dly. Incr.to target dos of 1 mg/day may be made aft.3 days. High.dos.of 2,3 and 4 mg/day are less affect.& more adverse effs. Some may benef.from dos.up to max.4 mg/day in which case dos.may be incr.by increm.of 0,125-0,25 mg 2x/day every 3 days unt.panic disord.controll.or S/E make furth. incr.undesir. One bedt.dos.may be pref. Treatm.to be discont.grad.by 0,125 mg 2x dly every 3 days unt.complet.withdr.Eval.period.if long-term use consid.
Contraindications: Sev.resp.insuff., ac.narr. angl. glauc., sleep apnoea., safety in pregn.not est., lactat., parenter.form in neonates. esp. prems, concurr.alcoh.use, lact.intol., safety & effic. in ren.& hepat.funct.impairm.not stud., no clinic. trial exper.in panic disord.in pts. Und.18 yrs. & over 65 yrs.& old.

Side effects: Saliv./bronch.hypersecret.in infts.& small childr., depend., somnol., headache, upper resp. infect., fatig., flu, depress.poss.assoc.with underly. dis., dizzin., CNS/psych.eff., atax., incr. seiz. freq.of cert.epilept.dur.long-term treatm., GI/ co-ordinat. disturbs., lightheadedn., sinusit., bld. dyscras., allerg.reacts.incl.anaphylax., revers. developm. of prem.second.sex characterist.in childr., loss of libido, musc.hypoton./weakn., vis. disturbs., nystagm., thrombophlebit., resp.depress. esp.on IV admin., skin reacts.incl.pigmentat. chang., temp.hair loss, urin.incont., impot., incr. falls/ fract.risk, dysarthr., anterogr.amnes.somet. assoc. with inappropr.behav., status epilept.poss. precipit. with abrupt withdr., rebound effs., Inj: perman. neuropsych.deficits & multiple syst.organ fail. assoc.with benzyl alcoh.used as preservat.in amps.

Special precautions: Passes into breast milk, monit. infts & small childr.to ensure free airways, abuse potent., alcoh./drug abuse hist., spin./ cerebell. atax., ac.alcoh.intoxicat., hypnot., analges., neurolept.agents, anti-depress., Li, elderly, pre-exist.resp./liv./kidn.dis., other concom. central.act.meds./barbits./anticonvuls., depress. hist. &/ suic.attempt, per.re-eval.of longt.ther., maint. airway patency, grad.withdr., withdr.sympt. devel. aft.long. per.dur.longt.ther., myasth.grav.
Drug interactions: Alcoh.poss.modify eff./ unpredict. S/E, CNS eff.of CNS depress. phenytoin/phenobarb./carbamazepine & Na valproate low.plasma conc., petit mal status epilept. with valproic acid, mutual potent.of effs. with other centr.act.meds.esp.with alcoh.

 XE "Sabril" SABRIL, Sanofi-Aventis [P/S]

Vigabatrin.

Indications: Treatm.in combinat.with other anti-epilept.agents for pts.with resist.part.epilepsy with/without second.generalisat.where all other appropr.drug combinats.inadeq./not tolerat.

(S3) TABS. 28/2.5/0021.

809594-005: 500 mg, 100, R2 037,46
Dosage: Do not init.as monother. Treatm.to be initiat.only by neurologist who treat epilepsy. Max recomm.dos.3 g/day not to be exceed.

Adults: Init. 1 g/day admin.once or twice dly.onto curr. regimen. Titr.in 0,5 g increm.wkly.depend.on respons. & tolerabil. Max.effic.in range of 2-3 g/ day.

Childr: Recomm.start.dos: 40 mg/kg/day Max.dos. not to be exceed. Recomm.maint.dos: 10-15 kg: 1-2 tabs/day. 15-30 kg: 2-3 tabs/day. 30-50 kg: 3-6 tabs/day. >50 kg: 4-6 tabs/day.

Contraindications: Pregn.& lactat., ren.impairm. with creatin.clear.<60 ml/min., pre-exist.clinic. signific. vis.field defects, concom.other retinotox. drugs.

Side effects: Irrevers.vis.field defects esp.males, eye. disords., rebound seiz.with abrupt withdr., incr. seiz.freq./onset of new types.seiz.esp.those with myoclon.seiz.being partic.liable, CNS effs., fatig., excitat.& agitat.in childr., somnol., asthen., mass gain, trem., oed., angioed., urticar., psych. events incl.psychot.sympts.& suicid.attempts, atax., encephalopath.sympts., GI disturbs., rash, sedat. eff.decr.with contin. treatm., decr.in HB.

Special precautions: Teratogenic.in animals., only use aft.caref.assessm.of benef.vs risk compar. with alternat., opthalmolog.consultat.advis.with systemat. screen.exam.for vis.field defects bef.init. treatm. & at 6 mnth.interv., pts.to report new vis. prob. & ref.to ophthalmol., consid.grad.discont.if vis. chang.observ., excret.in breast milk, elderly, mild to mod.ren.impairm., grad.withdr.over 2-4 wks., advis.that pt.consent form to be sign.bef. prescib., observe caref.for poss.adverse eff.on neurolog. funct., hist.of psychos./depress./behav. prob.

Drug interactions: Grad.reduct.of about 20% in phenytoin plasma conc.

 XE "Serinem" SERINEM, Unicorn[P/S]
Lamotrigine.
Indications: Adults & childr.over 12 yrs: Monother./ add-on treatm.of part.epilepsy with/ without second.general.ton-clon.seiz., & in prim. gen. tonic-clon.seiz. Childr. 2-12 yrs: Add-on treatm. of part.epilep.with/without second gen. tonic-clonic seiz.not satisfact.control.with other anti-epilept.meds., mood episod.prevent.in bipol. disord.experienc.predomin.depress.episod.

Lennox-Gastaut Syndr: Add-on treatm.of assoc. seiz.

(S3) TABS, 46/2.5/0412, 0413, 00414, 0415

300448-001: 25 mg, 60, R84,99
300449-001: 50 mg, 60, R119,00

300451-001: 100 mg, 60, R199,00

300452-001: 200 mg, 60, R325,00

Dosage: Do not exceed max.recomm.dos.esp.in combinat. with valproate. If calcul.dos.esp.in childr. does not equate to whole tab.admin.dos.as equal to low.no.of whole tabs.

Monotherapy: Adults & childr.over 12 yrs: Init: 25 mg once dly.x2 wks., follow.by 50 mg once dly. x2 wks. Thereaft.dos.may be incr.by max.50-100 mg every 1-2 wks.until optim.respons.achiev. Usual.maint.dose: 100-200 mg/day admin.once dly. or in 2 div.dos. Some pts.have reqd.500 mg/ day.

Add-on therapy: Adults & childr.over 12 yrs: Pts.not tak.sod.valproate: Init: 50 mg once dly x2 wks. follow.by 100 mg/day in 2 div.dos.x2 wks. thereaft. dos.may be incr.by max.100 mg every 1-2 wks. until optim.respons.achiev. Usual.maint.dos. to achieve optim.respons: 200-400 mg/day in 2 div. dos. 

Pts.tak.sod.valproate: Init: 25 mg every altern. day x2 wks., follow by 25 mg once dly.x2 wks. thereaft. dos.may be incr.by max.25-50 mg/day every 1-2 wks.until optim.respons.achiev. Usual maint. dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div.dos.

Pts.tak.oxcarbazepine 1200 mg/day without any other induc./inhib.of lamotrigine glucuronidat: Init: 25 mg once dly.x2 wks., follow. by 50 mg once dly.x2 wks. Thereaft.dos.may be incr. by max.50-100 mg every 1-2 wks.until optim. respons.achiev./dose of 200 mg reached. Usual maint. dos.to achieve optim.respons: 100-200 mg/ day giv.once a day/in 2 div.dos.

Childr. 2-12 yrs: Pts.not tak.sod.valproate: Init. 0,6 mg/kg bm/day in 2 div.dos.x2 wks., follow.by 1,2 mg/kg/day x2 wks. Thereaft.the dos.should be incr. by a max. 1,2 mg/kg every 1-2 wks.until optim. respons.achiev. Usual maint.dos.to achieve optim. respons: 5-15 mg/kg/day in 2 div.dos. Max. dly. dos.of 400 mg not to be exceed.

Pts.tak.sod.valproate: Init: 0,15 mg/kg bm/day once dly x 2wks.follow.by 0,3 mg/kg/day once a day x2 wks. Thereaft.incr.dos by max. 0,3 mg/kg every 1-2 wks.until optim.respons.achiev. Usual maint. dos: 1-5 mg/kg/day once dly.or in 2 div.dos. Max. dly.dos.of 200 mg not to be exceed.

Pts.tak.oxcarbazepine without any induc. /inhib. of lamotrigine glucuronidat: Init: 0,3 mg/ kg bm/day once dly (or in 2 div.dos.) x 2wks. follow. by 0,6 mg/kg/day once a day (or in 2 div. dos.) x2 wks. Thereaft.incr.dos by max.0,6 mg/kg every 1-2 wks.until optim.respons.achiev. /dose of 200 mg reached. Usual maint.dos: 1-10 mg/kg/day once dly.or in 2 div.dos. Max.dly.dos.of 200 mg not to be exceed. 

Pts.aged 2-6 yrs. may require maint.dos.at high. end of scale.

Lennox-Gastaut Syndr: Dos.guidelines as above for adults & childr.aged 2-12 yrs.

Bipolar.disord: Adults over 18 yrs: Do not exceed init.dos.& subseq.escalat.dos. Follow. transit. regim.of dos.escalat.to maint.dos.over 6 wks. to prev.recurr.of depress.episod. Other psychotrop. and/or anti-epilept.drugs can then be withdr. if indicat. Consid.adjunct.ther.for prev.of man. episod.as effic.not conclus.est. If lamotrigine is to be terminat.no stepwise dos.reduct.is necess.

Recomm.dos.escalat.in Bipol.disord: Adjunct. ther. with enzyme inhibit. (eg.valproate): Init. 25 mg every alt.day x2 wks.follow.by 25 mg once dly. x2 wks. Incr.dos.to 50 mg once dly/in 2 div. dos. in wk.5. Usual target dos.is 100 mg/day admin once dly/in 2 div.dos.but maybe incr.to max. 200 mg/day depend.on clinic.respons. Adjunct.ther.with enzyme induc. (eg.carbamazepine) in pts.NOT tak.valproate: Init.50 mg once dly x 2 wks.follow.by 100 mg/day in 2 div.dos.x2 wks. Incr.to 200 mg/day admin.in 2 div. dos.in wk.5.& may be incr.in wk.6 to 300 mg/ day. Usual target dos.is 400 mg/day in 2 div.dos. admin.from wk.7. Adjunct.ther.to drugs with no known clinic.interacts.(eg. Li/bupropion) OR as monother: Init.25 mg once dly.x2 wks.follow. by 50 mg once dly./in 2 div.dos.x2 wks.incr.to 100 mg /day in wk.5. Usual target dos.is 200 mg once dly/in 2 div. Dos.range of 100-400 mg used in clinic. trails.

Maint.stabilisat.tot.dly.dos.in Bipol.disord. follow. concom.psychotrop./anti-epilept.drug withdr: Follow.withdr.of adjunct.enzyme inhibit. (e.g. valproate): Double stabilisat.dos.not exceed.100 mg/wk.in wk.1 (i.e.100 mg/day will be incr.to 200 mg/day in wk.1). Maint.200 mg/day admin. in 2 div.dos.in wk.2 & 3 onwards. Follow. withdr.of adjunct.enzyme induc. (eg.carbamazepine) depend.on origin.dos: Reduc. dos.grad.over 3 wks.as enzyme induc. withdr. If in wk.1: 400 mg then wk.2: 300 mg & wk.3: 200 mg. If in wk.1: 300 mg then wk.2: 225 mg & wk.3: 150 mg. If in wk.1: 200 mg then wk.2: 150 mg & wk.3: 100 mg. Follow.withdr.of other psychotrop./AED drugs with no known interacts. with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos.escalat.throughout withdr.of other med.

Lamotrigine dly.dos.adjustm.in bipol.disord. follow. addit.of other meds: Addit.of enzyme inhibit.(eg.valproate). With curr.stabilisat.dos. 200 mg/day: Wk.1: 100 mg/day which is to be maint. through wk.2 & wk.3 onwards. With curr. stabilisat.dos.300 mg/day: Wk.1: 150 mg/day which is to be maint.through wk.2 & wk.3 onwards. With curr.stabilisat.dos.400 mg/day: Wk.1: 200 mg/day which is to be maint.through wk. 2 & wk.3 onwards. Addit.of enzyme induc. (eg.carbamazepine)when NOT tak.valproate. With curr.stabilisat.dos.200 mg/day: Wk.1: 200 mg, in wk.2: 300 mg & in wk.3 onwards 400 mg. With curr.stabilisat.dos.150 mg/day: Wk.1: 150 mg, in wk.2: 225 mg & in wk.3 onwards 300 mg. With curr. stabilisat.dos.100 mg/day: Wk.1: 100 mg, in wk.2: 150 mg & in wk.3 onwards 200 mg. Addit.of other psychotrop./AED drugs with no known interacts.with lamotrigine (e.g. Li/bupropion): Maint.target.dos.achiev.in dos. escalat.(200 mg/ day) with range of 100-400 mg.

Contraindications: Monother.in childr.und.12 yrs. not recomm., safety in pregn.& lactat.not est., hepat./ren.impairm., safety & effic.in childr.und.2 yrs.& pts.over 65 yrs not est.

Side effects: Freq: Irritabil., headache, drowsin., insomn., dizzin., trem., paraesthes., nystagm., poor coordinat., diplop., blurr.vis., vertigo, N&V, GI disords., diarrh., tiredn. Less freq: Infect., anaem., neutropen., leucopen., thrombocytopen., pancytopen., aplast.anaem., agranulocytos., hypsersens. syndr., angioed., aggress., tics, hallucinat., confus., anx., depress., amnes., atax., agitat., unsteadin., Parkinson's worsen., extrapyramid. effs., choreoathetos., incr.seiz.freq., dysarthr., conjunctivit., chest pain, constip., dry mouth, dyspeps., incr. LFT, hepat.dysfunct./fail., lupus-like reacts., asthen. Unknown freq: Disseminat. IV coagulat., red cell aplas., progress. immunosuppress., vasculit., apnoea, rhinit., oesophagit., pancreatit., rhabdomyolys., multi-organ fail. Bipolar dis.also: Freq: Agitat., somnol., skin rash, arthralg., back pain, pain. Less freq: Stev.-Johns.syndr., erythema multiforme, petech., fev.

Warnings and special precautions: Monit.for signs of depress.&/suic.ideat./behav.& init. appropr. treatm., sev.convuls.seiz.incl.status epilept. may lead.to rhabdomyolys./multiorg. dysfunct. & disseminat.intravasc.coagulat., close monit. of hepat./ren.& clott.paramet., consid. withdr. if combinat.of unexplain.rash/fev./flu-like sympts./ drowsin.or worsen.of seiz.contr.dur.1st mnth. of treatm.exper., abrupt.withdr.may provoke rebound seiz., grad.withdr., monit.childr.weight to maint. therap.dos., eval.all pts.prompt.if rash./ manifestats.of hypersens.occur.& discont.unless rash is clearly not med.-relat., do not restart treatm. in asept.menigit.pts., lact.intol., adhere to recomm. dos.esp.if valproate used concom., poss. dos. adjustm.reqd.when start./stop.OC’s in pts. on maint.dos.not tak.induc.of lamotrigine glucuronidat., report change in menstr.pattern in pts. tak.OC’s, use appropr.treatm.regim.with concom. lopinavir/ritonavir & atazanavir/ ritonavir

Interactions: Anti-epilept.agents which induc. hepat. drug metabol.enzymes signific.enhanc. metabol., sod.valproate signific.reduc.metabol.& incr. plasma conc., being a weak inhibit.of dihydrofol. reductase there is a possibil.of interfer.with folate metabol.dur.longt.ther., incr. clear with concom.rifampic.,decr.conc.with lopinavir/ ritonavir & atazanavir/ritonavir, incr. plasma lev.of renal.excret.substrats.of OCT2 (e.g. metformin/ gabapentin/varenicline), poss.decr AUC with chron.high paracetamol dos.

 XE "Tegretol" TEGRETOL, Novartis [P/S] 
Carbamazepine
Indications: As mono- & combin.ther.in epilep. with motor & psych.manifest., psychomot.or temp. lobe, gen. ton.-clon.seiz., mix.forms, complex/ simple part. seiz.with/without loss of consciousn. with/ without second.generalisat., ac.mania & maint. treatm.of bipol.affect.disords.to prev./ attent. recurr., idiopath.trigem.neuralg., idiopath. glosso-pharyng. neuralg.

(S3) TABS, [P/S] B1530.

769398-007: 200 mg, 50, R253,62
(S3) CR TABS, [P/S] V/2.5/321,322.

779652-002: 200 mg, 30, R161,65
779660-005: 400 mg, 30, R299,01
(S3) SUSP, [P/S] D/2.5/204. 100 mg/5 ml.

769401-007: 250 ml, R245,17
Dosage: Tab.& susp.admin.dur./aft./betw.meals. CR Divitabs swall.unchew.with adeq.liq. & admin.in 2x dly dos.regim. Susp.produc.high.peak lev.at same tab. dos.theref.init.at low.dos.& incr.slow. When switch.from tabs.to CR tabs.dos.may need to be incr. Grad.dos.reduct.of 1st anticonvuls.when switch. to Tegretol. Optim. therap. plasma lev. range 4-12 µg/ml. 

Epilep: Monother.if poss. Init.with low dly.dos.& incr.slow.unt.opt.eff.achiev. Plasma lev.determin. poss.help in estab.optim.dos. Adults: Init.100-200 mg 1-2xdly incr. slow.to usual.400 mg 2-3xdly. 1 600 mg dly in 3-4  div.dos.may be necess.

Childr: 4 yrs or less: Start.dos: 20-60 mg/day incr.by 20-60 mg every 2nd day. Over 4 yrs: Init. 100 mg/ day.incr.by 100 mg at wkly.interv. Maint. dos: 10-20 mg/kg bm dly.in div.dos. Up to 1 yr: 100-200 mg dly. 1-5 yrs: 200-400 mg dly. 6-10 yrs: 400-600 mg dly. 11-15 yrs: 600-1 000 mg dly. >15 yrs: 800-1200 mg/day (same as dly.adult dos).
Trigem.neuralg: Init.200-400 mg dly.incr.grad. until freed.from pain achiev.normal.at 200 mg 3-4xdly, somet.1 600 mg dly. Reduc.grad.to low. maint. dos. Elderly & sensit.pts: Recomm. init. dos.100 mg 2xdly.

Ac.mania & maint.treatm.of bipol.disords: Dos. range: Approx.400-1 600 mg dly., usual dos. 400-600 mg dly.in 2-3 div.dos. Ac.man: Incr.dos. rapid. Bipol.disord: Small dos.increm.recomm.in maint.ther.to ensure optim.toler.

Contraindications: Hypersens.to structur.relat. drugs. eg. TCA’s, AV block, bone marr.depress./ porphyr.hist., concom.MAOI/within 2 wks.of discont., lactat., prev.Stev.John.syndr.or tox. epiderm. necrolys.

Side effects: V.common: Dizzin., atax., drowsin., fatig., allerg.dermatit., urticar., leukopen., N&V, incr.gamma-GT. Common: oed., fluit retent., weight incr.hyponatraem.& bld.osmolarity decr.due to ADH like eff.rarely lead.to water intoxicat.& lethargy, vomit., headache, confus.state, neurolog. disords., accomodat.disords., diplop., dry mouth, incr. bld.alkal.phosphatase, thrombocytopen., eosinophil. Uncommon: exfoliative dermatit., diarrh., constip., abnorm.invol.movem., nystagmus, incr. transaminas. Rare: jaund., hepatit., delay. multi-organ hypersens.disords., vanish.bile duct syndr., SLE, depress., leukocytos., lymphadenopathy, folic acid defic., hallucinat., anorex., restlessn., aggress., agitat., orofac. dyskines., eye movem.& speech disords., periph. neuropathy, card.conduct.disords., hyper-/hypotens., abdom.pain. V.rare: NMS, Stev.-John.syndr., anaphylact.react., angioed., AV-block with syncope, CHF, coron.arter.dis., thromboembol., interstit.nephrit., ren.fail., arthralg., musc.pain, asept.meningit., psychos. activat., agranulocytos., aplast.anaem., pancytopen., megaloblast.anaem., ac.intermitt./ variegate & cutanea tarda porphyr., reticulocytos. & haemolyt.anaem., incr.bld.prolactin with/without clinic.manifestat., pancreatit., eye disords., pulm. hypersens., granulomatous hepatit., TEN, photosens., sex.dysfunct. Unknown: DRESS, ac. gen. exanthema.pustulos (AGEP).
Warnings and special precautions: Pt. awaren. of early toxic.S&S of potent.haematolog. probl./ dermatol.or hepat.reacts., med.supervis.essent. dur.ther., compl.pre-treatm.bld.counts & per. thereaft., monit.if low/decr.WBC/platel.count, discont. ther.if signif.bone marr.depress./ hypersens. reacts./seiz.exacerbat., withdr.ther if S&S of sev.skin.reacts.appear, (HLA)-A*3101 poss. risk fact.for developm.of ser.cutan.adverse drug react., consid.test.for HLA-B* 1502 allele in pts. with ancestry in genet.at-risk populat.bef.init.ther., HLA-B*1502 allele test.of Han Chinese ancestry recomm.as strong Stev.John. & tox. epiderm. necrolys.correlat.report., mix.seiz., per.liv./ren. funct.monit., withdr.ther.if liv.funct.deterior., susp.not for fruct.intol.pts., skin reacts., outweigh benef.vs.risk & monit.pts.with card./ren./hepat. damage/reacts.to other meds./interrupt.Tegretol cours., latent psychos.activ., elderly, monit.pts. with incr.IOP, monit.suicid.ideat./behav.signs & cons.appropr.ther., breakthr.bleed.with OC’s, alt. contracept./monother.advis.in women of childbear. potent., tol., seiz.precip.with abrupt withdr., change-over to new anti-epilept.meds.to be done und. cover of suit.meds.if abrupt withdr.necess., concom. levetiracetam/non-depolaris.musc.relax., abstain from alcoh.dur.ther., safety in pregn.not est., incr.malformat./developm.disord.risk in childr. of epilept.mothers, adeq.counsell.of pregn.women & women of child bear.potent.on poss.teratogen. risk to foet., use of effect.contracept.unaffect.by enzym. induc.meds.dur.ther.& x28 days aft.ther. discont.in women of child.bear.potent.

Interactions: Horm.contracept.effic.affect., carbamazepine plasma lev.rais.by: ibuprof./ danazol/ macrolide antibiot./desipramine/ fluoxetine/ fluvoxamine/nefazodone/ paroxetine/ stiripentol/vigabatrin/azole antifung./loratadine/ olanzapine/ isoniaz./acetazolamide/diltiazem/ verapamil/ cimetid./omeprazole/oxybutynin/ dantrolene/ ticlopidine/& nicotinamide, carbamazepine-10,11-epoxide plasma lev.rais.by loxapine/ quetiapine/primidone/progabide/ valproic acid/valnoctamide & valpromide, plasma lev.of carbamazepine and/or carbamazepine-10,11 metabolite decr.by felbamate/methsuximide/ oxcarbazepine/ phenobarbitone/phensuximide/ phenytoin/ primidone/clonazepam/cisplat./ doxorubicin/ rifampicin/theophyll./aminophyll./ isotretinoin & St John’s wort, dimin.plasma lev./abolish activ.of buprenorphine/methadone/ paracet./doxycycl./oral anticoags./bupropion/ citalopram/mianserin, nefazodone/trazodone /TCA’s/aprepitant/clobazam/clonazepam/ ethosuximide/ felbamate/ lamotrig./primidone/ tiagabine/topiramate/valproic acid/zonisamide/ itraconazole/ praziquantel/albendazole/imatinib/ cyclophosphamide/ lapatinib/temsirolimus/ clozapine/ haloperidol/bromperidol/quetiapine/ risperidone/ ziprasidone/olanzapine/aripiprazole/ palperidone/ alprazolam/theophylline/horm. contracept./ Ca chann.blocks./corticoster./ tadalafil/ ciclospor./everolim./tacrolim./sirolim., folic acid/mephenytoin lev.incr., phenytoin plasma lev. chang., poss.symptomat.hyponatraem.with some diuret., Tegretol-induc.toxic.incr.with levetiracetam, incr.isoniazid-induc.hepatotoxic., poss. incr.neurolog.effs.with Li/metoclopramide/ haloperidol/ thioridazine, symptom.hyponatream. with some diurets., eff.of non-depolaris.musc. relax. antagon., alcoh.tol.reduc., CYP3A4 inhibit. incr. plasma conc.& CYP3A4 induc.decr.ser.lev.

See also MDR page 578.
 XE "Toplep" TOPLEP, Ranbaxy [P/S]
Topiramate.

Indications: Adjunct.ther.for adults & childr.over 4 yrs.when inadeq.contr.by convent.first line anti-epilept.meds.for partial onset seiz.with/without second.gen.seiz., seiz.assoc.with Lennox-Gastaut syndr.& prim. generalis.tonic-clonic seiz., monother. in newly diagn.epilep./convers.to monother. in pts.with epilep.

(S3) TABS. A40/2.5/0348, 0349, 0350, 0351

708389-001: 25 mg, 60, R178,20
708390-001: 50 mg, 60, R333,01
708391-001: 100 mg, 60, R490,80
708392-001: 200 mg, 60, R802,80
Dosage: Init.at low dos.titrat.to effect.dos. Tabs. not to be broken.

Adjunct.ther.: Adults: Init: 25-50 mg nightly x1 wk. Subseq.at wkly.interv.incr.by 25-50 mg/day & admin.in 2 div. dos.guid.by clinic.outcome. Usual tot. dly.dos: 200-400 mg in 2 div.dos. Max.dos: 800 mg/day.

Childr.4 yrs and over: Init.25 mg x1st wk.incr. dos. at 1 or 2 wk.interv.by increm.of 1-3 mg/kg/day admin.in 2 div.dos.if more than 25 mg/day. Recomm. dos.thereaft.5-9 mg/kg/day in 2 div.dos. Dos.titrat.guid.by clinic.outcome.

Monother: Consid.effs.of concom.ADE’s withdr.on seiz.contr. Unless abrupt withdr.reqd.for safety concerns. discont.concom.ADE at approx.1/3 of concom. dos.every 2 wks. Toplep lev.will incr.when enzyme induc.meds.are withdr.

Adults: Init: 25 mg nightly x1 wk. Subseq.at 1-2 wkly. interv.incr.by 25-50 mg/day admin.in 2 div. dos. guid.by clinic.outcome. Recom.init.target dos.is 100 mg/day with max.500 mg.

Childr.4 yrs and over: Init.0,5-1 mg/kg mg x1st wk.incr. dos.at 1 or 2 wk.interv.by increm.of 0,5-1 mg/kg/day admin.in div.dos. Recomm.init.targ. dos.3-6 mg/kg/day. Dos.titrat.by clinic.outcome.

Contraindications: Safety in childr.und.4 yrs.not est., pregn.& lactat.

Side effects: Ac.myopia assoc.with second.clos. angl.glauc.even in paed.pts., hyperchlorem.non-anion gap metabol.acidos., leucopen., purpura, anaem., thrombocytopen., thromboembol.events, vir.infect., weight decr., anorex., psych.disords., psychomot.slow., diffic.with memory/conc., confus., depress., mood disturbs., personal. changes, insom., agitat., cognit.probl., emot. lability, apathy, psychot.sympts., hallucinat., aggress. behav., suicid.ideat/attempts, paresthes., atax., dizzin., speech & relat.speech disords., trem., hyperkinesia, co-ordinat.prob., vis.field defects., abnorm.vis., diplop., nystagm., ac.& second.angle clos.glauc., conjunctiv., tinnit., hypotens., pharyngit./rhinit., pneumon., dyspn.,GI disturbs., incr.saliva product., hepatit.& hepat.fail., gingivit., incr.sweat., prurit., skin reacts.incl erythema multiforme/Stev.-John. syndr./tox. epiderm. necrolysis & pemphigus, nephrolithias., dysur., urin.freq., incontin., ren.fail., haematur., fatig., injury

Special precautions: Condit./ther.predispos.to acidos., eval.bicarbon.lev.dur.ther.& reduc.dos.or discont.if metabol.acidos.devel.& persists, chron. metabol.acidos.reduc.growth rate in paeds./leads to nephrolithias.& incr.fract.risk, potent. teratogenic. risk, contracept.effic.of OC’s poss. decr., OC’s to contain at least 50 ug of oestrog./ use alt.non-hormon.contracept., avoid concom. meds.predispos.to nephrolithias., hypospad. report.in male babies expos.in utero, remov.from plasma by haemodialys., grad.withdr., ren./hepat. impairm., adeq.hydrat.esp.prior/dur.exerc.& expos. to warm temp., discont.if vis.probl.develop.
Drug interactions: Poss.incr.phenytoin plasma conc., phenytoin & carbamazepine decr.plasma conc., decr.ser.digox., plasma clear.of OC’s oestrog. compon incr.signific.

 XE "Trileptal" TRILEPTAL, Novartis [P/S]
Oxcarbazepine
Indications: As monother.& adjunct.ther.in adults & childr aged 1 mnth.& old: Part. seiz.with/without second.generalis. seiz.& general.tonic-clonic seiz.
(S3) TABS. X/2.5/205, 206.

892484-008: 300 mg, 50, R392,45
892491-020: 600 mg, 50, R738,91
Dosage: Init. with clinic.effect.dos.admin.in 2 div.dos. May be incr.depend.on clinic.respons.

Monother: Adults & elderly: Init: 600 mg/day in 2 div. dos., good therapeut.eff.at 600-2 400 mg/ day. If indic.incr.by max.of 600 mg/day increm.at wkly interv.from start.dos.to desir.clinic.respons. Most pts.controll.on 900-1 200 mg/day.

Adjunct.ther: Adults: Init: 600 mg/day in 2 div. dos., good therapeut.eff.at 600-2 400 mg/day. If indic.incr.by max.of 600 mg/day increm.at wkly interv from start.dos.to desir.clinic.respons. Poss. reduct.in concom.anti-epilept.meds.if 2 400 mg/ day giv. Dly.dos.above 2 400 mg not stud.

Childr.: In mono/ adjunct.ther.init. at 8-10 mg/kg/ day in 2 div.dos. In adjunct.ther.trial in paed.pts.3-17 yrs: (in which targ.dly.dos: 46mg/kg/day) median dly. dos.of 31 mg/kg/day. 1 mnth -<4 yrs: (where targ.dly. dos.was 60 mg/kg/day) Fin.dos in 56% of pts: 55 mg/kg/day. If clinic.indic.incr. dos.by max. 10 mg/kg/day increm.at approx. wkly. interv.from start.dos.to max.dly.dos.60 mg/kg/day to achieve desir.clinic.respons. Und.adjunct.& monother. when normalis.by body weight, clear. decr. with age of child. 

Contraindications: Not recomm.in lactat., MAOI, no studies in childr.bel.1 mnth.

Side-effects: Hypersens.reacts.incl.anaphylax., angioed.involv. larynx/lips/glottis/eyelids, ser.skin reacts.incl., Stev.-Johns.syndr./tox.epiderm. necrolys./ erythema multiforme, incr.seiz.freq.with abrupt withdr., suic.ideat./behav., somnol., headache, dizzin., diplop., GI disturbs, fatig., bld. dyscras., hepatit., hepat.encephalopathy, joint swell., myalg., arthralg., proteinur., interstit. nephrit./lung dis., ren.fail., dyspn., pulm.oed., asthma, bronchosp., hyponatraem., hypothyroid., fol.acid.defic., vis.disturbs., seiz., CNS effs.incl. depress.consciousn. lev., psych./card.disords., vertigo, hypertens., pancreatit., alopec., SLE, asthen, decr.bone miner.dens./ osteopen./ osteoporos./ fract.in pts.on longt.ther., card. conduct.impairm., arrythm., AV block.

Warnings and special precautions: Discont. ther./init.alter.treatm.if sev.hypersens. S&S devel./sev.skin reacts., prev.carbamazepine hypersens., multi-organ hypersens.reacts., pts.to be made aware of early tox.signs & phys.to be alert., concom.alcoh., discont.grad.or und.cover of suit. meds.& close supervis.if abrupt discont. necess., ser.birth defects report., weigh benef./ risk if a woman becom./plans pregn.dur.ther.esp. dur.first trimest., minim.effect.dos.to be giv., monother. advis.in women of child-bear.age, poss. aggravat. of illness if anti-epilept.treatm.interrupt. dur. pregn., pts.to be counsel.re incr.malform.risk/ antenat.screen., folic acid defic.may contrib.to incr. birth defects theref.supplementat.recomm., to prev. bleed.disords.in newborn, vit.K1 recomm.for mother dur.last wks.of pregn.& to newborn, cross.placenta & excret.in breast milk, clinic. respons.monit.dur.pregn./post-part., imp.ren.funct., admin.und.med.supervis., consid.discont.in case of hepatit./ evid.of signif.bone marr.depress. appears, monit.for suic.ideat./behav.& appropr.treatm., addit. non-hormon. contracept.recomm., elderly, monit.ser.sod.lev.bef.init.ther.& regul.aft.in pre-exist.ren.condit.assoc.with low Na lev./concom. Na-low.meds., clinic.sympt.suggest.of hyponatraem., pre-exist.conduct.disturbs. eg. dysrythm./ AV block, OC’s, not stud.in sev.hepat. impairm., concom.phenytoin., monit.ser.conc.of concurr. anti-epilept.meds.if carbamazepine/other anti-epilept. with enzyme.-induc.propert.withdr.& replac.by Trileptal.

Drug interactions: Incr.CNS eff.with alcoh., poss. interacts.on high dos.with drugs.metabol.by CYP2C19 eg. phenobarbit. & phenytoin, poss. interacts.with other concurr.anti-epilept.meds., reduc. plasma lev.with viloxazine., decr. felodipine/ horm.contracept. AUC, decr.plasma lev. with cert.meds.metabol.by CYP3A4 & CYP3A5.

 XE "Valeptic CR" VALEPTIC, AI Pharm Ltd [P/S]

Sodium valproate

Indications: Gen.epilep.partic.with absence/ myoclon./ ton.-clon./aton.& mix.patt.seiz., part. epilep.with simple or complex seiz./second.gen. seiz & specif.syndr.eg.West & Lennox-Gastaut, treatm.& prev.of mania assoc.with bipol.disords.

(S3) CR TABS, 44/2.5/0067, 0068
720026-001: 300 mg, 100, R445,30
720027-001: 500 mg, 100, R734,52
Dosage: Take with/aft.food. Swall.whole without crush./chew.tabs. Admin.once/twice dly. Dly.dos. vary accord. to age & body mass. Optimum dos. main.determ.by seiz.contr. Valeptic formul. interchang. with other convent.or prolong.release formulat.on equiv.dly.dos.basis where adeq.contr. achiev.

Epilepsy: Adults: Start 600 mg/day in div.dos. where applic., incr.by 5-10 mg/kg/day at wkly. interv.until contr.achiev.gen.betw. 1 000-2 000 mg/ day i.e.20-30 mg/day bm. Dos.may be furth.incr.in stages to max.of 2 500 mg/day or one other anti-epilept.agent may be add.at a low dos. if adeq.contr.not achiev.aft.2 wks. Same pattern to be foll.in pts.already receiv.other ther. Barbits.& benzodiazep.dos.to be reduc.as Valeptic incr.if incr. sedat.occurs. Dos.of Valeptic & other agents to be adjust.dur.stabilisat.per.giv.optim.contr.at low. poss.combin.dos.lev.or maint.optim.contr.with Valeptic alone.

Treatm.& prev.of mania assoc.with bipol. disords: Recomm.init.dos: 1 000 mg/day. Incr.as rapid.as poss.to achiev.low.therap.dos.produc. desir. clinic.eff. Adjust accord.to indiv.clinic. respons. Est.prophylact.treatm.indiv.with low. effect. dos.

Missed doses: Once dly.dos.sched: Take dos. as soon as poss. Skip miss.dos.if not rememb.until next day. 2xdly sched: Take dos.within 6 hrs if rememb., taking remain.dos.for that day at equally spaced interv. No doubl.of dos.recomm.

Contraindications: Pregn.& lactat., act.liv.dis. incl.ac.& chron.hepatit./hepat.dysfunct.hist.esp. meds.-relat./hepat.porphyr., women of childbear. age. unless other treatm.ineffect./not tolerat.

Side effects: Sev.liv.damage/dysfunct., sev. pancreatit. somet.fatalit., thrombocytopen., allerg. reacts., CNS effs.incl.stupor/lethargy somet. lead.to trans.coma, hear.loss, vasculit., GI disturbs. incl. gastralg., trans.alopec., skin reacts.incl.tox. epiderm.necrolys./Stev.Johns.syndr./erythema multiforme, revers.Fanconi syndr., amenorrh., irreg. periods, weight incr., non-sev.periph.oed., fibrinog. reduct., bleed.time incr., bld.dyscras.incl.anaem./ leucopen./pancytopen., hyperammonaem.without liv.funct.test chang., hyperammonaem.assoc.with neurolog.sympts., convuls.incr., revers.dement./ cerebr.atrophy/ Parkinsonism/postur.trem./somnol.

Warnings and special precautions: Cross. placenta, excret.in breast milk, excl.pregn.prior to start., liv.funct.tests incl.prothromb.rate bef. admin.& monit.period.dur.first 6 mnths. esp. pts.at risk, confirm.abnorm.low prothromb.rate, partic.in associat.with other biolog.abnormalit.req. discontin., hepat.fail with pancreatit.incr.fatal outcome risk, monit.weight gain as risk fact.for polycyst.ovary syndr., ren.insuff., sev.seiz./ neurolog. impairm./anticonvuls.ther.poss.risk fact., monit.with concom.neurolept./MAOI/ antidepress./ benzodiazepin./primidone/ phenobarb./phenytoin, zidovudine/carbamazep. toxic., INR monit.with coumar.-type anticoags., elderly, hyperammonem.assoc.with neurolog. sympt., bld.tests recomm.bef.init.ther./surg./ spont. bleed./bruis., consid.benef.vs.risk in pts. with SLE, ac.abdom.pain, discont.ther.with pancreatit./ metab.investig.advis.in case of susp.urea cycle enzymat.defic., false posit.in urin. test.of poss.diabet., sev.liv.damage and pancreatit. risk decr. with age, discont.ther.in case of liv. damage detect., discont.concom.salicylat.as precaut.

Drug interactions: Effs.of other psychotrop. potent., rais.phenobarb.plasma conc., primidone plasma lev.incr., decr.phenytoin tot.plasma lev. conc.& free form incr.with poss.overdos.sympt., metabol.of lamotrig.reduc.& mean half-life incr., zidovud.plasma conc.incr., tox.eff.of carbamazep. potent., anti-epilept.eff.antagon.by antidepress.& neurolept.which low.seiz.thresh., incr.ser.conc. with felbamate, mefloquine incr.valproic acid metabol.& has convuls.eff., chloroquine poss.low. seiz.thresh., valproate free ser.lev.incr.by high. prot. bound agents e.g. aspir., anticoag.eff.of vit.K depend.fact. anticoags.incr., cimetid.& erythromycin poss.incr.ser.lev., valproate bld.lev. decr.by carbapenem antibiot., ser.conc.decr.by anti-epilept.with enzyme induc.eff.

1.7
Anti-Parkinson agents
1.7.1
Dopaminergics
REQUIP XL (MDR Listing)

 XE "Carbilev" CARBILEV, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Carbidopa 25(25) mg, levodopa 100(250) mg.
Indications: Parkinson.dis.& syndr.

(S4) TABS. 30/5.4.1/0271, 0269.

824321-006: 25/100 mg, 100, R458,83
824348-001: 25/250 mg, 100, R623,96
Dosage: Titrate dos. Pts.not already treat.with levodopa: Init 1 tab of Carbilev 25/100 3x/day. Incr.dos.by 1 tab.dly/on alt.days as necess.to max. 8 tabs.dly. Pts.start.with Carbilev 25/250: Init dos: ½ tab.1-2xdly. An addit. ½ tab.may be added every day/every other day until optim.respons. Carbidopa dos. greater than 200 mg dly.gen.not exceed.

Maint.dos: 1 Carbilev 25/250 tab.3xdly. This dos. may be incr.by ½-1 tab.every day or every other day to max. 8 tabs.dly. Reduc.grad.upon discont.

Contraindications: MAOI, clos.angle glauc., hist. of melanoma/undiag.skin les., women of child bear.age, pregn. lactat., childr.und.18 yrs.not est., sev.psychos.
Side effects: Freq: Dyskines.incl.choreiform dyston.& invol.movem., naus. Less freq: Haemolyt.anaem., trans.leucopen. Freq.unknown: Malign.melanoma, leucopen., non-haemolyt. anaem., thrombocytopen., agranulocytos., angioed., urticar., prurit., Henoch-Schonlein purpura, weight gain/loss, oed., agitat., anx., euphor., nightmares, insomn., drowsin., depress., paranoid delus., aggress.hallucinat., paran.ideat., depress.with/-out suicid.tendenc., dement., dream abnormalit., confus., incr.libido, somnol., asthen., decr.ment.acuity, disorientat., atax., numbn., incr. hand trem., musc.cramp, trismus, latent Horners syndr.activat., fall., gait abnormalit., dopam. dysregulat. syndr., akines.& rigidity, NMS, bradykinet. episod., dizzin., paraesthes., headache, diplop., blurr.vis., dilat.pupils, oculogyr.cris., card. irreg/palpitat., orthostat.hypotens., hypertens., phlebit., dyspn., bizarre breath.patterns, vomit., anorex., GI bleed., duod.ulc.developm., diarrh., dark saliva, dyspeps., dry mouth, bitter taste, sialorrh., dysphag., bruxism, hiccups, abdom.pain, constipat., flatul., burn.tong.sensat., weakn., faintn., fatig., hoarsen., malaise, hot flush., sense of stimulat.
Dopam.dysregulat.syndr.where pts.show compuls. dopaminerg.med.misuse above dos.adeq.to control motor sympts.poss.result.in sev.dyskines., impuls. control disords eg gambl./incr.libido/compul.eat.

Special warnings and precautions: Discont. levodopa 8 hrs. bef. start.Carbilev, excret.in breast milk., bronch. asthma, emphys., sev.pulm./CV dis., MI hist., pept. ulc., psychot.states/episodes, open-angle glauc., ren.funct.impairm., urin.retent., diab. mellit., concurr.anaesthet., anticonvuls., haloperidol, phenothiazin. & antihypertens., ment. changes, depress.with suicid.behav., other ser. antisoc. behav., somnol.caut.when driv., dyskines., syndr.resembl.NMS, convuls.hist., wide-angle glauc., incr.melanoma risk, DDS, impulse control disords., lab.test.results affect.

Interactions: Postur.hypotens.with antihypertens. meds., hypertens.& dyskines.with TCA’s, anticholinerg. poss.affect.absorpt., bioavailabil. decr. with Fe sulph./Fe glucon., incr.card. dysrhythm. risk with cocaine, dopam.D2-recept. antagon.& isoniaz.may reduc.therapeut.eff, benefic. effs.revers.by phenytoin & papaverine, not recomm.with dopam.deplet.meds.(eg tetrabenazine) /meds.deplet.monoamine stores, sev.orthostat.hypotens.with selegil., absorpt.poss. imp.by high prot.diet.
 XE "Lecardop" LECARDOP, (Ranbaxy) Sun Pharma [P/S]
Carbidopa 25(25) mg, levodopa 100(250) mg.

Indications: Parkinson.dis.& syndr.

(S4) TABS. 45/5.4.1/0764, 0765.

3000000-001: 25/100 mg, 100, R343,00
3000001-001: 25/250 mg, 100, R468,30
Dosage: Admin.on empty stomach. Titrate dos. Other agents with except.of levodopa alone may be cont.with poss.dos.adjustm.necessitat. When tfd. pts.from levodopa monother.monit.caref. specif. for invol.movements which may req.dos. reduct.

Init.dos: Init 1 tab of Lecardop 25/100 tab 3x/day. Incr.dos.by 1 tab.dly/on alt.days as necess until 8 25/100 tabs/day reach. Lecardop 25/250: Init dos: ½ tab.1-2xdly.incr.by ½ tab.dly./on alt. days as necess.

Maint: Indiv.& adjust accord.to respons. Where more levodopa reqd.substit.with Lecardop 25/250 tab. Incr.by ½-1 tab.every day/other day to max.8 tabs.dly.

Exper.with carbidopa tot.dly.dos.exceed 200 mg limit.

Contraindications: narr.angle glauc., hist. of melanoma/undiag.skin les., pregn. & lactat., sev.psychos., MAOI, concom.linezolid.

Side effects: Bld dyscras., angioed., psychot. epis.incl.delus/hallucinat.& paranoid ideat., bradykinet. episod., confus., anx., fall.anx., agitat., dizzin., somnol., dream abnormalit., insomn., incr.l ibido, impulse control sympts., atax., extrapyramid. disord., gait abnormalit., nervousn., decr.ment. acuity, memory impair., disorientat., euphor., blepharosp., trismus, incr.trem., numbn, musc. twitch., latent Horner’s syndr.activat., periph. neuropathy, NMS, paraesthes., blurr.vis., dilat. pupils, oculogryric.cris., diplop., card.irregular., palpitat., MI, hypotens., orthostat.effs., phlebit., oed., dyspn., URTI, pharyng.pain, cough, dark saliva, duod.ulc., anorex., vomit., diarrh., constip., dyspeps., dry mouth, taste alterat., GI pain & bleed., dysphag., sialorrh., flatul., bruxism, tong. burn.sensat., heartburn, hiccups, abdom.pain & distress, rash, icr.sweat., alopec., dark sweat.& urine, malign.melanoma, flush., prurit., bulb.les., back/should & leg apin, musc.cramps, UTI, urin. freq./-retent./-incontin., priapism, chest pain, asthen., fat., bizar.breath.patterns, faintn., hoarsen., malaise, hot flush., sense of stimulat., weight gain/-loss
Warnings and special precautions: Not recomm. for drug-induc.extrapyramid.reacts., discont. levodopa monother.12 hrs.bef.init.ther.& substit.at dos.provid.approx.20% of prev.levodopa dos., poss dyskines.in pts.prev.receiv.levodopa alone theref.dos.reduct.poss., sev.CV/pulm.dis., bronch.asthma, ren./hepat./endocr.dis., hist.of pept.ulc.dis., convuls., MI hist., monit.card.funct. esp.dur.init.dos.adjustm., period.eval.of hepat./ haematopoiet./CV & ren.funct., early diagnos.of poss.NMS., chron.wide-angle glauc., monit.for for poss.melanoma/depress with suic.tenden./antisoc. behav./impuls.contr.disords, psych.disturbs./ psychot. states, eval.ability to drive/operat.mach., excret.in breast milk., safety & effic.in childr.und. 18 yrs.not est.& not recomm.

Drug interactions: Poss.postur.hypotens.with antihypertens., sev.orthostat.hypotens.with selegiline, hypertens/dyskines.with TCA’s, Fe salts may reduc.bioavail., metoclopramide incr.bioavail., phenytoin/papaverine/haloperidol/isoniaz decr. effectiven., dopamine D2 recept.agon.reduc.effs., high protein diet impair.absorpt.

 XE "Madopar" MADOPAR, Roche [P/S]

Levodopa 200 mg, benserazide HCl 50 mg.

Indications: Parkinsonism of idiopathic & symptomat.variet.excl.drug-induc.Parkinsonism.

(S4) TABS, P/5.4.1/150
739928-007: 100, R939,85
Dosage: Take 30 mins. bef./ 1 hr.aft. meals. Indiv.

Init: ½ tab 3xdly. Incr.by ½ tab.wkly.until indiv. therapeut.dos.reach. Dos.may be incr.more rapidly if pt.can be examin.regularly.Effect.dos.gen.2-4 tabs dly.in div.dos. Incr.dos. at mnthly interv.if necess.to give > 4 tabs. Contin.ther.for at least 6 mnths.bef.presum.ineffect.

Maint: 1 tab 3xdly.adapt.to indiv.requirem. For pts.who experience large fluctuat.in drug’s eff more freq/smaller sngl.dos/switch to contr.rel. formulat/seek alt medicat.

Change over from L-dopa: See manufact.prod. lit.

(S4) HBS CAPS. 31/5.4.1/0194.

Levodopa 100 mg, benserazide HCl 25 mg.

Indications: Parkinsonism in pts with all types of fluctuat.(ie peak dos.dyskines.& end of dos. deteriorat.)

828483-019: 100, R877,44
Dosage: Swallow cap.without chew. Take 30 mins. bef./ 1 hr.aft. meals.

When switch.from Madopar tabs.to HBS caps the switch is made from one day to the next begin. with morn.dos. Keep the same dly dos.& same interv. Aft 2-3 days incr.the dos grad.by about 50% due to low.bioavailability. Onset of act.approx.3 hrs. Carry out indiv.titrat.slow.in interv.of at least 2-3 days. In pts.with nocturn.immobil.posit. effs. report aft.grad.incr.last even.dos.up to3 caps.at bedt. Contr over-responsiveness by incr.length of interv.betw administrat.rather than by reduc. sngl.dos. In case of poor respons.to HBS resume prev.treatm.with Madopar tabs.

Contraindications: Concomit. MAOIs., decompensat. endocrine, ren./hepat./card.disords., glauc., psychos., highly pronoun.psychoneuros., pts. und.25 yrs., pregn., lactat.

Side effects: Freq: N&V, anorex., constip., weight gain, oed., lassit., dyskines., hyperkines., involunt.jerks, hiccups, insomn., depress., nocturn.excitat., diurn.excitat., somnol., dizzin., abnorm.involunt.movement, palpitat., musc. cramps, hypoton. Less freq: Ang.pect., rhythm disturbs, orthostat.hypotens., diarrh., sialorrh., leg pain, torsion dyston., hallucinat., mania, agitat., confus., faint., dyspn., libido changes, prurit., rash, loss/change of taste, haemolyt.anaem., mild, trans. leukopen., thrombocytopen., alt.urine colour, saliva/ tong./teeth./oral mucosa discolorat., trans. rise in AST/ALT/alkaline phosphat./BSP retent., incr gamma-glutamyltransfer./PBI lev./ prothromb. lev, decr.ser.urea/creatin.lev.early in treatm., trans. fall in platelet/ eosinophil count. Freq. unknown: Anx., delus., tempor.disorientat., sudden sleep onset epis.

Special precautions: Abrupt.withdr.may result in neurolept. malign.-like syndr., observ.for depress./ suicid. tendenc/ser.behav.changes, psychot. disord. hist/psychotherapeut agents admin., MI hist., atrial/nodal or ventric.arrhythm., reg.CV/ hepat/ haematopoiet.& ren.funct.assessm.dur. extend. ther., poss.dos.reduct.of concom. sympathomimet., monit.CV funct.with concom. sympathomimets., abrupt.withdr.of other anti-Parkinson. meds.not recomm., monit.IOP, glauc., monit. diab.& med.dos., coron.insuffic., convuls. disord./pept.ulc.hist., subclinic.osteoporos./ osteomalacia, monit BP with concom. anti-hypertens. meds., incr.injur.risk with rapid mobilisat., concom.psychoact.meds., phenothiazines & butyrophenone derivat. may antagon.eff , discont.12-48 hr bef.surg.req.gen. anesth.with halothane., avoid anaesth with halothane in emerg.surg.where Madopar not withdr., alert pt.to poss.sudd.sleep onset/somnol., poss.compuls. behav.(eg. gambling/hypersexual.), prot.rich meals imp.levodopa absorpt.from GIT, drug depend./abuse potent.where cognit./ behaviour.disturbs attribut.to incr.med quantit. against med.advice & motor disabilit., elderly, monit.bld count & liv./ kidn.funct.periodic.
Drug interactions: Decr.rate of absorpt. with trihexyphenidyl, Fe sulph.decr.max.plasma conc & AUC, metoclopramide incr.absorpt.rate, bioavail. incr.with domperidone, neurolept.& opioids inhibit.act., sympathomimet. eff. potent., other anti-parkinson.agents are permiss.but effs.may be intensif., antiparkinson.effs. antagon.by antipsychots. with dopamine-recept. block. propert (particul. D2-recept. antagonists), may reduc. effs. of antipsychots.with dopamine-recept. block. propert. (partic.D2-recept.antagon.), false posit. result in Coombs test
 XE "Oxpola" OXPOLA, (Sanofi) Gulf [P/S]

Pramipexole dihydrochlor.monohydr.

Indications: Monother./combinat.ther.with levodopa in idiopath.Parkinson’s dis.

(S4) TABS, 43/5.4.1/0134, 0133, 0135

719542-001: 0,125 mg, 100, R235,00

719543-001: 0,25 mg, 100, R287,01

719545-001: 1,0 mg, 100, R1 151,99

Dosage: Swall.with water. Admin.dly.dos.in 3 equal. div.dos. Init. 0,125 mg 3x/day incr.to 0,25 mg 3x dly in 2nd wk & 0,5 mg 3x/day in 3rd wk. accord.to respons. Maint: Indiv.dos.should be in range of 0,375 mg to max.of 4,5 mg/day. Dly. dos. may be incr.if need.by 0,75 mg at wkly. interv. to max.4,5 mg dly. Treatm.discont: Taper dos.off at rate of 0,75 mg dly.unt.dly.dos of 0,75 mg reach. Theraft. reduc.dos. by 0,375 mg dly. Concom. levodopa ther: Reduce levodopa dos. grad.dur.both dos. escalat. & maint.treatm.unt.optim.respons. achiev.

Contraindications: Childr.bel.18 yrs., safety in pregn. & lactat.not est.

Side effects: Somnol., GI disturbs., CNS effs., dizzin., asthen., accid.inj., extrapyramid.syndr., headache, confus., hallucinat., oed., malaise, fev., syncope, post.hypotens., vasodilat., hypertens., tachycard., chest pain, dry mouth, anorex., dysphag., abdom./back/neck pain, leg cramps, twitch., tremor, hyperton., decr.libido, depress., anx., atax., hypokines., paralys., paraesthes., gait abnormal., vertigo, skin reacts., sweat., impot., UTI, urin.freq./incont., rhinit., dyspn., sinusit., flu syndr., pharyngit., incr.cough, allerg.react., infect., voice alter., conjunctivit., incr.saliva, arthrit., arthralg., myalg., apathy, pneum., tooth disord., periph.oed., fall.asleep without warn.

Special precautions: Alert dr.in case pregn. occurs/ pregn.plann.dur.ther., may be excret.in breast milk, fall.asleep.dur.dly.liv.activ., re-assess. pts. reg.for drowsin.& sleepin., pt.to be advis.of drowsin. potent.bef.init.treatm., concom.sedat. meds./ exist.sleep disords.& concom.meds.incr. pramipexole plasma lev., poss.ther.discont.if signif. dayt.sleepin.esp.dur.activ.requir.act. particip./ potent.danger.activ., dos.reduct.may not reduc. fall.asleep episod., concom.other anti-parkinson. meds., ren.funct.impairm., withdr.grad., reg. ophthalmolog.monit.in case of vis.abnorm., warn. pts.of poss.orthostat.hypotens./hallucinat./ confus., caut.pts.against rising rapid.aft.sitt./lying down for long per.esp.at treatm.init./dos.escalat., elderly, poss.cause/exacerbat.of pre-exist. dyskines., admin.with food poss.reduc.naus., patholog. chang.in retina of albino rats, poss. neurolept. malign.syndr.with abrupt withdr., sev. CV dis., monit.BP esp.init., concom.meds.incr. Oxpola plasm lev.
Drug interactions: Incr.levodopa Cmax & decr.Tmax, incr. AUC & half life with cimetidine, poss.interact. with amantidine, clear.decr.by drugs secret.by cation. transport syst., eff.poss.diminish.by dopamine antagon., poss.addit.effs.of CNS depress. & alcoh.

 XE "Pexasp" PEXASP, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Pramipexole dihydrochlor. monohydr.

Indications: Monother./combinat.ther.with levodopa in idiopath.Parkinson’s dis., symptom.treatm. of idiopath. Restl.Legs Syndr. (RLS).

(S4) TABS, 42/5.4.1/1023, 1022, 1024

723741-001: 0,125 mg, 100, R253,73
723740-001: 0,25 mg, 100, R312,28
723742-001: 1 mg, 100, R1 014,91
Dosage: Admin.with food reduc.poss.naus. 

Parkisons: Admin.dly.dos.3x/day in equal.div.dos. Init. 0,375 mg/day incr.every 5-7 days depend.on toler. Titrat. to max.therap.eff. Recomm.dly.dos. sched: Wk 1: 0,375 mg/day. Wk.2: 0,75 mg/day. Wk 3: 1,50 mg/day. If furth dos.incr.necess.incr. dly. dos.by 0,75 mg at wkly.interv.to max.of 4,5 mg/day. Dos.high.than 1,5 mg/ day incr. somnol. incid. Maint: Indiv.dos.in range of 0,375 mg to max.4,50 mg /day.

Concom.ther: Levodopa ther.to be reduc.both dur.escalat. & maint.treatm.to avoid excess. dopaminerg. stimulat.

Restless leg syndr: Recomm.start.dos: 0,125 mg tak.once dly.2-3 hrs bef.bedt. If furthdos. incr. necess.incr.dos.every 4-7 days to a max.of 0,75 mg per day. Recomm.dly.dos.sched: Wk 1: 0,125 mg/day. Wk.2: 0,25 mg/day. Wk 3: 0,50 mg/ day. Wk 4: 0,75 mg/day.

Contraindications: Safety & effic.in childr.und. 18 yrs.not est., sev.ren.impairm
Side effects: Parkinsons: Freq: UTI, insomn., confus.state, delus., dream abnormalit., hallucinat., paran.react., sleep disords., think. abnormalit., vis.hallucinat., incr./decr.libido, abnorm. behav., dizzin., dyskines., extrapyramid. syndr., somnol., akathis., dyston., gait abnormalit., headache, hyperton., hypoesthes., myoclon., taste pervers., amnes., accommodat.abnormalit., conjunctivit., lacrimat.disord., vis.abnormalit., diplop., vis.blurr., vis.acuity reduc., tinnit., postur. hypotens., dyspn., rhinit., sinusit., hiccups, constipat., naus., vomit., anorex., dry mouth, dyspeps., dysphag., flatul., tooth dis., prurit., sweat., skin disords., rash, hypersens., arthrit., bursit., leg cramps, myasth., twitch., urin.freq./ incont., impot., asthen., accident.inj., chest pain, fatig., malaise, fev., gener.& periph.oed., incr. creatine PK, decr.weight. Less.freq: Pneumon., inappropr. antidiuret. hormone secret., pathologic. gambl., binge eat., compuls.shopp., hyperphag., hypersex., restlessn., delir., mania, hyperphag., hyperkines., syncope, excess.dayt.somnol., fall. asleep dur. activit.of dly.liv./sudd.onset of sleep, incr. weight. Freq.unknown: Hyperphag., dopamine dysregulat. syndr.

Restl.legs syndr: Freq: Insomn., abnorm.dreams, headache, dizzin., somnol., naus., constipat., vomit., fatig. Less freq:Pneumon., inappropr. antidiuret. hormone secret., restlessn., confus., hallucinat., libido disord., delus., hyperphag, paranoia, mania, delir., behav.sympts.of impulse contr.disords. & compuls., sudd.onset of sleep, syncope, dyskines., amnes., hyperkines., vis. impairm. incl.reduc.vis.acuity., diplop., vis.blurr., card. fail., hypotens., dyspn.,hiccups, hypersens., prurit., rash, periph.oed., weight decr./incr. Freq.unknown: Dopamine agon.withdraw.syndr. incl.apathy, anx., depress., fatig., sweat. & pain.

Special warnings and precautions: Safety & effic. in pregn.& lactat. not est., ren.impairm., elderly, alert.dr.if pregn.occurs/intend. becom. pregn.dur.ther., poss.excret.in breast milk, avoid antipsychot., concom.other antiparkins.meds., warn pts.of poss.orthostat.hypotens.esp.dur. dos. escalat., poss.NMS  risk with abrupt withdr., reg. ophthalmolog.monit./if vis.abnorm., fall.asleep. dur. dly.liv.activ., re-assess.pts.reg.for drowsin.& sleepin., pt.to be advis.of drowsin.potent.bef.init. treatm., concom.sedat.meds./exist.sleep disords. & concom. meds.incr.pramipexole plasma lev., fall. asleep episod.poss.not elimin.by dos.reduct., poss. ther. discont.if signif.dayt.sleepin.esp.dur.activ. requir. act.particip., decr.dos.if dopaminerg.S/E of levodopa potent./exacerb.pre-exist.dyskines., review dopaminerg.meds regimen & dos.adjustm. consid.if dyston.occurs, monit.for mania & delirium, eval.benef.vs.risk of co-admin in psychot. disords., co-admin.psychot.meds.to be avoid., BP monit. esp. in CV dis.& when init.ther., withdr. grad. in Parkins.dis., cont.mannitol, impulse cont.disord., dopamine dysregulat.syndr.

Interactions: Eff.poss.diminish.by dopamine antagon., elim.decr./half-life incr.with cimetidine, poss.addit.effs.of CNS depress.& alcoh., poss. incr.levodopa plasma conc.& dyskines.exacerbat., clear.decr.by drugs secret.by cation.transp.syst., poss. potent levodopa dopaminerg.S/E.

 XE "Pexola" PEXOLA, Ing.Pharm [P/S]

Pramipexole dihydrochlor. monohydr.

Indications: Monother./combinat.ther.with levodopa in idiopath.Parkinson’s, Immed.Rel.Tabs also: idiopath.restless legs.syndr.

(S4) IMMED.REL.TABS, [P/S] 32/5.4.1/0298, 0299, 0300

898836-007: 0,125 mg, 100, R567,26
898848-008: 0,25 mg, 100, R1 125,54
898828-012: 1 mg, 100, R2 124,48
Dosage: Admin.with/without food. Ren.impairm: Refer to manufact.lit.for dos.adjustm. 

Parkinson’s dis: Admin.dly.dos.in 3 equal.div. dos. Init. 0,375 mg/day incr.every 5-7 days depend. on tol. Titrat.to max.therap.eff. Recomm. dly.dos. sched: Wk 1: 0,375 mg/ day, wk.2: 0,75 mg/day, wk 3: 1,50 mg/day. If furth dos.incr.necess.incr. dly.dos.by 0,75 mg at wkly.interv.to max.of 4,5 mg/ day. Dos.high.than 1,5 mg/day incr.somnol.incid. In concom.ther.reduc.levodopa dos. both dur.escalat. & maint.treatm., taper.grad. if discont.ther.

Restless leg syndr: Start.dos: 0,125 mg once dly.2-3 hrs.bef.bedtime. Dos.may be incr.every 4-7 days to max.0,75 mg/day if necess.,

(S4) ER TABS, [P/S] 43/5.4.1/1062, 1063, 1064, 1065

718253-001: 0,375 mg, 30, R541,51
718255-001: 0,75 mg, 30, R1 063,04
718256-001: 1,5 mg, 30, R1 153,98
718257-001: 3,0 mg, 30, R1 680,16
Dosage: Parkinson’s dis: Admin.once dly.at same time. Swall.whole with water. Not to be crush./chew./div. If dos.miss.admin.up to 12 hrs. aft. reg.sched.time. Aft.12 hrs, miss.dos.to be left out & next dos.taken on foll.day at next reg.sched. time.

Init: Dos.incr.grad.from start.dos.of 0,375 mg/day & then incr.every 7 days. Dos.titrat.to achiev.max. therap. eff.depend.on toler.

Ascend.dos. sched: Wk 1: 0,375 mg/day, Wk 2: 0,75 mg/day, Wk 3: 1,50 mg/day. Dly dos.should be incr.by 0,75 mg at wkly.interv.up to max. 4,5 mg/ day. If furth.dos.incr.necess. Pts.may be switch.from IR to ER Tabs overnight at same dly. dos. if already taking immed.release tabs. Maint. ther: Indiv.dos.from 0,375 mg to max.of 4,5 mg/ day. taper.grad. if discont.ther., In concom.ther. reduc.levodopa dos.both dur.escalat.& maint. treatm.

Contraindications: Childr.bel.18 yrs.not recomm., ER tabs: mod.to sev.ren.funct.impairm., IR tabs sev.ren.impairm., safety in pregn.& lactat. not est.

Side effects: Somnol., naus., abnorm.behav.incl. sympts.of impulse contr.disords. & compuls., insomn., hallucinats., headache, dizzin., dyskines., vis. impairm.incl.diplop., vis.blurr., rduc.vis.acuity, hypotens., constipat., vomit., periph.oed., fatig., weight decr., libido disord., hypersexual., compuls. shopping, pathologic.gambling, delus., confus., abnorm. dreams, restlessn., fall.asleep dur.activit. of dly. living/sudd.onset of sleep, syncope, hypersens., prurit., pneum., paranoia, binge eat., hyperphag., dopamine dysregulat.syndr., amnes., hyperkines., dyspn., hiccups, rash., weight incr., blackouts, CF, fatig., incr.eat.

Warnings and special precautions: Fall.asleep. dur.dly.liv. activ., re-assess.pts.reg.for drowsin.& sleepin., pt.to be advis.of drowsin.potent.bef.init. treatm., concom.sedat.meds./exist.sleep disords.& concom. meds.incr. pramipexole plasma lev., dos. reduct. may not reduc.fall.asleep episod., poss. ther. discont.if signif.dayt.sleepin.esp.dur.activ. requir. act.particip., cons.dos.reduct./grad.discont. in case of behav.chang.eg.impulse contr.disords./ compuls. behav., potent.risk of develop.DDS., alert.dr.if pregn.occurs/intend.becom. pregn.dur. ther., inhib.prolact.secret., ren.impairm., warn.pts. esp.Parkinson pts.of poss.orthostat. hypotens.esp. dur.dos.escalat., monit.for melanoma/ ophthalm. patholog.chang., inform.pts.that (mostly vis.) hallucinat. may occur, somnol.incr.at dos.high.than 1,5 mg/day, incr.CF risk, poss.potent.of dopaminerg. S/E of levodopa caus./exacerb.pre-exist. dyskines., reduc.dos.of concom.levodopa & keep dos.of other anti-Parkinson.meds contant.,  monit.BP when init. ther., sev.CV dis., poss. neurolept. malign.syndr.with abrupt withdr.in Parkinson’s dis., taper.grad. if discont.ther., RLS augmentat.phenomena (ie.earlier sympt.onset/ incr.sympts.& spread of sympts.to other extremet.) poss. but trials not of suffic.durat.to determ. augmentat., caut.pts.against rising rapid.aft.sitt./ lying down for long per. esp.at treatm.init.

Interactions: Cimetidine incr.plasma lev., poss. addit.effs.of CNS depress. & alcoh., poss. potent levodopa dopaminerg.S/E, clear.decr.by drugs secret.by cation.transport syst., eff.poss.diminish. by dopamine antagon.

 XE "Pramipexole ER Teva" PRAMIPEXOLE ER TEVA, Cipla Medpro [P/S]

Pramipexole dihydrochlor. monohydr.

Indications: Monother./combinat.ther.with levodopa in idiopath.Parkinson’s.

(S4) ER TABS, 50/5.4.1/0800; 0801; 0802; 0803

3004925-001: 0,375 mg, 30, R389,76
3004926-001: 0,75 mg, 30, R515,36

3004927-001: 1,5 mg, 30, R570,00
3004928-001: 3,0 mg, 30, R839,50
Dosage: Parkinson’s dis: Admin.once dly.at same time. Swall.whole with water. Not to be crush./chew./div. If dos.miss.admin.up to 12 hrs. aft. reg.sched.time. Aft.12 hrs, miss.dos.to be left out & next dos.taken on foll.day at next reg.sched. time.

Init: Dos.incr.grad.from start.dos.of 0,375 mg/day & then incr.every 7 days. Dos.titrat.to achiev.max. therap. eff.depend.on toler.

Ascend.dos.sched: Wk 1: 0,375 mg/day, Wk 2: 0,75 mg/day, Wk 3: 1,50 mg/day. If furth.dos.incr. necess. dly dos.may be incr.by 0,75 mg at wkly. interv.up to max. 4,5 mg/ day. Somnol.incid.incr. with dos.above 1,5 mg/day. Pts.may be switch. from IR to ER Tabs overnight at same dly. dos. if already taking immed.release tabs. Maint. ther: Indiv.dos.from 0,375 mg to max.of 4,5 mg/ day. Taper.grad. if discont.ther., In concom.ther.reduc. levodopa dos.both dur.escalat.& maint.treatm.

Contraindications: Childr.bel.18 yrs.not recomm., mod.to sev.ren.funct.impairm., 

Side effects: Freq: Abnorm.behav.incl.sympts.of impulse contr.disords. & compuls., abnorm. dreams, insomn., confus., hallucinats., somnol., naus., headache, dyskines., vis. impairm.incl. diplop., vis.blurr., reduc.vis.acuity, hypotens., constipat., N&V, periph.oed., fatig., weight decr., decr. appetite. Less freq: Pneumon., inapropr. antidiuret. horm.secret., libido disord., hypersexual., compuls.shopping, pathologic. gambling, delus., restlessn., paranoia, mania, delirium, dreams, fall.asleep dur.activit.of dly. living/sudd.onset of sleep, syncope, amnes., hyperkines., CF, dyspn., hiccups, hypersens., prurit., rash., weight incr. Freq.unknown: Binge eat., hyperphag., dopamine agon.withdr.syndr. incl.apathy, anx., depress., fatig., sweat., pain. Post market: Accid., blackouts, syncope, hypotens., postur.hypotens., prurit.

Warnings and special precautions: Fall. asleep. dur.dly.liv. activ.sometimes occur.as late as 1 yr.aft.init.treatm., somnol.incr.at dos.high. than 1,5 mg/day, re-assess.pts.reg.for drowsin. & sleepin., pt.to be advis.of drowsin.potent. bef.init. treatm., concom.sedat.meds./ exist.sleep disords. & concom.meds.incr. pramipexole plasma lev., discont.if signif.dayt. sleepin.esp.dur.activ. requir. act.particip., dos. reduct. may not reduc.fall.asleep episod., poss. ther. cons.dos.reduct./grad.discont. in case of behav.chang.eg.impulse contr.disords./ compuls. behav., warn.pts. esp.Parkinson pts.of poss.orthostat. hypotens.esp. dur.dos.escalat., caut.pts.against rising rapid.aft.sitt./ lying down for long per. esp.at treatm.init., monit.BP when init. ther., sev.CV dis., hallucinat.mostly vis.with age appear.to incr.risk may occur, imp.ren.funct., poss.potent.of dopaminerg. S/E of levodopa caus./ exacerb.pre-exist. dyskines.poss.amend.by reduc. dos.of concom.levodopa, review regimen if axial dyston.occurs, monit.for man./delirium develop, recomm.regul.ophthalm. monitor., monit.for melanoma, non-motor side eff. may occur when tapering off eg.apathy/ anx./ depress./fatig./ sweat./ poss.severe pain, concom.antipsychot.not recomm.theref.admin.only aft.eval.risk vs.benef., poss.neurolept.malign. syndr. with abrupt withdr., safety in pregn.& lactat. not est., alert.dr.if pregn.occurs/ intend. becom.pregn.dur.ther., inhib.prolact. secret. theref.not to be admin.dur.breastfeed.

Interactions: Levodopa Cmax incr.& Tmax decr., cimetidine incr.plasma lev., clear.decr.by drugs secret.by cation.transport syst., eff.poss.diminish. by dopamine antagon., poss. addit.effs.of CNS depress. & alcoh.,

 XE "Requip" REQUIP, (Aspen Pharmacare) GSK [P/S] 
Ropinirole

Indications: Parkinson.dis.as early ther.when dopaminerg.ther.indicat./adjunct.treatm.to levodopa.
(S4) XL PROLONG.RELEAS.TABS, 41/5.4.1/0604, 0606, 0607.

711090-001: 2,0 mg, 28, R380,78
711090-002: 2,0 mg, 42, R571,15
711091-001: 4,0 mg, 28, R486,59
711092-001: 8,0 mg, 28, R867,58
Dosage: Titrat.against effic.& tolerability. Admin. as sngl.dly dos.at same time. Do not chew/ crush/div. If treatm.interrupt.for 1 day or more consid.re-init.by dos.titrat.

Treatm.init: Tot.dly.dos: Wk.1: 2 mg. Wk 2: 4 mg. Wk.3: 6 mg. Wk.4: 8 mg.

Therapeut.regimen: If suffic.sympt.contr.not achiev./maint.with init.titrat.dly.dos.may be incr. by increm.of upto 4 mg once every 1-2 wks.upto max.24 mg once dly. When admin.as adjunct to L-dopa grad.reduct.of L-dopa by approx.30% poss.

Switch.from Requip tabs to Requip XL tabs: May be switch.overnight. Bas.XL tabs.dos.on tot. dly.dos.of Requip tabs.taken. Then adjust to therapeut. respons. When switch.treatm.from anoth.dopamine agon.follow manufact. lit.on discontin.bef.init.Requip XL.
Contraindications: Pregn.& lactat., hypersens.
Side effects: CNS effs.incl.somnol.& fall. asleep, syncope, postur.hypotens.esp.dur.dos. escalat., psych.disords.incl.hallucinat.& suic. attempt, dyskines., incr.libido., confus., GI disturbs. incl. haemorrh., gen./periph.oed., infects. & infestat.incl.vir.infect./UTI/ URTI, neoplasm/ benign/malign.unspec., haematol. effs. incl.lymphocytos.&vit.B12 defic., hypo/-hyperthyroid., SAIDH, hyper-/hypoglycaem., gout, hyperphosphataem./-uricaem., diab. mellit., hypo-/hyperkalaem., acidos., hypercholesterolaem., hyponatraem., dehydrat., hypochloraem., aggrav.Parkinsonism, hyper/-hypoton., abnorm.co-ordinat., extrapyramid. disord., convuls.& hemipares., subarachnoid haemorrh., vis.disturbs, vertigo, tinnit., bradycard., MI, CV effs.incl.supraventric. /ventric. tachycard./ang.pect./bundle branch block/ card.arrest/cardiomegaly/mitral insuffic., hot flush., aneurysm, varicose veins, phlebit., periph. gangrene, limb embol., cough, resp./ thorac & mediastin.disords., hepatobil.disords., skin & subcutan.tiss.disords., incr.sweat., musculoskelet.& connect.tiss.disords., arthralg., back/ chest/skelet.pain, myalg., leg cramps, paraesthes., arthrit., musc.spasm, arthros., osteoporos., polymyalg., musc.weakn., haematur., dysur., micturit.freq., ren.& urin. disords. incl.ac.ren.fail, reproduct.syst.& breast disords., fatig., pain, rigors, flu-like sympt., thirst, weight loss, falls.

Warnings and special precautions: Re-assess pts.contin.for sleepin./drowsin., poss.fall. asleep.dur.dly.liv.activ., compuls. gambling report., warn.pt.of syncope assoc. with bradycard./poss.orthostat. hypotens./ drowsin. developm./ hallucinat./concom.meds. that incr. ropinirole plasma lev., caref.monit.for postur. hypotens. S&S esp.dur.dos.escalat., dyskines. poss.caus./exacerbat.by potent. dopaminerg.S/E of L-dopa, elderly, sev.CV dis., outweigh benef.-risk in major psychot.disords., poss. dos.adjustm.if HRT stopp./introd.dur. treatm., withdr.grad.accord.to manufact. instruct., sev.ren./hepat.impairm., poss.sympt. complex resembl.neurolept.syndr.report.in assoc. with rapid dos. reduct./ withdr./changes in anti-Parkinson.ther., retroperiton. fibros./ pulm. infiltr./pleur.effus.& thicken.report.in some pts.with ergot-deriv.dopaminerg.agents., potent. signif.of retin.degenerat.observ.pre-clinic. in albino rats in 2 yr. study not est., bind. to melanin contain.tiss., lact.intol.
Drug interactions: Poss.addit.effs.of CNS depress. & alcoh., concom.neurolept.& other centr. act.dopamine antag.dimin.eff., metabol. by cytochrome P450 enzyme CYP1A2 poss. interact.. with substrates (e.g.theophyll.)or inhibit. (e.g. ciprofloxacin) of this enzyme, incr. plasma conc.with oestrog.

 XE "Sinemet " SINEMET 25/250, Organon [P/S]
Carbidopa 25 mg, levodopa 250 mg.
Indications: Parkinson.dis.& syndr.

(S4) TABS. F/5.4.1/56.

764086-006: 100, R726,26
Dosage: Indiv. Init: ½-tab.1-2xdly. incr.by ½ tab. dly./altern.days as necess.till optim.respons.with max.of 8 tabs.dly.

SINEMET 25/100, [P/S]
Carbidopa 25 mg, levodopa 100 mg.
(S4) TABS. P/5.4.1/141.

764078-003: 100, R530,97
Dosage: Indiv. Init: 1 tab.3xdly. incr.by 1 tab.dly./altern.days as necess.till max. 8 tabs dly.

SINEMET CR TABS, [P/S]
Anhydr.carbidopa 50 mg, levodopa 200 mg.
(S4) CR TABS. Y/5.4.1/279.

794635-008: 100, R843,04
Dosage: Do not crush/chew. 

Pts.not receiv.levodopa: Mild to mod.dis: Init. 1 tab 2-3xdly. Levodopa not to exceed 600 mg/ day nor interv.of less than 6 hrs.

Curr.levodopa/decarboxylase inhibit. combinat.therapy: Substit.dos.to prov. approx. 10-30% more levodopa/day. Interv.betw.dos.of 4-8 hrs.of waking day. For substitut.guide see manufact. prod.lit.

Curr.levodopa alone therapy: Discont. levodopa 8 hrs.prev. Mild to mod.dis: Init. 1 tab 2-3xdly.

Titrat: Aft.init.titrate dos.to therapeut.respons. Most pts.adeq.treat. with 2-8 tabs/day in div. dos.at 4-12 hr.interv.
Contra-indications: MAOI, narr.angle glauc., melanoma hist./undiag.skin les., pregn., women of child bear.age, not recomm.for drug-induc. extrapyramid. reacts., safety in childr.bel.18 yrs./ lactat.not est.

Side effects: Dyskines.incl.involunt.movem., psychiatr. sympt., nausea, card.disturbs.incl., orthostat. hypotens./bradykinet.episod., GI disturbs. incl.bleed., CNS effs., phlebit., bld. dyscras., dyspn., chest pain, paraesthes., convuls., ataxia, incr.hand tremor, trismus, numbn., latent Horner’s syndr.activat., musc.cramp., hiccups, sialorrhoea, dysphag., dry mouth, bitter taste, burn. tong., bruxism, weight gain/loss., oed., dark. & incr.sweat., hair loss, flush., skin reacts., dark urine, urin.retent., priapism, incontin., vis.disturbs. incl.oculogyr.cris., hoarsen., hot flush., stimulat., bizarre breath.patterns, neurolept.malign.syndr., malign.melanoma.

Special precautions: Teratogenicity in experim. animals, consid.dos.reduc.with musc.twitch.& blepharosp., sev.CV/pulm.dis., bronch.asthma, discont.levodopa 12 hrs.bef.start. Sinemet., ren./ liv./endocr.dis., MI hist., monit.for ment.chang., depress.with suic./ser.antisoc.behav., curr./sev. involunt.movem./psychot.episod.hist., withdr. grad., convuls.hist., monit.pts.on concom. neurolept. caref.if discont./reduc.abrupt., chron. wide angle glauc., pept.ulc.hist.

Drug interactions:.Poss.postur.hypotens.with , anti-hypertens., hypertens./dyskines.with TCA’s, phenothiaz.& butyrophenones decr.eff., phenytoin, papaverine reverse anti-parkin.eff., high protein diet. decr.absorpt.

 XE "Stalevo" STALEVO, Equity [P/S]
Levodopa 50 mg, carbidopa 12,5 mg, entacapone 200 mg
Indications: Parkinson.dis.with end-of-dos.motor fluctuat.

(S4) TABS.50/12,5 [P/S] 38/5.4.1/0067.

707999-001: 100, R1 712,60
(S4) TABS.100/25, [P/S] 38/5.4.1/0138.

Levodopa 100 mg, carbidopa 25 mg, entacapone 200 mg
708000-001: 100, R1 712,60
(S4) TABS.150/37,5, [P/S] 38/5.4.1/0137

Levodopa 150 mg, carbidopa 37,5 mg, entacapone 200 mg
708001-001: 100, R1 712,60
Dosage: Tabs.to be swall.whole & taken as one dos. Titrate optim. dly.dos.using one of strengths avail. Max.dos: 10 tabs/day.

Switch.from entacapone & std.rel.levodopa/ carbidopa ther. In dos.equal to a Stalevo tab strength: Switch direct.to correspond.Stalevo tab. In dos.not equal to a Stalevo tab strength: Titrate dos.to optimal clinic.respons.start.with dos. correspond.as closely as poss.to tot.levodopa dly. dos.used.

Switch.from entacapone & levodopa/ benserazide std rel.formulat: Stop treatm.for one night and start Stalevo the.next morn. Comm. with dos.provid.the same amnt levodopa or slightly (5-10%) more.

Switch.from control.release levodopa/ DDC inhibit.formulat: Titrate caref.to optimal clinic. respons.

Switch.pts.not curr.treat.with entacapone: Consid.init.ther.at dos.correspond.to curr.treatm.if not stabilis.on curr.std.rel.levodopa/DDC inhibit. treatm.

Direct switch not recomm.for pts.with dyskinesias/ where dly.levodopa dos.above 800 mg/day. In such pts. introd. entacapone treatm.as separat.med. adjust. levodopa dos.if necess.bef.init.Stalevo as entacapone enhanc.levodopa effs.

Dos.adjustm.dur.treatm.course: If more levodopa reqd: Incr.dos.freq.&/ use an alternat. strength. If less levodopa reqd: Reduc.tot.dly Stalevo dos.by decr.freq.OR decr.strength of Stalevo.

With other concom.levodopa prod: Follow max.dos. recomm.

Discontin.of ther.& switch.pt.to levodopa/ DCC inhibit.ther without entacapone: Adjust other antiparkinson.treatm. esp.levodopa to achiev.a suffic.lev.of contr.of Parkinson.sympt.

Contraindications: Pregn., lactat., sev.hepat. impairm., narr.angle glauc., susp.undiagn.skin les./ melanoma hist., pheochromocytoma, concom.non select. monoamine oxidase inhibit (MAO-A & MAO-B), concom.select.MAO-A & select.MAO-B inhibit., neurolept.malign.syndr.&/non-traumat. rhabdomyolys. hist., safety & effic.in childr.und. 18 yrs.not est.

Side effects:Very common: Dyskines., diarrh., naus., musculoskelet.& connect.tissue pain, chromatur.Common: Anaem., dysrhythm., hypertens., ischaem.heart dis.events, orthostat.hypotens., aggrav.Parkinson., dyston., headache, mental impairm., on & off phenomen., somnol., trem., blurr.vis., asthen., chest pain, fall, fatig., gait disturb., peripher.oed., abdom.pain/-discomf., constip., dry mouth, dyspeps., vomit., decr.appetite, weight decr., arthralg., musc.spasm., abnorm.dreams, anx., confus., depress., hallucinat., insomn., UTI, dyspn., hyperhidros., rash, dizzin. Uncommon: Thrombocytopen., MI,  malaise, colit., dysphag., GI haemorrh., agitat., psychos., urin. retent., skin-/ nail-/ hair-/sweat discolourat., abnorm. hepat.func.test.Rare: Angioedem.Not known: Dopamine dysregulate.syndr.Post market.: Suicidal behave., neurolept.malign.syndr., hepatit., urticar., rhabdomyolys.
Special warnings and precautions: Not recomm.in med induc. extrapyramid. reacts., ischaem.heart dis., sev.CV/ pulm. dis., bronch.asthma, ren./hepat./endocr.dis., pept. ulc.dis.hist., convuls., MI hist.with resid.atrial nodal/ ventric.arrhythm.with card.funct.monit.esp. dur. init.dos.adjustm.per., monit.for ment.chang., depress. with suic./ser.antisoc.behav., past/curr.psychos., monit.caref.with concom. antipsychot. with dopamine-recept.block.propert.partic.D2 recept. antagon., chron.wide angle glauc.where IOP well-contr., concom.meds.caus.orthostat.hypotens., somnol.& sudd.episod.of sleep onset report., poss.dos.adjustm.of other antiparkins. meds. when introd.to pts.not curr.treat.with entacapone, early diagn.& managem.of Neurolept.Malign.Syndr.incl.rhabdomyolys., withdr.slow.when consid. necesss., switch.pts.to levodopa/DDC inhibit. without entacapone, concom.meds.metabolis.by COMT/ prod.releas.catecholamin., gen.anaesthes.cont.therap.as long as pt.is permit.fluids, restart same dose when pt can take oral meds., period.eval.of hepat./haematopoiet./CV & renal func.dur.extend.ther., discont.if prolong./persist.diarrh., eval.if progress. anorex./asthen./weight decr.with.short time, risk of dopamine.dysregulat.syndr., impulse contr.disord.,false posit.urinar.ketone dipst.test., incr.prostate Ca risk, contains sucrose & mannitol., levodopa is excret.in breast milk.

Interactions: Concom.selegiline dose not exceed 10 mg., other entacapone cont.prod., poss.adjustm.antihypertens.req., concom.TCA’s/noradren.reuptake inhib./meds.metab.by COMT., dopamine recept.antagon./ phenytoin & papaverine may reduc.levodopa therap. eff., metabol.of drugs. depend. on cyt.P4502C9, control INR with concom.warf.,impair.absorp.with high prot.diet, take Fe prep.2-3 hours apart from Stalevo. 

 XE "Symmetrel" SYMMETREL, Novartis [P/S]
Amantadine HCl.
Indications: Parkinson's dis., symptomat. Parkinson.
(S4) CAPS. A/20.2.8/768.

768243-009: 100 mg, 20, R375,78
Dosage: Admin.with meals pref.in morn.& midd. Admin.alone for init.ther./combin.with anticholin./ levodopa

Parkinsons: Init. 1 cap dly.for 4-7 days or max.2 wks. Maint: 1 cap 2xdly Max: 1 cap 3xdly.

Contraindications: Pregn., lactat., confus., hallucinat. or epileptif.states, sev.ren./hepat.dis., childr.<5 yrs.
Side effects: Incr.seiz.freq., depress., anx., mood elev., agitat., nervousn., hallucinat., nightmares, confus., disorientat., psychot.disord., delirium hypoman.state, mania, CNS effs.incl.dyskines., convuls., NMS-like sympt., periph./ankle oed., livedo reticularis, palpit., orthostat.hypotens., card. insuff./fail., leucopen., GI eff., skin reacts. incl. diaphores.& photosens., ocul.effs.incl. corn. epithel. oed.& vis.acuity, urin.retent./incont.

Warnings and special precautions: Caref. monit. other antiparkinson.agents & epilept., incr. hallucinat./ confus.& nightmare poss,with concom. anticholin./ underly.psychiatr.disords., pts.attempt. suic., emergence of cross-resist.virus., no stimul. agents (eg sympathomimet./appetite-depress.must be giv., early pregn., adeq.meas.to prev.pregn., CCF, sev.ren./hepat.dis., recurr.eczema, gastr. ulcerat., CV disords., effic.may be lost within few. mnths. contin.treatm., reduc.grad.to avoid exacerbat. of Parkinson, monit.pts.with pre-exist. seiz. disords.
Drug interactions: Incr.atropine-like S/E with anticholinerg.agents & levodopa, psychot. decompensat. with concom.neurolept.med./ levodopa, incr.CNS toxic.with CNS-acting substanc. & alcoh., clear.reduc.by hydrochlorothiaz. & K-spar.diurets.

 XE "Teva Carbi-Levo" TEVA CARBI-LEVO, (Cipla Medpro) Teva [P/S]
Carbidopa 25 mg, levodopa 100(250) mg.

Indications: Parkinson.dis.& syndr.

(S4) TABS. 32/5.4.1/0081, 0024.

710286-001: 25/100 mg, 100, R342,57
710468-001: 25/250 mg, 100, R468,31
Dosage: Titrate dos. Pts.not receiv.levodopa: Init 1 tab of Teva Carbi-Levo 25/100 tab 3x/day. Incr.dos.by 1 tab.dly/on alt.days as necess. Teva Carbi-Levo 25/250: Init dos: ½ tab.2xdly.incr.by ½ tab.dly./on alt. days as necess. Carbidopa dos. not to exceed 200 mg dly.

Maint: Indiv.& adjust accord.to respons. Where more levodopa reqd.substit.with 1 tab of Teva Carbi-Levo 25/250 tab.3-4xdly. Incr.by ½-1 tab. every other day to max.8 tabs.dly.

Other concom.anti-Parkinsonism agents: Other agents with except.of levodopa alone may be cont.with poss.dos.adjustm.necessitat. Monoamine-oxidase B inhibit. (eg. Selegiline) report.to improve effic in control.akines.&/or dyskines.

Contraindications: MAOI, narr.angle glauc., hist. of melanoma/undiag.skin les., safety & effic.in childr. und.18 yrs.not est., safety in pregn. & lactat. not est., women of child bear.age.
Side effects: Dyskines., akines., ment.chang.incl. paranoid ideat.& psychot./psych.disords., dement., agitat., anx., confus., nightmares, insomn., drowsin., aggress., delirium, atax., numbn., incr. hand. trem., musc.twitch.& cramps, trismus, activat. of latent Homer’s syndr., paraesthes., sev. depress. with/without suicid.behav., GI disturbs. incl. bleed., card.arrhythm., palpitat., orthostat. hypotens., bradykines., somnol., burn.sensat.of tongue, hypertens., sev.gen.choreoathetoid & dyston. movem.aft.prolong.admin., exaggerat. resp. movem.& exacerbat.oculogyric.cases with postencephalit. parkinsonism, bld.disords., weight gain/ loss, oed., flush., incr.perspirat., rash., hair loss, discolorat.of body fluids, urin.retent./ incontin., red colour.urine which dark.on stand., priapism, eye disords., blepharosp, chest pain, dyspn., weakn., fatig., faintn., malaise, headache, hoarsen., hot flush., sense of stimulat., neurolept. malign.syndr., malign.melanoma, fall., gait abnormalit.

Special warnings and precautions: Dyskines.poss.when prev. treat.with levodopa alone, the occur.of dyskines. may req.dos.reduct., associat.with somnolen.& rare epis.of sudden sleep onset.-caut.while drive/operat.machines & consid.dose reduc./ terminat., teratogenic.in experiment. anim, excret.in breast milk., discont.levodopa monother. 12 hrs./24 hrs.for slow rel.formulat.bef. init., not recomm.for drug-induc.extrapyramid. reacts., open-angle glauc., CV/pulm. dis., bronch. asthma, ren./hepat./endocr.dis., hist.of gastr./ duod.ulcerat., MI hist., concom.psycho-activ.meds eg.phenothiazine/ butyrophenones - obs.pt.for loss of antiparkins.eff., monit.card.funct.esp.dur. init. dos.adjustm., convuls., chron.wide-angle glauc., diabet./hypoglycaem., psychiatr.disturbs./ psychot. states, period.eval.of hepat./ haematopoiet./ CV & ren.funct., sev.involunt. movem. hist., abrupt withdr.

Interactions: Poss.postur.hypotens.with antihypertens., hypertens/dyskines.with TCA’s, phenothiaz.& butyrophenones reduc.effs., phenytoin & papaverine reverse anti-parkin.eff., high protein diet impair.absorpt., MAOI’s to be discont.at least 2 wks.prior.to init.ther.

1.7.2
Anticholinergics
 XE "Akineton" AKINETON, Pharmaco [P/S]
Biperiden HCl
Indications: Parkinson., drug-induc.extrapyramid. sympt., spast., cranio cerebr.trauma, trigem. neuralg., nicotine poison., bronchosp.

(S4) TABS, [P/S] B1042

701491-019: 2 mg, 50, R222,86
701491-027: 2 mg, 500, R2 228,49
Dosage: Parkinson. Adults: ½-2 tabs.3-4xdly.

Drug induc.extrapyramid.sympt: Admin. concom.with neurolept.drug. Adults: ½-1 tab.1-4xdly.to max. 9 tabs.dly. Childr.3-15 yrs: ½-1 tab. 3xdly.

Spast: Adults: Grad.incr.½ tab.2-3xdly.to 2 tabs. 3xdly. Childr.1-5 yrs: ¼-½ tab.1-3xdly. 6-11 yrs: ½-1 tab.1-6xdly. 12-16 yrs: 1 tab.2-6xdly.

Clos.cranio cerebr.trauma: Adults: Once oral medicat.poss. 1-2 tabs.3-5xdly.x5-9 wks. Mild sympts: 1 tab.3xdly.x2-3wks. Childr: ½-2 tabs. 3xdly. Mild: ½-1 tab. 3xdly.

Trigem.neuralg: 1-2 tabs.3xdly.x2 mnths.

(S4) INJ, [P/S] B1039. 

Biperiden lactate
701505-001: 5 mg/ml, 5x1 ml, R317,03
Dosage: Parkinson. Adults: 10-20 mg IM/slow IV dly.spread over the day.

Drug induc.extrapyramid.sympt: 2,5-5 mg slow IV/IMI. Childr.upto 1yr: 1 mg. Upto 6 yrs: 2 mg. Upto 10 yrs: 3 mg slow IV.

Spast: Adults: 5 mg IMI 2-3xdly.

Clos.cranio cerebr.trauma, unconsciousn: 5-20 mg IV until respons.then 15-60 mg/24 hrs. Add to continuous IV drip. Childr: 1,25-5 mg several times if necess.till consciousn.improv. Transf.to oral med.as soon as poss.

Trigem.neuralg: 2,5-5 mg/day slow IV then 5 mg IM x10 days then transf.to oral ther.

Nicotine poisoning: In addit.to convent. therapeut. meas. 5-10 mg IMI or in threaten. emerg. 5 mg IV.

Bronchosp.dur.bronchorespirometry: 5-10 mg IV.

Contraindications: Narr.angle glauc., GIT mechan. stenos., megacolon.

Side effects: Dry mouth, accomodat.disords., dizzin., fatig., vertigo, gastr.upset., incr.heart rate, feel.of unrest., anur., micturit.disturbs. Inj.also: Decr.BP

Special precautions: Tachycard.condits., incr. tenden.to convuls.

Drug interactions: Anti-parkinson drugs, quinidine, TCA’s poss.intensificat.of centr.effs.

1.7.3
Others
FAMPYRA (MDR Listing)
 XE "Azilect" AZILECT, (Cipla Medpro) Teva [P/S]

Rasagiline

Indications: Monother.of idiopath.Parkinson’s dis. or as adjunct ther.with levodopa in pts.with end of dos. fluctuat.
(S4) TABS. 41/5.4.1/0781

711769-001: 1 mg, 28, R627,94
Dosage: Admin.with/without food
1 mg once dly.with/without levodopa

Contraindications: Concom.other MAOI’s/ pethidine, mod.to sev.hepat.insuff., safety in pregn./ lactat. & childr.<18 yrs.not est.

Side effects: Flu syndr., skin Ca, leucopen., allerg. react., GI disturbs., psych./CNS disords., headache, CVA, conjunctivit., vertigo, ang.pect., MI, anorex., abnorm.dreams, rhinit., contact dermatit., vesiculobull. rash, neck pain, arthralg., myalg., arthrit., urin.urgency, malaise, fev., skin melanoma, dyskines., dyston., atax., orthostat.hypotens., tenosynovit., accid.injury prim.from falls, weight loss, rhabdomyolys., inappropr.antidiuret.hormone secret.
Warnings and special precautions: Avoid concom. fluoxetine/ fluvoxamine, allow 5 wks.aft. discont. fluoxetine bef.init.Azilect ther., 14 days interv. aft.discont. Azilect bef.init.fluoxetine/ fluvoxamine ther., concom.dextromethorphan/ sympathomimet. as in nas.& oral decongest./cold meds. contain.ephedr./pseudoephedr.not recomm., concom. SSRI’s/tricycl.& tetracycl.antidepress./ potent CYP1A2 inhibit, suspic.skin les.to be eval.by special. as Parkinson’s dis.assoc.with high.skin Ca risk, discont.ther.if progress.from mild to mod. hepat. impairm., concom dextromethorph.not recomm.
Drug interactions: Interacts. report.with MAOI’s & other select.MAO-B inhibit.& sympathomimet., ser. advers. reacts.report.with SSRI’s/tricycl.& tetracycl. antidepress.and MAOI’s & other select. MAO-B inhibit., plasma lev.poss.decr.in smok.pts., entacapone incr.clear., poss.hypertens.cris.with other MAOI’s, ser.reacts.with pethidine report.with MAOI’s & other select.MAO-B inhibit., interacts. report. with non select. MAOI’s & dextromethorphan, incr.AUC with ciprofloxacin, potent CYP1A2 inhibit.poss.alt.plasma lev.
 XE "Enkobist" ENKOBIST, Macleods [P/S]
Entacapone 200 mg

Indications: Adj.to standard preps.of levodopa+benserazide / levodopa +carbidopa in pts. with Parkinson.dis.& end-of-dos.fluctat.not stabilis.on those combos.

(S4) TABS., 49/5.4.1/1067

3005273001: 200mg, 100, R712,12
Dosage: Only for use.in combinat.with levodopa+benserazide / levodopa +carbidopa. One 200 mg tab.taken with each levodopa/ dopa decarboxylase inhibit.dos. Max.dos: 10 tabs/day.
Enkobist enhanc.eff.of levodopa. To reduce levodopa-relat.dopaminerg. adverse react.adj.levodopa dos.within the 1st few days to 1st few wks aft.initiat. treatm. Reduce levodopa dos.dly by 10-30 % by extend.dos.interv.&/ by reduc. dos.accord.to clinic.condit.of pt.

If Enkobist treatm.is discontin.adj.dos.of other antiparkinson.treatm.especial. levodopa to achieve suffic. control of sympts. Enkobist incr.the bioavail.of levodopa from std. levodopa/ benserazide preps.more than from std.levodopa/ carbidopa preps.& pts.may need a larg. reduct.levodopa dos. when init.Enkobist

Contraindications: Liv.impair., phaeochromocytoma, concom.non select. monoamine oxidase inhibit (MAO-A & MAO-B), concom.select.MAO-A & select.MAO-B inhibit., neurolept.malign. syndr.&/non-traumat. rhabdomyolys.hist., safety & effic.in childr.< 18 yrs.not est.,pregn., lactat., other entacapone contain.prod.

Side effects: Freq.: Insomn., hallucinat., confus., paronir., dyskines., Parkinsonism aggr., dizzin., dyston., hyperkines., headache, trem., vertigo, ischaem.heart dis.events other than MI, postur.hypotens., naus., diarrh., abdomin.pain, dry mouth, constipat., vomit., leg cramps, urine discolourat., fatig., sweat.incr., fall. Less freq.: Agitat., MI, anorex., abdnorm.LFT, erythemat./ maculopapul. rash, urticar., weight decr.

Freq.unkown: Decr.in haemoglob./ erythrocyte count/ haematocr., colit., hepatit., skin-/ hair-/ beard-/ nail discolourat.

Special warnings and precautions: Dialys., withdr.slow.when consid. necess., concom.meds.metabolis.by COMT/ prod.releas.catecholamin., concom.meds.caus.orthostat.hypotens., poss.dos.adjustm.of other antiparkins. meds.when introd.to pts.not curr.treat. with entacapone, monit.weight & discont. ther.in case of prolong./ persist.diarrh., progress.anorex./ asthen./ weight decr. with.short time, patholog. gambl./ incr. libido/ hypersexual., ischaem.heart dis., control INR for pts.receiv.warfar., concom.TCA’s/ noradren.re-uptake inhibits./ meds metab.by COMT, do not exceed concom.selegiline dly.dos.of 10 mg, 2-3 hr.interv.betw.Fe preps., abrupt entecapone & other dopaminerg. reduct./ discont.,

Interactions:. May form chelates with Fe in GI tract., metabol.of drugs.depend.on cytochrome P4502C9 poss.interfer.with, R-warfar.AUC incr., metabol.of meds. contain.catech.group interfer.with & act. potent.

 XE "Kyriz" KYRIZ, Macleods [P/S]

Rivastigmine tartrate

Indications: Mild to mod.sev.Alzheimer’s dementia, mild to mod.sev.dement.in idiopath.Parkinson’s dis.

(S5) CAPS. 47/5.3/0210, 0211, 0212, 0213.

3005488-001: 1,5 mg, 60, R299,00
3005489-001: 3 mg, 60, R299,00
3005490-001: 4,5 mg, 60, R299,00
3005491-001: 6 mg, 60, R299,00
Dosage: Admin.twice daily with meals. Swallow whole.Init.dos: 1,5 mg 2xdly. May be incr.to 3 mg 2xdly.if well tolerat. aft. a minim of 2 wks.treatm. Subseq. incr.to 4,5 mg & then 6 mg 2xdly.based on tolerabil.of curr.dos.& may be consid. aft.a min.of 2 wks. treatm. at that dose level. Omit 1 or more dos.if adverse eff.observ., if effs.persist, reduc.dly.dose temp.to prev.well-tol.dose or discont. Maint.dos: 3-6 mg 2xdly., maint.pt.on high.well-tol.dos.to achieve max. therapeut. benefit. Recomm.max.dos: 6 mg 2xdly. If treatm.interrupt.>3days, re-initiate at 1,5 mg twice dly and titrate as above.

Contra-indications: Carbamate derivat. hypersens., hist.of applicat.site allergic.contact.dermatit.with rivastigmine patch.,pregnan.& lactat.
Side-effects:Freq.: decr.appetit., dehydrat., insom.,anx., restlessn., hallucinat., depress., trem., dizzin., somnol., headache, worsen.Parkinson’s, bradykines., dyskines., hypokines., cogwheel rigidity., bradycard., hypertens., N&V, diarrh., abdom.pain, dyspeps., hyperhydros., saliv. hypersecret, fall, fatig.& asthen., gait disturb., Parkinson gait. Less freq.: Dyston., art.fibrill., atrioventr.block, hypotens. Freq.unknown: Agress., sick sinus syndr., hepatit., allerg.dermatit. 

Special warnings and precautions: Applicat.site reacts.to rivastigmine patch switch to oral only after neg.allergy test & close med.supervis., adverse reacts.after dose incr.respond to dose reduc./ discont., GI disord.common in women, monitor weight loss, severe vomit assoc. oesophag.rupture, sick sinus syndr./ conduct.defects., pts at high risk of torsades de pointes, pts with active. gastric/ duoden.ulcer or predispose.to -, hist.asthma/ obstruct. pulmon.dis., pts predisp.to urin.obstruct.& seiz., use in sev.Alzheimer’s/Parkinson’s dementia/ other types of dementia/ memory impairm.not investigat.& not recomm., poss.wors.of extrapyramid. sympt., pts.with signific.ren.-/hepatic impair./ weigh < 50 kg poss.exp.more side-eff.

Interactions: Succinylcholine-type musc. relax. eff.poss.exagger.dur.anaesthes., not with cholinomimetic subst., poss.interfer.with anticholinerg.meds., bradycard.with concomm.beta-blockers/ other bradycard.agents, torsades de pointes-induc.meds.eg.phenothiazines/ benzamides/ pimozide/ haloperidol/ droperidol/ cisapride/ citalopram/ diphemanil/ IV erythromycin/ halofantrin/ mizolastin/ methadone/ pentamidine/ moxifloxacin.
 XE "Rasapar" RASAPAR, AI Pharm Ltd [P/S]

Rasagiline

Indications: Monother.of idiopath.Parkinson’s dis. or as adjunct ther.with levodopa in pts.with end of dos. fluctuat.

(S4) TABS, 54/5.4.1/0701

3004978-001: 1 mg, 28, R442,54
Dosage: Admin.with/-out food

1 mg once dly.with/-out levodopa

Contraindications: Concom.other MAOI’s/ pethidine, mod.to sev.hepat.insuff., safety in pregn./ lactat. & childr.<18 yrs.not est.

Side effects: Monother. Freq.: Allerg., angina pector., conjunctivit., depress., hallucinat., dermatit., fever, malaise, flatul., dyspeps., anorex., headache, influenz., leucopen., musc./ neck pain, arthrit., rhinit., skin Ca, urin. urgency, vert. Less freq.: Cerebrovasc.accid., decr.appet., MI, vesiculobull. rash. Unkn.freq.: Hypertens., impulse contr.disord., serot.syndr., EDS/ sudd.sleep ons. Adjunct ther.: Freq.: Abdom.pain., constip., N&V, dry mouth, anorex., arthralg., neck pain, tenosynov., decr.appet./ wght., dyskines., dyston./ carpal tun.syndr., bal.disord., atax., fall/ accid.inj., hallucinat., abnorm.dreams, orthostat.hypotens., rash. Less freq.: Angina pector., cerebrovasc.accid., confus., skin Ca. Unkn.freq.: Hypertens., impulse contr.disord., serot.syndr., EDS/ sudd.sleep ons.

Special warnings and precautions: Mild hepat. impairm., avoid concom. fluoxetine/ fluvoxamine, allow 5 wks.aft. discont. fluoxetine bef.init. ther., 14 days interv. aft.discont.& bef.init.fluoxetine/ fluvoxamine ther., concom. dextromethorphan/ sympathomimet.as in nas.& oral decongest./ cold meds. contain. ephedr./ pseudoephedr. not recomm., incr. adv.reacts. & exacerbat.of pre-exist.dyskinesia with levodopa, consid. lower. levodopa dos., excess. daytime sleepin. (EDS) & sudden sleep onset (SOS) episod. may occ., inform pts of risks & caut.dur. driving/ operat. machin., monit. for impulse control disords. (ICDs), educat. pts & caregiv. about sympts. incl. compuls./ obsess. thoughts/ pathologic. gambl./ incr. libido/ hypersex./ impuls. behav. & compuls. spend./ buying., inform pts and caregivers of melanoma risks.

Interactions: Interacts. report.with MAOI’s & other select.MAO-B inhibit.& sympathomimet., ser. advers. reacts.report.with SSRI’s/ tricycl.& tetracycl. antidepress.and MAOI’s & other select. MAO-B inhibit., plasma lev.poss.decr.in smok.pts., entacapone incr.clear., poss.hypertens.cris.with other MAOI’s, ser.reacts.with pethidine report.with MAOI’s & other select.MAO-B inhibit., interacts. report. with nonselect. MAOI’s & dextromethorphan, incr.AUC with ciprofloxacin, potent CYP1A2 inhibit.poss.alt.plasma lev.
 XE "Stalevo" STALEVO, Equity Pharmaceuticals (Pty) Ltd
See Section 1.7.1
1.8
Anti-vertigo and anti-emetic agents
 XE "Aculoid" ACULOID, (Cipla) Pharmascript [P/S]

Cyclizine HCl.
Indications: Prevent.& treatm.of N&V & motion sickn., vertigo & labyrinth.disords.

(S2) TABS, [P/S] Z/5.7.2/228

792217-004: 50 mg, 20, R27,37

Dosage: Admin. 20-30 mins.prior to depart.for mot. sickn.& may be repeat. 4-6 hrly.if necess.
Adults & childr.over 12 yrs: 1 tab 3xdly. Childr. 6-12 yrs: ½ tab 3xdly.

(S2) SYRUP, [P/S] X/5.7/5

792225-015: 12,5 mg/5 ml, 50 ml, R28,88
Dosage: Admin.3xdly. Take ½ hr.bef.depart.for mot.sickn.

Childr. 6-12 yrs: 10 ml. 1-5 yrs: 5 ml.
Contraindications: Porphyr., alcoh.intoxic., pregn., prev.adverse reacts.to cyclizine, safety in lactat.not est.

Side effects: CNS effs., blurr.vis., hypotens., musc. weakn.& inco-ordinat., tinnit., anorex., GI disturbs., diffic.micturit., dry mouth, tight chest, tingl., heavin.& weakn.of hands, fix.drug erupt., gen.chorea, hypersens., hepatit., large dos.poss. precip. convuls.in epilep., allergy incl.anaphylax., bld. dyscras., masks warn.signs of ototox.drug damage, may aff.drug metabol.in liv.

Special precautions: Glauc., prostat. hypertrophy.

Drug interactions: Enhanc.sedat.eff.of CNS depress. incl.alcoh., eff.of atrop.& TCA's enhanc.

 XE "Adco-Cyclizine" ADCO-CYCLIZINE SYRUP, AI Pharm Ltd [P/S]

Cyclizine HCl.
Indications: Prevent.& treatm.of N&V esp. motion sickn., labyrinth.disords.

(S2) SYRUP, 27/5.7/0259. 12,5 mg/5 ml.

808962-019: 50 ml, R31,55
Dosage: Admin. 3xdly. Childr. 6-12 yrs: 10 ml. 1-5 yrs: 5 ml. Take ½ hr.bef.depart. for mot.sickn.

Contraindications: Pregn.

Side effects: Drowsin., dry mouth, blurr.vis., anticholinerg./CNS/psych. effs., dizzin., hypotens., musc.weakn., incoordinat., GI disturbs., headache, tinnit., diffic.micturit., tight chest, tingl., heavin.& weakn.of hands, cerebr.stimul.in childr., bld. dyscras., masks warn.signs of ototox.drug damage, poss.metab.of drugs in liv.affect., allerg.reacts. incl. bronch.asthma, fix.drug erupt., gen.chorea, hypersens. hepatit.

Special precautions: Condits.poss.exacerbat. by/ advers.affect.by atrop., aspir.sens.

Drug interactions: Enhanc.sedat.eff.of CNS depress. incl.alcoh., eff.of atrop.& TCA's enhanc.
 XE "Asic" ASIC, (AI Pharm Ltd) Pharmaceut.Enterprises [P/S]

Dicyclomine HCl 10 mg, doxylamine succin.10 mg, pyridox.HCl 50 mg

Indications: N&V of pregn.

(S2) TABS, G/5.7/80

705136-019: 30, R85,78
Dosage: 2 tabs.at bedt., 1 tab.bef.ris.& mid-aftern. in sev.cases.

Contraindications: Epilep., ac.asthma

Side effects: Allerg.reacts., diffic.in talk./ swallow., giddin., drowsin., tiredn., headache, stagger., incr.IOP, loss.of vis.accomodat., photophob., trans.bradycard.follow.by tachycard., orthostat. hypotens., flush., reduc.GIT tone & motility, retrostern.pain from incr.gastr.reflux., bloat. feel., skin dryn., urin.urgen./diffic.& retent., decr.breast milk flow, thirst, anaphylax., abnorm. co-ordinat., convuls., tinnit., oed., hypotens., pharyngit., tight chest, dry mouth, GI disturbs., cholestat., hepat., hepat.funct. abnormal., musc.weakn., dysur.

Warnings and special precautions: Lact./ sucr./ fruct.intol., admin.2 hrs.aft.ketoconazole, warn. signs of ototox.from aminoglycos.poss. mask., excret.in breast milk.

Drug interactions: MAOI poss.enhanc. antimuscar. propret.of other meds., antimuscar. eff. enhanc.by meds.with antimuscar.propret., absorpt. of other meds.poss.affect.by reduc. gastric motility, eff.enhanc.by CNS depress., antimuscarin. & parasympathomimet.poss counteract each other’s effs., antacids/ antidiarrh. poss.reduc.absorpt., ketoconaz. absorpt. reduc., CNS sedat.effs.enhanc., pyridox. reduc.levodopa effs.except if dopa decarboxylase inhibit.giv., activ.of altretamine reduc., phenobarb.& phenytoin ser.conc.decr., poss. interacts.with ciclospor./ethionamide/ hydralaz. & immunosuppress.
 XE "Bio Domperidone" BIO DOMPERIDONE, Biotech [P/S]

Domperidone.
Indications: Delay.gastr.empty.of funct.origin with gastro-oesophag.reflux &/dyspeps., N&V of centr./loc.origin/aft.cytostat.& radiat.ther., facilit. upper GIT radiologic.examinat.

(S4) TABS, 42/5.7.2/0836

715830-001: 10 mg, 10, R61,53
715830-002: 10 mg, 100, R615,32
Dosage: Do not exceed max.dly.dos.of 80 mg. Not recomm.for childr.weigh.<35 kg
Ac.condits (N&V): Admin.3-4xdly.bef.meals & at bedt. Adults: 20 mg. Childr.over 12 yrs.>35 kgs: 10 mg.
Chron.condits.(main.dyspeps): Admin.bef. meals & at bedt. Adults: 10 mg 3xdly. If necess. dos.may be doubl.
Contraindications: Prolactin secret./produc. pituit. tum., where gastr.motil.stimulat.to be avoid., bradycard./heartblock, pre-exist.card.dis., family hist./known congenit.long QT interv., comcom. oral ketoconazole/itraconazole & other meds. inhibit.hepat.cytochrome enzyme CYP3A4 e.g. macrolid.antibiot./HIV prot.inhib./azole antifung., safety in pregn.& lactat.not est., childr. und.12 yrs., concom.MAOI’s.

Side effects: Dry mouth, headache, dizzin., irritab., nervousn., thirst, extrapyramid.effs., dyston. reacts., conjunctiv., hot flushes, menstrual irregularit., mastalg., revers.rais.ser.prolactin., prurit., rash, urticar., oed., stomat., asthen., lethargy, urin.freq.change ,dysur., GI disturbs., leg cramps, palpitat., hypertens.crisis with phaeochromocyt.
Special precautions: Ren./hepat.impairm., fluid retent.risk, review prolong.ther.reg., poss.neurolog. eff. where bld.brain barrier not fully develop./ impair.

Drug interactions: Incr.macrolide antibiot.plasma conc., lev.incr.with MAOI/tranylcypromine & moclobemide, eff.poss.antagon.by antimusc. agents & opioids, absorpt.of other oral med.poss. affect. partic.sust.rel./enter.coat.formulat., poss. interfer. with other hypoprolactinaem.agents, antacids & antisecret.agents low.the oral bioavailabil., absorpt.imp.by reduc.gastr.acidity, periph. eff.of dopaminerg.agon.suppress.

 XE "Cindrid" CINDRID 25, Sandoz [P/S]

Cinnarizine

Indications: Naus.& vertigo due to Ménière's dis. other labyrinth disturbs., prevent.& treatm.of mot. sickn.

(S2) TABS, U/5.7.2/8

704024-039: 10, 25 mg, R21,59
704024-004: 100, 25 mg, R215,91
Dosage: Take aft.meals. Adults: Init.1 tab 3xdly.poss.incr.to 3 tabs.3xdly.

Mot.sickn.prev: 1 tab.1 hr. bef.depart.follow.by 1 tab.6-8 hrly.

Contraindications: Hypersens., porphyr., Parkinson’s, safety in pregn.& lactat.not est.

Side effects: Hypersens.reacts. Freq.: Somnol., naus., dyspeps., incr.weight. Less freq.: Lethargy, vomit., upp.abdom.pain, hyperhidros., lichen. keratos.incl.linchen planus, fatig, headache, dry mouth. Freq.unknown: Dyskines., extrapyramid. disords., parkinsonism, trem., cholestat.jaund., subac.cutan.lupus erythematos., musc.rigidity.

Special warnings and precautions: Elderly, only admin.in Parkinson’s dis.if advantag.outweigh poss.risk of dis.aggravat., hepat./ ren.insuffic., posit.react.to derm.reactiv.indicat.poss. affect.if used within 4 days of test., lact.intol., diab. glycaem. contr.poss.affect., eval.S/E bef.driv./ perform.complicat.tasks.
Interactions: Enhanc.sedat.eff.of CNS depress. incl.alcoh., antihist.may mask warn.signs.of damage caus.by ototox.meds., MAOI’s enhanc. antimuscar. eff., enhanc.S/E of anticholinerg. subst.

 XE "Emex" EMEX, (Cipla Medpro) Mirren [P/S]

Invert sugar 3 g/5 ml.

Indications: Naus.in motion sickn.& early pregn.

(S0) SYRUP. W/5.7.2/205.

784346-011: 100 ml, R41,24
784346-003: 200 ml, R61,88
Dosage: Do not dil.

Motion sickn. Adults: 15-30 ml bef.start.trip rep.every 15 mins. unt.sympt.subside. Max.5 dos. Childr.over 3 yrs: 5-10 ml rep.every 15 mins. unt.sympt.subside. Max.5 dos.
Morn.sickn: 15-30 ml taken on arising, repeat.3 hrly.as need.

Contraindications: Methyl alcoh.poison., ren. fail., diabet., heredit.fruct.intol., childr.und.3 yrs. not recomm.
Special precautions: No fluid prior/15 mins.aft. dose. Do not take for more than 1 hr/5 doses without consult.physic.

 XE "Granicip" GRANICIP, Cipla Medpro (Pty) Ltd
See Section 6.2
 XE "Granisetron Fresenius" GRANISETRON FRESENIUS, Fresenius Kabi South Africa
See Section 6.2
 XE "Hidrist" HIDRIST, Aurobindo [P/S]

Betahistine dihydrochlor.

Indications: Vertigo assoc.with Ménière's syndr.

(S3) TABS. 45/5.6/0573

720325-001: 24 mg, 20, R245,54
Dosage:  Adults: Maint: 24-48 mg dly.in div.dos. One 24 mg tab. twice dly. Indiv.accord.to respon.

Contraindications: Act.pept.ulc., phaeochromocytoma., insuffic.data on use dur.pregn.& lactat., 

Side effects: Hypersens.reacts., headache, GI disturbs., cutan.hypersens.reacts.

Special precautions: Asthma, pept.ulc.hist., avoid concom.antihist.

 XE "Inapsin" INAPSIN, MC Pharma [P/S]

Droperidol

Indications: Reduct.of N&V assoc.with surg.& diagnost.proced where other treatm.are ineffect/ inappropriate provid.precaut.given und. dosage/ side-effects/special precaut.& contra-indicat.are taken.

(S5) INJ, B/2.6.5/1012. 2,5 mg/ml

732540-003: 5x2 ml, R426,35
Dosage: ECG for QT prolongat.evid.bef.any op commences contin.dur.proced.& at least 7 hrs. aft. Indiv. dos.accord.to clinic.fact.& type of proced. und.appropr.medic.supervis. Topic. anaesthes.still necess.in bronchoscopy.

Childr.2-12 yrs: Max.recomm.init.dos: 0,1 mg/kg body mass. Admin.addit.dos.with caut & only if potent. benef.outweighs risk.

Adults: Max.recomm.init.dos: 2,5 mg IM/slow IV. Admin.addit.1,25 mg dos.with caut & only if potent. benef.outweighs risk.

Side effects: Dizzin., chills, shiver., laryngosp., bronchosp., post-op hallucinat., Parkinsonian/ dyskinet.extrapyramid.S/E, paradoxic.reacts., mild to mod hypotens., reflex tachyard., QT-interv. prolongat., ventric.arrhythm., sudd.death, ac. withdr.sympts., oed., jaund., abnorm.liv. funct., epilept.fits., vis.disturbs., sweat., N&V, loss of appetite,  photosens., tard.dyskines., neurolept. malign. syndr., hyperprolactinaem., galactorrh., gynaecomast., oligomenorrh., amenorrh., body temp, disregulat., hypersens. reacts., pain at inj. site, neurotox.reacts.with hyperthyroid., syndr.of inappropr. ADH secret.

Warnings and special precautions: Fluids & meas.to counteract.hypotens.to be avail., imp. hepat.funct., sedat.& imp.alertn.at start of treatm. & potent.by alcoh., suffic.time to elaps. aft.ad;min. bef.driv./perform.complic.tasks, avoid in known/ suspect.phaeochromocyt./sev. hypertens. /tachycard., fatal QT prolongat.report. at or below recomm.dos.theref.reserv.use for only insuff. effectiven./ability.to achiev.effect. dos.due to intol. advers.effs., all pts.to undergo 12 lead ECG prior to admin., if benef.outweighs risk ECG monit.prior to treatm.& to contin.for at least 7 hrs.aft.proced. ends., pts.at risk of develop. prolong.QT syndr./ concom.drugs known to prolong QT interv., init.at low.dos.& adjust upward with caut., QT interv.is prolong.in a dos. depend.manner, card. arrhythm. risk fact., fam. hist. of sudd.death, ren.fail., signific. chron. obstruct. pulm.dis., resp.fail., electrol. disturb. risk fact., insul.admin.in ac.settings,, prolong. vomit./diarrh., pt.subj.to anaesthes./ potent CNS depress.admin/show.CNS depress., consid. hypovolaem. if hypotens.persists, discont. treatm.if tard. dyskines.or NMS develops, Li ther., liv./kidn. dysfunct., childr., adolesc., elderly, eval. risk vs benef. in pregn., excret.in breast milk, 

Interactions: Extramid.sympt.induct.with metoclopramide, meds.prolong.QTinterv.C/I, potent.act.of sedat.drugs & antihypertens. agents, potent.resp.depress.from opioids, admin. half recomm.dos.with other CNS depress., dopamine agon.act.poss.inhibit., anticonvuls. dos.poss incr.for low.seiz.threshold, phenobarb./ carbanazepine/phenytoin/smok.& alcoh may enhanc.metabol.breakdown of neurolept.

 XE "Kytril" KYTRIL, Pharmaco Distribution (Pty) Ltd.
See Section 6.2
 XE "Medazine Nausea Tablets" MEDAZINE NAUSEA TABLETS, Cipla Medpro [P/S]

Cyclizine HCl.
Indications: Prevent.& treatm.of N&V & motion sickn., vertigo & labyrinth.disords.

(S2) TABS, [P/S] 27/5.7.2/0203.

792853-024: 50 mg, 10, R19,66
792853-008: 50 mg, 20, R39,32
Dosage: Adults & childr.over 12 yrs: 1 tab 3xdly. Childr. 6-12 yrs: ½ tab 3xdly. Admin. 20-30 mins.prior to depart.for mot.sickn.& may be repeat. 4-6 hrly.
(S2) SYRUP, [P/S] 27/5.7.2/0204. 12,5 mg/5 ml.

792845-005: 50 ml, R23,10
Dosage: Admin. 3xdly. Childr. 6-12 yrs: 10 ml. 1-5 yrs: 5 ml. Take ½ hr.bef.depart.for mot.sickn.
Contraindications: Pregn.

Side effects: CNS eff., hypotens., musc.weakn. & inco-ordinat., GI disturbs., diffic.micturit., dry mouth, tight chest, tingl., heavin.& weakn.of hands, fix.drug erupt., general.chorea, hypersens. hepatit., cerebr.stimul.in childr., large dos.may precipit.fits in epilept., allergy, anaphylax., bld. dyscras., masks warn.signs of ototox.drug damage.

Special precautions: Glauc., prostat. hypertrophy.

Drug interactions: Enhanc.sedat.eff.of CNS depress.incl.alcoh., eff.of atrop.& TCA's enhanc.

 XE "Menivert" MENIVERT, (Aspen Pharmacare) Pharmacare [P/S]

Betahistine dihydrochlor.

Indications: Vertigo assoc.with Ménière's syndr.

(S3) TAB, 46/5.6/0960

723921-001: 24 mg, 20, R245,47
Dosage: Adults:24-48 mg dly.in div.dos. One 24 mg tab. twice dly.Indiv.accord.to respon.

Contraindications: Phaeochromocytoma.
Side effects: Freq: Headache, naus., dyspeps. Less freq: Head press., palpitat., tight chest, pre-exist.bronch.asthma exacerbat., retch., heartburn, gastric discomf.&-pain, flatul.Freq unknow: Hypersens. reacts., occas.drowsin., cutan.& subcutan hypersens. reacts. partic.angioneurot. oed., urticar.rash, prurit.

Warnings and special precautions: Pept.ulc. /hist., bronch.asthma, urticar., rashes, allerg.rhinit., sev. hypotens., porphyr., if admin. subseq.to antihistam. poss. withdr.sympts.if antihistam. treatm. sudd. stop., taper antihist.treatm. over 6 days., safety in pregn.& lactat.not est., childr.& adolesc.<.18 yrs. due to lack of safety & effic.data, contains lact.

Interactions: Antihistam., MAOI.
 XE "Metoclopramide 10 Oethmaan" METOCLOPRAMIDE 10 OETHMAAN,
Oethmaan Biosims [P/S]

Metoclopramide HCl

Indications: Gastr.stasis/hypomotil., postvagot. syndr., N&V in GI disords./drug induc.N&V, uraem. condits./malign.dis./post.anaesth.vomit., speeds gastr.empty.& dilat.duod.bulb esp.in cases where Ba meal studies delay.by duod.cap spasm/facilit. hypoton.stomach exam.with delay.empty./Ba N&V prev.or contr.in Ba meal exam., aid to GI intubat. proced.

(S4) TABS. Q/5.7.2/228

757845-010: 10 mg, 100, R32,37
757845-030: 10 mg, 10, R3,24
Dosage: Admin.3xdly. Adults & childr.over 14 yrs: 10 mg. Childr. 5-14 yrs: 5 mg. Childr. 3-5 yrs: 2,5 mg.
Contraindications: Susp./confirm. phaeochromocyt.

Side effects: Less freq: Neurolept.malign.syndr. in which case ther.to be discont./appropr.treatm. init. if sympt.pres., sev.allerg.reacts., bld.dyscras., card. disords.incl.superventric.tachycard., trans. plasma aldoster.conc.incr.result. in oed.in pts.with CHF, CNS effs., extrapyramid.dyston.-like reacts. incl.spasm of facial &/extra-ocul.musc/ trismus/ bulb. speech type/unnatur.head & should. posit., incr. musc.tone, dizzin., faintn., agitat., anx., aggress., tard.dyskines., GI disords., lassit., breast engorgem., skin rash.

Warnings and special precautions: Tard. dyskines. somet.irrevers. most.in elderly women, risk of develop.syndr./probabil.becom.irrevers. poss. incr.with treatm.durat.& tot.cumulat.dos., discont. ther.if S&S of tard.dysines.devel., avoid prolong. treatm.unless benef.outweighs tard. dyskines risk, other concom.central.act.agents, signif. ren./hepat.impairm., incr.extrapyramid. reacts. risk in childr./young adults/elderly, reg. eval. dur.prolong.ther., epilep., asthma, lact.intol., Parkinson’s dis., depress./porphyr.hist., concom. phenothiaz., consid.unsafe dur.pregn.as teratogen. in anim.stud., benef.vs.risk in lactat., not to be used for symptom.contr.of TD/when musc. contract.stimulat. poss.aff.GI condits.as in GI haemorrh./ obstruct./perforat./for few days aft.surg., suppress.of tard.dyskines.signs theref. mask.underly.dis.

Interactions: Poss.interfer.with meds.with a hypoprolactinaem. eff.eg. bromocriptine, extrapyramid. reacts.poss.precipit.with phenothiazin., incr. Li-toxic., incr.CNS depress.eff., GI eff.antagon.with opioids/antimuscar., caut. advis.with other centr.act.meds.eg. anti-epilept., may dimin.absorpt.from stomach/enhanc.small intest.absorpt.eg.alcoh./cyclosp./ levodopa/aspir./ paracet., inhib.ser.cholinesterase & poss.prolong suxamethonium.neuromusc.block.

 XE "Mitil" MITIL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Prochlorperazine maleate.
Indications: Mild/mod.ment./emot.disturbs. charact. by anx., tens.& agitat., Ménière's syndr., labyrinth., vertigo, migraine, N&V.

(S5) TABS. J/2.6/184.

744182-026: 5 mg, 250, R259,47
Dosage: Anti-emetic: 1 -2 tabs 2 -3 xdly.

N & V: 4 tabs. Furth.dos.may be giv.if requir.

Migraine: 4 tabs at once follow.by 2 tabs 2hrs. later if necess.

Vertigo/Ménières dis: 3 -6 tabs in div.dos. Dos. may grad.be reduc.aft.sever.wks.to 1 -2  tabs.dly.

Psychos: 2½tabs 2xdly for 7 days adjust.grad.to 75 -100 mg(15-20 tabs) dly.accord.to respons. Maint: 5 -10  tabs dly.

Non-psychot.anx.disords: 1 -2 tabs up to 3 -4  xdly.

Contraindications: Pre-exist.CNS depress./ coma/ bone-marr.suppress./phaeochromocyt., childr.weigh.und.10 kg, safety in pregn.& lactat. not est. 

Side effects: Sev.dyston.reacts.esp.in childr.& adolesc., dry mouth, constipat.,diff.micturat.,  ocul. effs., CV/CNS effs., EEG/ECG chang., convuls., nas.congest., ejaculat.inhibit., impot., priapism, hypersens.reacts.incl.lupus-like syndr./ jaund./photosens., bld.dyscras.incl.fatal agranulocytos., extrapyramid.dysfunct., amenorh., galactorh., gynaecomast., mass gain, hyperglycaem., alter.gluc.tol., imp.body temp. regul.
Special precautions: May mask sympt.of other agents overdos./GI obstruct., childr., eldery & debilit. pts., imp.liv./kidn./CV/cerebrovasc./resp. funct., clos.angle glauc., Parkinson., diab.mellit., hypothyroid., myasthen.grav., prostat.hypertrophy, epilep., regul.eye exam./monit.haematol.paramet. advis. dur.longt.ther., withdr.grad., low.convuls.thresh, cont.lact.
Drug interactions: Eff.of CNS depress.enhanc., sev. hypotens.eff.with other hypotensiv., reduc. anti-hypertens.act.of guanethidine/other adrenerg. neurone blocks., adverse effs.of antimuscarin. potent., incr.neurolept.-induc.extrapyramid.eff.risk with metoclopramide, incr. ventric.arrhythm.with antiarrythm.which prolong QT interv.

 XE "Pharma-Q Metoclopramide" PHARMA-Q METOCLOPRAMIDE INJECTION 10 mg/2 ml, Pharma-Q [P/S]

Metoclopramide HCl

Indications: GI motil.disords., N&V of various caus., stimul.gastr.empty.dur.radiograph of stomach &/small intest., facilit.small bowel intubat.

(S4) INJ, 34/5.7.2/0051. 10 mg/2 ml

705973-001: 10x2 ml, R36,46
Dosage: Adults: 10-15 mg. IM/slow IV up to 4x dly. Consid.sngl.dos.of up to 20 mg where appropr.

Childr.15-19 yrs (30-59 kg): 5 mg 3x dly. ≥60 kg: 10 mg 3x dly. 9-14 yrs (≥30 kg): 5 mg 3x dly. 5-9 yrs (20-29 kg): 2,5 mg 3x dly. 3-5 yrs (15-19 kg): 1 mg 2-3x dly. 1-3 yrs (10-14 kg): 0,5 mg 2-3x dly. 

Where bm bel.spec.range admin.dos.accord.to bm rath.than age. Choose low.dos.

Contraindications: GI condits.advers.affect.by musc.contract.stimulat.eg.GI haemorrh./immed.aft. surg. phaeocromocyt., epilep., concom.meds. induc. torsades de pointes/prolong.QT interv., safety in pregn.& lactat.not est. 

Side effects: Dyston.reacts.esp.in young femal., Parkinson., tard.dyskines.usual.in elderly dur. prolong. treatm., CNS effs., headache, galactorrh./ relat.disords., anx./agitat.esp.aft.rapid inj., ac. depress., bld.disords., hypersens.reacts., neurolept. malign.syndr., urin.incont., GI disords., hypo/ hypertens., incr.plasma aldoster.conc.

Special precautions: Childr./young pts., elderly, reg. review.with prolong.ther., ren./hepat. impairm., fluid retent.risk, meds.caus. extrapyramid. reacts., concom.other centr.act. agents, hypertens.cris.in pts.with phaeocromocytoma, epilep., Parkinson’s dis., depress. hist.
Drug interactions: Incr.toxic.with Li, dimin. absorpt. of drugs from stomach & enhanc.absorpt. from small intest., poss.prolong.suxamethon. induc. neuromusc.block., prolact.bld.conc.incr., neurotoxic. with carbamazepine, ac.anx./rigid./ gen. trem./opisthoton./hypertens.potent.with hydroxyzine.
 XE "Revihist" REVIHIST, Accord Healthcare [P/S]

Betahistine dihydrochlor.

Indications: Sympt.treatm.of vertigo assoc.with Ménière's syndr.

(S3)TAB, 52/5.6/1028

3006227-001: 24 mg, 20, R233,25
Dosage: Usual dose 24-48 mg dly.in div.dos. One 24 mg tab. twice dly. Indiv.accord.to respon.
Contraindications: Phaeochromocytoma.

Side effects: Freq: Headache, naus., dyspeps. Less freq: Head press., palpitat., tight chest, pre-exist.bronch.asthma exacerbat., retch., heartburn, gastric discomf.&-pain, flatul.Freq unknow: Hypersens. reacts., occas.drowsin., cutan.& subcutan hypersens. reacts.partic.angioneurot.oed., urticar.rash, prurit.

Special warnings and precautions: Pept.ulc. / hist., bronch.asthma, urticar., rashes, allerg.rhinit., sev. hypotens., porphyr., if admin. subseq.to antihistam. poss. withdr.sympts.if antihistam. treatm. sudd. stop., taper antihist.treatm. over 6 days., safety in pregn.& lactat.not est., not recomm.childr.& adolesc.<.18 yrs. due to lack of safety & effic.data, contains lact.
Interactions: Antihistam., MAOI.

 XE "Serc" SERC, Abbott [P/S]

Betahistine HCl.

Indications: Vertigo assoc.with Ménière's syndr.

(S3) TABS. 38/5.6/0040

707452-002: 24 mg, 20, R356,09
Dosage:  24-48 mg in div.dos. One 24 mg tab. twice dly. Indiv.accord.to respon.

Contraindications: Act.pept.ulc., insuff.data on use dur.pregn.& lactat., phaeochromocytoma. 

Side effects: GI disturbs., headache, cutan. hypersens.reacts.

Special precautions: Asthma, pept.ulc./hist. thereof, avoid concom.antihist.

 XE "Trevigo" TREVIGO, Novagen [P/S]

Betahistine dihydrochlor.

Indications: Vertigo assoc.with Ménière's syndr.

(S3) TABS. 45/5.6/0579

720825-001: 24 mg, 20, R235,71
Dosage: Indiv.accord.to respons. Adults incl. elderly: Init.16 mg 3x dly.pref.with food. Maint. dos. usual. 24-48 mg dly in div.dos.

Contraindications: Act.pept.ulc., phaeochromocytoma, insuffic.data on use dur. pregn.& lactat.

Side effects: Hypersens.reacts.incl.anaphylax., headache, GI disturbs., skin reacts.

Special precautions: Bronch.asthma, pept. ulc./hist.thereof, avoid concom.antihistam., no dos. recomm.for childr.

 XE "Valoid" VALOID, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Cyclizine HCl.

Indications: N&V treatm.&prev.incl. mot.sickn./ vomit.caus.by narcot.analges.& when assoc.with radio and chemother., vomit.& vertigo attacks assoc.with Ménière's dis.& other labyrinthine disords.

(S2) TABS, C/5.7.2/978.

774634-006: 50 mg, 10, R31,26
774634-014: 50 mg, 20, R62,51
Dosage: For mot.sickn.admin.dos.1-2 hrs.bef. depart.& may be rep.3xdly if necess.

Adults & childr.over 12 yrs: 1 tab.up to 3xdly., max.dos.200 mg dly. Childr.6-12 yrs: ½ tab.up to 3xdly., max.dos.75 mg dly. Childr.und.6 yrs: not recomm.

(S2) PAED.SYRUP, D/5.7/97. 12,5 mg/5 ml.

774642-009: 50 ml, R49,51
Dosage: Admin.up to 3xdly.

Childr.2-5 yrs: 5 ml. 6-12 yrs: 10 ml.

(S2) CHILDR.SUPPOS, C/5.7.2/977.

Indications: Suppos: N&V relief when oral ther. inapprop.

774618-019: 50 mg, 6, R58,03
Dosage: Childr. 6-12 yrs: 1 suppos. 3xdly.as necess. Not for childr.und.6 yrs.

(S2) ADULT SUPPOS, C/5.7.2/975.

774626-003: 100 mg, 6, R83,47
Dosage: Adults & childr.over 12 yrs: 1 suppos. 3xdly.as necess.

Contraindications: Safety in pregn.& lactat.not est., ac.asthma attacks., glauc., urin.retent., prostat. hypertrophy, emphys., chron.pulm.dis., shortn. of breath, diffic.breath., no spec.stud.in ren./ hepat.dysfunct., childr.<.6 yrs

Side effects: Drowsin., dry mouth, nose & throat, blurr.vis., dysuria, restlessn., lassitude, dizzin., incoordinat.,hallucinat., headache, tinnit., euphor, hypotens., musc. weakn., GI disturbs., epigastr. pain, anorex. / incr.appet.,  diffic.mictur., tight chest, paradox. CNS stimulat.esp.in childr., epileptiform seiz.in pts.with foc.les.of cerebr. cortex, bld.disords., fix.drug erupt., gen.chorea, hypersens. hepatit., cholestat.jaund., agranulocytos., haemolyt. anaem. and leucopen.
Special warnings precautions: Tab.cont. lact., syrup cont.sucr.& glycerol., paradoxic. CNS stimulat. poss.esp. in childr. with insomn./ nervousn./ tachycard./ tremors/ convuls., may precipit. epileptiform seiz.in pts.with foc.les.of cerebr. Cortex, elderly, may mask warn. signs of damage from ototox.med.

Interactions: Sedat.eff.of CNS depress. enhanc., S/E of anticholin.drugs enhanc., MAOI enhanc.antimuscarin.eff., soporific eff. of pethidine. enhanc.
 XE "Vertin" VERTIN 24, Abbott [P/S]

Betahistine HCl

Indications: Vertigo assoc.wth Meniere’s syndr.

(S3) TABS, 44/5.6/0458

3000557-001: 24 mg, 20, R239,38
Dosage: Dly.dos: 24-48 mg in div.dos. One 24 mg tab.twice dly. Indiv.accord.to respons.

Contra indications: Hypersens., act.pept.ulc., phaeochromocytoma, insuffic.data for use in pregn.&lactat.

Side effects: Hypersens.reacts., GI disturbs., headache, cutan.hypersens.reacts.

Special precautions: Pept.ulc.hist., asthma, insuffic.data on safety & effic.in childr.bel.18 yrs.

Interactions: Avoid concom.antihistam.
 XE "Vomidon" VOMIDON, Ranbaxy [P/S]

Domperidone.
Indications: Delay.gastr.empty.of funct.origin with gastro-oesophageal reflux &/dyspeps., N&V of centr./loc.origin/aft.cytostat.& radiat.therapy, facilit.upper GIT radiologic.examinat.

(S4) TABS, 31/5.7.2/0330

894498-007: 10 mg, 10, R60,54
894498-015: 10 mg, 100, R605,56
Dosage: Ac.condits (main.N&V): Admin.3-4xdly.bef.meals & at bedt. Adults: 20 mg. Childr: 5-12 yrs: 10 mg.
Chron.condits.(main.dyspeps): Admin.bef. meals & at bedt. Adults: 10 mg 3xdly. If necess. dos.may be doubl. Childr: 5-12 yrs: 5 mg 3-4xdly.
Contraindications: GI condits.where gastr.motil. stimulat.to be avoid., prolactin releas.pituit.tum., bradycard./heartblock, pre-exist.card.dis., family hist./known congenit.long QT interv., comcom. ketoconazole & other meds.inhibit.hepat. cytochrome enzyme CYP3A4 e.g. macrolid. antibiot./ HIV prot.inhib./azole antifung.safety in pregn. & lactat.not est., childr.und.5 yrs.

Side effects: Allerg.reacts., abdom.cramps, rais. serum prolactin., dyston.reacts., hypertens.crisis with phaeochromocyt., poss.neurolog.eff.where bld. brain barrier not fully develop./impair.

Special precautions: Ren./hepat.impairm., fluid retent.risk, review prolong.ther.reg.

Drug interactions: Anticholinerg.compds.inhib. antidyspept. eff., eff.poss.antagon.by antimusc. agents & opioids, periph.eff.of dopaminerg.agon. suppress., absorpt.of other oral med.poss.affect. partic. sust.rel./enter.coat.formulat., poss.interfer. with other hypoprolactinaem.agents, antacids & antisecret.agents low.the oral bioavailabil., absorpt. imp.by reduc.gastr.acidity, oral bioavailabil. reduc.by prior cimetidine/sod.carbon.

 XE "Zygovert" ZYGOVERT, Zydus [P/S]

Betahistine dihydrochlor.

Indications: Vertigo assoc.with Ménière's syndr.

(S3) TAB, 47/5.6/0329

3006087-001: 24 mg, 20, R231,60
Dosage: Adults:24-48 mg dly.in div.dos. One 24 mg tab. twice dly.Indiv.accord.to respon.

Contraindications: Phaeochromocytoma.

Side effects: Freq: Headache, naus., dyspeps. Less freq: Head press., palpitat., chest discof., pre-exist.bronch.asthma exacerbat., retch., heartburn, GI pain, abdom.distens., flatul., vomit., bloat.Freq unknow: Hypersens. reacts., occas.drowsin., cutan.& subcutan hypersens. reacts., angioneurot.oed., urticar.rash, prurit.

Special warning and precautions: Pept.ulc./ hist., bronch.asthma, urticar., rashes, allerg.rhinit., sev. hypotens., porphyr., if admin. subseq.to antihistam. poss. withdr.sympts.if antihistam. treatm. sudd. stop., taper antihist.treatm. over 6 days., safety in pregn.& lactat.not est., childr.& adolesc.<.18 yrs. due to lack of safety & effic.data.

Interactions: Antihistam., MAOI.

1.9
Anti-migraine agents
MENOGRAINE (MDR Listing)

MIGRIL (MDR Listing)

NARAMIG (MDR Listing)
 XE "Maxalt" MAXALT, Organon [P/S]

Rizatriptan.
Indications: Ac migraine attacks with/without aura in adults.

(S4) TABS, [P/S] 32/7.3/0534, 0535.

848271-009: 5 mg, 3, R304,79
848298-004: 10 mg, 3, R304,76
848298-012: 10 mg, 6, R604,55
(S4) RPD WAFERS, [P/S] 32/7.3/0537.

848301-005: 10 mg, 3, R304,76
848301-013: 10 mg, 6, R604,55
Dosage: Tabs: Recomm.dos: 5-10 mg. Relief onset occur.within 30 mins.aft.dos. If sympts.recur a further dos.may be taken dur.the next 24 hrs.so long as each dos.is separat.by at least two hrs.& a max. of 30 mg/24 hrs. is not exceed. Effic.of 2nd dos. unknown if 1st dos.did not have a benefic. respons.

RPD Wafers: May be taken as altern.to tabs.at same recomm.dos. Allow wafer to dissolv.on tong. Admin.with water not necess.

Pts.rec.propranolol: 5 mg. Max.3 dos./24 hrs.

Contraindications: Concurr.MAOI’s/within 2 wks. of discont., uncontrol.hypertens., est. coron. artery dis.incl.ischaem.heart dis., S&S of ischaem. heart dis./Prinzmetal’s ang., pregn.& lactat.., not recomm.for pts.und.18 yrs.of age, hist.of stroke/ TIA, periph.vasc.dis.incl.ischaem.bowel dis., basilar /hemipleg.migraine, atypic.headaches that may be assoc. with ser.medic.condits., other concom.5-HT1D/ 5-HT1B antagon.

Side effects: Common: Paraesthes., headache, hypoaesthes., decr.mental acuity, trem., palpitat., tachycard., hot flush., pharyng.discomf., dyspn., naus., dry mouth, vomit., diarrh., flush., sweat,, region. heavin., abdom.-/ chest pain. Uncommon: Atax., disorient., insomn., nervousn., vertigo, blurr. vis., hypertens., thirst, dyspeps., prurit., neck pain, region. tightn., stiffn., musc.weakn. Rare: Syncope. Unknown: Hypersens.react., anaphylax. /anaphylact. react., dysgeus./bad taste, serotonin syndr., seiz., myocard.ischaem./infarct., bradycard., dysrhythm., CVA, periph.vasc.ischaem., wheez., ischaem. colit., urticar., angioed., rash, tox. epiderm. necrolys., fac.pain, myalg., ECG abnormal.

Warnings and special precautions: Clear est. migraine diagn., cardiovasc.assessm.in pts.at coron. artery dis.(CAD)risk bef. treatm., discont.in pts. with est.CAD, co-admin.of ergotam.type meds. within 6 hrs.not recomm., caref.pt.monit.in case of concom. SSRI’s/SNRI’s esp.dur.init.treatm.& dos. incr., overuse (10 or more days/mnth) may cause medicat.overuse headache & detox.of pt.incl. withdraw.poss.reqd., lact.intol., phenylketonur.

Drug interactions: Plasma conc.incr.with concom. propanolol, poss.life-threat.seroton.syndr. with concom.SSRI’s/SNRI’s, MAOI’s incr.plasma conc.

 XE "Menograine" MENOGRAINE, (Aspen Pharmacare: Pharma)
Pharmacare [P/S] 

Clonidine HCl.
Indications: Prevent.migraine.

(S2) TABS. M/7.3/41.

788317-024: 25 µg, 30, R56,27
788317-016: 25 µg, 100, R187,56
Dosage: 1 tab morning & night., incr.if necess.to 3 tabs 2xdly. Do not chew because of bad taste.

Contraindications: Porphyr., sev.bradydysrhythm.result from sick-sinus syndr./2nd or 3rd degr.AV block, pregnancy esp.1st trimest.

Side effects: Freq: Depress., sleep disturb., drowsin., dizzin., headache, sedat., orthostat.hypotens., constipat., dry mouth, N&V, salivar.gland pain, fatig.Less freq.: Gynaecomast., hallucinat., paraesthes., Raynaud’s syndr., muscle cramps, trans.abnorm.LFT & hyperglycaem., BP incr.Freq.unknown: Anorex., fluid retens., anx., vivid dreams, libido loss, confus.state, delus.percep., dry-/itch.-/burn.sensat in eye, accomadat.disord., decr.lacrimat., sin. bradycard.with AV block, other ECG disturb., HF, nasal dryness, parotid pain, colon.pseudo-obstruct., skin rash, prurit., alopec., urticar., urin.retent./ incont., impot., erect.dysfunc., malaise.

Special warnings and precautions: Concom.methylphenidate, depress.illn.hist., cerebrovasc.dis., heart dis.incl.MI, coronar.insuff., HF, ren.impairm., occlus.periph.vasc.disords.such as Reynaud’s dis., polyneuropath.,constipat., dysrhythm.in pts.with pre-exist.card.conduct.abnorm., grad.withdr.over 2-4 days, potentiat.of hypotensiv.eff of antihypertens.meds., sympt.of incr.catecholamine release, continue menograine several days after ß-block.withdraw., give IV menograine during operat.,contact lens., not recomm.in childr.<18, contains lactose, pregnan.&lactat.
Interactions: CNS depress.enhanc.sedat., hypotens.eff.enhanc.by vasodilat.,diuret.& other antihypertens., hypotens.eff.antagon.by TCAs, sev.rebound hypertens.with ß-block., concom. ß-block.&/ card.glycos. can cause bradycard.or dysrythm.(AV-block) in isol.cases, if need to discont.antihypert.therap.disc. ß-block slow.1st & then clondine also grad.,. alpha2 -receptor blockers eg.mirtazepine abolish eff.
 XE "Micrania Melts" MICRANIA MELTS, Pharma Dynamics [P/S]

Rizatriptan

Indications: Ac treatm.of migraine attacks with/ without aura.

(S4) ORO DISP TABS, A51/7.3/0562

3005047-001: 10 mg; 3; R131,73
3005047-002: 10 mg; 6; R263,46
Dosage: Allow to dissolve.on tong.

Adults 18 yrs & old: Recomm.dos: 5-10 mg. Relief within 30 mins.aft.dos.

For headache.recurr.within 24 hrs.aft.relief of init.attack a furth.dos.may be taken so long as each dos.is separat.by at least two hrs. Max: 30 mg/24 hrs.

Effectiven.of a 2nd dos.where init.dos.ineffect.not exam.in control.trials. Clinic.stud.show that pts.not respond.to treatm.of an attack are still likely to respond to treatm.for subseq.attack.

Pts on propranolol: Admin.5 mg dos.up to max.3 dos.in any 24 hr period.

Contraindications: Concurr.MAOI’s/within 2 wks. of discont., concom.linezolid, uncontrol. hypertens., est.coron.artery dis. incl.ischaem.heart dis., S&S of ischaem.heart dis./Prinzmetal’s ang., sev. hepat./ren.insuffic., other concom.5-HT1B/1D agon./ergotamine/ergot derivat., prev.CVA/TIA, periph. vasc.dis., safety in pregn.& lactat.not est., not recomm.for paed.pts.und.18 yrs.of age.

Side effects: Freq: Paraesthes., headache, hypaesthes., decr.ment.acuity, dizzin., somnol., insomn., palpitat., pharyng. discomf., naus., dry mouth, vomit., diarrh., dyspeps., flush., region. heavin., neck pain stiffn., chest/abdom.pain, asthen./fatig. Less.freq: Trem., atax., vertigo, syncope, dysgeus., disorient., insomn., nervousn., blurr.vis., tachycard., dysrhyth., ECG abnormalit., hot flush., hypertens., cerebrovasc.accid., dyspn., wheez., thirst, prurit., urticar., angioed., rash, sweat., region.tightn., musc.weakn, fac.pain. Freq. unknown: Seiz., seroton.syndr., dysrhythm., bradycard., MI, cerebrovasc.accid., periph.vasc. ischaem., ischaem.colit., tox.epiderm.necrolys., myalg., hypersens., anaphylax., angioed., ECG abnormalit.

Special warnings and precautions: Do not admin. in basilar/hemipleg.migraine, atypic. headaches that may be assoc.with ser.medic. condits., cardiovasc.assessm.in pts.at coron.artery dis.risk bef.treatm., med.supervis.& ther.discont.in angioed., suspect.medicat.overuse headache if freq./dly.headaches exper.despite/because of reg.headache meds., phenylketonur., eval.poss S/E bef. perform.complex tasks, if SSRI/SNRI ther clinic. warrant. monit.caref.partic.dur.treatm.init & dos.incr., safety in pregn.& lactat.not est.

Interactions: Select.& non select.revers.MAOI’s & linezolid incr.plasma conc., poss.sev.seroton. syndr. with concom.SSRI’s/SNRI’s, co-admin.of ergotam. type meds.within 6 hrs.not recomm.as addit. vasospast.eff.poss., undesir.reacts.with St John’s Wort, plasma conc.incr.with concom. propanolol, consid.potent.interact.with CYP2D6 substrates.

 XE "Migrex" MIGREX, Sandoz [P/S]

Sumatriptan.
Indications: Ac.treatm.of migraine attacks. with/-out aura in pts.prev.diagnos by Dr and init.on sumatriptan treatm.

(S2) OTC TABS, A38/7.3/0507

707087-001: 50 mg, 2, R92,43
(S4) TABS, A38/7.3/0508

Indications: Ac.treatm.of migraine attacks. with/-out aura.

707088-001: 100 mg, 4, R316,88
Dosage: Do not use prophylact. Swallow whole, admin.as early as poss. Do not exceed recomm. dos.

Init: 50 mg, depend.on respons.it may be incr.to 100 mg, if sympts.recur a further dos.may be taken dur.the next 24 hrs.prov.each dos. separat. by at least two hrs.& a max.of 300 mg/24 hrs.not exceed. A 2nd dos.has not shown to provide relief if the 1st dos.did not have a benefic. respons.

Contraindications: Prev.MI, ischaem. cerebrovasc./heart dis., coron.vasospasm, periph. vasc.dis., CVA/TIA hist., mod.-sev.hypertens., mild uncontrol. hypertens., concom.ergotamine contain./deriv.preps. or any tript//5-HT1 recept. angon., MAOI’s, sev.hepat.impairm., hemipleg./ basilar/ophthalmopleg.migraine.

Side effects: Freq: Dizzin., drowsin., sensory disturb.incl.paraesthes.& hypoaesthes., dyspn., trans BP incr., flush., N&V but poss.relat.to underly. condit., heavin.sensat.affect.any bodypart, myalg., pain, tingl., press./tightn. affect. any bodypart, dizzin., weakn., fatig., drowsin. Less freq: LFT min.disturbs. Freq. unknown: Hypersens.reacts.incl.anaphylax., anx., seiz., trem., dyston., nystagm., scotoma, flicker., diplop., reduc.vis., loss of vis.incl. perman. defects, ang., flush., trans BP incr., periph. vasc.resist., bradycard., hypotens., palpitat., tachycard., coron.artery vasosp., rarely card. arrhythm./trans.ischaem.ECG changes/MI, hypotens., ,Raynauds, ischaem.colit., diarrh., dysphag., LFT disturbs., hyperhidros., neck stiffn., arthralg., activat.of pain trauma/pain inflammat., heavin.
Special warnings and precautions: Imp.liv. funct., known sulphonam.hypersens.pts.may exhibit.allerg.reacts.rang.from cutan.reacts.to anaphylax., trans.sympts.incl.chest pain & tightn. poss. involv.throat.with no furth.dos.admin.& eval. if ischaem.heart.dis.poss.indicat., use only if clear migr.diagn., excl.potent. ser. neurolog. condits., ischaem.heart dis./coron.artery dis.risk fact., underly.CV disords., mild control. hypertens., concom.SSRI /SNRI ther., condits. that may signific.affect absorpt./metabol./ excret., epilep. hist., struct.brain les.that may low seiz.threshold, undesir.effs.more common with concom.triptan/St Johns.Wort use, prolong.use of painkill.for headaches can make them worse, where medic.overuse headache should be consid., contains lact. poss.affect.diab. glycaem. control, safety in childr.und.18 yrs.& pts.over 65 yrs.not est., safety in pregn.not est., avoid breast feed x12 hrs.aft.admin.as excret. in breast milk follow SC admin., eval.poss.S/E’s bef.driv./ perform. complic.tasks.

Interactions: Theoretic.incr.vasospasm risk with ergotamine/another triptan/5-HT1 recept.angon., allow 24 hr.interv.aft.ergotamine/another triptan/ 5-HT1 recept. angon.admin & allow 6 hrs. to elaps.aft.Migrex.admin., bef.admin.ergotam. contain.product and at least 24 hrs.bef.another triptan/5-HT1 recept.angon., poss.interact.wtih MAOI’s, serotonin syndr.report.with SSRI’s and with triptans & SNRI’s

 XE "Migril" MIGRIL, iNova [P/S] 
Ergotamine tart.2 mg, cyclizine HCl 50 mg, caff. anhydr.100 mg.

Indications: Ac.migraine attack relief.
(S2) TABS. H516

743283-007: 10, R93,60
Dosage: Admin.in prodrom.stage using low.eff. dos. Init.1 tab upon 1st warn.of attack follow.by ½-1 tab ½ hrly if reqd. Max: 4 tabs/sngl.attack. Not more than 6 tabs/wk.

Contraindications: Pregn.& lactat., childr.not recomm., pre-exist.vasc.dis.incl.coron.dis./ obliterat. vasc.dis./ang./ claudicat./ periph. ischaem./Raynaud's, sev.hypertens., rec.or contemplat. angioplast./vasc.surg., hyperthyroid., seps., kidn./liv.dis., porphyr., malnutrit., anaem., concom. CYP3A4 inhibit., glauc., bladd.neck obstruct., urin.retent., prostat.hypertrophy, pyloroduod. obstruct., anx.disords., sev.card.dis., insomn., pept.ulc.

Side effects: Freq: Dizzin., drowsin., headache, blurr.vis., diarrh., N&V, stomach pain, bloat., dry mouth/nose & throat, loc.oed., urin.retent. Less freq: Agranulocytos., leucopen., haemolyt.anaem., thrombocytopen., hypersens.reacts., ocul.vasosp., ang.pect., dysrhythm.incl.bradycard.& tachycard., BP incr./decr., MI, cerebr.infarct., precord.pain, coron.infarct., heart valve fibrot.thicken., cerebr. ischaem., periph.vasosp.induc.ischaem., arter. insuffic., prurit., ren.artery sp., ren.funct.loss. Unknown freq: Anx., depress., confus., hallucinat., psychomot.impairm., dysaesthes., paraesthes., formicat., trem., convuls., extrapyramid. effs., intermitt.claudicat., thrombophlebit., periph.arter.thrombos., arter. vasosp., shortn.of breath, musc.cramps, joint pain, sleep disturbs.incl.insomn., retroperiton./ pleuropulm. fibros., suppress.of posit.skin test results.
Special warnings and precautions: Not for migr.prophylax./reg.admin.becaus.of ergotism risk, discont.if syndr.of non-migraine rebound headache develop.with depend., precipitat.arter. constrict. risk, sensitiv.varies in indiv.& toxic.may occur with usual dos., discont. if arter.insuff.sympt.devel., infect.hepatit., elderly, anaem., sleep inhibit., card. dis., avoid caffeine for at least 12 hrs.bef. dipyridamole-assist.myocard.perfus.studies., GIT obstruct.dis., glauc., prostat.hypertrophy., urin. retent., lact.intol., cont.sucros., eval.S/E bef.driv./ operat.machin.
Interactions: Enhanc.vasoconstric.eff.with ß-blocks./ ergot alkaloids & other syst. vasoconstrict., macrolid.antibiot.enhanc.eff., eff.of system. vasoconstrict.& loc.anaesthet.sol.contain. vasoconstrict. poss.potent., vasodilat.eff.of nitroglycer. oppos., incr.periph.ischaem.risk in heavy smok., incr.arter.occlus.risk with methysergide & vasosp.with 5-HT1 agon., HIV protease inhib.as potent CYP3A4 inhibit.incr.ergot. risk, enhanc.eff.of antimuscarin./antcholinerg., incr. BP & vasoconstrict.with sympathomimet. pressor agents), addit.eff.with CNS depress.& alcoh., incr.sedat.& antimuscarin.effs.with TCA& MAOI’s, excess.CNS stimulat.with other CNS stimul., tachycard./slight incr.BP with MAOI's poss., caffeine clear.reduc.by mexiletine/ quinolones/ fluvoxamine & disulfiram/oestrog.& progester., phenytoin incr.caffeine clear., caffeine incr.Li clear., phenylpropanolam.incr.caffeine ser. lev., theophyll.& caffeine lev.incr.
See also MDR page 368.
 XE "Naramig" NARAMIG, GSK [P/S] 
Naratriptan
Indications: Ac migraine attacks with/without aura.

(S4) TABS. 32/7.3/0463
848808-002: 2,5 mg, 4, R326,46
848808-003: 2,5 mg, 6, R489,69
Dosage: Do not use prophylact. Treatm.must be taken soon aft.onset.of headache. Recomm.dos: a sngl. 2,5 mg tab. Min.interv.of 4 hrs.betw.dos. & max. of 2x2,5 mg/24 hrs.not to be exceed. A 2nd dos.has not shown to provide relief if the 1st dos. did not have a benefic.respons.

Contraindications: Prev.MI/ischaem.heart dis., prinzmetal ang./ coron vasosp., periph.vasc. dis./ sympts. & sign.consist.with ischaem.heart dis., CVA/trans.ischaem.attack hist., uncontr. hypertens., sev.imp.ren./hepat.funct., concom. ergotamine preps./derivat.& sumatriptan not recomm.

Side effects: Common: Tingl., N&V, heavy sensat., pain, sensat.of heat. Uncommon: Sensat. of press./tightn. Post market: Hypersens., anaphylax., somnol., coron.artery vasosp., trans.ischaem.ECG changes, ang., MI, periph.vasc.ischaem., ischaem.colit.

Warnings and special precautions: Ren./ hepat.impairm., lactat., only use in clear migraine diagn., not for use in managem.of hemipleg./ basil. or opthalmopleg.migraine., excl.other potent. ser.neurologic.condit., eval.cardiovasc. dis.risk pts.bef.admin., do not exceed recomm. dos., if concom. clinic. warrant. observ.closely for poss.seroton.syndr., overuse may exacerbate headache, sulphonamide hypersens., not recomm. for childr. und. 12 yrs.or adolesc.12-17 yrs., lact.intol., safety in pregn.& pts.over 65 yrs. not est., secret.in lactat.rats milk, observ.24 hr. interv. bef.admin.ergotam.contain.prep./triptan/ 5-HT1 recept.agon.

Interactions: Seroton.syndr.report.with concom. select.seroton.reuptake inhibit,/seroton. noradrenal. reuptake inhibit., theoretic.coron. vasosp.risk with ergotam./ergotam.contain. preps/ dihydroergotam. or sumatript.

 XE "Pasurta" PASURTA, Novartis [P/S]
Erenumab

Indications: Migraine prophylax in adults 

(S4) SOL FOR INJ, 54/7.3/0587

3001926-001: 70 mg/ml, 1x1 prefill.syr., R5 623,62
Dosage: Pt.self admin. Adults: Recomm.dos: 70 mg admin.SC once monthly. Some pts.benefit from 140 mg once mnthly.
Side effects: Common: Inj.site pain/-erythema & -prurit., constip., musc.sp. Post market: Hypersens. reacts.incl.anaphylax., stomatit., mouth ulcerat., oral mucos.blister., alopec., popular./ exfoliat./ erythemat.rash, urticar., blister.

Special warnings and precautions: Safety & effic.not est.in paed.pts., no clinic.stud.in sev.ren. impairm., no clinic.stud.in hepat.impairm., latex hypersens., safety & effic.in pregn.& lactat.not est.,sucrose intol.

 XE "Pontevia" PONTEVIA, Eli Lilly [P/S]
Galcanezumab

Indications: Prophylax. of migraine in adults.

(S4) SOL FOR SC INJ, 54/30.1/0063.0062

120 mg/ml, pre-filled syr 1x1 ml,
Dosage: Treatm.to be init.by physic.exper.in diagnos.& treatm.of migraine. Admin.by SC inj

Init.dos: 240 mg, follow.by 120 mg once mnthly. Assess.treatm.benef.within 3 mnths. aft.initiat. Decis.to contin.treatm.to be taken on individ.pt basis. Eval.need to contin.treatm.reg.thereaft.
Side effects: V.common: Inj.site reacts./pain. Common: Vertigo, constipat., prurit., rash. Uncommon: Urticar. Rare: Anaphylax., angioed.

Warnings and special precautions: Discont. ther.& init.appropr.treatm.in case of ser. hypersens./ anaphylact.reacts., hypersens.may occur days aft.admin & may be prolong.,  safety & effic.in childr. & adolesc.<18 yrs. not est., safety & effic.dur.pregn./lacatat.not est.
 XE "Relpax" RELPAX, (Viatris Healthcare) Upjohn [P/S] 
Eletriptan.

Indications: Ac migraine attacks with/without aura.

(S4) TABS. 34/7.3/0079
702164-006: 80 mg, 4, R448,37

Dosage: Do not use prophylact. Swallow whole. Treatm.must be taken soon aft.onset.of headache only dur.headache phase.

Adults 18-65 yrs: Recomm.init.dos: 40 mg. If aft. init.respons.headache returns within 24 hrs.a 2nd dos. may be taken if necess.at least 2 hrs.aft.init. dos. Do not rep.dos.for same attack if no respons. exper.within 2 hrs.of 1st dos. Pts.not exper. satisfact.respons.to 40 mg may incr.dos.to 80 mg for subseq.attack. Max.dly.dos: 160 mg. In pts.receiv.concom.erythromycin & other specif. potent CYP3A4 inhibit.recomm.dos.is 20 mg & tot. dly intake should not exceed 40 mg.

Contraindications: Sev.hepat.impairm., uncontrol. hypertens., confirm./suspect.coron. heart dis.incl.ischaem.heart dis./ prev.MI,, coron.artery vasosp., prinzmetal ang.pect., periph.vasc.dis., periph.arter.insuffic., CVA, trans. ischaem. attack, concom.ergotamine preps. /derivat. within 24 hrs., other concom.5-HT1 recept. agon., potent CYP3A4 inhibit.eg. ketoconazole/ itraconazole/erythromycin/ clarithromycin & protease inhibit., HF pts., childr. & adolesc.<18 yrs.,

Side effects: Common: Dizzin., headache, hyperton., hypoesthes., myasthen., paraesthes., somnol., vertigo, palpitat., tachycard., sensat.of warmth/flush., pharyngit., throat tightn., abdom. pain, dry mouth dyspeps., naus., sweat., back pain, myalg., asthen., chest sympts., chills, pain. Post market: Allerg.react.poss.ser.with angioed., syncope, hypertens., vomit., ischaem. colit., myocard.ischaem./-infarct., coron. arteriosp., prurit., rash, urticar.
Warnings and special precautions: Other concom. meds.with serotonerg.activ.as seroton. syndr.report., only use in clear migraine diagn., not for use in managem.of hemipleg./basilar migraine., atypic. headaches poss.relat.to serious condits. where cerebrovasc.vasoconstrict.poss. harmful, CV eval.where card.dis.likely/pts.at risk, poss.incr.BP esp.in elderly & ren.impairm., overuse report.in pts.with chron.dly.headache, driv./ operat. machin., lact.intol.& hypoglycaem. contr. of diabet., safety in pregn.not est., excret. in breast milk, safety & effic.in pts.over 65 yrs. not eval., dos.over 40 mg in ren.impairm
Interactions: Signific.incr.in Cmax & AUC with potent inhibit of CYP3A4 erythromycin /ketoconazole/ itraconazole/clarithromycin/ ritonavir/ indinavir & nelfinavir., concom. ergotamine preps./derivat.not to be taken within 24 hrs. of admin., co-admin.of meds.with serotonerg. activ.incr.seroton. syndr.risk.

 XE "Rizagran" RIZAGRAN, Sandoz [P/S]

Rizatriptan

Indications: Ac treatm.of migraine attacks with/ without aura.

(S4) MELT 10 ORO DISP TABS, 45/7.3/0238

3002141-001: 10 mg, 3, R173,34
3002141-002: 10 mg, 6, R346,68
(S2) OTC ORO DISP TABS, 45/7.3/0237

Indications: Ac relief.of migraine attacks with/ without aura where prev.diagnos.by med.practit.& init.on rizatriptan treatm.
3005804-001: 5 mg 2 R92,43
Dosage: Allow to dissolve.on tong.
Adults 18 yrs & old: Recomm.dos: 5-10 mg. Relief within 30 mins.aft.dos.

For headache.recurr.within 24 hrs.aft.relief of init.attack a furth.dos.may be taken so long as each dos.is separat.by at least two hrs. Max: 30 mg/24 hrs.

Effectiven.of a 2nd dos.where init.dos.ineffect.not exam.in control.trials. Clinic.stud.show that pts.not respond.to treatm.of an attack are still likely to respond to treatm.for subseq.attack.
Pts on propranolol: Admin.5 mg dos.up to max.3 dos.in any 24 hr period.
Contraindications: Concurr.MAOI’s/within 2 wks. of discont., concom.linezolid, uncontrol. hypertens., est.coron.artery dis. incl.ischaem.heart dis., S&S of ischaem.heart dis./ Prinzmetal’s ang., sev.hepat./ren.insuffic., other concom.5-HT1B/1D agon./ergotamine/ergot derivat., prev.CVA/ TIA, periph. vasc.dis., safety in pregn.& lactat. not est., not recomm.for paed.pts.und.18 yrs.of age.

Side effects: Freq: Paraesthes., headache, hypaesthes., decr.ment.acuity, dizzin., somnol., insomn., palpitat., pharyng. discomf., naus., dry mouth, vomit., diarrh., dyspeps., flush., region. heavin., neck pain stiffn., chest/abdom.pain, asthen./fatig. Less.freq: Trem., atax., vertigo, syncope, dysgeus., disorient., nervousn., blurr.vis., tachycard., dysrhythm., ECG abnormalit., hot flush., hypertens., CVA., dyspn., wheez., thirst, prurit., urticar., angioed., rash, sweat., region.tightn., musc.weakn, fac.pain. Freq.unknown: Seiz., seroton. syndr., dysrhythm., bradycard., MI, CVA., periph.vasc. ischaem., ischaem.colit., tox.epiderm. necrolys., myalg., hypersens., anaphylax., angioed., ECG abnormalit.

Warnings and special precautions: Do not admin. in basilar/hemipleg.migraine, atypic. headaches that may be assoc.with ser.medic. condits., cardiovasc.assessm.in pts.at coron.artery dis.risk bef.treatm., med.supervis.& ther.discont.in angioed., suspect.medicat.overuse headache (MOH) if freq./dly.headaches exper.despite/ because of reg.headache meds., phenylketonur., poss.laxat. eff.from mannitol, eval.poss S/E bef.perform. complex tasks, if SSRI/SNRI ther clinic. warrant.monit.caref.partic.dur.treatm.init & dos.incr.
Interactions: Select.& non select.revers.MAOI’s & linezolid incr.plasma conc., poss.sev.seroton. syndr.with concom.SSRI’s/SNRI’s, co-admin.of ergotam.type meds.within 6 hrs.not recomm.as addit.vasospast.eff.poss., undesir.reacts.more common with St John’s Wort, plasma conc.incr. with concom.propanolol, consid.potent.interact. with CYP2D6 substrat.
 XE "Rizatriptan Mylan ODT" RIZATRIPTAN MYLAN ODT 10 mg, Mylan [P/S]

Rizatriptan.
Indications: Ac treatm.of headache phase of migraine attacks with/without aura.

(S4) ORO DISP TABS, 46/7.3/0218.

722337-001: 10 mg, 3, R227,47

722337-002: 10 mg, 6, R454,97
Dosage: Do not admin.as prophylax. Eff.delay by food.

Adults & adolesc.18 yrs & old: Recomm.dos:

5-10 mg. 

For headache.recurr.within 24 hrs.aft.relief of init attack a furth.dos.may be taken so long as each dos.is separat.by at least two hrs. Max: 2 dos./24 hrs.

Effectiven.of a 2nd dos.where init.dos.ineffect.not exam.in control.trials theref.do not admin.2nd dos. for same attack.

Pts on propranolol./mild to mod ren/hepat.insuffic. to receiv low.5 mg dos.

Contraindications: Concurr.MAOI’s/within 2 wks. of discont., sev.hepat./ren.insuffic., prev. CVA/ TIA, uncontrol.hypertens., est.coron.artery dis. incl.ischaem.heart dis., S&S of ischaem.heart dis./ Prinzmetal’s ang., safety in pregn.& lactat. not est., not recomm.for pts.und.18 yrs.of age, periph. vasc.dis., other concom.5-HT1D agon./ergotamine/ergot derivat.

Side effects: Hypersens., anaphylax., disorient., insomn., nervousn., dizzin., somnol., paraesthes., headache, hypaesthes., decr.ment.acuity, trem., atax., vertigo, syncope, dysgeus., seroton.syndr., seiz., blurr.vis., palpitat., tachycard., dysrhythm., myocard.ischaem., cerebr.vasc.incid., hot flush., hypertens., periph.vasc.ischaem., pharyng. discomf., dyspn., wheez., GI disturbs., thirst, dyspeps., ischaem.colit., flush., sweat., prurit., urticar., rash, tox.epiderm.necrolys., musculoskelet. disords.incl.region.heavin.& tightn., chest/neck/facial/abdom.pain, stiffn., musc. weakn.,asthen./fatig.
Warnings and special precautions: Do not admin.in basilar/hemipleg.migraine, atypic., headaches that may be assoc.with ser.medic. condits., cardiovasc.assessm.in pts.at coron.artery dis.risk bef.treatm., co-admin.of ergotam.type meds. within 6 hrs.not recomm., allow 24 hrs.aft. ergotam.contain.meds.admin., caref.pt.monit.in case of concom.SSRI’s/SNRI’s esp.dur.init.treatm. & dos. incr., phenylketonur., safety in pregn.& lactat.& pts.over 65 yrs.not est.

Drug interactions: Poss.sev.seroton.syndr.with concom.SSRI’s/SNRI’s, undesir.reacts.with St John’s Wort, addit.effs.to ergotam./ergot derivat./ & other 5-HT1D agon., select.& non select.revers. MAOI’s incr.plasma conc., plasma conc.incr.with concom. propanolol, consid.potent.interact.with CYP2D6 substrates.

 XE "Zomig" ZOMIG, AstraZeneca [P/S]
Zolmitriptan.

Indications: Ac.migraine treatm.with/without aura.

(S4) TABS. 32/7.3/0478.
845213-016: 2,5 mg, 6, R593,14
(S4) RAPIMELT TABS, 34/7.3/0107

897005-012: 2,5 mg, 6, R432,32
Dosage: Rapimelt orally dispers.tabs are dissolv. in mouth & indicat.when water is not avail./if pt. unable to drink. Signific.effic.evid.within 1 hr.of dos.

Recomm.dos: 2,5 mg. If respons.unsatisfact.with 2,5 mg dos. subseq. attacks can be treat.with 5 mg. If sympts.persist/return within 24 hrs.a 2nd dos. may be tak.2 hrs.aft.init.dos. Total intake not to exceed 10 mg/24 hrs & 5 mg/24 hrs.in mild hepat. impairm.

Contraindications: Sev.hypertens., ischaem. heart dis., coron.vasospasm/Prinzmetal's ang., mod. to sev.hepat.impairm., symptomat.Wolff-Parkinson-White syndr., card.accessory conduct. pathway assoc.arrhythm., safety in pregn.& lactat. not est., not for prophylax., safety & effic.in childr. /adolesc. 12 -17 yrs. Rapimelt tabs also: phenylketonuria as tabs contain phenylalanine, hemipleg./ basilar migraine.

Side effects: Coron. vasospasm, ang.pect., MI, abnormalit./disturbs.of sensat., dizzin., paraesthes., somnol., warm sensat., headache, palpitat., dry mouth, N&V, dysphag., dyspeps., abdom. pain, musc.weakn., myalg., asthen., heavin., tightn., pain/press.in throat, neck, limbs or chest, tachycard., trans.BP incr., polyur., ren./urin. disords. incl.incr.urin.freq./urg., anaphylax/ anaphylact. reacts., hypersens.reacts., angioed., urticar., GI disords., cerebr./subarachn.haemorrh., stroke, other cerebrovasc.events, atypic.sensat. over precordium

Special precautions: Coron.vasosp.& MI assoc. with this class of compds.theref.CV evaluat.of pts. with ischaem.heart dis.risk fact.recomm., ser.card. events in pts.with underly.CV dis., caref.observat. with concom.SSRI/SNRI’s for seroton.syndr., use in elderly not evaluat., concom.5HT1B/1D agonists within 12 hrs. to be avoid., 24 hrs.should lapse betw. tak. ergotamine /ergot type meds., 6 hr. interv. betw. tak. ergotamine prep., interacts.with inhibit. of cytochrome P450 isoenzyme CYP1A2 cannot be excl., excl.other ser.neurolog.condits.1st, only use where a clear diagn.of migraine est.

Drug interactions: Ergot contain.drugs.prolong. vasospast.reacts., max.of 5 mg/24 hrs.with concom. MAO-A inhibit.(e.g moclobemide), max.of 5 mg/ 24 hrs with cimetidine as half-life of zolmitriptan & act.metabol.signific.incr., life threat. seroton. syndr.report.with concom.SSRI & SNRI’s.

 XE "Zyramig ODT" ZYRAMIG ODT, Macleods [P/S]

Rizatriptan benzoate
Indications: Ac treatm.of migraine attacks with/-out aura in adults.

(S4) ORO DISP TABS, 47/7.3/0110

3006207-001: 10 mg, 6, R252,00
Dosage: Dissolve on tongue & swallow.

Adults: Recomm.dos: 5-10 mg. Redosing: Separate dose by at least 2 hrs, max 30 mg per 24 hrs. For headache.recurr.within 24 hrs.: Aft.relief of init attack a furth.dos. may be taken Aft.non-response: Effectiv. of 2nd dos.for treatm.of same attack, when init.dose ineffect.is unknown. Pts on propranolol to use 5 mg dos.with max of 3 doses per 24 hrs.

Contraindications: Concurr.MAOI’s/ within 2 wks. of discont., sev.hepat./ ren. insuffic., concom. ergotamine/ ergot derivat./ other 5-HT1B/1D agon., uncontrol. hypertens., est.coron.artery dis.(CAD) incl.ischaem.heart dis., S&S of ischaem. heart dis./ Prinzmetal’s ang., pregn.& lactat., stroke/ TIA hist., periph.vasc.dis., not recomm.for pts.und.18 yrs.of age.

Side effects: Freq.: Insomn., dizzin., somnol., paraesthes., headache, hypaesthes., decr.ment.acuity, palpitat., tachycard., hot flush., flush., pharyng. discomf., dyspn., N&V, dry mouth, diarrh., sweat., region.heavin.(pain/ press./ discomf./ strange feel.in back/ neck/ jaw/ upper belly/ should./ arms.), abdom.-/ chest pain, asthen./ fatig. Less freq.: Angioed.(eg.fac.-/pharyng.oed, tongue swell), disorient., nervousn., trem., atax., vertigo, syncope, dysgeus./ bad taste, blurr.vis., hypertens., wheez., thirst, dyspeps., ., prurit., urticar., rash, neck pain, reg.tighn., stiffn., muscl.weakn., fac. pain, myalg. Freq.unknown: Hypersens., anaphylax./ anaphylact.reacts., seroton. syndr., seiz., MI/ ischaem., bradycard., dysrhythm., cerebr.vasc.accid., periph. vasc.ischaem., ischaem.colit., TEN, ECG abnorm. 
Special warnings and precautions: Do not admin.in basilar-/ hemipleg.migraine/ atypic.headaches poss.assoc.with ser. medic. condits., stop furter dose & eval.if sympts.of ischaem.heart dis., cardiovasc. assessm.in pts.at CAD risk bef.treatm., caref.pt.monit.in case of concom.SSRIs/ SNRIs esp.dur.init.treatm. & dos.incr., concom.propranolol, overuse (>10 days/ month) poss. exacerb.of headache, poss.angioed., contains aspartame.

Interactions: Concom.ergotamine/ ergot derivat./ other 5-HT1B/1D agon.incr.risk coronary artery vasoconstrict.& hypertens.eff., MAO-I (incl.linezolid) incr.plasma concentr.& comb.is C/I, plasma conc.incr.with concom. propanolol, poss.sev.seroton.syndr.with concom.SSRIs/ SNRIs.
1.10
Alzheimer's disease
 XE "Aricept" ARICEPT, Pfizer [P/S]

Donepezil HCl

Indications: Symptomat.treatm.of dementia of Alzheimer’s dis.

(S5) TABS. 32/5.3/0315, 0316.

837326-001: 5 mg, 28, R864,57
837334-004: 10 mg, 28, R924,28
Dosage: 5-10 mg once dly.in even.prior to retir. Init.5 mg/day for at least 4-6 wks.to assess treatm.aft.which dos.may be incr.to 10 mg/day. Max recomm.dly.dos.is 10 mg.

Contraindications: Piperidine derivat.hypersens., safety in pregn.& lactat.not est., safety & effic.in childr.not est.

Side effects: Common cold, flu., dehydrat., psych. disords.incl.insomn./ hallucinat./ agitat./ depress./ aggress.behav./ abnorm.cry.& incr.libido,, dizzin., headache, somnol., aphas., atax., paraesthes., syncope, trem., seiz., cataract, eye irrit., blurr.vis., vertigo, AV-/ sino-atrial block, bradycard., hot flush., hypertens., hypotens., vasodilat., dyspn., sore throat, GI disturbs.incl.haemorrh., toothache, gastric/ duod.ulc., hepatit., diaphores., ecchymos., prurit., urticar., musc.cramps, freq.urinat., nocturia, urin.incontin., fatig., pain, chest pain, weight decr., min.incr.in ser.conc.of musc.creat.kinase, accident, bone fract.

Special warnings and precautions: Treatm.by exper.drs.only, maint.treatm.may be cont.for as long as therapeut.benef.exists, reassess.on reg.basis, consid.discont.when evid.of therap.eff.no long.present, use in other types of dement.or memory impairm.not est., succinylcholine-type musc. relax.dur.anaesthes.poss.exagger., sick-sinus syndr./ other supraventric.card.conduct. condits. due to poss vagoton.effs.on heart rate, syncopal.episode report., as gastric acid produc.promot.monit.for act./ occult GI bleed sympts.esp.where ulc.risk incr., poss.bladd.outflow obstruct., cholinomimet. have gen.convuls.potent.but seiz. activ.poss.Alzheimer’s manifestat., asthma hist., obstruct.pulm.dis., avoid concom.acetylcholinester.inhibit.& agonists/ antagon.of cholinerg.syst., treat.dr to routine.eval.pts.ability to driv.& operat.complex machines.
Drug interactions: Inhibit.of CYP450/3A4 & 2D6 (eg.ketoconazole, quinidine/ itraconazole/ erythromycin & fluoxetine) may inhibit.metabol., induc.of CYP3A4 & 2D6 (phenytoin/ carbamazepine/ alcoh./ dexamethasone/ rifampicin & phenobarbit.)may incr.eliminat., poss.interfer. with anticholinerg.meds., synergist.eff.when giv. concurr.with succinylcholine/ similar neuromusc. block.agents/ cholinerg.agonists (eg.bethanechol.) /ß-block.which aff.card.conduct.

 XE "Arimentia" ARIMENTIA, (Aspen Pharma) Pharmacare [P/S]

Donepezil HCl

Indications:Symptomat.treatm. of mild to mod. dement.in Alzheimer’s dis.

(S5) TABS. 43/5.3/0487; 0488

720802-001: 5 mg, 30, R427,61
720803-001: 10 mg, 30, R424,22
Dosage: Admin.once dly.in even.prior to retir.
Init.5 mg/day for at least 1 mnth.to assess treatm. & to achieve steady state conc. aft.which dos.may be incr.to 10 mg/day. Max recomm.dly.dos. is 10 mg.

Contraindications: Piperidine derivat. hypersens., safety in pregn.& lactat.not est., not recomm. in childr., do not breastfeed.

Side effects:Freq: Anorex., insomn., nightmare, agitat., delus., depress., hallucinate. abnorm.dreams, somnol., dizzin., headache, N&V, diarrh., abdom.disturb., dyspeps., faec.incontinen., toothache, rash, prurit., musc.cramps, freq. urinat., UTI, flu., common cold, weight loss, fatig., pain. Less freq.: Angina, atrial fibrill., bradycard., hot flush., hyper-/hypotens., sino-artr.& AV block, vasodilat., aphas., atax., extrapyramid.sympt., NMS, paraesthes., syncope, trem., vertigo, blurr.vis., cataract, eye irritat. abnorm.cry., chest pain, bloat., GI bleed., pept.-/gastr.ulc., epigastr.pain, saliv.hypersecret., hepatit., liv.dysfunct., bronchit., accident.injury, bone fract., dehydrat., arthrit., rhabdomyolys., agress., incr. libido, irritabilit., nervousn., restlessn.,noctur., urin.incontinen., dyspn., sore throat, diaphores., ecchymos., urticar., seiz. Freq unknown: Incr.serum creatin.kinase, bladd.outflow obstruct., conf.
Special warnings and precautions: Treatm.init.by exper.dr., maint.treatm.as long as therap.benef., reassess.reg., use in severe dement./other types of dement./ memory impairm.not est., succinylcholine-type musc.relax.dur. anaesthes. poss.exagger., sick-sinus syndr./other supraventric. card.conduct.condits.due to poss vagoton.effs.on heart rate, syncopal.episode & seiz. report., monit.for act./occult GI bleed sympts.esp.incr.ulc. risk, poss.bladd.outflow obstruct., gen.convuls. potent., discont.if S&S of nuerolept.malign.syndr.(NMS)with unexpl.high fev., hist.of asthma/obstruct.pulm.dis., avoid concom. acetylcholinester.inhibit.& agonists/antagon.of cholinerg.syst., no data for sev.hepat.impairm., cont.lact.
Interactions: Poss.interfer. with anticholinerg.meds., synergist.eff.with concurr. succinylcholine/similar neuromusc. block.agents/ cholinerg.agonists(e.g.bethanechol.), inhibit.of CYP450/3A4 & 2D6 (e.g. ketoconazole, quinidine/ itraconazole/ erythromycin & fluoxetine) may inhibit.metabol., induc.of CYP3A4 & 2D6 (phenytoin/ carbamazepine/alcoh./ dexamethasone/ rifampicin & phenobarbit.) may incr.eliminat.

 XE "Cognimet" COGNIMET 10, Dr Reddy’s [P/S]

Memantine HCl

Indications: Mod.sev.to sev.Alzheimer’s dis. Effic. beyond 6 mnths.not est.

(S4) TABS, 44/34/0438

722117-001: 10 mg, 60, R297,24
Dosage: Exper. physic.supervis.necess. Adults: Init.5 mg dly.in morn.dur.1st wk. 2ndwk: 5mg 2xdly. 3rd wk: 10 mg in morn.& 5 mg in aftern. From 4th wk: recomm. maint.dos.of 20 mg/day giv. as 10 mg 2xdly. Max. dly.dos: 20 mg/day.

Elderly (over 65 yrs): Recomm.dos: 10 mg 2xdly. as describ.above.

Contraindications: Safety & effic in childr.und. 18 yrs.not est.

Side effects: Freq: Hypersens.reacts., diarrh., constipat., inflict.injur., dizzin., headache, tiredn., bal.disords., hypertens., insomn., agitat., hallucinat., confus., somnol., urin.incont., cough., dyspn., abnorm.LFT Less freq: Fung.infects., vomit., hyperton., abnorm.gait, card.fail., ven. thrombos., thromboembol., anx., confus., cystit., incr.libido. Freq.unknown: Pancreatit., seiz., psychot.reacts., hepatit., fatig.
Warnings and special precautions: Epilep., concom. amantadine/ketamine or dextromethorph., mod.ren.funct.impairm., concom. warfar., elderly over 65 yrs., poss.dantrolene/ baclofen dos.adjustm., monit.if urine pH rais./for depress./ suic.ideat./suic., limit.data on recent MI/CHF/uncontr.hypertens.& these pts.to be monit. reg., galact./lact.intol., no data on hepat./ sev.ren.impairm., safety & effic.in pregn.& lactat. not est., spec.care when driv./operat.machin.for outpts.
Interactions: L-dopa/dopaminerg.agon.& anticholinerg.effs.enhanc., barbits.& neurolept. effs. reduc., effs.of dantrolene/baclofen poss. modif., pharmacolog-toxic psychos.risk with NMDA antagon., poss.interact.with phenytoin, cimetid./ ranitid./procainam./quinidine and quinine nicotine plasma lev.poss.incr., hydrochlorothiaz. diuret. eff.poss.reduc., incr.INR with warfarin.

 XE "Donecept" DONECEPT, Cipla Medpro [P/S]

Donepezil HCl

Indications: Symtomat.treatm.of mild to mod. dement. of Alzheimer’s dis.

(S5) TABS.42/5.3/0490, 0491.

715039-001: 5 mg, 30, R236,34
715040-001: 10 mg, 30, R248,16
Dosage: 5-10 mg once dly.in even.prior to retir. Init.5 mg/day for at least 1 mnth to assess treatm. aft.which dos.may be incr.to 10 mg/day. Max recomm. dly.dos.is 10 mg.

Contraindications: Piperidine derivat. hypersens., safety in pregn.& lactat.not est., not recomm.for use in childr.

Side effects: GI disturbs., GI haemorrh., cold, flu., dehydrat., psych.disords.incl.hallucinat., abnorm. cry., incr.libido, CNS effs.incl.seiz., syncope, trem., paraesthes., atax., aphas., cataract., eye irrit., blurr. vis., vertigo, AV/SA block, bradycard., hypertens., vasodilat., hot flush., hypotens., dyspn., sore throat, bronchit., GI disturbs.incl.bleed.& duod. /gastric.ulc., hepatit., prurit., diaphores., urticar., ecchymos., musc.cramps, bone fract., urin. incontin./freq., nocturia, fatig., pain, chest pain, toothache, weight decr., min.incr.in ser.conc.of musc. creat.kinase.

Special precautions: Treatm.by exper.drs.only, maint.treatm.may be cont.for as long as therapeut. benef.exper., reassess.on reg.basis, consid. discont. when evid.of therap.eff.no long.evident, use in other types of dement.or memory impairm. not est., succinylcholine-type musc.relax.dur. anaesthes. likely to be exagger., sick-sinus syndr./ other supraventric.card.conduct.condits.due to poss. vagoton.effs.on heart rate, syncop.episode report., ulc.risk pts.due to expect.incr.gastr.acid secret., poss.bladd.outflow obstruct., neurologic. condits.which may cause gen.convuls., asthma, obstruct. pulm.dis., avoid concom. acetylcholinester. inhibit.& agonists/antagon.of cholinerg.syst.

Drug interactions: Inhibit.of CYP450/3A4 & 2D6 (e.g.ketoconazole, quinidine/itraconazole/ erythromycin & fluoxetine) may inhibit.metabol., induc.of CYP2D6 & 3A4 (eg.phenytoin/ carbamazepine/ alcoh./dexamethasone/rifampicin & phenobarb.) may incr.eliminat., poss.interfer. with anticholinerg.meds., synergist.eff.when giv. concurr.with succinylcholine/similar neuromusc. block.agents/cholinerg.agonists (e.g. bethanechol.) / ß-block.which aff.card.conduct.

 XE "Donepezil Unicorn" DONEPEZIL UNICORN, (Unicorn) Unichem [P/S]

Donepezil HCl

Indications: Symptomat.treatm.of mild to mod. dement.in Alzheimer’s dis.

(S5) TABS.46/5.3/0406, 0407

723344-001: 5 mg, 30, R224,10

723345-001: 10 mg, 30, R236,10

Dosage: Adults & elderly: 5 mg once dly.in even. prior to retir. 10 mg may benef.some pts. Aft. 4-6 wks. dos.may be incr. to max.10 mg once dly. depend.on clinic.respons. assessm.

Contraindications: Piperidine derivat. hypersens., pregn.& lactat., childr., pts.recov.from bladd./GI surg.

Side effects: Freq: Anorex., insomn., fatig., agitat., GI disturbs., musc.cramps. Less freq: Ecchymos., dehydrat., depress., CNS effs., vertigo, dizzin., headache, syncope, trem., delus., restlessn., eye disords.incl. cataract, ang., bradycard., atrial fibrillat., vasodilat., hot flush., hypo-/hypertens., bronchit., URTI, flu, dyspn., pharyngit., pept.ulc., weight loss, bloat., epigastr. pain, faec.incont., GI bleed., prurit., diaphores., urticar., arthrit., bone fract., urin./ren.disords., incr. libido, pain incl.chest pain, toothache. Freq. unknown: Haemolyt.anaem., hyponatraem., NMS, convuls., hallucinat., confus., sino-atrial/AV block., cholecystit., abdom.pain, pancreatit., hepatit., rash. 

Warnings and special precautions: Supervis. by exper.drs.when init.ther., maint.ther.may be cont.for as long as therap.benef.exper., reg.clinic. benef. reassessm., discont.when therap.eff.no long. evid., use in sev.Alzheimer’s dement./other dement. type./memory impairm.not est., succinylcholine-type musc relax.dur. anaesthes. poss.exagger., sick-sinus syndr./other supraventric. card.conduct.condits.due to poss. vagoton.effs.on heart rate, poss.bladd.outflow obstruct., lact.intol., poss.GI bleed.esp.with concom. NSAIDs, may aggrav.asthma/COPD or hist. thereof, avoid concom.other acetylcholinesterase agon./antagon.of cholinerg. syst., may cause gen.convuls.in some neurolog. condits. 

Interactions: Potent.interfer.with anticholinerg. meds.activ., synergist.eff.with succinylcholine/ other neuromusc.block.agents/cholinerg. agonists/ß-block.which aff.card.conduct., gastr. acid secret.incr.theref.monit.for act./occult GI bleed., incr.elimin.rate with rifampic./ dexamethasone/ phenobarbitone/phenytoin/ carbamazepine.
 XE "Ensorin" ENSORIN, Macleods [P/S]

Donepezil HCl

Indications: Symptomat.treatm.of mild to mod. Alzheimer’s dement.

(S5) TABS.45/5.3/0682, 0683

721161-001: 5 mg, 30, R235,62
721162-001: 10 mg, 30, R247,69
Dosage: Adults & elderly: 5 mg once dly.in even. prior to retir. Maint. for at least 1 mnth to assess treatm. aft.which dos.may be incr.to 10 mg once/ day. Max recomm.dly.dos.is 10 mg.

Contraindications: Piperidine derivat. hypersens., childr. & adolesc.und.18 yrs.

Side effects: CV/CNS effs., syncope, seiz., GI disturbs. incl. bleed.& duod./gastr. ulc./faec. incont., cold, flu., UTI, anorex./weight loss esp. females, dehydrat., psych.disords., incr.libido, abnorm. cry., dizzin., headache, aphas., trem., extrapyramid. sympt., blurr.vis., cataract, vertigo, ang., hot flush., hypo-/hypertens., vasodilat., dyspn., sore throat, toothache, hepatit., skin reacts., sweat., diaphores., ecchymos., musc. cramps, urin.incont./freq., noctur., fatig., chest pain, accid., bone fract.

Warnings: Treatm.by exper.drs.only, maint. treatm. may be cont.for as long as therapeut. benef. exper., reg.reassess., discont.when therap. eff.no long.evid., use in other dement.type. /memory impairm. not est., succinylcholine-type musc. relax.dur.anaesthes.poss.exagger., sick-sinus syndr./other supraventric.card.conduct. condits. due to poss.vagoton.effs.on heart rate, heart block/long sinus.paus., monit.act./occult GI bleed., poss.bladd.outflow obstruct., neurolog. condits. poss.cause gen.convuls., extrapyramid. sympt. induct./exacerb.potent., asthma hist., obstruct. pulm.dis., avoid concom.acetylcholinest. inhib. & agonist/antagon.of cholinerg.syst., not recomm. aft.GI/bladd.surg., no data for sev.hepat. impairm., safety in pregn.& lactat.not est.

Special precautions: Withdr.ther.in case of unexpl. liv.dysfunct., monit.weight, not for lact. intol. pts., concom.rifampic./phenytoin/ carbamazepine/ alcoh.

Drug interactions: Reduc.lev.with enzym.induc., poss. interfer.with anticholinerg.meds., synergist. eff.with succinylcholine/other neuromusc. block. agents/ cholinerg.agonists/ß-block.which aff.card. conduct., metab.inhibit.with CYP450/3A4 & 2D6 inhibits.
 XE "Kyriz" KYRIZ, Macleods [P/S]

Rivastigmine tartrate

Indications: Mild to mod.sev.Alzheimer’s dementia, mild to mod.sev.dement.in idiopath.Parkinson’s dis.

(S5) CAPS. 47/5.3/0210, 0211, 0212, 0213.

3005488-001: 1,5 mg, 60, R299,00
3005489-001: 3 mg,   60, R299,00
3005490-001: 4,5 mg, 60, R299,00
3005491-001: 6 mg,   60, R299,00
Dosage: Admin.twice daily with meals. Swallow whole.Init.dos: 1,5 mg 2xdly. May be incr.to 3 mg 2xdly.if well tolerat. aft. a minim of 2 wks.treatm. Subseq.incr. to 4,5 mg & then 6 mg 2xdly.based on tolerabil.of curr.dos.& may be consid.aft.a min.of 2 wks. treatm. at that dos.level. Omit 1 or more dos.if adverse eff.observ., if effs.persist, reduc.dly.dose temp.to prev.well-tol.dose or discont. Maint.dos: 3-6 mg 2xdly., maint.pt.on high.well-tol.dos.to achieve max.therapeut. benefit. Recomm.max.dos: 6 mg 2xdly.

If treatm.interrupt.>3days, re-initiate at 1,5 mg twice dly and titrate as above.

Contra-indications: Carbamate derivat. hypersens., hist.of applicat.site allergic. contact.dermatit.with rivastigmine patch.,pregnan.& lactat.
Side-effects:Freq.: Anorex., decr.appetit., agitat., confus., anx., nightmare, dizzin., headache, somnol., trem., N&V, diarrh., abdom.pain, dyspeps., hyperhydros., fatig.& asthen., malaise, weight loss. Less freq.: Urin. nfect., insom., depress., hallucinat., syncope, seiz., extrapyramid.sympts., angina pector., card.arrhythm., hypertens., gastric-& duodenal ulcers, GI haemorr., pancreatit., elev.LFT, rash, fall. Freq.unknown: Dehydrat., agress., restlessn., sick sinus syndr., severe vomit.with oesophageal rupture., hepatit., prurit., allerg.dermatit. 
Special warnings and precautions: Applicat.site reacts.to rivastigmine patch switch to oral only after neg.allergy test & close med.supervis., adverse reacts.after dose incr.respond to dose reduc./ discont., GI disord.common in women, monitor weight loss, severe vomit assoc. oesophag.rupture, sick sinus syndr./ conduct.defects., pts at high risk of torsades de pointes, pts with active.gastric/ duoden.ulcer or predispose.to -, hist.asthma/ obstruct.pulmon.dis., pts predisp.to urin.obstruct.& seiz., use in sev. Alzheimer’s/ Parkinson’s dementia/ other types of dementia/ memory impairm.not investigat.& not recomm., poss.wors.of extrapyramid.sympt., pts.with signific. ren.-/hepatic impair./ weigh < 50 kg poss.exp.more side-eff.

Interactions: Succinylcholine-type musc. relax. eff.poss.exagger.dur.anaesthes., not with cholinomimetic subst., poss.interfer.with anticholinerg.meds., bradycard.with concomm.beta-blockers/ other bradycard.agents, torsades de pointes-induc.meds.eg.phenothiazines/ benzamides/ pimozide/ haloperidol/ droperidol/ cisapride/ citalopram/ diphemanil/ IV erythromycin/ halofantrin/ mizolastin/ methadone/ pentamidine/ moxifloxacin.
 XE "Memantine Unichem" MEMANTINE UNICHEM 10, (Activo) Unichem [P/S]

Memantine HCl

Indications: Mod.sev.to sev.Alzheimer’s dis.

(S4) TABS, 46/5.11/0416

722058-001: 10 mg, 60, R297,39
Dosage: Effic.beyond 6 mnths.not est. Exper. physic.supervis.necess. 

Adults: Init.5 mg dly.in morn.dur.1st wk with upward titrat.of 5mg 2x/dly in 2nd wk. 3rd wk: 10 mg in morn.& 5 mg in aftern. From 4th wk.cont.with recomm. maint.dos.of 20 mg/ day giv.as 10 mg 2xdly. Max.dly dos: 20 mg/day.

Contraindications: Safety & effic in childr.& adolesc. und.18 yrs.

Side effects: Thrombocytopen., ac.pancreatit., hypoglycaem., GI disturbs., hyperlipidaem., psych. disords., CNS effs., dizzin., headache, dyskines., somnol., abnorm. gait, grand mal convuls., NMS, tard.dyskines., carpal tunnel syndr., restlessn., AV block, prolong.QT interv., superventric. tachycard., hypertens., cerebr. infarct., IC haemorrh., claudicat., cough., dyspn., URTI, bronchit., aspirat. pneum., ileus, colit., dysphag., gastro-oesophag. reflex, Stev.-John.syndr., hyperton., arthralg., back/ chest pain, bone fract., urin.incont., cystit., UTI, hepat./ac.ren.fail., incr.libido, impot., inflict. inj., periph.oed., fatig., flu-like syndr., malaise.

Warnings and special precautions: No data on hepat./sev.ren.impairm., convuls.risk, safety & effic. pregn.& lactat.not est., limit.data on recent MI/CHF/uncontr. hypertens.& these pts.to be monit. reg., avoid concom.amantadine/ketamine or dextromethorph., elderly> 65 yrs., alkaline condits reduc.eliminat. rate theref.monit.if urine pH rais., poss. dantrolene/baclofen dos.adjustm.

Drug interactions: L-dopa/dopaminerg.agon.& anticholinerg.effs.enhanc., barbits.& neurolept. effs.reduc., effs.of dantrolene/baclofen poss. alter., cimetid./ ranitid./procainam. /quinidine/ quinine & nicotine plasma lev.potent. incr., decr. hydrochlorothiaz.AUC & Cmax., more freq./sev.S/E with some other NMDA antagon.
 XE "Memor" MEMOR, (Cipla Medpro) Zydus [P/S]

Memantine HCl

Indications: Mod.sev.to sev.Alzheimer’s dis.

(S4) TABS, 44/34/1014

721208-001: 10 mg, 60, R331,50
Dosage: Effic.beyond 6 mnths.not est. Exper. physic.supervis.necess.

Adults: Init.5 mg dly.in morn.dur.1st wk with upward titrat.of 5mg 2x/dly in 2nd wk. 3rd wk: 10 mg in morn.& 5 mg in aftern. From 4th wk.cont.with recomm.maint.dos.of 20 mg/ day giv. as 10 mg 2xdly. Max.dly dos: 20 mg/day.

Contraindications: Safety & effic in childr.& adolesc. und.18 yrs./pregn.& lactat.not est., no data on hepat./sev.ren.impairm.

Side effects: Thrombocytopen., ac.pancreatit., GI disturbs., hyperlipidaem., dyskines., hypoglycaem., psych.effs., somnol., dizzin., headache, abnorm. gait, convuls., NMS, tard.dyskines., carpal tunnel syndr., restlessn., AV block, prolong.QT interv., superventric. tachycard., hypertens., thromboembol., cerebr.infarct., IC haemorrh., cough., bronchit., dyspn., URTI, aspirat.pneum., ileus, colit., dysphag., gastro-oesophag.refl., hepat./ ac. ren.fail., Stev.-John.syndr., hyperton., arthralg., back/chest pain, bone fract., claudicat., urin.incont., cystit., UTI, incr.libido, impot., periph. oed., fatig., flu-like syndr., malaise.

Special precautions: Epilep., convuls.risk, poss. dantrolene/baclofen dos.adjustm., avoid concom. amantadine/ketamine or dextromethorph., ren. funct. impairm., alkaline condits reduc.eliminat. rate theref.monit.if urine pH rais., limit.data on recent MI/CHF/uncontr.hypertens.& these pts.to be monit.reg.

Drug interactions: L-dopa/dopaminerg.agon.& anticholinerg.effs.enhanc., barbits.& neurolept. effs.reduc., effs.of dantrolene/baclofen poss. modif., more freq./sev.S/E with some other NMDA antagon., cimetid./ranitid./procainam. /quinidine/ quinine & nicotine plasma lev.poss.incr., decr. hydrochlorothiaz.AUC & Cmax.

 XE "Noalzh" NOALZH, Macleods [P/S]

Memantine HCl

Indications: Mod.sev.to sev.Alzheimer’s dis.

(S4) TABS, 47/34/0187

3005797-001: 10 mg, 56, R246,92
Dosage: Effic.beyond 6 mnths.not est. Exper.physic.supervis.necess.

Adults: Init.5 mg dly.in morn.dur.1st wk.2nd wk : 5 mg 2x dly. 3rd wk:10 mg in morn.& 5 mg in aftern. From 4th wk.cont.with recomm.maint.dos.of 20 mg dly giv.as 10 mg 2xdly. Max.dly dos: 20 mg.

Contraindications: S&E in childr.& adolesc.<.18 yrs./ pregn.& lactat.not est., no data on hepat./ sev.ren.impairm.

Side effects: Freq: Hypersens.react., agitat., inflict.inj., insomn., somnol., dizz., fall, balance disord., hypertens., cough, dyspn., diarrh., constip., elev.liv.funct. test, headache. Less freq: Fung.infect., anx., confus., hallucinat., incr.libido, abnorm. gait, card.fail., ven.thromb./ thromboemb., vomit., hyperton., urin.incont., cystitis, fatig. Freq.unkn.: Psychot.reacts., depress., suicid.ideat., suicide, seiz., pancreatit., hepatit.

Special warnings and precautions: Epilep., convuls.risk, poss.dantrolene/ baclofen dos. adjustm., avoid concom.amantadine/ ketamine or dextromethorph., ren.funct.impairm., alkaline condits.decr.elimin.rate theref.monit.if urine pH rais., limit.data on rec.MI/ CHF/ uncontr.hypertens.& these pts.to be monit.reg.

Interactions: L-dopa/ dopaminerg.agon.& anticholinerg.effs.enhanc., barbits.& neurolept. effs.reduc., effs.of dantrolene/ baclofen poss.modif., more freq./ sev.S/E with some other NMDA antagon./ phenytoin, poss.incr.plasma lev.risk with act.substanc.such as cimetid./ ranitid./ procainam./ quinidine/ quinine & nicotine., hydrochlorothiaz.ser.lev.decr., incr.INR with warfarin.

 XE "Remcept XL" REMCEPT XL, Teva [P/S]

Galantamine hydrobromide equiv.to galantamine

Indications: Mild to mod.sev.dement.of Alzheimer type

(S4) XL CAPS, 46/5.3/0998, 0999, 1000

723726-001: 8 mg, 30, R777,26
723727-001: 16 mg, 30, R777,26
723728-001: 24 mg, 30, R1 079,54
Dosage: Adults: Admin.once dly.in morn.pref. with food. Start.dos: 8 mg/day x4 wks. Init.maint. dos: 16 mg/day x at least 4 wks. May be incr.to maint. dos of 24 mg/day.aft.appropr.assessm. incl. eval.of clinic.benef.& toler. Dos.reduct.to 16 mg/ day may be cons.in indiv.pts.not show.an incr. respons./not toler.24 mg/day. Cont. maint.treatm. as long as therap.benef.exists. Consid.discont.if therapeut.benef.no long.pres.

Contraindications: Sev.imp.hepat.(CHILD score >9)/ren.(creatin. clear.<9 mlmin.)funct., urin. outflow obstruct., recent bladd.surg.

Side effects: Anaem., thrombocytopen., hypersens., decr.appet./weight., dehydrat., hyperglycaem., incr.alkaline phosph., vis./audit. hallucinat., depress., insomn., anorex., somnol., agitat., confus., anx., paranoid react., incr.libido, delir., suicid.ideat., suicide, headache, lethargy, trem., dizzin., syncope, paraesthes., dysgeus., hypersomn., seizures, vertigo, hyperton., convuls., invol.musc.contracts., atax., hyperkines., aprax., aphas., leg cramps, blurr.vis., tinnit., bradycard., supraventric.extrasystol., 1st degree AV block, sinus bradycard., palpitat., CF, myocard.ischaem./ infarct., atrial dysrhythm./fibrillat., supraventric. tachycard, QT prolong., bundle branch block, T-wave invers., ventric.tachycard., hyper-/hypotens., periph.oed., flush., postur.hypotens., depend.oed., purpura, epistax., N&V, GI disturbs., retch., gastrit., melaena, dysphag., rectal haemorrh., dry mouth, incr.saliva, diverticulit., gastroenterit., hiccup, oesophag.perforat., hepatit., elev.liv. enzym.,hyperhidros., Stev.Johns.syndr., ac. generalis. exanthemat. pustulos., erythema multif., musc. spasms/weakn., UTI, haematur., urin. incontin./retent., micturit.freq., cystit., noctur., ren. calculi, rhinit., URTI, bronchit., cough., fatig., syncope, asthen., malaise, fall, back/chest pain, fev., hepat.enzym.incr., not recomm.in GI obstruct./ recov. from GI surg., concom.other cholinomimets., no studies on use in pregn./lactat., no data avail.on paed.use.

Warnings and special precautions: Effic. beyond 6 mnths not est., benef.in other types of dement./memory impairm.not est., only init.if caregiv. avail.to reg.monit.meds.intake, inform pts. of signs of ser.skin reacts. & discont.at first appear. of skin rash., monit.weight, sick sinus syndr., supraventric.card.conduct.disturbs., CV dis. incl immed.post-MI period/new-onset atrial fibrillat./ 2nd degree heart block or great./ unstab. ang.pector/ CHF, concom.meds.that signif. reduc. heart rate, pts.with uncorrect.electrol.disturb., pts. at risk of develop.pept.ulc. /ulc.hist./concom. NSAID’s, epilep.as convuls.thresh.poss.low., asthma, chron.obstruct.bronchit., not indic.in mild cognit. impairm., reproduct.toxic.in animals, re-assess clinic.benef.reg., no rebound eff.aft.abrupt discont., mod.to sev.hepat./ren.impairm., concom.meds.that have potent.to cause torsade’s de pointes

Interactions: Eff.of anticholinerg.meds.antagon., pharmacodynam.interact.poss.with meds. signif. reduc. heart rate, succinylcholine-type musc. relaxat. dur.anaesthes.poss.exaggerat., potent. inhibit.of CYP2D6/CYP3A4 poss.incr.cholinerg.S/E dur.treatm.init.

 XE "Zepanalz" ZEPANALZ, Aurobindo [P/S]

Donepezil HCl

Indications: Symtomat.treatm.of mild to mod. dement. of Alzheimer’s dis.

(S5) TABS. 44/5.3/0944, 0945.

722728-001: 5 mg, 30, R422,82
722729-001: 10 mg, 30, R436,91
Dosage: Adults/elderly: Init.5 mg once dly.in even. prior to retir. 10 mg may be benefit.for some pts. Dos.may be incr.aft.4-6 wks. to max.dly dos.of 10 mg once dly.depend.on clinic.respons.assessm.

Contraindications: Piperidine derivat. hypersens., childr.& adolesc.und.18 yrs., safety in pregn. & lactat.not est. 

Side effects: Syncop.episod., incr.gastr.secret., seiz., weight loss, cold, flu., URTI, UTI, bld. dyscras., GI disturbs., dehydrat., hyponatraem., psych./ card.disords., abnorm.cry., incr.libido, behav. chang., dizzin., headache, trem., CNS effs., aphas., atax., paraesthaes., extrapyramid.sympt., NMS, cataract, eye irrit., blurr.vis., vertigo, ang., bradycard., AV/ sinoatr.block, vasodilat., hot flush., hypo-/hypertens., dyspn., sore throat, bronchit., toothache, GI haemorrh., pancreatit., hepatit., sweat., skin reacts. incl.diaphores./ecchymos., musc. cramps, arthrit., bone fract., urin.incont./ freq., noctur., bladd.outfl.obstruct., fatig., chest pain, accid.

Warnings and special precautions: Treatm.by exper. drs.only, maint.treatm.may be cont.for as long as therapeut.benef.exper., reg.reassessm., discont. when therap.eff.no long.present, use in sev. Alzheimer’s dement./other types of dement.or memory impairm.not est., succinylcholine-type musc. relax.dur.anaesthes.poss.exagger., pts. recover.from bladd./GI surg., sick-sinus syndr./ other supraventric.card.conduct.condits.due to poss.vagoton.effs.on heart rate, monit.for GI bleed. sympt.esp.with concom.NSAIDs/ulc.dis.hist., gen. convuls., asthma/COPD or hist. thereof poss. aggravat., avoid concom.other acetylcholinesterase inhibits./cholinerg.syst. agonists/ antagon., monit.weight, GI disturbs. more freq.in females, porphyr., lact.intol.

Drug interactions: Poss.interfer.with anticholinerg. meds., synergist.eff.with succinylcholine/ simil.neuroblock.agents/ cholinerg. agon./β-blocks which eff.card.conduct., poss. incr.gastr.secret.with NSAIDs, incr.elimin. rate with CYP2D6 & CYP3A4 induc.eg.phenytoin/ carbamazepine/alcoh./dexamethasone/ rifampicin/ phenobarb., metab.poss.inhibit.by CYP3A4 eg. ketoconazole/itraconazole/ erythromycin & CYP2D6 inhibits.eg.fluoxetine/ quinidine.

2
ANAESTHETICS
 XE "Bridion" BRIDION, MSD (Pty) Ltd
See Section 29
 XE "Myladion" MYLADION, Viatris South Africa (Pty) Ltd
See Section 29
 XE "Neuvysi" NEUVYSI, Dr Reddys Laboratories (Pty) Ltd
See Section 29
2.1
General anaesthetics
2.1.1
Inhalation anaesthetics
 XE "Sojourn" SOJOURN, Safeline [P/S]

Sevoflurane

Indications: Induct. & maint.of gen.anaesthes.in adult & paed.pts.for in/outpatient surg.

(S5) LIQ, 41/2.1/0098
709325-001: 250 ml, R1 796,48
For furth.manufact.details see prof.info.
2.1.2
Parenteral anaesthetics
 XE "Altirem" ALTIREM, Pharma Dynamics [N/P/S in C]
Remifentanil

Indications: Narcot.analges./adjunct.for use dur. induct./maint.of inhalat.anaesthes.dur.surg. proced. incl.card.surg., analges.& sedat.aid for up to 72  hrs.in mechanic.ventilat.intens.care pts. Safety & effic.beyond 72 hrs.not est.
(S6) POWD.FOR SOL.FOR INF/INJ, A52/2.9/0454, 0455, 0456. 1 mg/ml reconstit.sol

3005073-001: 1 mg, 5 x3 ml vials, R326,60
3005074-001: 2 mg, 5x 5 ml vials, R652,05
3005075-001: 5 mg, 5 x 10 ml vials, R1 875,31
For further details refer to manufact.prod.lit.

 XE "B Braun Propofol" B BRAUN PROPOFOL 1 %& 2 %, B Braun Medical [P/S]
Propofol

Indications: Induct.& maint.of gen.anaesth.in pts.over 3 yrs., sedat.of ventilat.adult pts.receiv. intens.care for up to 72 hrs.

(S5)1% INJ, 39/2.1/0077, 10 mg/ml

710434-002: 5x20 ml amps, R170,71
(S5)2% INJ,47/2.1/1220, 20 mg/ml

3006340-001: 10x50 ml vial, R1 539

3006340-002: 1x50 ml vial, R153,90

For further details refer to manufact.prod.lit.

 XE "Diprivan" DIPRIVAN 1% & 2%, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Propofol.

Indications: Induct.& maint.of gen.anaesth., sedat. of ventilat.adult pts.receiv.intens.care for up to 72 hrs., conscious sedat.for surg.& diagnost. proced. in adults prov.adeq.facilit.exist.& admin.by qualif. anaesthet.

(S5) 1% INJ, [P/S] T/2.1/226. 10 mg/ml
720461-006: 5x20 ml amps., R347,85
(S5) 1% IV INFUS, [P/S] X/2.1/30, 31. 10 mg/ml

785547-002: 1x50 ml vial, R177,66
797782-001: 1x100 ml vial, R347,85
(S5) 2% IV INFUS, [P/S] 36/2.1/0084. 20 mg/ml

Indications: Induct.& maint.of gen.anaesth., sedat. of ventilat.adult pts.receiv.int.care for up to 72 hrs.

701562-003: 1x50 ml vial, R355,29
For further details refer to manufact.prod.lit.

 XE "Fentanyl Fresenius" FENTANYL FRESENIUS AMPS, Fresenius Kabi [N/P/S in C]
Fentanyl citrate.

Indications: Narcot.analges.for use in anaesthes. in combinat.with neurolept.agents, inhalat.narcot., diazepam &/atropine, post-op pain, epidur. anaesth. pain relief.

(S6) INJ. W/2.9/123, X/2.7/260, 

701050-003: 100 µg/2 ml, 10x2 ml, R298,39
702067-003: 500 µg/10 ml, 5x10 ml, R746,44
For further details refer to manufact.prod.lit.

 XE "Fortiva" FORTIVA, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S in C]
Remifentanil

Indications: Narcot.analges./adjunct.for use dur. induct./maint.of inhalat.anaesthes.dur.surg. proced. includ.card.surg., analges.& aid to sedat.for up to 72  hrs.in mechanic.ventilat.intens. care pts. Safety & effic.beyond 72 hrs. not est.
(S6) INJ. 42/2.9/0751, 0752, 0753

721296-001: 1 mg/3 ml vial, 5 vials, R483,18
721297-001: 2 mg/5 ml vial, 5 vials, R923,44
721299-001: 5 mg/10 ml vial, 5 vials, R2 315,92
For further details refer to manufact.prod.lit.

 XE "Fresenius Propoven 1%" FRESENIUS PROPOVEN 1%, Fresenius Kabi [P/S]
Propofol

Indications: Short-act.IV gen.anaesth.agent for induct.& maint.of gen.anaesth., sedat.of artif. ventil. pts. in ICU for up to 72 hrs., consc.sedat.for surg.& diagnost.proced.in adults prov.there are adeq. facil.for monit.of haemodyn.& oxygenat. paramet.& if admin.by qualif.anaesthet.

(S5) EMULS.FOR INJ, 41/2.1/1121, 1122, 1123. 10 mg/ml

719223-001: 5x20 ml amps, R117,09
719224-001: 10x50 ml vials, R575,62
719224-002: 1x50 ml vial, R58,56
719225-001: 10x100 ml vials, R1 151,14
719225-002: 1x100 ml vial, R117,10
For further details refer to manufact.prod.lit.

 XE "Hypnomidate" HYPNOMIDATE, Piramal Crit.Care [P/S]

Etomidate.
Indications: Induct.of gen.anaesth.for short painless proced.eg cardio version/uter.curettage. As no analgesic eff.pres.not suitable for mono-anaesthet.

(S5) INJ. M/2.2/183. 2 mg/ml.

732036-003: 5x10 ml, R963,18
For further details refer to manufact.prod.lit.

 XE "Ketamine-Fresenius " KETAMINE FRESENIUS VIALS, Fresenius Kabi [P/S]

Ketamine as HCl salt.

Indications: Anaesth.induct., maint.of gen. anaesth. in combinat.with oxygen.nitrous oxide., Childr.: Managem.minor surg.& diagnost.proced.

(S5) INJ Y/2.1/373, 273, 274.

701062-003: 10 mg/ml, 10x20 ml vials, R839,59
701057-003: 50 mg/ml, 10x10 ml vials, R1 079,39
701054-003: 100 mg/ml, 10x10 ml vials, R1 871,65
For further details refer to manufact.prod.lit.

 XE "Mylan Remifentanil" MYLAN REMIFENTANIL, Mylan [N/P/S in C]
Remifentanil

Indications: Narcot.analges./adjunct.for use dur. induct./maint.of inhalat.anaesthes.dur.surg. proced. incl.card.surg., analges.& sedat.aid for up to 72  hrs.in mechanic.ventilat.intens.care pts. Safety & effic.beyond 72 hrs. not est.
(S6) POWD.FOR CONC.FOR SOL.FOR INJ./INFUS, 45/2.9/0658, 0659, 0660

722284-001: 1 mg, 5 vials, R413,87
722285-001: 2 mg, 5 vials, R772,98

722287-001: 5 mg, 5 vials, R2 088,81
For further details refer to manufact.prod.lit.

 XE "Mylan Sufentanil" MYLAN SUFENTANIL, Mylan

Sufentanil citr.equiv.to sufentanil

Indications: IV admin: Analg.adjunct.in maint.of bal.gen.anaesthet.in surg.proced.requir.endotrach. intubat.& ventilat.

Epidur.admin: Post-op pain managem.follow. gen. surg./thorac./orthopaed.proced. & Caesarean sect., analges.adjunct.to epidur.bupivacaine with/ without adrenal.dur.labour & vag.deliv.

(S6) INJ. 41/2.9/0625

721196-001: 5 µg/ml, 10x2 ml amps, R587,59
For further details refer to manufact.prod.lit.

 XE "Pharma-Q Fentanyl" PHARMA-Q FENTANYL INJECTION, 
Pharma-Q [N/P/S in C]
Fentanyl citrate.

Indications: Narcot.analges.for use in anaesthes. in combinat.with neurolept./inhalat.anaesthetics, post-op analges.

(S6) INJ. 29/2.7/0604, 0605 

703668-001: 500 µg/10 ml, 10x10 ml, R168,32
703587-001: 100 µg/2 ml, 10x2 ml, R101,12
For further details refer to manufact.prod.lit.

 XE "Pharma-Q Sufentanil" PHARMA-Q SUFENTANIL INJECTION, 
Pharma-Q

Sufentanil citr.equiv.to sufentanil

Indications: IV admin: Analg.adjunct.in maint.of bal.gen.anaesthet.in surg.proced. requir.endotrach. intubat.& ventilat., post-op pain managem.

Epidur.admin: Post-op pain managem.follow. gen. surg./thorac./orthopaed.proced. & Caesarean sect., analges.adjunct.to epidur.bupivacaine with/ without adrenal.dur.lab.& vag.deliv.

(S6) INJ. 33/2.7/0397, 0398. 5 µg/ml

705980-001: 10 µg/2 ml,10x2 ml amps, R619,04
705979-001: 50 µg/10 ml 10x10 ml amps, R3 164,85
(S6) FORTE INJ. 33/2.7/0426. 50 µg/ml

Indications: IV admin: 

(1) Prim.agent for induct.& maint.of anaesth.with 100% 02  in card.surg.assoc.with use of cardiopulm. bypass apparat.

(2) Analg.adjunct.in maint.of gen.anaesth.in above & surg.proced.requir.endotrach.intub.& ventilat. 

Epidur.admin: 

(1) Post-op managem.of pain follow.gen.surg., thorac./orthopaed.proced.& Caesarean sect.

(2) Analges.adjunct.to epidur.bupivacaine with/without adrenal.dur.lab. & vag.deliv.
703604-001: 250 µg/5 ml, 10x 5 ml amps, R633,04
For further details refer to manufact.prod.lit.

 XE "Propofol MCT/LCT Fresenius" PROPOFOL MCT/LCT 2 % FRESENIUS, Fresenius Kabi [P/S]
Propofol

Indications: Induct.& maint.of gen.anaesth.as part of balanc. anaesthet.techn., sedat.of ventil.adult pts.rec.intens.care for up to 72 hrs.

(S5) EMULS.FOR INJ/INF, 41/2.1/1124, 20 mg/ml

3005057-001: 1x50 ml vial, R186,82
3005057-002: 10x50 ml vial, R1 868,18
For further details refer to manufact.prod.lit.

 XE "Rapifen" RAPIFEN, Piramal Crit.Care [N/P/S in C]

Alfentanil HCl equiv.to alfentanil.
Indications: Narcot.analg.in gen.anaesth.for both short (bolus inj) & long (bolus,supplem.by increm./ infus) surgic.proced., anaesth.induct.agent.

(S6) INJ. Q/2.7/327. 0,5 mg/ml.

759139-008: 5x2 ml amps, R539,19
For further details refer to manufact.prod.lit.

 XE "Sublimaze" SUBLIMAZE, Piramal Crit.Care [N/P/S in C]
Fentanyl citr.equiv.to fentanyl.
Indications: Narcot.analg.supplem.for use in gen. / reg. anaesth., in combin.with neurolept.agents as premed., anaesth.induct.& as adjunct to gen.& reg. anaesth. maint., as anaesth.agent with O2   in select. high risk pts.undergo.maj.surg

(S6) INJ. B/2.7/1014, Q/2.7/34. 50 µg/ml.

767158-016: 5x2 ml amps, R405,30

767166-019: 5x10 ml amps, 

R2 026,30

For further details refer to manufact.prod.lit.

 XE "Sufenta" SUFENTA, Piramal Crit.Care [N/P/S in C]
Sufentanil citr.equiv.to sufentanil.
Indications: IV admin: Analg.adjunct.in maint.of bal.gen.anaesth.in surg.proced.req.endotrach. intubat. & ventilat. Epidur.admin: Post-op. managem. of pain follow.gen.surg./thoracic/ or orthopaed.proced. & Caesarean sect., analges. adjunct to epidur.bupivacaine with/without adrenal. dur.lab.& vag.deliv.

(S6) INJ. T/2.9/240, 241. 5 µg/ml.

786624-019: 5x2 ml amps, R432,31
786632-003: 5x10 ml amps, 

R2 161,46

(S6) FORTE INJ. V/2.9/308. 50 µg/ml.

Indications: IV admin:

1. Prim.agent for induct.& maint.of anaesth.with 100% O2 in card.surg.assoc.with use of cardiopulm. bypass apparatus.

2. Analg.adjunct.in maint.of bal.gen.anaesth.in card.surg.assoc.with use of cardiopulm. bypass apparatus.& surg.proced.req. endotach. intubat.& ventilat.

Epidur.admin:

1. Post-op.managem.of pain follow.gen.surg., thoracic/orthopaed.proced. & Caesarean sect.

2. Analges.adjunct to epidur.bupivacaine with/ without adrenal.dur.lab.& vag.deliv.

779695-003: 5x5 ml, R4 062,29
For further details refer to manufact.prod.lit.

2.2
Local anaesthetics
 XE "Cisatracurium Fresenius" CISASTRACURIUM FRESENIUS, Fresenius Kabi [P/S]
Cisatracurium besilate

Indications: Skelet.musc.relax.during surg.proced.& to facilit. control.ventilat., suit.for endotrach.intubat. esp. where subseq.musc.relax.requir.

(S4) SOL.FOR INJ/INF, 47/17.1/0293

3003907-001: 10 mg/5 ml, 5 amps, R347,37
For further details refer to professional info.
 XE "Levobupivacaine Fresenius" LEVOBUPIVACAINE FRESENIUS, Fresenius Kabi [P/S]
Levobupivacaine HCl

Indications: Surg.anaesthes.: Major: Epidur (incl.C-sect.)/ intrathec./ peripher.nerve block.Minor: Local infiltrat./ peribulb.block in opthalm.surg.Pain manag.: Cont.epidur.inf.(may be admin in comb.with epid.fentanyl/morphine or clonidine),single/ multip.bolus epidur.admin for post-op.labour-/ chron.pain. Paed.: Infiltrat.analges.No data <6 mnths.

(S4) SOL for INJ/INF, 50/4/0738. 5 mg/1 ml

3005365-001: 10x10 ml amps, R738,11

3005365-002: 5x10 ml amps, R369,06
For further details refer to manufact.prod.lit.

 XE "Lignocaine-HCl B Braun" LIGNOCAINE-HCl B BRAUN, B Braun Medical [P/S]

Lignocaine HCl.

Indications: Loc.anaesthes.

(S4) INJ. 2%, 39/4/0437, 20 mg/ml.

709418-001: 20x5 ml amps, R86,49
Dosage: Loc.anaesthes: SC/IM use: Dos. depend.on area. lnfiltration & field block anaesthes: Use 0,5 to 1% sol. Nerve block anaesthes.: Depend.on which nerves/plexus & fibre type use 1 to 2% sol. Epidur.anaesthes: Determin.by segment.anaesthes.lev.reqd. Vol reqd. determin.by which nerve fibres to be block. /anaesthes.lev.reqd.& if adren.used. Max. dly. dos: 300 mg. Act.durat.prolong.by add. adrenaline

Contraindications: Amide type loc.anaesthet. hypersens., heart block, sev.card.conduct. disturbs., ac.heart fail., hypovolaem.shock, hypotens. unrelat.to treatable tachyarrhythm., myasthen.grav., safey in pregn.& lactat.not est.

Side effects: Allerg.contact dermatit., burn., sting., tendern., urethrit., CNS stimulat., drowsin., lassit., amnes., CV syst.depress., arrhythm., bradycard., card.arrest, anaphylax., methaemoglobinaem., tong.& perioral regn. numbn.

Special precautions: Concom.propanol./ diltiazem /verapamil & cimetidine, childr./elderly & debilitat., liv.dis., poss.precipitat.seiz.in epilept., card.condits., imp.resp.funct.
Drug interactions: Anti-arrhythm.agents( eg. mexiletine/tocainide) incr.cardiotox.risk, propanol /diltiazem & verapamil reduc.plasma clear., addit. effs.on cardiovasc.& CNS syst., poss.toxic. lev.with cimetidine, addit.card.depress.eff.with ß-block./other anti-arrythm.& IV phenytoin, hypokalaem.produc.by acetazolamide/loop diuret. & thiazides antagon.effs.

 XE "Naropin" NAROPIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Ropivacaine.

Indications: For surg.anesthes.as epidur.block, min.nerve block, infiltrat.anaesthes.& maj.nerve block. For ac.pain managem.as contin.epidur. infus. /intermitt.bolus administrat.e.g. post-op/labour pain & minor nerve block/infiltrat.analges., contin. periph.nerve block infus./intermitt.injects. For ac. pain management in paed.as caud. epidur.block., periph.nerve block for pre- and postop.pain managem.

(S4) INJ. 31/4/0124, 31/4/0126, 0127, 35/4/0409

838624-014: 2 mg/ml, 5x20 ml amps, R365,27
838632-017: 7,5 mg/ml, 5x10 ml amps, R358,80
838659-012: 10 mg/ml, 5x10 ml amps, R432,18
701406-001: 5 mg/ml, 5x10 ml amps, R363,73
(S4) INFUS. 31/4/0125

843202-009: 2 mg/ml, 5x100 ml bag, R1 029,02
843210-001: 2 mg/ml, 5x200 ml bag, R2 058,07
For further details refer to professional info.
 XE "Pharma-Q Bupivacaine" PHARMA-Q BUPIVACAINE INJECTION, Pharma-Q [P/S]

Bupivacaine HCl

Indications: Region.nerve block incl.conduct. anaesth. when prolong.eff.reqd.

(S4) INJ, 31/4/0007. 50 mg/10 ml

703602-001: 10x10 ml amps, R84,10
(S4) SPINAL INJ.WITH DEXTR, [P/S] 31/4/0006

Bupivacaine HCl 20 mg, dextr.monohydr.320 mg/ 4 ml

Indications: Spinal anaesth.induct.

701735-003: 10x4 ml amps, R143,44
For further details refer to manufact.prod.lit.

 XE "Remicaine" REMICAINE 2%, AI Pharm Ltd [P/S]

Lignocaine HCl.

Indications: Loc./region./epidur.anaesthes., ventric.arrhythm.follow.card.infarct./gen anaesth./dur.card.cathet.and open heart surg.

(S4) INJ. G2830. 20 mg/ml.

759635-005: 5x5 ml amps, R105,30
Dosage: IM use: Loc./region./epidur. anaesthes: 40 mg-600 mg depend.on site and type of anaesthes.requir.

IV use -Ventric.arrhythm: 50-100 mg slow IV over 2 min., may need to be repeat.aft.20-30 mins. Alternat.admin.load.dos.follow.und.ECG control by 0,1% or 0,2% infus.of 1-4 mg/min.for 12-48 hrs. Do not exceed recomm.dos.
Contraindications: Hypovolaem., heart block, other conduct. disturbs., epidur.anaesth.in cerebrospin. dis.

Side effects: Anx., nervousn., dizzin., drowsin., feel.cold, heat/numbn., methaemoglobinaem.
Special precautions: CHF, bradycard., resp. depress., dos.reduct.in card.dis., hepat.insuffic., condits.which reduc.hepat.bld.flow may prolong half-life, ren.impairm., epilep., myasthen.grav., imp. swallow.& incr.aspir.risk when used in mouth/ throat, reduc.eff.if inject.into inflam./ infect. area, IMI may incr.CPK conc.which may interfer.with ac.MI diagn., cerebrospin.dis., do not use in childr.und.2 yrs.
Drug interactions: Reduc.clear.with ß-block.& cimetidine, addit.card.depress.eff.with other anti-arrythm.& IV phenytoin.

 XE "Ropivacaine Fresenius" ROPIVACAINE FRESENIUS, Fresenius Kabi [P/S]
Ropivacaine.

Indications: Surg.anesthes.: Epidur.block (incl.C-sect.), min.nerve block & infiltrat.anaesthes., maj.nerve block. Ac.pain managem.: Contin.epidur. infus./intermitt.bolus administrat.eg.post-op/labour pain , minor nerve block & infiltrat.analges., contin. periph.nerve block infus./intermitt.injects. Ac. pain management in paed.: Caud.epidur.block., periph.nerve block for pre- & postop. pain managem.

(S5) INF. 46/4/0899

3005424-001: 2 mg/ml, 1x100 ml bag, R146,79
3005424-002: 2 mg/ml, 5x100 ml bag, R733,93
(S5) INJ. 46/4/0902,0903

3005426-001: 7,5 mg/ml, 5x10 ml amp, R298,34
3005427-001: 10 mg/ml, 5x10 ml amp, R359,35
For further details refer to professional info.

 XE "Xylotox" XYLOTOX, AI Pharm Ltd [P/S]

(S4) S.E PLAIN INJ, G2799. 20 mg/ml.

Lidocaine HCl.

778826-007: 100x1,8 ml, R975,02
(S4) L INJ.SOL, G2798.

Lidocaine HCl 20 mg, noradrenaline (1:80 000) 12,5 µg/ml.

778818-004: 100x1,8 ml, R886,70
(S4) E80-A INJ.SOL, P/4/170.

Lidocaine HCl 20 mg, adrenaline (1:80 000) 12,5 µg/ml.

778834-018: 100x1,8 ml, R961,33
Indications: Loc.anaesth.in dent.proced.

For further details refer to manufact.prod.lit.

2.2.1
Surface anaesthetics
 XE "Adco-Amethocaine" ADCO-AMETHOCAINE, AI Pharm Ltd [P/S]

Amethocaine HCl.

Indications: Loc.surface anaesthetic.
(S1) CREAM. G1542. 1 g/100 g.

799211-028: 25 g, R31,30
Dosage: Apply to affect.area as necess.

Contraindications: Hypersens.to other loc. anaesthet., broken skin.

Side effects: Allerg.reacts.

Special precautions: Avoid prolong.use or applicat. to extens.areas.

 XE "Adco-Ethyl Chloride" ADCO-ETHYL CHLORIDE, AI Pharm Ltd [P/S]

Ethyl chlor.

Indications: Pain rel.in sprains & myalg., loc. anaesth.

(S1) SPRAY. G2750.

724769-005: 100 ml, R346,22
Dosage: Spray area from a dist. of ±15 cm.
Warning: Highly inflammable

 XE "Anethaine" ANETHAINE, Sanofi-Aventis [P/S]

Amethocaine HCl

Indications: Loc.pain & discomf.

(S1) CREAM, G1835. 1 g/100 g

703591-002: 25 g, R47,85
703591-010: 40 g, R76,63
Dosage: Apply small applicat.at suitable interv. through the day.

Contraindications: Eczema, sunburn except. und.med.supervis., hypersens.to relat.anaesthet., tendency.to develop sensitisat., PABA, parabens/ paraphenylenediamine, low plasma-cholinesterase conc./those receiv.anti-cholinesteras., inflam., traumatis./high.vasc.areas.

Side effects: Skin swell., sting., tendern., cont. dermatit., redn., itch.

Special precautions: Elderly, debilitat., childr., epilep., imp.card.conduct., shock, liv.damage, myasth.grav., alt.pH from loc.infect.may decr./lose anaesthet.eff., poss.cross-sens.with other ester-type loc.anaesthet., rapid absorpt.from mucous membr.with rapid occur.of adverse reacts.without appear.of prodrom.signs./convuls.

Drug interactions: Metabol.inhibit.by cholinesterase inhibit.incr.system.toxic.risk, antibact. eff.of sulphonamides antagon.

 XE "Emla 5%" EMLA 5%, (Aspen Pharmacare) Pharmacare [P/S]

Lidocaine 25 mg, prilocaine 25 mg/g.

Indications: Top.anaesth.of skin for needle insert. where applicat.1 hr prior feasib., top.anaesth.of genit. mucosa prior to superfic.surg. proced.of less than 10 min.durat., topic.anaesth.of leg ulc.to facilit. mechan.cleans./debridem.

(S1) CREAM, [P/S] Z/4/51.

826367-011: 5x5 g + 12 Tegaderm plasters, R294,86
826367-038: 1x30 g, R331,07
Dosage: Skin: Adults: Apply thick layer.und. occlus. dress.for 1-5 hrs. 1,5 g/10 cm2 recomm. Durat. of anaesth.aft applicat.of 1-2 hrs.at least 2 hrs. aft.dress.remov. New shav.skin of large body area: Max.60 g on treat.area not larg.than 600 cm2 for 1-5 hrs.

Childr: 1 g/10 cm2 App.time: 1hr. Infts 3-11 mnths: Apply up to 2 g to intact skin area of not larg.than 20 cm2. 1-11 yrs: Apply up to 10 g to intact skin area of not larg.than 100 cm2 for 1-5 hrs. Childr. with atop. dermatit.app.time: Prior to curettage of mollusca: 30 mins.

Genit.skin: Adults: Apply thick layer.und.occlus. dress.

Male prior to inj.of loc.anaesthet: 1 g/10 cm2 for 15 mins.

Female: 1-2 g/10 cm2.for 60 mins. Applicat.of 60-90 mins alone does not prov.suffic.anaesth.for thermocaut./diathermy of genit.warts.

Genit.mucosa: Adults only: Apply 5-10 g to cover entire treatm.area includ.mucos.folds, leave for 5-10 mins., remov.cream & begin surg.treatm. immed. thereaft. Occlus.not necess. Analges.durat. 15-20 mins.

Leg ulc: Adults: Apply 1-2 g/10 cm2 up to 10 g to affect area und.occlus.dress.for 30-60 mins. Start clean. immed.aft.remov.of cream. Singl.use only.

(S1) PATCH [P/S] 30/4/0478.
Lidocaine 25 mg, prilocaine 25 mg/patch.

Indications: Topic.anaesthes.of intact skin for minor proced.where applicat.1 hr.bef.feasible.

840106-009: 2 patches, R83,63
Dosage: Apply to the select.area at least 1 hr prior to proced. Prior to curettage of mollusca in childr.with atop.dermatit:applic.time of 30 mins. recomm. Remov.immed.in the event of any allerg.react.

Term.newborn inf.&inf<3 mnths:Applicat.time 1 hour not more. Not more than 1 patch applied at same time.

Infts.3-11 mnths: Not more than 2 patch.applied at the same time.

Adults & childr.over 1 yr of age: 1 or more patch. applied to skin areas select.

Max.dos: Childr.1-5yrs: 10 patch. 6-11yrs: 20 patch.

Contraindications: Infts. betw. 0-12 mnths.rec.treatm.with methaemoglob. induc. agents, where penetrat.of/migrat.to middle ear poss., safety in pregn.& lact.not est.

Side effects: Freq.: Trans.local reacts.at applic site such as paleness, erythem.& oed., loc.sensat. (burn., itch., warmth)& skin sensat.(burn,itch) Less freq.: Methaemoglobinaem., allerg. reacts.incl.anaphylact.shock, corn.irritat., skin sensat.(mild burn, itch), local lesion at applic.site, local parasthes.

Special precautions: Cross.placent.barrier & excret. in breast milk., G6PD-defic., congenit./ idiopath. methaemoglobinaem., do not apply to open wounds other than leg ulc./abrad.skin or genit. mucosa of childr., heel lancing in neonat.as effic. not est., atop.dermatit., eye cont., addit. card. effs.with anti-arrhythm.class III drugs, consid. ECG monit., monit.live virus vacc.

Drug interactions: Poss.incr.in methaemogloblin lev.partic.in conjunct.with methaemogloblin.-induc. agents & childr.und.3 mnths., poss.addit.syst. toxic. with other loc.anaesth./agents struct.relat.to loc.anaesth., poss.tox.plasma conc.when rep.high dos.giv.over extend.per.with drugs reduc.clear.eg. cimetidine/beta-block.

 XE "Remicaine" REMICAINE, AI Pharm Ltd [P/S]

Lignocaine HCl

Indications: Surface anaesth.of mucous membr.

(S1) GEL. G1349.
759694-001: 2 g/100 g, 20 ml, R152,42
Dosage: Topic: Broken skin/mucous membr: Max. 10 ml at any one time.

Urethr.anaesth. Male: 10-15 ml. Fem: 5-7 ml.

Side effects: Poss.allerg.skin reacts.if rep.use.

Warnings and special precautions: Prolong. use/ ext.area applic., traum.with urethr.applic.may cause syst. overdose due to too rapid absorpt., not for eye applic.

 XE "Versatis" VERSATIS 5%, AI Pharm Ltd [P/S]

Lidocaine

Indications: Neuropath.pain assoc.with prev. H.Zoster infect.(post-herpet.neurolgia (PHN)

(S4) MEDIC.PLASTERS, 43/3.2.3/0382. 700 mg

3000725-002: 50 mg/g adhes.base, 5, R222,58
3000725-003: 50 mg/g adhes.base, 10, R445,15
3000725-001: 50 mg/g adhes.base, 30, R1 335,47
Dosage: Adults & elderly: Use within 14 days of open. Cut hair from affect.area (not shaved). Plast. may be cut into small.sizes prior to remov.of release liner. Eval.respons.at reg.interv.to determine if number of plast.can be reduc./plaster free time extend.

Apply max.3 plasters to dry intact non irrit.skin to cover painf.area once dly.for up to 12 hrs within a 24 hr.period. Plaster free interv.of 12 hrs. If no respons. discont.aft.2-4 wks.
Contraindications: Amide type loc.anaesthet. hypersens., applic.to inflam./injur.skin (eg.act. H.Zoster les/ atop.dermatit./wounds

Side effects: V.common: Admin.site reacts.(eg erythema/rash./burn/dermat./prurit.).Uncommon: skin injury & les. V.rare: anaphylact.react., hypersens., open wound.
Warnings and special precautions: Sev.card./ ren./hepat.impairm., do not appl to muc.membr., avoid eye contact, cross.placenta & excret.in breast milk, do not breast feed/use dur.pregn., not recomm.in pts.und.18 yrs., fold.in half bef.dispos., syst.reacts.unlikely as lidocaine conc.low.however reacts.are similar to those of amide loc.anaesthet.

Interactions: Class I antidysrhythm.meds.& other loc.anaesthet.as addit.syst.eff.not excl.

 XE "Xylocaine" XYLOCAINE 10 mg/0,1 ml, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Lidocaine
Indications: Surface anaesth.of mucous membr. last.approx.10-15 mins., usual.occur.within 1-3 mins.depend.on area of applicat., anaesthet.of accessib.muc.membr.prior to examinat./ endoscopy/ instrumentat./surg.or other proced., Otorhinolaryngology: prepare punct.of maxill. sinus, analges.of tympan.membr.& pharynx & prevent gagg.when insert.intruments, Obstetrics: mucous surface analges.in norm.delivery/low forceps/ vacuum extract., relieve pain post-op dur. sutur.& episiotomy, Dentistry: loc.anaesthet.prior to inj./incis.of minor abscess./deep scaling & bef. tak.intra-oral impress.Gen.anaesthes: cough prevent. when endotrach.tube in situ.esp.if op. prolong.

(S1) PUMP SPRAY.G2826 (Act 101/1965)
10 mg/0,1 ml met.dos.

877352-003: 475 spray dos., 50 ml, R246,78
Dosage: Admin.min.effect.dos. Follow.recomm.dos.as guide. Indiv.variat. Each activat.of valve=10 mg Xylocaine. Recomm adults (aver.of 70 kg) dose: Nasal proced.: 20-60 mg; Oral, dental & oropharynx proced.: 20-200 mg; Resp.tract proced.: 50-400 mg; Larynx, trachea & bronchi proced: 50-200 mg; Obstetrics & gynea.proced.: 50-200 mg
Paed.: Childr.>12 and <25 kg dose acc.to weigth and physiolog.condit. Childr.3-12 yrs.:Dos. not to exceed 3 mg/kg for laryngotrach.use, & 4-5 mg/kg for nasal/oral & oropharyngeal use.
Not recomm.for use in neonates and infts. 

Contraindications: Hypersens.to other amide type loc.anaesthet., not recomm.in neonates & infts., safety in pregn.& lactat.not demonstr.

Side effects: Less freq.: Hypersens.reacts. eg.anaphylactic reacts./-shock, anaphylactoid reacts., angioed.

Special warnings and precautions: Do not use on cuffs of endotrach. tubes made of plastic, porphyrinogenic, only prescr.to pts with ac.porphyria on strong/ urgent indicat., porhyric pts., concom.class III anti-arrhythm., consid ECG monit., post-intubat. soreness not prev., epilep., imp.card.conduct., shock, liv.damage, sev.ren.dysfunct., reduc.dos.in elderly/ debilit.& childr., excess.dos.& short dos. interv. may caus.high plasma lev.with ser.S/E., absorpt. from bronch.tree high, wounds/traumatis. mucosa in reg.of applicat., impair.swallow.& incr. aspirat. risk when used in mouth/throat, high. plasma conc.result when applied to resp.tract of paralysed pts.und.gen.anaesthes., avoid applic.to skin for prolong.periods/over extens.area, hypovolaem., heart block/other conduct.disturbs., CHF, bradycard., resp.depress., poss.tempor.imp. locomot.& co-ordinat., cont.sweeten.

Drug interactions: Addit.tox.effs.if used with other loc.anaesthet./struct.relat.amide type loc. anaesthet./ agents, potent.tox.plasma conc.if admin. rep.at high dos.with agents that reduc. clear. e.g.cimetidine/beta-block., caut.with class III anti-arrhythm.meds

2.3
Muscle relaxants
 XE "Cistrax" CISTRAX, Accord [P/S]
Cisatracurium besylate.

Indications: Skelet.musc.relax.in anaesthes.& to facilit. control.ventilat., suit.for endotrach.intubat. esp. where subseq.musc.relax.requir.

(S4) SOL.FOR INJ. OR INFUS, 50/17.1/0131, 0132, 0133.

722941-001: 2 mg/ml, 5 mg/2,5 ml, 5 vials, R224,89
722942-001: 2 mg/ml, 10 mg/5 ml, 5 vials, R449,70
722943-001: 5 mg/ml, 150 mg/30 ml, sngl.vial, R897,05
For further details refer to professional info.

 XE "Esmeron" ESMERON, MSD

Rocuronium bromide

Indications: Gen.anaesthes.adjuct.to facilit. tracheal intubat.dur.rout.& rapid sequence induct. & skelet. musc.relaxat.dur.surg., adjunct in ICU to facilit. intubat.& mechanic.ventilat.for up to 3 days in adults 18-65 yrs.

(S4) SOL FOR IV INJ, 30/17.1/0192. 50 mg/5 ml.
821691-016, 10x5 ml vials, 
R1 242,43

For further details refer to manuf.product lit.
 XE "Mivacron " MIVACRON 5, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Mivacurium as mivacurium chloride.
Indications: Adjunct.to gen.anaesth.to relax skelet.musc., to facilit.trach.intubat.& mechan. ventilat.

(S4) INJ, 27/17.1/0569

800449-002: 2 mg/ml, 5x5 ml amps, R744,31
For further details refer to prof.prod.lit.
 XE "Nimbex" NIMBEX, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Cisatracurium as besylate.

Indications: During surg.proced.to relax
skelet.musc.& to facilitate controlled ventilat. Suitabl.for endotrach.entubat.esp.where subseq.muscl.relax.req.

(S4) INJ. 31/17.1/0256, 0255, 0444, 0445.

827983-018: 5 mg/ml, 1x30 ml vial, R940,59
827959-001: 2 mg/ml, 5x2,5 ml vial, R235.74

827967-004: 2 mg/ml, 5x5 ml vial, R471,49
827975-007: 2 mg/ml, 5x10 ml vial, R942,98
For further details refer to professional info
 XE "Rocuronium Fresenius" ROCURONIUM FRESENIUS, Fresenius Kabi [P/S]

Rocuronium bromide

Indications: Gen.anaesthes.adjuct.to facilit. tracheal intubat.dur.rout.& rapid sequence induct. & skelet. musc.relaxat.dur.surg., adjunct in ICU to facilit. intubat.& mechanic.ventilat.for up to 3 days in adults 18-65 yrs.

(S4) SOL FOR INJ/INFUS, 46/17.1/0061. 10 mg/ml.

3000885-001: 1x5 ml vial, R63,25
3000885-002: 10x5 ml vials, R632,50
For further details refer to manuf.prof.lit.

 XE "Ronia" RONIA, (Maleods) Abex [P/S]

Rocuronium bromide

Indications: Gen.anaesthes.adjuct.to facilit. tracheal intubat.dur.rout.& rapid sequence induct. & skelet. musc. relaxat. dur.surg., adjunct in ICU to facilit. intubat.& mechanic.ventilat.for up to 3 days in adults 18-65 yrs.

(S4) SOL FOR INJ/INFUS, 51/17.1/0970.969 10 mg/ml.

3004055-001: 10x5 ml vial, R586,58
For further details refer to manuf.prof.lit.

 XE "Suxamethonium Chloride-Fresenius" SUXAMETHONIUM CHLORIDE FRESENIUS, Fresenius Kabi [P/S]

Suxamethonium chlor.

Indications: Facilit.endotrach.intub./ bronchoscopy /oesophagoscopy in combin.with gen. anaesth.& resp.support, rapid short-term musc. relax.in orthopaed.proced.with resp. support, as adjuv.in surg.anaesthes.to obtain. skelet. musc.relax.esp.of abdom.wall to facilit. operat.manipulat.

(S4) INJ. M/17.1/270. 100 mg/2 ml

768170-001: 10x2 ml, R131,54

For further details refer to manufact.prod.lit.

 XE "Trakeze" TRAKEZE, Pharma Dynamics [P/S]

Rocuronium bromide

Indications: Gen.anaesthes.adjunct.to facilit. tracheal intubat.dur.rout.& rapid sequence induct. & skelet. musc.relaxat.dur.surg., adjunct in ICU to facilit. intubat.& mechanic.ventilat.for up to 3 days in adults 18-65 yrs.

(S4) SOL FOR INJ/INFUS, 53/17.1/0159.158. 10 mg/ml.
3002978-001: 50 mg/5 ml, 10x5 ml vials, R699,00
For further details refer to manuf.product lit.

3
ANALGESICS
3.1
Narcotic analgesics
SOVENOR (MDR Listing)

TARGINACT (MDR Listing)

 XE "A-Lennon Codeine" A-LENNON CODEINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Codeine phosphate.

Indications: Mod.pain.

(S6) TABS. B1192 (Act 101 1965)

715123-009: 30 mg, 100, R639,46
Dosage: 15-60 mg dly.

Contraindications: Resp.depress., ac.alcohol., rais. IC-press., head injur., ac.bronch.asthma attack, HF second.to chron.lung dis., MAOI’s.

Side effects: GI disturbs., CNS effs., dry mouth, sweat., fac.flush., vertigo, bradycard., palpitat., orthostat.hypotens., hypothermia, diffic.micturit., ureter./bil.spasm, anti-diuret.eff., rais.IC-press., urticar., prurit., cont.dermatit.

Special precautions: Poss.depend./addict., hypothyroid., adrenocort.insuff., imp.liv.funct., prostat.hypertrophy, shock, elderly & debilitat., inflamm./ obstruct.bowel disords., myasthen. grav., resp.depress. in neonates.if admin.dur. labour, cont.lact.
Drug interactions: Depress.effs.enhanc.by other CNS depress.

 XE "Adco-Tenyl" ADCO TENYL, AI Pharm Ltd [N/P/S in C]
Fentanyl.

Indications: Chron.intract.pain managem. requir. opioid analges.which cannot be managed by less.means

(S6) TRANSDERM.THERAPEUT.SYSTM, 41/2.11/0255, 0256, 0257, 0258
716797-001: 25 µg/h, 5, R487,50
716798-001: 50 µg/h, 5, R807,01
716799-001: 75 µg/h, 5, 

R1 111,64

716800-001: 100 µg/h, 5, R1 423,05
Dosage: Admin.only by indiv.exper.in continous potent.opioid administrat. Indiv. dos.& assess.at reg.interv.as tol.varies widely betw.indiv. Apply to dry, non-irrit.& non irradiat.skin on flat surf.of torso & upper arms. Patch may be worn contin.x72 hrs.

Init.dose: Pts.not opioid tolerant: Low.dos.of 25 µg/h to be used.
Opioid-tolerant pts: Quantity equiv.to pts. curr.24 hr.analges.requirem. See conversion tables on package insert for opioid-tol.pts. Evaluat.analges.eff.aft 24 hrs. Phase out prev. analges.until Adco Tenyl reaches analges. effic.

Dos.titrat.& maint.ther: Pts.may req.dos. incr.aft.intit.applicat.as convers.ratio from morphine is conservat. Perform dos.titrat.in increm.of 25 µg/h dur.2nd or 3rd day of applicat. Six days poss.reqd.to reach equilibrium aft.each dos.incr.theref.high. dos. should be worn x72 hr.bef.furth.incr. made. More than 1 patch may be used for dos.> 100 µg/h,

Discontinuat: Withdr.grad.and replace grad. with other analges.start.at low dos. incr.slow.

Contraindications: Safety & effic.in childr. not est., safety in pregn.& lactat.not est., diarrh.assoc.with pseudomemebr. colit. / poison., resp.depress/dis., asthma, inflammat. bowel dis.

Side effects: Arrhythm., bradycard., amblyop., GI disturbs., papules, chest pain, oed., pustules, anorex., asthen., hyperton., hypoton., CNS effs.incl.CNS depress & stupor/ hallucinat./paranoid react.& depersonalisat., hostility & ac.tox.delirium, urin.retent./-freq., bladd.pain, oligur., hypoventilat., apnoea, haemoptys., resp. disord., asthma, dyspn., pharyngit., hiccups, stertor. breath., sweat., erythema, itch., exfoliat. dermatit., prurit., rash, hypotens., hypertens.

Special precautions: Not appropr.for ac./ post-op pain as ser./life threat.hypoventilat. poss. & no short term use dos.titrat.poss.. monit. x12-24h.aft.removal of patch as ser. conc.decr.slow., distribut.in breast milk, heat expos.as fentanyl conc.incr.with incr. skin temp., fev., myasth.grav., pulm.dis.as respirat.drive decr.& airway resist.incr., tol./ depend.& abuse developm., pts.suscept.to intracran. eff.of CO2 retent., clinic.course of head injur.obscur., bradyarrhythm., imp. ren./hepat.funct., elderly, drug & alcoh. abuse hist., driv.and hazard.tasks,

Drug interactions: Addit.depress.eff.with alcoh./sedat./tranquilis & phenothiaz., CYP3A4 induc.may incr. clear., CYP3A4 inhibit. may decr.clear., ineffect.with naltrexone as therapeut.effs.block.

 XE "Austell-Tramadol" AUSTELL-TRAMADOL, Austell [N/P/S/ in C]
Tramadol HCl.
Indications: Mod.to mod.sev.pain

(S5) CAPS, A40/2.9/0388

710250-001: 50 mg, 20, R46,15
710250-002: 50 mg, 100, R230,71
Dosage: Indiv.dos.accord.to pain intens.& indiv. respons.but tot.dly.dos.not to exceed 400 mg.
Adults & childr.over 14 yrs: Init.50 mg follow.by 100 mg 4-6 hrly./day. Dos may be incr.to 150-200 mg 4-6 hrly./day

Contraindications: Opioid hypersens., ac.alcoh./ CNS depress.intoxicat., MAOI, narcot.withdr. treatm., sev.resp.depress., incr.IC-press., pregn.& lactat., min.pain.

Side effects: Flush., syncope, brady-/tachycard., CV collapse, postur.hypotens., CNS effs., seiz., paraesthes., amnes., GI disturbs., urin.retent./ freq., blurr.vis., sweat., skin rashes, urticar., angioed., bronchosp., anaphylax., tox.epiderm. necrolys.& Stev.John.syndr.
Special precautions: Hist.of addict., depend. potent., epilep./ suscept.to seiz.eg.meds.reduc. seiz.threshold, imp. ren./hepat.funct.avoid.if sev., elderly, poss.resp.depress.if recomm.dos.exceed./ concom.CNS depress.admin.

Drug interactions: CNS depress.eff.potent., anaesthes.durat.prolong.with barbit., analgesic activ.dimin.by carbamazepine, metabol.poss. inhibit. by CYP3A4 inhibit.

 XE "DF-118" DF-118, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Dihydrocodeine tartrate.
Indications: Pain.

(S6) INJ, [P/S] B730 (Act 101 1965). 50 mg/ml.

719374-006: 5x1 ml, R405,66
719374-007: 10x1 ml, R811,33
Dosage: Up to 50 mg IM/deep SC.
(S6) TABS, [P/S] B726 (Act 101 1965).

719382-009: 30 mg, 100, R739,23
Dosage: Adults: 30 mg 4-6 hrly with/aft.meals.
Contraindications: Childr.

Side effects: Constip., naus., gidd.

Special precautions: Asthmat., not dur.asthma attack, imp.hepat.funct., caut.dur.pregn., tabs. cont.lact.
 XE "Dolotram" DOLOTRAM, Ranbaxy [N/P/S/ in C]
Tramadol HCl.
Indications: Mod.to sev.pain.

(S5) INJ. [P/S] 36/2.9/0337, 0338

704045-001: 50 mg/ml, 5 amps, R38,47
704044-001: 100 mg/2 ml, 5 amps, R70,90
Dosage: Indiv.accord.to pain intens.& pt. respons. Adults & childr.over 14 yrs: Sngl.dos. of 100 mg IV/IM/SC. In case of IV admin.inj.slow. over 2-3 mins./ dil.in sol.for infus. Tot.dly.dose not to exceed 400 mg.

Post-op pain: Init.bolus.100 mg. Dur.the 90 mins. follow.init.bolus furth.doses of 50 mg may be given every 30 mins.to tot.dos of 250 mg incl. init.bolus. Subseq.dos:50-100 mg 4-6 hrly upto tot.dly dos.of 600 mg.

Less sev.pain: 50-100 mg 4-6 hrly.
(S5) CAPS, 37/2.9/0532

Indications: Mod.to mod.sev.pain.

705379-002: 50 mg, 20, R41,11
705379-001: 50 mg, 100, R205,65
Dosage: Indiv.accord.to pain intens.& pt. respons.

Adults & childr.over 14 yrs: Init.50 mg follow. by 100 mg 2xdly. May be incr.to 150-200 mg 2xdly. Do not exceed tot.dly dos.of 400 mg/day
Contraindications: Opioid hypersens., ac. alcoh./ CNS depress.intoxicat., resp.depress.esp. in pres.of cyanos./excess.bronch.secret., incr.IC-press., exist.CNS depress., MAOI’s, childr.und. 14 yrs., safety in pregn.& lactat.not est., min. pain, rapid IV admin., depend., narcot.withdr. treatm.

Side effects: Seiz., hallucinat., amnes., paraesthes., low depend.potent., GI disturbs., dry mouth, sedat.& other CNS effs., sweat., skin rashes, blurr.vis., urin.retent./freq., diffic.in micturit., brady-/tachycard., flush., syncope, postur. hypotens./CV collapse, angioed., bronchosp., anaphylax./anaphylact.reacts., tox. epiderm necrolys. & Stevens Johnson syndr.

Special precautions: Seiz.risk incr.with dos. exceed. recomm.dos./concom.TCA’s/other tricycl. compds.& in recogn.seiz.risk condits., epilep., caref. monit.of cerebr.convuls.dur.treatm., pts over 75 yrs., imp.ren./hepat.funct., tendenc.to/ hist.of drug abuse, shock.

Drug interactions: MAOI’s have inhibit.eff.on serotonin update, CNS depress./alcoh.& anaesthet. potent.eff., carbamazepine reduc.ser. conc., CYP3A4 inhibit.eg.ketoconazole & erythromycin inhibit.metabol., inhib.metabol.with quinid.

 XE "Doltrex" DOLTREX Macleods [N/P/S in C]

Tramadol HCl.

Indications: Mod.to mod.sev.pain

(S5) TABS, 52/2.9/0749

3005355-001: 50 mg, 20, R43,75
3005355-002: 50 mg, 100, R218,80
Dosage: Indiv.dos.accord.to pain intens.& indiv. respons.but tot.dly.dos.not to exceed 400 mg. Mod.pain: Init. 50 mg, follow.by 50-100 mg every 4-6 hrs.

Sev.pain: Init. 100 mg, then 50-100 mg every 4-6 hrs. Not recommend. in severe ren./ hep.insuffic.& childr. <12 yrs.

Contraindications: Opioid hypersens., ac.alcoh./ CNS depress.intoxicat., MAOI, epilepsy, narcot.withdr.treatm., sev.resp.depress.,in pres.of cyanos. incr.IC-press., pregn.& lactat., treatm.of min.pain., childr.und.12 yrs.

Side effects: Freq.: N&V, constip., dry mouth, dizzin., headache, hyperhidros., fatig. Less freq.: Allergic react. , appet. chang., hallucinat., confus., sleep disturb., delirium, anx., nightmares, mood chang., restlessness, perception disord., speech disord., paraesthes., tremor, convuls., invol.musc.contracti, abnorm.coord., syncope., miosis, mydrias, blurr.vis., dysrhythm., palpit., tachycard., bradycard., postur.hypotens., cardiovasc. collapse, resp.depress., dyspnoea, bronchosp., retching, GI discomf., incr.transaminases, dermal react., musc.weakn., mictur.disord., SJS, TEN, hyponatraem., SIADH.
Special warnings and precautions: Use with care in opioid depend., incr.react.to opioids, impair.ren./ hepat.funct.avoid.if sev., convuls.disord., shock, risk of seiz. incr. if exceed.recomm.dos. or if taken with tricyclics/ SSRIs/ MAOIs/ neuroleptics, hist.of addict., depend. potent., CYP2D6 ultra-rapid metabolisers, risk of seroton. syndr. with serotonerg. meds, hyponatraem. risk in elderly/ concomit.medicat.users, lactose intol., elderly, poss.resp.depress.if recomm.dos.exceed./ concom.CNS depress.admin.

Interactions: CNS depress.eff.potent., risk of seiz/ with SSRIs/ SNRIs/ TCAs/ anti-psychotic./ bupropion/ mirtazapine/ THC, incr. INR with warfarin, CYP3A4 & CYP2D6 inhibit. affects tramadol plasma conc.,metabol.poss. inhibit. by CYP3A4 inhibit., analgesic activ.dimin.by carbamazepine, ndansetron may incr.tramadol requirm.in post-op pain., tramadol may reduc. antiemet.eff of ondansetron.
 XE "Domadol" DOMADOL, (Activo) Unichem [N/P/S/ in C]
Tramadol HCl

Indications: Mod.to sev.pain.

(S5) INJ. A40/2.9/0190, 0191

710832-001: 50 mg, 5x1 ml amps, R54,60
710833-001: 100 mg, 5x2 ml amps, R109,31
Dosage: Indiv.accord.to pain intens.& pt.respons. Not for use in min.pain. Inj.ther.only for as long as necess. Eval.init.& reg.if long-term treatm.reqd.

Adults & childr.over 14 yrs: Sngl.dos.of 100 mg IV/IM/SC. IV admin: inj.slow.over 2-3 mins./dil.in sol. for infus. Tot.dly.dos.not to exceed 400 mg.

Post-op pain: Init.bolus: 100 mg. Dur.the 90 mins. foll. init.bolus furth.dos.of 50 mg may be giv.every 30 mins. to tot.dos.of 250 mg incl.init.bolus. Subseq. dos: 50-100 mg 4-6 hrly upto tot.dly.dos.of 600 mg.

Less sev.pain: 50-100 mg 4-6 hrly.

(S5) CAPS, 37/2.9/0596

Tramadol HCl

Indications: Mod.to mod.sev.pain.

705175-002: 50 mg, 100, R214,15
Dosage: Indiv.accord.to pain intens.& pt respons. Not for use in min.pain.

Adults & childr.over 14 yrs: Init.50 mg foll.by 100 mg 2xdly. May be incr.to 150-200 mg 2xdly. Do not exceed tot.dly dos.of 400 mg/day. Post-op pain: 50 mg or 100 mg 4-6 hrly up to tot.dly dos.of 600 mg. Less sev.pain: 50 mg or 100 mg 4-6 hrly. Not for admin.long.than necess. Eval.reg.in case longt. treatm.need.

Contraindications: Opioid hypersens., ac.alcoh./ hypnot./ analges.opioids/psychotrop.intoxicat., MAOI’s, narcot.withdr.treatm., resp.depress.esp. in pres.of cyanos./excess.bronch.secret., incr.IC-press., exist.CNS depress., pregn.& lactat.

Side effects: Freq: Fatig., drowsin., headache, dizzin., GI disturbs., dry mouth, sweat., skin rash., prurit. Less freq: Bradycard., tachycard, confus., hallucin., CNS effs., seiz., paraesthes., flush., syncope, post.hypotens., CV collapse, urin.retent./ freq., blurr.vis., urtic., vesicle, incr.liv.enzym. Freq. unknown: Angioed., bronchosp., anaphylax., anaphylact. reacts., tox.epiderm.necrolys., Stev. Johns.syndr.

Warnings and special precautions: Addict./ epilep.hist., depend., ren./hepat.impairm., not for min. pain ther., seiz.risk condits., pts.75 yrs.& over, other concom.centr.depress.meds.

Interactions: Inhibit.eff.of MAOI’s on seroton. uptake, CNS depress./alcoh.& anaesthet. potent. eff., carbamazepine reduc.ser.conc., CYP3A4 inhibit. eg. ketoconazole & erythromycin inhib. metabol., Inj: diclofenac/indomethacin/ phenylbutazone/ diazepam/flunitrazepam/ midazolam/ glycer.trinit. incompat.if mix.in same syr.

 XE "Fendermal" FENDERMAL, Sandoz [N/P/S in C]
Fentanyl

Indications: Chron.intract.pain managem.requir. opioid analges.which cannot be managed by less.means.

(S6) TRANSDERM.THERAPEUT.SYSTM, 44/2.9/0757,0758, 0759, 0760

719279-001: 25 µg/h, 5, R514,81
719280-001: 50 µg/h, 5, R861,06
719281-001: 75 µg/h, 5, 
R1 192,13

719282-001: 100 µg/h, 5, R1 533,87
Dosage: Admin.only by indiv.exper.in contin. potent.opioid administrat. Do not div./cut patch. Indiv.dos.& assessm. at reg.interv.as toler.varies betw.indiv. Apply to dry, non-irrit.& non irradiat. skin on flat surf.of torso & upper arms. Patch must be worn contin. x72 hrs.

Opioid naive pts: Init.dos.not to exceed 25 µg/h.

Opioid-tolerant pts: To convert opioid-tol.pts. from oral/parenter.opioids to Fendermal refer to equianalges. potency convers.tables on package insert.

Switch.from other opioids: To calc.dos.when chang.from oral/parenter.opioids to fentanyl determ. analges.quant.reqd.over past 24 hrs. & convert sum obtain.to corresp.to oral morph.dos. and then determ.corresp.fentanyl dos.using tables in prod.lit.

Eval.of max.analges.eff.not to be made bef.patch has been worn for 24 hrs. Pt.may contin.to receiv. prev.analges.at prev.dos.in 1st 12 hrs aft.chang.to Fendermal then admin.as need.over next 12 hrs & grad.phas.out once Fendermal analges.effic.reach.

Dos.titrat.& maint.ther: Replace patch every 72 hrs. Indiv.dos.titrat.until analg.effic.reach.

In pts.exper.a mark.decr.48-72 hrs aft.applic. Fendermal replacem.may be need.aft.48 hrs. Dos. may be incr.aft.3 days if analges.insuffic.aft. init. applic.based on the dly.supplem.analges.dos. reqd. on 2nd or 3rd.day of init.applic. Thereaft.dos. adjustm. may be made every 3 days. Six days poss. reqd.to reach equilibr.on new dos. Pt.to wear. high. dos.through 2 applic.bef.furth.dos.incr.made. Dos.adjustm.to be made in 25 µg/h increm.depend. on supplem.analges.requirem./pt.status. Pt.may need period.short-act.analges.supplem.dos.for breakthrough pain. Addit./alt.analges.methods/ alt.opioid admin.to be consid.if Fendermal dos exceed.300 µg/h. Short-act.morph.in low dos. advis. in case of withdr.sympt.

Discontinuat: Withdr.grad.& replace with other opioids start.at low dos.incr.slow.

Contraindications: Ac./post-op pain, mild/ intermit. pain that can be manag.with less potent analges./ as-need.short-intermed.-act.opioid analges. admin., ac./exist.resp.depress., coma, bradycard. dysrhythm., sev.impair.CNS funct., dur. labour & deliv., safety in pregn.& lactat.not est., childr. und.12 yrs., ritonavir & potent cytochrom. P450 3A4 inhibits., concom.alcoh., concom.MAOI/ naltrexone, bronch.asthma.

Side effects: Resp.depress./distress, anaphylact. shock/ anaphylactoid reacts., psych.disords.incl. hallucinat./ delus./insomn./ac.tox.delir., CNS effs. incl.headache/dizzin./somnol., trem., paraesthes., paranoia, imp.co-ordinat., seiz., amblyop., vertigo, bradycard., tachycard., dysrhythm., hypotens., hypertens., vasodilat., apnoea, breath.diffic., hypovent., asthma, bradypnoea., GI disturbs., hiccups, ileus, skin reacts.incl.diaphores., exanthema, prurit., urin. retent., cystalg., oligur., weakn., loc.reacts., asthen., withdr.sympt., oed., cold sens.

Special precautions: Pass.through placenta, pass. into breast milk, not appropr.for ac./post-op pain as ser./life threat.hypoventilat.poss.& no short term use dos.titrat.poss., monit.opioid-toxic. pts. for at least 12-24 hrs aft.patch remov., COPD, remove patch immed./keep pt.awake if resp. depress.occurs, maint./recurr.resp.depress.poss. aft.patch remov.as has half-life of 17 hrs., pts. suscept. to intracran.eff.of CO2 retent., drug/alcoh. depend., ren./hepat.funct., elderly, heat expos.as fentanyl conc.incr.with incr.skin temp., fev., myasth. grav., phys.activ., debilit.pts./low body mass, switch.fentanyl-cont.syst., tol./depend. & abuse developm., withdr.grad., other concom.CNS depress., concom.antihypertens./diurets./ hypotens.-prod.meds.
Drug interactions: Addit.depress.eff.with other CNS depress., poss.inhib.metabol.with cytochrome P450 3A4 inhibits., poss.incr.plasma conc.with potent CYP3A4 inhibit., poss.seroton.syndr.with citalopram, ineffect.with naltrexone as therapeut. effs. block., poss.enhanc.tox.eff.with pethidine/ MAOI, part.antagon.effs.with pentazocine/ buprenorphine, incr.sev.constip.risk with anticholinerg./ antidiarrh., potent.hypotens.eff.of antihypertens./ diurets./hypotens.-produc.meds., incr. clear.with CYP3A4 induc., may antagon.eff.of metoclopramide on GI motil.

 XE "Morphine Sulphate-Fresenius" MORPHINE SULPHATE FRESENIUS PF, Fresenius Kabi [N/P/S in C]

Morphine sulph.

Indications: Intract.pain relief when not control. by non-narcot.analges.

(S6) INJ. B930, B931

744530-008: 10 mg/ml, 10x1 ml amps., R71,59
744549-019: 15 mg/ml, 10x1 ml amps., R78,47
Dosage: SC or IMI admin.
Adults: 5-20 mg 4 hrly. Childr. 6-12 yrs: 5-10 mg 6 hrly. 1-5 yrs: 2,5-5 mg 6 hrly.

Slow IVI or as load.dos.for contin./pt.control. infus: Adults: Up to 15 mg. Maint.for contin.IV admin.or contin.SC infus: 0,8-80 mg/hr. Intrathec. dos.range: 0,2-1,0 mg given only as sngl.dos.

Contraindications: Childr.und.1 yr., MAOI’s/ within 10 days of stopp., resp.depress.& obstruct. airway dis.esp.in pres.of cyanos.& excess.bronch. secret., ac.alcohol., convuls.disords., head inj.& rais.ICP, dur.bronch.asthma attack, HF second.to chron.lung dis.

Side effects: Addict., GI disturbs., CNS eff., diff. micturit., uret./ bil.spasm, antidiuret.eff., dry mouth, fac.flush., bradycard., palpitat., miosis, rais. IC-press., resp.depress.& hypotens.with large dos., allerg.reacts., incr.abdom.pain risk incl. pancreatit.

Special precautions: Elderly/debil., ren. impairm., hypothyroid., adrenocortic.insuffic., imp. liv. funct., prostat.hypertrophy, shock, euphor.poss.lead.to abuse, poss.depend.& tol., inflamm./obstruct.bowel disords., myasth.grav., admin.in labour may cause resp.depress.in newborn.

Interactions: Depress.effs.enhanc.by CNS depress. eg alcoh./anaesth./hypnot./TCA’s & phenothiaz.

 XE "MST Continus" MST CONTINUS, Mundipharma [N/P/S in C]
Morphine sulph.

Indications: Sev.& intract.pain not control.with non-narcot.analges.

(S6) TABS. R/2.9/294, 295, S/2.9/278, 279.

744735-010: 10 mg, 60, R558,50
744743-002: 30 mg, 60, R1 018,67
811238-009: 60 mg, 60, R1 488,50
811246-020: 100 mg, 60, R2 272,58
Dosage: Swallow tabs.whole do not chew. Admin.2x/day with dos.depend.on sev.of pain & prev. analges.ther.hist. For intracta.CA pain: Init.10 -20 mg 2xdly. adjust. dos. to incr.pain/tol.using 10/30/60/ 100 mg tabs alone or in combin. Admin.suffic.incr. dos.to compens.for reduct.in analges.effs.when switch.from parent.morph.to tabs.
Contraindications: Phaeochromocytoma, resp. depress., obstruct.airways dis., ac.alcoh., concom. alcoh.consumpt., head injur., rais.IC-press., post bil.tract.op., ac.bronch.asthma /HF second.to chron.lung dis., paralyt. ileus, delay.gastr.empty., ac.hepat.dis.,concom MAOI or 2 wks after discont., coma, pre-op/1st 24 hrs post-op, pregn.& lactat., paed. use

Side effects: Common: Confus., insomn., dizzin., headache, invol.musc.contracts., somnol., abdom. pain, anorex., constipat., dry mouth, N&V, pancreatit.exacerbat., hyperhidros., rash, asthen., fatig., malaise, prurit. Uncommon: Hypersens., anaphylactic-/anaphylactoid.reacts., agitat., meds.depend., dysphor., euphor., alt.mood, hallucinat., think.disturbs., convuls., hyperalges., hyperton., paraesthes., syncope, vertigo, miosis., vis.disturbs., eye pain, bradycard., palpitat., tachycard., fac.flush., hypotens., hypertens., bronchosp., decr.cough, pulm. oed., resp.depress., dypeps., GI disord., paralyt.ileus, taste pervers., biliar.pain, incr.hepat. enzym., urticar., dry skin, prurit., uret.spasm, diffic. mictur., urin.retent., amenorrh., decr.libido, erect. dysfunct., abnorm. ejaculat., meds. tol./- withdr. syndr., neonat.meds.withdr. syndr., hypotherm., periph.oed.Unknown: Allodyn., sleep apnoea syndr.

Special warnings and precautions: Sust.release form do not crush./ chew/dissolve.tab., resp.depress., asthma/decr.resp.reserve, avoid dur.ac.asthma attack, incr.risk of centr.sleep apnoea (CSA) & sleep relat.hypoxem., hist.of alcoh./ drug abuse, not with alcohol./alcoh.cont.meds., concom.CMS depress., hypothyroid., adrenocort.insuff., kidn./hepat. impairm., prostat.hypertrophy, myasth.grav., hypotens., hypovolaem., shock, inflamm./obstruct. bowel disords., elderly & debilitat.pts., convuls. disords., opioid depend., pancreatit., bil.tract dis./ admin with concom.antispasmod., seiz. threshold.low.in epilepsy hist., constipat., poss.influen.hypothalamic-pituitary-adranal or gonad.axes., acute chest syndr.in sickle cell dis., withdr.reacts.in infts.born to opioid-depend.mothers, 10/30/60 mg cont.lact., depend.with prolong.use, pt.hist.of concom.meds., risk of toleranc., risk of misuse/abuse/addict., grad.withdr., hyperalges.with long-term use, 

Interactions: Alcohol., act.potent.by MAOI/2 wks of discont., depress. eff. enhanc.by CNS depress.such as alcoh., other opioids, anaesthet., hypnotics, sedativ.(incl.benzo’s), TAC’s, antipsychot., gabapentin, phenothiazines, enhance resp.depress. induc. by neuromusc.block.agents, do not admin.with mix.agon./antagon.opioid analges.(eg. buprenorphine, nalbuphine, pentazocine), incr.resp.& CNS depress.with concom.cimetidine, poss.reduc. plasma conc. with rifampicin/ ritonavir, incr.rate of onset/ sedat.degree with metoclopromide.

 XE "Omnopon-Fresenius" OMNOPON FRESENIUS AMPS, Fresenius Kabi [N/P/S in C]

Morphine HCl 13,44 mg, papaverine HCl 1,20 mg, cod.HCl 1,04 mg/ml.

Indications: Pre-& post-op., sev./intract.pain, card.asthma, pulm.oed./embol., coron.occlus.

(S6) INJ. B1006.

750565-004: 10x1 ml, R215,61

Dosage: Adults: 0,5-1 ml by SC/IM inj.4 hrly. Childr: Usual dos: 0,01-0,015 ml/kg as max.sngl. dos

Contraindications: Bronch.asthma, narcot. idiosyncras., resp.depress., head injur., rais.IC-press., MAOI, babies und.1 yr.not recomm., AV block., pregn.& lactat.

Side effects: Naus., anorex., constipat., confus., sweat., occas.vomit., diffic.micturit., dry mouth, fac.flush., vertigo, bradycard., palpitat., CNS eff., miosis., uret./bil.spasm, anti-diuret.eff., rais.IC-press., allerg.reacts., floppy inft.syndr.if admin. dur.labour, jaund., bld.dyscras., rhabdomyolys., incr.abdom.pain risk incl.pancreatit.

Special precautions: Infts., older debilit.pts., prostat.obstruct., hypothyroid., adren.insuff., imp. liv.funct., tox.psychos., cross placenta, excret. in breast milk, asthma, myasthen.grav., bowel disords., hypotens.

Drug interactions: Depress.eff.enhanc.by CNS depress.

 XE "Oramorph" ORAMORPH ORAL DROPS, (Biomab Innovation) Eurolab [N/P/S in C]

Morphine sulph.

Indications: Relief of sev.pain in adults.

(S6) ORAL DROPS, 55/2.9/0422

3005644-001: 20 ml, 20mg/ml, R396,75
Dosage: Adapt to pain sev.& indiv.sensit. Admin.orally with liq.

Single dos.: 0.2-0.3 mg/kg body wght. (1 drop = 1,25 mg morphine sulphate) Adults: Single dos.range: 0.5-3 ml (8-48 drops).Total dly.dos.range: Up to 18 ml (288 drops) dly. Repeat single dos.4-6h.if req.Max dly.dos: 4-6x single doses.

Contraindications: Ileus, ac. abdom., head injur./ rais.IC press. with decr.consciousn.(unless ventil.), comprom.airways, pregn.& lactat.

Side effects: Freq: Anorex., emot.& mood disturb., agitat., insomn., cognit.& attent.disord./ disturb., sensory disturb., sedat., headache, dizzin., taste alter., naus., dry mouth, obstipat., vomit., dyspeps., urticar., prurit., micturit. disord. Less frequent: SIADH, drug depend., libido decr., potency disturb., tremor, invol. muscle contr., epileptic seiz., blurr.vision, diplop., nystagm., mios., BP incr., heart rate incr., palpitat., cardiac fail., dyspn., bronchosp., pancreatit., ileus, abdom.pain, colic biliary, hepat. enzymes incr., exanthema, muscle cramps/ rigid., chills, ren.colic, amenorrh., facial flush., weakn. general., drug toler./ withdraw.syndr., asthen., malaise, pancreat. enzymes incr. Freq. unknown: Anaphylact. & anaphylactoid respons., hyperhidros., non-cardiogen.pulmon.oed., allodyn., hyperalges.
Special warnings and precautions: Ren./ hep.impair., suspect.delay GI.pass., elderly (>75 yrs), poor phys.cond., chron pain, monit, regul.in prolonged analges. treat.with short interv., reduce dos.stepwise aft.treatm.terminat. to avoid withdraw.sympts., opioid depend., impair.consciousn., disturb.resp.cent./ funct., cor pulmonale, hypotens.with hypovolaem., prostat.hyperplas. with resid.urine, obstruct./ spasm of urin.tracts, bil.ducts dis., obstruct./ inflamm.bowel dis., phaeochromocyt., pancreatit., hypothyroid., epilepsy/ incr.seiz.propens., depend./ withdraw. syndr., abuse potential, post-op.treat., bow.perfor.poss.masked., adrenal insuff., acute chest syndr.in sickle cell dis., decreased sex horm./ incr.prolactin, admin.to males with procreat.pot./ females with childbear.pot.only if effect. contracept.meas.ensur., hyperalgesia, concom.use of sedat.meds (eg. benzodiaz.), concom. rifampicin, posit.drug tests., not recommend. in childr., fertil.poss.reduc.
Interactions: Concom.centr.sedat. meds.(tranquilis./ anaesthet./ hypnotics/ sedatives/ neurolepts/ barbiturates/ antidepress./ antihist./ antiemets./ oth.opioids, alcoh.) may incr.advers. effs. (incl.resp.depress., sedat., hypotens.& coma), sedat.meds. incl benzodiaz.incr.risk of sedat./ respirat.depress./ coma/ death due to addit.CNS depress.effect., anticholinerg.meds.poss.enhanc. anticholin.advers.effs of opioids., incr.plasma conc. with cimetidine. & oth.meds., impair. liver metab., effect of muscle relax.enhanc., MAOI pre-treat.within 14 days may cause life-threaten interacts. affect. CNS/ resp./circul.funct., decr.eff. with rifampicin.
 XE "Oxycontin" OXYCONTIN, Mundipharma [N/P/S in C]
Oxycodone HCl

Indications: Mod.to sev.pain in Ca pts.& post-op aft.GI funct.return., sev.pain req.strong opioid analges.

(S6) PROLONG.REL.TABS. 41/2.9/1098, 1099, 1100, 1101, 1102

715943-001: 5 mg, 28, R417,83
715944-001: 10 mg, 28, R627,78
715945-001: 20 mg, 28, R856,53
715946-001: 40 mg, 28, R1071,22
715947-001: 80 mg, 28, R1 322,23

Dosage: Swall.whole. Do not chew.

Elderly & adults over 18 yrs: Admin.at 12 hrly interv. depend.on pain sever.& analges.requirem. hist. Incr. pain sever.will require incr.dos.using 5/10/20/40 or 80 mg tabs.alone or in combinat. The correct dos.contr.pain & is well-tolerat.for full 12 hrs. Titrat.pts.to pain relief unless S/E prevent it. Incr.should be made in 25-50% increm.if high. dos. are need. The need for escape meds.more than 2x/day indic.dos.to be incr.

Opioid naive pts.with sev.pain uncontr.by weak. opioids: Usual.10 mg.12 hrly. Some pts. may benef.from 5 mg start.dos.to minim.S/E. Dos. may be titrat.as freq.as once dly.if need. Max.dose: 200 mg 12 hrly.with high.dos.poss.req.by a few.

Convers.from oral morphine: As a guide base dly.dos.on ratio: 10 mg oral oxycodone equiv.to 20 mg oral morph. Pt. variabil. req. caref.titrat.to appropr.dos.

Contraindications: Resp.depress.with hypox. &/hypercapn.from any cause, paralyt.ileus, ac.abdom., delay.gastr empty., chron. obstruct. lung dis., cor pulmon., chron. bronch. asthma, mod./sev.hepat.impairm., sev.ren. impairm., chron.constip., concom. MAOI or in 2wks of discont., pregn.& lactat., pre-op/first 12-24 hrs.post-op not recomm., safety & effic.in pts.und.18 yrs not est., cont.lact.

Side effects: Toler., depend. V common: Constip., N&V, headache, dizzin., sedat., somnol., prurit. Common: Abdom.pain, diarrh., dry mouth, hiccups, dyspeps., decr.appetit., trem., lethargy, alt. mood & personality change, decr.activ., restlessn., psychomot.hyperactiv., nervousn., insomn., abnorm.think., confusion.state, dysur., micturit.urgency, dyspn., skin reacts./ rash, hyperhidros., asthen., fatig. Uncommon: Mouth ulcerat., stomatit., flatul., dysphag., ileus, eructat., regurgitat., retch., bil. colic, incr.hepat.enzym., dehydrat., imp. concentrat., migraine, dysgeus., hyperton., invol. musc.contracts., hypoasthes., abnorm. co-ordinat., syncope, paraesthes., amnes., convuls., speech disord., percept. disturbs., decr. libido, affect. lability, agitat., euphor. mood, med.depend., hypersens., mios., vis. impairm., imp. hear., vertigo, urin. retent., erect.dysfunct., hypogonad., tachycard., palpitat.with withdr. syndr., vasodilat., dysphon., cough, resp.depress., chok., dry skin, accid. inj., medicat.stuck in throat, chills, med.withdr.syndr., pain, malaise, oed, periph. oed., thirst, med.tol. Rare: Malaen., tooth disord., gingiv.bleed., incr.appetit., H Simplex, hypotens., orthostat.hypotens., urticar., weight incr./-decr.Not known: Dent.caries, cholestas., hyperalges.,sleep apnoea syndr., aggress., anaphylact./ anaphylactoid.react., amenorrh., neonat. med. withdr. syndr.
Special warnings and precautions: Dos.reduct.advis.in hypothyroid, head injury for incr.IC press.risk, hypotens., hypovolaem., tox.psychos., bil.tract dis., pancreatit., inflamm.bowel disord., prostat. hypertrophy, adrenocort.insuffic., Addison’s dis., myxoed., alcoh., delir.tremens, ren./hepat.imp. funct., debilit. elderly & infirm pts., resp. depress. risk, resp.depress., incr.risk of centr.sleep apnoea (CSA) & sleep relat.hypoxem., other concom.CNS depress., concom.MAOI or in 2wks of discont., discont.if paralyt.ileus susp./occur., pts. undergo.cordot./other pain reliev.surg.proced.not to receive OxyContin PR Tabs.for 12-24 hrs. bef. surg. & dos. adjust.to new post-op requirem.if furth. treatm.need.,80mg not for opioid naïve pts., aft.abdom.surg.until norm. bowel funct. assur., use as part of treatm. program. involv.other meds./treatm.in pts.suffer from chron.non-malign. pain, latent/manif. addict. disords., drug/alcoh.abuse hist., main treatm.aim is dos.provid.adeq.pain relief. with minim.S/E, freq. pt./Dr. contact recomm.to enable dos.adjustm./ treatm. discont., prolong.use may lead to toler./phys. depend., withdr.grad., monit.resp.depress.in infts. whose mothers receiv.opioids dur.pregn., do not break/ chew./ crush. tabs.poss.rapid. releas./absorpt.of potent. fatal dos., tab.abuse through parenteral admin.can be expect.to have ser.adver. effs.poss. even fatal, poss.hyperalges.that will not respond to furth.dos.incr.partic.in high dos.where dos. reduct./ opioid change poss.reqd.to re-est. analges., do not pre-soak/ lick or wet tab.prior to plac. one tab.at a time in mouth & ensure compl. swallow., diffic.in swallow., underly.GI disords. with small GI lumen at risk of complicat.poss. req. med.interven.to remove tab., poss.influen. hypothalamic-pituitary-adranal or gonad. axes, cont.lact., ., poss. secret.in breastmilk with resp.depress.in newborn., modif.reacts. poss.affect.ability to drive/ operate.machin.
Interactions:Concom sedative meds eg. benzodiaz.& meds suppr.CNS: other opioids, gabapentinoids eg.pregabalin, anxiolyt., hypnot., sedat., anti-pshycotics, antidepress, phenothiaz., alcoh., incr.anticholinerg.effs. with anticholinerg./ meds with anticholinerg. activ., CNS effs.& poss. hyper.-/ hypotens. crisis with MAOI, concom.SSRI/SNRI poss. serotonin toxic., quinidine/other potent cytochrome P450-2D6 enzym.inhibits.incr. Cmax./AUC/t1/2 elimin.and also noroxycodone lev., poss.inhibit.metabol. with cimetidine/ cytochrome P450-3A inhibit. incl. ketoconazole, macrolide antibiot., protease inhib., grapefruit, incr.plasma conc., decr. plasma conc.with P450-3A induc.eg. rifampicin, carbamazepine, phenytoin, St.John’s wort, incr. plasma conc.with P450-2D6 inhib.eg. paroxetine & quinidine.
 XE "Oxycorrell" OXYCORRELL, (Austell) Camox [N/P/S in C]
Oxycodone HCl

Indications: Mod.to sev.pain in Ca pts.& post-op aft.GI funct.return., sev.pain requir.strong opioid analges.
(S6) CAPS, 49/2.9/1082, 1083, 1084
3000302-001: 5 mg, 28, R229,42
3000303-001: 10 mg, 28, R365,87
3000304-001: 20 mg, 28, R458,49
Dosage: Swall.whole. Do not crush/chew. Reg. assessm.need.for contin.treatm.

Elderly & adults over 18 yrs: Admin.at 4-6 hrly. interv. Dos.depend.on pain sever.& analges. requirem. hist. The correct dos.contr.pain & is well tol. Titrat.pts.to pain relief unless adverse reacts. prevent it.

Opioid naive pts.with sev.pain uncontr.by weak. opioids: Usual.start.dos: 5 mg 4-6 hrly. Titrat.caref.as freq.as once dly.if need. Most pts. will not require dly.dos.great.than 400 mg but few may req.high.dos.

Pts.receiv.oral morphine bef.Oxycorrell caps. ther: Base dly.dos.on follow.ratio: 10 mg of oral oxycodone is equiv.to 20 mg of oral morph. Pt. variabil. req.caref.titrat.to appropr.dos.

Contraindications: Resp.depress., head injur., paralyt.ileus, ac.abdom., delay.gastr.empty., chron. obstruct.airway dis., cor pulmon., chron.bronch. asthma, hypercarb., mod.to sev.hepat.impairm., sev. ren.impairm., chron.constip., pregn./dur. labour, lactat., MAOI, safety & effic.in childr.und. 18 yrs.not est., pre-op/24 hrs. post-op., porphyr.

Side effects: Abuse potent., constipat., N&V, abdom. pain, diarrh., dry mouth, hiccups, dyspeps., mouth ulcerat., stomatit., flatul., melaena, tooth disords., gingiv.bleed., dysphag., ileus, bil.colic, incr. hepat. enzym., cholestas., appet.chang., dehydrat., headache, dizzin., sedat., depress. consciousn.lev., syncope, paraesthes., imp.conc., migraine, dysgeus., hypermyoton., trem., invol. musc. contract., hypoaesthes., abnorm.co-ordinat., convuls., speech disord., amnes., hypoton., alt. mood, personality changes, decr.activ., restlessn., psychomot. hyperactiv., agitat., nervousn., insomn., abnorm. think., confus., percept.disturbs., reduc.libido, labil.chang., subst.depend., dysphor., aggress., H.simplex., hypersens.incl.anaphylact. reacts., vis. disturbs., imp.hear., vertigo, urin. retent., dysur., micturit. urgency, ureter.spasm, erect. dysfunct., amenorrh., tachycard., palpitat., hypotens., vasodilat., flush., orthostat.hypotens., dyspn., dysphon., cough, skin rash., prurit., dry skin, urticar., exfoliat.dermatit.,accid. inj., hyperhidros., asthen., physic.depend.with drug withdr.syndr., chest pain, oed., malaise, weight chang., thirst., resp.depress., pyrex., periph.oed., tolerance

Warnings and special precautions: Resp. depress. risk, dos.reduct.in hypothyroid.advis., opioid depend., rais.IC-press., hypotens., hypovolaem., tox.psychos., bil.tract dis., pancreatit., Addison’s dis., inflamm.bowel disords., prostat.hypertrophy, adrenocort.insuffic., ac. alcohol., delirium tremens, chron.ren./hepat. dis., sev.pulm.dis., elderly & debilitat.pts., discont. if paralyt.ileus suspect./occurs, pts. undergo. cordot./other pain reliev.surg.proced.not to receive OXYCORRELL Caps.for 6 hrs bef.surg/24 hrs post-op. & dos. adjustm.to new post-op requirem.if furth. treatm.indicat., aft.abdom.surg.until norm. bowel funct.assur., use as part of treatm.program involv. other meds./treatm.modalit.in pts.suffer. from chron.non-malign.pain, subst./alcoh.abuse hist., main treatm.aim is achiev.dos.provid.adeq. pain relief with minim.S/E, freq.pt./Dr.contact recomm.to enabl.dos.adjustm./treatm.discont., latent/manif. addict.disords., monit.resp.depress.in infts.whose mothers receiv.opioids dur.pregn., poss. secret.in breastmilk, epilep./convuls. predisposit., withdr. grad., prolong.use may lead to phys.depend., avoid.concom.alcohol, hyperalges. not respond.to furth.dos.incr.
Drug interactions: Eff.of tranquill./anaesth./ hypnot./anti-depress./sedat./phenothiazin./ neurolept./alcoh./other opioids/musc.relax./ antihypertens.potent., CNS effs.& poss.hyper-/ hypotens.crisis with MAOI, quinidine/other potent cytochrome P450-2D6 enzyme inhibits.incr.Cmax/ AUC/t1/2 elimin.and also noroxycodone lev., poss. inhibit. metabol.with cimetidine/cytochrome P450-3A inhibits.incl.ketoconazole & erythromycin./ protease inhibits./grapefruit juice, poss.incr.clear. with CYP3A4 inducers incl.rifampicin/ carbamazepine/ phenytoin/St John’s Wort

 XE "Oxynorm" OXYNORM, Mundipharma [N/P/S in C]

Oxycodone HCl

Indications: Short term mod.to sev. pain relief in Ca pts.& post op pain, short term sev.pain tream. req.strong opioid analges.

(S6) INJ, [N/P/S in C] 46/2.9/0718, 0719

723714-001: 10 mg/ml, 5x1 ml, R157,21
723715-001: 20 mg/2 ml, 5x2 ml, R314,41
Dosage: Admin.IV as bolus or infus.adjust.accord. to pain sever., tot.pt.condit.& prev./ concurr.meds.
Adults over 18 yrs: Grad.dos.incr.may be requir.if analges. inadeq. or pain sever.incr. Diluents: 0,9% saline/5% dextrose/water for inj. Foll.start.dos. recomm: IV (Bolus): Dil.to 1 mg/ml. in Admin.bolus dos. of 1-10 mg slow.over 1-2 mins. Admin.not more freq.than 4 hrly. IV (Infus.): Dil.to 1 mg/ml. Recomm. start.dos. 2 mg/hr. IV (PCA): Dil.to 1 mg/ml. Bolus dos.of 0,03 mg/kg to be admin.with minim. 5 min.lock-out time.

Transf.pts.betw.oral & parent.oxycod: Dos. based on foll.ratio: 2 mg oral oxycodone approx. equiv. to 1 mg parent.oxycodone.Guide to requir.dos. Titr.to appropr. dos. accord.to variabil.

Use in non-malign.pain: Not first line and not recomm.as only treatm.

Cessation of therap.: Taper graduall. to prev.withdraw.

Contraindications: Resp.depress., head injur., paralyt. ileus, ac.abdom., delay.gastr.empty., chron. obstruct.airway dis., cor pulm., chron. bronch. asthma, hypercarb., mod.to sev.hepat. impairm., sev.ren.impairm., chron.constip., pregn., concurr.MAOIs or within 2wks of discont.

Side effects: Common: Anx., confus.state, depress., insomn., nervousn., think. disturb., abnorm.dreams, headache, dizzin., sedat., somnol., trem., lethargy, anorex., decr.appetite, bronchosp, dyspn., decr.cough, hyperhidros., prurit., rash, constipat., N&V, dry mouth, dyspeps., abdom.pain, diarrh., asthen., fatig. Uncommon: Affect lability, agitat., drug depend., euphor., hallucinat., disorientat., mood alt., restlessn., dysphor., aggress., amnes., hyperton., hypoaesthes., hypoton., paraesthes., speech disord., convuls., invol.musc. contract., taste pervers., syncope, hyperalges., sleep apnoea syndr., anaphylact./ anaphylactoid react., hypersens., dehydrat., miosis, vis.disturbs., vertigo, supraventric.tachycard., palpitat. in context of withdr.syndr., hypotens., orthostat. hypotens., vasodilat., fac.flush., resp. depress., hiccups, dry skin, exfoliat.dermatit., urticar., dysphag., eructat., flatul., GI disords., ileus, gastrit., dent.caries, bil.colic., incr. hepat.enzym., cholestas., musc.rigid., urin.retent., urin.sp., amenorrh., decr. libido, erect.dysfunct., hypogonad., oed., periph.oed., malaise, thirst, pyrex., drug withdr. syndr., chills, tol., neonat.opioid withdr. syndr.
Special and warnings precautions: Resp. depress. risk, dos.reduct.in hypothyroid.advis., debilit. elderly & infirm.pts., opioid depend., rais.IC-press., hypotens., hypovolaem., tox. psychos., bil. tract dis., pancreatit., inflamm. bowel disords., prostat.hypertrophy, adrenocort. insuff., alcoholism, delirium tremens, chron.ren./ hepat. dis., myxoed., Addison’s dis., reduc.lvl of consciousn., sleep apnoea, sev.pulm.dis., concom.benzodiazep./CNS depress., incr.risk of central sleep apnoea (CSA) in dose-depend.manner, worsen.of pre-exist.sleep apnoea, discont. if paralyt.ileus susp./occurs, toleran.with chron.use, prolong. use may lead phys.depend & withdraw. syndr. with abrupt cessat., latent/ manif.addict. disords., alcoh. & drug abuse hist., in chron. non-malign.pain use as part of comprehens. treatm.program. involv.other meds.& modalit., main treatm.aim is to achieve dos.that prov.adeq.pain relief with minim.S/E, freq. pt./ Dr.contact recomm. to enabl.dos. adjustm./ treatm. discont., safety & effic.in childr.und. 18 yrs.not est., monit. resp.depress.in infts. whose mothers receiv.opioids dur.pregn., poss.secret.in breast milk, not for use in lactat./dur.labour, withdr. sympts. & resp.depress.at birth in infts.born to opioid mothers, appropr.laxat.use to prev. constipat., combine with anti-emet.if N&V, poss. hyperalges.not respond.to dos. incr.partic.at high dos., poss.influence on hypothalam.-pituit.-.from hormon.chang., pre-/intra-operat.& with first 12-24 hrs.post-op.
Interactions: Concom.sedative meds incr.risk of sedat./ resp.depress./ coma & death. CNS depress meds eg. other opioids/ gabapentinoids such as pregabalin/ anxiolyt., hypnotics & sedativ. incl. benzo’s/ antipsychotics/ antidepress./ phenothiazines & alcoh., concurr.MAOIs or within 2wks of discont., CNS excitat./ depress.with hyper-/hypotens.crisis with MAOIs, incr.anticholinerg.advers.effs.with anticholinerg./ meds with anticholinerg.activ.(eg. TCAs/ antihist./ antipsychot. / muscle relax./ anti-Parkinson meds), CYP3A4 inhibit.(eg. macrolide antibiot./ ketoconazole/ protease inhib.& grapefruit juice) incr.plasma conc. CYP3A4 induc.(eg. rifampicin/ carbamazepine/ phenytoin/ St.John’s Wort) decr.plasma conc., , CYP2D6 inhibit.(eg. paroxetine & quinidine) incr. plasma conc., concom. SSRIs/ SNRIs poss. serotonin toxic., not to be mix.with other med. prod. except.for hyoscine butylbrom./hyoscine hydrobrom./ dexamethasone sod.phosph./ haloperidol/ midazolam HCl/ metoclopramide HCl/ levomepromazine.

(S6) CAPS, [N/P/S in C] 41/2.9/1103, 1104, 1105

Indications: Mod.to sev. pain relief in Ca pts.& post op pain aft. GI funct.return., sev.pain tream. req.strong opioid analges.
715949-001: 5 mg, 28, R228,27
715950-001: 10 mg, 28, R364,04
715951-001: 20 mg, 28, R456,20
Dosage: Swall.whole. Do not crush/chew. Reg. assessm. need.for contin.treatm.

Elderly & adults over 18 yrs: Admin.at 4-6 hrly. interv. Dos.depend.on pain sever.& analges. requirem. hist. The correct dos.contr.pain & is well tol. Titrat.pts.to pain relief unless adverse reacts. prevent it.

Opioid naive pts.with sev.pain uncontr.by weak. opioids: Usual.start.dos: 5 mg 4-6 hrly. Titrat.caref.as freq.as once dly.if need. Most pts. will not require dly. dos.great.than 400 mg but few may req.high.dos.

Pts.receiv.oral morphine bef.OxyNorm caps. Ther.: Base dly.dos.on follow. ratio: 10 mg of oral oxycodone is equiv.to 20 mg of oral morph. Guide to requir.dos. Pt.variabil.req.caref.titrat. to appropr.dos.

Cessation of therap.: Taper graduall. to prev.withdraw.

Contraindications: Pregn.& breasfeed., concurr.MAOIs or within 2wks of discont., sev. resp.depress.with hypox and/or hypercapn., head injur., paralyt. ileus, ac. abdom., delay.gastr.empty., sev.chron. obstruct.airway dis., cor pulm., chron. bronch. asthma, mod.to sev. hepat.impairm., sev.ren. impairm., chron. constip.

Side effects: V.common: Constipat., N&V, headache, dizzin., sedat., somnol., prurit. Common: Abdom.pain, diarrh., dry mouth, hiccup, dyspeps., decr.appetite, trem. lethargy, alt.mood & personalit.changes, decr. activ., restlessn., psychomot./ hyperactiv., nervousn., insomn., abnorm. think., confusion.state., dysur., micturit. urgency, dyspn., skin reacts./rash, hyperhidros., asthen., fatig. Uncommon: Mouth ulcerat., stomatit., flatul., dysphag., ileus, eructat., bil.colic, incr.hepat.enzym., dehydrat., imp.concentrat., migraine, dysgeus., hyperton., invol. musc.contract., hypoaesthes., abnorm.coordinat., syncope, paraesthes., amnes., convuls., speech disord., percept. disturbs., decr.libido,.affect lability, agitat., euphor. mood, med.depend., hypersens., mios., vis.impairm., imp. hear., vertigo, urin.retent., erect.dysfunct., hypogonad., tachycard., palpitat.in context of withdr.syndr., vasodilat., dysphon., cough, resp. depress., dry skin, injury from accid., chills, med.withdr.syndr., pain, malaise, oed., periph.oed., thirst, med.tol.Rare: Melaena, tooth disord., gingiv.bleed., incr.appetite, H.simplex, hypotens., orthostat. hypotens., urticar., weight incr./-decr. Not known: Dent. caries, cholestas., hyperalges., sleep apnoea syndr., aggress., anaphylact./ anaphylactoid.react., amenorrh., neonat.med. withdr. syndr.

Special warnings and precautions: Swall.whole. Do not crush/chew.,poss. fatalat. if caps abus.by parenter. admin., dos.reduct.in hypothyroid.advis., resp. depress., sleep apnoea, concom.benzo’s./ other CNS depress., MAOIs or within 2wks of discont., tol.& phys. depend.& withdraw., psychologic.depend., abuse profile & subst./alcohol abuse hist., incr.ICP risk with head injury, reduc.consciousn. lev.of uncert. origin, hypotens., hypovolaem., tox.psychos., bil. tract dis., pancreatit., inflamm.bowel disords., prostat.hypertrophy, adrenocort.insuff., Addison’s dis., myxoed., alcoholism, delirium tremens, imp.ren./ hepat. funct., sev.imp.pulm. funct., debilit.elderly & infirm pts., incr.risk of central sleep apnoea (CSA) in dose-depend.manner, worsen.of pre-exist.sleep apnoea, reserve use with concom.CNS depress.to those where alternat.treatm.options not poss.& use.low.dos.& treatm. durat., discont.if paralyt. ileus susp./occurs, pts. undergo.cordot./other pain reliev.surg.proced.not to receive for 6 hrs bef.surg. /12-24 hrs.post-op & dos.adjustm.to new post-op requirem.if furth.treatm. indicat., aft.abdom.surg. until norm.bowel funct.assur., in chron. non-malign. pain use as part of comprehens.treatm. program.involv.other meds.& modalit.with main treatm.aim to achieve dos.that provid. adeq.pain relief with minim. S/E, pt./Dr.contact recomm.to enabl.dos. adjustm./ treatm. discont., withdr.grad., latent/ manif.addict.disords., poss.clinic.sympts. from hormone.changes aris.from influence of hypothalam.-pituit.adren./gonadal axes, hyperalages. will not respond to furth.dos.incr. theref. dos.adjustm./opioid change poss.reqd., not recomm.in pregn./during labour, resp. depress.monit.in infts. born to mothers receiv.opioids dur.pregn., prolong use during pregn.poss neonatal opioid withdraw.syndr., poss. secret. in breast milk with resp. depress.in newborn, no driv./ operat.machin. advis., safety & effic.in childr.und.18 yrs. not est.
Interactions: Concom.sedative meds incr.risk of sedat./ resp.depress./ coma & death. CNS depress meds eg. other opioids/ gabapentinoids such as pregabalin/ anxiolyt., hypnotics & sedativ. incl. benzo’s/ antipsychotics/ antidepress./ phenothiazines & alcoh., concom.SSRIs/ SNRIs poss. serotonin toxic., incr. anticholinerg.advers.effs.with anticholinerg./ meds with anticholinerg.activ.(eg. TCAs/ antihist./ antipsychotics/ muscle relax./ anti-Parkinson meds, CNS excitat./ depress.with hyper-/hypotens.crisis with MAOIs, quinidine/other potent cytochrome P450-2D6 enzym. inhibits.incr. Cmax./AUC/t1/2 elimin.and also noroxycodone lvl., cimetidine & CYP450-3A4 inhibit.(eg. macrolide antibiot./ ketoconazole/ protease inhib.& grapefruit juice) incr.plasma conc., CYP450-3A4 induc.(eg. rifampicin/ carbamazepine/ phenytoin/St.John’s Wort) decr.plasma conc., CYP450-2D6 inhibit.(eg. paroxetine & quinidine)incr.plasma conc.
 XE "Pethidine HCl-Fresenius" PETHIDINE HCl FRESENIUS PF, Fresenius Kabi [N/P/S in C]

Pethidine HCl.

Indications: Pain relief incl.labour pain in obstet., post-op pain relief.
(S6) INJ. B/2.9/928, 925, 1630.

754455-009: 25 mg/1 ml, 10, R93,51
754463-001: 50 mg/1 ml, 10, R104,54
754471-004: 100 mg/2 ml, 10, R118,,47
Dosage: Childr: 1-1,5 mg/kg bm IM/SC, must not exceed.adult dos. Adults: 50-100 mg SC/IM or reduc.dos.IV repeat.3-4 hrly.if requir.but not exceed. max.of 150 mg as sngl.dos.

Obstet.analges: 50-100 mg IM/SC as soon as contract.occur at regul.interv. May be repeat.aft. 1-3 hrs. if necess.

Contraindications: Resp.depress., obstruct. pulm. dis., hepat.insuff., cholecystect.post-op., ren. colic pain, ac.alcohol., convuls.disords., head inj.& incr. IC-press., comatose pts., concom. MAOI/ SSRI’s/ tramadol/ St John’s Wort/triptans./ phenothiaz./ meprobamate, safety in pregn.& lactat. not est.

Side effects: Prov.hypertens.episod.in phaeochromocytoma, depend., drowsin., dry mouth, dizzin., perspirat., loc./hypersens.reacts., urin. retent., N&V, constipat., dysphor., CNS eff., headache, vertigo, restlessn., vasodilat./ hypotens. with IV admin., bradycard., tachycard., palpitat., orthostat. hypotens., bil.spasm, sweat., fac.flush., hypotherm., decr.libido/potency, mios.esp.ambul. pts., musc.rigid.esp. high dos., may prolong labour, resp. depress.in newborn.

Special precautions: Phaeochromocytoma, hypothyroid., adrenocort.insuff., asthma, decr.resp. reserve, imp.liv./kidn.funct., prostat.hyperplas., hypotens., shock, inflamm./obstruct.bowel disords., myasthen.grav., elderly, supraventr. tachycard., addict.

Drug interactions: Act.potent.by MAOIs, depress. eff.enhanc by other CNS depress.& alcoh., haemodynam.benef.poss.counteract.by cyclizine, cimetidine inhib.metab., hypotens.with meprobamate/ phenothiaz.

 XE "Pharma-Q Morphine" PHARMA-Q MORPHINE INJECTION, Pharma-Q

Morphine sulph.

Indications: Intract.pain not controll.by non-narcot.

(S6) INJ. 29/2.7/0475,0476

895157-007: 10 mg/ml, 10x 1 ml amps, R56,79
894951-004: 15 mg/ml, 10x 1 ml amps, R60,80
Dosage: Adults: 5-20 mg admin. SC/IM 4 hrly. Childr.1-5 yrs: 2,5-5 mg. 6-12 yrs: 5-10 mg. Dos. of up to 15 mg have been giv.by slow IV inj.somet. as a load.dos.for contin./pt.contr.infus.

Cont.admin: Dos.range: 0,8 mg-80 mg/hr. Intraspin. dos.in region of 5 mg for an init.epidur. inj. Intrathec.dos.range from 0,2-1 mg for sngl.dos. only.

Contraindications: Pre-op to childr.und.1 yr, extreme care in newborn /prem.infts., resp. depress., ac.alcoh., head inj., rais.IC press., dur. ac.bronch.ashtma attack, HF second.to chron. lung dis.

Side effects: N&V, constip., CNS effs., diffic. micturit., uret./bil.spasm, anti-diuret.eff, dry mouth, sweat., fac.flush, vertigo, bradycard., palpitat., orthostat.hypotens., hypotherm., mios., rais. IC press., resp.depress.& hypotens.with circulat. fail.& deepen.coma with large dos., convuls. esp.infts.& childr., urticar., prurit., contact dermatit., loc.reacts.follow.IV inj., resp.depress.of newborn if admin.dur.labour, depend., tol.

Special precautions: Elderly, debilitat., decr. card. reserve, hypothyroid., adrenocort.insuff., imp. ren./ liv.funct., prostat.hypertrophy, shock, obstruct. bowel disords., myasth.grav., MAOI’s.

Drug interactions: Depress.eff.enhanc.by CNS depress.
 XE "Pharma-Q Pethidine" PHARMA-Q PETHIDINE INJECTION, Pharma-Q
Pethidine HCl.

Indications: Pain relief/post-op pain

(S6) INJ. 31/2.9/0083, 0084, 0085

895156-008: 25 mg/1 ml, 10, R55,02
894958-003: 50 mg/1 ml, 10, R44,38
894966-006: 100 mg/2 ml, 10, R62,99
Dosage: Childr: 0,5-2 mg/kg bm IMI.

Adults: 25-100 mg SC/IM. Slow IV inj.in dos.of 25-50 mg.

Obstet.analges: 50-100 mg IM/SC as soon as contract occur at regul.interv. May be repeat.aft.1-3 hrs. if necess.

Contraindications: Resp.depress., chron.lung dis., ren./hepat.insuff., convuls.disord.hist., ac. alcoh., head injur., incr.IC press., MAOI, dur. bronch. asthma attack, HF second.to chron.lung dis.

Side effects: CNS eff., N&V, constipat., diffic. micturit., uret./bil.spasm, dry mouth, antidiuret. eff., sweat, fac.flush, vertigo, bradycard., palpitat., orthostat. hypotens., hypotherm., mios., rais.IC press., abuse potent., resp.depress./circulat.fail./ deepen.coma with large dos., convuls.in infts.& childr., urticar., prurit., loc./anaphylact.reacts., musc.rigidity & incr. heart rate with IVI, resp. depress.in newborn.

Special precautions: Poss.depend.with prolong. use, supraventric.tachycard., elderly/debilit.pts., convuls.dis.hist., hypothyroid., adrenocort.insuff., imp.liv./kidn.funct., prostat.hypertrophy, shock, obstruct.bowel dis., myasth.grav., decr.resp. reserve, phaeochromocytoma, cross.placenta & excret.in breast milk.

Drug interactions: Depress.eff.enhanc.by CNS depress.& alcoh., cimetidine reduc.clear., prochlorperazine prolongs depress.eff., phenytoin enhanc.hepat.metabol.

 XE "Sosenol" SOSENOL, AI Pharm Ltd [N/P/S in C]
Pentazocine.

Indications: Mod.sev.to sev.pain.

(S6) INJ. W/2.9/100. 30 mg/ml.

765333-007: 10x1 ml, R366,62
(S6) INJ. W/2.9/366. 45 mg/1,5 ml.

765325-004: 10x1,5 ml, R483,35
Dosage: Adults: 30-60 mg 3-4 hrly IM, IV or SC. IV dos.exceed. 30 mg not recomm. Max. 360 mg dly. Childr.3-12 yrs: Max.sngl.dos. SC/IM not to exceed 1 mg/kg bm up to 30 mg or 500 µg/kg IV 
Contraindications: Childr.und.3 yrs., resp. depress. esp.in pres.of cyanos.& excess.bronch. secret., ac.alcohol., incr.IC-press., head injur., IV dos. exceed.30 mg.or IM & SC dos.exceed.60 mg not recomm., safety in pregn.other than in labour not est., ac.bronch.asthma attack, HF second.to chron.lung dis. 

Side effects: Depend., GI disturbs., CNS effs., sweat., flush., dry mouth, skin flush., resp. depress., CV effs., rais.IC press., skin reacts., paraesthes., bil.tract spasm, urin.retent., chang. uterine contract., musc.trem, vis.disturbs., bld. dyscras., chills, allerg.reacts., seiz., tox.epiderm. necrolys., loc.reacts., poss.abstin.syndr.in infts. aft.prolong.use dur.pregn.
Special precautions: Elderly & debilitat., MAOI's, resp.depress.in infts.if giv.to mothers dur. labour, seiz., MI, incompat.in sol.with diazepam/ chlordiazepox.& alkal.sols., depend.esp.dur. prolong. ther./emot.unstable & drug abuse hist., withdraw.sympt., women deliv.prem.infts., bronch. asthma., bil.tract surg., rotate inj.sites, hyperthyroid., adrenocort.insuff., imp.liv.funct., prostat. hypertrophy, shock, inflamm./obstruct. bowel disords.

Drug interactions: Depress.eff.enhanc.by CNS depress.

 XE "Sovenor" SOVENOR, Mundipharma [N/P/S in C] 
Buprenorphine

Indications: Mod.to sev.chron.musculoskelet. joint & low.back pain when intens.requir.an opioid to obtain adeq.analges.
(S6) TRANSDERM. PATCH. 41/2.7/0589, 0590, 0591
715932-001: 5 µg/h, 4, R747,52
715941-001: 10 µg/h, 4, R1 201,28
715942-001: 20 µg/h, 4, R1 706,76
Dosage: Apply to dry, non-irrit.& intact skin on upper outer arms/upper chest & side/upper back. Relativ.hariless or hair to be clipped not shaven.Rotate applic.sites, at least a 3 wk. interv. betw.sites. Wear continuous.x7 days. Incr.absorpt. if patch expos.to extern.heat source.

Init.use: 5 µg/h patch. May contin.exist.NSAID /paracetamol regim.as need.

At least 3-day interv.when steady state lev. attain. betw.dos.adjustm. Indiv.titrat.accord.to pts. supplem. analges.requirem.& respons. Replace with large patch or combine patch.if dos.needs to be incr. No more than 2 patch.to be applied at the same time, regardless of strength. Cont.titrat. every 3-7 days until adeq.analges.achiev. Discont. ther.& convert to appropr.analges.regim. if adeq.pain contr.not achiev. 

Contraindications: Delirium tremens, sev.hepat. impairm., myasth.grav., head inj., incr.IC press./ les., shock, reduc.consciousn.lev.of uncert.orig.

Side effects: V.common: Dizzin., headache, somnol., constipat., N&V, prurit., applic. site reacts Common: Anorex., confus., depress., insomn., nervousn., anx., trem., dyspn., abdom. pain, diarrh., dry mouth, dyspeps., rash, sweat., asthen., periph.oed. Uncommon: Allerg.reacts. incl. oropharyng. swell. & swoll.tong., affect lability, agitat., euphor. mood, hallucinat., libido decr., nightmares, agress., imp.conc., abdorm.co-ordinat., dysarthr., dysgeus., hypoaesthes., memor.impair., migrane, syncope, paraesthes, dry eye, blurr.vis., tinnit., vertigo, palpitat., tachycard., flush., hypertens., cough, hiccoughs, wheez., flatul., dry skin, dry skin, urticar., contact dermatit. musc.spasm, myalg., urin. retent./-incont./-hesitat., oed., pyrex., rigors, withdr.syndr., chest pain, applic.site dermatit., alan.amino- transfer.incr., weight decr., accid. injur.incl.fall, Rare: Dehydrat., psychot.disord., mios., ang.pect., vasodilat., orthostat.hypotens., asthma aggrav., hyperventilat., hypox., resp.fail., rhinit., dysphag., ileus, face oed., sex.dysfunct., influenz.-like illn. Very rare: Anaphylact.respons., convuls., hypotens., resp.depress Unknown: Depersonalisat., meds depend., hyperalges., sleep apnoea syndr., diverticulit., bil.colic, neonatal withdr.syndr., tolen.

Special warnings and precautions: Imp.resp. funct., concom. serotonerg.agents incl. MAOIs/ received MAOIs dur.prev.2 wks., constipat., sleep apnoea, low.seiz. threshold in seiz.disord.hist., poss.incr. absorpt. dur.sev.febr.illn., resp.depress., ., incr.risk of central sleep apnoea (CSA) in dose-depend.manner, worsen.of pre-exist.sleep apnoea, concom.sedativ.like benzodiazep.may result in sedat./ resp.depress/ coma/death, risk of depend.with prolong use, incr.depend.risk with current/past hist.of subst.misuse/mental health dis., tolerance risk, review clinical need for analgesic regul., taper dose grad.to min.withdr.sympts., , poss. hyperalges.with long term therap.&incr.pain, monit.applicat.site for skin reacts., discon.if allerg.contact dermatit., poss.influence on hypothalam.-pituit.-adrean./gonad.axes result.in clinic.sympts.aris.from hormon.chang., not recomm. in immed. post.-op per./when analges. requirem.vary rapidly, morphine-like effs.incl. euphor./physic. depend., poss.abstinence syndr. precipit.in pts. who are phys.depend.on full µ-opioid agon., ability to drive/operate machin.poss. imp., do not use in pregn.& lactat., cross.placenta, pass.into breastmilk, safety & effic.in pts. und.18 yrs.not est.

Interactions: Caut.with concom.MAOIs/use within prev.2 wks., concom.CNS depress./meds. caus. resp. depress./hypotens./profound sedat./pot.result in coma & death eg.sedatives/hypnotics/ gen.anaesthtics/ other opioid analges./ phenothiazines/ centrally acting anti-emetics/ benzodiazep.& alcohol., serotenergic meds eg. MAOIs/SSRIs/SNRIs/TCAs, , elimin. rate reduc.with some gen.anaesthet./other meds. reduc. hepat.flow., elev.plasma conc.with CYP3A4 inhibits., ., poss.reduc.effic.with concom. enzyme induc.e.g. phenobarb./carbamazepine/ phenytoin/ rifampin.

 XE "TarginAct" TARGINACT, Mundipharma [N/P/S in competition] 
Oxycodone HCl, naloxone HCl

Indications: Mod to sev.pain req. opioid analg., 2nd line sympt.treatm.of sev.-very sev.Restless Legs Syndr.(RLS) after dopaminerg.therap.fail, naloxone reduc.risk of opioid induc.constip.

(S6) PROLONG.REL.TABS. 46/2.9/0645, 0646, 0647, 0648

721509-001: 5 mg/2,5 mg, 28, R425,89
721515-001: 10 mg/5 mg, 28, R542,04
721516-001: 20 mg/10 mg, 28, R696,91
721517-001: 40 mg/20 mg, 28, R1 084,09
Dosage: Swall.whole. Do not chew/break. Pain: Adj.dos.to intens.of pain & sens.of individ.pt. Take 2xdly accord.to fixed time sched. Select low.effect.analg.dose.5 mg/2.5 mg tabs intend.for dos.titrat.when initiat.ther.& individ. dos.adjust.

Adults: Start.dos: 10 mg/5 mg admin.at 12 hrly interv.in opioid naïve pts.Pts.already receiv.opioids may be start.on higher dos.Max.dly.dose: 80 mg/40 mg.
Immediate rel.analgesic may be needed as rescue meds for breakthrough pain.Single dose rescue meds approx.1/6th of equival.daily dose of oxycodone HCl. The need for rescue meds.more than 2x/day indic.dose to be incr.Dose adjustm.in case of freq.breakthrough pain should be made every 1-2 days in steps of 2xdly 5 mg/2,5 mg or 10 mg/5 mg if demand.until stable 2xdly.dose reach.maint.adeq.analges.

RLS: Sympt.daily & during day ≥4days/wk at least 6mnths.Treatm.by clinician with exp.in RLS managem. No clinic.exp.treatm.>1yr. Adults: Start.dos: 5mg/2.5mg 12hrly. Titrate wkly if req. Max 60mg/30mg. Take accord.to fixed time sched.Select low.effect.dose

Elderly: Adj.dos.to intens.of pain & sens.of individ pt.

Do not admin.for long.than absolut.necess. Taper dose grad.when pt.no long.need opioid ther.

Contraindications: Any situat.where opiods contraindicat., sev.resp.depress.with hypox.&/ hypercapn., sev.COPD, cor pulmon., sev.bronch.asthma, non-opioid induc. paralyt.ileus, mod.to sev.hepat.-/ren.impairm., Central Sleep Apnoea, safety & effic.in pts.und.18 yrs not est.

Side effects: Common: Loss/decr.appetite, vertigo, hot flush, decr.BP, restlessn., insomn., dizzin., headache, somnol., abdom.pain, constipat., diarrh., dry mouth, dyspeps., flatul., N&V., incr.hepat. enzymes, prurit., rash, hyperhidros., med.withdr., feel.hot & cold, chills, asthen., fatig., alt.mood & personality, decr.activ., psychomot.hyperactiv, agitat, hiccups, dysur. Uncommon: Hypersens., vis.impairm., ang.pect.partic.with coron.artery dis., palpitat.in context of withdr.syndr., incr.BP, abnorm.think., anx., confus.state, depress., libido decr., euphor.mood, hallucinat., nervousn., convuls. partic.in epilep./ convuls.predisposit., att. disturbs., paraesthes., dysgeus., speech disord., syncope, trem., lethargy, abdom.distens., eructat., bil.colic, erect.dysfunct., musc.spasm & twitch., myalg., micturit.urgency, dyspn., rhinorrh., cough, chest pain, malise,gener. pain, periph.oed., weight decr. thirst, accid.injur., dehydrat., percept.disturb., reduc. libido, imp.concentrat., migraine, dysgeus., hyperton., invol.musc.contract., hypoaethes., abnorm. co-ordinat., miosis, imp.hear., vasodilat., dysphon., mouth ulcerat., stomat., dysphag., ileus, dry skin, hypogonad., oed., med.tol. Rare: Tachycard., nightmares, med.depend., sedat., tooth disord., urin.retent., yawn., weight incr., H.Simplex, incr. appetite, melaena, gingiv.bleed., urticar., amenorrh., thirst Very rare: Agress., sleep apnoea syndr., resp.depress., anaphylact.respons. Not known: Hyperalges., dent.caries, cholestas., neonat.med.withdr.syndr.

Special warnings and precautions:Resp.depress., caut.advis.in elderly or infirm pts., pts.with opioid-induc.paralyt.ileus, pts.present.sev.imp.pulm.funct., sleep apnoea, myxoed., hypothyroid., Addison’s dis., toxic psychos., cholelithias., prost.hypertrophy, alcohol., delir.tremens, pancreatit., hypotens., hypertens, pre-exist.CV dis., head inj due to risk of incr.IC.press., epilept.disord./ predisposit.to convuls, incr.risk of central sleep apnoea (CSA) in dose-depend.manner, worsen.of pre-exist.sleep apnoea, mild hepat./ren.impair., diarrh.as poss.eff.of naloxone, concom.sedat.meds eg.benzodiazep.result in sedat., resp.depress.coma & death, concurr.MAOIs / within 2wks of discont., not for treatm.of withdraw.sympt., toleran.during long term use, poss. hyperalges.not respond.to dose incr.partic.at high dos., chronic use may lead to physical depend., reduc.dos grad to avoid withdraw., pot.for addiction, take care with pts.alcoh./drug abuse hist., local tissue necros./ pulmonar.granulom.& pot.fatal effects with parenter.abuse, may influence the hypothalam.-pituitary-adrenal or gonadal axes result.in hormonal changes, not recomm.in pts with Ca.associat.to peritoneal carcinomatos./ subocclus.syndr., broken/ chew./ crush.tabs.poss.fast. releas./ absorpt.of potent.fatal dos., empty tablet matrix visib.in stool, , potent.posit. results in doping contr., not recomm.pre-op/ within 1st 12-24 hrs.postop, pregn./ dur.labour, long-term admin.dur.pregn.may caus.withdraw.sympts.in newborn., poss.resp.depress.in newborm if admin. dur.childbirth, passes into breastmilk, may impair ability to drive/use machines 

Interactions: Concom.CNS-depress.incl.other opioids/ gabapentinoids eg.pregabalin/ anxiolytics/ sedat.incl benzodiazep./ hypnot./ antidepress./antipsychotics/ phenothiaz & alcohol may enhance CNS-depress., clin.relev.changes in INR in both directs.with concom. warfarin, incr. anticholinerg.effs.with anticholinerg./meds with anticholinerg.activ.eg.TCAs/ antihistamine/ antipsychotics/ muscle relax./ anti-Parkinson meds., CYP3A4 inhibit.eg. macrolide antibiotics/ azole antifungal/ protease inhib./ grapefruit juice may incr.plasma conc., CYP3A4 induc.eg.rifampicin/ carbamazepine/ phenytion & St.John’s Wort poss.decr.plasma conc, CYP2D6 inhib. eg. paroxetine & quinidine may incr.plasma conc., poss.seroton.toxic. with concom.SSRIs/SNRIs.

See also MDR page 443.
 XE "TramaHexal" TRAMAHEXAL, Sandoz [N/P/S/ in C]

Tramadol HCl.

Indications: Mod.to mod.sev.pain as short-term managem.

(S5) CAPS. 32/2.9/0652.

864900-015: 50 mg, 20, R69,83
864900-007: 50 mg, 100, R349,30
Dosage: Adults & childr.over 14 yrs: Init.50 mg follow.by 100 mg 2xdly. Dos.may be incr.to 150-200 mg 2xdly. Indiv.dos.but tot.dly.dos.not to exceed 400 mg.
(S5) INJ, 36/2.9/0397. 100 mg/2 ml.

704048-001: 5x2 ml amps, R130,99
Dosage: Indiv.accord.to pain intens.& pt.respons. Adults & childr.over 14 yrs: 100 mg IV/ IM/SC. In case of IV admin.inj.slow.over 2-3 mins./dil.in sol.for infus. Tot.dly.dose not to exceed 400 mg.

Post-op pain: Init.bolus.100 mg. Dur.the 90 mins. follow.init.bolus furth.doses of 50 mg may be given every 30 mins.to tot.dos of 250 mg incl.init.bolus. Subseq.dos:50-100 mg 4-6 hrly up to tot.dly dos.of 600 mg.

Less sev.pain: 50-100 mg 4-6 hrly.
(S5) SR TABS, 38/2.9/0092, 0093, 0094

705810-001: 100 mg, 60, R483,75
705811-001: 150 mg, 60, R580,49

705812-001: 200 mg, 60, R696,62
Dosage: Indiv.accord.to pain intens.& pt.respons.

Adults & childr.over 14 yrs: Init.100 mg 2xdly.which may be incr.to 150-200 mg 2xdly. Tot.dly.dos. of 400 mg not to be exceed.

Contraindications: Ac.alcoh./CNS depress. intoxicat., opioid hypersens./depend., narcot. withdr.treatm., sev.resp.depress., incr.IC-press., exist.CNS depress., MAOI, pregn.& lactat.

Side effects: Flush., syncope, brady/tachycard., postur.hypotens./CV collapse, dizzin., confus., hallucinat., headache, fatig., sedat., drowsin., seiz., amnes., parasthes., syncope, N&V, dry mouth, dyspeps., constip., diarrh., anorex., abdom. pain, urin.retent./freq., incr.liv.enzym., blurr.vis., sweat., skin rashes, urticar., vesic., prurit., angioed., bronchosp., anaphylax., anaphylact. reacts., tox.epiderm. necrolys. & Stev.John.syndr.
Warnings and special precautions: Tendenc. to/hist.of drug abuse imp.ren./hepat.funct. avoid.if sev., epilep., in recogn.seiz.risk condits., poss.resp. depress.if recomm.dos.exceed/concom.CNS depress.admin., not for min.pain treatm., lact. intol., poss eff.on glycaem.control in diab.
Interactions: Intens.& prolong.CNS eff.of CNS depress., analgesic.activ.dimin.by carbamazepine , metabol.poss.inhibit.by CYP3A4 inhibit., inj.sol. incompat.with diclofen./indomethac./phenylbutaz/ diazepam./flunitrazep./midazol. & glyceryl trinitrate if mix.in same syr.
 XE "Tramaspen" TRAMASPEN, Aspen Pharmacare [N/P/S/ in C]
Tramadol HCl.
Indications: Mod.to mod.sev.pain.

(S5) INJ, A40/2.9/0220. 100 mg/2 ml.

708507-001: 5x2 ml amps, R115,39
Dosage: Indiv.accord.to pain intens.& pt.respons. Adults & childr.over 14 yrs: 100 mg IV/ IM/SC. In case of IV admin.inj.slow.over 2-3 mins./dil.in sol. infus.as per PI. Tot.dly.dose not to exceed 400 mg.

Post-op pain: Init.bolus.100 mg. Dur.the 90 mins. follow.init.bolus furth.doses of 50 mg may be giv. every 30 mins.to tot.dos of 250 mg incl.init.bolus. Subseq.dos:50-100 mg 4-6 hrly up to tot.dly.dos.of 600 mg.

Less sev.pain: 50-100 mg 4-6 hrly.

(S5) CAPS, 42/2.9/0967

717391-002: 50 mg, 20, R49,88
717391-001: 50 mg, 100, R249,43
Dosage: Indiv.accord.to pain intens. & pt.respons. 

Adults & childr.over 14 yrs: Init.50 mg follow.by 100 mg 2xdly. May be incr.to 150 mg or 200 mg 2x dly.
Contraindications: Opioid hypersens./depend., ac.alcoh./CNS depress.intoxicat., MAOI, narcot. withdr. treatm., resp.depress.esp.in pres.of cyanos./ excess.bronch.secret., incr.IC-press., safety in pregn. & lactat.not est., minor pain.

Side effects: Freq.: Drowzin., dizzin., headache, N&V, dry mouth, dyspeps., constipat., diarrh., anorex., abdom.pain, sweat.esp.if IV admin too rapid, skin rashes, prurit. Less freq.: Anaphylax. & anaphylact.reacts., confus., hallucinat., seiz., amnes., paraesthes., syncope, blurr.vis., ., flush., syncope, tachycard., postur.hypotens., vesicles, urticar., urin.retent./freq. Freq.unknown.: Angioed., bronchosp, TEN, SJS, fatig., sedat., bradycard / CV collapse, incr.liv.enzym.
Special warnings and precautions: Addict.hist., epilep.hist./ suscept.to seiz., imp.ren./hepat.funct.avoid.if sev., elderly pts.75 yrs. & over, admin.only as long as absol. necess., monit.longt.oral treatm.reg.& eval. need for furth.ther., poss.resp.depress.if recomm. dos. exceed./other CNS depress.admin.concom.
Interactions: Potent.CNS depress.effs., analgesic.activ.dimin.by carbamazepine, CYP3A4 inhibit.may inhibit.metabol.

 XE "Tramaspen SR" TRAMASPEN SR, Aspen Pharmacare [N/P/S/ in C]
Tramadol HCl.
Indications: Mod.-sev.pain managem.

(S5) SR TABS, 51/2.9/2000,2001,2002

3007265-001, 100 mg, 60

3007266-001, 150 mg, 60

3007061-001, 200 mg, 60
Dosage: Indiv.accord.to pain intens.& pt.respons. Swall.whole. Adults & childr.> 12 yrs: Usual dose 100 mg 2x dly pref.morning & even. May incr.to 150 mg or 200 mg 2x dly. Max daily dose: 400 mg. Dose interv.can be adjust.but at least 8 hrs., admin.only as long as absol.necess. Elderly (>75yrs): Recomm.to red.dose &/prolong interval. Ren.&/ hepat.insuff.: Consid.prolong interv. Not recomm.in severe cases. Paed.: Not recomm.childr.<12 yrs.
Contraindications: Ac.alcoh./ hypnotics/ analgesic/ opioid/ psychotropic meds intoxicat., concom.MAOI/ within 2 wks of withdr., uncontrol.epilepsy, resp.depress.esp.in pres.of cyanos./ excess.bronch.secret., incr.IC-press./ CNS depress.due to head injur./ cerebr.dis., narcot.withdr., safety in pregn. & lactat.not est.

Side effects: Freq.: Dizzin., headache, somnol., N&V, constipat., dry mouth, sweat., fatig. Less freq.: Allergic.reacts.(eg.dyspn./ brochosp./ wheez./ angioneurot.oed.), anaphylax., appetit.changes, confus., hallucinat., sleep disord., anx.& nightmare, psychic reacts: intens.& nature may vary (accord.to pt’s.personalit.& length of therap.), may appear as change in mood (usual.elation, occas.dysphor.), changes in activ. (usual.supress., occas.incr.), changes in cognitiv.& sensor.percept. (decis.behav., percept.disord.), depend, delirium, paraesthes., tremor, epileptif.convuls., invol.muscl.contract., abnorm.coordinat., syncope, speech disord., blurr.vis., miosis, mydrias., palpitat., tachycard., bradycard., incr.BP, postur.hypotens., CV collapse, resp.depress.(incl.in childr.), dyspn., asthma worsen., retch., GI irritat., diarrh., hiccup., incr.liv.enzyme values, dermal reacts eg.itch./ urticar./ rash, motor weakn., micturit.disord. Freq.unknown: Hypoglycaem. Post market.(freq.unknown): Speech disord., mydrias., incr.risk of abdom.pain, incl.pancreatit. 
Special warnings and precautions: Use only if other pain managem.options ineff./not tolerat., risk of hazardous/ harmf.use, poss.resp.depress.(somet. fatal) monit.on initiat./ dose incr., concom.benzo’s/ gabapentin./ antihistamines/ TCAs/ antipsychotics/ cannabis/ other CNS depress.incl.alcoh. may result in profound sedat./ resp.depress./ coma & death, pts.incr.reactiv.to opioids, not suitab. for childr.<12 yrs., epilep.hist./ suscept.to seiz., addict.hist., not for minor pain, imp.ren./ hepat.funct., convuls.disord./ in shock & impair.conciousn., long-term treatm.of non-cancer pain not recomm., risk of tolerance & depend., withdraw. grad.in case of physic.depend., hyperalges.risk, pts.with CYP2D6 deficien.may lack adeq.effect./ ultra-rapid metaboliz.of CYP2D6 incr.risk of s/e, poss.serotonin syndr.with antidepress./ migraine meds., rare but serious adrenal insuff., decr.sex hormones in long-term use., post-op pain in childr., not for childr.with compromis.resp.funct., cont.lactose. 
Interactions: Concom.MAOI/ within 2 wks of withdr., central.depress.meds incl alcoh. potent.CNS depress.effs., analgesic.activ.dimin.by carbamazepine, comb.with mixed agonist/ antagonist (eg. buprenorphine/ nalbuphine/ pentazocine) not adviseab., convuls.risk with SSRIs/ TCAs/ antipsychotics & othr.seiz.threshold -lower.meds eg.bupropion/ mirtazepine/ tetrahydrocannabinol), serotonin syndr.risk with SSRIs/ MAOI/ migraine meds., concom.coumarin deriv.(eg. warfarin) poss.incr.INR with maj.bleed.& ecchymoses, CYP3A4 inhibit.(eg. ketoconazole/ erythromyc.) may inhibit.metabol., concom.ondansetron incr. requirem.in pts.with post-op.pain.

 XE "Tramazac" TRAMAZAC, Zydus [N/P/S/ in C]
Tramadol HCl.
Indications: Mod.to mod.sev.pain

(S5) CAPS, A39/2.9/0415

706475-001: 50 mg, 20, R35,27
706475-002: 50 mg, 100, R176,41
Dosage: Indiv.dos.accord.to pain intens.& indiv. respons.but tot.dly.dos.not to exceed 400 mg.
Adults & childr.over 14 yrs: Init.50 mg follow.by 100 mg 2xdly. Dos may be incr.to 150-200 mg 2xdly.

(S5) SR TABS, 44/2.9/0496, 0497, 0498

719275-001: 100 mg, 60, R351,72
719276-001: 150 mg, 60, R478,32
719277-001: 200 mg, 60, R562,73
Dosage: Indiv.accord.to pain intens.& pt.respons.

Adults & childr.over 12 yrs: Init.100 mg 2x dly pref. in morn.& even. May be incr.to 150 mg or 200 mg 2x dly. Dos.interv.indiv.but should be at least 8 hrs. Select low.analges.effect.dos. Dly.dos.of up to 400 mg usual.suffic.
(S5) INJ, 39/2.9/0318. 100 mg/2 ml.

707365-001: 5x2 ml amps, R70,97
Dosage: Indiv.accord.to pain intens.& pt. respons. Adults & childr.over 14 yrs: 100 mg IV/IM/SC. In case of IV admin.inj.slow.over 2-3 mins./dil.in sol. for infus. Tot.dly.dose not to exceed 400 mg.

Post-op pain: Init.bolus.100 mg. Dur.the 90 mins. follow.init.bolus furth.doses of 50 mg may be given every 30 mins.to tot.dos of 250 mg incl. init. bolus. Subseq.dos: upto tot.dly dos.of 600 mg.

Less sev.pain: 50-100 mg 4-6 hrly

Contra-indications: Opioid hypersens., ac. alcoh. /CNS depress. intoxicat., MAOI, narcot. withdr. treatm., sev.resp.depress., incr.IC-press., safety in pregn.& lactat.not est., min.pain., SR Tabs also: not recomm.for childr.und.12 yrs.

Side-effects: Depend.potent., flush., hypertens., syncope, brady-/tachycard., CV collapse/MI, postur. hypotens., CNS effs., paraesthes., amnes., seiz., GI disturbs., cholecystit., cholelithias., pancreatit., urin.retent./freq., haematur., dysur., blurr.vis., mios., sweat., skin reacts.incl.tox. epiderm.necrolys.& Stev.John. syndr., angioed., bronchosp., nas.congest., rhinorrh., anaphylax., asthma worsen., bronchit., musc.weakn., arthralg., myalg., joint stiffn./ swell., back/chest pain, asthen., flu-like illn., hypotherm., trem.
Special precautions: Cross.placenta, excret.in breast milk, hist.of drug abuse, epilep./suscept.to seiz.eg. meds.reduc.seiz.thresh., imp.ren./hepat. funct. avoid.if sev., elderly, poss.resp.depress.if recomm.dos. exceed./concom.CNS depress. admin., if long term treatm.reqd.init.& reg.eval. necess.
Drug interactions: CNS depress.eff.potent., anaesthes.dur.prolong.with barbit., analgesic. activ.dimin.by carbamazepine, metabol.poss. inhibit. by CYP3A4 inhibit., poss.serotonerg. syndr.with serotonerg.meds., warfar.act.on bld. clott.poss.affect., ser.conc.chang.with cimetidine, metabol.poss.induc.by CYP3A4 induc.

3.2
Analgesics and antipyretics
 (See also 4.1)

RAYZON (MDR Listing)

 XE "Adco-Mefenamic Acid" ADCO-MEFENAMIC ACID, (Adco Generics) 
AI Pharm Ltd [P/S]

Mefenamic acid.
Indications: Mild to mod.pain in ac.& chron. condits.incl. traumat/arthrit.or musc.origin.pain, dysmenorrh., headache, dent.pain, menorrh.& pyrex.

(S3) SUSP, [P/S] 28/2.7/0220. 50 mg/5 ml.

875643-019: 100 ml, R18,40
875643-027: 200 ml, R36,80
Dosage: Admin.with meals. for max.7 days. Childr. 6 mnths-1 yr: 5 ml. 3xdly. 2-4 yrs: 10 ml 3xdly. 5-8 yrs: 10 ml. 4xdly. 9-12 yrs: 15 ml 4xdly.

(S2) CAPS, [P/S] 28/2.7/0019

883102-004: 250 mg, 18, R20,04
Dosage: Admin.3xdly.with food for max.7days. Adults: 1-2 caps.
Contraindications: NSAID cross-sens., pept.ulc., GI bleed.hist., inflammat.bowel dis., safety in pregn. & lactat.not est., epilept., imp.hepat.funct. 

Side effects: GI disturbs.incl.bleed., drowsin., dizz., nervousn., vis.disturbs., bld.dyscras., allerg. glomerulonephrit., ac.allerg.reacts., abnorm.ren./ liv. funct., bronchoconstrict.in asthmat.pts.with aspir.sens., platel.funct.aff.

Special precautions: Poss.enhanc.eff.of anticoags., discont.if diarrh./skin rash occurs, monit. ren./liv.funct.dur.prolong.ther., asthma, excl. uterine & other pathology bef.prescrib.for menorrh.

 XE "Adco-Napamol" ADCO-NAPAMOL, AI Pharm Ltd [P/S]
Paracet.

Indications: Mild to mod.pain, fev.

(S0)& (S1) TABS, [P/S] B/2.7/1404.

745723-136: 500 mg, 5 000, R560,36
Dosage: Adults: 1 -2 tabs 4-6 hrly. Max.8 tabs. dly.

Contraindications: Sev.liv.funct.impairm.

Side effects: Allerg.reacts.incl.skin rash.& pancreatit., bld.dyscras.

Special precautions: Liv./kidn.dis., poss.sev. liv.damage if dos.exceed., do not admin.contin.for long.than 10 days without consult.dr.

 XE "Advil" ADVIL, (Pfizer) Pfizer Consum. [P/S]
Ibuprofen.

Indications: Mild to mod.pain, e.g. min.musc. aches & strains, headache., menstr./dent.pain, pain assoc.wth migraine/sports injur.also post-op pain, ac.tendinit./bursit.for max. 5 days & as fev.treatm.for max.3 days.

(S1) LIQUI-GELS 200 CAPS, [P/S] 34/2.7/0193 

892302-005: 200 mg, 20, R60,36
Dosage: Admin.with food. Adults & childr.over 12 yrs: 1-2 caps.4-6 hrly. Max.6 caps/24 hrs.

(S1) LIQUI-GELS 400 CAPS, [P/S] 38/2.7/0261

716004-001: 400 mg, 20, R90,51
Dosage: Admin.pref.aft.food. Low.eff.dos.for short. poss.treatm.durat.

Adults & childr.over 12 yrs: 1 cap.3x/day (ie.1 200 mg dly in div.dos.) Max.3 caps./24 hrs. Consult. Dr should pain sympt.wors./persist for more than 7 days/new sympt.occur. Same for fev. sympt. aft.3 days.
Contraindications: Act./hist.of pept.ulcerat./ haemorrh./perforat., CV dis., aspir.& NSAID sens., safety in pregn. & lactat.not est., childr. und. 12 yrs., GI bleed. perfor. hist.relat.to prev.NSAID use, sev.ren/hepat.fail., peri-op pain treatm. aft. coron.bypass surg.

Side effects: Bld.dyscras., ecchymos., anaphylax. / anaphylact.reacts., LE-like syndr., CNS effs.incl. convuls., CVA, hear.disturbs., vertigo, ren.funct. impairm., hypertens., card.arrhythm., CHF/ exacerbat. thereof, fast/pound.heartbeat, flush., ang.pect., pulm.oed.exacerbat., MI, CF, immune syst.disords., resp.disords., GI disturbs.incl.bleed. /perforat./ulcerat., gingiv.ulcerat., aphthous stomatit., enterocolit./ Chron’s dis.exacerbat., hepatit., tox.jaund., liv.disord., angioneurot.oed., unexpl.vag./nose bleed., polyur., ureter.obstruct., nephrot.syndr., hypersens.reacts. incl.erythem. multiform./ Stev.-John.syndr./tox.epiderm. necrolys. /hepatotoxic.& asept.meningit., vis disturbs. incl.tox.amblop./conjunctivit., bronchosp. in asthmat., cystit., haematur., ac.ren.fail., interstit. nephrit., nephrot.syndr., fluid retent., revers. inhibit.of platelet aggregat., photosens., alveolit., pulm. eosinophil., pancreatit., abnorm. liv.funct.test.

Warnings and special precautions: Ac.ren. fail., excret.in breast milk, avoid dur.pregn., reg. use dur.3rd trimest.of pregn.may cause foet.duct. arterios. clos.in utero/ pulm.hypertens.in newborn, poss. delay.labour onset/incr.durat., asthma/ bronchosp./ bleed.disords./CV dis./pept.ulcerat. hist., anticoag.ther., discont.if vis.disturbs.exper., collag. dis., HF poss.precipit.in comprom.pts., may mask infect.sympts., imp.ren./hepat./CV funct., poss. fatal GI bleed.reacts.in elderly, concom.prot. bound meds., hypertens., incr.CV effs.dur.longt. use, prev.allerg.reacts.to other NSAID, avoid other concom. NSAID & aspir., bld.monit.with concom. zidovudine, GI dis. hist., ser.skin reacts., incr.ser. CV thrombot.event risk.

Drug interactions: Effs.of oral anticoags. enhanc., Li/card.glycoside plasma conc.incr., incr. nephrotox.risk with ACE-inhibit./cyclospor./ tacrolim. & diuret., hyperkalaem.risk incr.with ACE-inhib.& K+-spar.diuret, anti-hypertens effs.of some anti-hypertens.agents poss.reduc., poss. convuls. with quinolones, effs.of phenytoin & sulphonylurea poss.enhanc., NSAID assoc.GI bleed./ ulcerat.risk incr.with corticoster./anti-platel. agents/SSRI’s/alcoh./bisphosphonate/ oxpentifylline, incr.advers.eff.with other NSAID incl. aspir., incr.haemotox.with zidovudine, poss. methotrex. toxic., enhanc.eff.with moclobemide, poss. reduc.aspir.cardioprotect.eff.

 XE "Austell-Paracetamol" AUSTELL-PARACETAMOL, Austell [P/S]

Paracet.

Indications: Mild to mod.pain & fever.

(S0) TABS. 36/2.8/0406

713153-001: 500 mg, 10, R7,24

713153-002: 500 mg, 20, R14,53

Dosage: Do not exceed recomm.dos.
Adults: 1-2 tabs 4-6 hrly. Max.8 tabs./24 hrs. Childr 6-12 yrs: ½-1 tab 4-6 hrly. Max.4 dos./24 hrs.

Contraindications: Sev.liv.impairm., safety in pregn. & lactat.not est.

Side effects: Bld.dyscras., ren.colic./-fail., hepatit., hypersens.reacts.incl.revers.skin rash, 
Special precautions: Imp.kidn./liv.funct., exceed. recomm.dos.may cause sev.liv.damage, contact near.med.facility immed.in event of suspect. overdos., alcoh.incr.liv.toxic.risk esp.in alcohol.with high dos.& prolong.use.

Drug interactions: Concom.potent.hepatotox. drugs/drugs induc.liv.microsom.enzyme poss.incr. toxic.risk, metoclopramide accelert.absorpt., cholestyramine reduc.absorpt.if given within 1 hr., probenecid may affect.excret.

 XE "Bedoral" BEDORAL, Ranbaxy [P/S]
Ketorolac tromethamine.

Indications: Short-term mod.post-op pain relief

(S4) INJ, A40/2.7/0147

709803-001: 30 mg/ml, 10x1 ml amps., R258,03
Dosage: IV/IM use. Admin.should not exceed. 2 days with max.IV infus.durat.not exceed. 24 hrs. Admin.low.eff.dos. Concom.opiate analges.for furth. pain relief if requir. Ensure adeq.fluid & electrol. bal.bef.IV infus. Admin.bolus dos.over min. 15 secs.

Sngl.dos.treatm: IM admin: Admin.slow./deep IM. Pts.<65 yrs: One dos.of 10-60 mg.accord.to sev.of pain. Pts.>65 yrs/mild ren. impairm: One dos. of 10-30 mg. IV admin: Pts.<65 yrs: One dos. of 10-30 mg. Pts.>65 yrs/mild ren. impairm: One dos.of 10-15 mg.

Multiple-dos.treatm: (IV or IM). Dos.adjustm. accord.to sever.of pain & pt.respons. Max. combin. durat.of multip.bolus IM/IV dos.not to exceed 2 days.

Pts.<65 yrs: Max.dly.dos.not.exceed.90 mg. IM dos: Init.10-30 mg follow.by 10-30 mg 4-6 hrly.as reqd.upto max.dly.dos. IV dos: IV bolus: Init.10-30 mg follow.by 10-30 mg 6 hrly.as reqd.up to max. dly.dos.

Contin.IV infus: Init: 30 mg follow.by contin. infus. at rate of up to 5 mg/hr for up to 24 hrs.up to max. dly.dos.
Pts.>65 yrs/ren. impairm: Max.dly.dos.not to exceed 60 mg. IM dos: 10-15 mg 4-6 hrly.as reqd. up to max.dly dos.

IV dos: IV bolus: 10-15 mg 6 hrly.as reqd.up to max. dly.dos. Contin.IV infus.not recomm.in this age group.

Contraindications: NSAID cross sens., hist./ act. pept.ulc./GI bleed., haemorrhag.diathes.incl. coagulat.disords,, full anticoag.ther.incl. prophylact. low dos.heparin, susp./confirm. cerebrovasc. bleed., ops.with high risk of haemorrh./ incompl.haemostas., mod.to sev.ren. impairm., pts.at risk of ren.fail.due to vol.deplet. /dehydrat., pregn.& lactat., safety & effic.in childr. und.16 yrs.not est., prophylact.analges. bef.surg., intra-op.use, neuraxial admin., concom. oxpentifylline/other NSAIDs. chron.painf.condits.

Side effects: Hypersens.reacts.incl.anaphylax., GI/ CNS/ CV effs., dos.depend.GI bleed./perforat. esp.in elderly & debilit., pancreatit., sweat., convuls., thirst, hyperkines., asept.meningit., psychot.reacts., paraesthes., vertigo, myalg., incr. urin.freq., oligur., ac.ren.fail., haemolyt.uraem. syndr., flank pain, interstit.nephrit., hyponatraem., hyperkalaem., urin.retent., nephrot. syndr., hyper-/hypotens., hepatit., cholestat. jaund., liv.fail., dyspn., asthma, pulm. oed., skin reacts.incl.Lyell’s & Stevens-Johnson syndr., purpura, thrombocytopen., post-op wound haemorrh., epistax., haematoma, incr.bleed.time, abnorm.vis., hear.loss, tinnit., oed., weight gain, inj.site reacts., fev., asthen., inhib.platel. aggregat., fluid retent.

Special precautions: Angioed.hist., asthma, compl./ part.syndr.of nasal polyps, bronchosp., concom. methotrexate., imp.ren.funct., HF, liv. dysfunct., concom.diuret., kidn.dis.hist., poss. incr. uter.haemorrh.risk dur.labour/deliv., hypovolaem. correct.bef.admin., precipit.will occur if mix.in small vol.with morphine sulph./ pethidine/promethazine/hydroxyzine HCl, elderly, coagulat.disords., ops.where strict haemostas.is critic. eg.cosmet./day case surg., card. decompensat., hypertens.

Drug interactions: Addit.S/E with other NSAIDs, oxpentifylline incr.bleed.tendenc, poss. reduc. methotrex. clear., incr.Li plasma conc., plasma conc.incr.with salicylate, poss.incr.ren. impairm.with ACE-inhibit.partic.vol.deplet.pts., reduc. diuret.respons.to furosemide.

 XE "Betagesic" BETAGESIC, AI Pharm Ltd [P/S]

Ibuprofen.
Indications: Headache of musculo-skelet.origin, menstrual-/dent.- and musc.-skelet.pain, fev.

(S1) TABS. U/2.7/20.

708186-009: 200 mg, 20, R37,92
708186-010: 200 mg, 100, R189,72
Dosage: Adults & childr.over 12 yrs: Init.2 tabs then 1-2 tabs 4 hrly if necess. Max 6 tabs/24 hrs.
Contraindications: Pregn., bleed.disords., CV dis., pept.ulcerat./hist.thereof, aspir.sens., childr. und.12 yrs.

Side effects: Dyspeps., GI intol.& bleed., nervousn., skin rash, prurit., tinnit., oed., depress., drowsin., headache, insomn., vis.disturbs., hypersens. reacts., bld.dyscras, revers.ren.fail.

Special precautions: Coumarin anticoag., ren. funct.impairm.

 XE "Calpol" CALPOL, GSK [P/S]

Paracet.

Indications: Mild to mod.pain & fev., headache, sore throat, toothache, teeth.pains, fev.assoc.with colds & flu.

PAED.SYRUP. B/2.7/767. 120 mg/5 ml.

711993-009: 100 ml, R31,66
Dosage: Admin. 3-4xdly.at 4 hrly.interv.

3 mnths-1 yr: 2,5 ml. 1-2 yrs: 5 ml. 3-6 yrs: 10 ml. Infts.und.3 mnths: Not recomm.
Side effects: Revers.skin rash/bld.dyscras., papill.necros.

Special precautions: Hepat./ren.dysfunct.

 XE "Cetafuse" CETAFUSE IV, Actavis [P/S]

Paracetamol

Indication: Short term treatm. of mild to mod. pain, & fev.when oral route unsuit.

(S3) SOL.FOR IV INFUS, 46/3.2/0695.

722925-001: 1 g/100 ml, 100 ml, R20,71
Dosage: Do not exceed.recomm.dos., admin.as 15 min. IV infus,sngl.use. Min.interv.betw.each admin: 4 hrs. Use oral analges.ther.as soon as poss.

Adults & adolesc.weigh.>50 kg: 1 g/admin upto 4x/day. Min.interv.betw.each admin.4 hrs. Max. dly. dos: 4 g/24 hrs.

Adults weigh. <50 kg& childr.> 33 kg (approx. 11 yrs): 15 mg/kg (i.e. 1,5 ml sol./kg) per admin.up to 4x/day. Min. interv.betw.each admin.4 hrs. Max. dly.dos: 60 mg/kg not exceed.3 g 24 hrs.

Contraindications: Sev.hepatocellul.insuff., act. liv. dis.incl.alcoh.hepatit., safety & effic.not est.in childr. weigh.less than 33 kg., mix.with other meds.

Side effects: Bld.dyscras., hypersens.incl. angioed., anaphylax. high-anion gap metabol. acidos., tachycard., hypotens., dyspn., flush., GI disturbs., pancreatit., hepatit., hepat.necros./fail., incr. hepat.transamin.lev., skin reacts., ren.colic/ fail., ster.pyur., malaise.

Warnings and special precautions: Ensure no concom. meds.containing paracet.to minim.OD risk., meds.contain.paracet.potent.fatal in overdos., exceed.recomm.dos.may cause sev.liv. damage/ death, contact med.facil.immed.if overdos. susp., hepatocellul.insuff., G6PD defic., chron. alcohol., malnutrit., recov.from liv.dis., ren. dis., concom.enzyme-induc.subst.as paracet.induc. liv. injury risk incr., dehydrat., hypovolaem., reduc. concom.probenecid dos., dos.of 4 g/day x4days with anticoags.may give INR value variat.theref. incr. INR monit.dur.concom.use, concom. phenytoin/ probenecid, sev.ren.insuff., assess.risk vs.benef.in pregn.as exper.of IV admin. limit., dos. & treatm.durat.dur.pregn., excret.in breast milk 

Drug interactions: Concom.enzyme induc.subst. incl. alcoh. incr.hepatotox.risk, other paracet. contain. prods., absorpt.acceler.by metoclopramide/ domperidone, salicylam. prolong elimin. half-life., probenec.reduc.clear.
 XE "Donapan" DONAPAN, Oethmaan Biosims [P/S]

Paracetamol.

Indications: Mild to mod.pain & fev.

(S0) TABS, 47/2.7/0930

3006086-001: 500 mg 20, R15,53
Dosage: Do not exceed recomm.dos.
Adults: 1-2 tabs 4-6 hrly.Max.8 tabs./24 hrs Childr: 6-12 yrs: ½-1 tab 6 hrly. Max.4 dos./24 hrs. over 12 yrs: 1 tab 4-6 hrly. Max.4 tabs./24 hrs

Contraindications: Sev.liv.funct.impairm.

Side effects: Less freq: Neutropen., pancytopen., leucopen., agranulocytos., thrombocytopen., anaphylax., hypersens.reacts., angioed., bronchospasm., hepat.dysfunct., gen.erythemat./urticar.skin rash but sometimes accompan.by fev.& mucos.les.
Special warnings and precautions: Pt.to consult med.prof.if pain/fev.persists or worsens at recomm.dos/new sympts.pres., do not use for long.than 7 days for adult pain/5 days in childr or >3 days for fev., sev.liv.damage if dos.exceed., do not take excess.dos.in hepatit./alcohol./liv.dis., mod.ren.fail/dialys., ren.impairm., chron.malnutrit., dehydrat., glutathione deplet., poss.fatal in overdos.

Interactions: Incr.hepatotox.risk with hepatox. meds., enzyme induc.meds.may incr hepatotox.& decr.therapeut.effs., metoclopramide acceler. absorpt., probenecid decr.clear.& incr.half-life, reduc.absorpt.within 1 hr.cholestyram.admin, prolong.concurr.salicylat.incr adverse ren.eff.risk, incr.liv.damage risk with isoniaz., poss.enhanc. warfar.anti-coagul.eff.by prolong./reg.use,

 XE "Dr Du Toit's Pain Expeller Tablets" DR DU TOIT’S PAIN EXPELLER TABLETS, iPharma [P/S]

Aspirin

Indications: Mod.intensity pain relief

(S0) TABS, B/2.8/977. 300 mg

719673-005, 14, R14,00
719673-002, 30, R32,99
719673-003, 1 000, R252,19
Dosage: Adults: 1-2 tabs.3xdly.

Contraindications: Heart fail., hist.of GI perf./ ulcerat.or bleed.(PUB) related to prev.NSAID, act./ hist.of recurr.ulcer/ haemorrh./ perforat., sev.ren.impairm., concom.oral anti-coag.ther., haemophil., pregn.& lactat., childr.<12.

Side effects: Unknown freq.: Incr.bleed.time, decr.platel.adhesiven., hypoprothrombinaem. & other bld disord.with high dose & prolong use, hypersens.reacts.incl.skin erupt./ urticar./ angioed./ rhinit./ paroxysm.bronchosp./ dyspn., dizzin., oed., hypertens., CF, pept.ulc., perf./ GI bleed.(somet.fatal), N&V, diarrh., flatul, constipat., dyspep., abdom.pain, melaen., haematemes., ulcerat.stomatit., exacerb.of colit./ Crohn’s, gastrit., hepatotox. esp.in pts.with juven.idiopath.arthrit./other connect.tiss.disord., bull.reacts.incl.SJS/ TEN/ DRESS, bronchosp., asthma attack.

Special warnings and precautions: Do not use contin.>10 days without dr consult., hist.of hypertens./HF, elderly, risk of GI PUBs incr.with dose/ pts with ulcer hist./ elderly, stop if bleed./ulcer occurs, hist.of GI dis., stop several days prior surgery, disc.at 1st sign of rash/muc.lesions/ any hypersens. incl. paroxysmal bronchosp.&dyspn., not used by asthma/ allerg.disord.pts. or hist.of sensit.to aspirin/NSAID, Reye’s syndr.risk in childr.with chickenpox/ influenza, high doses poss.haemolyt.anaem.in G6PD def.pts., imp.ren.funct., dyspeps., anaemia, dehydrat., sign.CV risk, cont.sucrose- pts.with rare heredit.problems of fruct.intol./ gluc-galact.malabs.or sucrase-isomalt. insuff. should not take this meds., reports of DRESS

Interactions: 2/ more concom.NSAIDs incr.side eff., plasma conc.of some NSAIDs eg.fenbrufen/ indomethacin/ piroxicam may decr., concom.corticoster.incr.risk GI PUBs & may red.plasma salicylate concentr.& if withdr.salicylate tox.may occur., enhance eff of anticoags.eg. warfarin, anti-platelet meds & SSRIs incr.bleed.risk, antacids incr.excretion of aspirin in alkaline urine, effect of uricosuric eg.probenecid/ sulfinpyrasone, poss.alter mifepristone effic., incr.activ.of sulfonylurea/ zafirlukast/ methotrexate/ phenytoin/ valproate, concom.dipyridamole/ metoclopramide/ metoprolol/ carbonic anhydrase inhib. poss.incr.plasma salicylate concentr., barbiturates & other sedat.may mask resp.sympts of aspirin overdosage & enhance toxic., alcohol may exacerb.GI eff., falsely incr.results for bld.creatinine/ urate & urea, fals.decr.bld.thyroxine & urate & urinary -5-HIAA, urnin VMA levels fals.incr./ decr., poss.fals.neg.urin.glucose oxidase test.

 XE "Ibu 200" IBU 200, Innovata Pharma [P/S]

Ibuprofen.
Indications: Headache of musculo-skelet.origin, menstrual-/dent.- and musc.-skelet.pain, fev.

(S3) TABS. 27/2.7/0240.
705940-001: 200 mg, 1000, R175,19

Dosage: Adults & childr.over 12 yrs: Init.1 tab then 1 tab 4 hrly if necess. Max 6 tabs/24 hrs.
Contraindications: Pregn.& lactat.

Side effects: GI disturbs., pept.ulcerat., GI bleed., headache, dizzin., nervousn. skin rash, prurit., tinnit., oed., depress., drowsin., insomn., vis. disturbs., hypersens.reacts., bronchoconstric. esp.asthmat., abnorm.LFT , imp.ren.funct.incl. nephrit./nephrot.syndr., agranulocytos., thrombocytopen., ac.revers.ren.fail.
Warnings and special precautions: Asthma, bronchosp., bleed.disords., CV dis., pept.ulcerat./ hist.thereof, ren. funct.impairm., coumarin anticoag., NSAID cross-sens., not for admin.to childr. und.12 yrs.

Interactions: Ser.interactions with high dos. methotrex.

 XE "Painamol" PAINAMOL, Ranbaxy [P/S]

Paracet.

Indications: Mild to mod.pain & fev.

(S0) For packs less than 100 ml of syrup
(S1) For packs over 100 ml of syrup.
SYRUP, [P/S] E/2.7/106. 120 mg/5 ml

752118-021: 50 ml, R4,05

752118-005: 100 ml, R5,36

752118-013: 2,5 L, R134,29
Dosage: Admin. 3-4xdly. Max.4 dos.dly.

Infnts 3 mths.to 1 yr: 2,5 -5 ml. 1-5 yrs: 5-10 ml. 6-12 yrs: 10-20 ml.

TABS, [P/S] E/2.7/105.

(S0) For packs less than 25 tablets
(S1) For packs over 25 tablets.
752142-003: 500 mg, 20, R11,40

Dosage: Adults: 1-2 tabs 4-6 hrly. Max. 8 tabs/ 24 hrs. Childr. 6-12 yrs: ½-1 tab 6 hrly. Over 12 yrs: 1 tab 4-6 hrly.

Contraindications: Childr.und.6 yrs.
Side effects: Revers.skin rash/bld.disords.

Special precautions: Liv./kidn.dis.

 XE "Painogesic" PAINOGESIC, Innovata Pharma [P/S]

Paracetamol.
Indications: Relief of mild to mod. pain & fev.

(S0) SYRUP, A27/2.7/0015, 120 mg/5 ml.

704450-001: 100 ml, R11,50

Dosage: May be giv. 3-4 x dly. but no more than.4 dos./24 hrs.

Childr: 3 mnths.-1 yr: 2,5-5 ml. 1-6 yrs: 5-10 ml. 7-12 yrs: Up to 20 ml.

Contraindications: Sev.liv.funct.impairm., ingred. hypersens.
Side effects: Revers.skin rash/ bld.disords.incl. neutropen./leucopen/ pancytopen., fev., mucos.les
Warnings and special precautions: Liv/ren.dis.
(S1) TABS, 34/2.7/0466
704465-002: 500 mg, 100, R16,90

Dosage: Childr.und.6 yrs.not recomm. Do not exceed stat.dos.

Adults: 1-2 tabs. 3-4 hrly. Max.8 tabs/24 hrs.

Childr.6-12 yrs: ½-1 tab.3-4 hrly. Max.4 dos./24 hrs.

Contraindications: Sev.liv./ren.funct.impairm., ingred. hypersens.
Side effects: Pancreatit., sensitiv.reacts. result. in revers.skin rash/fev./mucos.les., neutropen., pancytopen., leucopen., thrombocytopen., agranulocytos.

Warnings and special precautions: Dos. exceed. recomm.dos may cause sev.liv. damage., liv/ren.dis.

 XE "Panado" PANADO, AI Pharm Ltd [P/S]

Paracet.

Indications: Mild to mod.pain & fever.

(S0) & (S1) TABS, [P/S] B/2.8/858.

752274-066: 500 mg, 12, R14,54
752274-058: 500 mg, 24, R21,98

752274-015: 500 mg, 50, R46,70
752363-023: 500 mg, 100, R74,28

Dosage: Admin.3-4 hrly. Not for childr.und.6 yrs.

Adults: 1-2 tabs. Max. 8 tabs/24 hrs. Childr. 6-12 yrs: ½-1 tab. Max. 4 doses/24 hrs. 

(S0) EFFERV.TABS, V/2.7/219
815306-008: 16, R28,03

Dosage: Up to 4xdly dissolv.in at least half glass water.

Adults: 2 tabs. Childr.6-12 yrs: Half to one tab.

(S0) CAPS, [P/S] S/2.8/0057.

752355-015: 500 mg, 20, R28,01

Dosage: Admin. 3-4 hrly. Not for childr.und.9 yrs.

Adults: 1-2 caps.if reqd. Max.8 caps/24 hrs. Childr. 9-12 yrs: 1 cap.if reqd. Max.4 dos./24 hrs.

(S0) INFT.DROPS, [P/S] V/2.7/209.

835102-009: 60 mg/0,6 ml, 20 ml, R39,49

Dosage: Infts. 3 mnths-1 yr: 0,6-1,2 ml 4 hrly if necess. Max. 4 dos./24 hrs.

(S0) PAED.SYRUP SUGAR &ALCOH.FREE,[P/S] V/2.8/208. 120 mg/5 ml

788953-001: 100 ml, R43,40

(S0) SYRUP, [P/S] B/2.7/1143. 120 mg/5 ml

752282-026: 50 ml, R23,89
752282-018: 100 ml, R43,40
Dosage: Admin. 4 hrly with max. 4 dos/24 hrs.for max.5 days.

Infts: Und.3 mnths: 10 mg/kg. 3 mnth-1 yr: 2,5-5 ml. Childr. 1-5 yrs: 5-10 ml. 6-12 yrs: 10-20 ml.

Contraindications: Sev.liv.funct.impairm., safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., ren.colic, ren.fail., sterile pyuria, hepatit., pancreatit., dermatit., skin rash, allerg.reacts.

Special precautions: Do not exceed recomm. dos., liv.& kidn.dis., alcoh., depend.

Drug interactions: Hepatotox.meds.& enzyme induc.meds.incr.hepatotox.risk, therapeut. eff.poss. decr. by enzyme induc.meds., absorpt. accelerat.by metoclopramide, cholestyramine reduc.absorpt.if given within 1 hr., incr.risk of advers.ren.effs.with longterm salicylates.

 XE "Paracetamol Biotech IV" PARACETAMOL BIOTECH IV, Biotech [P/S]

Paracetamol

Indication: Short term treatm.(not exceed.24 hrs.) of mild to mod.pain & fev.when oral route unsuit.

(S3) SOL.FOR INFUS, 45/2.7/0443

721647-001: 10 mg/ml, 100 ml, R20,13
Dosage: Do not exceed recomm.dos. Use oral analges. ther.as soon as poss. Admin.as 15-min.IV infus. Based on non-oed.pt.weight. Cons.indiv. hepatotoxic.risk fact.

Pts.weigh.>50 kg: 1 vial admin. up to 4x/day. Min.interv.betw.each admin: 4 hrs. Max.dly.dos. not to exceed: 4 g/24 hrs.

Adolesc.& adults weigh. <50 kg & childr. weigh. >33 kg: 15 mg/kg (i.e. 1,5 ml/kg) Min. interv. betw.each admin.4 hrs. Max.dly.dos.not to exceed 60 mg/kg without exceed.3 g/24 hrs.
Contraindications: Sev.hepatocellul.insuffic./ act. liv. dis.incl.alcohol.hepatit., safety & effic.not est.in childr.weigh.less than 33 kg., mix.with other prod.

Side effects: Bld.dyscras., hypersens.incl. anaphylax./ angioed., pancreatit., tachycard., hypotens., hepatit., hepat.necros./fail., ren.colic/ fail., sterile pyur., flush., skin/loc.reacts., N&V, malaise, incr.hepat.transaminas. lev.

Special precautions: Concom.probenecid, cons.benef.vs. risk dur.pregn., excret.in breast milk, sev.ren./ hepatocellul.insuff., chron.alcohol., excess.alcoh.intake, malnutrit., anorex., bulim., cachex., hypovolaem., dehydrat., G6PD defic., ensure no concom.meds. cont. paracet.to minim. OD risk., sev.liv.damage poss.with exceed. recomm. dos., nephropathy risk with prolong. excess. use, concom.anticoags./salicylat.

Drug interactions: Probenec.reduc.clear., absorpt. incr.with metoclopramide, salicylam. prolong elimin.half-life, poss.incr.anticoag eff.with anticoags./coumar. &/indadione derivats., incr. analges.nephropathy/papill.necros./end stage ren. dis./ bladd.Ca risk with prolong.salicylat.ther., poss. decr.eff./incr.toxic.risk with meds.induc.liv. microsom.enzym.

 XE "Paracetamol Fresenius" PARACETAMOL FRESENIUS 10 mg/ml,
Fresenius Kabi [P/S]

Paracetamol

Indication: Short term treatm. of mild to mod.pain, & fev.when oral route unsuit.

(S3) SOL.FOR IV INFUS, 45/2.7/0531, 1188. 1 g/100 ml.

720007-001: 10x50 ml vials, R90,46
720008-001: 10x100 ml vials, R180,91
Dosage: Admin.as 15 min.infus, sngl.use. Min. interv.betw.each admin: 4 hrs. Use oral analges. ther.as soon as poss.

Pts.weigh.>50 kg: 1x 100 ml vial admin.upto 4x/ day. Max.dly.dos: not exceed.4 g. <50 kg and >33 kg: 15 mg/kg per admin. Max.dos.not to exceed 60 mg/kg without exceed.max.dly.dos.of 3 g.

Contraindications: Sev.hepatocellul.insuff., act. liv.dis.incl.alcoh.hepatit., safety & effic.in pregn. not est., mix.with other meds.

Side effects: Bld.dyscras., angioed., anaphylax., hypotens., flush., GI disturbs., pancreatit., hepatit., hepat.necros./fail., skin reacts., ren.colic/fail., ster. pyur., malaise.

Warnings and special precautions: Excret.in breast milk, dos. & treatm.durat.dur.pregn., no concom. meds.cont. paracet., poss.air embol.esp. if centr.ven.cathet.used for infus., cont.med.facil. immed. if overdos.susp., exceed.recomm.dos.may cause sev.liv.damage, recov.from liv.dis., concom. phenytoin/probenecid, sev.ren.insuff., chron. alcohol./ malnutrit., dehydrat., hypovolaem., mild to mod.liv.impairm., G6PD defic., anorex., bulaem., cachex., concom.enzyme-induc.subst.

Drug interactions: Decr.effic./incr.hepatotoxic. risk with phenytoin, probenecid reduc.clear., salicylam. prolong eliminat.half-life.

 XE "Parafizz" PARAFIZZ 500, Cipla Medpro [P/S]

Paracetamol

Indications: Mild to mod.pain & fev.

(S1) EFFERVESC.TABS, 42/2.7/0543

720438-001: 500 mg, 16, R23,29
Dosage: Dissolv.in mouth/dispers.in small amnt. water. Do not chew.

Adults & childr.old.than 12 yrs: Usual. 1 tab. 3 hrly OR 1-2 tabs 4-6 hrly while sympts.persist. Max.8 tabs/24 hrs.

Contraindications: Sev.liv.funct.impairm., safety in pregn.& lactat.not est., childr.und. 12 yrs.not recomm.

Side effects: Bld.dyscras., skin rash incl.urticar. somet.ser.with mucos.les./fev., allerg.reacts., dyspn., pancreatit., hepatit., ren.colic/fail., sterile pyur., dermatit.

Special precautions: Do not exceed recomm. dos., liv.& kidn.dis., alcohol., hepatit., phenylketonur. as cont.phenylalanine, contact medic. facilit.immed.if overdos.susp., fev./pain contin. at recomm.dos./new sympt./swell.or redn., ther. not to be giv.long.than 3 days for fev./long. than 5 days for pain in childr.& 7 days in adults.

Drug interactions: Hepatotox.meds.& enzym. induc. meds.incr.hepatotox.risk, therap.eff.poss. decr. by enzym.induc.meds., absorpt.acceler.by metoclopramide, cholestyram.reduc.absorpt.if giv. with.1 hr., incr.advers.ren.effs.risk with longt. salicylat., decr.clear./incr.plasma half-life with probenecid pretreatm.

 XE "Ponstan" PONSTAN, Pfizer [P/S]

Mefenamic acid.
Indications (S3): Mild to mod.pain in ac.& chron. condits., incl.pain of traumat./arthrit.or musc. origin, prim.dysmenorrh., headache, dent.pain, menorrhag.when due to ovulat.dysfunct.bleed., anti-pyret.in febrile condits.

Indications (S2): Post-traumat.condits.for a max. 5 days., prim.dysmenorrh.for a max.3 days.

(S2) & (S3) CAPS, [P/S] B/2.7/560.

756148-112: 250 mg, 20, R33,95
Dosage: GI irrit.reduc.if admin.with meals. 

Use lowest eff dose for short.poss.durat. Max. durat: 7 days.
Adults: 500 mg 3x/day.

Menorrhag: 500 mg 3x/day with onset of menstr. flow x5 days or until cessat.of flow whichever is less.

Prim.dysmenorrh: 500 mg 3x/day commenc.at onset contin.for max. 3 days while sympts.persist 

(S3) PAED.SUPPS, [P/S] 27/2.7/0561.

Indications: Pain & fev.in childr.6 mnths-2 yrs. when oral ther.not poss.

807435-007: 125 mg, 5, R78,45
Dosage: Use for long.than 24 hrs not recomm.
Childr.6 mnths-2 yrs.weigh.not less than 10 kg: 1 supp.rect. 3x/day at 6-8 hr.interv.
Contraindications: NSAID with prostagland.-synthet.inhibit.activ.sensitiv., drug induc. bronchosp./ allerg.rhinit./urticar., chron.upper or low.GIT inflammat., activ./ hist.of recurr.ulcer/haemorrh./perforat., hist.of GI perforat, ulcerat./bleed.relat.to prev.NSAIDs, HF, perioperat.pain in CABG surgery, imp. ren./ hepat.funct., epilep.pregnan.from 20 wks or later.

Side effects: Freq: Diarrh., naus.with/-out vomit., abdom.pain.Less freq: Anorex., pyrosis, flatul., enterocolit., colit., steatorrh., cholestat.jaund., hepatit, pancreatit., hepatoren.syndr., mild hepat.toxic, constipat., GI inflamm., GI ulcerat.with/-out GI haemorrh., GI perforat., haemolyt.anaem., decr.haematocrit, leucopen., eosinophil., thrombocytopen., thrombocytopen. purpura, agranulocytos., pancytopen., aplast. anaem., bone marr.hypoplas.,inhib.platel.aggregat., anaphylax., gluc.intol.in diab., hyponatraem., fluid retens., nervousn., asept.meningit., drowsin., dizzin., headache, blurr.vis., convuls., insomn., eye irrit., revers.loss of colour vis., ear pain., palpitat., hypo-/hypertens., asthma, bronchosp., dyspn., angioed., larynx.oed., SJS., Lyell’s syndr., erythema multiforme, perspirat., prurit., urticar., rash, fac.oed., ren.fail., papillary necros., haematur., dysur., tubulointerstit.nephrit., proteinur., glomerulonephrit., nephrot.syndr., oed., urobilinog.urin.(false pos.), abn.LFT.Post market.: DRESS
Special warnings and precautions: Discont. if diarrh/skin rash exper., monit.bld. counts. & liv.funct.with prolong.ther., GI bleed./ ulcerat. & perforat.poss.without warn.signs, death from haemolyt.anaem.report., poss.NSAID cross-sens., concomm.NSAID use incr.GI ulcer freq.&b bleed., poss.incr.risk.of poss.fatal CV thrombot.events/ MI & stroke, hypertens.&/or HF hist., comprom.card.funct.& othr condits.worsen.by fluid retens., monit.BP, enhance oral anticoagul.eff.& incr.bleed.risk, monit.INR, CV dis./ concom.corticoster./ anti-platel.drugs/ SSRIs/alcoh.incr.GI complicat.risk, false postiv.cert.urine test for presence of bile, dehydrat., ren.dis., elderly, asthma pts.with aspir. sensitiv., prem.clos.of foetal duct.arterios.dur.3rd trimest., pres.in breast milk.

Interactions: Prolong.prothromb.time with anticoags., red.eff.of antihypertens.incl.diuretics/ ACEI/ ARBs, Li clear.reduc., 2 or more NSAIDS concom.incr.SE, corticos.incr.GI bleed./ulcer./perforat.risk, anti-platel.&SSRIs incr.GI bleed., low-dose aspirin, concom.ciclosporin& tacrolimus incr.nephrotox.risk, insulin/ oral hypoglycaem.meds., incr.methotrexate plama lvl.
 XE "Ponstel" PONSTEL, AI Pharm Ltd [P/S]

Mefenamic acid.
Indications (S3): Mild to mod.pain in ac.& chron. condits. include.traumat., arthrit.or muscul. origin. pain, dysmenorrh., menorrh.& pyrex.

Indications (S2): Post traumat.condits.for max.of 5 days.

(S2) & (S3) SUSP, [P/S] 28/2.7/0704. 50 mg/5 ml.

810398-001: 100 ml, R24,82
810398-028: 200 ml, R49,90
Dosage: Admin.3xdly.with meals. Not to be cont. for long.than 7 days.

Childr.6 mnths & old: 25 mg/kg bm dly in div.dos or 6 mnths-1 yr: 5 ml. 2-4 yrs: 10 ml. 5-8 yrs: 15 ml. 9-12 yrs: 20 ml. May be repeat.as necess. up to 3xdly.
(S2) & (S3) CAPS, [P/S] 28/2.7/0703.

812250-001: 250 mg, 20, R37,03
(S2) & (S3) FORTE TABS, [P/S] 28/2.7/0548.

810371-006: 500 mg, 50, R175,98
Dosage: Adults: 500 mg 3xdly.with meals.

Menorrh: 500 mg 3x/day with onset of menstr. flow x 5 days or unt.flow cessat.whichev.is less.

Prim.dysmenorrh: 500 mg 3x/day commenc.at pain onset contin.for max.3 days while sympt. persist.
Contraindications: NSAID cross-sens., chron.inflammat.of upper/low.GIT, pept.ulc./ intest.ulcerat. hist., imp.ren./hepat.funct., epilept., safety in pregn.& lactat.not est.

Side effects: GI disturbs.incl.bleed./ulcerat./ perforat/ cholestat.jaund./hepatit., CNS effs., convuls., vis. disturbs., ear pain, hypotens., asthma, palpits., dyspn., haemolyt.anaem., bld. dyscras. incl.bone marr.aplas., ac.hypersens. reacts., erythema.multiforme, urticar., fac.oed., oed. esp.larynx., Stev.-John.syndr., Lyell's syndr., perspirat., exfoll.dermatit., ren.fail., allerg. glomerulonephrit., papill.haematur., dysur., hyponatraem., ac.interstit.nephrit., nephrot.syndr.

Special precautions: Excl.uter./other pathology bef.prescrib.for menorrh., discont.in case of diarrh. / skin rash, regul.bld.counts /LFT advis.dur.longt. ther., elderly & debilit., gluc.intol.in diab., dehydrat., ren.dis., asthmat.pts.with aspir.sens., HF, liv.dysfunct., concom.diurets/Li.

Drug interactions: Anticoag.prolong.prothromb. time, incr.lev./poss.toxic.with Li.

 XE "Pyracet" PYRACET, (Activo) Forrester [P/S]

Paracetamol.

Indications: Mild to mod.pain & fever when oral therapy not feasible.

(S2) SUPPS. 50/2.7/0475, 0476.

3005066-001: 125 mg 12, R65,34
3005067-001: 250 mg, 12, R82,76
Dosage: Admin.up to 4xdly.

Infts.3 mnths to 1yr: 125 mg Childr.1-5 yrs: 250 mg

Contraindications: Sev.liv.funct.impair., Gilberts syndr.(Meulengracht’s dis.)

Side effects:Freq: Fatig., mild headache, red rect.mucous membr.Less freq.: Anaem., agranulocytos., leukopen., thrombocytopen., neutropen., pancytopen., resp.depress., sleep disturb., euphor., dependen.(prolong.large amounts), pancreatit. naus., hepatit., liv.damage, hypersens., sharp fall in BP incl.shock, incr.creatin., renal fail./-colic, sterile pyuria, dyspn., bronchospasm., angioed., dermatit., exanthem., skin rash, sweat, urticar. Freq.unknown: Hepat.necros., serious skin reacts.
Special warnings and precautions: Poss.fatal in overdos., liv./kidn.impair.

Interactions: Hepatotox.meds., enzyme induc.meds.(eg.alcoh./barbitur./other anticonvuls./ phenyt./ phenobarbit./ carbamazep./ primid./ rifampic./ St.John’s wort) may incr hepatotox.& decr.AUC of paracet., poss.enhanced anti-coagulant eff.of warfar.by prolong./regul.use, probenecid can affect clearance, chloramphenic.esp.in malnourish.pts., incr.absorp.with metoclopramide, reduc.absorp.with cholestyram., prolong concur.use with salicylates incr adverse ren.eff. 

 XE "Rayzon" RAYZON, Pfizer Laboratories (Pty) Ltd
See Section 4.1.3
 XE "Xefo" XEFO, Acino [P/S]

Lornoxicam.

Indications Short term.treatm.of mild to mod. pain assoc.with extra artic.inflamm., symptomat. treatm.of pain & inflammat.in osteoarthrit.& rheumat.arthrit.

(S3) TABS, 33/3.1/0247, 0248.
860654-001: 4 mg, 20, R119,80
860662-004: 8 mg, 20, R170,87
860662-012: 8 mg, 100, R854,29
Dosage: Admin.bef.meals. Individualise.

Pain: 8-16 mg/day in 2-3 div.dos. Max.tot.dly.dos. 16 mg.

(S3) RAPID TABS, 44/3.1/0331
Indications Short term.treatm.of mild to mod. pain where intra-musc.use inappropr. (not exceed 72 hrs.)
717776-002: 8 mg, 20, R185,69
Dosage: Admin.bef.meals with suffic.water. Individ. Admin.in 8 mg dos.with dly.dos.not exceed. 16 mg. In some pts.a furth.8 mg giv.within the 1st 24 hrs. may be need.

(S3) INJ, 33/3.1/0249.

Indications: Short term treatm.of mild to mod. pain when oral admin.inappropr.
860670-007: 8 mg/vial, 5x2ml vials, R223,45
Dosage: Admin.IV/IM

Admin.in 8 mg dos. Dly.dos.not exceed.16 mg. A further 8 mg within 1st 24 hrs.could be need.

Contraindications: Prev.hypersens.reacts.to other NSAID meds.incl.acetyl.salicyl.acid., GI bleed./perforat.relat.to prev.NSAID ther., cerebrovasc. bleed., bleed.& coagulat.disords., act. pept. ulcerat./hist. of recurr.pept.ulcerat., sev.liv./ ren.impairm., thrombocytopen., sev./uncontr.CF, elderly (>65 yrs.), pregn.& lactat., childr.und.18 yrs., Tabs & rapid tabs.also: weigh.< 50 kg & for ac. surg. Inj & rapid tabs.also: hypovolaem./ dehydrat.
Side effects: Pharyngit., loc.reacts., CNS effs., oed., allerg.reacts., conjunctiv., vis.disords., incr. sweat., GI disturbs.incl.pept.ulcerat.with/without bleed., haemorrhoid./rect.bleed., bld.dyscras., prolong.bleed.time, ecchymos., hypersens., weight changes, musc.-skelet.disords., migraine, paraesthes., taste pervers., tinnit., trem., resp.& skin disords.incl.Stev.John & tox.epiderm. necrolys., micturit.disords., palpitat., tachycard., CF, abnorm.hepat.funct., BP chang.

Special precautions: Discont.ther.with appropr. therapeut.act.if GI ulcerat./bleed.develops, prev. cerebrovasc.haemorrh., SLE, ulc.colit., Crohn’s dis., porphyr., haematopoiet.disords., reduc.card.funct., hypertens., hepat.dis., coagulat.disords., treatm. long.than 3 mnths., elderly (>65yrs.) & weigh. <50 kg & for ac.surg., imp.ren.funct., monit.ren. funct. in pts.for maj.surg./comprom.ren.funct./ CF/concom.diuret.or nephrotox.meds.

Drug interactions: Poss.prolong.bleed.time with concom.anticoag./platelet.aggregat.inhibit., poss. incr.hypoglcaem.eff.with sulphonylureas., incr.risk of S/E with other NSAID & asprin., decr.effic.of loop diuret., decr.eff.of ACE inhibit./ARB’s & risk of ac. ren.insuff., incr.Li peak conc., incr.ser.conc.of high dos.methotrexate., high.plasma conc.with cimetidine, decr.digox.ren.clear., incr.ren.toxic.with cyclosporin, incr.risk of GI ulcerat./bleed.with corticoster., anticoags.effs.enhanc., anti-platelet agents & SSRI’s incr.GI bleed.risk, CYP2C9 induc.& inhibit.

3.3
Combinations
IBUMOL (MDR Listing)

LENAPAIN (MDR Listing)

MYBULEN (MDR Listing)

MYPAID (MDR Listing)

NORFLEX CO (MDR Listing)

PANADO PLUS (MDR Listing)

STILPANE (MDR Listing)

 XE "Acurate" ACURATE, (Cipla) Teva [P/S]

Paracet. 450 mg, doxylamine succin. 5 mg, caff. 30 mg, cod.phosph.10 mg. Sugar free.

Indications: Mild to mod.pain assoc.with tens.

(S2) TABS, Z/2.8/221
792241-002: 20, R14,58
792241-038: 40, R29,17
Dosage: Adults & childr.over 12 yrs: 2 tabs 4 hrly as necess. Max. 8 tabs/day.
Contraindications: Sev.liv.funct.impairm., ac. intermitt.porphyr., resp.depress., aft.bil.tract. ops., ac.alcohol., rais IC-press., ac.bronch.asthma attack, HF second.to chron.lung dis., MAOI, safety in pregn.not est.

Side effects: Revers.skin rash, bld.dyscras., GI disturbs., drowsin., imp.conc., CNS effs./ stimulat.,confus., restlessn., euphor.,mood change, elation/depress., irritabilit., nightmare, anorex., agranulocytos., eosinophyl., leucopen., thrombocytopen., haemolyt.anaem.,neutropen., pancytopen., dry mouth, sweat., fac. flush., vertigo, resp.depress., palpitat., hypotens., orthostat. hypotens., circulat.fail., hypertherm., deepen. coma, miosis, musc.rigidity, prurit., urticar., diffic. micturit., ureter./bil.spasm, anti-diuret.eff., incr. IC-press., extrasystoles, incr.gastric secret.& ulcerat., blurr.vis., tinnit., tight chest, tingling, heavin.& weakn.of hands., paraesthes., hypersens. reacts., large dos.may precipitate fits in epilept., allergy, anaphylax., erythema multiforme, exfoliat.dermatit., exacerb. porphyr. sympts.

Special warnings and precautions: Imp.ren./liv.funct., asthmat., sev.liv.damage with dos.in excess.of recomm., hypothyroid., adrenocort.insuff., myasth. grav., prostat.hypertrophy, shock, inflamm./ obstruct.bowel disords., debilit./ elderly, poss.depend., sympts.of damage caus.by ototox.meds.poss.mask, epilep., glauc., poss.psych.depend.& toleran.with prolong use.

Interactions: Depress.eff.enhanc.by alcohol & other CNS depress., effs.of atrop.& TCA’s poss. enhanc., metabol.of drugs in liv.poss. aff.

 XE "Adco-Dol" ADCO-DOL, AI Pharm Ltd [P/S]

Paracet. 450 mg, cod.phos. 10 mg, caff.45 mg, doxylamine succin. 5 mg.
Indications: Mild to mod.pain, pain assoc.with tens.& fever.

(S2) TABS. U/2.8/159.

780553-020: 20, R21,72
780553-021: 40, R43,44
Dosage: Adults & childr.over 12 yrs: 1-2 tabs 4 hrly. Max. 8 tabs/day.
Contraindications: Resp.depress., post.bil.tract. op., ac.alcoh., head inj.with raised IC-press., bronch. asthma attack, CF second.to lung dis., MAOI., pregn.

Side effects: Revers.skin rash, bld.disord., sedat., musc. weakn.& inco-ordinat., convuls., GI disturbs., headache, tinnit., elat./depress., anorex., irritab., diffic. micturit., dry mouth, tight chest, insomn., tingl.& heavin.of hands, fac.flush., vertigo, mios., orthostat. hypotens., ureter./bil.spasm, palpit., mood chang., excitem., incr.gastr.secret.

Special precautions: Kidn./liv.dis., glauc., pept. ulc., prostat.hypertroph., epilep., hypothyroid., adrenocort.insuff., inflamm./obstruct.bowel disords., depend.

Drug interactions: Eff.of atrop., TCA’s & CNS depress. incl.alcoh.enhanc.

 XE "Adco-Napacod" ADCO-NAPACOD, AI Pharm Ltd [P/S]

Paracet. 500 mg, cod.phos. 10 mg.
Indications: Mild to mod.pain & fev.

(S3) TABS. B/2.8/1401

745707-122: 1 000, R528,34
745707-130: 5 000, R2 641,69
Dosage: Repeat 6hrly.if necess. Adults: 1-2 tabs Childr. 7-12 yrs: ½-1 tab. Do not exceed stated dos.
Contraindications: MAOI's, childr.und.6 yrs.not recomm., resp.depress., post bil.tract ops., ac.alcohol., head injur.with rais.IC-press., bronch.asthma attack, CF second.to lung dis.

Side effects: Revers.skin rash/bld.disords., GI disturbs., fac.flush., vertigo, bradycard., palpitat., orthostat.

Special precautions: Sev.liv.damage poss.if admin.in excess of recomm.dos., liv./kidn.dis. 

Drug interactions: Cod.poss.delay.absorpt.other meds.

 XE "Adco-Salterpyn" ADCO-SALTERPYN, AI Pharm Ltd [P/S]

Paracet. 320 mg, cod.phos. 8 mg, caff.anhydr. 32 mg, meprobam.150 mg.

Indications: Pain & pain assoc.with tens.

(S5) TABS, 27/2.8/0574.

809055-007: 1 000, R440,28
Dosage: Adults: 2 tabs. 6-8 hrly.
Contraindications: Ac.intermitt.porphyr., ren./ hepat.insuff., pregn., asthma, resp.depress., head injur., rais.IC-press., HF second.to chron.lung dis., card. dis.hist., epilep.& convuls.states, MAOI.

Side effects: GI disturbs., CNS effs., hypersens. reacts., paraesthes., hypotens., tachycard., card. arrhythm., erythema multiforme, bld.disords., exacerb. porphyr.sympts.

Special precautions: Gastr.ulcerat.due to incr. gastr. secret.

Drug interactions: Low.tol.to CNS depress., may induce hepat.microsom.enzymes.

(S2) SYRUP, 27/2.8/0575.
Paracet. 120 mg, cod.phos. 5 mg, promethaz.HCl 6,5 mg/5 ml.
Indications: Mild to mod.pain assoc.with fev.

807583-006: 100 ml, R13,21
Dosage: Admin.3xdly.

Childr: 2-5 yrs: 5 ml. 6-12 yrs: 5-10 ml.
Contraindications: Liv.or kidn.damage, childr. und. 2 yrs.

Side effects: GI disturbs., CNS effs., incr.bil.tract press., urticar., skin rash., hypotens., musc. weakn., inco-ordinat., blurr.vis., tinnitus., diffic. micturit., dry mouth, tight chest, weakn.of hands, large dos.may precipit.fits in epilept., bld.dyscras., polyuria, low.of bld.temp., photosens., extra-pyramid. dysfunct., deposit.of pigment in eyes, obstruct. type jaund., LE-like syndr., allerg.reacts.

Special precautions: Monit.for abnorm.skin pigmentat./ eye changes.

Drug interactions: Alcoh., effects of CNS depress. enhanc.

 XE "Besemax" BESEMAX, AI Pharm Ltd [P/S]

Orphenadrine citr. 35 mg, paracet. 450 mg.
Indications: Gen.pain, musc.spasm assoc.with ac.painful musculo-skelet.condit.

(S2) TABS. 30/2.8/0099.

825123-003: 20, R41,73
Dosage: 2 tabs 3 xdly.

Contraindications: Sev.liv.funct.impairm., prostat. enlargem., achalas., bladd.neck obstruct., glauc., myasthen.grav., pept.ulc, stenos.& pylor./ duod. obstruct., safety in pregn.& lactat.not est., porphyr.

Side effects: Bld dyscras., pancreatit., skin rash., allerg. reacts., dry mouth, thirst, reduc.bronch.secret., mydrias., cyclopleg., photophob., flush., dry skin, card.irregul., diffic. micturit., reduc.GI tract tone, vomit., CNS effs.

Special precautions: Liv./kidn./card.dis., arrhythm., concom.CNS depress.& anticholin.

Drug interactions: Incr.CNS depress.effs., anticholinerg. effs.intensif.with anticholinergs./ meds with anticholinerg.effs.

 XE "Betapyn" BETAPYN, AI Pharm Ltd [P/S]

Paracet. 450 mg, cod.phos. 10 mg, doxylamine succin. 5 mg, caff. 50 mg.
Indications: Mild.to moder.pain &/or fev.
(S2) TABS. F/2.8/7.

708089-003: 18, R41,31
708089-047: 40, R91,90
Dosage: Adults & childr.over 12 yrs: 1-2 tabs 4 hrly if necess., max. 8 tabs/day.

Contraindications: Sev.liv.funct.impairm., safety in pregn.& lactat.not est., resp.depress. ac. alcohol., head injur., rais.IC press., dur.bronch. asthma attack, HF second.to chron.lung dis., childr. und.12 yrs.

Side effects: Skin reacts, allerg.reacts.incl.fev.& mucos.les., bld.disords., GI disturbs., CNS effs., dry mouth, sweat., flush., CV effs., hypotherm., mios., diffic.micturit., ureter./bil.spasm, rais.IC press.

Special precautions: Pept.ulcerat., hepat./ren. dysfunct., hypothyroid., adrenocort.insuff., prostat. hypertrophy, shock, inflamm./obstruct. bowel disords., elderly, debilit.pts., myasth.grav., depend.

Drug interactions: Effs.of CNS depress.enhanc.

 XE "Codoxol" CODOXOL, Ranbaxy [P/S]

Cod.phosph. 10 mg, doxylamine succin. 5 mg, paracet. 450 mg, caff. 30 mg.

Indications: Mild to mod.pain assoc.with tens.

(S2) TABS, 34/2.8/0489
703660-003: 20, R12,29
703660-002: 40, R24,58
703660-001: 1000, R614,88
Dosage: Adults & childr.over 12 yrs: 2 tabs. 4 hrly as necess. Max. 8 tabs/day.
Contraindications: MAOI, sev.liv.funct. impairm., ac.intermitt.porphyr., resp.depress., bil.tract.ops., ac.alcohol., rais IC-press., ac.bronch.asthma attack, HF second.to chron.lung dis., safety in pregn.& lactat.not est.

Side effects: Revers.skin rash, bld.disords., CNS effs., paradox.stimulat.esp.childr., antimuscar. effs., GI disturbs., ureter./bil.spasm, antidiuret. eff., palpitat., arrythm., hypersens.reacts., photosens., jaund., convuls., sweat., myalg., paraesthes., extrapyramid.effs., sleep disturbs., hypotens., hair loss, hypotherm., decr.libido, incr. IC-press., prurit., urticar.

Special precautions: Sev.liv.damage with dos. in excess.of recomm.dos., kidn.& liv.dis./ imp. funct., poss.depend., alcoh.depend., cross sens., angle clos.glauc., urin.retent., prostat.hyperplas., pyloroduod.obstruct., epilep., debilit./elderly, pept.ulcerat., hyperthyroid., hyper-/hypotens., card.arrhythm.& other CV dis., heart fail., ac. febr.illn., hypothyroid., adrenocort.insuffic., asthma., shock, obstruct./inflamm.bowel disords., myasth. grav., prolong.use.

 XE "Cogesic" COGESIC, Oethmaan Biosims [P/S]

Paracet. 500 mg, cod.phos. 8 mg.
Indications: Mild to mod.pain & fev.

(S3) TABS. X/2.8/109

719662-001: 1 000, R428,04
Dosage: Do not exceed recomm dos. Adults: 1-2 tabs 4-6 hrly. Max.8 tabs/day.

Childr.over 12 yrs: 1 tab.4-6 hrly. Childr. 6-12 yrs: ½-1 tab.6 hrly.
Contraindications: Resp.depress.esp.in pres.of cyanos. & excess.bronch.secret., post bil.tract ops., ac.alcohol., head injur.& condits.where IC-press. rais., bronch.asthma attack, HF second.to lung dis.
Side effects: Revers.skin rash/bld.disords., GI disturbs., drowsin., confus., dry mouth, sweat., fac. flush., vertigo, bradycard., palpitat., orthostat. hypotens., hypotherm., restlessn., mood chang.& mios., circulat.fail., hypotens., deepen.coma, musc. rigid., diffic.micturit., uret./bil.spasm, rais.IC press., prurit., urticar., antidiuret.eff.

Warnings and special precautions: Poss.resp. depress. in newborn if admin.dur.labour, lact.intol., diab. mellit., paracet.poss.fatal in overdos., not to use contin. more than 10 days, sev.liv.damage if admin.in excess of recomm.dos., depend./addict., hypothyroid., adrenocort.insuff., myasth.grav., imp. ren./ liv.funct., prostat.hypertrophy, shock, inflamm./ obstruct.bowel dis., elderly & debilit.
Interactions: Extreme caut.with concom.MAOIs, cod. depress.effs. enhanc.by CNS depress.& alcoh. 

 XE "Compral" COMPRAL, AI Pharm Ltd. [P/S]
Paracet. 100 mg, aspir. 400 mg, caff.anhydr.30 mg.
Indications: Mild to mod.pain, febr.condits.
(S0) PAIN TABS. [P/S] B/2.8/1147

715735-128: 24, R17,99
715735-101: 50, R33,24

715375-136: 100, R60,78

Dosage: Use low.eff.dos.for short.durat. Admin. 4 hrly. Adults: 1-2 tabs. Max. 4 dos./24 hrs.

PAIN POWD, [P/S] 36/2.8/0009

Paracet.324 mg, aspir.453,6 mg, caff.anhydr.64,8 mg/ 845 mg sachet

Indications: Mild to mod.pain, dysmenorrh., musc./ joint/dent.pain, colds or flu, fev.

(S0) For packs of 38 and smaller

(S1) For packs larger than 38

703261-001: 10 sachets, R15,08
703261-004: 24 sachets, R29,54

703261-003: 38 sachets, R43,74

Dosage: Use low.eff.dos.for short.durat.

Adults: Admin.1 sach.with water aft. meals. May be repeat.4 hrly if necess.Max.6 powd./day
Contraindications: Haemophil., sev.ren./hepat. fail., concom.anticoags., other NSAID hypersens./ intol., asthma/bronchosp./angioed./urticar or ac.rhinit.precipitat.by aspir/oth.NSAID’s, act./hist of recurr. ulc/haemorrh/perforat., HF, GI perforat./ ulcerat./bleed.hist.relat.to prev.NSAID’s, gout hist., 3rd trimest.of pregn.
Side effects: Less freq: Pyroglutam.acid accumulat., hear.loss, V rare: Anaphylax., cutan. hypersens. reacts., angioed., Stev.-John.syndr., tox. epiderm. necrolys., thrombocytopen., leucopen., pancytopen., neutropen., agranulocytos. Freq.unknown: Tempor.hear.loss., tinnit., oed., hypertens., CF, pept.ulc., gastr.mucosa irrit., GI bleed./ perforat., N&V, diarrh., flatul., constipat., dyspeps., abdom.pain, melaena, haematemes., ulcerat. stomatit., colit./Chron’s dis.exacerbat., gastrit., Reye syndr., transamin.elev., bull.reacts., ren. dysfunct., incr.bld.uric acid lev., ren.papill. necros., dizzin., nephropathy, hypertens., pancreatit., insomn., restlessn., anx., irritabil., nervousn., palpitat., incr.gastr.secret., headache.
Special warnings and precautions: Poss.fatal in overdos., sev.liv.damage if recomm.dos.exceed., do not use in childr.& adolesc. und.18 yrs., contin. use exceed.10 days/exceed.recomm.dos.without medic. advice, Reye’s syndr., hypertens./HF hist. due to fluid retent.potent., GI perforat./ulcerat.& bleed. risk incr.with incr.dos.& ulc.hist.or use in elderly, discont.if bleed./ulcerat.occurs, GI dis. hist., discont.with skin rash/mucos.les./signs of hypersens., uncontr.hypertens.,imp.ren./hepat. funct., dyspeps., anaem., dehydrat., diab.mellit., poss. addit.undesir.effs.with concom.aspir./other syst. NSAID’s, asthma, allerg.dis., nas.polpyps, discont. sev.days bef.surg.proced., report.unusual bleed., G6PD defic., other preps.contain.paracet., alcoh. depend., paracet.use in glutathione deplet. states incr.metabol.acidos.risk, avoid other concurr. excess caffeine intake, concom.alteplase not recomm., ensure adeq.hydrat.with diuret., safety in pregn.& lactat.not est., labour onset delay. & durat.incr., secret.in breast milk, 
Interactions: Other concom.NSAID incr.advers. effs., activ.of coumarin anticoags./oral antidiabet.preps./sulphonam.enhanc., dimin.eff.of anti-gout preps., barbits.& other sedat.may mask resp. sympts. of aspirin OD & enhanc.toxic. corticoster. incr.risk of GI S/E, anti-platel.meds.& SSRI’s incr.GI bleed.risk, loop diuret.activ.reduc., phenytoin ser.lev.incr., valproate & methotrex. toxic. poss.incr., incr.GI haemorrh.risk with alcoh., effs.of antihypertens.agents.decr., K+ ser.lev.incr., antacids incr.excret., paracet.absorpt. poss. accelerat. by metoclopramide, paracet.absorpt. reduc. if giv.within 1 hr.of cholestyramine, incr. liv. damage risk with chron. isoniaz/rifampic.use, pyroglutamic acid accumulat.with flucloxacill., enzym. induc.drugs carbamazepine/phenytoin/ phenobarb/primidone decr.effs., lamotrig.half-life reduc., zidovudine metabol.delay., probenecid decr.clear., ciprofloxac./enoxac& pipemid.acid /fluoxet./methoxsalen /OC’s decr.clear., CV/metabol.& hormone.respons.with sympathomimet., Li eliminat.incr.
 XE "Gen-Payne" GEN-PAYNE, AI Pharm Ltd [P/S]

Ibuprofen 200 mg, paracet. 250 mg, cod.phos. 10 mg.

Indications: Mild to mod.pain of inflamm.origin with/without fever.

(S2) CAPS, 35/2.8/0046

704606-001: 30, R70,81
Dosage: Not recomm.for childr.und.12 yrs.

Adults & childr.over 12 yrs: 1-2 caps 4-6 hrly. Max.6 caps/24 hrs.

Contraindications: Imp.hepat./ren.funct., pept. ulc.(incl.hist.), CV dis., resp.depress., aft.bil.tract ops., ac.alcoh., convuls.disords., head injur.& condits. with rais.IC-press., dur.bronch.asthma attack, HF second.to chron.lung dis., aspir.sensit., MAOI, not recomm.in pregn./lactat.

Side effects: Pept.ulc., GI bleed.& disturbs., CNS effs., hypersens.reacts., vis.disturbs., bld.disords., revers.inhibit.of platelet aggregat., nephrotoxic., may precipit.HF in comprom.pts., skin reacts., pancreatit., dry mouth, sweat., fac.flush., vertigo, CV effs., decr.libido/potency, mios., diffic. mictur., uret./bil.spasm, raised IC-press.

Special precautions: Coumarin anticoag., safety of contin.use greater than 4 wks.not est., infects., haemorrhag.disords., asthma, aspirin cross sens., hypertens., imp.ren./hepat./card. funct., elderly & debilit.pts., avoid NSAID for 8-12 hrs.aft. mifepristone, hypothyroid., adrenocort.insuff., prostat. hyperplas./shock, inflamm./obstruct. bowel disords., myasth.grav., depend.

Drug interactions: Effs.of anticoags.enhanc., plasma conc.of Li/methotrex.& card.glycosid.incr., nephrotox.risk incr.with ACE inhibit./cyclospor./ tacrolimus & diuret., antihypertens.eff.of some antihypertens.agents reduc., incr.hyperkalaem.risk with ACE inhibit.& K+-spar.diuret., poss.convuls. with quinolones, moclobemide may enhanc. NSAID’s eff., effs.of phenytoin & sulphonylurea antidiabet.enhanc.by NSAID’s, assoc.GI bleed.& ulcerat.risk incr.with corticoster./alochol/ bisphosphonates or oxpentifylline, effic.of mifepristone poss.alter., incr.risk of haematoxic. with zidovudine, depress.eff.of cod.enhanc.by CNS depress.

 XE "Ibucod" IBUCOD, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Ibuprofen 200 mg, cod.phosph.10 mg

Indications: Mild to mod.pain & fev.of inflamm.origin for max.treatm.period of 10 days.

(S2) TABS, 33/2.8/0430

703845-001: 18, R37,01
703845-002: 30, R61,69
Dosage: Not recomm.for childr.und.12 yrs.

Adults: 1-2 tabs.3xdly if necess. Max.6 tabs./day.
Contraindications: Act./hist of pept.ulcerat., resp. depress., ac.bronch.asthma attack, HF second. to chron.lung dis., ac.alcohol., head injur., rais.IC-press., not recomm.in pregn./lactat.& childr. und.12 yrs., MAOI’s, CV dis., HF, liv./ren.fail., aspir./ other NSAID sensitiv., nas.polyps.assoc. with aspir.induc.bronchosp., blurr./dimin.vis., changes in col.vis., concom.warfar., diarrh.assoc. with pseudomembr.colit.

Side effects: GI disturbs.incl.bleed.& pept. ulcerat., CNS effs., tinnit., hypersens.reacts., cystit., ac.ren.fail., bld.dyscras., blurr.vis., optic neuropathy, fluid retent., platel.aggregat.inhibit., diff. micturit., ureter./bil.sp., antidiuret.eff., dry mouth, sweat., fac.flush., bradycard., palpitat., orthostat. hypotens., hypotherm., rais.IC-press., depend.

Special precautions: Elderly, chron.pulm.dis., asthma, bronchosp., CV dis., pept.ulc.hist., liv/ ren.impairm., concom.coumar.anti-coag.ther., aspir/ NSAID sens., discont.if vis.disturbs.exper., myasthen. grav., obstruct.bowel disords., prostat. hypertrophy, hypothyroid., adrenocortic.insuffic., shock, hyperkalaem.poss.with ACE inhibit.

Drug interactions: Alcoh.& sedat.eff.potent., phenytoin/sulphonylurea/antidiabet.& oral anti-coags. effs.enhanc., Li/methotrex.& digox.plasma conc.incr., ACE inhibit./cyclospor.&diuret. incr.nephrotox.risk, antihypertens.effs.of ACE inhibit. / ß-block.&diuret.reduc., convuls.with quinolones, corticoster.incr.GI bleed./ulcert.risk, cod. delay.absorpt.of other meds., antidiarrh. incr.constipat.risk, other anti-cholinerg.incr. constipat. & urin.retent.risk.

 XE "Ibumol" IBUMOL, (Aspen Pharma: Consum)
Pharmacare [P/S] 
Ibuprofen 200 mg, paracet.350 mg.

Indications: Mild to mod.pain of inflam.orig.in adults & childr.over 12 yrs.for 10 days max.ther. per.

(S2) TABS. 34/2.8/0089
703719-001: 18, R43,65
703719-002: 30, R72,75
Dosage: Adults: 1-2 tabs.3xdly if necess.admin. with/aft.food. Not recomm.for childr.und.12 yrs. Low. effect.dos.admin.for short.poss.treatm.per. Do not exceed. recomm.dos.

(S2) SUSP. A39/2.8/0228, 0229

Ibuprofen 200 mg, paracet. 250 mg/10 ml.

705781-001: 100 ml, Grape flavor; R71,19
705782-001: 100 ml, Banana flavour; R71,19
Dosage: Adults & childr.over 12 yrs: 5-10 ml 4 hrly. Max.30 ml/24 hrs. Childr: Admin.3-4xdly. 2-5 yrs: 2,5-5 ml. 6-12 yrs: 5-10 ml. Do not exceed recomm.dos. Safety in childr. < 2 yrs not est.

Contraindications: GI perforat./ulcer./bleed.hist. relat.to prev./other NSAIDs use, act./recurr.GI ulc./ perforat./haemorrh.hist., sev.hepat./ren.impairm., liv./heart fail., aspir./other NSAID sens., uncontr. asthma/bronchosp., nasal polyps.assoc.with aspir.-induc.bronchosp., 3rd trimest.of pregn.

Side effects: Freq: Dizzin., naus., abdom.cramps/ pain. Less freq: Angranulocytos., thrombocytopen., leucopen., neutropen., HF in compromis.pts., cardiac arrhythm., nervousn., depress., drowsin., headache, pept.ulcerat., GI bleed., bloat., constip., decr.appet.,diarrh., ren.funct.impairm., ac.revers.ren.fail. & oed., hepatit., blurr.vis. & other ocul.reacts., tinnit., hypersens.reacts. Freq.unknown: Pancytopen., ang pect., insomn., dyspeps., ren.colic, abnorm. LFT, revers.skin rash, bld.disords., prurit. 

Warnings and special precautions: Meds.cont.paracet.potent.fatal in overdos., OD/ susp.OD even if pt.asymptomat., hypertens. &/HF hist., elderly, infect.sympts.poss.mask., incr. liv.toxic.risk esp.alcohol.with high dos./prolong. use, safety & effic.in pregn.& lactat.not est., concom.Li/methotrexate/mifepristone, discont. ther. in case of GI perfor./ ulcer./bleed.& if ser.skin reacts./hypersens.signs, GI dis.hist., incr. hepatotoxic.risk with liv.funct.impairm., ren.funct. impairm., poss.mask.worsen.infect.sympt., alcoh. depend., HF poss.precipitat.in comprom.pts., incr. asept.meningit.risk with SLE/mix. connect.tiss. disords., enhanc.bleed.risk.dur.surgery, Susp: contains sorbitol & may have laxat.eff.

Interactions: Incr.S/E risk with 2 or more concom. NSAIDs, anticoags.such as warfar.eff. enhanc., antidiab.agents hypoglycaem.eff. incr., nephrotoxic. risk with tacrolim./ciclospor., steady state Li/methotrexate conc.incr., nephrotox.risk. incr. with diurets., reduc.mifepristone eff., incr. convuls. risk with quinolon., incr.haemotolog.toxic. risk with zidovudine, effs.of bone marr.depress. incr., hepatotox.risk.incr.& paracet.therap. eff. poss. decr.with hepatotox.& enzyme induc.meds., paracet.absorpt.accelerat.by metoclopram., paracet. absorpt.reduc. by cholestyramine, paracet. excret.affect./plasma conc.alter.with probenecid, GI bleed. risk incr.with alcoh./SSRI’s/corticoster./ bisphosphon./ oxpentifylline/antiplatel.agents., antihypertens. eff.of antihypertens.reduc./incr. hyperkalaem. risk., incr.conc.of concom.digoxin.,

 XE "Ibupain" IBUPAIN, Sandoz [P/S]

Ibuprofen 200 mg, paracet.250 mg.

Indications: Mild to mod.pain of inflam.origin / non inflamm.origin with/without fev.

(S2) CAPS. 37/2.8/0133

704586-002: 10, R17,52
704586-001: 30, R52,64

Dosage: Short term use at low.effect.dos.& durat. Not recomm.in childr.und.12 yrs. Do not exceed.recomm.dos. Admin.with/aft.food.
Adults & childr.over 12 yrs.: 2 caps.4 hrly.if necess. Max.6 caps./24 hrs. Seek Dr re-eval.if pain persist.>7 days & fev.>3 days.

Contraindications: Prev.hypersens.to aspir/other NSAIDS, bleed.disords., GI perforat./-ulcerat./-bleed. NSAID relat.hist., act./hist.of recurr.pept. ulc./ haemorrh./perforat., HF (NYHA class IV), uncontrol. asthma/bronchosp., nasal polyps assoc. with aspir.-induc.bronchosp., CV dis., sev.liv.funct. impairm., ren.impairm., lactat., pregn., concom. coumar. anticoags.
Side effects: Freq: Nervousn., dizzin, headache, dyspeps., N&V, diarrh., abdom.pain, constipat., incr. alanine aminotransfer./-gamma-glutamyltransfer./-bld.creatine & -urea, abnorm. LFT. Less freq: Asept.meningit., haematopoiet. disords.incl.bleed.episod., hypersens.reacts.which may be sev.& incl.asthmat.attacks, ser.sickn., lupus erythemat.syndr., vasculit., angioed., gynaecomast., hypoglycaem.react., paraesthes., drowsin., insomn., somnol., paradoxic.stimulat., optic neurit., psychomot.impairm., extrapyramid. effs., trem., convuls., vis.impairm., blurr.vis., other ocul.reacts., tinnit., vertigo, CF precipitat., ang. pect., card.arrhythm., palpitat., hypertens., asthma, bronchosp., dyspn., wheez., thick.resp. tract secret., GI ulc.with poss.bleed.& perforat., ulcerat. stomatit., colit.exacerbat., Crohn’s dis., gastrit., pancreatit., flatul., hepat.damage, ac.hepatit., jaund., skin rash, prurit., exfoliat.dermatos., bull. react., SJS, TEN, nephrot.syndr., interstit.nephrit. with ac.ren.insuffic., papill.necros.with incr.ser. urea, oed., haematur., tubulointerstit.nephrit., nephrit. syndr., proteinur., urin.retent., oed., periph. oed., fatig., malaise, decr.haematocrit & Hb, incr. aspart.aminotransfer./-bld.alkal.phosphat./-bld. creat.phosphokinease/-platel.count., agranulocytos., thrombocytopen., leucopen., pancytopen., neutropen., ren.colic. Not known: DRESS, ac.generalis.exanthemat.pustulos.(AGEP).
Special warnings and precautions: Immed. med. assist.in OD/suspect.OD, sev.liv.dam with dos. exceed recomm.dos., avoid concom.NSAID, no concurr.paracet./ibuprofen/acetylsalicyl.acid/ salicylat prod., elderly, sympts.of infect.poss. mask./ worsen., bronch.asthma/allerg. dis.hist., poss.ren.fail.precipitat., imp.ren./hepat./ card. funct., dos.reduct.if hepat.funct.worsens., discont. if sev.liv./ren.fail./GI bleed.devel., alcoh. use/ alcoholism, condits.predispos.to/exacerbat.by fluid retent., small incr.risk of arter.thrombot. events with dos.>2 400 mg/day, uncontrol. hypertens./ CHF (NYHA II-III)/est.ischaem.heart dis./periph. arter. dis./cerebrovasc.dis., CV event risk fact., poss.GI bleed.with/-out warn./prev.hist., consid. co-admin. protect.agent in pt.at GI haemorh. risk/ concom.low.dos.aspir., pts.to report unusual abdom. sympts., concom.meds.incr.GI ulcerat. /-bleed.risk, GI dis.hist., discont.at 1st signs of skin rash/mucos.les/other hypersens.signs, incr. asept. meningit.risk with SLE/mix.connect.tiss.disords., surg., dehydrat.childr./adolesc., bld.gluc.test.of diabet.affect.
Interactions: Poss.inhibit.eff.on platel.aggregat.of low dos.acetylsalicyl.acid, incr.S/E of 2 or more concom.NSAID’s, anticoags.eff. enhanc., bleed. risk incr.with anti-platel.agents /SSRI’s/ corticoster., antihypertens.effs.of antihypertens. agents & diuret.reduc., diuret./ciclospor.& tacrolimus incr.nephrotoxic.risk, plasma glycoside  & Li lev.incr., methotrex. plasma lev.incr., incr. haematolog.toxic.with zidovudine, quinolone assoc. convuls.risk incr., eff.of mifepristone reduc., poss.interact.with probenec./ phenytoin & sulphonylureas, effs.of antidiab. agents incr., leucopen/ thrombocytopen.eff.of bone marr. depress. incr., hepatotoxic.risk incr.with hepatotox./ enzyme induc.meds./isoniaz.& other TB meds./zidovud.& co-trimoxaz., metoclopram. & domperidone acceler.paracet.absorpt., cholestyramine reduc. paracet.absorpt.if given within 1 hr., paracet. absorpt. decr.by meds.decr. gastr.empty., chloramphenic.plasma conc.incr.

 XE "Lenadol" LENADOL, (Aspen Pharmacare: Consum) Pharmacare [P/S]
Paracet.400 mg, diphenhydramine HCl 5 mg, caff.anhydr.50 mg, cod.phos.10 mg.

Indications: Fev., pain tens.states
(S2) TABS. M/2.9/4.

736228-047: 18, R22,93
736228-048: 40, R50,97
Dosage: Adults & childr.over 12 yrs: 1-2 tabs.3-4 hrly. Max. 8 tabs./day.

Contraindications: Sev.liv./kidn.dis., pregn., lactat., asthma, resp.depress., incr.IC-press., HF second.to chron.lung dis., card.dis.hist., epileps., convuls. states, MAOI, coma, childr.und.12 yrs., ac.alcohol., comatos.pts.

Side effects: Paracet: Haematolog.reacts., skin erupt., sens.reacts.incl.skin rash incl.drug fev. &mucos.les. Codeine: Urticar.skin react.& prurit., hypotens., fac.flush, confus., restless.& mood changes, excitem.with large dos., euphor., dizzin., drowsing., rais.IC-press., convuls.with large dos., faintn., sedat., vertigo, mios., bradycard., palpitat., constipate., N&V, dry mouth, bil.sp., musc.rigid., urin.retent., ureter.sp., antidiuret.eff., sweat., hyotherm., resp.depress., circulat.fail., hypotens., orthostat.hypotens., deepen.coma with large dos. Diphenhydram.HCl: Agraulocytos., eosinophil., leucopen., thrombocytopen., aplast.anaem., hypersens. reacts., porphyr.sympts.exacerbat., elat., depress., irritabil., nightm., sedat., inabil.to conc., dizzin., headache, tingl.paraesthes., blurr. vis., tinnit., tachycard., card.dysrhythm., hypotens., thick.resp.tract secret., tight chest, diffic.micturit., N&V, diarrh., constipat., colic, epigastr.pain, anorex., dry mouth, erythema multiforme, exfoliat./ bull.dermatit., musc.weakn., incoordinat., lassit. Caffeine: Restlessn.& excitem.with large dos., headache, insomn., scintillat.scotoma /tinnit./ tachycard./extrasystol.& musc.trem.with large dos., gastr.ulcerat.
Warnings and special precautions: Codeine: Poss. depend. & addiction with prolong.contin.use, seek med.advice if relief not obt.from recomm. dos./ use long.than 10 days. Paracet.: Max. 4000 mg/24 hrs x3 days, pre-exist.liv.dis., do not admin.in case of hepatit./recover.from any form of liv.dis., irrevers. kidn.damage with excess.use. Diphenhydr.HCl: Clos.angl.glauc., urin.retent., prostat.hyperplas., pyloroduod.obstruct. Caffeine: Pept.ulc.hyperacid. hist., some tol.& psych.depend. Driv./perform. complicat.tasks, lact.intol.

Interactions: Codeine: Delay.absorpt.of other meds., depress.eff.enhanc.by CNS depress. Paracet: Liv.toxic.risk incr.with concon.meds. induc. hepat.enzym., metoclopram.acceler. absorpt., plasma conc.alt.with probenec. Diphenhydram.HCl: CNS depress.enhanc.sedat. effs., MAOI enhanc.antimuscar.effs., addit. antimuscar. eff.with atrop.&TCA’s.
 XE "Lenapain" LENAPAIN, (Aspen Pharmacare: Consum) Pharmacare [P/S] 
Doxylamine succin.5 mg, cod.phosph.10 mg, caff. anhydr.30 mg, paracet.450 mg.

Indications: Mild to mod.pain assoc.with tens.

(S2) TABS, Q/2.9/0301

860808-025: 18, R21,63
860808-026: 36, R43,25
Dosage: Adults: 1-2 tabs 4-6 hrly as necess.not exceed. 8 tabs/day. Dos.reduct.in ren.funct. impairm.

Contraindications: Sev.liv.funct.impairm., ac. intermitt.porphyr., asthma/resp.depress.esp.in pres. of cyanos./excess. bronch.secret., rais IC-press., HF second.to chron.lung dis., card.dis.hist., epilep., convuls.states, MAOI, ac.alcohol., pregn.& lactat.

Side effects: Bld.dyscras., psych.disords., CNS effs., sedat., inco-ordinat., paradox.CNS stimulat., allerg. react./other meds.cross-sens., epilept.seiz. in pts.with cerebr.cortex foc.les., headache, blurr. vis., tinnit., hypotens., antimuscar.effs.incl.chest tightn./diffic.micturit./dysur., GI disturbs.incl. bleed., musc.weakn., histam.-releas.eff.incl.flush./ skin reacts., abuse, vertigo, mios., card./vasc./ psych. disords., bil./uret.spasm,antidiuret.eff., hypotherm., dizzin., pancreatit., hepatit., ren.colic/ fail., sterile pyur.
Warnings and special precautions: Asthmat., elderly, clos.angle glauc., urin.retent., liv.impairm., prostat. hypertrophy, pyloroduod.obstruct., CF, CV dis., hypertens., oed., depend./addict.potent., exceed. prescrib.dos., may mask warn.sympts.of ototox., do not use for long.than 10 days without med.advice
Drug interactions: Depress.eff.enhanc.by CNS depress.& alcoh., MAOI enhanc.antimuscar.effs.& addit. effs.of other antimsucar.agents, delay. absorpt. of other meds.

 XE "Lenaspasm" LENASPASM, Aspen Pharmacare [P/S] 

Orphenadrine citr. 35 mg, paracet.450 mg

Indications: Treatm. of gen.mild to mod. pain.&/or fev., relief of musc.spasm assoc. with ac.painful musc. skelet. condits.

(S2) TABS, 49/2.9/0441
3006315-001: 24, R36,52
3006315-002: 48, R73,10
Dosage: 2 tabs 3-4xdly. Do not exceed recomm.dose. Not recomm.for childr.<18. Do not use contin.>10 days without consult.dr.

Contraindications: Sev.liv. funct.impairm., prostat. enlargem./obstruct.of bladd. neck, cardio-spasm., paralyt.ileus, pylor./ duoden. obstruct., stenos. pept. ulcer/ pyloric stenos., glauc., porphyr., MG, high ambient temp. 

Side effects: Paracet.: Less freq.: Pancreatit., TEN, SJS, ac.gen. exanthemat.pustulos., fixed drug erupt. Freq.unknown.: Bld.dyscras. incl. thrombocyt./ agranulocyt./ neutropen./ pancytopen./ leukopen., hypersens., anaphyl. shock, angioed. Orphenadine: Freq. unknown: Aplast.anaem., hypersens., thirst, insomn., mental confus., drowzin., hallucinat., agitat., stagger., light-head., giddin., trem., dizzin., headache, pupil dilat., accomodat. loss, photophob., incr. IOP, blurr.vis., incr. IO tens., trans.bradycard. follow.by tachycard./ palpitat.& dysrhythm., flush., syncope, reduc.bronch.secret.with mucus plugs, dry mouth with diffic. swallow., red.tone & motil.of GI tract result. constipat., N&V, retrostern.pain due to gastric reflux, gastric irritat., dry skin, prurit., urticar.& othr.dermatos., desire but inability to urinate, urin. hesit./-retent., weakn., people with Down’s syndr.incr.succeptibil. to antichol eff.& those with albunism poss.resist.
Special warnings and precautions: Contains paracet.-poss.fatal in overdose, pts.with liv.dis., elderly, tachycard.condit. eg. hyperthyroid./ card. decompensat./ card.insuffic./ fail./ card.surg., urin.reten., kidn.dis., abuse for supposed euphor.eff., safety in pregn.& lactat.not est.
Interactions: Incr.CNS depress.with alcoh./ CNS depress., parac.toxic.risk incr.by concom. enzyme induc.agent eg. alcoh./ anticonvuls., cholestiramine red.absorp.of paracet., effs. enhanc.by other meds.with anticholin.propert. eg. amantadine/ some antihist./ butyrophenone/ phenothiazine antipsychotics/ TCAs, MAOI enhan.eff., GI eff.of cisapride/ domperidone/ metoclopramide antagon., paracet.absorp.rate incr.by metoclopramide & domperidone, paracet. absorp. decr.by meds decr.gastic emptying/ propantheline/ antidepress. with anticholinerg. eff./ narcotic analges., paracet. may incr.chloramphenic. concentr., caut.with concom. bupropion., prolong.reg.use of paracet.enhance anticoag.eff.of warfarin & incr.bleed.risk, chlorpromazine concentr.decr., parasympathomimet. counteract eff., absorpt.of other meds poss.affect
 XE "Lotem" LOTEM, AI Pharm Ltd [P/S]

Ibuprofen 200 mg, paracet. 250 mg/10 ml.

Indications: Mild to mod.pain & fev.

(S2) SUSP. 30/2.8/0391.

824496-019: 100 ml, R82,72
Dosage: Adults & childr.over 12 yrs: 5-10 ml 4 hrly. Max.30 ml/24 hrs. Childr: Admin. 3-4xdly. 2-5 yrs: 2,5-5 ml. 6-12 yrs: 5-10 ml. Do not exceed recomm.dos.

Contraindications: Imp.hepat./ren.funct., pept. ulcerat./hist.thereof, CV dis., aspir.sensitiv., pregn., lactat., childr.und.2 yrs., safety of contin. admin.long.than 4 wks.not est.

Side effects: GI disturbs., pept.ulcerat., GI bleed., CNS eff., hypersens.reacts.incl. hepatotoxic. & asept.meningit., pancreatit., fev., mucos.les., vis.disturbs., bld.dyscras., nephrotoxic., fluid retent.

Special precautions: NSAID cross-sens., bleed. disords., CV dis., pept.ulcer./hist thereof, elderly, asthma, bronchosp., liv./ren.fail., concom.coumar. anticoags., cirrhos., diuret.-induc.vol.deplet., collagen dis., discont.in case of vis disturbs.

 XE "Mybulen" MYBULEN, (AspenPharmacare: Consumer) Pharmacare [P/S] 
Ibuprofen 200 mg, paracet.350 mg, cod.phos. 10 mg.

Indications: Mild to mod.pain/fev.of inflamm. orig. for max.treatm.per.of 5 days.

(S2) TABS, 30/2.8/0138

879290-005: 30, R81,07
Dosage: Not recomm.for childr.12 yrs.& young.

Adults over 12 yrs: 1-2 tabs 6 hrly.if necess. Do not exceed.6 tabs/24hr.per.

Dosage: Not recomm.for childr.und.12 yrs.

Adults: 1-2 caps 4 hrly. Max.6 caps/24 hrs.for max.5 days.

(S2) SUSP, A39/2.8/0237

Ibuprofen 200 mg, paracet.250 mg, cod.phos. 10 mg/10 ml

Indications: Mild to mod.pain/fev.of inflamm. origin for max.treatm.per.of 5 days.

705245-001: 100 ml, R83,90
Dosage: Adults & childr.> 12 yrs: 10-20 ml 4 hrly. Do not exceed 60 ml/24 hrs. Childr: 3-5 yrs: 2,5-5 ml 3-4xdly not exceed.1 ml/kg bm/24 hrs, max.20 ml. 6-12 yrs: 5-10 ml 3-4 xdly.not exceed. 1 ml/kg bm/24 hrs, max.40 ml. Admin.low.dos.for short.per.in all presentat.

Contraindications: Ac.resp.depress., MAOI, diarrh. assoc.with pseudomembr.colit., sev.imp. hepat.funct., pept.ulc.dis./GI bleed., aspir./other NSAID hypersens., uncontr.asthma/bronchosp., nasal polyps assoc.with aspir.-induc.bronchosp., bleed. disords., safety & effic.in pregn.& lactat.not est.
Susp.also: sorbit.intol., Tabs also: C/I: ren.funct.impairm., HF, GI perforat./ulcer./bleed. hist.relat.to prev.NSAIDs, act./hist.of recurr.PUB, ac.alcoh./asthma, head injur./rais.IC-press., heart dis. second.to chron. lung dis.

Side effects: Bld. dyscras., hypersens.reacts., psych. disords., CNS effs., dizzin., headache, vis./ ocul.disturbs., tinnit., CV effs.incl.precipitat.of HF in comprom.pts., abnorm.liv.funct.tests, GI disords./ bleed., colit.exacerbat., Chron’s dis., skin reacts. incl.Stev.Johns.syndr./tox.epiderm. necrolys., photosens., vertigo, rais.IC press., drowsin., sedat., resp.depress., sweat., fac.flush., hypotherm., bil./ureter.spasm, pupil.chang., fluid retent., oed., diffic.micturit., ren.funct.impairm., convuls., hepatit., alveolit., pulm.eosinophil., pancreatit., ren./urin.disords.incl.ren.colic./fail., card. disords., antidiuret.eff.

Warnings and special precautions: OD/susp. OD even if pt.asymptomat., depend.with prolong use of high dos., clinic.course poss.obscur.in ac. abdom. condits., decr.resp.drive/incr.airway resist. poss. dur.ac.asthma attack/resp.impairm., card. dysrhythm. induc./exacerbat., convuls./hist.therof, alcohol./drug abuse, incr.liv.toxic.risk, avoid alcoh., gallbladd.dis./gallston., recent GI surg., rais.IC press./IC les., clinic course of head inj.poss. obscur., liv./ren.funct.impairm., exceed.recomm. dos. poss.cause sev.liv.damage/incr.adverse eff. with prolong.use /high dos., poss.ren.fail.esp.in pre-exist. ren.impairm., incr.resp.depress.risk/ prolong. CNS depress.in hypothyroid., adrenocort. insuff., incr.tox.megacolon risk in inflamm./ obstruct. bowel disords., prostat.hypertrophy/ obstruct./ urethr.strict./rec.UT surg., elderly/ debilit., worsen.infect.sympt.poss.mask., condit. predispos. to/exacerb.by fluid retent.incl. comprom. card. funct./congest.heart dis./oed./ hypertens., inflamm./ulcer.upp./low.GI tract dis., convuls./ card.dysrhythm./asthma/anaem. exacerbat., poss.cross-sens., incr.bleed.risk in bleed. disords., alert.dr.in case of medicat.for pain incl. arthrit.pain & persist.long.than 5 days if medicat. for fev.& persist.long.than 3 days/condit. deterior./ new sympt.devel., diabet., surg., coumarin anticoags., methotrex.toxic.risk, concom. digoxin/ Li, haemorrh.disords., discont.ther.in case of GI bleed./ulcer./skin reacts./hypersens.S&S, GI dis. hist., myasth.grav., susp.cont.sorbitol & sweetn.
Drug interactions: Poss.sev./fatal reacts.with MAOI, depress.eff.enhanc.by CNS depress./ alcoh., poss.sev.constipat.risk with anticholinerg., incr.constipat./CNS depress.risk with anti-diarrh., incr.hypotens.eff.with anti-hypertens., incr. hepatotoxic. risk with hepatotox.meds./enzym. induc., decr.paracet.eff.with enzym.induc., acceler. paracet. absorpt.with metoclopramide, paracet. excret.aff./alter.plasma conc.with probenecid, reduc. paracet.absorpt.if giv.with.1 hr of cholestyramine, anticoags.effs.enhanc./GI ulcer.or bleed., incr.GI bleed.& ulcer.risk with alcoh./

corticoster/ clopidogrel/ticlopidine/ bisphosphonat./ oxpentifyll., bone marr.depress. leucopen.& thrombocytopen.effs.incr., incr. hypoglycaem. eff.with anti-diab., incr.ser.digox. conc., incr.Li steady-state conc., reduc./revers. antihypertens./ diurets.eff., incr.S/E if two or more NSAIDs giv.concom., incr.GI bleed.risk with anti-platel. agents/SSRI, plasma conc.of methotrexate/lithium & card.glycosid.incr., nephrotox.risk incr.with ACE-inhibit./ cyclospor./tacrolim./diuret., ACE inhibit./ K+-spar.diuret.incr.hyperkalaem.risk, anti-hypertens. eff.of ACE-inhibit./ß-block.& diuret. reduc., poss.convuls.with quinolon., effs.of phenytoin & sulphonylurea enhanc., NSAID’s eff. enhanc. with moclobemide, zidovudine incr. haematoxic.risk.

See also MDR page 112-114.
 XE "Mypaid" MYPAID, AI Pharm Ltd [P/S] 
Ibuprofen 200 mg, paracet. 250 mg.

Indications: Headache of musculo-skelet.origin., fev., musc., menstr.& dent.pain.

(S2) CAPS. 27/2.8/0289.

810177-005: 30, R50,76
810177-013: 60, R101,52
Dosage: Take with food.

Adults & childr.over 12 yrs: 2 caps. 4 hrly. Max. 6 caps/24 hrs.

Contraindications: Pregn.& lactat., asthma, bronchosp., bleed.disords., CV dis., act.pept.ulc./ hist. thereof., ren.fail., coumar.anti-coags., sev.liv. /ren.funct.impairm., aspir.sens., childr.und.12 yrs.

Side effects: GI disturbs., pept.ulc., GI bleed., CNS/CV effs., skin rash, prurit., tinnit., oed., vis. disturbs., hypersens.reacts., imp.ren.funct., polyur., interstit.nephrit., nephrot.syndr., ac.ren.fail., bld. dyscras., change in hear., hepatit., pancreatit., incr. incid.of microb.infect., delay.heal., gingiv.bleed., poss. precipitat.of HF in comprom.pts., hypoglycaem., metabol.acidos., irrit./ulcerat.of oral mucosa, platelet aggregat.inhibit.prolong.bleed. time.

Warnings and special precautions: Liv./kidn. dis., oed potent.poss.precipitat.HF in comprom., NSAID cross-sens., elderly, surg., anaem., asthma, comprom. card.funct., pre-exist.oed., condits. predispos.to GI toxic., haemophil/other bleed. prob., stomat., SLE, alcoh./corticoster& K supplem. & other NSAID’s incr.GI side-eff.risk, concom.anticoags., diabet.

Drug interactions: Hypoglycaem.effs.of oral antidiabet/insul.incr., effs.of antihypertens./ diuret. reduc./revers., leucopen./thrombocytopen. effs.of bone marrow depress.incr., digox.plasma conc.incr., cefamandole, celoperazone/cefatelan/ plicamycin/valproic acid have addit.interferenc. with platel.funct., plasma conc.of cyclospor.incr., Li conc.incr., methotrex.plasma conc.incr.

 XE "Mypaid Forte" MYPAID FORTE, AI Pharm Ltd [P/S]

Ibuprofen 400 mg, paracet. 325 mg.

Indications: Mild to mod.pain of inflammat./non-inflammat.origin with/-out fever

(S3) FORTE TABS, 31/2.8/0531

891908-005: 30, R107,79
891908-013: 100, R359,16
Dosage: Adults & childr.over 12 yrs: 2 tabs. 4 hrly when necess. Max.6 tabs./24 hrs.

Contraindications: Pregn.& lactat., asthma, bronchosp., bleed.disords., CV dis., act.pept.ulc./ hist. thereof., ren.fail., coumar.anti-coags., sev.liv. /ren.funct.impairm., aspir.sens., childr.und.12 yrs.

Side effects: GI disturbs., pept.ulc., GI bleed., CNS/CV effs., skin rash, prurit., tinnit., oed., vis. disturbs., hypersens.reacts., imp.ren.funct., polyur., interstit.nephrit., nephrot.syndr., ac.ren.fail., bld. dyscras., change in hear., hepatit., pancreatit., incr. incid.of microb.infect., delay.heal., gingiv. bleed., poss.precipitat.of HF in comprom.pts., hypoglycaem., metabol.acidos., irrit./ulcerat.of oral mucosa, platelet aggregat.inhibit.prolong.bleed. time.

Special precautions: Liv./kidn.dis., NSAID cross-sens., elderly, surg., anaem., asthma, comprom. card.funct., pre-exist.oed., condits. predispos.to GI toxic., haemophil/other bleed. prob., stomat., SLE, alcoh./corticoster& K supplem. & other NSAID’s incr.GI side-eff.risk, concom. anticoags., diabet.

Drug interactions: Hypoglycaem.effs.of oral antidiabet/insul.incr., effs.of antihypertens./ diuret. reduc./revers., leucopen./thrombocytopen. effs.of bone marrow depress.incr., digox.plasma conc.incr., cefamandole, celoperazone/cefatelan/ plicamycin/valproic acid have addit.interferenc. with platel.funct., plasma conc.of cyclospor.incr., Li conc.incr., methotrex.plasma conc.incr.
 XE "Myprodol" MYPRODOL, AI Pharm Ltd [P/S]

Ibuprofen 200 mg, paracet. 250 mg, cod.phos. 10 mg.

Indications: Mild to mod.pain of inflamm.origin with/ without fev..

(S3) CAPS, [P/S] T/2.8/244.

745561-021: 10, R39,64
745561-004: 30, R118,88
745561-020: 100, R396,39
Dosage: Not recomm.for childr.und.12 yrs.

Adults: 1-2 caps 4 hrly. Max. 12 caps/24 hrs.

(S3) SUSP, [P/S] Y/2.8/119.

Ibuprofen 200 mg, paracet. 250 mg, cod.phosph. 10 mg/10 ml.

793744-008: 100 ml, R106,47
Dosage: Adults: 10-20 ml 4 hrly. Max. 120 ml/24 hrs. Childr. 3-5 yrs: 2,5-5 ml 3-4xdly. 6-12 yrs: 5-10 ml 3-4xdly.

Contraindications: Imp.hepat./ren.funct., pept. ulc.(incl.hist.), CV dis., resp.depress., aft.bil.tract ops., ac.alcoh., head injur.& condits.with rais.IC-press., dur.bronch.asthma attack, HF second.to chron. lung dis., aspir.sensit., MAOI

Side effects: Fluid retent.poss.precipitat.HF in comprom., pept.ulc., GI bleed.& disturbs., CNS effs., skin reacts., tinnit., oed., depress., vis. disturbs., hypersens.reacts., abnorm.LFT, imp.ren.& hepat.funct., bld.disords., revers. ren.fail., dry mouth, sweat., fac.flush., vertigo, CV effs., hypotherm., mood changes, mios., diffic.mictur., uret./ bil.spasm, raised IC-press., 

Warnings and special precautions: Coumarin anticoag., depend., not recomm.in pregn./lactat., ren./ hepat.dis., hypothyroid., adrenocort.insuff., prostat. hypertrophy, shock, inflamm./obstruct. bowel disords., elderly & debilit.

Drug interactions: Depress.eff.of cod.enhanc.by CNS depress.

 XE "Norflex Co" NORFLEX CO, iNova [P/S] 
Orphenadrine citr. 35 mg, paracet. 450 mg

Indications: Skelet.musc.spasm, sympt.treatm. of mild to mod.pain.and/or fev.

(S2) TABS, B1098
747548-005: 24, R48,81
747548-021: 48, R97,65
747548-013: 120, R243,98
Dosage: 2 tabs 3-4xdly.

Contraindications: Prostat.enlargem., paralyt. ileus, pylor.stenos., clos.angle.glauc., narr.angle betw.iris & corn., high ambient temp., pregn., sev.liv. funct.impairm.

Side effects: Blurr.vis., dry mouth, pupil dilat., accomodat.loss, photophob., IOP, trans.bradycard. follow.by tachycard./palpitat.& arrhythm., inability to urinate, flush./dry skin, constip., vomit., giddin., stagger., gastric reflux, insomn., ment.confus.esp. elderly, reduc.bronch.secret., skin reacts., bld. dyscras.

Special precautions: Down's syndr., tachycard., urin.retent., myasth.grav., thyrotoxicos., card. insuffic./ fail., elderly men, risk of IOP raise great. in pts.>40 yrs., fev., condits.charact.by tachycard. eg thyrotoxicos./card.insuffic./-surg., do not use continuous.for more than 10 days, liv./kidn.dis., safety in pregn.not est.

Interactions: Anticholinerg.drug effs.enhanc.by other meds.with anticholin.propert.

 XE "Painagon" PAINAGON, Ranbaxy [P/S]

Promethaz.HCl 6,5 mg, cod.phos.5 mg, paracet. 120 mg/5 ml.
Indications: Mild to mod.pain assoc.with fev.

(S2) SYRUP, S/2.8/29.

752185-004: 100 ml, R18,40
Dosage: Admin. 3xdly.

2-5 yrs: 5 ml. 6-12 yrs: 5-10 ml.
Contraindications: Hypersens.to paracet./ opiates./ phenothiazines, dur.bronch.asthma attack, resp.depress., excess.bronch.secret., HF second. to chron.lung.dis., rais.IC press., ac. alcohol., childr.und.2 yrs., liv/kidn.damage

Side effects: GI disturbs., skin reacts., bld. disords., sev.liv.damage, resp.depress., bradycard., circulat.fail., hypoten., orthostat.hypoten., palpitat., deepen.coma, confus., drowsin., euphor., mood chang., restlessn., dizzin., sedat., flush., hypotherm., incr.IC press., miosis, dry mouth, musc. rigidity/weakn., sweat., urin.reten., ureter./bil.spasm, antidiuret.effs., bld.dycras., allerg. reacts., convuls./epileptif.seiz., epigastr.pain., extrapyramid.effs., headache, inco-ordinat., insomn., skelet.musc.weakn., lassit., nervousn., photosens., tachycard., tinnit., trem., angioed.

Special precautions:, Abnorm.skin pigmentat./ eye chang., MAOI’s,  depend.& addict.potent., poss. liv.damage with dos.exceed.recomm.dos., adrenocortic.insuff., obstruct.bowel.disords., debility, hypothyroid., liv./ren.impairm., myasthen. grav., shock, CV.dis., glauc., urin.retent., poss.results of skin allerg.test posit.supress.
Drug interactions: Anticholinerg.agents eff. enhanc., depress.eff.aggrav.by alcohol & CNS depress., MAOI enhanc.anticholinerg.eff., damage by ototoxic.agent poss.mask., activ.of other meds. affect.by delay.absorpt.

 XE "Painamol Plus" PAINAMOL PLUS, Ranbaxy [P/S]

Paracet. 500 mg, cod.phos. 8 mg.
Indications: Mild to mod.pain and fever.

(S2) TABS. P/2.8/311.

707910-021: 1 000, R493,94
Dosage: Adults: 1-2 tabs. 4-6 hrly. Max: 8 tabs/ 24 hrs. Childr.over 12 yrs: 1 tab. 4-6 hrly. 6-12  yrs: ½-1 tab. 6 hrly.

Contraindications: Resp.depress., ac.alcoh., head injur., bronch.asthma attack, HF second.to lung dis.

Side effects: Revers.skin rash/bld.disords., N&V, constip., drowsin., confus., dry mouth, sweat., fac.flush., vertigo, bradycard., palpits., orthostat. hypotens., hypotherm., restlessn., mood chang., miosis, diffic.micturit., raised IC-press.

Special precautions: Hypothyroid., adrencort. insuff., imp.liv./ren.funct., prostat.hypertrophy., shock, inflamm.or obstruct.bowel disords., MAOI, floppy inft.syndr.(dur.labour), poss.depend.with prolong.use., myasthen.grav.

Drug interactions: Cod.depress.eff.enhanc.by CNS depress., alcoh.

 XE "Paincodein" PAINCODEIN, Innovata Pharma [P/S]

Paracet. 500 mg, cod.phos. 8 mg.
Indications: Mild to mod.pain & fev.

(S1) TABS. Y/2.8/306

895030-009: 1 000, R432,11

Dosage: Do not exceed recomm dos. Adults: 1-2 tabs 4-6 hrly. Max.8 tabs/day.

Childr: over 12 yrs: 1 tab.4-6 hrly. 6-12 yrs: ½-1 tab.6 hrly.

Contraindications: Resp.depress.esp.in pres.of cyanos. & excess.bronch.secret.dur. bronch. asthma attack, HF second.to lung dis., post bil. tract ops., ac.alcohol., head injur.& condits.where IC-press. rais.

Side effects: Revers.skin rash/bld.disords., N&V, constipat., drowsin., confus., dry mouth, sweat., fac. flush., vertigo, bradycard., palpitat., orthostat. hypotens., hypotherm., restlessn., mood chang., mios., diffic.micturit., uret./bil.spasm, rais.IC press., prurit., urticar.
Warnings and special precautions: Not for use in childr.und.6 yrs., not to use contin. more than 10 days, sev.liv.damage if admin.in excess of recomm.dos., imp. ren./ liv.funct., diffic.micturit., ureter./bil.sp., hypothyroid., adrenocort.insuff., myasth. grav., prostat.hypertrophy, shock, inflamm./ obstruct.bowel dis., elderly & debilit., depend. with high dos., poss.resp.depress.in newborn if admin.dur.labour,

Interactions: Depress.effs.enhanc.by CNS depress. & alcoh., extreme caut.with concom. MAOIs/within 14 days.of stop.treatm.

 XE "Painogesic Co" PAINOGESIC CO 37,5/325, Innovata Pharma [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to moderat.-sev.pain in adults

(S5) TABS, 48/2.9/0774
3005997-001, 60, R83,93
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly.as need. Max.8 tabs./day.

Contraindications: Other opioid hypersens., sev.liv.funct.impairm., ac.alcoh./ hypnot./centr.act. analges./ opioids/psychotr.meds.intoxic., MAOI/ within 2 wks of their withdr., narcot. withdr. treatm., resp. depress.esp.with cyanos./excess.bronch.secret., incr. IC press./CNS depress.due to head inj./ cerebr.dis., uncontr.epilep., safety in pregn.& lactat.not est.

Side effects: Freq.: Dizzin., headache, somnol., trembl., abdom.pain, constip., diarrh., dry mouth, dyspeps., flatul., N&V, anorex., anx., alter.mood, confus.state, euphor.mood, nervousn., sleep disord., albuminur., hyperhidros., prurit. Less freq.: Anaem., aggrav.hypertens., dysrhythm., hot flush., hypertens., hypotens., palpitat., tachycard., amnes., atax., convuls., invol.musc.contract., paraesthes., speech disord., syncope, tinnit. blurr.vis., miosis, mydrias., asthen., chest pain, chills, decr. weight, fatig., dysphag., melaena, incr.transaminas., delirium, depersonalisat., depress., drug depend./-abuse, hallucinat., impoten., nightmare, micturit. disord., oligur., dyspn., dermal.reacts., albuminur.Freq.unknown: Hypoglycaem. 
Special warnings and precautions: Do not exc.max dose of 8 tabs./day & do not use concorr.paracet./tramadol cont.products, excess doses may cause severe liv.damage, opioid depend./ red.lvl.consciousn.of uncert.origin./ resp.funct.disord./ incr.IC press., seiz.risk incr.with exceed.max dose/ concom TCA’s/ tricycl.comp.eg. promethazine/ SSRIs/ MOAI & neurolept.,also with epilep./ hist.or risk of seiz.eg. drug & alcoh.withdr./ IC infect./ head trauma/ metabol.disord.& naloxone admin.with tramadol overd., cerebral convuls., CYP2D6 ultra-rapid metabolisers-incr.active metabol.& incr.resp.depress.risk, depend.& toler.pot.with long-term use, withdr.grad., disc.if skin rash/ othr.hypersens.reacts., not with alcohol, intens.& prolong CNS eff.of concom.CNS depress., impair.ren.funct, pts.prone to convuls.disord., shock, elderly/ pts at risk of hypernatrem., incr.risk of central sleep apnoea.
Interactions: Risk of serotenerg.syndr.with MAOI, alcoh.incr.sedativ.eff., concom.buprenorphine/ nalbuphine/ pentazocine decr.analg.eff., poss.convuls.with SSRIs/ SNRIs/ TCAs & seiz.thresh.lower.meds.eg.bupropion/ mirtazepine/ tetrahydrocannabinol, serotonin toxic.with SSRIs/ SNRIs/MAOI/ TCAs & mirtazepine, othr opioid deriv.incl.antituss.&substitut.treatm.incr.resp depress.risk, incr.central depress.with CNS depress./ opioid derivat./ anxiolytics/ sedativ.eg.benzo’s/ hypnotics/ sed.antihistam./ neurolept./ centr.act.antihypertens./ thalidomide & baclofen., monit.warfar.-like compounds for incr.INR, diflunisal incr.paracetam.plasma lvl., carbamazepine decr.conc., inhib. metabol. with concom.CYP2D6 inhibits.such as fluoxet./ paroxet./ quinidine/ amitriptyl., ondansetr.incr.tramadol requirem.in post-op.pain.
 XE "Panado Plus" PANADO PLUS, AI Pharm Ltd [P/S] 
Ibuprofen 200 mg, paracet. 250 mg.
Indications: Headache of musculo-skelet. origin., fev., musc./menstr.& dent.pain.

(S2) CAPS. 35/2.8/0070

716543-001: 20, R47,72
Dosage: Do not exceed recomm.dos. Use low.effect.dos.for short.durat. Take with food. Ma.treatm.per.10 days.
Adults & childr.over 12 yrs: 2 caps. 4 hrly. Max. 6 caps/24 hrs.

Contraindications: Heart fail., GI perforat./ ulcerat. or bleed.hist.relat.to prev.NSAID’s, act. recurr.ulc./haemorrh./perforat.hist., asthma, bronchosp., bleed.disords., CV dis., pept.ulcerat./ ulcerat.hist., ren.fail., coumar.anti-coags., other NSAID/ aspir. hypersens.reacts., sev.liv.funct. impairm., aspirin hypersens., avoid NSAID use in women around 30 wks.gestat,/later pregn.

Side effects: Freq: Pept.ulc., GI bleed./perforat., N&V, diarrh., flatul., constipat., dyspeps., abdom. pain, melaena, haematemes., ulcerat.stomatit., colit.& Chrons.dis.exacerbat., gastrit. Less freq: Hepatotox., hepatit., liv.fail., thrombocytopen., leucopaen., pancytopaen., neutropaen., agranulocytos., Stev.Johns.syndr., tox.epiderm. necrolys., ac.generalis.exanthemat.pustulos., mild. rashes, other hypersens.reacts. Freq.unknown: Oed., hypertens., CF, bullous reacts.incl.Stev. John. & tox.epiderm.necrolys., skin rash, prurit., headache, dizzin., nervousn., drowsin., insomn., asept.meningit., vertigo, tinnit., depress., blurr.vis, other ocul.reacts., sensitiv.reacts., fev., angioed., bronchosp, LFT abnormalit., imp.ren.funct., ac. revers. ren.fail., incr.ser.creatin.conc., nephrot. syndr., cystit., haematur., interstit.nephrit., agranulocytos., anaem., neutropaen., eosinophil., thrombocytopen., revers.platel.aggregat.inhibit., pancreatit.
Warnings and special precautions: Paracet. poss.fatal in overdos., sev.liv.damage with excess. dos., premat.foet.duct.clos. & persist.newborn pulm.hypertens.with reg.NSAID use dur.pregn.3rd trimest., labour onset delay.& durat.incr., med. supervis. in kidn.& liv.dis., consult Dr if used contin. >10 days, hypertens./HF, incr.advers.react. freq.partic.GI perforat./ulcerat./bleed.in elderly, incr.GI advers.reacts. with incr.dos.& ulc.hist., discont. if GI bleed./ulcerat.occurs, GI dis.hist., discont. at 1st sign of skin rash/mucos.les./other hypersens., may mask sympt.of infect., limit.use dur.20-30 wks.of pregn.due to foet.toxic.risks, NSAID/ aspir.to be avoid x8-12 days aft. mifepristone admin., not recomm.in pregn./breast feed.women, eval.S/E’s bef.driv./perform. complicat. tasks.
Interactions: Effs.of anticoags.enhanc., Li/ methotrex./card.glycos.plasma conc.incr., nephrotox. risk incr.with ACE inhibit./ciclospor./ tacrolimus or diuret., ren.funct.effs.reduc.drug excret., incr.hyperkalaem.risk with ACE inhibit.& K+-spar. diuret., effs.of some antihypertens. reduc., convuls.with quinolones, effs.of phenytoin & sulphonylurea antidiab.enhanc., NSAID eff.poss enhanc. by moclobemide., incr.S/E with two or more concom.NSAIDs, GI bleed.& ulcerat.risk incr. with corticoster./alcoh./bisphosphonat.or oxypentifyll., incr.haemotoxic.risk with zidovudine, mifepristone effic.poss.alter, antiplatel.meds. & SSRI’s incr.GI bleed.risk.
 XE "Panrex" PANREX 37,5/325, Oethmaan Biosims [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracetamol 325 mg

Indications: Mod.to mod.-sev.pain in adults.

(S5) TABS, 48/2.9/0447

3005380-001: 60, R172,17
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly.as need. Max.8 tabs./day.Do not break/ chew.

Contraindications: Other opioid hypersens., sev.liv.funct.impairm., ac.alcoh./ hypnot./ centr.act. analges./ opioids/psychotr.intoxic., MAOI or within 2wks of withdr., narcot. withdr. treatm., cyanos./ excess.bronch.secret./ any resp. depress., incr. ICP/ CNS depress.due to head inj./ cerebr.dis., uncontrol.epilep.,safety in pregn.& lactat.not est.

Side effects: Freq: Confus.state, alter.mood, anx., nervousn., euphor.mood, sleep disords., anorex., dizzin., somnol., headache, trembl., N&V, constipat., dry mouth, diarrh., abdom.pain, dyspeps., flatul., hyperhidros., prurit. Less freq.: Depress., hallucinat., depersonalis., nightmare, delir., drug depend./abuse, impoten., invol.muscul.contract., paraesthes., amnes., atax., convuls., syncope, speech dis., blurr.vis., miosis, mydrias., tinnit., anaem., palpitat., tachycard., dysrhythm., dysphag., melaena, chills, chest pain, asthen., fatig., decr.weight, incr.transamin., albuminur., micturit.dis., oligur., dyspn., dermal reacts., hypertens./aggrav.-, hot flush, hypotens. Freq.unknown: Hypoglycaem.
Special warnings and precautions: Do not exceed 8 tabs/day incl.othr.paracetamol/tramadol prod., liv./kidn.dis., opiod depend., reduc.lev.of consciousn.of uncert. origin, resp.disords., incr.ICP, seiz.risk enhanc.in pts.receiv.high.than recomm. dos./concom.TCA’s/other tricycl. compds., epilep.hist., seiz.hist.,condits.recognis.as seiz.risks., CYP2D6 ultra-metabol.higher serum lvl., depend.potent.&toleran., opioid depend., grad.withdr., serious skin reacts.eg. AGEP/ SJS/ TEN, impair.ren.funct., pts prone to convuls.disord.,- in shock, monit.S&S of hyponatraem.for pts with risk fact., sleep relat.breath.disord., 
Interactions: Avoid comcom.alcoh., carbamazepine decr.conc., decr.analg.eff. with concom.opioid agon.-antagon.(eg. buprenorphine/ nalbuphine/ pentazocine), tramadol may induce convuls.& incr.pot.for SSRIs/ SNRIs/ TCAs/ antipsychotics/ seiz.low.meds (eg. bupropion, mirtazapine, tetrahydrocannabinol) to cause convuls., pos.serotonin toxic.with serotonerg.meds. eg.SSRIs/ SNRIs/ MAOI/ TCAs & mirtazapine, othr.opioid derivat.incl.antituss.incr.risk resp.depress., incr.CNS depress.with CNS depressants (eg. anxiolyt./ hypnot./ sedativ./ antidepress./ sed.antihistam./ neurolept./ centr.act.antihypertens./ thalidomide/ baclofen), sedat.meds.eg.benzo’s incr.risk of sedat./resp.depress./ coma & death, reports of incr.INR, rare reports of digox.toxic., incr.paracet.plasma lev.with diflunisal, inhib. metabol. with concom.CYP2D6 inhibits (eg.fluoxetine/ paroxetine/ quinidine/ amitriptyl.), ondansetron incr.tramadol req.in post-op.pain.
 XE "Parafizz Co" PARAFIZZ CO, Cipla-Medpro [P/S]

Paracet. 500 mg, cod.phos.8 mg.
Indications: Mild to mod.pain and fever.

(S2) EFFERVESC.TABS. 35/2.8/0023

897124-006: 20, R46,20
Dosage: Dissolv. in half a glass of water. 
Adults: 1-2 tabs. 4-6 hrly. Max: 8 tabs/ 24 hrs. Childr.over 12 yrs: 1 tab. 4-6 hrly. 6-12  yrs: 1 tab. 6 hrly. Max: 4 tabs./24 hrs.

Contraindications: Resp.depress., ac.asthma, head injur., depend.hist.incl.ac.alcoh., comat.pts., convuls.disords., rais.IC press., sev.liv.impairm., bil.tract obstruct., HF second.to lung dis., childr. und.6 yrs., safety not est.in pregn.& lactat., MAOI’s, phenylketonur.

Side effects: Sev.liv.damage, allerg.reacts. incl.laryng.oed./resp.depress., atelectas., hypotherm., sweat., drowsin., confus., restlessn., mood chang., psych.effs., convuls., uncontr.musc. movem., headache, CNS effs., deepen.coma, rais. IC-press., vis.disturbs., miosis, vertigo, tinnit., bradycard., palpitat., orthostat.hypotens.with circulat. fail., incr.BP, GI disturbs., dry mouth, bil. spasm, hepatoxic., skin reacts., fev., mucos. les., antidiuret. eff., ureter.spasm, urin.retent., diffic. micturit., bld.dyscras., weakn., fac.flush., pancreatit., hepatit., ren.fail.

Special precautions: Hypothyroid., adrencort. insuff., myasthen.grav., shock, imp.liv./ren.funct., prostat.hyperplas., inflamm.or obstruct.bowel disords., poss.resp.depress.in infts.in case of  matern.admin.dur.labour, poss.depend./addict. with prolong.use., no other paracet.contain.prod. concom., contin.use long.than 10 days.

Drug interactions: Cod.depress.eff.enhanc.by CNS depress.incl.alcoh., incr.constipat.with anti-diarrh.agents, incr.constip./urin.retent.risk with anticholinerg., poss.delay.anti-arrythm.eff.of mexiletine with codeine, GI effs.of metoclopramide & domperidone poss.antagonis.by cod., poss.incr. half-life of chloramphenicol., paracet.eff.potent. with metoclopramide & domperidone, poss.reduc. paracet.absorpt.with cholestyramine, poss.enhanc. anticoag.eff.of warfar./other coumarins with prolong./ reg.paracet.use, poss.incr.paracet. hepatoxic.with alcoh./barbits./anticonvuls./TCA’s.
 XE "Partracet" PARTRACET, Aurogen [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to mod.-sev.pain in adults

(S5) TABS, 47/2.9/1323

3006438-001, 60, R142,32
Dosage: Recomm.dos.not to be exceed. Dos.titrat.over sev.days poss.benefic. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly.as need. Max.8 tabs./day.

Contraindications: Other opioid hypersens., sev. liv.funct.impairm., ac.alcoh./ hypnot./ centr.act. analges./ opioids/ psychotrop.meds.intoxic., MAOI/ within 2 wks of their withdr., narcot.withdr. treatm., resp.depress.esp.with cyanos./ excess. bronch.secret., incr. IC press./ CNS depress.due to head inj./ cerebr.dis., uncontr.epilep.,

Side effects: Freq: Confus.state, alt.mood, anx., nervousn., euphor.mood, sleep disords., anorex., dizzin., headache, somnol., trembl., N&V, constip., dry mouth, diarrh., abdom.pain, dyspeps., flatul., hyperhidros., prurit. Less freq: Depress., hallucinat., depersonalisat., nightmares, delirium, drug depend./-abuse, impot., invol.musc.contract., paraesthes., amnes., atax., convuls., speech disords., syncope, blurr.vis., miosis, mydrias., tinnit., anaem., palpitat., tachycard., dysrhythm., dysphag., melaena, chills, chest pain, asthen., fatig., decr.weight, incr.transaminas., albuminur., micturit. disords., oligur., dyspn., dermal.reacts., hypertens., aggrav.hypertens., hot flush., hypotens. Freq.unknown: Hypoglycaem. Known reacts. which cannot be excl: Postur.hypotens., bradycard., collapse, warfar.eff.alterat., allerg.reacts.with resp.sympts.& anaphylax., appetit.changes, motor weakn., resp.depress., cognit.& sensor.capacity changes, asthma worsen. although caus.relationship not est., drug withdr. syndr. sympts., hypersens.incl.skin rash, poss. hypoprothrombinaem.with warfar.-like cmpds., ser.skin reacts.
Special warnings and precautions: Not recomm. for pain that may be treat.with less. means, do not exceed.max dos of 8 tabs./day & do not use concurr.paracet./tramadol cont.products, excess dos. may cause severe liv.damage, opioid depend./ reduc.lev.consciousn.of uncert.origin./ resp. funct.disord./ incr.IC press., enhanc.seiz.risk with exceed.max dose/concom TCA’s/ tricycl. comp./ epilept.pts./seiz.hist.or risk eg.drug & alcoh. withdr./IC infect./ head trauma/metabol.disord.& naloxone admin.with tramadol overdos., cerebral convuls., CYP2D6 ultra-rapid metabolis.pts.incr. act metabol.& incr.resp.depress.risk, depend.& tol. potent.with long-term use, not recomm.in pts.with drug abuse tendency/drug depend.hist./ chron. opioid use, withdr.grad., discont.with skin rash/ other.hypersens.reacts., intens. & prolong CNS eff.of concom.CNS depress., imp.ren.funct, convuls. disord., shock, elderly/hyponatraem.risk, dos.depend.incr.risk of central sleep apnoea, monit. prothromb.time with warfar.-like cmpds., safety in pregn.& lactat.not est., cross.placenta, eval. effs.bef.driv./perform. complicat.tasks.

Interactions: Risk of serotenerg.syndr.with MAOI, alcoh.incr.sedat.eff., decr.plasma conc.with carbamazepine & other enzym.induc., opioid agon.-antagon.decr.analg.eff., poss.convuls.with SSRIs/ SNRIs/ TCAs & seiz.thresh.low.meds., poss. serotonin toxic.serotonerg.meds., other opioid deriv. incr.resp depress.risk, addit.CNS depress. effs. with other CNS depress., incr.INR with warfar.-like cmpds., digox.toxic.rarely report.post-market., diflunisal incr.paracet.plasma lev., concom. CYP2D6 inhibits.inhib.metabol., ondansetr. incr.tramadol post-op.pain.requirem.

 XE "Patram" PATRAM, Ranbaxy [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to mod.sev.pain in adults

(S5) TABS, 46/2.9/0449

723073-001: 60, R138,12
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly.as necess. Max. 8 tabs./day.

Contraindications: Opioid hypersens., sev.liv. funct.impairm., ac.alcoh./hypnot./centr.act. analges. /opioids/psychotrop.meds., MAOI, narcot. withdr.treatm., resp.depress.esp.in pres.of cyanos. / excess. bronch.secret., incr.intra-cran.press., CNS depress.due to head inj./cerebr.dis.

Side effects: Bld.dyscras., weight loss., hypoglycaem., psych.disords.incl.depersonalisat./ depress./ emot.labil./halluc.& impot., dizzin., somnol., headache, trem., atax., convuls., hyperton., migraine, invol.musc.contract., paraesthes., stupor, vertigo, abnorm./blurr.vis., tinnit., dysrhythm., palpitat., tachycard., syncope, hypertens., aggrav. hypertens.,hypotens., dyspn., GI disturbs., dry mouth, dysphag., malaen., tong. oed., liv.test abnorm., prurit., rash, incr.sweat., albuminur., micturit.disords, oliguria, urin.retent., asthen., fatig., hot flush., chest pain, rigors, syncope, withdr.syndr., allerg.reacts.incl. anaphylax./Stev.Johns. syndr./tox.epiderm. necrolys., cognit.dysfunct., suic.tendenc., hepatit.
Warnings and special precautions: Not recomm. for min.pain.treatable with less.means, liv./ kidn.dis., opioid depend., reduc.lev.of consciousn. of uncert.origin, resp.disords., excess. alcoh. use, epilep.hist., suscept.to seiz., seiz.risk enhanc.in dos.exceed.recomm.dos./concom. TCA’s/other tricycl.compds./select.seroton.re-uptake inhibit./MAOI & neurolept., hist.condits. recognis. as seiz.risks, monit.pts.with cerebr. convuls., tol./depend.potent., not recomm. in opioid depend.or use, drug depend.hist., suicid. behav., grad.withdr., concom.tramadol/paracet.-cont. prod./alcoh., imp.ren.funct., shock, ability to drive/ operate machin.poss.affect., monit. prothromb. times/incr. INR with concurr.warfar., safety dur.pregn.& lactat.not est., cross.placenta, pass. into breast milk.
Drug interactions: CNS effs.poss.enhanc.with concom.CNS depress., serotonerg.& noradrenerg. effs.of MAOI potent., carbamazepine decr. tramadol conc., metabol.inhib.by concom.CYP2D6 inhibits., incr.convuls.risk with meds reduc.seiz. threshold, resp.depress.risk incr.with other CNS depress., digox.toxic./warfarin eff.alter., concom. diflunisal incr.paracet.plasma lev., poss.seroton. syndr. with other serotonerg.agents,

 XE "Propain" PROPAIN, AI Pharm Ltd [P/S]

Paracet. 400 mg, cod.phos. 10 mg, diphenhydram. HCl 5 mg, caff.anhydr. 50 mg.
Indications: Pain, tens., musc.& joint stiffn., dysmenorrh, neuralg., toothache, dent.pain.

(S2) TABS, F/2.8/8.

757632-009: 18, R41,28
757632-034: 40, R91,74
Dosage: Adults & childr.over 12 yrs: 1-2tabs rep.4 hrly if necess. Max. 8 tabs/day.

Contraindications: Safety in pregn.not est., dur. bronch.asthma attack/HF second.to chron.lung dis., ac.alcohol., head inj.& rais.IC press., childr.und.12 yrs.

Side effects: Sev.liv.damage, depend., bld. dyscras., pancreatit., allerg.reacts., CNS effs., convuls., dry mouth, thicken.RT secret., tightn.of chest, blurr. vis., urin.diffic.& retent., GI effs., CV effs., skin reacts., jaund., tinnit., paraesthes., uret./ bil. spasm, antidiuret.eff., flush., hypotherm., mios., musc.rigid.

Special precautions: MAOI's, liv./kidn.dis., concom. drugs aff.liv., elderly, clos.angl.glauc., urin. retent., prostat.hypertrophy, obstruct.bowel disords., epileps., CV disords., warn.signs of damage caus.by ototox.drugs poss.mask., decr. resp. reserve,myasth.grav., shock, adrenocort. insuff., hypo-/hyperthyroid., pept.ulc.hist., hyperacid., uncontrol.seiz.disords.

Drug interactions: Depress.eff.enhanc.by CNS depress., MAOI's may enhanc.antimuscarin.effs.of diphenhydram.& have an antimuscarin.act.with atrop. & TCA's, other meds.affect.by delay. absorpt.

 XE "Pynmed Pain and Fever Syrup" PYNMED PAIN & FEVER, Cipla Medpro [P/S]

Paracet. 120 mg, cod.phosph. 5 mg, promethazine HCl 6,5 mg/5 ml.

Indications: Mild to mod.pain assoc.with fev.

(S2) SYRUP, X/2.8/299.

789984-008: 100 ml, R24,65
Dosage: Admin.3xdly.
Childr.2-5 yrs: 5 ml. 6-12 yrs: 5-10 ml.

Contraindications: Bronch.asthma attack, resp. depress., heart fail.second.to chron.lung. dis., liv./ kidn.damage, head injur., rais.IC-press., ac. alcohol., MAOI’s, childr.und.2 yrs., pregn.& lactat. as safety not est.

Side effects: Sev.liv.damage with excess. paracet. dos., bld.dyscras., hypersens.reacts., skin & subcutan.tiss.disords., antidiuret.eff., psych. disords., euphor., hallucinat., mood changes, restlessn., deep.coma, confus., drowsin., incr ICP, bradycard., palpitat., circulat.fail., miosis, CNS effs., extrapyramid.dysfunct., paradoxic.effs.in childr., hypotens., fac.flush., resp.depress., GI disturbs., dry mouth, bil./ureter.spasm, musc.rigid., urin.retent., diffic.micturit., hypotherm., blurr.vis., eye pigmentat., corn.& lens opacity., tinnit., tight chest., jaund.of obstruct.type, photosens., musc. weakn., hand weakn., low.temp., large dos. precipit. fits in epilept.

Special precautions: Paracet.poss.fatal in overdos., depend.& tol.with exceed.dos.& prolong. use, adrenocort.insuffic., hypothyroid., obstruct. bowel disords., imp.liv./ren.funct., myasth.grav., shock, prostat.hypertrophy, debilitat., period.exam. for abnorm.skin pigmentat. & eye changes, promethaz. consid.unsafe in porphyr., CV dis., glauc., urin.retent., poss.masks warn.signs of damage from ototox.agents., resp.depress. incl.fatal.report.in childr.und.2 yrs.

Drug interactions: Depress.eff.aggrav.by CNS depress., enhanc.anticholinerg.eff.of agents with anti-cholinerg.propert., MAOI enhanc. anticholinerg. eff., meds.metabol.in liv.poss. affect., activ.of other meds.affect.by delay. absorpt.

 XE "Pynstop" PYNSTOP, AI Pharm Ltd [P/S]

Paracet. 450 mg, cod.phos. 10 mg, caff. 45 mg, doxylamine succin. 5 mg.
Indications: Mild to mod.pain, pain assoc.with tens./fever.

(S2) TABS. C/2.8/233.

758493-038: 20, R38,48
758493-039: 40, R76,90
Dosage: Adults & childr.over 12 yrs: 1 or 2 tabs repeat.4 hrly.if necess. Max. 8 tabs/day.
Contraindications: Sev.liv.funct.impairm., resp. depress., bronch.asthma attack, HF second.to lung dis., rais.IC-press., ac. alcohol., bil.tract ops., safety in pregn.& lactat.not est., childr.und.12 yrs.

Side effects: Bld.disords., pancreatit., skin reacts., allerg.condits., CNS eff., GI disturbs., blurr. vis., tinnit., diffic.mictur., dry mouth, tight chest, tingl, heavin./weakn.of hands, tachycard., musc. twitch., large dos.may precipit.fits in epilept., sweat., fac.flush., bradycard., low BP, subnorm. temp.

Special precautions: Hepat./ren.dis., depend., glauc., prostat.hypertrophy, impair.thyroid funct., inflam./ obstruct.bowel disords., MAOI, pept. ulcerat.

Drug interactions: CNS depress.enhanc.the suppress.eff.of cod.

 XE "Spasmend" SPASMEND, AI Pharm Ltd [P/S]
Paracet. 500 mg, mephenesin 150 mg.
Indications: Generalis.pain assoc.with tens.

(S2) TABS. B1490.

765473-003: 24, R38,65
765473-012: 48, R77,30
Dosage: 1-2 tabs 4 hrly. Max.8 tabs./day
Contraindications: Imp.kidn./liv.funct., safety in pregn.& lactat.not est.

Side effects: Sens.reacts., skin rash/bld. disords., drowsin., lassit., anorex., N&V.

Special precautions: Imp.liv./kidn.funct.

Drug interactions: Effs.of barbits.& opioids enhanc.

 XE "Stilpane" STILPANE, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 

Paracet. 320 mg, cod.phos. 8 mg, caff. anhydr. 32 mg, meprobam.150 mg.
Indications: Mild to mod.pain assoc.with anx./ tens.

(S5) TABS, M/2.9/2.

766828-018: 100, R97,71
766828-026: 1 000, R977,06
Dosage: Short term use. Not more than 5 days.

Adults: 2 tabs 3-4xdly. Childr.und.12 yrs: not recomm.
(S5) CAPS, B624.

Paracet. 320 mg, meprobam.150 mg, cod.phos. 8 mg.

766798-003: 100, R219,12
Dosage: Short term use. Not more than 5 days.

Adults: 2 caps 3-4xdly. Childr.und.12 yrs: not recomm.
Contraindications: Sev.liv./kidn.complicat., epilep. hist., convuls., porphyr., obctruct.airway dis./pulm. insuff., resp.depress., aft.bil.tract ops., ac.alcohol., head inj. & condits.with rais.IC-press., bronch. asthma attack, HF second.to chron.lung dis., MAOI., pregn.& lactat., comatose pts., concom. MAOIs/within 14 days of discont. MAOI treatm.

Side effects: Paracetamol: Less freq.: Sensit.reacts.result.in revers.skin rash usually erythematous/ urticar. Freq.unknown: 
Neutropen., pancytopen., leucopen., thrombocytopen., agranulocytos., sens.reacts accompan.by med.fever & mucosal lesion. Codeiene phosphate: Freq.: Drowzin., constipat. Less freq.: Confus., euphor., mood changes, restlessn., mios., hallucinat.. sedat., dizzin., faintn., excitem., convuls., bradycard., palpitats., orthost.hypotens., fac. flush , dry mouth, N&V, prurit.,urticar., sweat., musc.rigid.follow.high dos., diff. micturit.. Freq.unknown: deepen. coma, vertigo, hypother., raised intracran.press., contact dermatit., nose itch., idiosyncrasy. Caffeine anhydr.: Freq.: Insomn., headache, anx., restlessn., N&V, abdom.pain. Less freq.: GI-bleed., Freq.unknown: Vertigo, palpitat., trem., hypotens. Meprobamate: Freq.: Drowsin., atax. Less freq.: weakn., headache, disturb.vis., excitem., dizzin., tachycard., card. dysrhythm., N&V, diarrh., skin rash., urticar., Freq.unknown: Eosinophilia, leucopen., thrombocytopen., agranulocytos., aplast.anaem.,paraesthes., hypotens., purpura, angio oed., bronchosp., anur., eryth. multiforme
Warnings and special precautions: Liv./kidn. dis., concom.meds.affect.liv., hypothyroid., adrenocort. insuff., asthma, prostat.hypertrophy, hypotens, shock, inflamm./obstruct.bowel disords., myasth.grav., elderly/debilitat., depress., do not use for more than 5 days., contains paracet.which may be fat.in OD, exceed.dos./prolong.contin.use may lead to depend./addict., resp.depress.in newborn if admin.dur.labour, depend.on CYP2D6 genet.variabil.indiv.metabol.capac.for codeine may vary result.in incr.format.of act.metabol. morphine & signs of morphine intox. Tabs also: Concom.Li., pept.ulcerat., hyperthyroid., hypertens., CV dis., febr. Illn., tabs.cont.Nipastat
Drug interactions: Caffeine: Meds.enhanc./ reduc. metabol.clear., incr.react.time with concom. alcohol, mexiletine reduc.elimin., t½ incr.& clear. decr. with concom.ciprofloxacin/enoxacin/ pipemidic acid, fluvoxamine/cimetidine/OCs reduc. clear.& prolongs t½ , phenytoin incr.clear.& decr. t½ , methoxsalen reduc.clear., conc./BP/adv. eff. incr with phenylpropanolamine, ephedrine produc. CV/ metabol & hormon.respon. & incr.systol. BP/ heart rate/ fast.gluc./insul. Meprobamate: Sedat. eff.enhanc.by CNS depress.incl.alcohol, meprobamate induc.hepat.microsom. enzym.syst.involv.in med.metabol.& metabol.of other concom.meds.poss.enhanc., Paracet: Toxic. poss.incr.in pts.receiv.other. potent.hepatotox. meds./meds.that induc.liv. microsom.enzym., metoclopramide accelerat.absorpt., probenecid affects excret.& alters plasma conc., cholestyramine decr.absorpt.if giv. < 1 hr.of paracet,. sev.hepatotox.at therap.dos/mod. paracet. OD in pts receiv.isoniazid, incr.bleed. risk/INR with concom.oral anticoags., incr. metabol. & clear.incr.with enzym.induc.meds.incl. carbamazepine/ phenobarbital/phenytoin/ primidone, AUC/t½ of concom.lamotrigine decr., poss. hepatotox.with concom.zidovudine & co-trimoxazole, clear.decr.& t½ incr.with probenecid pre-treatm., Codeine: Depress.eff.exaggerat./ prolong. by phenothiaz/MAOIs/TADs., sedat.& hypotens. eff.of concom.phenothiaz.incr., phenothiaz. seem to be antianalges.& incr.amt of opioid req.to prod.satisfact.pain relief

 XE "Stilpane" STILPANE, (Aspen Pharmacare: Consum) Pharmacare [P/S] 
Paracet.120 mg, promethazine HCl. 6,5 mg, cod.phos. 5 mg/5 ml.

Indications: Pain & fev.

(S2) SYRUP, G0968 (Act 101 of 1965).

766801-004: 100 ml, R221,98
Dosage: Do not exceed recomm.dos. Childr: 2-5 yrs: 5 ml. 3xdly. 6-12 yrs: 5-10 ml. 3xdly.
Contraindications: Other antihistamine hypersens., sev.liv./kidn.complicat., obstruct. airways dis., resp.depress., aft.bil.tract ops., ac. alcohol., convuls.disords., head inj.& condits.in which IC-press.is rais., bronch.asthma attack, heart dis.second.to chron.lung dis., MAOI/within 14 days of discont. MAOI treatm., comatos.pts., pregn., lactat., promethazine poss.assoc.with sudd. inft. death syndr., childr.und.2 yrs., pre-exist. CNS depress., bone marr.depress., phaeochromocyt., Reye’s syndr.

Side effects: Poss.abuse, sev.liv.& irrevers.kidn. damage, skin rash accomp.by fev.& mucos.lesions, bld.disords., CNS eff., hypotens., musc. weakn., tinnit., paradox.CNS stimulat.esp.in childr., GI disturbs., hepatit, antimusc.effs.incl. blurr. vis., thick.resp.tract secret., diffic.micturit., dysur., dry mouth/nose, reduc.GI tract tone & motility, pancreatit.& other allerg.reacts., tight chest, poss.precipitat.of epileptiform seiz. in pts.with cerebr.cortex foc.les., extrapyramid. sympts., photosens., jaund., thrombocytopen. purpura, CV disords with high dos. incl dysrhytm., bradycard.follow.by tachycard., palpit., sweat., fac. flush., hypotherm., miosis, vertigo, ureter./bil. spasm, antidiuret.eff., rais.IC-press., musc.rigidity at high dos., prurit., urticar., contact dermatit., ren. colic, ster.pyur., lassit., med.fev.

Warnings and special precautions: Poss. depend. & addict.with exceed.prescrib.dos.tog. with prolong.& contin.use, contains paracet. which may be fat.in OD, max.10 days (adults)/ 5 days (childr.) for pain, max.3 days for fev., pt. to consult dr.if no relief obtain.from recomm. dos./ if pain/fev persist/gets worse/new sympt.occur, drowsin./imp. conc. enhanc.by alcohol/CNS depress., prostat. hypertrophy, narr.angle glauc., comprom.resp. funct., porphyr., elderly/debilitat., epilep., jaund., Parkinson., diabet.mellit., hypothyroid., myasth. grav., constipat.risk with concom.antidiarrh., urin. retent. risk.with concom.anticholinerg., inflamm./ obstruct. bowel disords., imp.kidn./liv.funct., CV & hepat. dis., asthma, hypotens., hypothryoid., adrenocort.insuff., shock, head injury, resp. depress.in newborn if admin.dur.labour, poss. sev. liv.damage with dos.>recomm., may suppress. posit.skin test & should be stop.sev.days bef. test, syrup cont.sorbitol & sweetn.

Drug interactions: Sedat.eff.of CNS depress. enhanc., may potent.hypotens.eff.of some antihypertens., anti-Parkinsonian effs.of levodopa inhibit., meds.caus.extrapyramid.reacts.& anticholinerg. poss.have effs.potent., absorpt.of other meds.delay.affect.activ.
 XE "Stopayne" STOPAYNE, AI Pharm Ltd [P/S]
Meprobam.150 mg, cod.phos. 8 mg, paracet. 320 mg, caff.anhydr.32 mg.
Indications: Mild to mod.pain assoc.with tens.

(S5) TABS, B866

766925-005: 100, R92,86
Dosage: Do not exceed max.dos.or use contin.for more than 10 days

Adults: 2 tabs 3-4xdly.

Contraindications: Ac.intermitt.porphyr., epilep. hist., resp.depress., aft.bil.tract ops., ac.alcohol., head inj. & condits.with rais.IC-press., bronch. asthma attack, HF second.to chron.lung dis., concom. MAOIs/within 14 days of discont.

Side effects: Mood changes, drowsin., confus., vertigo, restlessn., orthostat.hypotens., rais.ICP, miosis., bradycard., palpitat., N&V, constipat., dry mouth, sweat., fac.flush., urticar., prurit., hypotherm., excitem., musc.trem., scintillat. scotoma, tinnit., tachycard., extrasystol., incr.gastr. secret., agranulocytos., eosinophil., leucopen., thrombocytopen., aplast.anaem., paraesthes., weakn., headache, dizzin., atax., vis.disturbs., hypotens., card.arrhythm., diarrh., hypersens. reacts. incl.angioed.& erythema multiforme
Special warnings and precautions: Pregn., breastfeed., contains paracet.which may be fat.in OD, sev.liv.damage in excess of recomm.dos., liv./ kidn. dis., exceed.dos./prolong.contin.use may lead to depend./addict., hypothyroid., adrenocort. insuff., prostat.hypertrophy, shock, inflamm./ obstruct. bowel disords., elderly/debilitat., morph. & barbit.-alcoh.type depend.with prolong./high dos. use, pept.ulcerat., colour.agent that may produc.allerg.type reacts., lact.intol., eval.effs.bef. driv./perform.complicat.tasks, no info avail for paed. use
Interactions: Depress.effs.enhanc.by CNS depress. & alcoh., hepat.microsom.enzym.involv.in drug metabol.produc.
(S2) SYRUP, B/2.8/867.
Paracet.120 mg, cod.phos.5 mg, promethaz.HCl 6,5 mg/5 ml.

Indications: Mild to mod.pain assoc.with fev.in childr.2 yrs.& old.

766941-019: 100 ml, R63,37
Dosage: Admin.3xdly.
Childr.2-5 yrs: 5 ml. Over 5 yrs: 5-10 ml.

Contraindications: MAOI, childr.und.2 yrs., safety in pregn.& lactat.not est.

Side effects: Urticar., restlessn., confus., drowsin., miosis, musc.rigid, rais.IC-press & deep. coma, vertigo, bradycard., palpitat., orthostat. hypotens. circulat.fail, resp.depress., constip., N&V, dry mouth, prurit., sweat., fac.flush,, diffic. micturit., hypotherm., jaund., thrombocytopen., purpura, leucopen., agranulocytos., allerg.react., angioed., anorex., incr.appetit, excitat.in childr., irrit., nightmares, sedat., blurr.vis., musc.weakn., headache, tinnit., extrapyramid.react., inco-ordinat., hypotens., epigastric pain, diarrh., photosens., skin rash.

Warnings and special precautions: Sev.liv. damage with dos.in excess.of recomm.dos., immed. treatm.in event of overdos./suspect. overdos., hepat./ren.dis., hypothyroid., adrenocortic. insuffic., prostat.hypertrophy, shock, inflammat./obstruct.bowel disords., poss.morph. type depend.with prolong.high dos.of cod., narr. angle glauc., urin.retent., large dos.poss. precipitat. fits.in epilept., ser.life-threaten.resp. depress.incl.fatalit.in childr.und.2 yrs.

Drug interactions: Drowsin.aggrav.by alcoh.& other CNS depress., anticholinerg.effs.of anticholinerg. agents enhanc., MAOI’s enhanc. anticholinerg.effs., warn.signs of damage from ototox. agents poss.mask., other meds.activ.affect. by delay.absorpt., incr.risk of sev.constip.& CNS depress.with antidiarrh., effs.of hypotens.produc. meds.potent., hepatotox.risk incr.with hepatotox. meds., enzyme induc.meds.incr.hepatotox.risk & decr.paracet.therapeut.effs., metoclopram.acceler. paracet.absorpt., probenec.alt.paracet.plasma conc., cholestyram.reduc.paracet.absorpt., anticoags. effs.enhanc., corticoster./clopidogrel/ ticlopidine/biphosphonat./oxpentifyll poss.incr.GI bleed.& ulcerat.risk, hypoglycaem.eff.of antidiab. incr., digox.ser.conc.incr., Li conc.incr.in steady state, incr.risk of methotrex.toxic., nephrotox.risk incr. with nephrotox.meds., reduc./revers. antihypertens. eff.with antihypertens./diuret., bone marrow depress.poss.incr.leucopen./ thrombocytopen. effs.
 XE "Supragesic" SUPRAGESIC, Innovata [P/S]
Paracet.150 mg/5 ml, codeine phos. 4 mg /5 ml.
Indications: Mild -mod.pain & fever.

(S2) SYR, H/2.9/129.

767913-019: 100 ml, R19,96
Dosage: Admin.3-4xdly. Infants 6 mnths-1 yr: 2.5 ml. Childr. 1-3 yrs: 5 ml. Childr.>3 yrs: 5-10 ml. Adults: 10-20 ml.

Contraindications: Decr.resp.reserve incl. emphysema/ kyphoscoliosis/ sev.obesity, post-op biliary tract, ac.alcoholism, head inj./ incr. IC press., dur.asthma attack, heart fail. due to lung dis., concurr.use with MAOIs/ phenothiazines/ TCA’s.
Side effects: Nausea, dizzin., GI disturb., skin rash, blood disord.(rare), codeine-rel. N&V, mental cloud., dysphor., constip., incr. biliary tract press., drowsin., dry mouth, sweat., facial flush., vertigo, circul. fail., hypotens., deep. coma, musc. rigid., bradycard., palp., orthostat.hypotens., hypotherm., mood chang., miosis, diffic. micturit., ureteric/ biliary spasm, rais. IC press., urticar., prurit., antidiuret. effect.

Special warnings and precautions: Excess dos. may cause sev. liv. damage., consult dr. if no relief with recomm. dos., avoid cont. use >10 days, take paracetamol under med. supervis.in liv./kidn.dis., caution in hypothyroid./ adrenocortic. insuffic./ MG / impair. ren.or liv. funct./ prostat. hypertrophy/ shock/ inflamm./obstruct. bowel disords., red. dos. in elderly/ debilit., prolong.high-dose codeine use may lead to morphine-type depend., codeine admin. during labour may cause neonatal resp.depress.

Interactions: CNS depress.(alcoh./ anaesth./ hypnotics/ sedatives/ phenothiaz./ TCAs) enhance cod. depress. effs.
 XE "Synaleve" SYNALEVE, AI Pharm Ltd [P/S]
Paracet.400 mg, cod.phos.8 mg, meprobam. 200 mg.
Indications: Pain, pain assoc.with tens.

(S5) CAPS. B/2.8/80.

768375-030: 40, R144,95
Dosage: Adults & childr.over 12 yrs: 1-2 caps 3-4xdly.if neccess. Max.8 caps./day.
Contraindications: Imp.liv./kidn.funct., resp depress., aft.bil.tract surg., ac.alcohol., head injur., rais.ICP., bronch.asthma attack, HF second.to chron. lung dis., ac.intermitt. porphyr., MAOI’s, 

Side effects: Revers.skin rash/bld.disords., urticar., prurit., restlessn., mood changes, drowsin., rais.ICP, mios, palpitat., orthostat. hypotens., N&V, constip., diarrh., diffic.micturit., ureter./ bil.sp., hypotherm., hypersens.reacts.incl. angioneurot. oed., exacerb.porphyr.sympt., paraesthes., weakn., headache, excitem., dizzin., atax., vis.disturbs., tachycard., card.arrhythm., hypotens., erythema multiforme

Warnings and special precautions: Seek medic. att.immed.in event of OD or suspect OD notwithstand.pt.poss.asymptomat., liv./kidn.dis., poss. depend./addict.with prolong.or contin.use, hypothyroid., adrenocort.insuff., imp.liv.funct., prostat.hypertrophy, shock, inflam./obstruct.bowel dis.,elderly/debilitat., grad.withdr.aft.high dos./ prolong. use, poss.induct.of convuls.with epilep. hist., prepsychot.indiv., do not admin.to childr. und.12yrs., avoid dur.pregn.

Drug interactions: Tol.to CNS depress.low.

 XE "Syndol" SYNDOL, AI Pharm Ltd [P/S]
Paracet. 450 mg, cod.phos. 10 mg, doxylamine succinate 5 mg, caff.30 mg.
Indications: Pain with tens., prim.dysmenorrh.

(S2) TABS, B675.

768391-008: 10, R20,63
768391-016: 18, R37,12
768391-033: 40, R82,71
Dosage: Adults & childr.over 12 yrs: 2 tabs 4 hrly. as need.Max. 8 tabs/day. Do not exceed recomm. dos.

Contraindications: Safety dur.pregn.& lactat. not est.

Side effects: Bld.disords., skin reacts.

Special precautions: Kidn./liv.dis., prolong.use, operat.vehicles and machin.

Drug interactions: Eff.aggrav.by CNS depress.

 XE "Tamoltra" TAMOLTRA, Pharma Dynamics [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to mod.sev.pain in adults

(S5) TABS, A46/2.9/0976
723749-001: 30, R57,59
723749-002: 60, R115,19
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 18 yrs: 1-2 tabs.4-6 hrly.as necess. Max. 8 tabs./day.
(S5) FORTE TABS, A47/2.9/0926

Tramadol HCl 75 mg, paracet.650 mg

3005048-001: 60, R195,83
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 18 yrs: 1 tab.4-6 hrly.as necess. Max. 4 tabs./day 

Contraindications: Opioid hypersens., sev.liv. funct.impairm., ac.alcoh./hypnot./centr.act. analges. /opioids/psychotrop.meds., MAOI, narcot. withdr.treatm., resp.depress.esp.in pres.of cyanos./ excess. bronch.secret., incr.intra-cran. press., CNS depress.due to head inj./cerebr.dis.

Side effects: Freq: Anorex., anx., confus., euphor., insomn., nervousn., dizzin., somnol., headache, trem., naus., abdom.pain, constip., diarrh., dyspeps., flatul., dry mouth, vomit., prurit., rash, incr.perspirat., dermatit., Stev.-Johns.syndr., weight loss, asthen., fatig., hot flush. Less freq: Anaem., agranulocytos., leucopen., pancytopen., neutropen., thrombocytopen., allerg.reacts.incl. anaphylax./urticar & tong.oed., amnes., depersonalisat., depress., drug abuse, emot. lability, hallucinat., impot., nightmares, unusual thought process., suicid.tenden., delirium, drug depend., atax., convuls., hyperton., migraine, aggrav. migraine, invol.musc.contract., paraesthes, stupor, vertigo, cognit.dysfunct., speech disords., abnorm.vis., mios., mydrias., tinnit., dysrhythm., palpitat., tachycard., hypertens, aggrav.hypertens., hypotens., orthostat.hypotens., dyspn., lung oed., dysphag., melaena, liv.test abnormalit., hepatit., albuminur., micturit.disord., oligur., urin.retent., ren.col./-fail., ster.pyur., chest pain, rigors, withdr. syndr., hypothrombinaem., elev.creatinine. Freq. unknown: Hypoglycaem., seroton.syndr., resp. depress., tox.epiderm.necros., alt.warfar.eff.incl. elev. prothromb.& incr.INR
Special warnings and precautions: Incr.dos. grad. in titrat.period as clinic.stud.indic.tolerability can be incr.by start.with low dos.& grad.incr.to dos.with suffic.pain relief, elderly, ren.impairm., not recomm.in sev.hepat.impairm., not recomm.in pts.und.18 yrs., hepat./kidn.dis., concom.tramadol/ paracet.-cont.prod./ alcoh./CNS depress., reserv. prescrib.with concom.CNS depress where alt.ther.are not poss.to low dos.& short.durat.with close monit.for resp.depress., shock, reduc.lev.of consciousn. of uncert.origin, resp.disords., excess. alcoh. use, emot.disturb., epilep., suscept.to seiz., seiz.risk enhanc.in dos.exceed.recomm.dos./ concom. TCA’s/other tricycl.compds./select. seroton. re-uptake inhibit./MAOI & neurolept., hist.of condits.recognis.as seiz.risks, monit.pts. with cerebr. convuls., tol./depend.potent., not recomm. in opioid depend.or chron.use, drug depend. hist., not for suicid. pts., grad.withdr., adeq. Analges.eff.poss.not obt.in pts.with CYP2D6 enzym.lack or defic., opiod toxic.risk in ultra-rapid metabol., avoid use dur.light planes of aneasthes. as enhanc.intra-operat.recall report., ability to drive/ operate machin. poss.affect., monit. prothromb. times/incr. INR with concurr.warfar., monit.concom.diflunisal, safety dur.pregn.& lactat. not est., cross.placenta, pass.into breast milk.

Interactions: Serotonerg.& noradrenerg. effs.of MAOI potent., serotonerg.syndr.risk with non-select.MAOI & select.-A & B MAOI, carbamazepine decr. tramadol conc., metabol. inhib. by concom.CYP2D6 inhibits., ser.conc.chang. with cimetidine, alcoh.incr.sedat.eff., opioid agon-antagon.decr.analges.eff., digox.toxic./ warfarin eff. alter., concom.diflunisal incr.paracet. plasma lev., poss.incr. seroton.syndr.risk with other meds. enhanc. monoaminerg. transmiss., incr potent.of concom. TCA’s/tricycl.depress./select. seroton. re-uptake inhibit./seroton.-norepinephr.reuptake inhibit.& seiz.low.meds.to cause convuls., paracet.absorpt.poss.enhanc.by metoclopramide & reduc.by cholestyramine, meds.known to inhibit.CYP3A4 poss. inhib.metabol.

 XE "Tensodol" TENSODOL, (Unicorn) Cipla Medpro [P/S]

Paracet.450 mg, doxylamine succin.5 mg, caff. 30 mg, cod.phosph.10 mg.

Indications: Mild to mod.pain assoc.with tens.

(S2) TABS, 28/2.8/0383
826766-022: 20, R14,57
826766-024: 40, R29,14
826766-013: 100, R67,00
826766-023: 1 000, R670,00
Dosage: Adults & childr.12 yrs.& old: 2 tabs 4 hrly as necess. Max.8 tabs./day.
Contraindications: Resp.depress.esp.in pres.of cyanosis & excess.bronch.secret., aft.bil.tract. ops., ac.alcohol., head injur.& condit.in which IC-press. rais., bronch.asthma attack, HF second.to chron. ung dis., MAOI, safety in pregn.& lactat.not est.

Side effects: Skin rash incl.prurit./urticar., allerg. reacts., neutropen., pancytopen., leucopen., resp. depress., bradycard., circulat.fail., hypotens., orthostat. hypotens., palpitat., deepen.coma, confus., drowsin., euphor., mood changes, restlessn., vertigo, flush., hypotherm., incr.IC-press., miosis, dry mouth, musc rigidity, N&V. constipat., sweat., urin.retent., ureter./bil.spasm, antidiuret.eff., excitem., musc.trem./twitch., tinnit., scintillat.scotoma, tachycard., extrasystoles, incr. gastric secret.caus.gastric.ulcerat., blurr.vis., nightmares, anorex., diffic.micturit., dry mouth, tight chest, tingling, heavin.& weakn.of hands., convuls., may precipitat fits in epilept., anaphylax., agranulocytos., haemolyt.anaem.

Warnings and special precautions: Imp.ren. funct., asthmat., poss.sev.liv.damage if dos.in excess of recomm.dos., poss.depend.& addict., obstruct. bowel disords., liv.impairm., myasth. grav., prostat.hypertrophy, shock, adrenocort. insuff., hypothyroid., debilit./elderly, pept.ulcerat. hist., glauc., 

Interactions: Depress.eff.aggrav.by alcoh.or other CNS depress.agents, delay.absorpt.of other meds., eff.of atrop.& TCA’s poss.enhanc., sympts.of damage caus.by ototox.medic. poss.mask., metabol. of drugs in liv.poss.aff.

 XE "Tensopyn" TENSOPYN, Cipla Medpro [P/S]

Paracet. 450 mg, doxylamine succin.5 mg, caff.anhydr.30 mg, cod.phosph.10 mg.

Indications: Mild to mod.pain assoc.with tens.

(S2) TABS, T/2.9/79

799815-004: 20, R19,38
799815-021: 40, R38,76
(S2) EFFERVESC.TABS, 33/2.8/0380

Paracet. 450 mg, doxylamine succin. 5 mg, caff.anhydr.50 mg, cod.phosph. 10 mg.

704683-001: 18, R42,98
Dosage: Dissolv.efferv.tabs.in 200 ml water.

Adults & childr.over 12 yrs: 1-2 tabs 4 hrly as necess. Max. 8 tabs/day.
Contraindications: Sev.imp.liv./kidn.funct., MAOI, ac.intermitt.porphyr., resp.depress., bil. tract. ops., ac.alcohol., rais IC-press., ac.bronch. asthma attack, HF second.to chron.lung dis., safety in pregn.& lactat.not est.

Side effects: Skin reacts., bld.disords., GI disturbs., CNS effs., dry mouth, fac.flush, vertigo, bradycard., hypotens., orthostat.hypotens., palpitat., musc.rigidity, sweat., change in mood., miosis, diffic.micturit., ureter./bil.sp., diuret.eff., rais. IC-press., incr.gastric secret., musc.weakn.& in-co-ordinat., blurr.vis., tinnit., tight chest, tingl., heavin.& weakn.of hands., precipit.fits in epilept., allerg.reacts., anaphylax., paradox.CNS stimulat., exacerb.sympts.of porphyr.

Special precautions: Liv./kidn.dis., poss. depend., prostat.hypertrophy, asthmat., inflam./ obstruct. bowel disords., myasthen.grav., shock, adrenocort. insuff., hypothyroid., debilit./elderly, bil. tract ops., pept.ulcerat.hist., hyperthyroid., card. arrhythm./CV dis., epilep., glauc., may mask sympts.of ototox.

Drug interactions: Delay.absorpt.of other meds., depress. eff.enhanc.by CNS depress., eff.of atrop. & TCA’s poss.enhanc., metabol.of drugs in liv.poss. aff.

(S2) PAED.SYRUP, W/2.8/23

Paracet. 150 mg, cod.phosph.4 mg/5 ml.

Indications: Mild to mod.pain & fev.in childr.
714953-001: 100 ml, R37,70
Dosage: Admin.4 hrly. Do not admin.more than 4 times dly.

Infts.6 mnths.-1 yr: 2,5 ml. Childr: 1-5 yrs: 5 ml. 6-12 yrs: 5-10 ml

Contraindications: Opiate hypersens., bronch. asthma attack, resp.depres., HF second.to chron. lung dis., liv./kidn.diamage, rais.IC press., safety in pregn.& lactat.not est.

Side effects: Skin erupt./-rash, allerg.reacts., flush., trembl., CNS effs., miosis, tinnit., psych. disords.incl.hallucinat., GI disturbs., pancreatit., bradycard., palpitat., face swell., hypotens., orthostat. hypotens., circulat.fail., hypertherm., incr. sweat., shortn.of breath, wheez., resp. depress., bleed., bruis., bld.dyscras., bld./cloudy urine, diffic.micturit., ureter.sp., antidiuret.eff., tiredn., rais.IC-press.

Special precautions: Paracet.cross.placenta & pres.in breast milk, monit.for abnorm.skin pigmentat. /eye changes, hypothyroid., adrenocortic .insuffic., imp.kidn./liv.funct., myasthen. grav., prostat.hypertrophy, shock, inflamm./ obstruct.bowel disords., prostat. hypertrophy, elderly/debilitat., aft.bil.tract ops., depend. with prolong.high dos.cod., caut.with concom. antibact./anticoags./antiepilept./ antivir.& probenecid.

Drug interactions: CNS depress.enhanc. cod. depress.eff., paracet.toxic.risk incr.with concom. potent.hepatotox.drugs/drugs induc. liv.microsom. enzymes, absorpt.accelerat.by metoclopramide, probenecid affects excret., cholestyramine reduc. paracet.absorpt.if given within 1 hr.

 XE "Tenston" TENSTON, Al Pharm Ltd [P/S]
Paracet. 200 mg, caff. 30 mg, cod.phos.10 mg, meprobamate 150 mg.

Indications: Mild to mod. pain & fev.

(S5) SA TABS, E/2.8/86.

769649-026: 40, R148,31
Dosage: Recomm.dos.not to be exceed. Admin. 4xdly.

Adults: 1-2 tabs. Childr.12 yrs & old: 1 tab.

(S5) SA CAPS, R/2.9/90.

Paracet. 200 mg, caff. 30 mg, cod.phos. 10 mg, meprobamate 150 mg.

769657-037: 40, R154,13
Dosage: Admin. 4xdly.

Adults: 1-2 caps. Childr.over 12 yrs: 1 cap.

Contraindications: Pts.hav.to remain alert, ac. intermitt. porphyr., sev.liv./kidn.dysfunct., asthma, resp. depress., head injur., rais.IC press., HF second. to chron.lung dis., card.dis.hist., epilep./ convuls. states, MAOI’s.

Side effects: Hypersens., skin reacts.incl. erythema multiforme, bld./lymphat. syst./psych./ immune syst. disords., CNS effs.incl.dizzin., drowsin., headache, GI eff.incl.incr.gastr.secret., pept. ulcer./ hyperacidit.hist.to maint.care, musculoskelet./ connect.tiss./bone disords., musc. trem., angioneurot.oed., bronchosp., anur., weakn., atax., vis.disturbs., paraesthes., `card.disords.incl. hypotens./tachycard., card.arrythm., congenit.& famil./ genet.disords., porphyr.sympt. poss. exacerbat.

Warnings and special precautions: Sev.liv. damage in case of dos.in excess of recomm.dos., lower. tol.to alcoh.& other CNS depress., liv./kidn. dis., poss. depend./addict.with prolong.& contin. use, hepat.microsom.enzym.involv.in drug metabol. poss.induc. SA Tabs: lact.intol.

(S2) SYRUP, [P/S] B1126.

Paracet. 120 mg, promethazine HCl 7 mg, cod. phos. 5 mg/5 ml.

769630-006: 100 ml, R60,31
Dosage: Admin. 4 hrly.

2-5 yrs: 5 ml. 6-12 yrs: 10 ml.
Contraindications: MAOI, childr.und.2 yrs., dur. bronch. asthma attack, HF, second.to chron.lung dis., safety in pregn.& lactat.not est.

Side effects: Revers.skin rash/bld.disords., GI disturbs., dry mouth, sweat., fac.flush., vertigo, bradycard., palpitat., orthostat.hypotens., hypotherm., CNS effs., diffic.micturit., ureter./bil. spasm, musc.rigidity, rais.IC-press., skin reacts., depend., musc.weakn.& inco-ord., blurr.vis., resp. depress.incl.fatalities in childr.und.2 yrs., fits in epilept. with large dos., jaund., extrapyramid. reacts., photosens., allerg.reacts., masks damage caus.by ototox.drugs.

Special precautions: Hepat./ren.dis., hypothyroid., adrenocortic.insuffic., prostat. hypertrophy, shock, inflammat./obstruct.bowel disords., narr.angle glauc., urin.retent.

Drug interactions: Drowsin.aggrav.by alcoh.& other CNS depress., atrop.effs.enhanc., affect.drug metabol.in liv.

 XE "Tramahexal Co" TRAMAHEXAL CO 37,5/325, (Sandoz) Zydus [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to sev.pain in adults

(S5) TABS, 45/2.9/0304

721680-001: 60, R161,68
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly.as necess. Max.8 tabs./day.

Contraindications: Other opioid hypersens., sev. hepat.impairm., ac.alcoh./ hypnot./centr.act. analges./ opioids/psychotr.intoxic., MAOI, narcot. withdr. treatm., cyanos./excess.bronch.secret./any resp. depress., incr. IC press./CNS depress.due to head inj./ cerebr.dis., concom.tramadol/paracet./ alcoh.-cont. prod., safety in pregn.& lactat.not est., suicid., addict.potent.

Side effects: Bld.dyscras., allerg.reacts.incl. anaphylax./ angioed., skin reacts.incl.Stev.Johns. syndr./ tox.epiderm.necrolys., pyroglutam.acidur., high anion-gap metab.acidos., hypotens., dyspn., hepatit., nephropathy, weight decr., psych.disords. incl. depersonalisat., drug abuse, impot., suic. tendenc., CNS effs., dizzin., headache, trem., convuls., hyperton., migraine, invol.musc. contract., paraesthes., stupor, cognit.dysfunct., dysphor., seroton.syndr.esp.at high dos./concom. other serotonerg. agents, rais.IC press., abnorm. vis., pupil dilat./contract., tinnit., vertigo, dysrhythm., palpitat., tachycard., bradycard., hypertens., aggrav.hypertens., orthostat.hypotens., lung/ tong.oed., resp.depress., GI disturbs., dry mouth, dysphag., malaen., liv.test abnorm., incr. sweat., musc.rigid.aft.high dos., albuminur., micturit. disord., oligur., urin.retent., ureter./bil. spasm, decr.libido, asthen., fatig., hot flush., chest pain, rigors, syncope, withdr.syndr., hypotherm., abuse, depend.

Special precautions: Not recomm.for minor pain treat. through less.means, hepat./kidn.dis., shock, convuls. disords.risk, cross.placenta, pass.into breast milk, reduc.lev.of consciousn.of uncert. origin, resp.disords., excess.alcoh.use, emot. disturb., depress., tol.potent., opioid depend., monit. pts.with cerebr.convuls., grad.withdr., concom. warfar./cimetidine, monit.concom. diflunisal, seiz.risk enhanc.in pts.receiv.high.than recomm. dos./concom.TCA’s/other tricycl. compds., epilep.hist., seiz.hist.condits.recognis.as seiz.risks.

Drug interactions: CNS eff.poss.enhanc.with concom. CNS depress., incr.paracet.plasma lev. with diflunisal, paracetamol absorpt.poss.enhanc. by metoclopramide & reduc.by cholestyramine, digox. toxic./warfarin eff.alter., ser.conc.chang. with cimetidine, serotonerg.& noradrenerg.effs.of MAOI potent., poss.incr.seroton.syndr.risk with other meds. enhanc.monoaminerg.neuro transmiss., carbamazepine decr.conc., inhib. metabol. with concom.CYP2D6 inhibits.
 XE "Tramazac Co" TRAMAZAC CO 37,5, Zydus [N/P/S/ in C]
Tramadol HCl 37,5 mg, paracet.325 mg

Indications: Mod.to sev.pain in adults

(S5) TABS, 45/2.9/0303

719052-002: 30, R80,83
719052-001: 60, R161,68
Dosage: Recomm.dos.not to be exceed. Adults & childr.over 16 yrs: 1-2 tabs.4-6 hrly. as necess. Max.8 tabs./day.

Contraindications: Sev.liv.funct.impairm., ac. alcoh./hypnot./centr.act.analges./opioids/ psychotr., intoxicat., MAOI, narcot.withdr.treatm., cyanos./ excess.bronch.secret./any resp.depress., incr. intra-cran.press., CNS depress.due to head inj./ cerebr.dis., safety dur.pregn.& lactat.not est., concom. tramadol/paracet.-cont.prod./alcoh., opioid hypersens./depend., suicid., addict.potent.

Side effects: Bld.dyscras., allerg.reacts.incl. anaphylax./ angioed., skin reacts.incl.Stev.Johns. syndr./ tox.epiderm.necrolys., pyroglutam.acidur., high anion-gap metab.acidos., hypotens., dyspn., hepatit., nephropathy, weight decr., psych. disords. incl. depersonalisat., drug abuse, impot., suic. tendenc., CNS effs., dizzin., headache, trem., convuls., hyperton., migraine, invol.musc. contract., paraesthes., stupor, dysphor., seroton. syndr. esp.at high dos./concom.other serotonerg. agents, rais.IC press., abnorm.vis., pupil dilat./ contract., tinnit., vertigo, dysrhythm., palpitat., tachycard., bradycard., hypertens., aggrav. hypertens., lung/tong.oed., resp.depress., GI disturbs., dry mouth, dysphag., malaen., liv.test abnorm., incr.sweat., musc.rigid.aft.high dos., albuminur., micturit.disord., oligur., urin.retent., ureter./ bil.spasm, decr.libido, asthen., fatig., hot flush., chest pain, rigors, syncope, withdr.syndr., hypotherm.

Special precautions: Cross.placenta, pass.into breast milk, not recomm.for min.pain treat.through less.means, ren./hepat.impairm., prone to shock, reduc.lev.of consciousn.of uncert.origin, resp. disords., excess.alcoh.use, emot.disturb., depress., seiz.risk enhanc.in dos.exceed.recomm.dos./ concom. TCA’s/other tricycl.compds./select. seroton.re-uptake inhibit./MAOI & neurolept., epilep., seiz.hist.condits.recognis.as seiz.risks, monit.pts.with cerebr.convuls., tol.potent., opioid depend., susp.overdos., depend.hist., grad.withdr., monit.prothromb.times/incr.INR with concurr. warfar., monit.concom.diflunisal.

Drug interactions: CNS eff. poss.enhanc.with concom.CNS depress., poss.incr.seroton.syndr.risk with other meds. enhanc.monoaminerg. transmiss., carbamazepine decr.conc., inhib. metabol. with concom.CYP2D6 inhibits., ser.conc. chang.with cimetidine, digox.toxic./warfarin eff. alter., serotonerg.& noradrenerg.effs.of MAOI potent., concom.diflunisal incr.paracet.plasma lev., paracetamol absorpt.poss.enhanc.by metoclopramide & reduc.by cholestyramine.

 XE "Uniflex" UNIFLEX, (Unicorn) AI Pharm Ltd [P/S]

Orphenadrine citr. 35 mg, paracet. 450 mg

Indications: Gen.pain & musc.spasm assoc.with ac.painf. musculo-skelet.condit.

(S2) TABS, 32/2.8/0605
881767-018: 20, R31,03
Dosage: 2 tabs 3xdly. Do not exceed recomm.dos.
Contraindications: Sev.liv.funct.impairm., prostat. enlargem., achalas., bladd.neck obstruct., glauc., myasth.grav., pept.ulc./stenos. & pylor./ duod. obstruct., safety in pregn.& lactat.not est., porphyr.

Side effects: Bld.dyscras., pancreatit., skin /allerg. reacts., fev., mucos.les., sev.liv.damage with excess.dos., dry mouth, thirst, reduc.bronch. secret., mydrias., cyclopleg., photophob., flush., skin dryn., trans.bradycard.foll.by tachycard., palpitat., arrhythm., diffic.micturit., tone reduct.in GI motil., GI disturbs., CNS effs.

Special precautions: Liv./kidn.dis., card. dis./ arrhythm./tachycard., concom.other CNS depress./ anticholinerg./meds.with anticholinerg.propert., do not use contin.for more than 10 days.

Drug interactions: Incr.CNS depress.eff.with alcoh./ CNS depress., incr.anticholinerg.eff.with other anticholinerg./meds.with anticholinerg.effs.
3.4
Others
EQUITY METHADONE (MDR Listing)

PENTHROP (MDR Listing)

PRECEDEX (MDR Listing)
 XE "Belanex" BELANEX, Accord [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 50/2.5/9037, 9039, 9040

3005618-001 25 mg, 60, R86,29
3005620-001 75 mg, 60, R215,74
3005621-001 150 mg, 60, R295,13
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.See prod.lit. for dose red.in ren.impairm.acc.to CLcr.

Side effects: Freq: Dizzin., somnol., nasopharyngit., incr. appet./ weight, euphor.mood, confus., decr.libido, irritabil., disorientat., insomn., headache, atax., abnorm.co-ordinat., trem., dysarthr., amnes., memory impairm., att disturb., paraesthes., hypoaesthes., sedat., bal.disord., lethargy, blurr.vis., diplop., vertigo, dry mouth, constip., vomit., flatul., naus., diarrh., abdom. distens., musc.cramp, arthralg., back/limb pain, cervic.sp., erect. dysfunct., fatig., periph.oed., feel. drunk/abnorm., oed., abnorm.gait, fall, Less freq: Neutropen., hypersens., angioed., allerg.react., anorex., hypoglycaem., hallucinat., panic attack, restlessn., agitat., depress., depress.-/elev.mood, aggress., mood swings, depersonalisat., word find. difficul., abnorm.dreams, incr.libido, anorgasm., apathy, disinhibit., stupor, syncope, myoclon., loss of consciousn., dyskines., psychomot.hyperactiv., postur.dizzin., intent.trem., nystagm., cognit. disord., mental impairm., speech disord., hyporeflex., hyperaesthes., ageus., burn.sensat., malaise, convuls., parosm., hypokines., dysgraph., periph.vis.loss, vis.disturb., dry eye, eye swell./-pain/ -irrit., vis.field defect, reduc.vis.acuity, asthenop., incr.lacrimat., photops., vis.loss, keratit., oscillops., alter.vis.depth percept., mydrias., strabism., vis.brightn., hyperacus., tachycard., AV block 1st degr., sinus tachycard./-dysrhythm./ -bradycard., CHF, QT prolongat., hypotens., hypertens., hot flush., flush., periph. coldn., dyspn., nas.dryn./-congest., cough, epistax., rhinit., snoring, throat tightn., pulm. oed., salivar.hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll. tong., elev.liv.enzym., jaund., hepat.fail., hepatit., papul.rash, urticar., hyperhidros., Stev.-Johns. syndr., prurit., cold sweat, joint swell., myalg., musc. twitch./-stiffn., neck pain, rhabdomyolys., dysuria, urin.incontin./-retent., oligur., ren.fail., ejaculat. delay., sex.dysfunct., dysmenorrh., amenorrh., breast pain/-discharge/-enlargem., gynaecomast., gen.oed., face oed., chest tightn., pain, pyrex. thirst, chills, asthen., incr.alanine aminotransfer./-bld. creat.phosphokin./-aspart.aminotransfer./ bld.gluc./bld.creatin., decr. platelet count, decr. bld.K+./weight/ WBC. Unknown freq: Suicid.ideat.& behav.

Special warnings and precautions: Adjust. of hypoglycaem. meds..in diabet.gain. weight dur.treatm., discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, incr.accid.injur. partic elderly due to dizzin./somnolence, poss.dose relat.withdr.sympts.aft.discont.of long-term/ short-term.treatm., poss.convuls.after discont., poss.CHF in elderly cardiovasc.comprom.pts., monit.signs of suicid.ideat.& behav., consid. meas.to prev.constip.with concom.opioids.esp.in females & elderly, concom.opiods due to CNS depress.risk, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat. encephalopathy, effect.contracept.in wom.of childbear. potent., reproduct.toxic.in anim.theref. do not use in pregn., excret.in breast milk breastf.not recomm., S&Ein pts.< 18 yrs.with neuropath.pain.not est., assess.eff.on ability to perform dangerous activit.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Demodinex" DEMODINEX, Mylan [P/S] 

Dexmedetomidine HCl
Indications: Sedat.of intubat.& mechanic. ventilat. adult post-surg.pts dur.treatm.in ICU, monit. anasthes.care/conscious sedat.in theatre or ICU for min.surg.proced.und.loc.anaesth./fibreoptic intubat. 

Effic & safety not stud.in childr.und.18 yrs.

(S5) CONC.SOL.FOR IV INFUS, 50/2.9/1064

3005439-001: 100 µg/ml, 5x2 ml vials: R798,26
For further details refer to manufact.prod.lit.

 XE "Equity-Methadone" EQUITY-METHADONE, Equity 
Methadone HCl

Indications: Substitut.treatm.in opiate depend. in conjunct.with medic/psychologic.& social ther.

(S6) SUGAR FREE ORAL SOL, 43/2.9/0539. 2 mg/ml.

714417-002: 60 ml, R73,61
714417-001: 500 ml, R613,52
Dosage: Pt.in drug-assist.approv.narcot.abuse rehabilitat.program. Indiv.dos.

Adults: Init.dos: 20 mg once dly. Incr.in steps of 10 mg over 3 wk.period.to 70-80 mg. Aft.recom. stabilizat.period of 4 wks.adjust dos.till pt.feels well/has no need for intoxicat./is without clinic. psychomot.funct.effs.or abstin.sympts. Norm. dos. 60-120 mg/24 hrs. Dos.bas.on clinic. assessm. support.by ser.lev.(600-1200 nmol/l) monit. Cert.pts.develop auto-induct.with med. metabol.more rapid.and dos.must be adjust.once / more to maint.optim.eff., lower init.dos.advis.in pts.with hypothyroid./prostat.hypertrophy.

If treatm.ineffect./pt.cannot tolerate it discont. treatm.with grad.dos.reduct. Dos.may init.be reduc. relativ.rapidly but in final phase from 20 mg dly and downward it must be slow.
Contraindications: Resp.depress., ac.obstruct. airway dis., concom.MAOI’s, childr.

Side effects: Freq: Incr.weight., fluid retent., dizzin., euphor., hallucinat., vertigo, sedat., confus., headache, sleep disturbs., trans.rash, sweat., naus., vomit., constipat.,  fatig.,reduc. libido., mios., blurr.vis. Less freq: Anorex., vis. disturbs , hypothyroid., bradycard., drop in BP/ resp. depress.at high dos., pulm.oed., palpitats., QT prolongat., torsade de pointes., dry mouth, glossit., prurit., urticar., oed., asthen., dysphor., agitat., insomn., disorientat., bile duct.dyskines., trans.rash, flush, urin.retent., antidiuret.eff., reduc. potency, amenhorr. Unknown freq: Hypokalaem., hypomagnes., revers. thrombocytopen.

Warnings and special precautions: Pregn.& lactat., childr., QT prolongat.hist., fam.hist.of sudd. death,advanc.heart dis., hepat.dis., hypokalaem., other electrol.imbal., concom.meds. with QT prolongat.potent./potent. arrhythmogen. meds./meds.caus.electrol.imbal./ meds.inhibit. cytochrome P450 CYP3A4, ECG monit.of risk pts. bef.& 7 days aft.dos.titrat.& at 100 mg dly. without recogn.risk fact., sev.obstruct.pulm. dis./ ac asthma attack./cor pulmonale/ less.resp. reserve/ hypox./hypercapn.relat.contraindicat., avoid.concom.narcot.antagon./mix.agonist/ antagon. as withdraw.poss.precipitat., imp. hepat./ren.funct., hypothyroid., myxoed., asthma, decr.lung vol., urethr.strict., prostat.hypertrophy, head inj./ incr.IC-press., intestin.pseudo obstruct./ ac.abdom./IBD, prophyl.atropine/other spasmolyt.poss.req. in pts.with kidney calculi/ gallstones., elderly, CV dis., depend.with chron. use, concom. MAOI & x2wks.aft.treatm., reduc. dos.if treatm.with a concom.CYPDA4 induc.is interrupt.

Interactions: Opiates/alcoh./barbitur./ benzodiazep. & other strong sedat.psychoact. meds. potent.effs., meds.inhibit.CYP3A4 activ. elev. conc., meds.induc.CYP3A4 activ.reduc. conc., poss.card.events with concom.meds. affect. card.conduct./electrol.bal., naloxone/ naltrexone/ buprenorphine or pentazocine rapidly produc. abstin.sympts., elimin.incr.with acidificat. of urine., PGP inhibit.incr.ser.conc., decr. ser.lev with concom.protease inhibits., zidovudine plasma lev.incr., bioavail.of stavudine & didanosine decr., ser.lev.of desipramine incr., concom.peristalsis inhib.meds (loperamide & diphenoxylate)/ antimuscarin.may result in sev. obsipat./ CNS depress.eff., incr.resp.depress./ hypotens./ sedat./ coma with concom CNS depress.

See also MDR page 270.
 XE "Glovireg" GLOVIREG, Macleods [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS, 48/2.5/1109, 1110, 1111

3005474-001: 25 mg, 60, R63,60
3005475-001: 75 mg, 60, R154,80
3005476-001: 150 mg, 60,R226,19
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food.Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk.
Side effects: Freq: Naso pharyngit., incr.appetite, euphor.mood, confus., irritabil., disorientat., insomn., decr.libido, dizzin., somnol., headache, atax., abnorm.co-ordinat., trem., dysarthr., amnes., memory impairm., att.disturb., paraesthes., hypaesthes., sedat., bal.disord, lethargy, vis.blurr., diplop., vertigo, N&V, constip., diarrh., flatul., abdom.distens., dry mouth, musc. cramp, arthralgia, back pain, limb pain, cervic.sp., erect. dysfunct., oed., periph.oed., abnorm.gait, feel.drunk, fall, feel.abnorm., fatig., incr.weight. Less freq: Neutropen., hypersens.react., angioed., allerg. react., anorex., hypoglycaem., hallucin., panic att., restlessn., depress., agitat., depress. mood, elev. mood, mood swings, aggress., insomn., depersonalisat., word find.diffic., abnorm.dreams, libido incr., anorgasm., apathy, disinhibit., syncope, stupor, myoclon., conscious.loss., psychomot. hyperactiv., dyskines., postur.dizzin., intent.trem., nystagm., cognit.disord., ment. impairm., speech disord., vis.field defect., hyporeflex., hyperaesthes., burn.sensat., ageus., malaise, convuls., parosm., hypokines., dysgraph., vis.disturbs., eye swell., vis.field defect., reduc.vis. acuity, eye pain, asthenop., dry eye, incr.lacrimat., eye irrit., photopsia, vis.loss., keratit., oscillops., alt.vis.depth percept., mydrias., strabism., vis. brightn., periph.vis.loss, hyperacus., tachycard., CHF, 1st degr.AV block., sinus tachycard./-dysrhythm./- bradycard., chest tightn./-pain, QT prolongat., flush., hot flush., hypotens., periph. coldn., hypertens., dyspn., nas.dryn./-congest., epitax., nasopharyngit., cough, rhinit., snor., pulm.oed., throat tightn., saliv.hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll.tong., elev.liv.enzym., jaund., hepat.fail., hepatit., sweat., papul.rash, urticar., hyperhidros., prurit., SJS, cold sweat, joint swell., myalg., musc.twitch, neck pain, musc.stiffn., arthralg., rhabdomyolys., dysur., urin. incontin., oligur., ren.fail., urin.retent., ejaculat. delay., sex.dysfunct., dysmenorrh., amenorrh., breast pain/-disch./-enlargem., gynaecomast., gen.oed., face oed., fall, pain, pyrex., thirst, chills, asthen., incr.alanine aminotransfer./-bld. creat.phosphokin. aspart. aminotransfer., decr. platelet count, incr. bld. gluc./-bld.creatin., decr. bld.K+./-weight/-WBC. Freq.unknown: Suicid.ideat./ behav., Tox.epiderm.necrolys.

Special warnings and precautions: Imp.ren. funct., pts.receiv.haemodialys., safety & effic.in pts.< 18 yrs.with neuropath.pain not est., elderly, weight gain dur.treatm.poss.req.diabet.to adjust. dos.of hypoglycaem.meds., discont.if sympts.of angioed./ vis.disturbs./ ren.fail./ assess.eff.on ability to perform danger.activit., incr.accid.injur. theref.pts.to familarise themselv.with potent.S/E, poss.withdr.sympts.aft.discont.of short-term & long-term treatm., incid.& severity of withdr. sympts. poss.dos.relat., CHF/ CV.compromis.pts., monit.for suicid.ideat./-behaviour, consid.meas.to prev. constip.with concom.opioids., CNS depress. risk with concom.opioids, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/ abuse/ depend., underly.condits.that may precipit.encephalopathy, effect.contracept.in women of child bear.potent., reproduct.toxic.in anim.theref. do not use in pregn., excret.in human milk theref. breastfeed.not recomm., lactose intol.

Interactions: Addit.to cognit.& gross mot.funct.impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Innrika" INNRIKA, Innovata [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 49/2.5/0304, 0305, 0306

3005998-001 25 mg, 60, R102,48
3005999-001 75 mg, 60, R257,38
3006000-001 150 mg, 60, R387,12
Dosage: Recomm.start.dos: 75 mg 2xdly. Bas.on indiv. respons.& tolerabil.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk. Refer to prod.lit for dose adj.in ren.impairm.

Side effects: Freq.: Nasopharyngit., incr. appet., euphor.mood, confus., irritabil., disorientat., insomn., decr.libido, dizzin., somnol., headache, atax., abnorm.coordinat., trem., dysarthr., amnes., impair.memory, attent.disturb., paraesthes., hypoaesthes., sedat., balance disord., lethargy, blurr. vis., diplop., vertigo, N&V, constipat., diarrh., flatul., abdom.distent., dry mouth, musc. cramp, arthralg., back-/ limb pain, cervic.spasm, erect.dysfunct., oed./ periph.oed., abnorm.gait, asthen., fall, feel.drunk/ abnorm., fatig., incr. weight. Less freq.: Neutropen., hypersens., angioed., allerg.reacts, anorex., hypoglycaem., hallucinat., panic attack, restlessn., agitat., depress., depress.-/elevat.mood, agress., mood swing., depersonalisat., diffic.word find, abnorm.dreams, incr.libido, anorgasm., apathy, disinhibit., syncope, stupor, myoclon., loss conciousn., psychomotor hyperactiv., dyskines., postur.dizzin., intent. trem., nystagmus, cognit.disord., mental impairm., speech disord., hyporeflex., hyperaesthes., burn. sensat., ageus., malaise, convuls., parosm., hypokines., dysgraph., dry eye, eye swell./-pain/-irrit., mydrias., alt. depth percept., periph. vis.loss, asthenopia, lacrimat.incr., photopsia, oscillopsia, strabism, vis.disturb./-loss/-brightn., vis.field defect, red.vis.acuity, hyperacus., tachycard., 1st degr.AV block, sinus tachycard., sinus arrythm., sinus bradycard., CHF, QT prolong., flush., hot flush, hypo-/ hypertens., periph.coldn., dyspn., nas.dryn., cough, nas.congest., epistax., rhinit., snor., throat tightn., pulmonar.oed., GORD, saliv.hypersecret., hypoaesthes oral, ascit., pancreatit., swollen tong, dysphag., elev.liv.emzymes, jaund., hep.fail., hepatit., papul.rash, urticar., hyperhidr., SJS, cold sweat, musc.twitch./-stiffn., joint swell., myalg., rhabdomyolys, neck pain, dysur., urin.incontin. / retent., oligur., ren.fail., delay. ejaculat., sex. dysfunct., amenorrh., dysmenorrh., breast pain/-discharge/-enlarge., gynaecomast., gen.oed., face oed., fatig thirst, tight chest, gen.pain, pyrex., thirst, chills, asthen., incr. bld.creatine phosphokin./ bld gluc./ bld.creatine/ ALT/ AST, decr.platelet count/ bld.potass./ weight/ WBC count.

Special warnings and precautions: Adj.hypoglyc.meds in diab.pts.gain.weight, discont.if hypersens.sympts., incr.accid. injur.partic.in elderly, pts.to familarise themselv.with potent. S/E, discont.poss.resolv./ improve vis.related.side eff., ren.funct. improve with red.dose/ discont., inform pt at start of treatm.of withdr.sympts.& to immed.report depress./ suicid.ideat.sympts., CHF, consider.incr.CNS adverse reacts.in spinal cord inj.pts.due to concom.meds., prevent constip.in comb.with opioid analges., incr. risk CNS depress.with opioids, monit.for sympts.in pts.with hist.of substance abuse, reports of encephalopathy, do not use in pregn., not recomm.in breast feed., S&E in pts.bel.18 yrs.not est.

Interactions: Addit.to cognit.& gross mot. funct.impairm.from oxycodone, effs.of ethanol & lorazepam.potent., resp.fail.& coma with concom. CNS depress.like opioids.

 XE "Lybet" LYBET, Ranbaxy [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 47/2.5/1235, 1236, 1237

3004663-001 25 mg, 60, R64,24
3004665-001 75 mg, 60, R160,59
3004668-001 150 mg, 60, R226,96
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk.

Side effects:Freq: Abnorm.coordinat., amnes., atax., attent.disturb., balan.disord., dizzin., dysarthria, headache, hypoesthaes., impair.memory, lethargy, paraesthes., sedat., somnol., trem., vertigo, blurr.vis., diplop., abnorm.gait, fall, fatig. feel abnorm./-drunk, peripher.oed., oed., abdom.distens., constip., diarrh., dry mouth, flatul., N&V, nasopharingit., incr.appetite/-weight, arthralg., back pain, cervic.spasm, limb pain, musc.cramp, confus., decr.libido, disorientat., euphor.mood, insomn., irritabilit., erect.dysfunc. Less freq: Neutropen., CHF, 1st degr.AV block, flush., hot flush., hyper-/hypotens., periph.cold., QT prolong., sinus bradycard./-dysrhythm., tachycard., sinus tachycard., ageus., burn.sensat., cogn.disord., convuls., dyskines., dysgraph., hyperesthaes., hypokines., hyporeflex. loss of consciousn., mental impairm., malaise, myoclon., nystagm., parosm., postur.dizzin., psychomot.hyperactiv., speech disord., intent.trem., syncope, stupor, asthenop., dry eye, eye pain/-swell./-irritat. mydrias., incr.lacrimat., keratit., oscillops., alt.vis.depth percept., photops., periph.vis.loss, reduc.vis.acuity, strabism., vis.disturb./-loss/-brightn./-field defect, asthen., chills, face oed., gener.oed., pain, pyrex., thirst, tight chest, ascit., dysphag., GORD, oral hypoaesthes., pancreatit., saliv.hypersecret., elevat.hepat. enzym. hepat.fail. hepatit., jaund., allerg. reacts. angioed., hypersens., decr.WBC count/-platel.count/-bld.potass./-weight, incr.ALT/-AST/-bld.creatin.phosphokin./-bld.gluc./-bld.creatinin., anorex., hypoglycaem. joint swell., musc.twitch./-stiffn., myalg., neck pain, rhabdomyolys., abnorm.dreams, anorgasm., agitat., agress., apathy, depress., depersonalisat., mood, disinhibit., elev.mood, hallucinat., incr.libido, mood swing., panick attack, restlessn., diffic.word find., dysur., urin.incontinen., oligur., ren.fail., urin. retent., delayed ejaculat., dysmenorrh. breast pain, amenorrh., breast discharge, enlarge breast, gynaecomast., sexual dysfunct., cough, dyspn., epistax., nasal congest. nasal dryn. pulmon.oed., rhinit., snore, tight throat, cold sweat., hyperhidros., papul.rash, prurit., SJS, urticar., tight chest, pyrex., swoll.tongue hyperacus. Freq.unknown: Suicid.ideat.& behav.
Special warnings and precautions: Poss.adjustm.of hypoglycaem.meds.in diabet.pts.gain.weight dur.treatm., discont.if sympts.of angioed. occur, incr.accid.injur. partic. in elderly, pts.to familiar.themselv.with potent.S/E, discont.may improve.vis.adverse reacts., discont.reverse ren.fail., withdr.sympts.aft. discont. of short-& long-term treatm., CHF risk elderly/ CV compromised pts, monit. pts.for signs of suicid.ideat.& behav., consid. meas.to prev.constip.with concom.opioids.,concom.opiods incr.CNS depress.risk,  monit. pts. with hist.of subst.abuse for sympts.of pregabalin misuse/abuse/depend.,poss.encephalopathy in pts with underlyi.cond., do not use in pregn., breastfeed.not recomm., S&E not est.in pts.<18 yrs.with neuropath.pain.

Drug interactions: Addit.to cognit.& gross mot. funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Lyrica" LYRICA, (Viatris Healthcare) Upjohn [P/S] 
Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 39/2.5/0264,0266, 0268.

709804-001: 25 mg, 56, R150,21

709805-001: 75 mg, 56, R378,25

709806-001: 150 mg, 56, R567,39

Dosage: Recomm.start.dos: 75 mg 2xdly. Bas.on indiv. respons.& tolerabil.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk.

Side effects: CNS effs.most common of which dizzin. & somnol., loss of consciousn., confus., ment. impairm., revers.paralys., neutropen., incr. appet., anorex., hypoglycaem., psych./CNS disords., vis.disturbs., diplop., dry eye, eye swell./-pain/-irrit., mydrias., alt.vis.depth percept., periph. vis.loss, asthenopia, lacrimat.incr., photopsia, oscillopsia, strabism., vertigo, hyperacus., tachycard., 1st degr.AV block, sinus tachycard., sinus arrythm., sinus bradycard., flush., hypo-/hypertens., periph.coldn., dyspn., nas.dryn., nasopharyngit., cough, nas.congest., epistax., rhinit., snor., throat tightn., GI disturbs., sweat., rash, musc.twitch./- cramp/-stiffn., joint swell., myalg,. arthralg., neck/back/limb pain, rhabdomyolys., cervic.spasm., dysur., urin.incontin. / retent., oligur., ren.fail., erect.dysfunct., delay. ejaculat., sex.dysfunct., amenorrh., dysmenorrh., breast pain/-discharge, hypertrophy breast, fatig., oed./periph.oed., abnorm.gait, asthen., fall, thirst, tight chest, exacerbat.pain, pyrex., rigors, anasarca, incr.weight., withdr.sympts., CHF/ deteriorat.HF, resp.fail.& coma with concom. CNS depress., hypersens.reacts.incl.angioed.& urticar., swollen tong., face swell., prurit.

Warnings and special precautions: Reproduct. toxic.in anim., do not use in pregn., not recomm.in breast feed., pres.in milk.of rats, imp.ren.funct., pts.receiv.haemodialys., incr.accid.injur.partic.in elderly, pts.to familarise themselv.with potent.S/E, CHF, discont.if sympts.of angioed.occ., potent. resp.fail.with concom.antidepress., lact intol., safety & effectiven.in pts.bel.18 yrs.not est.
Drug interactions: Addit.to cognit.& gross mot. funct.impairm.from oxycodone, effs.of ethanol & lorazepam.potent., resp.fail.& coma with concom. CNS depress.

 XE "Myalica" MYALICA, Pharma Dynamics [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. A49/2.5/0180, 0182, 0184

3004795-001 25 mg, 56, R75,42
3004796-001 75 mg, 56, R188,55
3004797-001 150 mg, 56, R257,94
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.

Side effects: Freq: Dizzin., somnol., nasopharyngit., incr. appet./ weight, euphor.mood, confus., decr.libido, irritabil., disorientat., insomn., headache, atax., abnorm.co-ordinat., trem., dysarthr., amnes., memory impairm., att disturb., paraesthes., hypoaesthes., sedat., bal.disord., lethargy, blurr.vis., diplop., vertigo, dry mouth, constip., vomit., flatul., naus., diarrh., abdom. distens., musc.cramp, arthralg., back/limb pain, cervic.sp., erect. dysfunct., fatig., periph.oed., feel. drunk/abnorm., oed., abnorm.gait, fall, Less freq: Neutropen., hypersens., angioed., allerg.react., anorex., hypoglycaem., hallucinat., panic attack, restlessn., agitat., depress., depress.-/elev.mood, aggress., mood swings, depersonalisat., word find. difficul., abnorm.dreams, incr.libido, anorgasm., apathy, disinhibit., stupor, syncope, myoclon., loss of consciousn., dyskines., psychomot.hyperactiv., postur.dizzin., intent.trem., nystagm., cognit. disord., mental impairm., speech disord., hyporeflex., hyperaesthes., ageus., burn.sensat., malaise, convuls., parosm., hypokines., dysgraph., periph.vis.loss, vis.disturb., dry eye, eye swell./-pain/ -irrit., vis.field defect, reduc.vis.acuity, asthenop., incr.lacrimat., photops., vis.loss, keratot., oscillops., alter.vis.depth percept., mydrias., strabism., vis.brightn. hyperacus., tachycard., AV block 1st degr., sinus tachycard./-dysrhythm./ -bradycard., CHF, QT prolongat., hypotens., hypertens., hot flush., flush., periph. coldn., dyspn., nas.dryn./-congest., nasopharyngit., cough, epistax., rhinit., snoring, throat tightn., pulm. oed., salivar.hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll. tong., elev.liv.enzym., jaund., hepat.fail., hepatit., papul.rash, urticar., hyperhidros., Stev.-Johns. syndr., prurit., cold sweat, joint swell., myalg., musc. twitch./-stiffn., neck pain, rhabdomyolys., dysuria, urin.incontin./-retent., oligur., ren.fail., ejaculat. delay., sex.dysfunct., dysmenorrh., amenorrh., breast pain/-discharge/-enlargem., gynaecomast., gen.oed., face oed., chest tightn., pain, pyrex. thirst, chills, asthen., incr.alanine aminotransfer./-bld. creat.phosphokin./-aspart.aminotransfer., incr.bld.gluc./bld.creatin., decr. platelet count, decr. bld.K+./weight/ WBC. Unknown freq: Suicid.ideat.& behav.

Warnings and special precautions: Imp.ren. funct., pts.receiv.haemodialys., adjust. of hypoglycaem. meds.poss.req.in diabet.gain. weight dur.treatm., discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, incr.accid.injur. partic. elderly, pts.to familarise themselv.with potent.S/E, poss.withdr.sympts.aft.discont.of short-term & long-term treatm., cardiovasc.comprom.pts., monit.signs of suicid.ideat.& behav., consid. meas.to prev.constip.with concom.opioids.esp.in females & elderly, concom.opiods due to CNS depress.risk, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat. encephalopathy, effect.contracept.in wom.of childbear. potent., reproduct.toxic.in anim.theref. do not use in pregn., excret.in breast milk, safety & effectiven.in pts.< 18 yrs.not est., assess.eff.on ability to perform dangerous activit.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.

 XE "Naltima" NALTIMA, Accord [P/S]

Naltrexone HCl 50 mg

Indications: Adjuct.therap.in mainten.of abstinence of opioids in opioid-dependent pts ceased to use opioids. 

(S5) TABS, 45/13.2/0225

718535-001: 28; R1 092,64
Dosage: No opioid use in past 7-10days, verify with urine-/ naloxone challenge test. Initiate careful.with 25 mg if no withdrawal signs start on 50 mg daily.Altern.dosing: 50 mg dly on weekdays and 100 mg on Saturday.Enhance approp.compliance techniques.

Contraindications: Pts rec.opioid analgesics, curr.opioid depend., ac.opioid withdr., posit.opioid urnine screen / fail.naloxone challenge test, ac.hepatit./ liv.fail., pregnan.& lactat.

Side effects: Freq.: Dizzin., headache, incr.transpirat., nervousn., restlessn., shiver., thirst, vertigo, chills, decr.energy, abdom.pain/-cramp., constip., diarrh., N&V, loss.appetite, joint & muscl.pain, anx., despondency, incr.energy, irritabilit., mood swing., urin. retent., decr.potency, delayed ejaculat., chest pain, skin rash.Less freq.: Idiopath.thrombocytop.purpura, non-spes.ECG changes, incr.BP, oed., palpitat., phlebit., tachycard., somnol., speech disord., trem., ear discomf., earache, tinnit. blurr.vis., burn.-/swollen.-/painf.-/strained eyes, light sensitiv., cold feet, fev., swoll.glands, dry mouth, flatul., haemorrh., ulcers., hepato-cell.disord., incr.appetite,  weight loss/-gain, inguin.pain, painful shoulders, legs/ knees, twitch., agitat., confus., depress., disorientat., euphor., hallucinat., paranoia, restlessn., suicid.ideat./-attempt., incr.freq./discomf.during urinat., incr-/decr.libido, dysapn., cough, hoarsen., itch., excess muc./phlegm, nasal congest., nose bleed, rhinorrh., sinus problems, shortn.of breath, sneez., sore throat, yawn., acne, alopec., exanthem., oily skin, prurit.

Special warnings and precautions: Hepatocellul.injury in high doses, term.use if sympts of ac.hepatit., hepat.dysfunc., disc.48hrs bef.elect.surg.involv.opioid analges., impair.ren.funct., naloxone challenge test if risk of withdr.reacts., reversal of naltrexone req.high dose & incr. risk of resp.depress., suicide risk, life-endager.opioid intoxicat.as conseq.of trying to overcome opiate blockade, safety in ultra-rapid opiate detox.programs not est., safety in pts.<18 not est., change in baseline lvl.of some hypothalmic, pituitary/ gonadal horm., withdr.sympts with abrupt cessat., severe opioid withdr.sympts by accident.ingest., doesn’t block craving for narcotics, cont.lactose.

Interactions: Caution with any other meds, pot.hepatotoxic meds, use with disulfiram unknown, pot.lethargy & somnol.with thioridazine, no benefit with opioid cont.meds.& should be avoided.
 XE "Nergil" NERGIL, Aurogen [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 48/2.5/1073; 1074; 1075

3004456-001 25 mg, 60, R131,45
3004457-001 75 mg, 60, R336,78
3004458-001 150 mg, 60, R474,74
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.

Side effects: Freq: Naso pharyngit., incr.appetite, euphor.mood, confus., irritabil., disorientat., insomn., decr.libido, dizzin., somnol., headache, atax., abnorm. co-ordinat., trem., dysarthr., amnes., memory impairm., attent.disturb., paraesthes., hypaesthes., sedat., bal. disord, lethargy, vis.blurr., diplop., vertigo, N&V, constip., diarrh., flatul., abdom. distens., dry mouth, musc. cramp, back pain, limb pain, cervic.sp., erect. dysfunct., oed., periph.oed., abnorm.gait, feel. drunk, feel.abnorm., fatig., incr.weight. Less freq: Neutropen., hypersens.react., angioed., allerg. react., anorex., hypoglycaem., hallucin., panic att., restlessn., depress., agitat., depress.mood, elev. mood, mood swings, aggress., insomn., depersonalisat., word find.diffic., abnorm.dreams, libido incr., anorgasm., apathy, disinhibit., syncope, stupor, myoclon., conscious.loss., psychomot. hyperactiv., dyskines., postur.dizzin., intent.trem., nystagm., cognit.disord., ment. impairm., speech disord., vis.field defect., hyporeflex., hyperaesthes., burn.sensat., ageus., malaise, convuls., parosm., hypokines., dysgraph., vis.disturbs., eye swell., vis.field defect., reduc.vis. acuity, eye pain, asthenop., dry eye, incr.lacrimat., eye irrit., photopsia, vis.loss., keratit., oscillops., alt.vis.depth percept., mydrias., strabism., vis. brightn., periph.vis.loss, hyperacus., tachycard., CHF, 1st degr.AV block., sinus tachycard./-dysrhythm./- bradycard., chest tightn./-pain, QT prolongat., flush., hot flush., hypotens., periph. coldn., hypertens., dyspn., nas.dryn./congest., epitax., nasopharyngit., cough, nas.congest., rhinit., snor., pulm.oed., throat tightn., saliv. hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll.tong.,elev.liv.enzym., jaund., hepat.fail., hepatit., sweat., papul.rash, urticar., hyperhidros., prurit., Stev.-John.syndr., cold sweat, joint swell., myalg., musc.twitch, neck pain, musc.stiffn., arthralg., rhabdomyolys., dysur., urin. incontin., oligur., ren.fail., urin.retent., ejaculat. delay., sex.dysfunct., dysmenorrh., amenorrh., breast pain/-disch./ -enlargem., gynaecomast., gen.oed., face oed., fall, chest tightn., pain, pyrex., thirst, chills, asthen., incr. alanine aminotransfer./-bld. creat.phosphokin. aspart. aminotransfer., decr. platelet count, incr. bld. gluc./-bld.creatin., decr. bld.K+./-weight/-WBC. Freq.unknown: Suicid.ideat./behav., 

Warnings and special precautions: Imp.ren. funct., pts.receiv.haemodialys., safety & effic.in pts.< 18 yrs.with neuropath.pain  not est., elderly, weight gain dur.treatm.poss.req.diabet.to adjust. dos.of hypoglycaem.meds., discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, assess.eff.on ability to perform danger.activit., incr.accid.injur. theref.pts.to familarise themselv.with potent.S/E, poss.withdr.sympts.aft.discont.of short-term & long-term treatm., incid.& severity of withdr. sympts.poss.dos.relat., CHF/CV.compromis.pts., monit.for suicid.ideat./-behaviour, consid.meas.to prev. constip.with concom.opioids., CNS depress. risk with concom.opioids, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/ abuse/ depend., underly.condits.that may precipit. encephalopathy, effect.contracept.in women of child bear.potent., reproduct.toxic.in anim.theref. do not use in pregn., excret.in human milk theref. breastfeed.not recomm.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Nubacap" NUBACAP, Forrester [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 48/2.5/1339; 1340; 1341

3002367-001 25 mg, 60, R124,42
3002368-001 75 mg, 60, R311,04
3002369-001 150 mg, 60, R439,60
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.

Side effects: Freq: Incr.appetite, euphor.mood, confus., irritabil., disorientat., insomn., dizzin., somnol., headache, atax., attent.disord., abnorm. co-ordinat., memory impairm., trem., dysarthr., paraesthes., abnorm.think., amnes., sedat., bal. disord, lethargy, blurr.vis., diplop., vertigo, dry mouth, constip., vomit., flatul., naus., diarrh., abdom. distens., erect. dysfunct., decr.libido, fatig., periph./fac.oed., oed., abnorm.gait, accid. injury, incr. appet./ weight. Less freq: Infect., naso pharyngit., neutropen. hypersens.react., Stev.-John.syndr. angioed., allerg.react., anorex., hypoglycaem., depersonalisat., anorgasm., restlessn., depress., agitat., mood swings, depress. mood, aggress., word find.diffic., hallucin., abnorm.dreams, panic att., apathy, disinhibit., elev.mood, nervousn., cognit.disord., hypoaesthes., speech disord, myoclon., hyporeflex., dyskines., psychomot.hyperactiv., postur. dizzin., hyperaesthes., ageus., burn.sensat., intent. trem., stupor, syncope, loss of consciousn., mental impairm., revers.paralys., malaise, convuls., hypokines., parosm., dysgraph., myasth., neuropathy, vis.disturb., dry eye, eye swell./pain/ irrit., reduc.vis.acuity, asthenop., incr.lacrimat., photops., mydrias., vis.loss, keratit., oscillops., alter. vis.depth percept., periph.vis.loss, strabism., vis. brightn., vis.field defect, nystag., hyperacus., tachycard.,1st degr.AV block., sinus tachycard./-dysrhythm./ bradycard., CHF, chest tightn./-pain, QT prolongat., flush., hot flush., hypotens., periph. coldn., hypertens., dyspn., nas.dryn./congest., nasopharyngit., cough, epistax., rhinit., snor., throat tightn., flu sympts., bronchit., pulm.oed., saliv. hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll.tong., elev.liv. enzym., jaund., hepat.fail., hepatit., sweat., papul. rash, cold sweat, urticar., hyperhidros., prurit., musc. twitch/-cramp, joint swell., myalg., arthralg., back/limb pain, musc.stiffn., cervic. spasm, neck pain, rhabdomyolys., dysur., urin. incontin., oligur., ren.fail., urin.retent., ejaculat. delay., sex. dysfunct., libido incr., amenorrh., breast pain/-disch./ -hypertroph., gynaecomast., fall, thirst, exacerb. pain, anasarca, pyrex., rigors, incr.alanine aminotransfer./-bld. creat.phosphokin. aspart. aminotransfer., decr. platelet count, incr.bld.gluc./-bld.creatin., decr. bld.K+./-weight/-WBC.
Warnings and special precautions: Discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, weight gain dur.treatm., adjust. of hypoglycaem. meds. poss.req.in diabet. CHF, assess.eff.on ability to perform dangerous activit., incr.accid.injur. partic. elderly, pts.to familarise themselv.with potent.S/E, potent.resp.fail.with concom. antidepress., poss.withdr.sympts.aft.discont. of short-term & long-term treatm., incid.& severity of withdr.sympts.poss.dos.relat., incr.incid.of adv. CNS reacts.esp.somnol.in treatm.of centr. neuropath. pain due to spin.cord inj.poss.due to addit. eff.with concom.meds., consid.meas.to prev. constip. with concom.opioids., monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat.encephalopathy, , reproduct.toxic.in anim. theref. do not use in pregn., pres.in milk of rats, safety & effectiven.in pts.< 18 yrs.not est., imp. ren. funct., pts.receiv.haemodialys.,

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Nurika" NURIKA, (Cipla Medpro) Teva [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 46/2.5/0772.764, 0774.766, 0775.767
723853-001 25 mg, 60, R130,06
723854-001 75 mg, 60, R327,52
723855-001 150 mg, 60, R407,91
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.

Contraindications: Safety & effectiven.in pregn./ pts.< 18 yrs.not est., breast feed.

Side effects: Freq: Dizzin., somnol., atax., attent. disturb., nasopharingit., feel.abnorm., abnorm.co-ordinat., memoryimpairm., trem., dysarthr., paraesthes., headache, amnes., hypoaesthes., bal.disord., dry mouth, constip., vomit., flatul., naus., diarrh., abdom.distens., erect. dysfunct., euphor.mood, confus., decr.libido, irritabil., disorientat., insomn., fatig., periph.oed., feel.drunk/abnorm., oed., abnorm.gait, fall, incr. appet./ weight, musc.cramp, arthralg., back/limb pain, cervic.spasm, vertigo, blurr.vis., diplop., Less freq: Anorex., hypoglycaem., asthen., thirst, chest tightn., exacerb.pain, anasarca, pyrex., rigors, fac. oed., chills, cognit.disord., vis.field defect, nystagm., speech disord, myoclon., hyporeflex., dyskines., flush., hypotens., periph.coldn., hypertens. psychomot. hyperactiv., postur.dizzin., hyperaesthes., ageus., burn.sensat., intent.trem., stupor, syncope, hypokines., parosm., dysgraph., loss of consciousn., mental impairm., word find.difficult., nystagm., parkinsonism, keratit., TEN, gen.oed., malaise, convuls., depersonalisat., anorgasm., restlessn., depress., agitat., mood swings, insomn.exacerb., hallucin., abnorm.dreams, libido incr., panic att., apathy, disinhibit., elev.mood, aggress., dyspn., nas. dryn./congest., nasopharyngit., cough, epistax., rhinit., snoring, throat tightn., pulm.oed., dysuria, urin.incontin., oligur., ren.fail., ejaculat. delay., sex.dysfunct., urin.retent., amenorrh., breast pain/ disch./hypertroph., dysmenorrh., gynaecomast., elev.liv.enzym., jaund., hepat.fail., hepatit., hyperacus,, incr.alanine aminotransfer./ bld. creat.phosphokin./aspart.aminotransfer., decr. platelet count, incr.bld.gluc./bld.creatin., decr. bld.K+./weight/ WBC, musc.twitch., joint swell., myalg., musc.stiffn., neck pain, rhabdomyolys., neutropen., salivar.hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll. tong., sweat., papul.rash, cold sweat, urticar., fac. swell, Stev.-Johns.syndr., prurit., tachycard., AV block 1st deg., sinus tachycard./dysrhythm./ bradycard., CHF, QT prolongat., vis.disturb., dry eye, eye swell./pain/irrit., reduc.vis.acuity, asthenop., incr.lacrimat., photops., mydrias., oscillops., alter.vis.depth percept., periph.vis.loss, strabism., vis.brightn. Unknown freq: Hypersens. reacts., angioed., allerg.react., revers.paralys., resp.depress.

Warnings and special precautions: Imp.ren. funct., pts.receiv.haemodialys., incr.accid.injur. partic. elderly, pts.to familarise themselv.with potent.S/E, CHF, discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, potent.resp.fail.with concom.antidepress., reports of severe resp.depress., pts.with comprom.resp.funct./resp.or neurolog.dis./ ren.impairm./ concom.CNS depress.& elderly poss.at higher risk of resp.depress.& dose adjustm.may be necess., poss.withdr.sympts.aft. discont. of short-term & long-term treatm., adjust. of hypoglycaem.meds.poss.req.in diabet., gain. weight dur.treatm., incr.incid.of adv.reacts.in gen./CNS adv.reacts.& esp.somnol.in treatm.of centr.neuropath.pain due to spin.cord inj.poss.due to addit.eff.with concom.meds., monit.signs of suicid.ideat.& behav., consid.meas.to prev.constip. with concom.opioids., monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat. encephalopathy,reports of poss.fatal sever.cutan.advers.reacts.eg.SJS & TEN, advis.pts.of S&S of skin reacts., withdraw immed.& consid.treatm.change if S&S of skin reacts., concom.opioids due to CNS depress.risk incr.with dose, assess.eff.on ability to perform dangerous activit., poss.laxat.eff.from mannitol content, reproduct.toxic.in anim.theref. do not use in pregn., effect.contracept.essent.in wom.of childbear. potent.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.

 XE "Penthrop" PENTHROP, Equity [P/S] 
Methoxyflurane

Indications: Self-admin.emerg.pain relief in pts.with trauma & assoc.pain in consc.haemodynam.stab.pts., pain relief in monit.consc.pts.requir. analges.for surg.proced.i.e.dress.chang.
(S5) INHAL, 45/2.9/1118

720729-001: 99,9% m/m/ml, 3 ml bot + inhal., R544,86
Dosage: Use as analges.agent only. Do not exceed max.dos. Admin.low.effect.dos.und. supervis.of profess.train.in Penthrop use. Admin.on consecut.days not recomm.

Adults: Up to 6 ml (2x 3 ml bott.)/day vaporis.in inhal. Refill.inhal.with 2nd bott.only once & in a well-ventil.area. Tot.wkly. dos. not to exceed 15 ml. Childr: 1-11 yrs: Up to 3 ml/day or 15 ml(5x3 ml bott.)/wk. 

12-17 yrs: up to 6 ml (2x3 ml bott.)/day or 15 ml/wk. Tot.wkly.dos.not to exceed 15 ml. 

Refer to manufact. prod. lit.for inhal.use.
Contraindications: Use as anaesthet.meds, ren. impairm.(incl.red.GFR, renal output & red.ren.bld.flow)/-fail., sev.hepat.impairm., fluorinat.anaesthet.hypersens., CV instabil., resp.depress., head inj./loss.of consciousn., adverse react.hist.in pt./relat.to any halogen. inhal.anaesthet., known/ genetic.suscept.to malign.hypertherm., porphyr 

Side effects: Freq: Headache, dizzin dysgeus., somnol., euphor.mood, cough, naus., feel. drunk. Less.freq: Incr.appet., amnes., dysarthr., paraesthes., periph. sens. neuropathy, anx., depress., disturb. attent., inappropr.affect, impair.vis., flush., hypo-/hypertens., dry mouth, oral discomf./-prurit., salivary hypersecr., vomit., hyperhidros., fatig., feel.abnorm./relax., chills. Unknown freq: Hypersens., affect lability, agitat., confus.state, dissoc., restlessn., alter.state of consciousn., nystagm., chok., hypox., hepatit., jaund., liv.injur., hepat./ ren.fail., incr.hepat. enzymes/ bld.urea/ bld. creatin./bld.uric acid.

Special warnings and precautions: Use lowest eff.dose for pain cntrl., not for use as anaesth., nephrotoxic.risk relat.to tot.dose & freq.expos., dly.use not recomm., cross. placenta, breastfeed., pts. with underly. hepat.condits./ risks for hepat.dysfunct., reports of hep.dysfunct./jaund./fatal hepat.necros., diab. pts., concom.IV adrenal./nor-adrenal., expos. to temps.above 40°C esp.when used in conjunct.with O2, elderly/ pts.with known risk for ren.dis., clin.condits.pre-dispos.to ren.inj., health work.reg.expos.to Penthrop., CNS eff.risk for potent. abuse., monit.pts.using Pentrop on repeat./ intermitt.occas.to ens.recomm. dos.not exceed., malign.hypertherm., contains butylated hydroxytoluene may cause loc.skin reacts./eye & mucous membr.irrit., limit. data for use in childr., safety & effic.in pregn. & lactat.not est.

Interactions: Metabol.enhanc./ incr.nephrotox. risk with concom. enzym.induc.meds. e.g.rifampicin, poss.fatal ren.toxic.with concom. tetracycl. & Penthrop as anaesthes., advers.ren.effs. of other meds.incl.cert.antibiot.of known nephrotox.potent.(e.g.gentamicin/ kanamycin/ colistin/ polymyxin B/ cephaloridine/ amphotericin B), poss.enhanc., subseq.narcotics dos.may be reduc., poss.incr.hypotens.risk with ß-blocks., enzyme induc.(e.g.alcoh./ isoniazid/ phenobarbit./ rifampic./ carbamazep./ efavirenz/ nevirapine) incr. rate of methoxyflurane metab. might incr.toxicity, addit.depress.eff.with concom.CNS depress.
See also MDR page 278.
 XE "Precedex" PRECEDEX, Pfizer [P/S] 
Dexmedetomidine

Indications: Sedat.of intubat.& mechanic. ventilat. adult post-surg.pts dur.treatm.in ICU, monit. anasthes.care/conscious sedat.in theatre or ICU for min.surg.proced.und.loc.anaesth./fibreoptic intubat. Effic & safety not stud.in childr.und.18 yrs.
(S5) CONC.SOL.FOR IV INFUS, 34/2.9/0239

702992-002: 100 µg/ml, 5x2 ml vials: R1 349,67
For further details refer to manufact.prod.lit.

See also MDR page 672.
 XE "Precia" PRECIA (Activo) Lamar [P/S]

Dexmedetomidine

Indications: Alpha2 adrenorecept.agon.sedat.with analges.properties indic.for sedat.of intubat.& mechanic. ventilat. adult post-surg.pts dur.treatm. in ICU, monit. anasthes.care/conscious sedat.in theatre or ICU for min.surg.proced.und.loc. anaesth./ fibreoptic intubat. Effic & safety not stud. in childr.und.18 yrs.

(S5) CONC.FOR SOL.FOR INFUS, 52/2.9/0345

3004818-001: 100 µg/ml 5x2 ml vials: R563,50
For further details refer to manufact.prod.lit.

 XE "Pregabalin Biotech" PREGABALIN BIOTECH, Biotech [P/S]
Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.
(S5) CAPS, 50/2.5/0371, 0372, 0373

3006310-001: 25 mg, 60, R111,90
3006311-001: 75 mg, 60, R291,97
3006312-001: 150 mg, x0, R391,66
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk.See prod.lit. for dose red.in ren.impairm.acc.to CLCr.

Side effects: Freq.: Nasopharyngit., incr. appet., euphoric mood, confus., irritab., disorient., insomn., decr.libido, dizzin., somnol., headache, atax., coord.abnorm., trem., dysarth., amnesia, mem.impair., attent.disturb., paraesth., hypoaesth., sedat., balance disord., lethargy, blurr.vis., diplop., vertigo, N&C, constip., diarrh., flatul., abdom.distens., dry mouth, muscle cr., arthralg., back-/limb pain, cerv.sp., erect.dysfunct., periph.oed., oed., abnorm.gait, fall, feel.drunk/- abnorm., fatig., incr.weight. Less freq.: Neutrop., hypersens., angioed., allerg.react., anorex., hypoglycaem., hallucin., panic attack, restlessn., agitat., depress., depress. mood, elev.mood, aggress., mood swing, depersonalis., word find. diffic., abnorm.dreams, incr.libido, anorgasm., apathy, disinhibit., syncope, stupor, myoclon., loss of consc., psychomot.hyperact., dyskin., dizzin. postur., intent.tremor, nystagm., cogn. disord., ment.impair., speech disord., hyporeflex., hyperaesth., burning sens., ageus., malaise, convuls., parosm., hypokines., dysgraph., periph.vis. loss, vis. disturb., eye swell., vis.field defect, reduc. vis.acuity, eye pain, asthenop., photops., dry eye, incr.lacrim., eye irrit., vis.loss, kerat., oscillops., alter.vis.depth percep., mydri., strab., vis.bright., hyperacus., tachycard., 1st degree AV block, sinus bradyc., CHF, QT prolong., sinus tachyc./-dysrhythm., hypotens., hypertens., hot flush., flush., periph.coldn., dyspnoea, epistax., cough, nasal congest., rhinit., snor., nasal dryn., pulm.oed., throat tightn., respir.depress., GORD, salivar. hypersecr., oral hypoaesth., ascit., pancreat., swoll.tong., dysphag., elev. liver enzym., jaund., hepat.fail., hepatit., papul.rash, urticar., hyperhidros., prurit., SJS, cold sweat, joint swell., myalg., muscle twitch., neck pain, muscle stiff., rhabdomyol., urin. incont./-retent., dysur., ren.fail., oligur., sex.dysfunct., delay. ejacul., dysmenorrh., breast pain/-disch./-enlarg., amenorrh., gynaecomast., gen. oed./ face-, chest tightn./- pain, pyrex., thirst, chill., asthen., incr. blood creat. phosphok., incr. alan. aminotransf., incr. aspart. aminotransf., incr. blood gluc., decr. platelet count, incr. blood creatin., decr. blood potass., decr. weight, decr. WBC count.Freq. unknown: Suicidal ideat. & behav., respir.depress.

Special warnings and precautions: Adjust. of hypoglycaem.meds.in diabet.gain. weight dur.treatm., discont.if sympts.of angioed./ vis.disturbs./ ren.fail.occur, incr.accid.injur.partic elderly due to dizzin./ somnol., poss.dose relat.withdr.sympts.aft.discont., poss.convuls.after discont., poss.CHF in elderly cardiovasc.comprom.pts., monit.signs of suicid.ideat.& behav., consid. meas.to prev.constip.with concom.opioids.esp.in females & elderly, concom.opiods due to CNS depress.risk, poss.sev.respirat.depress. in suscept.pts, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/ abuse/ depend., underly.condits.that may precipitat. encephalopathy, effect.contracept.in wom.of childbear. pot., reproduct.toxic.in anim.theref. do not use in pregn., breastf.not recomm., S&E in pts.< 18 yrs.with neuropath. pain.not est., assess.eff.on ability to perform dangerous activit.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.
 XE "Pregabalin Ivax" PREGABALIN IVAX, (Adcock Ingram) Teva [P/S] 

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 46/2.5/0764, 0766, 0767

3003381-001 25 mg, 60, R117,43
3003382-001 75 mg, 60, R293,60
3003384-001 150 mg, 60, R414,95
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.1 wk.

Contraindications: Safety & effectiven.in pregn./ pts.< 18 yrs.not est., breast feed.

Side effects: Freq: Dizzin., somnol., atax., attent. disturb., nasopharingit., feel.abnorm., abnorm.co-ordinat., memoryimpairm., trem., dysarthr., paraesthes., headache, amnes., hypoaesthes., bal.disord., dry mouth, constip., vomit., flatul., naus., diarrh., abdom.distens., erect. dysfunct., euphor.mood, confus., decr.libido, irritabil., disorientat., insomn., fatig., periph.oed., feel.drunk/abnorm., oed., abnorm.gait, fall, incr. appet./ weight, musc.cramp, arthralg., back/limb pain, cervic.spasm, vertigo, blurr.vis., diplop., Less freq: Anorex., hypoglycaem., asthen., thirst, chest tightn., exacerb.pain, anasarca, pyrex., rigors, fac. oed., chills, cognit.disord., vis.field defect, nystagm., speech disord, myoclon., hyporeflex., dyskines., flush., hypotens., periph.coldn., hypertens. psychomot. hyperactiv., postur.dizzin., hyperaesthes., ageus., burn.sensat., intent.trem., stupor, syncope, hypokines., parosm., dysgraph., loss of consciousn., mental impairm., word find.difficult., nystagm., parkinsonism, keratit., TEN, gen.oed., malaise, convuls., depersonalisat., anorgasm., restlessn., depress., agitat., mood swings, insomn.exacerb., hallucin., abnorm.dreams, libido incr., panic att., apathy, disinhibit., elev.mood, aggress., dyspn., nas. dryn./congest., nasopharyngit., cough, epistax., rhinit., snoring, throat tightn., pulm.oed., dysuria, urin.incontin., oligur., ren.fail., ejaculat. delay., sex.dysfunct., urin.retent., amenorrh., breast pain/ disch./hypertroph., dysmenorrh., gynaecomast., elev.liv.enzym., jaund., hepat.fail., hepatit., hyperacus,, incr.alanine aminotransfer./ bld. creat.phosphokin./aspart.aminotransfer., decr. platelet count, incr.bld.gluc./bld.creatin., decr. bld.K+./weight/ WBC, musc.twitch., joint swell., myalg., musc.stiffn., neck pain, rhabdomyolys., neutropen., salivar.hypersecret., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll. tong., sweat., papul.rash, cold sweat, urticar., fac. swell, Stev.-Johns.syndr., prurit., tachycard., AV block 1st deg., sinus tachycard./dysrhythm./ bradycard., CHF, QT prolongat., vis.disturb., dry eye, eye swell./pain/irrit., reduc.vis.acuity, asthenop., incr.lacrimat., photops., mydrias., oscillops., alter.vis.depth percept., periph.vis.loss, strabism., vis.brightn. Unknown freq: Hypersens. reacts., angioed., allerg.react., revers.paralys., resp.depress.
Warnings and special precautions: Imp.ren. funct., pts.receiv.haemodialys., incr.accid.injur. partic. elderly, pts.to familarise themselv.with potent.S/E, CHF, discont.if sympts.of angioed./ vis.disturbs./ren.fail.occur, potent.resp.fail.with concom.antidepress., reports of severe resp.depress., pts.with comprom.resp.funct./resp.or neurolog.dis./ ren.impairm./ concom.CNS depress.& elderly poss.at higher risk of resp.depress.& dose adjustm.may be necess., poss.withdr.sympts.aft. discont. of short-term & long-term treatm., adjust. of hypoglycaem.meds.poss.req.in diabet., gain. weight dur.treatm., incr.incid.of adv.reacts.in gen./CNS adv.reacts.& esp.somnol.in treatm.of centr.neuropath.pain due to spin.cord inj.poss.due to addit.eff.with concom.meds., monit.signs of suicid.ideat.& behav., consid.meas.to prev.constip. with concom.opioids., monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat. encephalopathy,reports of poss.fatal sever.cutan.advers.reacts.eg.SJS & TEN, advis.pts.of S&S of skin reacts., withdraw immed.& consid.treatm.change if S&S of skin reacts., concom.opioids due to CNS depress.risk incr.with dose, assess.eff.on ability to perform dangerous activit., poss.laxat.eff.from mannitol content, reproduct.toxic.in anim.theref. do not use in pregn., effect.contracept.essent.in wom.of childbear. potent.

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom. CNS depress.

 XE "Pregabalin Mylan" PREGABALIN MYLAN, Mylan [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS. 46/2.5/0219; 0220; 0221

3002445-001: 25 mg, 60, R123,29
3002443-001: 75 mg, 60, R308,22
3002444-001: 150 mg, 60, R421,60
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont. grad. over minim.of 1 wk.

Side effects: Freq: Nasopharyngit., incr.appetite, euphor.mood, confus., irritabil., disorientat., insomn., decr.libido, blurr.vis., diplop., vertigo, N&V, constip., diarrh., flatul., abdom.distens., dry mouth, musc.cramp, arthralg., back pain, limb pain, cervic.spasm, erect.dysfunct., periph.oed., oed., abnorm.gait, fall, feel.drunk, feel.abnorm., fatig., incr.weight. Less freq: Neutropen., hypersens., angioed., allerg.react., anorex., hypoglycaem., hallucinat., panic attack, restlessn., agitat., depress., depress.mood, elev.mood, aggress., mood swings, depersonalisat., word find.difficulty, abnorm.dreams, incr.libido, anorgasm., apathy, disinhibit., periph.vis.loss, vis.disturbs., eye swell., vis.field defect. reduc.vis.acuity, eye pain, asthenop., photops., dry eye, incr.lacrimat, eye irrit., vis.loss, keratit., oscillops., alter.vis.depth percept., mydrias., strabism., vis.brightn., hyperacusis, tachycard., 1st degr.AV block, sin. bradycard., CHF, QT-prolongat., sin.tachycard., sin. dysrhythm., hypotens., hypertens., hot flush., flush., periph.coldn., dyspn., epistax., cough, nas. congest., rhinit., snor., nas.dryn., pulm.oed., throat tightn., GORD, saliv.hypersecret., oral hypoaesthes., ascit., pancreatit., swoll.tongue, dysphag., papul.rash, urticar., hyperhidros., prurit., Stev. John.syndr., cold sweat, joint swell., myalg., musc. twitch., neck pain, musc.stiffn., rhabdomyolys., urin.incontin., dysur., ren.fail., oligur., urin.retent., sex.dysfunct., delay.ejaculat., dysmenorrh., breast pain, amenorrh., breast discharge., breast enlargem., gynaecomast., gen. oed., face oed., chest tightn., pain, pyrex., thirst, chills, asthen., incr.bld.creatine phosphokin/-alan. & -aspart.aminotransfer., incr.bld.sugar, decr. platel.count, incr.bld.creatinine, decr.bld.K+, decr. weight, decr.WBC

Warnings and special precautions: Adjustm. of hypoglycaem.meds.poss.req.in diabet.pts. gain. weight dur.treatm., discont.if sympts.of angioed. vis.disturbs./ren.fail.occur, incr.accid.injur.partic.in elderly, pts.to familarise themselv.with potent.S/E, insuffic.data.for withdr.of concom.anti-epilept. meds. once seiz.control reach.in order to reach monother., withdr.sympts.observ.aft.discont. aft. short-term & long term treatm., CHF mostly seen in cardiovasc.comprom.elderly for neuropath. indicat., incr.incid.of adv.reacts.in gen./CNS adv. reacts.& esp.somnol.in treatm.of centr.neuropath. pain due to spin.cord inj.poss.due to addit.eff.with concom.meds., monit.pts.for signs of suicid.ideat. & behav., consid.meas.to prev.constip.with concom. opioids., monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/abuse/ depend., underly.condits.that may precipitat. encephalopathy, assess.eff.on ability to perform dangerous activit., reproduct.toxic.in anim.theref. do not use in pregn., breastfeed.not recomm., imp. ren. funct., pts.receiv.haemodialys., safety & effectiven. not est.in pts.<18 yrs.with neuropath. pain

Interactions: Addit.to cognit.& gross mot.funct. impairm.from oxycodone, effs.of ethanol & lorazepam potent.

 XE "Prerica" PRERICA, Austell [P/S]

Pregabalin

Indications: Adult neuropath.pain due to H.Zoster infects.& diabet.

(S5) CAPS, 50/2.5/0715, 0716, 0717, 0718, 0719

3004553-001, 25 mg, 56, R94,24
3004554-001, 50 mg, 56, R115,90
3004555-001, 75 mg, 56, R144,87
3004556-001, 100 mg, 56, R144,87
3004558-001, 150 mg, 56, R217,31
Dosage: Recomm.start.dos: 75 mg 2xdly.with/-out food. Bas.on indiv respons.& tol.dos.may be incr.to 150 mg 2xdly.aft.3-7 day interv. Discont.grad.over minim.1 wk.

Side effects: Freq: Naso pharyngit., incr.appetite, euphor.mood, confus., irritabil., disorientat., insomn., decr.libido, dizzin., somnol., headache, atax., abnorm.co-ordinat., trem., dysarthr., amnes., memory impairm., att.disturb., paraesthes., hypaesthes., sedat., bal.disord, lethargy, vis.blurr., diplop., vertigo, N&V, constip., diarrh., flatul., abdom.distens., dry mouth, musc.cramp, arthralg., back-/ limb pain, cervic.sp., erect.dysfunct., oed., periph.oed., abnorm.gait, feel.drunk, fall, feel.abnorm., fatig., incr.weight. Less freq: Neutropen., hypersens.react., angioed., allerg.react., anorex., hypoglycaem., hallucin., panic att., restlessn., depress., agitat., depress.-/ elev.mood, mood swings, aggress., insomn., depersonalisat., word find.diffic., abnorm.dreams, libido incr., anorgasm., apathy, disinhibit., syncope, stupor, myoclon., conscious.loss., psychomot. hyperactiv., dyskines., postur.dizzin., intent.trem., nystagm., cognit.disord., ment. impairm., speech disord., vis.field defect., hyporeflex., hyperaesthes., burn.sensat., ageus., malaise, convuls., parosm., hypokines., dysgraph., vis.disturbs., eye swell., vis.field defect., reduc.vis. acuity, eye pain, asthenop., dry eye, incr.lacrimat., eye irrit., photopsia, vis.loss., keratit., oscillops., alt.vis.depth percept., mydrias., strabism., vis. brightn., periph.vis.loss, hyperacus., tachycard., CHF, 1st degr.AV block., sinus tachycard./-dysrhythm./-bradycard., chest tightn./-pain, QT prolongat., flush., hot flush., hypotens., periph. coldn., hypertens., dyspn., nas.dryn./-congest., epitax., nasopharyngit., cough, rhinit., snor., pulm.oed., throat tightn., saliv.hypersecr., GORD, oral hypoaesthes., ascites, dysphag., pancreatit., swoll.tong., elev.liv.enzym., jaund., hepat.fail., hepatit., sweat., papul.rash, urticar., hyperhidros., prurit., SJS, cold sweat, joint swell., myalg., musc.twitch, neck pain, musc.stiffn., arthralg., rhabdomyolys., dysur., urin.incontin., oligur., ren.fail., urin.retent., ejaculat.delay., sex.dysfunct., dysmenorrh., amenorrh., breast pain/-disch./-enlargem., gynaecomast., gen.oed., face oed., fall, pain, pyrex., thirst, chills, asthen., incr.ALT/-bld.creat.phosphokin. AST., decr.platel.count, incr bld. gluc./-bld.creatin., decr.bld.K+./-weight/-WBC.Freq.unknown: Suicid.ideat./ behav., TEN.

Special warnings and precautions: Imp.ren. funct., pts.receiv.haemodialys., safety & effic.in pts.< 18 yrs.with neuropath.pain not est., elderly, weight gain dur.treatm.poss.req.diabet.to adjust.dos.of hypoglycaem.meds., discont.if sympts.of angioed./ vis.disturbs./ ren.fail./ sev.cutan.adverse reacts.occur, assess.eff.on ability to perform danger.activit., incr.accid.injur. theref.pts.to familarise themselv.with potent.S/E, poss.withdr.sympts.aft.discont.of short- & long-term treatm., incid.& severity of withdr. sympts. poss.dos.relat., CHF/ CV.compromis.pts., monit.for suicid.ideat./-behaviour, consid.meas.to prev.constip.with concom.opioids., CNS depress. risk with concom.opioids, monit.pts.with hist.of subst. abuse for sympts.of pregabalin misuse/ abuse/ depend., underly.condits.that may precipit. encephalopathy, effect.contracept.in women of child bear.potent., reproduct.toxic.in anim.theref.do not use in pregn., excret.in human milk theref. breastfeed.not recomm., lactose intol.

Interactions: Addit.to cognit.& gross mot.funct.impairm.from oxycodone, effs.of ethanol & lorazepam potent., resp.fail.& coma with concom.CNS depress.

 XE "Sedalpha" SEDALPHA, Accord [P/S]

Dexmedetomidine

Indications: Alpha2 adrenorecept.agon.sedat.with analges.properties indic.for sedat.of intubat.& mechanic. ventilat. adult post-surg.pts dur.treatm. in ICU, monit.anasthes.care/conscious sedat.in theatre or ICU for min.surg.proced.und.loc. anaesth./ fibreoptic intubat. Effic & safety not stud. in childr.und.18 yrs.

(S5) CONC.FOR SOL.FOR INFUS, 48/2.9/0969

3004679-001: 100 µg/ml (aft dil.either 4 µg/ml or 8 µg/ml), 5x2 ml vials: R1 137,47 
For further details refer to manufact.prod.lit.

4
MUSCULO-SKELETAL AGENTS
4.1
Non-steroidal anti-inflammatory agents 
 (See also 3.2, 4.3)
4.1.1
COX inhibitors
ALELVE (MDR Listing)

PEDEA (MDR Listing)

 XE "Adco-Mefenamic Acid" ADCO-MEFENAMIC ACID, Adcock-Ingram Healthcare (Pty) Ltd
See Section 3.2
 XE "Adco-Naproxen" ADCO-NAPROXEN, AI Pharm Ltd [P/S]

Naproxen.
Indications: Ac.gout attacks for max.5 days in pts.old.than 16 yrs.

(S2) TABS. X/3.1/156.

785245-015: 250 mg, 10, R19,53
Dosage: Gout: 750 mg immed.then 250 mg 8 hrly.

Contraindications: Pregn.& lactat., act.pept.ulc., NSAID /aspir.sens., childr.und.16 yrs.

Side effects: GI disturbs.incl.GI bleed.& pept. ulcerat., skin rash, urticar., anaphylact.reacts., CNS effs., bld.dyscras., tinnit., vis.disturbs., hear. impairm., vertigo, periph.oed., jaund., revers.ren. fail., nephrot.syndr., interstit.nephrit., ulcerat. stomat.

Special precautions: GI dis.hist., bronchosp. poss.precipit.in bronch.asthma/allerg.dis., comprom. card.funct., decr.platelet. aggregat.incr. bleed. time, imp.ren./hepat.funct., elderly, concom. methotrex.

Drug interactions: Effs.of highly prot.-bound drugs poss.potent., anti-hypertens.eff.of propranol & poss.other ß-block.reduc., natriuret. eff.of furosemide inhibit., ren.Li clear.inhibit., probenecid incr.plasma levels, enhanc.toxic.of methotrex.

 XE "Aleve" ALEVE, Bayer Consumer [P/S] 
Naproxen sod.

Indications: Short-term treatm.of headache, toothache, musc.pain, backache, dysmenorrh., min.aches & pain,assoc.with cold & fev.

(S1) TABS, 31/2.7/0145

864692-014: 220 mg, 12, R30,83
864692-015: 220 mg, 24, R61,66
Dosage: Low.effect.dos for short.durat. Absorpt. poss.delay.by food. Not for childr.und.12 yrs. except und.med.supervis.

Adults: 1 tab.8-12 hrly.if necess.or an init.dos.of 2 tabs.follow.by 1 tab.12 hrs.later if necess. Max. 3 tabs./24 hrs.x10 consec.days.

Contraindications: Asthma/urticar./allerg.type react.hist.aft.aspirin/NSAID admin., GI bleed./ perforat.relat.to prev.NSAID ther., recurr.act. pept.ulc./haemorrh.hist., sev.HF, pregn.& lactat.,

Side effects: Common: Dizzin., headache, light headedn., dyspeps., naus., heartburn., abdom. pain,. Uncommon: Drowsin., insomn., somnol., vertigo, diarrh., constip., vomit., skin rash, prurit., urticar. Rare: Pept.ulc.incl.haemorrh.& perforat., GI bleed., hematemes., melena, angioneurot. oed., ren.impairm., periph.oed.partic. with hypertens./ kidn.fail., pyrex. V.rare: Anaphylax. & anaphylact. reacts.incl.fatal., leucopen., thrombocytopen., agranulocytos, aplast.anaem., eosinophil., haemolyt. anaem., psych. disords., depress., dream abnormalit., inabil.to concentr., asept. meningit., cognit.dysfunct., convuls., vis.disturbs., corn. opacit., papillit., retrobulb.opt.neurit., papilloed., hear.impairm./-disturbs, tinnit., CHF, hypertens., pulm.oed., palpitat., vasculit., dyspn., asthma, eosinophil. pneunomit., pancreatit., colit., aphth.ulc., stomatit., eophagit., intestin.ulcerat., hepatit.incl. fatalit., jaund., icter., revers.alopec., photosens./-reacts., porphyr., exudat.erythema multiforme, Stev. John.syndr., tox.epiderm. necrolys., erythema nodosum, fix.drug erupt., lich. planus, pustul.react., skin rashes, SLE, ecchymos., purpura, sweat., interstit., ren.papill.necros., nephrot.syndr., ren.fail./-dis., haematur., proteinur., duct.arterios. clos., fem.infertil., oed., thirst, malaise, rais.ser.creatin., abnorm.LFT, hyperkalaem.

Warnings and special precautions: Avoid concom. NSAID’s admin.caref.with GI dis.hist., elderly, imp.ren.funct., low dos.& concom. protect.agents for GI at risk pts.& concom.low dos.aspir.ther., pts.with GI toxic.hist.to report. unusual abdom.sympts., concom.meds.incr. ulcerat./ bleed.risk, discont.in GI bleed./ulcerat., HF/hypertens.hist., small incr.risk of arter. thrombot.events report.at high dos.& long term. ther., concom.acetylsalicyl.acid, discont.in pres.of skin rash/mucos.les./hypersens., hist.of angioed./ bronchospast.reactiv./rhinit./nas.polyps/allerg.dis./chron.resp.dis.& aspir.sens., hepat.cross reactiv., poss.imp.fem.fertility by eff.on ovulat., concom. analgesics & ster., coagulat.disturbs., meds. influenc.haemostas., intens.diuret.ther.

Interactions: Cyclosor.conc.incr., Li lev.incr., methotrex. conc.incr., irrevers.platel.inhib.eff.of acetylsalic.acid poss.attenuat., anticoags.eff. enhanc., incr.GI bleed.risk with anti-platel.agents /SSRI’s & corticoster., reduc.diuret.& antihypertens.(incl.ACE inhib.)agents eff.

See also MDR page 219.
 XE "Amdocin" AMDOCIN, Innovata Pharma [P/S]

Indomethacin.
Indications: Osteo & rheumat.arthrit., ankylos. spondylit., other musc.skelet.inflamm.disord., ac.gout attacks.

(S3) CAPS, A27/3.1/0169.

701891-003; 25 mg 1 000, R168,60

Dosage: Use low.effect.dos.for short.poss.durat. Admin.with food.

Recomm.dos: 25-200 mg dly.in 2-4 equal divdos.

Contraindications: Aspir.hypersens., psych. disords, epilep., Parkinson., ren.dis., ulcerat. stom./intestin.les., bleed.disords., act.pept.ulc., gastrit., region.enterit., ulcerat.colit., pregn., lactat., childr.

Side effects: GI disturbs., headache, dizzin., GI ulcerat.& bleed., depress., drowsin., tinnit., confus., light-headedn., insomn., psychiatr. disturbs., syncope, convuls., coma, periph. neuropathy, blurr.vis., corneal opacit.& other ocul.effs., oed., mass gain, hypertens., haematur., skin rashes, prurit., urticar., stomatit., alopec., sensitiv.react., ren.fail., anaem.from bld.loss, leucopen., purpura, thrombocytopaen., aplast. anaem., haemolyt.anaem., agranulocytos., neutropaen., epistax., hyperglycaem., hyperkalaem., vag.bleed., jaund., hepatit.

Warnings and special precautions: Reg. ophthal. exams.with prolong.use, sensitiv.reacts.in aspir.sensitiv., elderly, excret.in breast milk, 

Interactions: Ser.interacts.with high dos. methotrex., fatal GI haemorrh.with diflunisal, bioavailib. reduc.by antacids contain.Al hydrox.& Mg, ac.ren.fail.aft.concom.triamterene, incr.GI bleed.risk with oral anticoags., natriuret.& anti-hypertens.eff.of furosemide antagon., probenecid incr plasma conc.& inact.metabol.
 XE "Arthrexin" ARTHREXIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Indomethacin.

Indications: Painful sympts of ankylos.spondylit.& osteoarthrit. Pain & swell.in gout, ac.gouty arthrit.& rheumatoid arthrit. Ac.musculoscelet.dis.eg.bursit.,tendonit., synovit., tenosynovit. Casulit.of shoulder,sprains & strains. Degenerat.joint dis.of hip. Low back pain. Inflamm., pain, trismus & swell.aft.dental proced. Inflamm., pain & swell.aft.orthopaed.surgic.& nonsurgic proced.assoc.with reduc.& immobilisat.of fract./ dislocat. Pain & sympt.of prim.dysmenorr. Reduc.sympts.some febrile condits. Fev.reduc.in Hodgkin’s dis.when fev.refractor.to other therap. Short term adjuct.fev.therap.
(S3) CAPS, [P/S] K/3.1/285, 286.

704725-002: 25 mg, 100, R50,08
704725-010: 25 mg, 500, R250,40
704733-005: 50 mg, 100, R169,37
Dosage: 50-200 mg dly div doses with food. Indiv.adjust.to pts.response and tolerab.Use low.effect.dos.for short.poss.durat.

Chronic rheumat.disord.: Init.low doses incr.grad.if needed cont.for recomm.1 month. Chron.musculoscelet.& joint disord.: 25 mg 2-3x dly incr.if req.by 25-50 mg dly at wkly interv.up to 150-200 mg in div.dos.Persistent night pain/ morning.stiffn.: Up to 100 mg at bedtime. Max dly dose 200 mg.Ac.periart.disord & low back pain: 50 mg 2-3xdly for 10days. Gouty arthrit.: Recomm.dly dose 150-200 mg in div.doses. Prim.dysmenorr. Recomm. 75 mg dly single /div dose start at onset cramps & bleed

Contraindications: Gastrit./ region.enterit./ UC., bleed.disord., hist./ curr.GI lesions, GI perforat.hist/ ulcerat./ bleed.related to NSAIDs, activ./hist.of recurr.ulcer/ haemorrh./ perforat., hist.of ac.asthma attack/ urticar./ rhinit& nas.polyps as result of aspirin/ NSAID therap., concurr.triamterene/ diflunisal, hist.of angioed.aft.NSAIDs/ aspirin., peri-operat.pain in coronar.arter. surger.setting, HF, est.ischaem.heart dis., stroke, peripher. arter.dis., sev.hepat.& ren.fail., pregn.30 wks gestat.& later due to oligohydramnios/ fetal ren.dysfunct risk and premat.clos.of fetal ductus arterios., lactat., safety in childr. not est.
Special warnings and precautions:Predisp.to poss.fatal CV-/ GI events/ cutan.reacts., discont.at 1st appear.of skin rash/ mucosal lesion/any sensitiv., disc.of S&S of DRESS, hist.cardiac dysfunct./ hypertens.& or HF, signific.risk fact.of CVE (eg.hypertens., hyperlipidaem., DM, smoking), hypertensiv.pts on thiazide-/ loop diuretics, monitor BP before & during treatm., not substit.for aspirin for CV prophylaxis, condits.predispos.to fluid retens., monitor ren.funct in pts.with reduc.ren.reserve, pts.with dehydrat., pre-exist.kidney dis., impair.hepat.funct., elderly, hist.of GI dis.consid.PPI/ misoprostol also for concom.low dose aspirin, psychiatric dis, epilep., parkinson., discon.if persist.headache despite dose reduc., existing infect., concom.live vacc., early detect.of anaem./ liver funt/ GI tract side eff., coagulation defects, limit use 20-30 wks of pregnan., avoid aft.30wks and later, revers.inhibit.eff.on ovulat.,incr.risk of asept.meningit.in SLE & mixed connect.tissue disord., medication-overuse headache (MOH) with long-term use, periodic ophthalmologic.exam.in chron.rheumat.dis./ prolong treatm.recomm., safety not est.in porphyria, hist.of bronchial asthma, if no benef.in 2-3 wks consid.alter.treatm., cont.lactose.
Side effects:Freq.: Hallucinat., confus., anx., depersonalisat., dizzin., headache, light-headedn., epigastr.distress, abdom.lacerat., hepatit., jaund., incr.BUN, angiit., erythema, photosens. Less freq.: Agranulocytos., aplast.anaem., bone marr.depress., dissemin.IV coagulat., petechiae/ ecchymos., haemolyt.anaem., ac anaphylax., depress., leukopen., neutropen., thrombocytopen., epilep.& Parkinson., convuls., coma, dysarthria, involun.muscle movem., musc.weakn., peripher.neuropath., syncope, blurr.vis., vis.disturb., orbit.& peri-orbit.pain, opt.neurit., MI, CV thrombotic events, fulmin.necrotis.fasciit., drowsin., insomn., vertig.,fatig., glycosur., unrin.freq., asthma, sudden dyspn., epistax., ac.resp.distress, pulmon.oed., ac.pancreatit., region.ileit., anorex., GI ulcerat., exfoliat.dermatit., rapid fall in BP, false negative DST. Freq.unknown: Leukem., allerg.reacts, anaphylax., N&V, abdom.pain, diarrh., flatul., constipat., dyspeps., melaena, haematemes., ulcerat.stomatit., exacerb.colit., Chrohn’s dis., gastrit., purpura, peripher.oed., card.fail.,  chest pain, CHF, flush., hypertens., hypotens., thrombophlebit., palpitat., tachycard., dysrythm., aggrav.epilep.& Parkinson., paraesthes., tinnit., hearing disturb., deafn., corn.opacit., pallor of optic disc, vis.field changes, peptic.ulcer, GI perforat.,-bleed., oed., weight gain, hyperglycaem., hyperkalaem.,asept.meningit., breast changes incl.enlargem.& tendern., gynaecomast., vag.bleed., alopec., angioed., erythema multif., ac./aggrav.asthma, rhinit., prurit., SJS, skin rash, sweat., TEN, DRESS, urticar., itch., pulmonar.eosinophil., bronchospasm, cholestas., abnorm.liv.funct., angioneurot.oed., exacerbat.psorias., musc.weakn., accelerat.of cartil.degenerat., haematur., ren.fail.

Interactions: Concom.aspirin/ other salicylates not recomm., incr.plasma lvl./ decr.ren.clear & poss.fatal GI-haemorr.with diflunisal, incr.GI toxic.with other NSAIDs, antacids reduc.bioavailabil., enhance eff of anticoagulants eg.warfarin, probenecid incr.plasma lvl., potentiate toxicit.with methotrexate/ ciclosporin, elevat.plasma Li., can reduc.diuret.& antihyperten.eff of loop-/ K+ sparing- & thiazide diuretics, incr.ac.ren.insuff.with ARBs esp.in elderly, poss.ac.ren.fail. with triamterene, incr.plasma K+ lvl with K+-sparing diuretics, incr.serum conc.and prolong half-life of digoxin, red.hypotens.eff of alpha-adrenerg.blocking meds./ ACEIs/ β-adrenerg.blocking meds./ diuretics/ hydralazine/ nifedipine/ ARBs, hyperkalaem.with ACEIs, incr.drowsin.with haloperidol, incr.haematolog.toxic.risk with zidovudine, avoid comcom.ritonavir, false neg.in dexameth.suppress.test, reports of hypertens.crisis with phenylpropanolamine, GI bleed./-ulcer.risk incr.with corticoster., incr.GI bleed.risk, inhib.platelet agrregat.thus prolong bleed.time may be exaggerat.in pts.with underlying haemostat.defect, concom.SSRIs incr.bleed.risk, desmopressin eff.potentiat., reduc.eff.of mifepristone avoid comb.until 8-12 days aft., may induce convuls.with fluoroquinolones, toxicit.with baclofen, poss.incr.bleed.risk with pentoxifyline, poss.incr.eff of phenytoin, poss.incr.hypoglycaem.eff of sulfonylureas, poss.incr. nephrotoxic.risk with tacrolimus, incr.bioavailab.with tiludronic acid.
(S3) SUPP, [P/S] K/3.1/222.

704741-008: 100 mg, 10, R82,38
Dosage:Adults: 100-200 mg dly div doses.Indiv.adjust.to pts.response and tolerab.Persist.night pain/morning stiffn: 100 mg on retir.max 200 mg per day.Ac.gouty arthrit.: Recomm. dose 100-200 mg dly Prim.dysmenorr.:Recomm.dose 100 mg dly as single dose start at onset cramps & bleed.

Contraindications: GI perforat.hist/ ulcerat./ bleed.related to NSAIDs, activ./ hist.of recurr.ulcer/ haemorrh./ perforat., recent hist.of proctit./ rectal bleed., nasal polyps assoc.with angioneurot.oed., hist.of ac.asthma attack/ urticar./ rhinit.as result of aspirin/ NSAID therap., concurr.triamterene / diflunisal, hist.of angioed.aft.NSAIDs/ aspirin., peri-operat.pain in coronar.arter. surger.setting, HF, est.ischaem.heart dis., stroke, peripher.arter. dis., sev.hepat.& ren.fail., pregn.30 wks gestat.& later due to oligohydramnios/ fetal ren.dysfunct risk and premat.clos.of fetal ductus arterios., lactat., safety in childr.not est.
Side effects:Freq.: Dizzin., fatig., headache, light-headedn., listlessn., malaise, vertigo, abdom.pain, anorex., constip., diarrh., epigastr.distress, N&V, ulcerat., incr.BUN, angiit., erythema Less freq.: Agranulocytos., aplast.anaem., bld.dyscras., bone marr.depress., dissemin.IV coagulat., petechiae/ ecchymos., haemolyt.anaem., leukopen., neutropen., purpura, thrombocytopen., card.dysrhythm., card.fail., chest pain, CHF, flush., hypertens., hypotens., oed., palpitat., tachycard., aggrav.epilep.& Parkinson., anx., convuls., coma, drowzin., dysarthria, involun.muscle movem.,  mental confus., paraesthes., peripher.neuropath., syncope, tinnit. blurr.vis., corn.opacit., diplop., orbit.& peri-orbit.pain, opt.neurit., pallor of optic disc, vis.field changes, oed., weight gain, sigmoid colon bleed., Crohn's dis., dyspeps., flatul., gastrit., haematemes., melaena, proctit., rectal bleed., -burn., -pain, -discomf.,- itching, tenesm., ulcerat.stomatit., hepatit., jaund., ac.anaphylax., ac.resp.distress, hypersens., fulmin.necrotis.fasciit., hyperglycaem., hyperkalaem., hypoaldosteron., confus., depersonalisat., depress., drowsin., hallucinat., insomn., psychos., psychiatr.disturb. glycosur.,haematur., interstit.nephrit., nephrot.syndr., proteinur., ren.fail.& ac.ren.fail., breast changes incl.enlargem.& tendern., gynaecomast., vag.bleed., asthma, sudden dyspn., epistax., pulmon.oed., alopec., angioed., erythema multif., erythema nodosum,  exfoliat.dermatit., photosens., prurit., SJS, skin rash, sweat., TEN, urticar.Freq.unknown: Leukem., suidice, MOH, hearing disturb.,thrombophlebit., pulmonar.eosinophil., bronchospasm, pancreatit., UC, region.ileit., cholestas., abnorm.liv.funct., psorias., DRESS, musc.weakn., accelerat.of cartil.degenerat., fatig., chest pain, abnorm lab.tests. 
Special warnings and precautions:Predisp.to poss.fatal CV-/ GI events/ cutan.reacts., discont.at 1st appear.of skin rash/ mucosal lesion/ any sensitiv., disc.of S&S of DRESS, hist.cardiac dysfunct./ hypertens.& or HF, signific.risk fact.of CVE (eg.hypertens., hyperlipidaem., DM, smoking), hypertensiv.pts on thiazide/ loop diuretics, monitor BP before & during treatm., not substit.for aspirin for CV prophylaxis, condits.predispos.to fluid retens., monitor ren.funct in pts.with reduc.ren.reserve, pts.with dehydrat., pre-exist.kidney dis., impair.hepat.funct., elderly, hist.of GI dis.consid.PPI/ misoprostol also for concom.low dose aspirin, not recomm.as gener.analgesic-antipyret., psychiatric dis, epilep., parkinson., discon.if persist.headache despite dose reduc., tenesmus/ rect.mucosa irrit., existing infect., early detect.of anaem./ liver funt/ GI tract side eff., coagulation defects, concom.Li.for toxic., limit use 20-30 wks of pregnan., avoid aft.30wks and later, revers.inhibit.eff.on ovulat.,incr.risk of asept.meningit.in SLE &mixed connect.tissue disord., medication-overuse headache (MOH) with long-term use, periodic ophthalmologic.exam.in chron.rheumat.dis./ prolong treatm.recomm., use lowest eff.dose for shortest durat., safety not est.in porphyria.
Interactions:Concom.aspirin/ other salicylates not recomm., incr.plasma lvl./ decr.ren.clear & poss.fatal GI-haemorr.with diflunisal, incr.GI toxic.with other NSAIDs, antacids reduc.bioavailabil., enhance eff of anticoagulants eg.warfarin, probenecid incr.plasma lvl., potentiate toxicit.with methotrexate/ ciclosporin, elevat.plasma Li., can reduc.diuret.& antihyperten.eff of loop-/ K+ sparing- & thiazide diuretics, incr.ac.ren.insuff.with ARBs esp.in elderly, basal plasma renin activ.reduced, poss.ac.ren.fail. with triamterene, incr.plasma K+ lvl with K+-sparing diuretics, incr.serum conc.and prolong half-life of digoxin, red.hypotens.eff of alpha-adrenerg.blocking meds./ ACEIs/ β-adrenerg.blocking meds./ diuretics/ hydralazine/ nifedipine/ losartan/ ARBs, hyperkalaem.with ACEIs, incr.drowsin.with haloperidol, reports of hypertens.crisis with phenylpropanolamine, GI bleed./-ulcer.risk incr.with corticoster., desmopressin eff.potentiat., reduc.eff.of mifepristone avoid comb.until 8-12 days aft., may induce convuls.with fluoroquinolones, toxicit.with baclofen/ vancomycin, poss.incr.bleed.risk with pentoxifyline, poss.incr.eff of phenytoin, poss.incr.hypoglycaem.eff of sulfonylureas, poss.incr.nephrotoxic.risk with tacrolimus, incr.bioavailab.with tiludronic acid poss.incr.haematotoxicit.risk with zidovudine, incr.plasma conc.with ritonavir, poss.incr.risk of GI bleed.& inhibit.platelet.aggregat.with anti-platelet.meds & SSRIs, false neg.in dexameth.suppress.test(DST).
 XE "Arthrotec" ARTHROTEC, Pfizer [P/S]

Diclofenac sodium 50 mg, misoprostol 200 mcg.

Indications: Osteoarthrit.& rheumat.arthrit.tog. with the prophylax.of NSAID-induc.gastr.& duod. ulcerat.

(S4) TABS, 28/3.1/0440

813044-006: 20, R115,10
813044-014: 60, R345,45
Dosage: Swallow whole with food. Do not chew. Low.effect.dos.for short.durat.
One tab.2-3x dly.
(S4) TABS, 32/3.1/0353

Diclofenac sodium 75 mg, misoprostol 200 mcg.

869805-002: 30, R214,28
Dosage: One tab.2x dly.
Contra-indications: GI bleed./perforat.hist.relat.to NSAID use, act./hist.of recurr.ulc./haemorrh/perforat., pregn.& lactat., aspir./other NSAIDs/other prostaglandin. hypersens., HF, safety & effic.in childr.not est.

Side-effects: GI disturbs.incl.bleed., exacerbat. colit.& Crohn’s dis., oed., hypertens., CF, papill. necros.& interstit.nephrit., elev.liv.enzym., menorrhag., intermenstr.vag.bleed., headache, dizzin., skin reacts.incl.exfoliat.dermatit./Stev. John.syndr.& tox.epiderm.necrolys., allerg.reacts. incl.anaphylax.

Special precautions: Pre-menopaus.women unless on effect.contracept., may decr.platel. aggregat.& prolong.bleed.time, compromis.card. funct.condit.predispos.to fluid retent., elderly, ulc./GI dis.hist., sev.ren./hepat.impairm., monit. ren./hepat.funct.& bld.counts.

Drug interactions: Mg contain.antacids may aggrav.diarrh., 2/more NSAID’s poss.incr.S/E, attenuate natriuret.effic.of diuret., incr.serum K+ lev.with K-spar.diuret., poss.plasma Li.& digox. lev.incr., corticoster.incr.GI ulcerat./bleed.risk, anticoags.eff.enhanc., antiplatelet agents & SSRI’s incr.GI bleed.risk, poss.enhancem.of methotrex. toxic.
 XE "Austell-Diclofenac Sodium" AUSTELL-DICLOFENAC SODIUM, Austell [P/S]

Diclofenac sod.
Indications: Inflamm.& degen.forms of rheumat. dis., mild to mod.painf.inflamm.condit.of non-rheumat. origin.

(S3) INJ. 36/3.1/0405. 25 mg/ml,

704361-002: 75 mg/3 ml, 50x3 ml amps, R89,31
Dosage: Adults: Tot.max.dly.dos:150 mg.

75 mg deep intra-gluteal IM once dly, may be incr. to 2xdly.in sev.cases.

Contraindications: Gastric/intest.ulc., NSAIDs/ aspir.sensitiv., porphyr., childr., safety in pregn.& lactat.not est., IV use also in mod.to sev.ren. impairm., hypovolaem., dehydrat., haemorrhag. diathesis hist., cerebro-vasc.bleed./suspect. bleed., asthma, surg.with haemorrh.risk.

Side effects: GI disturbs.ulcerat.& bleed., CNS effs., hypersens.reacts.incl.bronchosp./ angioed./ Stev.Johns.syndr.& tox.epiderm.necrolys., bld. dyscras., ren.fail., palpitat., chest pain, hypertens., CHF, vis.disturbs., photosens., loc.reacts.

Special precautions: GI dis., hist.suggest.of GI ulcerat./ulcerat.colit., Crohn’s dis, imp.hepat. funct., pre-exist.dyshaemopoiesis, bld.coagulat. disords., ren.fail., hepatotox.risk in fem.using for osteoarthrit., haemorrhag.disords., hypertens., imp.ren./hepat/card.funct., elderly.

Drug interactions: Li & digox.bld.conc.incr., GI S/E aggrav.by glucocortic.& other NSAID’s, acetyl salicyl.acid reduc.bioavailabil.& vice versa, incr. haemorrh.risk with anticoag.ther., hypo-/hyperglycaem. effS.with hypoglycaem.agents, nephrotox.of cyclospor.incr., convuls.report.with quinolones.
 XE "Bedoral" BEDORAL, Ranbaxy (SA) Pty Ltd
See Section 3.2
 XE "Betaprofen" BETAPROFEN, Ranbaxy [P/S]

Ibuprofen.
Indications: Osteo.& rheumat.arthrit., musc. skelet.disords.

(S3) TABS. X/3.1/366.

787426-016: 200 mg, 1 000, R171,09
Dosage: Ac: 1 200-2 400 mg/day in div.dose. Maint: 600-1 200 mg/day in div.dos. Tot.dly. dos.not to exceed 2 400 mg/day.

(S2) FC TABS, 36/3.1/0042
701975-001: 400 mg, 1 000, R310,65
Indications: Mild to mod.pain of inflammat.origin with/-out fev.

Dosage: Adults: Recomm.dos: 400 mg 8 hrly. Max. tot.dly.dos: 1200 mg with durat.x5 days.

Contraindications: Heart fail., pept.ulc., GI bleed. /-hist./perforat.relat.to prev.NSAID treatm., act./ recurr.hist.of ulc./haemorrh./perforat., aspir./ other NSAID sensitiv., hist.of sev.allerg.reacts.from aspirin/ other NSAID’s, aspirin induc.nas.polyps assoc. with asthma, childr.und.12 yrs., safety in pregn.& lactat.not est.
Side effects: Ser.skin reacts.incl.exfoliat. dematit. /Stev.-John.syndr.& tox.epiderm. necrolys., bld. dyscras., CNS effs., blurr.vis., vis.col. percept. changes, tox.amblyop., tachycard., flush., hypertens., CF, GI disturbs.incl.bleed./pept.ulc., exacerbat. of colit.& Crohn’s dis., hepatit., fluid retent., oed., imp.ren.funct., hypersens.reacts.

Special precautions: Sympts.of worsen.infect. poss. mask., hypertens., heart fail., GI dis./ulc. hist., elderly, discont.at 1st signs of hypersens., reg. use dur.3rd trimest.of pregn.may result in persist. pulm. hypertens.of newborn & onset of labour delay. & durat. incr., asthma, bronchosp., bleed. disords., CV dis., liv./ren.fail., concom.coumar. anticoags, discont.in pres.of vis.changes, incr. asept. mengit. risk with collag.dis., mild reacts. induc. by aspir./other NSAID’s, anaem., stomatit., SLE.
Drug interactions: Act.of anticoags.enhanc., alcoh. /corticoster./clopidogrel/ticlopidine/ bisphosphonates & pentoxyfylline incr.GI bleed. risk, antidiab.agents eff.incr., digox.& Li ser. conc. incr., methotrex.plasma conc.incr.& prolong., incr. nephrotox.of nephrotox.meds., reduct./revers.of antihypertens./diuret.eff., leucopen.&/ thrombocytopen. eff.of bone marr.depress.incr., anti-platel.agents & SSRI’s incr.GI bleed.risk, incr. S/E with two concom.NSAID’s

 XE "Bio Diclofenac Injection" BIO DICLOFENAC INJECTION, Biotech [P/S]

Diclofenac sod.

Indications: IM admin: Inflamm.& degen.forms of rheum. dis., mild to mod.painf.inflamm.condit.of non-rheumat.origin, ac.gout attacks. IV infus: Treatm./ prev.of mild to mod.pain of inflam.origin in absence of infect.

(S3) INJ. 42/3.1/0411 25 mg/ml

719679-003: 10x 3 ml amps, R21,64
719679-002: 100x 3 ml amps, R220,78
Dosage: Adults: 75 mg dly. deep IM, may be incr.to 2x dly in sev.cas. Max.2 days. Cont.with oral ther./supp.if necess. Admin.low.effect.dos.for short.per.

Prepare IV infus.fresh.as per manufact.lit. Do not mix with other sol.

Mod.to sev.post-op pain: 75 mg infus.contin. over 30min.-2 hrs. May be repeat. aft.4-6 hrs. Do not exceed tot.dos.of 150 mg/24 hrs.

Post-op pain prophylax: 25-50 mg infus.aft. surg. over 15 mins.to an hour foll.by contin.infus.of approx.5 mg/hr up to max.dly.dos. of 150 mg.

Contraindications: IV bolus inj., IV use in imp. ren. funct. &/ any form of shock, NSAID/ aspir./ bisulph.sens., gastr./intest.ulc., bleed.disord., GI perf. hist./PUB relat.to prev.NSAID, act./hist.of recurr.ulc./haemorrh./perforat., asthmat.pts.where asthma attacks/ urticar./ac.rhinit.precipit.by acetylsalicyl. acid /other meds.with inhib. prostagland.-synthet.inhib.activ., childr., porphyr., pregn., HF, est. ischaem.heart dis.&/cerebrovasc./ periph. arter.dis.

Side effects: Bld.dyscras., palpitat., chest pain, hypertens., CF, oed., headache, dizzin., vertigo, CNS effs, convuls., trem., asept.meningit., GI disturbs.incl. ulcerat.& bleed.somet.fatal, colit./ Chron’s dis.exacerbat., glossit., apt.stomatit., oesophag.les., pancreatit., ac.ren.fail., haematur., interstit. nephrit., proteinur., nephrot.syndr., papill. necros., elev.transaminas.lev., hepatit., vis. disturbs., skin reacts.incl.erythema multiforme/ Stev.John. syndr./tox.epiderm.necrolys., alopec., hypersens./photosens./loc./psychot.reacts., imp.hear., tinnit., fluid retent.
Special precautions: Ren./hepat.fail./impairm., elderly esp.very frail/low BM, concom. methotrexate, premat.duct.arteriosus clos in utero /pulm.hypertens.in newborn & delay.labour onset & incr.durat.if admin.in 3rd trimest.of pregn., hypertens./ HF hist., may mask warn.S&S of infect., hist.suggest.of /GI dis.sympt., ulc.colit., Chron’s dis., pre-exist.dyshaemopoies./ bld.coag. disords., CV events risk fact., HF poss.precipit.in compromis.pts., diuret.-induc.vol.deplet., discont. ther.at first sign of ser.skin reacts./mucos.les./ hypersens./GI bleed.or ulcer./persist.abnorm.LFT, monit.dur.longt.ther.

Drug interactions: Ser.interacts.with methotrex., hypersens.reacts. with sod.bisulph.esp.in pts.with bronch.asthma.
 XE "Bio Naproxen" BIO-NAPROXEN, Biotech [P/S]

Naproxen

Indications: Rheumat.arthrit., osteoarthrit., ankylos. spondylit., ac.gout, mild to mod.pain assoc. with prim.dysmenorrh./bursit./ac.tendonit.

(S3) TABS, W/3.1/436

715831-002: 250 mg, 250, R222,92
Dosage: Admin.with food. Adults:

Rheumat.arthrit./osteo-arthrit.&ankylos. spondylit: 250-375 mg 2xdly.

Ac.gout: Init: 750 mg follow.by 250 mg 8 hrly.until attack subsides.

Mild to mod.pain: Init.500 mg follow.by 250 mg 6-8 hrly.

Contraindications: NSAID cross sens., pregn., nurs.mothers, porphyr., act.pept.ulcerat.

Side effects: GI disturbs., pept.ulcerat., GI bleed., malaise, headache, dizzin., jaund., nervousn., skin rash, erythema multiforme, prurit., tinnit., oed., depress., drowsin., insomn., blurr.vis., other ocul. reacts., hypersens.reacts., abnorm.LFT, imp.ren. funct., bld.dyscras.

Special precautions: GI bleed., bronchosp.hist., imp.ren./liv.funct., elderly, CV dis., ac.allerg.reacts. more likely where NSAID cross-sens.exist, concom. coumar.anti-coags., bleed.disords., with fluid retent.potent.HF poss.precipitat.in comprom. pts.

Drug interactions: Aspir.reduc.plasma conc., furosemide eff.diminish., diuret./natriuret.& anti-hypertens.eff.of thiazide diuret./beta-adrenerg. antagon./prazosin & captopril reduc.

 XE "Brufen" BRUFEN, Abbott [P/S]
Ibuprofen.

Indications: Mild to mod.pain of inflammat.origin. & fev.

(S2) PAED.SUSP, Q/3.1/323. 100 mg/5 ml.

710857-004: 100 ml, R63,17
Dosage: Do not admin to childr.weigh.less than 7 kg/1 yr.,
Pain: Init.5 mg/kg bm. 2nddos. of 5 mg/kg may be giv.aft.2 hrs.if pain not contr. theraft. 5 mg/kg 4-6 hrly. Do not exceed 20mg/kg bm/day. Fev: 5 mg/ kg bm 4-6 hrly. 20 mg/kg bm/day not to be exceed. Admin.3-4xdly. 1-2 yrs (7-12 kg): 2,5 ml. 3-7 yrs (14-23 kg): 2,5-5 ml. 8-12 yrs (25-40 kg): 10 ml.

(S1) TABS, A/3.1/0727
710822-112: 200 mg, 10, R21,71
710822-113: 200 mg, 20, R43,42
Dosage: Do not admin to childr.und.12 yrs.

Adults: 1 200 mg dly. in div.dos. (1-2 tabs.4 hrly). Tot.dly. dos.not to exceed 1 200 mg. 
(S1) EXTRA STRENGTH TABS, H/3.1/39
710830-131: 400 mg, 10, R35,45
Dosage: Do not admin to childr.und.12 yrs.
Adults: 1 200 mg dly.in div.dos. (1 tab. 8 hrly). Tot. dly. dos.not to exceed 1 200 mg.
(S3) RETARD TABS, Y/3.1/13.

793671-019: 800 mg, 60, R491,38
Dosage: 2 tabs.as sngl.dos. early even. Not for childr.und. 12 yrs.

Contraindications: Pept.ulc., GI perforat./ulcer./ bleed.hist.relat.to prev.NSAID use, recurr.or act. ulc./haemorrh./perforat.hist., 3rd trimest.of pregn./ dur. labour, aspir.sens., NSAID cross sens., ren./ heart fail. Tabs also: lact.intol.
Side effects: GI disturbs.incl.perforat./bleed./ exacerbat.of colit./Chron’s dis., CNS eff.incl. dizzin./ drowsin./tinnit., depress., vis.chang., tox. amblyop., ac.ren.fail., cystit., haematur., interstit. nephrit., nephrot.syndr., hepatotoxic., bld. dyscras., asept.meningit., angioed., anaphylax., fev., asthma/ bronchosp.exacerbat., oed., hypertens., CF, skin reacts.incl.Stev.John.syndr./tox.epiderm. necrolys., HF poss.precipit.in compromis.pts.

Warnings and special precautions: Admin. low. effect.dos.for short.per.poss., hypertens. &/HF hist., elderly, PUB risk high.with incr.dos./& with ulc.hist., discont.if bleed./ulcerat./skin reacts./ mucos. les./hypersens./vis.chang.exper., collag. dis., concom.anticoag.ther./Li, aspir./NSAID sensitiv., GI dis.hist., asthma, bronchosp., CV dis., bleed.disords., imp.ren./hepat.funct., CHF, cirrhos., diuret.induc.vol.deplet., Paed.Susp: cont.sucrose.

Drug interactions: Antihypertens.e.g.ACE inhib./ β-blocks./diurets.eff.reduc., incr.S/E with 2 or more concom.NSAIDs, incr.GI perforat./ulcer./ bleed. risk with corticoster./SSRI/anti-platel. meds., enhanc.anticoag.eff., incr.nephrotoxic.risk with diurets., exacerbat.CF/reduc.GFR/incr.digox. plasma lev.with digoxin, decr.Li-elimin, incr. nephrotoxic. risk with ciclospor., poss.incr.convuls. risk with quinolon., decr.aminoglycosid.excret., bleed. risk potent.with Ginkgo biloba.

 XE "Catafast D" CATAFAST D, Novartis [P/S]

Diclofen.free acid equiv.to diclofen.sod.

Indications:Short term ac.gout attack treatm.for max.3 days.
(S2) DISPERS.TABS, A40/3.1/0240.

715311-001: 50 mg, 9, R26,94
Dosage: Low.poss.dos.for short.poss.durat.admin. bef. meals. Do not div./chew tabs. Dissolv.in glass of water & admin.pref.on empty stomach.

Adolesc.over 14 yrs: Dly.dos.of 50-100 mg suffic. Div.tot.dly.dos.into 2-3 div.dos. Max.dly.dos: 150 mg for max.3 days.
Adults: Init.100-150 mg/day. Mild cases: 50-100 mg/day. Div.tot.dly.dos.into 2-3 div.dos. Max. dly. dos.150 mg max.3 days.
Contraindications: Gastr./intestin.ulc./bleed./ perforat., asthmat.pts.where asthma attacks/ urticar. /ac.rhinit.precpit.by acetylsalicyl.acid/ other NSAID’s, porphyr., pregn., lactat., hepat./ ren./ card.fail., childr.und.14 yrs.

Side effects: GI disturbs.incl.bleed.& pancreatit., skin & subcut.tiss.disords.incl.exfoliat.dermatit./ Stev.-Johns.& tox.epiderm.necrolys., allerg.reacts. incl. anaphylax., bld.dyscras., psych.disords., CNS effs., paraesthes., memory impairm., convuls., asept. meningit., taste disturbs., cerebrovasc. accident., vis.disturbs., vertigo, tinnit., imp.hear., palpitat., chest pain, CF, MI, hypertens., vasculit., asthma, pneumonit., colit., exacerbat.of Crohn’s dis., elev.ALT & AST, hepatit., jaund., ac.ren.fail., urin. disords., oed.

Special precautions: Discont.if GI bleed./ ulcerat. occurs, discont.at 1st appear.of skin rash/ mucos. les./other hypersens.signs, elderly, poss. masks S&S of infect., reg.BP/ren.funct.monit.in hypertens. pts., adeq.hydrat., bleed.risk incr.with concom. anticoags.& anti-platelet agents, monit. bld. gluc.lev of diabet.on oral agents, poss. impairm. of fem.fertility, avoid concom.system. NSAID’s incl.cyclo-oxygenase-2 select.inhibit.as synergist. benef.absen.& addit.undesir.effs.poss., asthma exacerbat.react.more freq.in asthmat./ season. allerg.rhinit./COPD/chron.RTI esp.if link.to allerg. rhinit.-like sympts.& allerg.pts., GI dis./hist. suggest. of ulcerat./bleed./perforat., ulcerat.colit./ Crohn's dis., concom.meds.incr.ulcerat./bleed.risk, imp. hepat.funct., discont.if liv.dis.sympt.devel., imp. card./ren.funct., hypertens.hist., concom. diuret. /meds.impact.ren.funct., extra cellul.vol. deplet., reg.bld.count monit.esp.in pres.of haemostas. defect.
Drug interactions: Poss.rais.Li & digox.plasma conc., antihypertens.eff.of diuret.& antihypertens. agents decr., K+-spar.drugs poss.incr.ser.K+ lev., corticoster./other NSAID’s & SSRI’s may incr.GI undes.effs., bioavail.reduc.by acetylsal.acid & vice versa, methotrex.bld.conc.rise, incr.nephrotoxic.of cyclosporin., poss.convuls.with quinolones.

 XE "Cataflam" CATAFLAM, Novartis [P/S]

Diclofen.free acid equiv.to diclofen.sod.

Indications: Short-term treatm.of painf.musculo -skelet.condits., non-articul.rheumat., ac.gout attacks, postop.& post-traum.inflam./swell.& pain follow. dent.surg., osteoarthros.flare-up, prim. dysmenorrh., class.migraine att.

(S3) DISPERS.TABS, 28/3.1/0306.

813036-003: 50 mg, 15, R80,28
(S3) POWD.FOR ORAL SOL, A39/3.1/0588

Diclofenac potassium`
712602-001: 50 mg, 9 sachets., R41,39
Dosage: Indiv. Low.poss.dos.for short.poss.durat. Admin. bef.meals. Do not div./chew tabs. Dissolv. contents of sachet in a glass of nat.water.

Adolesc.over 14 yrs: Dly.dos.of 75-100 mg usual. suffic. Div.tot.dly.dos.into 2-3 dos.not exceed.max. dly.dos.of 150 mg

Adults: Init. 100-150 mg/day in 2-3 div.dos. Mild cases: 75-100 mg dly. Max.dly.dos.150 mg.

Migraine: Adults: Init.dos.of 50 mg at first signs of impend.attack. If no relief within 2 hrs.aft.first dos., addit.dos of 50 mg.may be taken. If necces., addit. dos.of 50 mg may be taken aft.4-6 hrs.not exceed.tot.dos. of 150 mg/day.

Prim.dysmenorrh: Indiv. Init.50-100 mg dly.incr. over sev.menstr.cycl.to max.of 150 mg/day contin. for a few days if necess. 

Contra-indications: Gastr./intestin.ulc./bleed./ perforat., porphyr., asthmat.pts.where asthma attacks/urticar./ac.rhinit.precipit.by acetylsalicyl. acid/other NSAID’s, pregn., lactat., hepat./ren./ card.fail., childr.und.14 yrs., use in migraine attacks in childr.not est.

Side-effects: Poss.imp.fem.fertilit., bld.dyscras., allerg.reacts.incl. anaphylax., angioneurot.oed., psych.disords., CNS effs., headache, dizzin., paraesthes., convuls., tremor, asept.meningit., taste disturbs., CVA, vis.disturbs., vertigo, tinnit., imp.hear., palpitat., chest pain, CF, MI, hypertens., vasculit., asthma, pneumonit., GI disturbs.incl. bleed./ ulcerat./perforat., ulcerat.colit. exacerbat./ Chron’s dis., stomatit., glossit., diaphragm-like intest.strict., bleed.& pancreatit., elev.ALT & AST, hepatit., jaund., liv.disord., hepat.necros./fail., skin reacts.incl.exfoll.dermatit./Stev.-Johns.& tox. epiderm. necrolys., alopec., photosens.react., ac. ren.fail., nephrot.syndr., interstit.nephrit., urin. disords., fluid retent.

Warnings and special precautions: Pass.into breast milk, not recomm.if attempt.to conceive/ undergo.fertilit.investigat., elderly/pts.with low body mass, avoid concom.system.NSAID’s incl. cyclo-oxygenase-2 select.inhibit.as synergist. benef. absen.& addit.undesir.effs.poss., asthma exacerbat.react.more freq.in asthmat./season. allerg.rhinit./COPD/chron.RTI esp.if link.to allerg. rhinit.-like sympts.& allerg.pts., ulcerat.colit./ Crohn's dis., init.treatm.& maint.low.dos.esp.in case of elderly/GI toxic.risk, imp.hepat.funct. monit.reg.dur.prolong.treatm.discont.if liv.dis. sympt.devel., imp.card./ren.funct., ren.funct. monit.advis.in hypertens.hist./concom.diurets./ meds.impact. ren.funct./extracellul.vol.deplet., S&S of infect.poss.mask., ser.Li/digox.lev.monit., monit.pts.for haemorrh.with concom.anticoags., monit.bld.gluc lev of diabet.on oral agents, methotrexate toxic.if admin.concom.less than 24 hrs. bef./aft.treatm., concom.ciclospor., discont. if GI bleed./ulcerat.occurs, discont.at 1st appear.of skin rash/mucos.les./other hypersens.signs, reg. BP/ren./ ser.K+ lev.funct.monit.in hypertens.pts., adeq.hydrat., reg.bld.count monit.esp.in pres.of haemostas.defect., GI dis./hist.suggest.of ulcerat./ bleed./perforat., concom.meds.incr.ulcerat./ bleed. risk.

Drug interactions: Poss.rais.Li & digox.plasma conc., antihypertens.eff.of diuret.& antihypertens. agents decr., corticoster./other NSAID’s may incr. GI undes.effs., bioavail.reduc.by acetylsal.acid & vice versa, incr.haemorrh.risk with anticoags., incr. GI bleed.risk with syst.corticoster./anticoags./ anti-platelet agents/SSRI’s, methotrex.bld.conc. poss. rise, incr. ciclosporin nephrotoxic., poss. convuls. with quinolon., K+-spar.drugs poss.incr. ser.K+ lev.

 XE "Diclo-Flam Blackcurrant" DICLO-FLAM BLACKCURRANT, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Diclofen.free acid equiv.to diclofen.sodium.

Indications: Emerg.ac.gout attacks with max.dly. dos.of 150 mg for max.3 days.
(S2) DISPERS.TABS, 37/3.1/0607

888602-004: 50 mg, 9, R37,28
Dosage: Short-term treatm.at low.effect.dos. Dissolv.1 tab.in water. Do not div./chew

Ac.gout attacks: Adults: Tot.dly.dos.div.into 2-3 dos. Recomm.init.dly.ds. 100-150 mg. Mild. cases: 50-100 mg dly. Max.dly.dos.150 mg for max.durat. of 3 days. Adolesc.14 yrs& over: 50-100 mg dly.div.into 2-3 dos. Max.dly.dos: 150 mg

Contraindications: Aspir./any other NSAIDs sens./hypersens.,gastr./duod.ulc./bleed.or perforat., act./hist.of recurr.ulc./haemorrh./ perforat., hist.GI bleed./ulcerat./perforat.relat.to prev.NSAIDs, HF/est.ischaem.heart dis. &/ cerebrovasc. dis.& periph.arter.dis., hepat./ren. fail., asthmat.pts.where asthma attacks/ urticar./ ac.rhinit.precipitat.by acetylsalicyl.acid/other NSAID’s, pregn.from around 20 wks.or later, lactat., porphyr.

Side effects: Freq: Headache, dizzin., nervousn., vertigo, pept. ulc., perforat./GI bleed., constipat., melaena, haematemes., ulcerat.stomatit., colit.& Crohn’s dis. exacerbat., gastrit.,epigastr.pain, N&V, diarrh., abdom.cramps, flatul., dyspeps., eructat., anorex., loc.irrit., transamin.incr., rash. Less freq: Thrombocytopen., leucopen., anaem., agranulocytos., hypersens.& anaphylact. reacts., angioneurot.oed., disorientat., depress., insomn., nightmares, irritabil., psychot.disord., tiredn., paraesthes., memory impairm., convuls., anx., trem., asept.meningit., somnol., taste disturbs., CVA, sensat.disturbs., confs., hallucinat., malaise, blurr.vis., vis. disturbs., diplop., tinnit., imp.hear., MI, CF, palpitat., chest pain, hypertens., hypotens., vasculit., asthma, pneumonit., GI ulc.with/-out bleed.or perforat., colit.incl. haemorrhag., stomatit., glossit., oesophag.les., diaphragm-like intestin.strict., pancreatit., haemorrhag.diarrh., hepatit., jaund., liv.disord., fulmin.hepatit., hepat. necros./-fail., urticar., bull.reacts., eczema, erythema, erythema multiforme, Stev.John.syndr., tox. epiderm. necrolys., exfoliat.dermatit., hair loss, photosens., purpura, allerg.purpura, prurit., ac.ren. fail., haematur., proteinur., nephrot.syndr., interstit. neprhit., ren.papillary necros., impot., oed. Freq.unknown: Optic neurit., Kounis syndr., ischaem.colit., DRESS,

Special warnings and precautions: Accurat. diagnos. & monit.in sympts.indicat.GI dis./ulcerat. colit./Crohn’s dis./hist.suggest.of GI dis./imp. hepat. funct./pre-exist.dyshaemopoies.disords.of bld.coagulat., minim. undesir.effs.by admin.of low. effect.dos.& for shortest durat., avoid other concom.syst.NSAID’s incl.cyclooxygen.-2-select.inhibit., elderly, poss.allerg.reacts.incl.anaphylax. without earlier expos., hypersens.reacts. poss.progress.to Kounis syndr., concom.methotrexate, may mask S&S of poss.infects., risk fact.for CV events, re-eval.ther. periodic.if prescrib.with CV risk fact., CV dis., pts.to be alert to signs of arter.thrombot.events, monit.hepat.funct.with prolong ther.& discont.if abnorm.LFT persist/ worsen/other misc.manifest. occur, monit.ren.funct.when prescrib.with CV./ren. risk fact./ concom. diuret./meds.affect.ren.funct./ substant. extracellul.vol.deplet., haemostas. defects/ bleed.diathes.& haematolog.abnormalit., GI disords., gastr./intestin.ulcerat./bleed or perforat. hist., discont.if GI bleed./perforat.occurs, consid.combinat.ther.with protect meds.if concom. use reqd.in incr.GI risk, pts.to report unusual abdom. sympts., concom.meds.incr.ulcerat./bleed. risk, GI dis.(eg ulcerat.colit/Crohn’s dis.) hist.as condit. poss. exacerbat., incr.gastrointestin. anastomot. leak risk theref.monit.aft.GI surg., discont. at 1stappear.of ser. skin react., discont.& eval. for poss.DRESS, incr.asept.meningit.risk with SLE & mix.connect.tiss. disords., pre-exist.asthma & allergy to other meds., poss.impairm.of female fertility, not for use in childr.& adolesc.und.14 yrs., admin.colestipol/cholestyram.1 hr.bef.or 4-6 hrs. aft., avoid use x8-12 days aft.mifepristone admin., eval.effs.bef.driv./perform complic.tasks,

Interactions: Poss.incr.methotrex.bld.conc., incr. plasma conc.of Li & digox., decr.eff.of antihypertens. & diuret.meds., incr.ser.K+ lev.with meds. known to cause hyperkalaem., other NSAID & glucocorticoids /corticoster.may aggrav.GI S/E, incr. S/E poss.with 2 or more concurr.NSAIDs, poss. adjustm.to oral antidiabet.meds, anticoags. effs.poss.enhanc., platelet aggregat.poss.revers. inhibit., SSRI’s incr.GI bleed.risk, incr. nephrotox. risk with ciclospor.& tacrolim., convuls. report.with concom.quinolones, bioavail.of diclofen.& acetylsalicyl. acid.reduc.with concom.use, expos.to phenytoin poss.incr., colestipol & cholestyramine poss.delay/ decr.absorpt., CF exacerbat.& plasma glycoside lev.incr.with card.glycosid., mifepristone eff.poss. reduc., metabol.inhibit.by potent CYP2C9 inhibit. incr.peak plasma conc.
 XE "Diclofenac 25 & 100 Biotech" DICLOFENAC 25, 100 SR BIOTECH, Biotech [P/S]

Diclofenac sodium.

Indications Rheum.arthrit., osteoarthros., ankylos. spondyl., spondyarthrit., post-op.& post-traumat.pain assoc.with inflamm.& swell., dent. surg.pain, prim.dysmenorrh.

(S3) TABS, 30/3.1/0166, 0160
718479-002: 25 mg, 100, R18,96
718479-001: 25 mg, 500, R94,73
Dosage: Admin.with food.
25 mg tabs:Max.recomm.dly dos is 150 mg. Dly.dos.admin.in 2-3 div.dos. Usual init.dly dos: 100-150 mg. Mild cases: 75-100 mg/day. Prim.dysmenorrh: Dly.dos: 50-150 mg begin.at onset of sympts.& cont.xfew days.
(S3) SR TABS, 30/3.1/0160
718480-001: 100 mg, 30, R142,11
Dosage: Admin.with food. 1 tab dly. Admin.at night if sympts occur at night/ in morn.

Contraindications: Hist./act.GI bleed., other NSAID hypersens., asthmat.where aspir.& other prostagland.synthetase inhibit.induc.asthma attacks/ ac.rhinit/urticar., pregn.& lactat., porphyr., not recomm.in childr.

Side effects: GI disords.incl.non specif. haemorrhag. colit./exacerbat.of ulcerat.colit., gastric & duod.ulc.& bleed., pept.ulc.with/without perforat., stomatit., glossit., oesophag.les., hypersens. reacts.incl.anaphylact., CNS effs., imp. vis./hear., sweat., tinnit., memory disturbs., depress., psychot.reacts., skin reacts.incl.Stev. John., photosens., hair loss, palpitat., chest pain, hypertens., changes in col.percept., tox.amblyop., anaem.second.to GI bleed., bld.dyscras., oed., liv. funct.disords., asthma in aspir.sens.pts., ac.ren. fail., haematur., proteinur., interstit.nephrit., cystit., impot., pancreatit.
Special precautions: GIT irrit/other GIT inflamm. dis.hist., pre-exist.dyshaemopoies/bld.coagulat. disords., ren./hepat./card.funct., elderly, may precipitat.HF in comprom.pts., bld.counts (prolong. treatm.), incr.asept.meningit.risk with collag.dis., discont.if vis.disturbs./col.vis.exper., concom. anticoag. ther., monit.bld.sugar in diab.
Drug interactions: Incr.plasma conc.of Li & digoxin., glucocortic. & other NSAID may aggrav.GI S/E, reduc.bioavail.with aspir., nephrotox.of cyclospor. incr., methotrex.lev.incr.
 XE "Diclofenac 50 Oethmaan" DICLOFENAC 50 OETHMAAN, Oethmaan Biosims [P/S]

Diclofenac sodium.

Indications: Painful musculoskel. condits., non-articul.rheumatism, ac.gout attacks, post-traumat.&-operat.inflammat.& swell., pain. follow.dent.surg., osteoarthrit. flare-ups, sympt.treatm.of prim.dysmenorrh., classic. migraine headaches.
(S3) TABS [P/S] V/3.1/137

(S2) Emerg.treat.of ac.gout & post traum.condits for max 5 days 

719838-046: 50 mg, 20, R23,28
719838-047: 50 mg, 9, R10,48
719838-048: 50 mg, 28, R32,60
Dosage: Swallow whole with/ aft.meals.Max 150 mg dly.

Adults: Init.: 100-150 mg dly in 2-3 div.doses.Milder cases: 75-100 mg dly in div.doses.Prim.dysmenorr.: 50-150 mg dly in div.doses with onset of sympts.and cont.for few days depend.on pain intens. Migraine: 50 mg at 1st signs of attack, 2nd dose of 50 mg aft.2 hours if needed, 3rd dose 4-6 hours if needed. 

Contraindications: Hist.of GI bleed/ perforat.relat to prev. NSAIDs, act.or hist.of recurr.ulcer/ haemorrh./ perforat., gastric-/ intest.ulcer., sev.hepat.-/ ren.-/ CF, asthmatic pts.where attacks from aspirin/ prostaglandin-synthetase inhibit.meds., pregnan., porphyr. 

Side effects:Common: Headache, dizzin., N&V, diarrh., abdom.pain, dyspep., flat., anorex., incr. transamin., vertigo, rash Rare: Hypersens.-/ anaphylact.-/ anaphylactoid reacts., somnol., asthma, gastrit., GI bleed., haematemes., maelaen., blood. diarrh., GI ulcer with/-out bleed./ perforat., hepatit., jaund., liv.disord., urticar., oed. Very rare: Leukopen., thrombocytopen., anaem., agranulocytos., angioneurot.oed., disorientat., depress., insomn., nightm., irritabil., psychotic dis., palpitat., chest pain, CF, MI, hypertens., vasculit., taste disturb., paraesthes., impair.memory, convuls., anx., trem., asept. meningit., cerebrovasc.accid., pneumonit., colit., constipat., ulcerat.stomatit., glossit., oesophag.disord., diaphragm-like intest.strict., pancreatit., ac.ren.fail., urin.abnormal., interst.nephrit., nephrot.syndr., ren.pappillar.necros., fulmin.hepatit., disturb.vis., tinnit., impair.hear., bull.erupt., eczem., erythem., -multiforme, SJS, ac.TEN, erythroderm., hairloss, photosens., purpura, prurit. 

Special warnings and precautions:Close med.survaill.& strict diagn.accuracy in: GI dis.or hist./ UC/ Chrohn’s dis/ impair. hepat.funct./ pre-exist. dyshaemopoies.or bld.coag.dis, GI bleed.risk incr.with dose esp. hist.of ulcer & elder., serious skin reacts., hepat./ ren.fail., passes into breastmilk, impair.fem. fertility.
Interactions: Concom.methotrex. incr.toxicit., incr.Li/ digoxin plasma conc., glucocortic./ othr.NSAIDs may aggrav.GI S/E., poss.hyper-/ hypoglycaem., incr.haemorr.risk with anticoags., incr.nephrotox.of cicloporin, reports of convuls.with quinolone, decr.diuretics & antihypertens.eff., incr.K+ lvl.with K+-sparing meds, concom.anti-platelets/ SSRIs poss incr.GI bleed.risk.
 XE "Dicloflam" DICLOFLAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Diclofen.free acid equiv.to diclofen.sod.

Indications: Short-term treatm.of painf. musculo -skelet.condits., non-articul.rheumat., ac.gout attacks, postop.& post-traum.inflam.& swell., pain follow.dent.surg., osteoarthros.flare-up, prim. dysmenorrh., class.migraine headaches
(S3) DISPERS.TABS, A38/3.1/0390
707451-002: 50 mg, 30, R114,39
Dosage: Short-term treatm.at low.effect.dos. Do not use in childr.und.12 yrs.

Adults:
Init. 100-150 mg/day in 2-3 div.dos. Max.dly.dos. 150 mg.

Mild cases: 75-100 mg dly.in div.dos

Prim.dysmenorrh: 50-150 mg dly.in div.dos.

Migraine: Adults: Init.dos.of 50 mg.at first signs of impend.attack. If no relief within 2 hrs.aft.first dos., addit.dos of 50 mg.may be taken. If necces., 3rd dos.of 50 mg may be taken aft.4-6 hrs. Tot.dly dos.150 mg not to be exceed.
Contraindications: Other NSAID hypersens/ acetylsalicyl.acid sens./other meds.inhibit. prostagland. synthet.activ.esp.in asthmat.pts., pregn., porphyr., hist.of GI perforat./ulcerat/bleed relat.to prev.NSAID’s, act.or hist of recurr.GI ulc./ haemorrh/perforat., childr.und.12 yrs., HF, est. ischaem. heart dis., cerebovsc.dis., periph.arter. dis., hepat./ren.fail.

Side effects: Bld.dyscras., hypersens.reacts., disorientat., anx., irritabil., depress., nightmares, psychot.reacts., headache, dizzin., nervousn., tiredn., sensat.& memory disturb., insomn., convuls., nightmares, trem., asept.meningit., somnol., CVA, vis.disturbs., vertigo, imp.hear., tinnit., palpitat., chest pain, hypertens, CHF, oed., vasculit., asthma, pneumonit., GI disturbs.incl. pept.ulc.& GI bleed., colit./Chron’s exacerbat., pancreatit., hepatit.with/ without jaund., rash & skin reacts.incl.Stev.-Johns.& Lyell syndr., alopec., photosens. react., ac.ren.fail., urin.abnormalit.
Warnings and special precautions: Hypertens., HF, may precipit HF in comprom.pts., signific.CV event risk fact., high.GI bleed./ulcerat./perforat. risk with incr.dos./pt.hist.thereof & elderly, discont. if GI bleed./pept.ulc./hypersens.reacts./ hepat.dis sympt.occur, GI dis.eg. ulcerat.colit./ Crohn's dis./GORD, poss.masks S&S of infect., imp. card./hepat./ren.funct., diuret.treatm., deplet. extra cellul.vol., pre-exist.dyshaemopoies., bld. coag. disords., poss.incr.asept.meningit.risk with SLE & mix.connect.tiss.disords., prem.foet.duct. arteriosus clos & persist.pulm.hypertens.in new born with reg.use in 3rd trimmest., onset of labour delay. & durat.incr., determ.indiv.respons.bef.driv. / operat.machin., 8-12 day interv.aft.mifepristone admin., distrib.in breast milk, fem.fertility poss.impair.

Drug interactions: Incr.methotrex.toxic., more than one NSAID incr. adverse eff.risk, poss.rais.Li & digox.plasma conc., glucocortic. & other NSAIDs may aggrav.GI S/E, poss.adjustm.to antidiabet. dos.as either hypo-/hyperglycaem.poss., anticoag./ anti-platelet eff.poss.enhanc., bioavail.reduc.by acetylsal.acid & vice versa, GI bleed.risk.incr.by SSRI’s, incr.nephrotoxic.of cyclosporin & tacrolimus, poss.convuls.with quinolones, antihypertens.eff.decr., incr.K+ ser.lev.with K+-spar.meds., phenytoin expos.incr., mifepristone eff.reduc.

 XE "Ibucare" IBUCARE, (Unicorn) Austell [P/S]

Ibuprofen

(S2) When recomm.dly.dos.for adults does not exceed 1,2 g and for childr.upto & incl.12 yrs. 20 mg/kg bw, emerg.gout treatm., post traumat. pain, swell & inflamm.for max.5 days.

(S3) Inflamm.joint dis.treatm.

Indications: Rheumat.arthrit.incl.juven.arthrit., Still's dis., osteoarthrit., ac.gouty arthrit., ankylos. spondylit., non-articul.rheumat., non-rheumat. inflammat.condits., soft.tiss.inj., mild to mod.pain, antipyret.

(S2) & (S3) TABS, 42/3.1/0061, 0062

721114-001: 200 mg, 10, R20,99
721114-002: 200 mg, 20, R41,97
721116-001: 400 mg, 10, R30,22
Dosage: Admin.with food. Low.effect.dos,for shortest durat.

Adults: Recomm.dos: 1 200 mg dly.in div.dos. Dos. may be incr.in sev.condits.until ac.phase und.contr. Maint: 600-1200 mg/day in div.dos.

Dysmenorrh: 1 200 mg dly in 3 div.dos.

Dent./post-episiot.pain: Init: 800 mg. 

Tot.dly. dos. no to exceed 2 400 mg. Revert to maint.dos. once ac.phase und.contr. 

Ac.gout: 2 400 mg dly giv.(as 800 mg 8 hrly OR 600 mg 6 hrly.) until.ac.phase reliev.

Childr:

Juv.rheum.arthrit: Tot.dly dos: 20 mg/kg bm in div. dos. Safety in childr.und.1 yr.not est.

Pain: Init.dos: 5 mg/kg bm. Second dos.aft.2 hrs.if necess., thereaft.4-6 hrly. Do not exceed. 20 mg/kg bm/day. 

Fev: 5 mg/kg bm 4-6 hrly. Do not exceed.20 mg/kg bm / day.
Contraindications: Pept.ulc., GI perforat./ulcer./ bleed. hist.relat.to prev.NSAID use, aspir./NSAID sens., hist.of sev.allerg.react.incl.anaphylax./ angioed. induc.by aspirin /other NSAIDs, aspirin-induc. nasal polyps assoc.with bronchosp., childr. < age of 1-2 yrs., heart fail., pregn. & lactat.

Side effects: Freq: Abdom.discomf., pept. ulcerat, GI bleed., naus., vomit., abdom. cramps/ pain. Less freq: Agranulocytos., thrombocytopen., anaem., neutropen., eosinophil., tachycard., flush., incr. BP/card.fail., dizzin., nervousn., depress., drowsin., insomn., headache, tinnit., imp. ren. funct., ac.revers.ren.fail., oed., interstit.nephrit., nephrit. syndr., hepatit., blurr.vis., chang.vis.colour percept., toxic amblyop., allerg.dermatit., erythema multiforme, bullous reacts.incl. Stev.-Johns.syndr./ toxic epiderm.necrolys., hypersens.reacts.incl. fev./ rash./hepatotox./asept.meningit., oed.

Warnings and special precautions: Infect. sympts. poss. mask., elderly, pept.ulc./GI dis.hist., discont. if GI bleed./ulcerat.occ., discont.at first appear. of skin rash/mucos.les./any sign of hypersens., premat.clos.of foet.duct.aterios.in uterus & poss.persist.pulm.hypertens of newborn if used reg.dur. 3rd trimest.of pregn., onset of labour poss. delay., asthma, bronchosp., bleed. disord., CV dis., heart fail., cirrhos., diuret.-induc. vol. deplet., imp.ren./liv.funct., concom.coumar. anticoags, discont. in pts.exper. blurr.or diminish.vis./chang.in col.vis., pts.with collag.dis. poss.at incr.risk of develop.aseptic meningit., anaem., stomatit., SLE, monit.pts.for develop.of bld./kidn./liv./eye disords., hist.of hypertens.&/ heart fail. as fluid retent./oed.poss.
Drug interactions: Eff.of oral anticoags.incr, alcohol/ corticoster./clopidogrel./ticlopidine/ bisphosphon./ oxpentifylline/SSRIs incr.GI bleed. risk., eff.of antidiabet.agents poss.enhanc., plasma conc. of Li/methotrex./card.glycosid.incr., incr. nephrotoxic. risk with concom.nephrotox.meds. incl. ciclospor., reduc./revers.antihypertens.eff.of concom. antihypertens./diurets., leucopen.&/ thrombocytopen.eff.of bone marr.depress.poss. incr., incr.S/E with two concom.NSAID’s
 XE "Ibugesic Fever and Pain" IBUGESIC FEVER & PAIN, Cipla Medpro [P/S]

Ibuprofen.

Indications : Mild to mod.pain of inflammat. orig.with/without fev., fev.of inflamm.origin, post-traumat.condits., emerg.ac.gout attacks x5 days.

(S2) SUSP, 37/3.1/0467. 100 mg/5 ml

704781-001: 100 ml, R47,04
Dosage: Adults: Recomm.dos 600 mg 6-8 hrly. Tot.dly.dos.not to exceed.1 200 mg.

Childr: Tot.dly.dos 20 mg/kg bm.in div.dos.which is not to be exceed.

Pain: Init.dos: 5 mg/kg bm. Second dos.aft.2 hrs.if necess., thereaft.4-6 hrly. Not exceed.20 mg/kg bm/ day.

Fev: 5 mg/kg bm 4-6 hrly.not exceed.20 mg/kg bm / day. 1-2 yrs (7-12 kg): 2,5 ml up to 3-4xdly. 3-7 yrs (14-23 kg): 2,5-5 ml up to 3-4xdly. 8-12 yrs (25-40 kg): 10 ml up to 3-4xdly.

Childr.und.7 kg/und.1 yr : On doctors advice only.
Contraindications: Heart fail., GI bleed./ perforat. relat.to prev.NSAID use, act./hist.of recurr. pept.ulc/heamorrh./perforat., aspir./other NSAID hypersens., sev.allerg.react.hist., aspir. induc. nas.polyps.assoc.with bronchosp., childr. und.1 yr., pregn., lactat., bleed.tendenc.disords., sev.ren./hepat.fail.

Side effects: Skin reacts.incl.exfoliat.dermatit./ Stev.John./& tox.epiderm.necrolys, rhinit., asept. meningit., bld.dyscras., hypersens.reacts., non-specific.allerg.reacts.& anaphylax., resp.tract reactiv., skin disords., psych.& CNS disords., optic.neurit., blurr.vis., vis.col.percept.changes, tox.amblyop., vis.impairm., tox.optic neuropathy, tinnit., imp.hear., vertigo, tachycard., card.fail., oed., flush., incr.BP, hypertens., GI disords.incl. pept.ulcerat.& GI bleed., Crohn’s dis.& colit. exacerbat., pancreatit., hepatit., abnorm.liv.funct., hepat.fail., jaund., photosens., imp.ren.funct., ac. revers.ren.impairm., ren.fail., malaise, fatig.
Special precautions: May mask infects., prem. clos.of foet.ductus arteriosus in utero with reg. NSAID use in 3rd trimest., hypertens., HF, GI bleed. hist.& elderly have high.ulc.& GI bleed.risk, GI dis.hist., incr.GI S/E with two or more NSAID’s, low NSAID’s conc.appear in breast milk, elderly, imp.ren./hepat.funct., asthma, bronchosp., CV dis., pept.ulc.hist., bleed.disords., CHF., diuret.induc. vol.deplet., discont.if vis.disturbs.exper., incr. risk of asept meningit.with collag.dis.incl.SLE, S/E’s induc.by aspir./other NSAID’s, anaem., stomatit., concom.courmar.anticoags./oral corticoster./ antiplatel. agents/SSRI’s, poss.impairm.of fem. fertility.

Drug interactions:. Incr.GI bleed.risk with alcoh./corticoster./clopidogrel/ ticlopidine/ biphosphonates & pentoxifylline, anticoags.eff. enhanc., antidiab.agents effs.incr., digox.& Li ser.conc.incr., methotrex.plasma lev.incr.& prolong., nephrotoxic.risk incr.with nephrotox. meds., antihypertens.effs.of antihypertens.agents & diuret.reduc./revers., leucopen/ thrombocytopen. eff. of bone marr.depress.incr., incr.convuls.risk with quinolones, incr.haematologic.toxic.risk with zidovudine, aminoglycos.excret.decr., incr.bleed.risk with ginkgo biloba, CYP2C9 inhibit.incr.expos.

 XE "K-Fenak" K-FENAK, Cipla Medpro [P/S]

Diclofenac potassium
Indications: Emerg.treatm.for gout attacks & post-traumat.condits.for max.5 days.

(S2) OTC TABS, 38/3.1/0651

704384-003: 50 mg, 9, R22,74
(S2) TABS, 38/3.1/0651

704384-002: 50 mg, 15, R37,90
Dosage: Short-term treatm

Adults: Init 100-150 mg/day in 2-3 div dos. Max dly dos 150 mg

Mild cases: 75-100 mg dly in div dos.

Contraindications: Hypersens to other NSAIDs. incl asprin, gastr/ duod ulc, asthmat pts where. acetylsalicyl. acid,/ other meds inhibit.prostagland synthet, precip attack, pregn & lact., porphyr.

Side effects: Hypo-/hyperglycaem, bld dyscras, palpitat, chest pain, CHF,hypertens, oed, CNS eff, paraesthes, convuls, asept.meningit, GI disturbs. incl.bleed, ulcerat.colit exacerbat, stomatit, genito-urin.disords incl.ac ren fail, hepatit with/ without jaund, vis disturbs, skin reacts incl Stev.-Johns.& Lyell syndr, alopec, photosens react, imp hear, tinnit, taste alterat, hypersens.reacts, vasculit, pneumonit.

Special precautions: GI dis incl Crohn's, hepat /ren fail, dyshaemopoies, bld coag disords, poss masks S&S of infect, discont in pres of gastr bleed, elderly, debilit & low body mass pts, may precipit. HF in comprom pts, diuret treatm, deplet extra cellul vol, regul.bld monitor advis dur longt use, discont if liv dis sympt devel.

Drug interactions: Toxic of methotrex.incr., bioavail. reduc by acetylsal acid & vice versa, poss rais Li & digox plasma conc, glucocortic & other NSAIDs may aggrav. GI S/E, incr haemorrh risk with concom anticoag therapy, poss adjustm to hypoglycaem agent dos, incr nephrotoxic of cyclosporin, poss convuls with quinolones.

 XE "Nafasol" NAFASOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Naproxen.
Indications: Rheumat.& osteo arthrit., ankylos. spondylit., mild to mod pain assoc.with musculo-skelet.disords., dysmenorrh.& gout.

(S3) EC TABS, [P/S] 27/3.1/0437, 0438.

812625-005: 250 mg, 30, R57,40
812625-013: 250 mg, 250, R478,46
812633-008: 500 mg, 30, R153,11
812633-016: 500 mg, 100, R510,36
Dosage: Swallow whole with food. Admin.low. effect. dos.for shortest durat.of treatm.

Anti-rheumat: Adults: 500 mg-1 g dly.in 2 div. dos.

Juvenile rheumatoid arthrit: Childr.over 5 yrs: 10 mg/kg bm.dly.in 2 div.dos.

Analges: Adults: Init. 500 mg follow.by 250 mg 6-8 hrly.

Gout: Init. 750 mg follow. by 250 mg 8 hrly.
(S3) SUPPS, [P/S] Y/3.1/131.

Indications: Rheumat.& osteo arthrit., ankylos. spondylit., mild to mod.pain assoc.with musculo-skelet.disords., dysmenorrh.& gout.

810525-003: 500 mg, 10, R145,60
Dosage: Adults: 1 supp.PR at bedt.admin.in conjunct.with oral ther.dur.the day. Tot.oral & rect.dos.not to exceed 1 g/day.
Contraindications: Hist./act.GI bleed./pept. ulcerat., pregn.& lactat., aspir.& NSAID cross-sens., childr.und.16 yrs.except.in juven.rheumat. arthrit., heart fail.

Side effects: GI disturb.& haemorrh., CNS eff., skin erupt., angioed., vis.disturbs., incr.bleed.time, ren. impairm., bld.dyscras., poss.fluid retent.may precipit. HF in comprom.pts.as oed.& hypertens.may occur.

Special warnings and precautions: History of GI dis., skin cond.& hypertens., asthma, bronchosp., bleed. disords., CV dis., ren.fail., concom.coumar anticoags., tabs.cont.lact.
Interactions: Poss.Li toxic.due to inhib.of clear., diuret.& antihypertens.eff.of furosemide inhibit., poss.methotrex.toxic.due to reduc.secret. of methotrex., coumar.OD poss.due to extens. bound.to plasma prot. Incr.risk of GI bld.with SSRIs & anti-platelet agents.

 XE "Napflam" NAPFLAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Naproxen.

Indications Rheumat.arthrit., osteo-arthros., ankylos.spondylit., ac.gout, ac.musc.-skelet. inflamm.disords., dysmenorrh., juven.rheumat. arthrit.

(S3) TABS. W/3.1/153, Z/3.1/65.
806447-036: 250 mg, 250, R233,44
808474-006: 500 mg, 30, R61,20
808474-014: 500 mg, 100, R204,00
Dosage: Admin.low.effect.dos.for shortest durat. of treatm.
Rheumat.arthrit., osteo-arthros., ankylos. spondylit: 500 mg-1 g/day in 2 div.dos.at 12 hr. interv.

Ac.gout: 750 mg immed.then 250 mg 8 hrly.

Ac.musc.skelet.disords: 250 mg 2-3xdly. x7-14 days.

Dysmenorrh: 500 mg init., then 250 mg 6-8 hrly.

Juven.arthrit.in childr over 5 yrs: 10 mg/kg bm/ day in 2 dos.at 12 hr.interv. Not recomm.for any other indicat.in childr.und.16 yrs.

Contraindications: Pregn., lactat., act.pept. ulcerat., NSAID/aspir.cross-sens., heart fail.

Side effects: Frequent: Dizzin., drowzin., headache, tinnit., oed., dyspn., abdom. cramps/pain/discomf., constipat., heartburn, naus., urticar., skin rash, angio-oed.,fixed drug erupt. Less freq.: Agranulocytos., granulocytopen., aplast.anaem., eosinophil., haemolyt. anaem., leucopen., neutropen., thrombocytopen., anaphylax./ anaphylact. reacts., angiit., angio-oed., fev.with/-out chills, eosinophyl.pneumonit., insomn., depress., concentr.loss, aspept.meningit., conf., light-headed, vis.disturb., hear.impair., vertigo, collit., GI bleed./haemorr., GI perforat./-ulcerat., aphtous stomatit., diarrh., indigest., vomit., pancreatit., toxic hepatit., ecchymos., prurit., purpur., exfol. dermatit., erythem.multif., photosens.reacts., SJS, TEN, incr.sweat, haematur., interstit.nephrit., revers.ren.fail., ren.papill./ tubul.necros., nephrit.syndr., unexpl.vag. bleed.&/ heavy menstr.bleed. Freq.unknown: Bronchospast.allerg.reacts., laryng.oed., allerg.rhinit., serum sickn.-like react., SLE-like syndr., lymphadenopath., same phenomen.as prev.aspirin hypersens., hyperkalaem., nervousn., abnorm.dreams, cognit.dysfunct., convuls., paraesthes., corneal opacit., papill., retrobulb.optic neuritis, papilloed., palpitat., pericard., CHF, CF, hypertens., vasculit., asthma, pulmon.oed., haemoptys., abdom. distens., oesophagit., gastrit., haematemes., melaen., non-pept.GI ulcerat., ulcerat. stomatit., epigastr.pain, UC exacerbat., Chrohn;s dis., cholestat.hepatit., jaund., abnorm.LFT, alopec., lichen planus, pustular reacts, bullous erupts/ blist., erythem. nodosum, myalg., muscle weakn., glomerul. nephrit., incr.serum creatin., thirst, malaise, pyrex., fatig. 

Special warnings and precautions: GI dis., aspir.sens., bronch. asthma, allerg.dis., imp.ren./hepat.fail., elderly, compromis.card.funct., cont.lact.
Interactions: Incr.side eff.with 2/more NSAIDs, incr.GI side eff with corticoster., incr.GI bleed with anti-platelet agents & SSRIs, plasma Li & digoxin conc.incr., poss. potent of hydantoins, anticoags.& other highly prot. bound.sulphonamides., probenecid extends.Napflam plasma half-life, antihypertens.eff.of propranolol, poss.other ß-block, ACE-I, diuretics &other antihypertens.reduc., natriuret. eff.of furosemide reduc., concom.antacid./ cholestyramine delay absorp., methotrexate clear.reduced and poss.enhance toxicit., pos.incr. nephrotox.risk with ACE-Is/ cyclosporine/ duiretics., incr.hyperkalaem. risk with ACE-Is & potassium-sparing diuretics, interf.with thyroid func.test by lower.serum thryoid hormone concentrat., disc.therap.48h before adrenal funct.test., pos.interf.with some urinar.assays of 5-HIAA.

 XE "Panamor" PANAMOR 50 mg, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Diclofen.free acid

Indications: Emerg.ac.gout attacks with max.dly.dose of 150 mg for max.3 days in divided doses.

(S2) DISPERS.TABS, A38/3.1/0383

3002801-001: 50 mg, 9, R34,32
Dosage: Short-term treatm.at low.effect.dos

Ac.gout attacks: Dissolv.1 tab in water 8 hrly. Max.dly.dos.150 mg for max.treatm.per.of 3 days.

Contraindications: Other NSAID hypersens.incl. aspirin, gastr./intestin.ulc., asthmat.where attacks precipitat.by acetylsalicyl.acid/other meds.inhibit. prostagland. synthet.activ., pregn., porphyr.

Side effects: Freq: Headache, dizzin., vertigo, nervousn., epigasgtr.pain, N&V, diarrh., abdom. cramps, dyspeps., flatul., eructat., anorex., loc. irrit., elev.AST/ALT, rash, skin reacts. Less freq: Leucopen., thrombocytopen., aplast.& haemolyt. anaem., agranulocytos., palpitat., chest pain, hypertens., CHF, oed., tiredn., sensat.disturbs. incl.paraesthes., memory disturbs., disorientat., insomn., irritabil., convuls., depress., anx., nightmares, trem., psychot.reacts., asept.mengit., GI bleed., haematemes., melaena, bld.diarrh., pept. ulc.with/-out bleed.or perforat., low.gut disords., ulcerat.colit.exacerbat., glossit., aphth. stomatit., oesophag.les., diaphragm-like intestin. strict., constipat., pancreatit., taste alterat., ac.ren. fail., haematur., protur., interstit.nephrit., nephrit. syndr., papill.necros., hepatit. with./-out juand., fulmin. hepatit., vis.disturbs., urticar., Lyell’s syndr., erythroderma, hair loss, photosens., purpura, imp.hear., tinnit., hypersens.reacts., vasculit. & pneumonit.
Special warnings and precautions: GI dis. sympts./case hist., ulcerat.colit., Crohn's dis., hepat.impairm., pre-exist.dyshaemopoies., bld. coag. disords.,hepat./ren.fail., ser.interat.with methotrex., acetylsalicyl.acid & diclofen.bioavail. poss.reduc.if used concurr., safety & effic.in pregn. & lactat.not est., prem.foet.duct. arteriosus clos & persist.pulm.hypertens.in new born with reg.use in 3rd trimmest., onset of labour delay.& durat.incr.,
Interactions: Incr.methotrex.toxic., poss.rais.Li & digox.plasma conc., glucocortic. & other NSAIDs may aggrav.GI S/E, more than one NSAID incr. adverse eff.risk, poss.adjustm.to antidiabet. dos.as either hypo-/hyperglycaem.poss., incr.haemorrh. risk with anticoags., incr.nephrotoxic.of cyclosporin, poss.convuls.with quinolones

 XE "Panamor Tabs Supp" PANAMOR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Diclofenac sodium.
Indications: Post-traum.pain & inflamm., inflammat.& degenerat.rheumat., ankylos. spondylit., osteoarthros., spondylarthrit., painful msuculoscelet.condit., non-articul.rheumatism, mild-mod.painful post-op.& post.traumat.inflamm.& swell.,pain follow.dent.surg., sympt.treatm.of dysmenorrh. 

(S2) AT-50 TABS, [P/S] R/3.1/50
752398-114: 50 mg, 9, R5,86
Dosage: Admin.low.effect.dos.for shortest treatm. durat. Swall.whole.
50 mg 3x dly.for max 3 days with max.dos.150 mg/ day.

(S3) SR TABS, [P/S] 29/3.1/0121, 0122.

827584-008: 75 mg, 30, R180,60
827592-019: 100 mg, 28, R153,45
Dosage: Admin.pref.with meals without break./ chew. Init.dly dos: 100-150 mg admin.as 100 mg as sngl.dos or 150 mg in 2 div.dos. Mild cases & long term ther: 75 mg dly.usual.suffic. 100 mg tab.giv.in even. where sympt.more mark. dur. night or in morn.

(S3) SUPPS, [P/S] 27/3.1/0121, Z/3.1/172, Y/3.1/395

807605-018: 12,5 mg, 5, R37,33
807613-002: 25 mg, 5, R88,15
807621-005: 100 mg, 5, R77,69
Indications: Painful post-op.& post.traumat.inflamm.& swell.,
Dosage: Never div.as ingred.poss.uneven distrib.

Adults aver.dos: 100 mg each even. 12,5 mg & 25 mg: Childr.2 yrs & more: 2-3 mg/kg bm dly in 2-3 fract. dos.

Contraindications: Porphyr., childr.und.14 yrs. (AT50 mg /SR tabs & Supps), childr.und.2 yrs., hist./act.GI bleed./ perforat.relat. to prev.NSAIDs, pept. ulcerat., act.or recurr.ulc./haemorrh./perforat.hist., hepat./ren.fail., asthmat.pts.where asthma attacks/ urticar./ac.rhinit.precipitat.by acetylsalicyl. acid/other NSAID’s, aspir./any other NSAIDs sens./hypersens., HF/est.ischaem.heart dis. &/ cerebrovasc.dis.& periph.arter.dis., lactat, pregn.from around 30 wks.or later, proctit.for supp. use.

Side effects: Freq: Headache, dizzin., vertigo, pept. ulc., perforat./GI bleed., N&V, diarrh., flatul., constipat., dyspeps., abdom.pain, melaena, haematemes., ulcerat.stomatit.,, gastrit., anorex., transamin.incr., rash, limb discomf., applicat.site irritat (supp) Less freq: Thrombocytopen., leucopen., anaem., agranulocytos., hypersens.& anaphylact. reacts., angioneurot.oed., disorientat., depress., insomn., nightmares, irritabil., psychot.disord., somnol., tiredn., paraesthes., memory impair., convuls., anx., trem., asept.meningit., taste disturbs., CVA, sensat.disturbs., blurr.vis., vis. disturbs., diplop., tinnit., imp.hear., MI, CF, palpitat., chest pain, hypertens., hypotens., vasculit., asthma, pneumonit., bronchosp.,  haemorrhag.diarrh., GI ulc.with/-out bleed.or perforat., colit.incl. haemorrhag-, exacerbat.of UC/ Crohn’s dis., stomatit., glossit., oesophag.disord., diaphragm-like intestin.strict., pancreatit., hepatit., jaund., liv.disord., fulmin.hepatit.,incr.hepat.enzym., hepat.necros./-fail., urticar., bull.reacts., eczema, erythema, erythema multiforme, Stev.John.syndr., tox. epiderm. necrolys., exfoliat.dermatit., hair loss, photosens., purpura, allerg.purpura, prurit., ac.ren. fail., haematur., proteinur., nephrot.syndr., interstit. neprhit., ren.papillary necros., impot. Freq.unknown: Allerg.reacts.incl. bronchoconstrict., urticar., drowsin., nervousn., agitat., confus., hallucinat., malaise, oed, optic neurit., other ocul.reacts., min.hear.disords., Kounis syndr., ischaem.colit., abnorm.LFT, DRESS, imp.ren.funct.
Special warnings and precautions: Minim. undesir. effs.by admin.of low.effect.dos.& for shortest durat., poss.allerg.reacts.incl.anaphylax. without earlier expos.to med., hypersens.reacts. poss.progress.to Kounis syndr., NSAID cross-sens. esp. where prev.allerg.reacts.have been exhib., may mask S&S of poss.infects., avoid other concom.syst.NSAID’s incl.cyclooxygen.-2-select.inhibit.due to poss.addit.undesir.effs., concom.methotrexate, risk fact.for CV & cerebrovasc.events, re-eval.ther.periodic.if prescrib.with CV risk fact., CV dis., bleed.disords., imp.hepat./ren.funct.,risk of arter.thrombot.events part. with high doses, HF in some comprim.pts., elderly, GI disords., gastr./intestin.ulcerat./bleed perforat. with/-out sympt./ hist., discont.if GI bleed./perforat.occurs, consid.combinat.ther.with protect meds.if concom. use reqd., pts.to report unusual abdom.sympts., concom.meds.incr.ulcerat./ bleed.risk, GI dis.(eg ulcerat.colit/Crohn’s dis./ hiatus hern., GERD, angiodysplasia) hist.as condit.poss. exacerbat., incr.gastrointestin.anastomot.leak risk theref.monit.aft.GI surg., monit.hepat.funct.with prolong ther.& discont.if abnorm.LFT persist/ worsen/other misc.manifest.occur, monit.ren. funct. when prescrib.with CV./ren.risk fact./ concom. diuret./meds.affect.ren.funct./substant. extracellul.vol.deplet., discont.at 1stappear.of ser. skin react., discont.& eval.for poss.DRESS, monit.Hb.& hematocrit.for sympts.of anaem.,hyperpotassem.in diabetics/ pts taking K+-sparing meds., incr. asept.meningit.risk with SLE & mix.connect.tiss. disords., asthma/ season.allerg.rhinit./ swell.nasal mucosa/ COPD/ chron.infect.of resp.tract & allergy to other meds., haemostas.defects/ bleed.diathes.& haematolog. abnormalit., poss.impairm.of female fertility, 50 mg Tabs: not for lact.intol.pts., admin.colestipol/ cholestyram.1 hr.bef.or 4-6 hrs.aft., eval.effs.bef.driv./ perform complic.tasks, Panamor 75 SR/100 SR and Supps not suitabl.for childr.<14.
Interactions: Decr.eff.of antihypertens.meds., incr.ser.K+ lev.with meds.known to cause hyperkalaem., incr. S/E poss.with 2 or more concurr. NSAIDs, other NSAID & glucocorticoids may aggrav.GI S/E, anticoags.effs.poss.enhanc., platelet aggregat.poss.inhibit., SSRI’s incr.GI bleed.risk, therapeut.aspir.dos.decr.plasma conc., incr.plasma conc.of Li & digox., half-life of probenecid incr., poss.adjustm.to oral antidiabet. meds, poss.incr.methotrex.bld.conc., incr. incr.risk of pemetrexed toxicit.due to decr.clear., concom.deferasirox may incr.risk of GI toxicit., nephrotox.risk with ciclospor.& tacrolim., convuls. report.with concom.quinolones, expos.to phenytoin poss.incr., colestipol & cholestyramine poss.delay/ decr.absorpt., CF exacerbat./reduc.GFR & plasma glycoside lev.incr.with card.glycosid., mifepristone eff.poss. reduc., metabol.inhibit.by potent CYP2C9 inhibit. incr.peak plasma conc., caut.with other prot.bound meds.
 XE "Pedea" PEDEA, Equity [P/S] 
Ibuprofen.

Indications: Haemodynam.signific.patent ductus .arteriosus in preterm newborn infts.of less than 28 wks.gestat.age

(S3) SOL FOR INJ, A40/3.1/0174
710969-001: 10 mg/2 ml, 4x2 ml amps, R8 631,35
Dosage: Admin.only by IV infus.over 15 mins. pref. undil.in neonat.intens.care und.supervis.of exper.neonatolog.

Course of 3 dos.at 24 hr.interv.adjust.accord.to bm. 1st inj: 10 mg/kg. 2nd & 3rd inj: 5 mg/kg. If ductus arteriosus does not close 48 hrs.aft.last inj./ reopens a 2nd course of 3 dos.may be admin. Surg.poss.necess.if condit.unchang.aft.2nd course.

Contraindications: Life threaten.infect., IC/GI haemorrh., thrombocytopen/coagulat. defects, signific.imp.ren.funct., congenit.heart dis.where ductus arteriosus patency necess.for satisfact. pulm./syst.bld.flow, known/suspect.necrotis. enterocolit.

Side effects: Thrombocytopen., neutropen., intraventricul.haemorrh., periventricul. leokomalac., bronchopulm.dysplas., pulm. haemorrh., hypoxaem., necrotis.enterocolit., intestin. perforat., GI haemorrh., oligur., fluid retent., haematur.

Warnings and special precautions: Perform. echocardiograph. examinat.prior to admin.to confirm diagnos.& excl.pulm.hypertens.& ductul-depend.congenit.heart dis., not for prophylact. use, bilirub.encephalopathy risk incr.theref.do not use in mark.unconjugat.hyperbilrubinaem., monit. for bleed./ren.& GI funct., S&S of infect.poss. mask., pres.of infect., avoid other concom. NSAID’s, withold next dos.till urine output norm. if anur./oligur.occurs.aft.1st/2nd dos.

Drug interactions: Anticoag.eff.incr., reduc. excret. of some drugs due to effs.on ren.funct., incr. hyperkalaem.risk with ACE inhibit.& K+-spar. diuret., antihypertens.eff.of some antihypertens. reduc., other NSAID’s incr.advers.effs., incr.GI bleed. & ulcerat.risk with corticoster., incr. haemotox. with zidovud., plasma conc.incr.by ritonavir.

 XE "Ponstan" PONSTAN, Pfizer Laboratories (Pty) Ltd
See Section 3.2
 XE "Pyrocaps" PYROCAPS, Ranbaxy [P/S]

Piroxicam.
Indications: Rheumat.& osteo-arthrit., ankylos. spondylit., ac.musculo-skelet.disords., ac.gout.

(S3) CAPS. 27/3.1/0187.

799432-008: 20 mg, 30, R37,98
Dosage: Not for long-term managem.
Rheumat.& osteo-arthrit: 20 mg dly in sngl./div. dos.

Ac.musculoskelet.disords: 7-14 days treatm. Init. 40 mg dly.in sngl./div.dos. x2 days, then 20 mg dly.

Ac.gout: 40 mg x4-6 days.

Contraindications: Hepat.dysfunct., aspir./ NSAID cross-sens., pept.ulc., GI bleed./ ulc.hist., safety in pregn./lactat./childr.und.12 yrs.not est.

Side effects: GI disturbs.incl.GI haemorrh., dermat., sens.reacts., bld.dyscras., CNS eff., blurr. vis., tinnit., prurit., decr.platel.aggregat.& prolong. bleed.time, oed., HF may be precipitat.in some comprom.pts.

Special precautions: Ren.funct.impairm., coumar. type anticoags., GI haemorrh.

Drug interactions: Plasma Li lev.incr.

 XE "Rheugesic" RHEUGESIC, Cipla-Medpro [P/S]

Piroxicam.
Indications: Ac.gout.emerg.treatm., post-traumat.condits.for max.5 days.

(S2) DISPERS.TABS. 29/3.1/0302.

821144-015: 20 mg, 5, R13,98
821144-006: 20 mg, 30, R83,86
Dosage: Admin. pref.with/aft.food. Use low. effect.dos.for short.poss.durat.
Post traumat.condits: 1 tab.(20 mg) dly.for max.5 days.

Ac.gout: 1 tab (20 mg) for max.5 days. Not for long-term managem.

Contraindications: Prev.ser.allerg.drug react. hist. esp.cutan.reacts., prev.skin reacts to NSAID’s/ other meds, concom.anticoags., safety in pregn./ lactat./ porphyr./childr.und.12 yrs.not est., aspir./NSAID cross-sens., GI bleed./perforat.hist. relat.to prev.NSAID, act./hist.of recurr.ulc./ haemorrh., HF, GI dis.hist. predispos.to bleed. disords., dyspeps., liv./kidn.disords., bld.dyscras./ haemorrh. diathes./uncontr.hypertens., other concom. NSAID incl.COX-2 select.NSAID/ acetylsalicyl. acid.
Side effects: Fluid retent., oed., decr.platel. aggregat./ bleed.time prolong., GI disturbs.incl.GI haemorrh.somet.fatal/Chron’s dis., bld.dyscras., pancreatit., hypersens.reacts.incl.hepatoxic.& asept. meningit., anaphylax., bronchosp.in asthma pts., angioneurot.oed., vasculit., ser.sickn., hypo-/hyperglycaem., weight chang., psych.disords., headache, dizzin., paraesthes., CNS effs., vis. disturbs. incl.tox.amblop., tinnit., vertigo, hear. abnormalit., palpit., CHF, ac.HF, oed., hypertens., shock, dysnpn., epistax., hepatotoxic., jaund., fatal hepatit., skin reacts.incl.Stev.Johns syndr./tox. epiderm. necrolys./onycholys./photosens., alopec., cystit., haematur., ac.ren.fail., interstit.nephrit., nephrot. syndr., asthen., malaise, HF precipit.in comprom. pts., hiat.hern./GORD exacerbat., poss. female fertil.impairm.

Special precautions: Hypertens. &/ HF hist, cardiocirculat.fail., arter.hypertens., reduc.ren./liv. funct., GI bleed./perforat.risk high.with incr.dos.in pts.with ulc. hist./elderly, asthma, bronchosp., bleed. disords., CV dis., CHF, cirrhos., diuret.-induc. vol.deplet./ren.insuff.req.loc.synthes.of vasodilat. prostagland.to maint.ren.perfus., concom.meds. inhibit. platel.aggregat., caref.cons.in case of signif. GI events risk fact., avoid in pts.old.than 80 yrs., incr.GI compl.risk with concom. SSRI’s/ corticoster./antiplatel.agents, cons.eg.misoprodol/ proton pump inhibits.for at-risk pts., alert dr.if any new/unus.abdom.sympt.& ther.to be discont.if GI compl. susp., hiat.hern./GERD hist., discont.ther.at 1st sign of skin rash/hypersens./mucos.les., concom. Li/ high.prot-bound meds., poss. methotrex. toxic., est.ischaem.heart dis./ cerebrovasc. &/periph.arter.dis., longt.ther.in pts. with CV events risk, incr.arter.thrombot.events risk, no re-challenge in case of tox.epiderm. necrolys./ Stev.Johns.syndr., discont.if vis.chang./abnorm.LFT persist or wors., cons.withdr.ther.in women hav. diffic. conceiv./undergo.fertil.investig., collag.dis., concom.warfar.

Drug interactions: Anticoag.eff.enhanc., incr. bleed. risk with SSRI’s/antiplatel.agents, incr.S/E with concom. NSAID’s, incr.nephrotoxic.risk with ciclospor./ tacrolimus, incr.absorpt.with cimetidine, Li conc.incr., reduc.methotrex.excret., incr.convuls.risk with quinolon., poss.interfer.with mifepristone-mediat.pregn.terminat., effs.of other prot.-bound poss.displac., antihypertens. eff.of antihypertens.decr., interfer.with diurets.natriuret. act., incr.plasma glycoside.lev.

 XE "Trio-Diclofenac Injection" TRIO-DICLOFENAC INJ, Innovata Pharma [P/S]

Diclofenac sod.
Indications: Inflamm.& degen.forms of rheumat. dis., painf.inflamm.condit.of non-rheumat.origin, ac.gout attacks

(S3) INJ. Y/3.1/122. 25 mg/ml

895024-012: 75 mg/3 ml, 50x3 ml amps, R75,37
Dosage: Adults: 75 mg deep intra-gluteal IM once dly, may be incr.to 2xdly.in sev./hospitalis.cases.

Parent.admin.only for a few days. Contin with oral ther.when necess.

Contraindications: GI bleed., pept.ulcerat., sev. hepat./ren.impairm., aspir.sensitiv.,

Side effects: GI disturbs.incl.epigastr.pain/ eructat./ N&V, pept. ulcerat.& bleed., vertigo, headache, skin rash, prurit.,tinnit., depress., drowsin., nervousn., insomn., irritabil., agitat., min. hear.disords., oed., palpitat., blurr.vis., other ocul. reacts., hypersens.reacts., abnorm.LFT, imp.ren. funct., agranulocytos., thrombocytopen.
Warnings and special precautions: Safety in pregn.not est., not for IV use, CV dis., bleed. disords., coumar.anti-coagul.ther., imp.ren./ hepat. funct, HF poss.precipitat.in comprom.pts., poss. NSAID cross.sens., asthma/bronchoconstrict., elderly, decr.platelet aggregat.with incr.bleed. time.
Interactions: Ser.interact.aft.high dos.methotrex., plasma conc.signific.decr.by aspirin, Li & digox.bld. conc.incr., GI S/E aggrav.by glucocortic.& other NSAID’s, S/E occur.promot.by 2 or more concurr. , probenecid half life incr., caut.with other prot. bound meds.

 XE "Veltex" VELTEX, AI Pharm Ltd [P/S]
Diclofenac.sod.

Indications Rheumat./osteo-& spondyl.arthrit., ankylos. spondylit., painf.musculoskelet.condit., non-articul. rheumatism, ac.gout attacks, painf. post-op.& post-traumat.inflammat.& swell., dent. surg. pain, prim.dysmenorrh.

(S3) CR CAPS, 27/3.1/0321, W/3.1/329

793663-017: 75 mg, 6, R39,20
793663-008: 75 mg, 10, R65,32
793663-016: 75 mg, 30, R196,09
787272-019: 100 mg, 30, R381,76
Dosage: Adults: Swall.whole. Do not chew. Init.dly.dos: 100-150 mg.
Mild cases & as maint.ther: 75-100 mg/day. Max.dly.dos: 150 mg admin.as 2-3 div.dos.

Analges: Indiv. Dos: 75-150 mg to be start. with first sympt.& contin.for a few days depend.on sev. Pref.to be giv.in the even.should sympt.be most evid. dur. night/early morn. Childr.able to swall. caps: 1-3 mg/kg bm recomm.

Contraindications: Asthma pts.where attacks of asthma, urticar./ac.rhinit.are precipitat.by acetylsalicyl. acid/medic.with prostagland. synthetase inhibit. activ., porphyr., not recomm.in childr.und.2 yrs./unab.to swall.caps.

Side effects: GI disturbs.incl.bleed., pept.ulc., CNS eff., headache, dizzin., drowsin., depress., insomn., blurr.vis., tinnit., oed., skin reacts., abnorm. LFT, imp.ren. funct., agranulocytos., aplast.anaem., thrombocytopen., ac.allerg./ hypersens.reacts., jaund., hepatit., ren.fail., nephrot. syndr., min.hear. disords., irritabil., agitat., tiredn., palpitat.

Special warnings and precautions: Asthma, bronchosp., bleed.disords., pept.ulc./hist.thereof, CV dis., GI sympts., monit.imp.ren./hepat./card. funct., discont. if pept.ulcerat./GI bleed.occurs., may mask S&S of infects., not to be giv.in pregn.& lactat.

Interactions: Admin.with care with concom. coumar. anticoag.ther., ser.interacts.with high dos. methotrex., incr.Li & digox.plasma conc., poss. NSAID cross-sens., ac.allerg.reacts esp.in pts.who prev. exhib.allerg.reacts.to these compnds., aspir. decr. plasma conc., glucocortic./other NSAIDs may aggrav.GI side-eff., reduc.dos.in elderly.
 XE "Voltaren" VOLTAREN, Novartis [P/S]

Diclofenac sodium.

Indications: Inflam.& degen.forms of rheumat., painf.musc.skelet.condit., non-articul. rheumat., ac.gout attacks, mild to mod.painf.post-op.& post-traum.inflam.& swell., pain follow.dent. surg., prim.dysmenorrh.

(S3) TABS, [P/S] G/3.1/83, K/3.1/253.

778206-018: 25 mg, 50, R91,29
778222-013: GT 50 mg, 20, R74,29
Dosage: Indiv.to low.effect.dos.for short.poss. durat. Do not div./chew. Take on empty stomach for ac.pain.relief. Admin.in 2-3 div.dos.

Adults: Recomm.init.dly.dos: 100-150 mg dly. Mild. cases & long term ther: 75-100 mg dly. Max: 150 mg dly.

Prim.dysmenorrh: Init.50-100 mg dly.incr.over sev.menstr.cycl.to max.200 mg/day if necess.

Juven.rheumat.arthrit: Dly.dos.may be incr.to max.3 mg/kg dly.in div.dos.

(S3) 75 TABS, [P/S] Y/3.1/346

789240-009: 75 mg, 30, R264,13
(S3) SIMPLE REGIMEN 100, [P/S] M/3.1/63.

778230-015: 100 mg, 30, R277,92
Dosage: Admin.pref.at mealt.in even. Do not break/ chew. Init.dly.dos: 100-150 mg dly. Mild. cas.& long term ther: 75 mg dly.usual.suffic.

(S3) INJ, [P/S] H/3.1/34. 75 mg/3 ml.

Indications: IMI: Init.ther.for inflam.& degen. rheumat. dis., mild to mod.painf.inflam.of non-rheumat. condit.

IV infus: Treatm./prev.of post-op mild to mod.pain of inflamm.orig.in absenc.of infect.

778249-018: 5 x 3 ml amps., R88,74
Dosage: IM Adults: 1 amp/day deep intra-gluteally. Sev.cases: 2 amps./day separt.by few hr. inter.OR combin.1 amp.with oral ther.to max. dly.dos.of 150 mg.

Intraven.infus: Dil 1 amp with 100-500 ml NaCl 0,9% or 5%gluc.sol.

Mod.to sev.post-op pain: 1 amp.to be infus. continuous. over 30mins.-2 hrs. May be repeat.if necess. Max.dos: 150 mg/24 hrs.

Post-op prophylax: Load.dos: 25 -50 mg infus. aft. surg. over 15 mins.-1 hr.follow.by contin.infus. of approx.5 mg/hr. Max.dos: 150 mg dly. Do not admin. for more than 2 days. Treatm.may be contin. with tabs./supp.if necess.

(S3) SUPP, [P/S] R/3.1/224, L/3.1/126.

Indications: Painf.post-op.& post-traum.inflam.& swell.

780863-003: 25 mg, 5, R92,24
778214-001: 100 mg, 5, R98,15
Dosage: Never div.suppos. Childr. 2 yrs.or old: 2-3 mg/kg bm dly.in 2-3 div.doses. Adults: 100 mg dly. When used to supplem.tabs.admin.1 supp.at bedt.up to max.of 150 mg dly.

Contraindications: Gastr./intest.ulc./bleed./ perforat., asthmat.pts.where asthma attacks/ urticar./ ac.rhinit.precpit.by acetylsalicyl. acid/ other NSAID’s, pregn.& lactat., porphyr., childr. und. 2 yrs, hepat./ren./card.fail., Amps.also: IV use in childr., absolut.C/I in imp.ren.funct. &/ shock, sens.to sod.metabisulph, childr.und.14 yrs.for 50/75 & 100 mg tabs/amps.&100 mg suppos., IV bolus inj./mix.with other inj.sols. Supp.also: proctit, GT Tabs also: lact.intol.

Side effects: Amps.& supp: loc.reacts., oed., bld. dyscras., hypersens.reacts.incl.angioneurot. oed.& anaphylax., psych./CNS disords., headache, dizzin., paraesthes., convuls., trem., asept.meningit., CVA, taste/vis.disturbs., vertigo, tinnit., imp.hear., palpitat., chest pain, CF, MI, hypertens., vasculit., asthma, pneumonit., GI disturbs.incl.bleed./ ulcerat./ perforat. & pancreatit., stomatit., glossit., colit./ulcerat.colit./Crohn’s exacerbat., hepatit., jaund., liv.disord., skin reacts.somet.fatal.incl. exfoliat.dermatit./Stev.-Johns.& tox. piderm. necrolys., alopec., photosens., ac.ren.fail., urin. abnormalit., hypo-/hyperglycaem., Supp: loc.irrit.& syst.S/E, exacerbat. haemorrh., Amps: loc.pain & indurat., abscess, loc.necros.esp. in elderly & diabet.

Warnings and special precautions: Monit. concom.Li/digox./anticoags./ K+-spar.drugs/ antihypertens., poss.masks S&S of infect., discont. if GI bleed./ ulcerat. occurs/1st appear.of skin rash/ mucos.les./other hypersens.signs, elderly esp. frail/ low bm, reg.BP monit.in hypertens.pts., adeq. hydrat., ren.funct.monit.init.with diurets./ACE inhibits. & per.thereaft.due to incr.nephrotoxic. risk, monit.bld.gluc.lev of diabet.on oral agents, methotrexate toxic., concom.ciclospor./NSAID, pass.into breast milk, poss.fem.fertil.impairm., avoid concom. system.NSAID’s incl.cyclo-oxygenase-2 select.inhibit.as synergist.benef. absen. & addit.undesir.effs.poss., asthma exacerbat. react.more freq.in asthmat./season. allerg.rhinit./COPD/chron. RTI esp.if link.to allerg. rhinit.-like sympts.& allerg.pts., GI dis./hist. suggest. ulcerat./bleed./perforat., ulcerat.colit./ Crohn's dis., bleed.risk incr.with concom. corticoster./ anticoags./anti-platelet agents & SSRI’s, imp.hepat./card./ren.funct., discont.ther.in case of persist./worsen.LFT/liv.dis.S&S devel., hypertens.hist., extra cellul.vol.deplet., reg.bld. count monit.esp.in pres.of haemostas.defect., Amps: parent.use esp.in bronch.asthma pts.as sympt. poss. exacerbat.

Drug interactions: Poss.rais.Li & digox.plasma conc., antihypertens.eff.of diuret.& antihypertens. agents decr., K+-spar.drugs poss.incr.ser.K+ lev., corticoster./ other NSAID’s & SSRI’s may incr. undes. GI effs., bioavail.reduc.by acetylsal.acid & vice versa, incr.haemorrh.risk with anticoags., methotrex.bld.conc.poss.rise, incr.cyclosporin. nephrotoxic., poss.convuls.with quinolon.

 XE "Xefo" XEFO, Acino [P/S]

Lornoxicam.

Indications Short term.treatm.of mild to mod. pain assoc.with extra artic.inflamm., symptomat. treatm.of pain & inflammat.in osteoarthrit.& rheumat.arthrit.

(S3) TABS, [P/S] 33/3.1/0247, 0248.
860654-001: 4 mg, 20, R119,80
860662-004: 8 mg, 20, R170,87
860662-012: 8 mg, 100, R854,29
Dosage: Admin.bef.meals. Individualise.

Pain: 8-16 mg/day in 2-3 div.dos. Max.tot.dly. dos.16 mg.

(S3) RAPID TABS, [P/S] 44/3.1/0331
Indications Short term.treatm.of mild to mod. pain where intra-musc.use inappropr.(not exceed 72 hrs.)
717776-002: 8 mg, 20, R185,69
Dosage: Admin.bef.meals with suffic.water. Individualise.

Admin.in 8 mg dos.with dly.dos.not exceed.16 mg. In some pts.a furth.8 mg giv.within the 1st 24 hrs. may be need.

(S3) INJ, 33/3.1/0249.

Indications: Short term treatm.of mild to mod. pain when oral admin.inappropr.
860670-007: 8 mg/vial, 5x2ml vials, R223,45
Dosage: Admin.IV/IM

Admin.in 8 mg dos. Dly.dos.not exceed.16 mg. A further 8 mg within 1st 24 hrs.could be need.

Contraindications: Prev.hypersens.reacts.to other NSAID meds.incl.acetyl.salicyl.acid., GI bleed./perforat.relat.to prev.NSAID ther., cerebrovasc. bleed., bleed.& coagulat.disords., act. pept. ulcerat./ hist. of recurr.pept.ulcerat., sev.liv./ ren. impairm., thrombocytopen., sev./ uncontr.CF, elderly (>65 yrs.), pregn.& lactat., childr.und.18 yrs., Tabs & rapid tabs.also: weigh. < 50 kg & for ac. surg., Inj & rapid tabs. also: hypovolaem./dehydrat.
Side effects: Pharyngit., loc.reacts., CNS effs., oed., allerg.reacts., conjunctiv., vis.disords., incr. sweat., GI disturbs.incl.pept.ulcerat.with/without bleed., haemorrhoid./rect.bleed., bld.dyscras., prolong. bleed.time, ecchymos., hypersens., weight changes, musc.-skelet.disords., migraine, paraesthes., taste pervers., tinnit., trem., resp.& skin disords.incl.Stev.John & tox.epiderm. necrolys., micturit.disords., palpitat., tachycard., CF, abnorm.hepat.funct., BP chang.

Special precautions: Discont.ther.with appropr. therapeut.act.if GI ulcerat./bleed. develops, prev.cerebrovasc.haemorrh., SLE, ulc.colit., Crohn’s dis., porphyr., haematopoiet. disords., reduc.card.funct., hypertens., hepat.dis., coagulat.disords., treatm.long.than 3 mnths., elderly (>65yrs.) & weigh.<50 kg & for ac.surg., imp. ren.funct., monit.ren.funct.in pts.for maj. surg./comprom.ren.funct./CF/concom.diuret.or nephrotox.meds.

Drug interactions: Poss.prolong.bleed.time with concom.anticoag./platelet.aggregat.inhibit., poss. incr.hypoglcaem.eff.with sulphonylureas., incr.risk of S/E with other NSAID & asprin., decr.effic.of loop diuret., decr.eff.of ACE inhibit./ ARB’s & risk of ac.ren.insuff., incr.Li peak conc., incr.ser.conc.of high dos.methotrexate., high. plasma conc.with cimetidine, decr.digox.ren. clear., incr.ren.toxic.with cyclosporin, incr.risk of GI ulcerat./bleed.with corticoster., anticoags. effs. enhanc., anti-platelet agents & SSRI’s incr. GI bleed.risk, CYP2C9 induc.& inhibit.

 XE "Xycam" XYCAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Piroxicam.
Indications: Rheum.& osteo-arthrit., ankylos. spondyl.,ac.musculo-skelet.disords., ac.gout.

(S3) CAPS, [P/S] V/3.1/250.

797030-018: 20 mg, 30, R40,05 

797030-026: 20 mg, 500, R667,45
(S3) DISPERS.TABS, [P/S] Y/3.1/227.

797049-002: 20 mg, 30, R49,54
Dosage: Admin.low.effect.dos.for shortest durat.of treatm.

Rheumat./osteo-arthrit.& ankylos.spondylit.: 20 mg dly in sngl./div. dos. Range 10-30 mg dly.

Ac.musc.-skelet.disords: 7-14 days treatm. Init. 40 mg dly.in sngl./div.dos.x2 days, then 20 mg dly.

Ac.gout: 40 mg x5-7 days. Not for long-term managem.
Contraindications: Hepat.dysfunct., prev.skin react.regardl.of sever.to NSAID’s, pregn.& lactat., childr., aspir./NSAID cross-sens., other concom. NSAID’s incl.COX-2 select.NSAID’s & aspir., concom. anticoags., GI perforat.hist., ulcerat./ bleed.relat.to prev.NSAID’s, act./hist.of recur.ulc./ haemorrh/perforat., porphyr., heart fail.
Side effects: Freq: Naus., abdom.discomf. Less freq: Aplast.anaem., eosinophil., leucopen., thrombocytopen., haemolyt.anaem., decr.appetite, ment. depress., headache, dizzin., insomn., nervousn., hallucinat., blurr.vis., tinnit., HF, hypertens., GI bleed./haemorrh., diarrh., stomatit., vomit., constipat., flatul., skin rash, prurit., Stev.-John. syndr., tox.epiderm.necrolys., interstit. nephrit., nephrot.syndr., ren.fail., ren.papill.necros., Freq.unknown: Decr.platel.aggregat., prolong. bleed.time, decr.Hb & haematocrit, non-thrombocytopen. purpura, hypersens.reacts.incl. anaphylax., hypoglycaem., hyperglycaem., weight incr./decr., mood alterat., dream abnormalit., ment. confus., paraesthes., vertigo, somnol., swoll.eyes, blurr.vis., eye irritat., oed., pept.ulcerat., anorex., epigastr.pain/dicomf., gastrit., abdom.pain, indigest., dyspeps., ulcerat.stomatit., colit.& Crohn’s dis.exacerbat., LFT changes, hepatit., jaundice, photosens., bullous erupt./blisters, incr.serum transamin.& alkal.phosphat.lvls, bld urea & serum creatin. elevat. 
Warnings and special precautions: High. risk of GI toxic.relat.to other NSAID’s, GI perforat./ ulcerat.& bleed.risk high with incr.dos./ulc.hist & in elderly, CV disords.where oed.may worsen. condit., hypertens./HF hist.as fluid.retent.& oed. report., discont.at 1st sign of skin rash/mucos.les.& other hypersens.signs, ren.funct.impairm., bronch. asthma, do not admin.with coumar.type anticoags., uncontroll.hypertens., CHF, est.ischaem.heart dis., periph.arter.dis, cerebrovasc.dis., high dos.& long term treatm.poss.assoc.with small incr.in arter. thrombot.event risk, ren./hepat./card.impairm., ophthalm.eval.if vis.disturbs.occur., eval.S/E bef.driv,./operat.mach./perform.complicat.tasks, lact.intol.
Interactions: Anticoags.effs.enhanc., incr. bleed. risk with anti-platelet agents/SSRI’s & corticoster., aspir.& other NSAID’s decr.platel.aggregat. & prolong bleed.time, incr.plasma digox.lev., poss. incr.nephrotox.with ciclospor./tacrolim., corticoster. incr.GI perforat./ulcerat & bleed.risk, diuret. natriuret.act.interfer.with, may displace other prot. bound medic., plasma Li lev.incr., concom use of 2 or more NSAID’s incr.S/E, hypotens. effs.of antihypertens.antagon., methotrex. excret.reduc., incr.convuls.risk with quinol., interf.with mifepristone-mediat.pregn. terminat., antidiabet.hypoglycaem.eff.potent.
4.1.2
Selective COX2 inhibitors
 XE "Adco-Meloxicam" ADCO MELOXICAM, AI Pharm Ltd [P/S]

Meloxicam

Indications: Symptomat.treatm of rheumat. arthrit., painf.osteoarthrit., ankylos.spondylit., episodes ac.sciatica.

(S3) TABS, 37/3.1/0234, 0235

705375-001: 7,5 mg, 30, R47,53
705376-001: 15 mg, 10, R15,44
705376-002: 15 mg, 30, R46,33
Dosage: Admin.with food. Max.dly.dos: 15 mg

Ac.sciatica: 7,5 mg once dly.incr.to 15 mg dly.if no improvem.

Ankylos.spondylit: 15 mg once dly.

Osteoarthrit: 7,5 mg once dly.incr.to 15 mg if necess.

Rheumat.arthrit: 15 mg once dly., reduc.if maint. therapeut.respons.poss.

Contraindications: Asthma attacks/urticar/ nasal polyps or ac.rhinit.precipitat.by aspir./ NSAID’s, act.pept.ulc. dis., sev.hepat./non-dialys. ren.impairm., safety in pregn./lactat.& childr. und.18 yrs.not est., not recomm.in 3rd trimest.

Side effects: Bld dyscras., palpitat., vis.disturbs., GI disturbs./bleed./perforat./ulcerat.induct./ exacerbat. of colit.& gastrit., hepatit., elev.BP, CNS effs., nephrot.syndr., glomerulonephrit., interstit. nephrit., papillary necros., ren.fail., skin reacts.incl. Stev.-Johns.syndr.& tox.epiderm.necrolys., oed., tinnit., hypersens.reacts.incl.anaphylax./ bronchosp.

Special precautions: GI bleed., hepat./ren. impairm., CHF, GI dis.hist. discont.ther.if ulcerat./ bleed.occurs, monit. ren. funct.in dehydrat./HF/ hepat.or ren. dysfunct./diuret.ther.& surg.lead.to hypovolaem.

Drug interactions: Other NSAID’s/ acetylsalicycl. acid/aspir.may incr. GI ulcerat./ bleed.risk, wafarin & other anticoags .incr.bleed.complicat.risks, Li plasma conc.incr., incr.haematolog.toxic.due to methotrex. toxic., decr.eff.of antihypertens.agents & ACE inhibit., cholestyram.may reduc.therapeut. eff., ciclospor.incr.nephrotox.risk, incr.bleed.risk with alcoh., NSAID’s decr.effic.of IUD’s, ren. impairm.with diuret.if dehydrat.

 XE "Coxflam" COXFLAM, Cipla Medpro [P/S]

Meloxicam.

Indications: Painf.&./inflamm.condits.incl.musc. skelet.& joint disords.such as rheumat. arthrit., osteoarthrit.& ankylos.spondylit.

(S3) TABS, 35/3.1/0055, 0328

899066-005: 7,5 mg, 30, R26,40
899070-019: 15 mg, 10, R33,25
899070-020: 15 mg, 30, R99,74
Dosage: Admin.with food. Max.recomm.dos. 15 mg once dly.
Rheumat.arthrit: 15 mg/day, reduc.to 7,5 mg/day accord.to respons.
Osteoarthrit: 7,5 mg/day which may be incr.to 15 mg/day.

Ankylos.spondylit: 15 mg/ day.

Contraindications: Aspir./other NSAID’s cross-sensitiv., aspir.-induc.nas.polyps assoc.with bronchosp., pept.ulcerat., GI bleed., sev. hepat./ non-dialys.ren.insuff., ren.funct.maint.by prostagland. incl.pts.using diurets.& imp.circulat., ren. vasc.dis.& HF, safety in pregn.& lactat.& childr. und.15 yrs.not est.

Side effects: GI disturbs./bleed., perforat., bld. dyscras., colit., hepatit., CNS effs., vis.disturbs., skin reacts.incl.Stev.-Johns.syndr.& tox. epiderm. necrolys., ren.fail., haematur., fluid retent., CV effs., ac.asthma, hypersens.reacts.incl. asept. meningit., alveolit., pulm.eosinophil.

Special precautions: GI bleed./ulcerat., upper GI dis.hist., concom.corticoster., elderly, concom. potent.myelotox.meds.esp.methotrexate, concom. anticoag.treatm.& haemorrhag.disords., monit. diures.extent & ren.funct.in dehydrat./CHF/liv. cirrhos./nephrot.syndr.& ren.dis., diuret.ther.& maj.surg.proced.which lead to hypovolaem., infects., consid.discont.in mucocutan.adverse events, CF/hypertens.poss.precipit./exacerbat.in suscept.pts., decr.effic.of IUD’s.

Drug interactions: More than 1 NSAID (incl. salicylates) may incr.risk of GI ulcerat.& bleed., incr.upp.G/I toxic.incid.with corticoster., anticoags. enhanc.effs., cholestyramine incr. eliminat., incr. plasma conc.of Li/methotrexate & card.glycosid., incr.nephrotox.risk with ACE inhibits./cyclosporin & diurets., incr.hyperkalaem. risk with ACE inhibits. & K-spar.diurets., eff.of anti-hypertens. agents poss.aff.poss.convuls. with quinolones, incr.eff.of phenytoin & sulphonylur. anti-diabets., incr.ren.eff.with prolong. paracet.use, incr.GI S/E risk with K-suppl.

 XE "Coxitec" COXITEC, Activo [P/S]

Meloxicam

Indications: Rheumat.arthrit., painf.osteoarthrit., ankylos. spondylit., ac.sciatica episod.

(S3) TABS, 42/3.1/0321, 0322

718306-001: 7,5 mg, 30, R45,08
718305-001: 15 mg, 30, R90,33
Dosage: Admin.with food. Max.recomm.dos. 15 mg once dly. Use low.effect.dos.for short. treatm.durat.

Ac.sciat.& osteoarthrit: 7,5 mg once dly. May be incr.ro 15 mg/day if need.
Ankylos.spondylit: 15 mg/ day.

Rheumat.arthrit: 15 mg/day, reduc.to 7,5 mg/day accord.to respons.

Contraindications: Asthma attacks/urticar./nas. polyps/ac.rhinit.precip.by aspir./other NSAIDs, ac. pept.ulc.dis., sev. hepat./non-dialys.ren.impairm., HF, GI bleed. hist./ulcer./perforat.relat.to prev. NSAID use, act./hist.of recurr.ulc./haemorrh./ perforat., safety & effic.in pregn.& lactat.not est.

Side effects: Oed., fluid retent., skin reacts.incl. Stev.-Johns.syndr.& tox. epiderm.necrolys., bld. dyscras., palpitat., hypertens., CF, headache, dizzin., vertigo, CNS effs., GI disturbs.incl. bleed./colit.exacerbat./Chron’s dis., ren./ urin. disords.incl.interstit.nephrit./ren.fail., hepatit., vis. disturbs., conjunctivit., bronchosp., flush., stomatit., photosens., tinnit., hypersens.reacts.incl anaphylax.

Special precautions: Safety & effic.in childr. und. 18 yrs.not est., GI bleed., CHF, ren/hepat. impairm., hypertens. &/ HF hist., elderly, PUB risk high. with incr.dos.in ulc.hist., discont.ther.if GI bleed./ ulcer. /ser. skin rash/mucos.les./ hypersens. sign occurs, GI dis.hist.as condit. exacerbat., concom.warfar./Li, safety & effic.in childr. und. 18 yrs. not est., monit.GI dis.hist.pts.for ulcer./ bleed., monit.dehydrat.pts./in HF/tak. diurets./ undergone surg.lead.to hypovolaem.

Drug interactions: Incr.GI ulcer.&/ bleed.with acetylsalicyl. acid/aspir., incr.bleed.complic.risk with warfar./ other anticoags., incr.Li plasma conc., methotrex.toxic., decr.antihypertens.eff./ incr. ren.fail.risk with ACE inhibit./anti-hypertens., reduc. eff.with cholestyramine, incr.bleed.risk with antiplatel. agents/ SSRIs/corticoster./alcoh., ren. impairm. with diurets.esp.in pres.of dehydrat., decr. IUD effic., incr.S/E with 2 or more NSAIDs.

 XE "Flamaryx" FLAMARYX, Aurobindo [P/S]

Meloxicam

Indications: Rheumat. arthrit., painf. osteoarthrit., ankylos.spondylit., ac.sciatica episod.

(S3) TABS, 42/3.1/0469, 0470

717091-001: 7,5 mg, 30, R47,82
717092-001: 15 mg, 30, R106,25
Dosage: Admin.with food. Low.effect.dos.for short.treatm.period. Adults: Max.dly.dos: 15 mg.

Ac.sciatica: 7,5 mg once dly. If no improvem.may be incr.to 15 mg/day.
Rheumat.arthrit: 15 mg once dly.reduc.dos.if poss.provid.therapeut.respons.maint.
Osteoarthrit: 7,5 mg once dly.which may be incr.to 15 mg/day if necess.
Ankylos.spondylit: 15 mg once dly.
Contraindications: Asthma attacks/urticar./nas. polyps/ ac.rhinit.precipit.by aspir./NSAID, ac.pept. ulc.dis., act./hist.of recurr.ulc./haemorrh./perforat., GI bleed./perforat.hist.relat.to prev.NSAID, sev. ren./ hepat.impairm., HF, safety & effic.in pregn.& lactat./ childr.bel.18 yrs.not est.

Side effects: Ser.skin reacts.somet.fatal incl. exfol. dermatit.Stev.-John.syndr.& tox.epiderm. necrolys., fluid retent., oed., bld.dyscras., CNS effs., headache, dizzin., vertigo, vis.disturbs., conjunctivit., palpitat., hypertens., CF, bronchosp., GI disords. incl.bleed./perforat./ulcer.stomatit., colit. induct./exacerbat., Chron’s dis.exacerbat., hepatit., photosens., nephrot.syndr., glomerulonephrit., interstit.nephrit.& papill. necros., ren.fail., tinnit., hypersens.reacts.incl anaphylax./ angioed./bronchosp., HF poss.precipit. in compromis.pts.

Special precautions: GI bleed./perforat.risk high.with incr.dos.in pts.with ulc.hist./elderly, discont.ther.in bronchosp.esp.if pt.is aspir.sens./ has asthma &/nas.polyps, GI dis.poss.exacerbat., discont. in case of skin rash/mucos.les./ hypersens., hypertens.hist. /& HF, incr.ren. decompensat. risk in CCF , ren./hepat.impairm., end stage ren.dis.on haemodialys., concom. anticoags./Li/methotrex., monit.GI dis.hist.pts.& discont. ther.if bleed./ulcer.occurs, monit.ren. funct. in dehydrat./pts.taking diurets./undergone surg.lead.to hypovolaem., decr.IUD effic.

Drug interactions: Incr.S/E with 2 or more NSAID concom., enhanc.anticoag.eff., incr.GI bleed. risk with antiplatel.agents/SSRI’s/ corticoster., incr.plasma Li conc., incr.haematolog. toxic. with methotrex., poss.decr.antihypertens. eff.& incr.ren.fail.risk with ACE inhibits./ARB’s /other antihypertens.agents, poss.incr.plasma card. glucosid.conc., reduc.eff.with cholestyram., incr. nephrotoxic.risk with ciclospor., incr.bleed. risk with alcoh., poss.ren.impairm.in dehydrat.pts. with concom.diurets.

 XE "Flexocam" FLEXOCAM, Pharma Dynamics [P/S]

Meloxicam

Indications: Rheumat.arthrit., painf.osteoarthrit., ankylos.spondylit., ac.sciatica.

(S3) TABS, 38/3.1/0497, 0498

704829-001: 7,5 mg, 30, R34,80
704828-002: 15 mg, 10, R33,58
704828-001: 15 mg, 30, R100,80
Dosage: Admin.with food. Max.dly.dos: 15 mg.
Ac.sciatica: 7,5 mg once dly.incr.to 15 mg dly.if no improvem.
Ankylos.spondylit: 15 mg once dly.

Osteoarthrit: 7,5 mg once dly.incr.to 15 mg if necess.

Rheumat.arthrit: 15 mg once dly, reduc.if poss. maint. therapeut.respons.

Contraindications: Asthma attacks/urticar/ nasal polyps or ac.rhinit.precipitat.by aspir./NSAID’s, act. pept.ulc.dis., sev.hepat./non-dialys.ren. impairm., safety & effic.in pregn./lactat.not est.

Side effects: Bld.dyscras., oed., palpitat., elev. BP, CNS effs., headache, dizzin., vertigo, GI disturbs. / bleed./perforat./colit., nephrot.syndr., ren. fail., hepatit., vis.disturbs., bronchosp.esp.in aspir. sens./asthmat./nas.polyps, skin reacts.incl. Stev.-John.syndr.& tox.epiderm. necrolys./ erythema multiform., stomatit., tinnit., hypersens. reacts.

Warnings and special precautions: Safety & effic. in childr.und.18 yrs.not est., GI bleed., hepat./ ren.impairm., CHF, lact.intol., elderly, monit. GI dis.hist.& discont.ther.if ulcer./bleed., monit. ren.funct.in dehydrat./HF/hepat.or ren. dysfunct./ diuret.ther.& surg.lead to hypovolaem., concom.Li/methotrexate, decr.effic.of IUD’s.

Drug interactions: Other NSAID’s/aspir.may incr. GI ulcerat./bleed.risk, anticoags.incr.bleed. complicat. risks, Li plasma conc.incr., methotrex. toxic., antihypertens.eff.decr./incr.ren.fail.risk with other antihypersens.agents & ACE inhibit., cholestyram. may reduc.therap.eff., ciclospor. incr.nephrotox.risk, incr.bleed.risk with alcoh., ren. impairm. with diuret.if dehydrat.

 XE "Loxiflam" LOXIFLAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Meloxicam.

Indications: Pts.≥12 yrs.for the symptomat.treatm.of rheumat. arthrit., painful.osteoarthrit., ankylos.spondolyt.& episod.of ac.sciatica.

(S3) TABS, 36/3.1/0101, 0102

701520-001: 7,5 mg, 30, R40,25
701522-002: 15 mg, 10, R38,62
701522-001: 15 mg, 30, R115,86
Dosage: Admin.with food. Max.recomm.dos. 15 mg dly incl.combined admin.(tab./ inj/ supp).Use lowest eff.dose for short.durat.

Rheumat.arthrit. & ankylos.spondolyt: 15 mg/day. May red.to 7,5 mg/day acc.to therap.resp. Osteoarthrit & ac.sciatica: 7,5 mg/day, may incr.to 15 mg/day. Elderly: Start with 7,5 mg/day Ren.impairm.:No dos.red.for mild-mod.ren.impairm., end-stage ren.fail.on haemodialys.max dos.7,5 mg.
Contraindications: Non-dialys.ren.insuff., sev. hepat. fail., bleed.disords., act./hist.of pept. ulcerat., childr. & adolesc.und.12 yrs., other NSAID’s cross-sensitiv., aspir.hypersens.& induc.nas.polyps assoc.with bronchosp., peri-op analges.in CABG sett., act.inflamm.bowel dis., pregn.& lactat., est.ischaem.heart dis./ cerebrovasc.dis.& peripher.arter.dis..
Side effects: GI disturbs./bleed./perforat., colit., hepatit., pept.ulc., distal small intestine/colon damage, CNS effs., hypersens.reacts.incl.angio-oed./bronchosp.& asept.meningit., vis.disturbs., bld.dyscras., skin reacts.incl.Stev.-Johns.syndr.& tox. epiderm. necrolys., nephrot.syndr., ren.fail., pre-haematur., fluid retent., CV effs., alveolit., pulmon.eosinophil., pancreatit.

Special warnings and precautions: Elderly, dialys.ren.fail. pts., withdr.in GI bleed./pept.ulcerat., DRESS, concom.potent. myelotox.meds.esp.methotrexate, concom. corticoster., consid.discont.in mucocutan.adverse events, monit.vol.of diures.& ren.funct.in dehydrat. / CHF/liv. cirrhos./nephrot.syndr./overt ren.dis./ diuret.ther.& maj.surg.proced.which lead to hypovolaem., CF/hypertens.poss.precipit.or exacerbat. in suscept.pts., infects., asthma, allerg. disords., haemorrhag.disords., hypertens., imp.ren. / hepat./card.funct., monit.for eye disords., poss.interfere with thyroid.funct.test by lower.thyroid. hormon. conc., not a sub.for aspirin for CV prophylax.  cont.lact.
Interactions: Natriuret.effs.of diuret.poss. interfer.with, oral anticoags.effs.enhanc., incr. plasma conc.of Li/methotrexate & card.glycosid., inhibit. of platelet.funct.& irrit.of gastroduod. mucosa with oral anticoags.& parenteral hepar./ thrombolyt.& ticlopidine incr.bleed.risk, incr. nephrotox.risk with ACE inhibits./ ciclosporin/ tacrolimus & diurets., incr.hyperkalaem.risk with ACE inhibits./K-spar.diurets.& K-supplem., eff.of anti-hypertens. agents poss.reduc., incr.bleed.risk with oxpentifylline/ corticoster./alcohol & bisphosphon., effic. of IUD decr., cholestyramine incr.elimin., poss. convuls.with quinolones, eff.of phenytoin & sulphonylur. anti-diabets.incr., more than 1 NSAID (incl.salicylates) may incr.adverse effs.

 XE "Meloxicam Unicorn" MELOXICAM UNICORN, Unicorn [P/S]

Meloxicam.

Indications: Rheumat.arthrit., painf. osteoarthrit., ankylos.spondylit., ac.sciatica
(S3) TABS, 38/3.1/0495, 0496

716168-001: 7,5 mg, 30, R37,20

716169-001: 15 mg, 30, R86,40

Dosage: Admin.with food. Low.effect.dos.for short.poss.treatm.durat. Adults: Max.dly.dos: 15 mg.
Ac.sciatica: 7,5 mg once dly.incr.to 15 mg/day if necess.

Ankylos.spondylit: 15 mg/ day.

Osteoarthrit: 7,5 mg once dly.incr.to 15 mg if necess.

Rheumat.arthrit: 15 mg once dly. Reduc.dos. accord.to respons.

Contraindications: Asthma attacks/urticar./ nas. polyps/ ac.rhinit.precip.by aspir./other NSAID, ac.pept.ulc.dis., sev.hepat./non-dialys.ren impairm., HF, GI bleed./perforat.hist.relat.to prev. NSAID, ac./hist.of recurr.ulc./haemorrh./perforat., safety & effic.in pregn.& lactat./childr.und.18 yrs not est.

Side effects: Fluid retent, skin reacts.incl.exfol. dermatit./Stev.-John.syndr./tox.epiderm. necrolys., poss.exacerbat.of GI dis., poss.prem.duct. arterios. clos.lead.to pulm.hypertens.in newborn if giv.to mothers dur.3rd trimest., bld.dyscras., periph.oed., palpitat., hypertens., CHF, CNS effs., GI disturbs. incl. bleed./perforat./ulc., colit./gastrit.induct./ exacerbat., ulcer.stomatit., Chron’s dis.exacerbat., nephrot.syndr., glomerulo-/interstit.nephrit., papill. necros., ren. fail., hepatit., vis.disturbs., conjunctiv., bronchosp., photosens., flush., tinnit., hypersens. reacts.incl.anaphylax./angioed.

Special precautions: Discont.ther.if GI bleed./ ulcerat., CHF, hypertens.hist. &/ HF, incr.GI bleed. & perforat.risk in elderly & with incr.dos.in ulc. hist., monit.GI dis.hist.caref.& discont.if ulc./ bleed., discont.immed.in case of skin/hypersens. reacts., monit.concom.Li conc.when init./withdr., not recomm.dur.3rd trimest.of pregn., monit.ren. funct.caref.in dehydrat./ren.& hepat.dysfunct./ concom.diurets./past surg.lead.to hypovolaem., compromis.card.funct.& other condits.predispos. to/ worsen.by fluid retent., discont.immed.in case of bronchosp.esp.in case of aspir.sens./asthma/& nasal polyps., poss.decr.IUD effic.

Drug interactions: Other NSAID & acetylsalicyl. acid may incr.GI ulcerat.&/bleed.risk, warfar./ other anticoags. poss.incr.bleed.complic.risk, poss. incr.Li plasma conc., poss.incr.haemotolog. toxic. with methotrexate, poss.decr.antihypertens. eff. /incr.ren.fail.risk with ACE-inhibits./other antihypertens., reduc.eff.with cholestyramine, incr. nephrotoxic.risk with cyclosporin., incr.bleed.risk with alcoh., poss. dehydrat.result.in ren.impairm. with diurets., incr.GI bleed./ulcerat.risk with corticoster., incr.GI bleed.risk with anti-platel. agents & SSRI’s.

 XE "Melzy" MELZY, Zydus [P/S]

Meloxicam.

Indications: Sympt.relief of: Rheumat.arthrit., painf.osteoarthrit., ankylos. spondylit., ac.sciatica episodes

(S3) TABS, 37/3.1/0267, 0268

705229-001: 7,5 mg, 30, R40,85
705230-001: 15 mg, 10, R29,44
705230-002: 15 mg, 30, R88,23
Dosage: Admin.with food. Max.dly.dos: 15 mg.

Ac.sciatica: 7,5 mg once dly.incr.to 15 mg dly.if no improvem.

Ankylos.spondylit: 15 mg once dly.

Osteoarthrit: 7,5 mg once dly. incr.to 15 mg if necess.

Rheumat.arthrit: 15 mg once dly, reduc.if poss. provid.therapeut.respons.maint.
Contraindications: Asthma attacks/urticar/ nasal polyps or ac.rhinit.precipitat.by aspir./NSAID’s, act. pept.ulc.dis., sev.hepat./non-dialys.ren. impairm., safety in pregn./lactat.not est.

Side effects: Freq: Anaem., oed., headache, dizzin., light-headedn., dyspeps., N&V, diarrh., flatul., constipat., abdom.pain, prurit., rash. Less freq: Trombocytopen., neutropen., eosinophil., agranulocytos., leucopen., palpitat., elev.BP, vertigo, confus., drowsin., insomn., nightmares, GI bleed./perforat./ulcerat., colit.induct./exacerbat., gastrit., nephrot.syndr., glumerulonephrit., interstit. nephrit., papill.necros., ren.fail., hepatit., vis. disturbs., conjunctivit., bronchosp., flush., urticar., stomatit., photosens., bullous dermatos. incl. erythema multiforme/Stev.-Johns.syndr.& tox. epiderm. necrolys., tinnit., hypersens.reacts.incl. anaphylax./ angioed.& bronchosp.esp.in aspir. sens./ asthmat./nas. polyps,

Warnings and special precautions: Safety in childr. und. 18 yrs.not est., GI bleed., hepat./ren. impairm., CHF, GI dis.hist.discont.if ulcerat./bleed. occurs, determ.CNS or vis.effs.bef.driv./operat. machin., monit.ren.funct.in dehydrat./HF/hepat.or ren. dysfunct./ diuret.ther.& surg.lead to hypovolaem.

Interactions: Other NSAID’s/aspir.may incr. GI ulcerat./bleed.risk, anticoags.incr.bleed.complicat. risks, Li plasma conc.incr., incr.haematolog. toxic. due to methotrex.toxic., decr.eff.of antihypertens. agents & ACE inhibit., cholestyram.may.reduc. therapeut. eff., ciclospor. incr.nephrotox.risk, incr. bleed.risk with alcoh., ren.impairm.with diuret.if dehydrat., effic.of IUD’s decr.

4.1.3
Specific cyclo-oxygenase-2 inhibitor (COXIB)
ADCO ETORICOXIB (MDR Listing)

RAYZON (MDR Listing)
 XE "Adco-Etoricoxib" ADCO ETORICOXIB, AI Pharm Ltd [P/S]

Etoricoxib.

Indications: Symptomat.relief of osteoarthrit.& rheumat.arthrit., ac.gouty arthrit., ankylos. spondylit., ac.pain.max.8 days, prim.dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.

(S3) TABS, 50/3.1/0301, 0302, 0303
723128-001: 60 mg, 28, R226,62
723129-001: 90 mg, 7, R57,22
723130-001: 120 mg, 7, R68,56
723130-002: 120 mg, 28, R274,25
Dosage:.Short.durat.& low.effect.dos. Recomm. dos. are max.dos. Re-eval.symptomat.relief/ther. respon.periodic.

Osteoarthrit: Recomm.dos: 60 mg once dly.

Rheumat.arthrit: Recomm.dos: 90 mg once dly.

Ankylos.spondylit: Recomm.dos: 90 mg once dly.

Ac.pain: Recomm.dos: 90 or 120 mg once dly. limit. to max.8 days.

Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to 8 days 

Prim.dysmenorrh: Recomm.dos: 120 mg once dly.

Post-op dent.pain: Recomm.dos: 90 mg once dly.

Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., hist.of asthma/ ac.rhinit./nas.polyps/ angioed./ urticar. aft.tak.aspirin/other NSAIDs, uncontrol.hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., not recom. in women attempt.to conceive.

Side effects: Freq: Alveol.osteit.; oed./fluid retent.; dizzin., headache; palpitats., dysrhythm., hypertens., bronchosp., abdom.pain, constipat., flatul., gastrit., heartburn/acid reflux, diarrh., dyspeps./ epigastr.discomf., naus., vomit., oesophagit., oral ulc.; ALT incr/AST incr.; ecchymos.; asthen./fatig., flu-like dis. Less freq: Gastroenterit., URTI, UTI; anaem.(prim. assoc.with GI bleed.), leucopen., thrombocytopen., hypersens., angioed./ anaphylact.reacts., appet.incr/decr., weight gain; anx., depress., ment.acuity decr., hallucin., confus., restlessn., dysgeus., insomn., paresthaes./ hypaesthes., somnol., blurr.vis., conjunctivit., tinnit., vertigo, atrial fibrillat., tachycard., CHF, nonspecif.ECG chang., ang. pect., MI, flush., cerebrovasc.incid. (stroke), TIA, hypertens. cris., vasculit., cough, dyspn., epistax.; abdom. distent., bowel movem.pattern change, dry mouth, gastroduod.ulc., pept.ulc.incl.GI perforat.& bleed., IBS, pancreatit., hepatit., hepat.fail., jaund.; fac. oed., prurit., rash, eryth., urticar., Stev.Johns. syndr., toxic epiderm.necrolys., fix.drug erupt., musc. cramp/sp., musculoskelet.pain/stiffn., proteinur., ser.creatin.incr., ren.fail./insuffic., chest pain, incr.bld.urea, creatine phosphokin.incr., hyperkalaem., uric acid incr., bld.Na.decr. Freq. unknown: Periph.oed., cardiovasc.thrombot. events, aggrav.hypertens.

Warnings and special precautions: Prescrib. decis.to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, pre-exist.signific.ren.funct.impairm./ uncompensat. HF/hypertens./liv.cirrhos., monit. ren. & card.funct.& discont.if deteriorat.detect., dehydrat., adeq.hydrat., new onset/recur.CHF, CF hist., L.ventric.dysfunct., hypertens., pre-exist. oed., comprom.card.funct., monit.BP consid.alt. ther. if signif.rise, signfic.CV event risk fact., incr. thrombot.event (MI/stroke) risk incr.with high dos. & long.durat.ther., re-eval.treatm.reg., do not discont. anti-platelet ther.& consid.such ther.if pt.at risk, not suit.substit.for aspirin.for prophylax. of SV thrombot.dis., no evid.that concom.aspirin mitig.incr.in ser.thrombot.event risk, ischaem.heart dis.hist., incr. risk of skin reacts.in pres.of drug allergy hist., discont.at 1st signs of skin rash/ mucos.les./any other hypersens.sign, maintain med. supervis.in elderly & in pts.with ren./hepat./ card.dysfunct., risk of GI complicat.with other concom. NSAID’s/ aspirin, prior GI dis hist., concom. acetylsalic. acid even at low dos.incr.GI advers. eff. risk, monit.where S&S of liv.dis. develop & discont.if LFT persist.abnorm., may mask. sympts. of inflam./infect., std.INR value monit., monit. methotrex./Li relat.toxic., avoid concom. aspir dos.above those for CV prophylax., incr.EE & conjug.oestrog. expos.poss. incr.OC & HRT assoc.advers.eff.in women at risk, concom. drugs metabol.by human sulfotransferase (eg. oral salbutamol & minoxidil), monit.pt.at high risk of digox.toxic., lact.intol., monit.ren.funct.with concom. tacrolimus/ cyclosporin.

Drug interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., plasma conc.decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens. eff.of ACE inhibit./angiotensin II antagon.& diuret. poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior.with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., steady state AUC of OC ethinyl estradiol & HRTconjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox. incr., AUC incr.by ketoconazole (potent CYP3A4 inhibit.)., voriconazole/miconazole poss. incr.expos.

 XE "Arcoxia" ARCOXIA, Organon [P/S]

Etoricoxib.
Indications: Symptomat.relief of osteoarthrit.& rheumat.arthrit., ac.gouty arthrit., ankylos. spondylit., ac.pain.max.8 days, prim.dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.

(S3) TABS, 44/3.1/0063, 37/3.1/0399, 0400, 0401
3001702-001: 30 mg, 28, R180,32
709108-001: 60 mg, 28, R360,62
709109-001: 90 mg, 7, R91,01
709109-002: 90 mg, 28, R364,16
709110-001: 120 mg, 7, R109,11
709110-002: 120 mg, 28, R436,42
Dosage:.Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Osteoarthrit: Recomm.dos: 30 mg or 60 mg once dly.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. In some pts.60 mg once dly.may provid.adeq. therapeut.benef.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. In some pts.60 mg once dly.may provid.adeq. therapeut.benef.
Ac.pain: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to 8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly.
Post-op dent.pain: Recomm.dos: 90 mg once dly.
Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol.hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., poss. tox.bld.conc.of concom.Li, 33% incr.in digox.Cmax, not recom. in women attempt.to conceive.

Side effects: Very comm: Alveol.osteit. Common: ALT/AST incr., asthen./fatig., flu-like dis., dizzin., headache, ecchymos., GI disords., hypertens., oed. fluid retent., palpitats. Uncommon: Abdom.distens., acid reflux, bowel movem.pattern change, constip., dry mouth, gastroduod.ulc, irrit.bowel syndr., esophagit., oral ulc, vomit., gastrit., anx., depress., ment. acuity decr., appet.incr./decr., weight gain, atrial fibrillat., CHF, non-specif. ECG changes, MI, incr.bld.urea./creat.phosphokinase, decr. haematocrit/Hb, hyperkalaem., decr.leukocyt./ platelets, incr.ser.creatin/uric acid, chest pain, conjunctivit., cough, dyspn., epistax., fac.oed., prurit., rash, erythema, flush., CVA, TIA, gastroenterit., URTI, UTI, insomn., paraesthes. /hypaesthes., musc.cramp/spasm, musculoskelet. pain/stiffn., proteinur, tinnit., vertigo. Rare: Bld.Na decr. Very rare: Angina. Aggravat. hypertens., dysrhythm., tachycard., thrombocytopen., hypersens.reacts., anaphylact.reacts., confus., hallucinats., depress., restlessn., dysgeus., somnol., blurr.vis., congest.heart fail., palpitats., angina, dysrhythm., hypertens.cris., bronchospasm, abdomin.pain, pept.ulcers, hepatit., jaund., hepat. fail., angioed., prurit., eryth., rash, urticar., Stevens-Johnson syndr., tox. epiderm. necrolys., urticar., fixed drug erupt., ren.insuffic.

Warnings and special precautions: Prescrib. decis.to be bas.on indiv.pts.overall risks, poss. predisposit.to CV/ GI events or cutan.reacts. which may be fatal, pre-exist.signific.ren. funct. impairm./ uncompensat. HF/hypertens./liv. cirrhos., monit.ren./hepat.& card.funct.& discont. if deteriorat.detect., dehydrat., adeq.hydrat., new onset/recur.CHF, CF hist., L.ventric.dysfunct., hypertens., pre-exist.oed., comprom.card.funct., monit. BP consid.alt.ther.if signif.rise, signfic.CV event risk fact., incr.thrombot.event (MI/stroke) risk incr.with high dos.& long.durat.ther., re-eval. treatm.reg., not a substit.for aspir.in CV prophpylax., do not discont.anti-platelet ther.& consid. such ther.if pt.at risk, no evid.that concom. aspirin mitig.incr.in ser.thrombot.event risk, ischaem.heart dis.hist., incr.risk of skin reacts. in pres.of allergy hist., discont.at 1st signs of skin rash/mucos. les./any other hypersens. sign, mild to mod.hepat. insuffic., elderly, risk of GI complicat.with NSAID’s, other concom. NSAID’s/ aspirin, prior GI dis. hist., concom. acetylsalic.acid even at low dos.incr.GI advers. eff. risk, monit.where S&S of liv.dis.develop & discont.if LFT persist.abnorm., may mask.sympts. of inflam./infect., std.INR value monit.in pts. receiv. warfar., monit.methotrex.relat.toxic.at dos. great.than 90 mg dly., consid.rifampic. interact., avoid concom.aspir dos.above those for CV prophylax., incr.EE & conjug.oestrog.expos. poss. incr.OC & HRT assoc. advers.eff.in women at risk, concom.drugs metabol.by human sulfotransferase (eg. oral salbutamol & minoxidil), monit.pt.at high risk of digox.toxic., lact. intol., monit.ren.funct.with concom. ciclospor./ tacrolim.

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of ACE inhibit./ angiotensin II antagon.& diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., incr. rate of GI ulcerat. with concom.low-dos.aspirin, steady state AUC of OC ethinyl estradiol & HRT conjug. oestrog. incr.with dos.of 120 mg, eff.of furosemide & thiazide poss.reduc., Cmax of digox. incr., AUC incr.by ketoconazole (potent CYP3A4 inhibit.).
 XE "Azcura" AZCURA, Zydus, [P/S]

Etoricoxib

Indications: Symptomat.relief of rheumat.arthrit., ac.gouty arthrit.

(S3) TABS, A47/3.1/0546, 0547, 0548

3001961-001: 60 mg, 28, R238,44
3001967-001: 90 mg, 7, R60,18
3001967-002: 90 mg, 28, R240,81
3001968-001: 120 mg, 7, R72,13
3001968-002: 120 mg, 28, R288,62
Dosage: Short durat.& low.effect.dos

Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may prov.adeq.therap.benef.in some pts. Do not exceed 90 mg dly.

Ac.gouty arthrit: Recomm.dos: 120 mg once dly.limit.to ac.symptomat.period & max.8 days. Do not exceed 120 mg dly.

Contraindications: Act.pep.ulcerat./GI bleed., sev. hepat.dysfunct., estimat.creatinine clear. <30 ml/min., S&S’s of aspirin/other NSAID’s cross. sens., uncontrol.hypertens., pregn.& lactat., childr./ adolesc.und.16 yrs, inflamm.bowel dis., CHF (NYHA II-IV), est.ischaem.heart dis.and/or cerebrovasc.& periph.arter.dis., peri-op analges.in coron.artery bypass graft surg.sett., Li/digox.ther.

Side effects: Freq: Alveol.osteit., oed./fluid retent., dizzin., headache, palpitats., dysrhythm., hypertens., bronchosp., abdom.pain, constipat., flatul., gastrit., heart burn, acid reflux., diarrh., dyspeps., epigastr.discomf., N&V, oesophagit., oral ulc., ALT/AST incr., ecchymos., asthen./fatig., flu-like sympts. Less freq: Gastroenterit., URTI, UTI, anaem., leucopen, thrombocytopen., hypersens. reacts., anaphylact.reacts.incl.shock, appet.incr./decr., weight gain, anx., depress., ment. acuity decr., restlessn., confus., dysgeus., insomn., paraesthes./hypaesthes., somnol., blurr.vis., conjunctivit., tinnit., vertigo, atrial fibrillat., tachycard., CHF, non-specif.ECG changes, MI, ang.pect., flush., CVA, TIA, hypertens.cris., vasculit., cough, dyspn., epistax., abdom.distens., bowel movem.pattern change, dry mouth, gastroduod. ulc., irrit.bowel syndr., pept.ulc.incl.GI perforat.& bleed., pancreatit., hepatit., jaund., hepat. fail., fac.oed., prurit., rash, erythema, urticar., Stev.-John.syndr., tox.epiderm.necrolys., fix. drug erupt., musc.cramp/spasm, musculoskelet. pain/stiffn., proteinur., ren.insuffic. incl. ren.fail., incr.ser.creatin., chest pain, incr. bld. urea N2/creat.phosphokinase, decr.haematocrit/ Hb, hyperkalaem., decr.leucocyt./ platelets, incr. uric acid, bld.Na decr., nephrotoxic. incl. interstit. nephrit.& nephrot.syndr.
Warnings and special precautions: Prescrib. decis.to be bas.on indiv.pts.overall risks, poss. predisposit.to CV/GI events or cutan.reacts.which may be fatal, prior GI dis.hist., risk of GI complicat. with NSAID’s, concom.aspirin even at low dos. incr.GI advers.eff.risk, assoc.incr.risk of arter. thrombot.events esp MI/stroke incr.with incr.dos.& ther.durat., other concom.NSAID’s/aspirin, not a substit.for aspirin in CV prophylax., cardiovasc.risk fact., do not discont.anti-platelet ther., pre-exist.signific.ren.funct.impairm./uncompensat.HF/cirrhos., monit.ren./hepat./card.funct.& discont.if deteriorat.detect., dehydrat., adeq.hydrat., comprom. card.funct./condit.predispos.or worsen. by fluid retent., spec.att.to BP of hypertens.pts., monit. where S&S of liv.dis.develop & discont.if abnorm.LFT (ie 3xULN) persist, risk of ser.skin reacts. high.in early stage of ther.somet.without warn. & maj.occur.dur.1st mnth., incr.risk of skin reacts. in pres.of allergy hist., discont.at 1st signs of skin rash/mucos.les./any other hypersens.sign, may mask sympts.of inflamat./infect., not recomm. in women attempt.to conceive, lact.intol., monit. effs.bef.driv./perform.complicat.tasks, elderly, no evid. that concom.aspirin mitig.incr.in assoc.ser. thrombot.event risk, monit.ren.funct.with concom. ciclospor./tacrolim., concom.Li, monit.methotrex. relat.toxic.at dos.great.than 90 mg dly., incr.ethinyl estradiol & conjug.oestrog.expos.poss.incr.OC & HRT assoc.advers.eff.in women at risk, concom. drugs metabool.by human sulfotransferase (eg.oral salbutamol & minoxidil).

Interactions: INR value monit.in pts.receiv. anticoags., antihypertens.eff.of ACE inhibit./ angiotens.II antagon.& diuret.poss.dimin., in comprom. pts.ren.funct.poss.furth.deterior.wih concom. ACE inibits/angiotens.II antagon., incr. rate of GI ulcerat.with concom.low-dos.aspirin, nephrotox. of cyclospor.& tacrolimus poss.enhanc., plasma Li lev.poss.incr., methotrex.plasma conc. poss.incr., plasma conc.of ethinyl estradiol & HRT conjug.oestrog.incr., incr.GI risks with concom. corticoster., Cmax of digox.incr., AUC decr.with rifampic., eff.of furosemide & thiazide poss.reduc.
 XE "Celebrex" CELEBREX, (Viatris Healthcare) Upjohn [P/S] 

Celecoxib.
Indications: Symptom.treatm.of inflamm./pain in osteoarthrit.& rheumat.arthrit., pain post.dent. surg., mild to mod.post-op/musculoskelet.pain / prim.dysmenorrh., relief S&S.of ankylos.spondylit.

(S3) CAPS, 33/3.1/0332, 0333.

862444-012: 100 mg, 60, R84,61
862452-008: 200 mg, 10, R29,86

862452-007: 200 mg, 30, R89,58

Dosage: Low.effect.dos.for short.durat.
Osteoarthrit: Recomm.dly.dos: 200 mg as sngl. dos. / 2 div.dos. Dos.up to 400 mg/day have been stud.
Rheumatoid arthrit: Recomm.dly.dos: 100/ 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit.200 mg dos.
Mild to mod musculoskelet.pain: Recomm.dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh.pain: Recomm. dos: 400 mg init.follow.by addit.200 mg dos.if need. on 1st day thereaft.200 mg 2x/day on subseq. days.

Ankylos.spondylit: Recomm.dos: 200 mg dly.as sngl.dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., sev.hepat./ren.funct.impairm., asthma/ urticar./allerg.-type reacts.precipit.by aspir.or NSAID’s incl.other COX-2 specific inhibit., est. ischaem heart dis and/or cerebrovasc.dis.& periph. arter.dis., peri-operat.analges.in coron.artery bypass surg., pregn., lactat., not stud.in childr.und. 18 yrs.

Side effects: CV/cerebrovasc./GI events/cutan. reacts.which may be fatal, GI disturbs.incl. haemorragh. duod./oesophag.ulcerat.& intestin. perforat., poss.fatal ser.skin reacts.incl.exfoliat. dermatit./Stev. Johns./tox.epiderm.necros., prurit., alopec., urticar, bullous erupts., allerg.aggravat., angioed., psych.dis.incl.hallucinat., CNS effs., periph. oed., aggrav.hypertens., arrhythm., hypertens., palpitat., tachycard., CHF, resp. disords., dyspeps., tooth disords., pancreatit., UTI, flu-like sympts., accident.injury, bld.dyscras., anx., somnol., blurr.vis., tinnit., flush., elev.hepat. enzym., anaphylax., ageusia., anosm., asept. meningit., vasculit., hepatit., liv.fail., ac.ren.fail., interstit.nephrit., photosens. reacts., MI, menstr. disords., bleed.report.with concom.warfar.& similar agents
Warnings and special precautions: Insuffic. data to assess CV safety beyond 1 yr contin. treatm., poss.incr.risk of ser.CV thrombot.events/ MI & stroke which may be fatal, high.CV event risk with high.dos.& long.treatm.durat., CV risk fact.e.g hypertens./ diab./smok.& hypercholesterolaem., not a substit.for aspir.for CV prophylax., prior hist of/act.GI dis., elderly/ debilitat., discont.ther.at 1st sign of skin rash/mucos.les./other hypersens. signs., avoid use until further info avail.in pts.in whom attacks of asthma, urticar./ac.rhinit.have been precipitat.by aspir./NSAID’s, concom.drugs known to inhibit CYP2C9 & meds.metabol.by P450 CYP2D6, low. recomm. dos.in pts.rec.the CYP2C9 inhibit. fluconazole, monit.pts.on Li treatm.when admin./ withdr.meds., no evid.that concom.aspir. will mitigate incr.risk of assoc.ser.CV thromboembol. events, low.recomm.dos.in mod. hepat.impairm., safety & effic.of treatm. exceed.12 wks.in osteoarthrit. & 24 wks.in rheumat.arthrit. not est., pts.with compromis.card.funct.& other condits. predispos.to/worsen.by fluid retent., clos. monit. pts.with exist.CHF/hypertens., monit.ren. funct.in pts.with advanc.ren.dis., correct. dehydrat. bef.init. ther., monit.anticoag.activ.when init.ther/ chang. dos., signs for detect.infects.dimin.

Drug interactions: Antihypertens.eff.of ACE-inhibit. dimin., incr.GI ulcerat.rate with concom. aspir., fluconazole incr.plasma conc., natriuret. eff.of furosemide & thiazides reduc., due.to inhibit. of ren.prostaglandin synthes., Li plasma conc.incr., incr.prothromb.time with warfar.
 XE "Celecoxib Biotech" CELECOXIB BIOTECH, Biotech [P/S]

Celecoxib

Indications: Symptom.treatm.of inflamm./ pain in osteoarthrit.(OA) & rheumat.arthrit.(RA), post.dent.surg. pain, mild to mod.post-op./musculoskelet.pain/ prim. dysmenorrh., relief S&S.of ankylos.spondylit.(AS)

(S3) CAPS, 50/3.1/0438, 0439

3006200-001: 100 mg, 60, R90,03
3006201-001: 200 mg, 30, R90,03
Dosage: Low.effect.dos.for short.durat. Not stud. in pts.und.18 yrs.

OA: Recomm.dly.dos: 200 mg as sngl. dos./ 2 div.dos. Dos.up to 400 mg/day have been stud.

RA: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg.: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit. 200 mg dos.

Mild to mod musculoskelet.pain: Recomm. dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh: Recomm.dos: 400 mg init.follow.by addit.200 mg dos.if need.on 1st day thereaft.200 mg 2x/day on subseq.days.

AS: Recomm.dos: 200 mg dly.as sngl.dos. or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.

Contraindications: Known sulphonamide hypersens., act.pept.ulcer./ gastr.bleed., inflamm. bowel dis., sev.hepat./ ren.funct.impairm., CHF, asthma/ urticar./ allerg.-type reacts.precipit.by aspir. or NSAIDs incl.other COX-2 specif.inhib., est. ischaem.heart dis.&/or cerebrovasc.dis.& periph.arter.dis., peri-operat.analges.in coron. artery bypass surg., pregn.& women of childbear. potent.unless using effect. contracept., lactat.

Side effects: Freq.: Sinusit., URTI, pharyngit., UTI, bronchit., hypersensitiv., allerg.aggravat., incr.weight, insomn., dizzin., hyperton., headache, MI, angina pector., hypertens., rhinit., cough, dyspn., N&V, abdomin. pain, diarrh., dyspeps., flatul., dysphag., IBS, tooth disord., rash, prurit., arthralg., influenza-like illn., peripher. oed./ fluid retent., accident.inj. Less freq.: Helicobacter infect., herpes zoster, erysipelas, bronchopneumon., labyrinthit., gingival infect., anaem., leukopen., thrombocytopen., pancytopen., agranulocytos., ecchymos., anaphylact. shock/ react., angioed., hyperkalaem., incr.bld sod., anx., depress., fatig., confusion.state, hallucinat., blurr.vis., conjunctivit., eye haemorrh., retinal artery/ vein occlus., vitreous floats, conjunctiv.haemorrh., tinnit., hypoacus., dysphon., card.fail., palpitats, tachycard., dysrhythm., pulmon.embolism, flush., vasculit., DVT, bronchosp., pneumonit., constipat., gastrit., stomatit, GI inflammat., eructat., GI haemorrh., duoden./ gastr./ oesophag./ intestin./ large intestin.ulcer, intestin.perforat., oesophagit., melaen., pancreatit., colit., haemorrhoid.haemorrh., freq.bowel movem., mouth ulcerat., abnorm. hepat. funct., incr.hepat.enz., hepatit., hepat. fail., fulmin.hepatit., hepat.necros., cholestas., cholestat.jaund., urticar., ecchymos., alopec., photosens., exfoliat. dermatit., erythema multif., SJS, TEN, DRESS, AGEP, bullous dermatit., lipoma, allerg.dermatit., ganglion, muscle sp., myosit., lower limb fract., incr.bld creatin., incr.bld urea, ac.ren.fail., hyponatraem., tubulointerstit. nephrit., nephrot. syndr., glomerulonephrit. minimal lesion, nephrolithias., noctur., menstr.disord., fac.oed., chest pain. Freq. unknown: Anaphylax., cerebr.infarction, paraesthes., somnol., ataxia, dysgues., IC haemorrh., asept.meningit., epilep., ageusia, anosmia, CV thrombot.incid., female infertil., vagin.haemorrh., breast tendern.

Special warnings and precautions: May predispos. to CV/ cerebrovasc./ GI events/ cutan.reacts.poss.fatal, S&E in treatm.exceed.12 wks.in OA/ 24 wks.in RA not est., poss.incr.risk of ser.CV thrombot. events/ MI/ stroke which poss.fatal, insuff.data assess.CV safety beyond 1 yr contin.treatm., high.CV event risk with high.dos.& long.treatm.durat., CV risk fact. eg hypertens./ diab./ smok.& hypercholesterolaem., not substit.for aspir.for CV prophylax., prior hist of/act.GI dis., elderly/ debilitat., discont.ther.at 1st sign of skin rash/ mucos. les./other hypersens.signs., avoid concomit.NSAIDs/ aspirin/ antiplatelet meds., compromis. card. funct.& other condits.predispos.to/ worsen. by fluid retent., monit.exist.CHF/ hypertens., monitor BP dur.ther., ren. funct. monit. in advanc.ren.dis., monit. S&S of liv.dysfunct./ abnorm.LFT, dehydrat.correct.bef.init. ther., signs for detect.infects.dimin., anaphylact. reacts., monit.anticoag.activ.when init.ther./ chang. dos., lact.intol., diab.mellit., poss. incr.risk of RTA & hypokalaem., concom.drugs known to inhib.CYP2C9 & meds.metabol.by CYP2D6, pts. known/ susp.to be poor CYP2C9 metabolis., concom. Li, excret.in breast milk, consid.withdr.in women exper.diffic. conceiv./ underg.infertil. investigat., no evid.that concom.aspir.dimin.incr.  risk of assoc.ser.CV thromboembol. events., pts.taking methotrexate.

Interactions:Incr.GI ulcerat.rate with concom.aspir., fluconazole incr. plasma conc., incr.plasma conc.of CYP2D6 substrates (eg., antidepressants/ neuroleptics), potent.CYP2C19 inhibit., monitor for toxic.with concom. methotrexate, poss.incr. Li lvls, rifampicin/ carbamazepine/ barbiturates (CYP2C9 inducers) may red. celecoxib plasma conc.
 XE "Celecoxib Unicorn" CELECOXIB UNICORN, (Unicorn) Sandoz [P/S]

Celecoxib

Indications: Symptom.treatm.of inflamm./pain in osteoarthrit.& rheumat.arthrit., post.dent.surg. pain, mild to mod.post-op/musculoskelet.pain/ prim. dysmenorrh., relief S&S.of ankylos.spondylit.

(S3) CAPS, 46/3.1/0702,0703

724014-001: 100 mg, 60, R84,30
724015-001: 200 mg, 30, R84,30
Dosage: Low.effect.dos.for short.durat. Not stud. in pts.und.18 yrs.
Osteoarthrit: Recomm.dly.dos: 200 mg as sngl. dos./ 2 div.dos. Dos.up to 400 mg/day have been stud.
Rheumatoid arthrit: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit. 200 mg dos.
Mild to mod musculoskelet.pain: Recomm. dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh: Recomm.dos: 400 mg init.follow.by addit.200 mg dos.if need.on 1st day thereaft.200 mg 2x/day on subseq.days.

Ankylos.spondylit: Recomm.dos: 200 mg dly.as sngl. dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., act.pept.ulcer./gastr.bleed., inflamm. bowel dis., sev.hepat./ren.funct.impairm., CHF, asthma/ urticar./allerg.-type reacts.precipit.by aspir. or NSAID’s incl.other COX-2 specif.inhib., est. ischaem.heart dis.&/or cerebrovasc.dis.& periph. arter.dis., peri-operat.analges.in coron. artery bypass surg., pregn.& women of childbear. potent.unless using effect. contracept., lactat.

Side effects: Freq: Allerg.aggrav., insomn., CNS effs., dizzin., headache, periph.oed., bronchit., cough., pharyngit., rhinit., sinusit., URTI, GI/tooth disords., rash, prurit., UTI, flu-like sympt., accid.inj. Less freq: Bld.dyscras., ecchymos., angioed., psych. effs., blurr.vis., tinnit., hypertens.aggrav., dysrhythm., palpitat., tachycard., flush., vomit., alopec., urticar. Freq.unknown: CVA, CHF, MI, CV thrombot. events, pancreatit., gastr./duod./ oesophag. ulc., intest.perforat., bull.erupt., elev.hepat.enzym.

Warnings and special precautions: May predispos. to CV/cerebrovasc./GI events/cutan. reacts. poss.fatal, safety & effic.in treatm.exceed. 12 wks.in osteoarthrit./24 wks.in rheumat.arthrit. not est., poss.incr.risk of ser.CV thrombot.events/ MI/ stroke which poss.fatal, insuff.data assess.CV safety beyond 1 yr contin.treatm., high.CV event risk with high.dos.& long.treatm.durat., CV risk fact. e.g hypertens./diab./smok.& hypercholesterolaem., not a substit.for aspir.for CV prophylax., prior hist of/act.GI dis., elderly/ debilitat., discont.ther.at 1st sign of skin rash/ mucos. les./other hypersens.signs., compromis. card. funct.& other condits.predispos.to/worsen. by fluid retent., monit.exist.CHF/hypertens., ren. funct. monit. in advanc.ren.dis., monit.S&S of liv.dysfunct./abnorm.LFT, dehydrat.correct.bef. init. ther., signs for detect.infects.dimin., anaphylact. reacts., monit.anticoag.activ.when init.ther./chang. dos., lact.intol., diab.mellit., concom.drugs known to inhib.CYP2C9 & meds.metabol.by CYP2D6, pts. known/ susp.to be poor CYP2C9 metabolis., concom. Li, excret.in breast milk, consid.withdr.in women exper.diffic. conceiv./underg.infertil. investigat., no evid.that concom.aspir.dimin. incr. risk of assoc.ser.CV thromboembol.events.

Interactions: Antihypertens.eff.of ACE-inhibit. dimin., incr.GI ulcerat.rate with concom.aspir., fluconazole incr. plasma conc., natriuret.eff.of furosemide & thiazid.reduc.due.to inhibit.of ren. prostagland. synthes., incr.prothromb.time with warfar.
 XE "Coricib" CORICIB, Ranbaxy [P/S]

Etoricoxib.
Indications: Symptomat.relief of osteoarthrit.& rheumat.arthrit., ankylos. spondylit., ac.gouty arthrit., ac.pain.for max.8 days, prim.dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.
(S3) TABS, 50/3.1/1148.1144; 1149.1145; 1150.1146; 1151.1147
3002586-001 30 mg, 28, R81,52
3001636-001 60 mg, 28, R240,66
3001637-001 90 mg, 7, R59,97
3001637-002 90 mg, 28, R239,86
3001638-001 120 mg, 7, R71,89
3001638-002 120 mg, 28, R287,53
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Osteoarthrit: Recomm.dos: 30 mg or 60 mg once dly.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut.benef. in some pts.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut. benef. in some pts
Ac.pain: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly.  limit.to max.8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly.
Post-op dent.pain: Recomm.dos: 90 mg once dly.
Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., Li/ digox.ther.

Side effects: Freq: Alveol.osteit. oed./fluid retent., dizzin., headache, palpitats., hypertens., GI disords., ALT /AST incr., ecchymos., asthen./fatig., flu-like dis. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet.incr./decr., weight gain, anx., depress., ment.acuity decr., insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, angina, flush., CVA, TIA, vasculit., cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem.pattern change, constip., dry mouth, gastroduod.ulc, irrit.bowel syndr., esophagit., oral ulc., vomit., gastrit., pancreatit., fac. oed., prurit., rash, erythema, musc.cramp/ spasm, musculoskelet.pain/stiffn., proteinur, incr. ser. creatin., chest pain, incr.bld. urea./creat. phosphokinase, decr.haematocrit/Hb, hyperkalaem., decr.leukocyt./platelets, incr.uric acid, bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., anaphylact. reacts. incl.shock, confus., hallucinat., depress., restlessn., dysgeus., somnol., blurr.vis., aggravat. hypertens., dysrhythm., CV thrombot.events, tachycard., hypertens.cris., periph.oed., bronchosp, pept.ulc.incl.GI perforat.& bleed., hepatit., jaund., hepat. fail., urticar., Stev.-Johns.syndr., tox. epiderm.necrolys., fix.drug erupt., ren. insuffic.incl.ren.fail., nephrotoxic.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, assoc. incr. risk of arter.thrombot.events esp MI/stroke incr. with incr.dos.& ther.durat., pre-exist.signific. ren. funct.impairm./uncompensat.HF/hypertens./ liv. cirrhos., monit.ren./hepat./card.funct.& discont. if deteriorat.detect., dehydrat., adeq. hydrat., new onset/recur.CHF, CF hist., L.ventric. dysfunct., hypertens., pre-exist.oed., comprom. card. funct., monit. BP consid.alt.ther.if signif.rise, not a substit.for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt. at risk, no evid.that concom.aspirin mitig.incr.in assoc. ser. thrombot.event risk, poss.predisposit. to CV/GI events or cutan.reacts.which may be fatal, incr.risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/mucos.les./any other hypersens.sign, risk of GI complicat.with NSAID’s, other concom.NSAID’s/aspirin, prior GI dis hist., concom.acetylsalic.acid even at low dos. incr. GI advers.eff.risk, monit.where S&S of liv.dis. develop & discont.if LFT persist.abnorm., may mask. sympts.of inflam./infect., not recom.in women attempt.to conceive. elderly, imp.ren./ hepat.funct., lact.intol., monit.ren.funct.with concom. ciclospor./tacrolim., std.INR value monit. in pts.receiv.warfar., monit.methotrex.relat. toxic. at dos.great.than 90 mg dly., avoid concom.aspir dos. above those for CV prophylax., incr.EE & conjug. oestrog.expos.poss.incr.OC & HRT assoc. advers.eff.in women at risk, concom.drugs metabol. by human sulfotransferase (eg. oral salbutamol & minoxidil)

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of ACE inhibit./ angiotensin II antagon.& diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr., incr.rate of GI ulcerat.with concom. low-dos.aspirin.
 XE "Coxleon" COXLEON, Sandoz [P/S]

Celecoxib.
Indications: Symptom.treatm.of inflamm./pain in osteoarthrit.& rheumat.arthrit., pain post.dent. surg., mild to mod.post-op/musculoskelet.pain / prim.dysmenorrh., relief S&S.of ankylos.spondylit.

(S3) CAPS, 46/3.1/0704.702, 0705.703

723329-001: 100 mg, 60, R84,60
723330-001: 200 mg, 30, R84,30
Dosage: Low.effect.dos.for short.durat.
Osteoarthrit: Recomm.dly.dos: 200 mg as sngl. dos. /2 div.dos. Dos.up to 400 mg/day have been stud.
Rheumatoid arthrit: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit.200 mg dos.
Mild to mod musculoskelet.pain: Recomm.dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh.pain: Recomm. dos: 400 mg init.follow.by addit.200 mg dos.if need. on 1st day thereaft.200 mg 2x/day on subseq. days.

Ankylos.spondylit: Recomm.dos: 200 mg dly.as sngl.dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., act.pept.ulcerat./GI bleed., inflam. bowel dis., sev.hepat./ren.funct.impairm., CHF, asthma/ urticar./allerg.-type reacts.precipit.by aspir.or NSAID’s incl.other COX-2 specific inhibit., est. ischaem.heart dis and/or cerebrovasc.dis.& periph. arter.dis., peri-operat.analges.in coron. artery bypass surg., pregn.as risk of foet.ren. dysfunct., women of child.bear.potent.unless using effect.contracept, lactat.,

Side effects: Freq: Sinusit., URTI, pharyngit., UTI, allerg aggrav., hypersens., insomn., dizzin., hyperton., headache, periph.oed., MI, hypertens., rhinit., cough, dyspn., abdom.pain, diarrh., dyspeps., flatul., N&V, dysphag., rash, prurit., arthralg., influen-like illn., periph.oed., fluid retent., accid.injury. Less freq: Anaem., ecchymos., thrombocytopen., leucopen., pancytopen., angioed., anaphylact.shock, anaphylact. react., hyperkalaem., anx., somnol., confus.state, depress., hallucinat., fatig., cerebr. infarct., paraesthes., somnol., atax., dysgeus., blurr. vis., conjunctivit., eye haemorrh., retin. artery/-vein occlus., tinnit., hypoacus., hypertens. aggrav., dysrhythm., palpitat., tachycard., CF, pulm.embol., flush., vasculit., bronchosp., pneumonit., bronchit., cough., constipat., gastrit., stomatit., GI inflammat./-haemorrh., eructat., pancreatit., gastric-/duod.ulc., oesophag.ulcerat., large intestin.ulc., intestin.perforat., oesophagit., melaena, colit., abnorm.hepat.funct., incr.hepat. enzym., hepatit./fulmin.-/cholestat.-, hepat.fail. somet.fatal, hepat.necros., cholestas., jaund., alopec., urticar., ecchymos., angioed., photosens., exfoliat.dermatit., erythema multiforme, Stev.-John.syndr., DRESS, ac.general. exanthemat. pustulos., dermatit.bull., musc.sp., myosit., incr.bld.creatin./-urea, ac.ren.fail., hyponatraem., tubul.interstit.nephrit., nephrot.syndr., glomerulonephrit.minim.les., menstr.disord., fac. oed., chest pain Freq. unknown: IC haemorrh.incl. fatal, asept.meningit., epilep.incl. aggrav., ageus., anosm., CV thrombot.events, arrhythm., fem. infertil./ decr.fertil.
Special warnings and precautions: Safety & effic.of treatm.exceed.12 wks.in osteoarthrit. & 24 wks.in rheumat.arthrit.not est., poss.rare ser.foet. ren. dysfunct.during 20 wks.gestat.or later in pregn., pts.at risk of GI complicat.with NSAIDS/ elderly/ other concom.NSAID or antiplatelet drugs (even aspir.at low dos.)/glucocortic./alcohol/ prior hist of/act.GI dis., avoid concom.non-aspir. NSAID’s, insuffic.data to assess CV safety beyond 1 yr contin. treatm., poss.incr.risk of ser.CV thrombot. events/ MI & stroke which may be fatal, high.CV event risk with high.dos.& long.treatm. durat., CV risk fact.e.g hypertens./diab./smok.& hypercholesterolaem., re-eval.ther.period.esp.in osteoarthrit., not a substit.for aspir.for CV thrombo-embol. dis.prophylax., do not discont. antiplatel. ther., CF hist./LV dysfunct./hypertens./ pre-exist.oed./diuret.treatm., hypovolaem.risk, monit.BP on ther.init.& dur.ther., monit.ren.funct.in pts.with advanc.ren.dis., correct.dehydrat.bef.init. ther., ren.toxic.risk fact.incl.imp.ren.funct./HF/ liv.dysfunct./diuret.ther./ACE inhibit./angiotens.II recept.antagon.ther & elderly, monit.pts.with S&S of liv.dysfunct./abnorm.LFT, init.appropr.meas.if organ syst.funct.(ren/hepat) deterior.& consid. discont., known/suspect.poor CYP2C9 metabolis.& consid.alter.ther.in such juvenile rheumat.arthrit. pts., known/suspect.poor CYP2D6 metabolis., discont. ther.at 1st sign of skin rash/mucos.les./ other hypersens.reacts., great.risk of ser.skin reacts.in sulphonamide/any drug allergy hist., dimin. signs to detect infects., monit.anticoag. activ.when init.ther/ chang.dos./concom.novel anticoags.eg apixaban/dabigatran & rivaroxaban, lactose intol.& poss.eff.on diab.glycaem.control, excret.in breast milk, consid.withdraw.in wom. exper. diffic., as foet.ren.dysfunct.poss.shortly aft. init.ther.discont.ther.if women becomes pregn., conceiv./undergo.infertil.investigat., not stud.in childr.und.18 yrs.

Interactions: Incr.prothromb.time with warfar./ other anticoags., antihypertens.eff.of ACE-inhibit./ angiotens.II recept.antagon./diuret.& beta-block. dimin.& ac.ren.insuffic.risk incr., incr.GI ulcerat. rate with concom.aspir.with no evid.that concom. aspir.will mitigate incr.risk of assoc.ser.CV thromboembol. events, nephrotox.eff.of ciclospor./ tacrolimus poss.incr., plasma conc.of meds.that are substrates of CYP2D6 enzym.incr., CYP2C9 catalys. metabol.inhibit., monit.for poss.methotrex. -relat.toxic., monit.Li lev., plasma conc.incr.by fluconazole a CYP2C9 inhibit., CYP2C9 induc.(eg rifampicin/ carbamazepine & barbit.) reduc.plasma conc., natriuret.eff.of furosemide & thiazides reduc. due to inhibit.of ren. prostaglandin synthes.
 XE "Etiflam" ETIFLAM, Cipla [P/S]

Etoricoxib.
Indications: Symptomat.relief of rheumat.arthrit., ankylos. spondylit., ac.gouty arthrit., ac.pain.for max.8 days, prim.dysmenorrh., mod.to sev.ac.dent. surg.post-op pain.
(S3) TABS, 50/3.1/0816.813; 817.814; 818.815
3002930-001: 60 mg, 30, R235,20
3002931-001: 90 mg, 30, R232,04
3002933-001: 120 mg, 7, R62,82
3002933-002: 120 mg, 30, R269,27
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut.benef. in some pts.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut. benef. in some pts
Ac.pain: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly.  limit.to max.8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly.
Post-op dent.pain: Recomm.dos: 90 mg once dly.
Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass surg.setting., Li/ digox.ther.

Side effects: Freq: Alveol.osteit. oed./fluid retent., dizzin., headache, palpitats., hypertens., GI disords., ALT /AST incr., ecchymos., asthen./fatig., flu-like dis. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet.incr./decr., weight gain, anx., depress., ment.acuity decr., insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, angina, flush., CVA, TIA, vasculit., cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem.pattern change, constip., dry mouth, gastroduod.ulc, irrit.bowel syndr., esophagit., oral ulc., vomit., gastrit., pancreatit., fac. oed., prurit., rash, erythema, musc.cramp/ spasm, musculoskelet.pain/stiffn., proteinur, incr. ser. creatin., chest pain, incr.bld.urea./creat. phosphokinase, decr.haematocrit/Hb, hyperkalaem., decr.leukocyt./platelets, incr.uric acid, bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., anaphylact. reacts. incl.shock, confus., hallucinat., depress., restlessn., dysgeus., somnol., blurr.vis., aggravat. hypertens., dysrhythm., CV thrombot.events, tachycard., hypertens.cris., periph.oed., bronchosp, pept.ulc.incl.GI perforat.& bleed., hepatit., jaund., hepat. fail., urticar., Stev.-Johns.syndr., tox. epiderm. necrolys., fix.drug erupt., ren. insuffic. incl. ren.fail., nephrotoxic.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, incr.risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/ mucos.les./any other hypersens.sign, CV risk fact. e.g hypertens./diab./smok.& hypercholesterolaem., pts.with compromis. card. funct. & other condits. predispos.to/worsen.by fluid retent., clos.monit.pts.with exist.CHF/ hypertens., CF hist., L.ventric.dysfunct., hypertens., pre-exist.oed., monit.BP consid.alt.ther.if signif. rise, assoc. incr. risk of arter.thrombot.events esp MI/stroke incr.with incr.dos.& ther.durat., re-eval. treatm.reg., risk of GI complicat.with NSAID’s, other concom.NSAID’s/aspirin, prior GI dis hist., concom. acetylsalic.acid even at low dos.incr. GI advers. eff.risk, dehydrat., adeq.hydrat., not a substit. for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt.at risk, no evid.that concom.aspirin mitig.incr.in assoc. ser. thrombot.event risk, elderly, imp.cardiac/ren./ hepat.funct., pre-exist.signific. ren. funct.impairm./ uncompensat.HF/hypertens./liv.cirrhos., monit. ren./ hepat./card.funct.& discont.if deteriorat. detect., monit.where S&S of liv.dis.develop & discont.if LFT persist.abnorm., may mask. sympts. of inflam./infect., not recom.in women attempt.to conceive. elderly, lact.intol., monit.ren.funct.with concom. ciclospor./tacrolim., std.INR value monit. in pts.receiv.warfar., monit.methotrex.relat.toxic. at dos.great.than 90 mg dly., avoid concom.aspir dos. above those for CV prophylax., incr.EE & conjug. oestrog.expos.poss.incr.OC & HRT assoc. advers.eff.in women at risk, concom.drugs metabol. by human sulfotransferase (eg. oral salbutamol & minoxidil), risk of GI bleed./ulcerat. incr.with concom.corticoster./SSRIs/venlafaxine/ clopidogrel/ ticlopidine/iloprost/erlotinib/ sibutramine/ alcohol/ bisphosphonates/ pentoxifylline.

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of diuret. poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr., incr.rate of GI ulcerat.with concom. low-dos.aspirin., zidovudine incr. risk of haematotox., incr.plasma conc.with rotonavir
 XE "Etoflam" ETOFLAM, Innovata Pharma [P/S]

Etoricoxib.
Indications: Symptomat.relief of rheumat.arthrit., ankylos. spondylit., ac.gouty arthrit., ac.pain. treatm. for max.8 days, prim. dysmenorrh., post-op dent.pain.
(S3) TABS, A50/3.1/0053.050; 0054.051; 0055.052
3002676-002: 60 mg, 30, R201,68

3002677-002: 90 mg, 30, R205,84

3002678-001: 120 mg, 8, R65,87

3002678-002: 120 mg, 30, R277,84

Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut.benef. in some pts.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut. benef. in some pts
Short term ac.pain relief: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to max.8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly.
Post-op dent.pain: Recomm.dos: 90 mg once dly.

Contraindications: Act./hist.of pept.ulcerat./GI perforat.or bleed., sev. hepat.dysfunct., est. creatinine clear.<30 ml/ min., S&S’s of aspirin/ other NSAID’s cross-sens., uncontrol. hypertens., inflamm.bowel dis., CHF (NYHA II- IV), est. ischaem. heart dis.and/or cerebrovasc. & periph. arter.dis., peri-op.pain in coron.artery bypass surg. setting., pregn.& lactat., childr./adolesc.und.16 ys., concom.Li/ digox.ther.

Side effects: Freq: Post dent.extract.alveol. osteit., oed./fluid retent., dizzin., headache, palpitats., hypertens., GI disords., diarrh., dyspeps., epigastr.discomf., N&V, incr.ALT & AST, ecchymos., asthen./fatig., flu-like dis. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet. incr./decr., weight gain, anx., depress., decr. ment.acuity, insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, angina, CV thrombot.events, flush., TIA, vasculit., cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem.pattern change, constipat., dry mouth, gastroduod.ulc, irrit.bowel syndr., vomit., oesophagit., oral ulc., pancreatit., hepatit., jaund., hepat.fail., fac.oed., prurit., rash, erythema, musc. cramp/ spasm, musculoskelet.pain/stiffn., proteinur., incr.ser.creatinine, ren.insuffic.incl. ren.fail., nephrotox.incl.interstit.nephrit.&. nephrot. syndr., chest pain, incr.bld.urea./creat. phosphokinase, decr.haematocrit/-Hb, hyperkalaem., decr.leukocyt./-platelets, incr.uric acid, bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., angioed., anaphylact. reacts.incl.shock, confus., hallucinat., restlessn., dysgeus., somnol., blurr.vis., dysrhythm., tachycard., CV thrombot.events, aggrav.hypertens., hypertens.cris., periph.oed., bronchosp, pept.ulc.incl.GI perforat.& bleed., urticar., Stev.-John.syndr., tox.epiderm.necrolys., fix.drug erupt., drug rash with eosinophil.& system.sympts (DRESS).

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, monit.ren./hepat./card.funct.& discont. if deteriorat. detect., dehydrat., adeq. hydrat., pre-exist.oed., pts.with compromis.card. funct.& other condits. predispos.to/worsen.by fluid retent., clos.monit.pts.with exist.CHF/hypertens., monit. BP consid.alt.ther.if signif. rise, assoc. incr. risk of arter.thrombot.events esp MI/ stroke incr. with incr.dos.& ther.durat., not a substit.for aspirin in CV prophylax., do not discont.anti-platelet ther. & consid.such ther.if pt.at risk, no evid.that concom. aspirin mitig.incr.in assoc.ser. thrombot. event risk, ncr.risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/ mucos.les./ any other hypersens.sign, risk of GI complicat.with NSAID’s, other concom.NSAID’s /aspirin/ corticoster, prior GI dis hist., concom. acetylsalic. acid even at low dos.incr.GI advers.eff.risk, elderly, monit. where S&S of liv.dis.develop & discont.if abnorm.LFT persist., may mask.sympts.of inflam./ infect., not recomm.in women attempt.to conceive, use with caut./not at all with concom.warfar., poss. DRESS, lact.intol., std.INR value monit.in pts. receiv. warfar./simil.anticoags., monit. methotrex. relat. toxic.at dos.great.than 90 mg dly., avoid other NSAID’s/concom. aspir dos.above those for CV prophylax., incr. oestrog.expos.assoc.with HRT may incr.HRT assoc.advers.effs., concom.drugs metabol. by human sulfotransferase (eg. oral salbutamol & minoxidil), eval.effs. bef.driv./ peform. complicat.tasks,

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time (INR) with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens. eff. of diuret./ACE inhibit/& ARB’s poss.dimin., in ren. impairm. ren. funct.poss.furth.deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss. incr., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmaxof digox. incr.

 XE "Etoricoxib Austell" ETORICOXIB AUSTELL, Camox (Austell) [P/S]

Etoricoxib.
Indications: Symptomat.relief of osteoarthrit.& rheumat.arthrit., ac.gouty arthrit.
(S3) TABS, 49/3.1/0989, 0990, 0991
3002097-001 60 mg, 28, R226,73
3002098-001 90 mg, 7, R55,89
3002098-002 90 mg, 28, R223,67
3002099-001 120 mg, 7, R64,86
3002099-002 120 mg, 28, R259,56
Dosage: Short.durat.& low.effect.dos.
Osteoarthrit: Recomm.dos: 30 mg once dly. 60 mg once dly.may prov.adeq.therap.benef.in some pts. Do not exceed 60 mg dly.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may prov.adeq.therap.benef.in some pts. Do not exceed 90 mg dly.

Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to max.8 days. Do not exceed 120 mg dly.
Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), heart fail., est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., Li/ digox.ther.

Side effects: Freq: Alveol.osteit., oed./fluid retent., dizzin., headache, palpitats., hypertens., GI disords., ecchymos., asthen./fatig., flu-like dis, ALT /AST incr. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet.incr./decr., weight gain, anx., depress., ment.acuity decr., insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, ang.pect., flush., TIA, vasculit., cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem.pattern change, constip., dry mouth, gastroduod.ulc, irrit.bowel syndr., oesophagit., oral ulc., vomit., gastrit., pancreatit., fac. oed., prurit., rash, erythema, musc.cramp/ spasm, musculoskelet.pain/stiffn., proteinur, chest pain, incr.ser.creatin., incr.bld../creat. phosphokinase, decr.haematocrit/Hb, hyperkalaem., decr.leukocyt./platelets, incr.uric acid, bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., anaphylact. reacts. incl.shock, restlessn., confus., hallucinat., CVA, dysgeus., somnol., blurr.vis., dysrhythm., tachycard., CV thrombot.events, hypertens.cris., aggravat. hypertens., bronchosp, pept.ulc. incl.GI perforat. & bleed., hepatit., jaund., hepat. fail., urticar., Stev.-Johns.syndr., tox.epiderm.necrolys., ren.insuffic.incl.ren.fail., nephrotoxic. incl.interstit. nephrit.& nephrot.syndr.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, pre-exist.signific.ren.funct.impairm./ uncompensat.HF/cirrhos., monit.ren./hepat./card. funct.& discont.if deteriorat.detect., dehydrat., adeq. hydrat., cardiovasc.risk fact., new onset/ recurr. CHF, pre-exist.oed., assoc.incr.risk of arter. thrombot.events esp MI/ stroke incr.with incr.dos. & ther.durat., not a substit.for aspirin in CV prophylax., do not discont.anti-platelet ther.& consid.such ther.if pt.at risk, no evid.that concom. aspirin mitig.incr.in assoc.ser.thrombot.event risk, risk of ser. skin reacts.high.in early stage of ther. somet.without warn.& maj.occur.dur 1stmnth., incr. risk of skin reacts.in pres.of allergy hist., discont.at 1st signs of skin rash/mucos.les./any other hypersens. sign, risk of GI complicat.with NSAID’s, other concom. NSAID’s/aspirin, prior GI dis hist., concom. aetylsalic.acid even at low dos.incr.GI advers. eff. risk, monit.where S&S of liv.dis. develop & discont.if abnorm LFT (ie 3xULN) persist., may mask sympts.of inflam./infect., not recom. in women attempt.to conceive., comprom. card. funct./condit.predispos.or worsen.by fluid retent., lact.intol., monit.ren.funct.with concom. ciclospor./tacrolim., std.INR value monit.in pts. receiv. warfar./simil.meds., monit.methotrex. relat.toxic.at dos.great.than 90 mg dly., elderly, concom.Li, avoid concom.aspir.dos.above those for CV prophylax./other NSAID’s, incr.EE & conjug. oestrog.expos. poss.incr.OC & HRT assoc.advers. eff.in women at risk, concom.drugs metabol.by human sulfotransferase (eg. oral salbutamol & minoxidil), discont.ther.if pregn occurs.

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enhanc., incr.prothromb.time with warfar., AUC decr.with rifampic., methotrex. plasma conc.poss.incr., antihypertens.eff.of ACE inhibit./ angiotensin II antagon.& diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., incr.rate of GI ulcerat.with concom.low-dos.aspirin., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr.

 XE "Etoricoxib Biotech" ETORICOXIB BIOTECH,Biotech [P/S]
Etoricoxib.
Indications: Symptomat.relief of osteoarthrit.(OA) & rheumat.arthrit.(RA), ac.gouty arthrit., ankylos. spondylit. (AS), ac.pain.for max.8 days, prim. dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.
(S3) TABS, 50/3.1/0586, 0587, 0588
3003603-001: 60 mg, 28, R233,85
3003604-001: 90 mg, 7, R59,40
3003604-002: 90 mg, 28, R237,61
3003605-001:120 mg, 7, R70,97

3003605-002:120 mg, 28, R283,88
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
RA: Recomm.dos.: 90 mg once dly. In some pts.60 mg once dly.may provid.adeq. therapeut.benef.
AS: Recomm.dos.: 90 mg once dly.
Ac.pain: Recomm.dos.: 90 or 120 mg once dly.for ac.symptomat.per.& limit.to max.8 days.
Ac.gouty arthrit.: Recomm.dos.: 120 mg once dly. for ac.symptomat.per.& limit.to 8 days 
Prim.dysmenorrh.: Recomm.dos.: 120 mg once dly. for ac.symptomat.per.& limit.to 8 days
Post-op dent.pain: Recomm.dos.: 90 mg once dly.
Contraindications: Act.pept.ulcerat./ GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S of aspirin/ other NSAIDs cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc.<16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.&/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., poss. tox.bld.conc.of concom.Li, 33% incr.in digox.Cmax, not recomm. in women attempt.to conceive.
Side effects: Freq.: Alveol.osteit., oed./ fluid retent., dizzin., headache, GI disords. (abdom.pain/ flatul./ heartburn), diarrh., dyspeps., epigastr.discomfort, naus., palpits., hypertens., asthen./ fatig., flu-like dis., ALT/ AST incr., ecchymos. Less freq.: Gastroenterit., URTI, UTI, anaem.(GI bleed assoc.), leukopen., appet. incr./ decr., weight gain, hyperkalaem., anx., depress., ment.acuity decr., insomn., paraesth./ hypaesth., conjunctivit., tinnit., vertigo. Freq. unknown: Thrombocytopen., hypersens. react.(angioed., anaphylact./ anaphylactoid react.incl. shock), hypokalaem., confus., hallucin., restlessn., cerebrovasc.incidents, dysgeus., somnol., blurr.vision, atrial fibrill., CHF, non-spec. ECG changes, MI, angina pect., aggravat. hypertens., dysrhythm., tachycard., cardiovasc. thrombot. events, flush.,TIA, vasculit., periph. oed., hypertens.crisis, cough, dyspnoea, epistax., bronchosp., abdom.distent., acid reflux, bowel mov. pattern change, constip., gastrit., vomit., dry mouth, gastroduoden.ulcer, IBS, oesophagit., oral ulcer, pancreatit., pept. ulcers (GI perfor.& bleed., mainly elderly), hepatit., jaund., hepat.fail., facial oed., prurit., rash, erythem., urticar., SJS, TEN, fixed med. erupt., DRESS, musc. cramp./-sp., musculoskelet.pain/-stiffn., proteinur., ren.insuffic.(incl.ren.fail./ nephrotox.incl. interstit.nephritis, ren.tubul.acidosis, nephrot. syndr.), chest pain, bld.urea incr., creat.phosphok. incr., haematocrit-/ Hb-/ leukocyt.-/ platelets decr., serum creatin.-/ uric acid incr., bld. sodium decr.
Special warnings and precautions: Prescrib.decis.to be bas.on indiv.pts. overall risks, poss.predisposit.to CV/ GI events or cutan.reacts.poss.fatal, pre-exist.signific.ren.funct.impairm./ uncompensat. HF/ hypertens./ liv.cirrhos., monit.ren./ hepat./card.funct.& discont.if deteriorat., consid.ren.tubular acidosis  in pts with unexplain.hypokalaemia & metabol.acidos., dehydrat., adeq.hydrat., new onset/ recur.CHF, CF hist., L.ventric. dysfunct., hypertens., pre-exist.oed., comprom.card.funct., monit.BP consid. alt. ther.if signif.rise, signfic.CV event risk fact., incr. thrombot.event (MI/ stroke) risk incr.with high dos.& long.durat.ther., re-eval.treatm.reg., not substit.for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt.at risk, no evid.that concom.aspirin mitig.incr.in ser. thrombot.event risk, ischaem.heart dis.hist., incr. risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/ mucos.les./any other hypersens.sign, mild.to mod.hepat. insuffic., elderly, risk of GI complicat.with NSAIDs, other concom.NSAIDs/aspirin, prior GI dis hist., concom.acetylsalic. acid even at low dos.incr.GI advers.eff.risk, monit.where S&S of liv.dis. develop & discont.if LFT persist.abnorm., may mask. sympts.of inflam./ infect., std.INR value monit.in pts.receiv.warfar., monit. methotrex.relat. toxic.at dos.great.than 90 mg dly., avoid concom. aspir dos.above those for CV prophylax., consid.rifampic. interact., incr.EE & conjug.oestrog.expos. poss.incr.OC & HRT assoc.advers.eff.in women at risk, concom.drugs metabol.by human sulfotransferase (eg.oral salbutam. & minoxidil), monit.pt.at high risk of digox.toxic., lact.intol., monit. ren.funct.with concom.ciclospor./ tacrolim.
Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb. time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of ACEI/ ARB & diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACEI/ ARB, plasma Li lev.poss.incr., incr.rate of GI ulcerat.with concom.low-dos.aspir., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr. with dos.of 120 mg, eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr., AUC incr. by ketoconazole (potent CYP3A4 inhibit.).
 XE "Exinef" EXINEF Organon [P/S]

Etoricoxib.
Indications: Symptomat.relief of osteoarthrit.& rheumat.arthrit., ac.gouty arthrit., ankylos. spondylit., ac.pain.for max.8 days, prim. dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.
(S3) TABS, 44/3.1/0898, 0899, 0900, 0901
3001701-001: 30 mg, 28, R88,49
723366-001 60 mg, 28, R272,25
723367-001 90 mg, 28, R274,79
723368-001 120 mg, 7, R82,35
723368-002 120 mg, 28, R329,24
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Osteoarthrit: Recomm.dos: 30 mg or 60 mg once dly.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. In some pts.60 mg once dly.may provid.adeq. therapeut.benef.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. In some pts.60 mg once dly.may provid.adeq. therapeut.benef.
Ac.pain: Recomm.dos: 90 or 120 mg once dly.for ac.symptomat.per.& limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly. for ac.symptomat.per.& limit.to 8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly. for ac.symptomat.per.& limit.to 8 days
Post-op dent.pain: Recomm.dos: 90 mg once dly.
Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., poss. tox.bld.conc.of concom.Li, 33% incr.in digox.Cmax, not recomm. in women attempt.to conceive.

Side effects: V.common: Alveol.osteit. Common: ALT /AST inc., asthen./fatig., flu-like dis., dizzin., headache, ecchymos., GI disords., hypertens., oed./fluid retent., palpitats. Uncommon: Abdom.distens., acid reflux, bowel movem. pattern change, constip., dry mouth, gastroduod. ulc, irrit.bowel syndr., esophagit., oral ulcer, vomit., gastrit., anx., depress., ment.acuity decr., appet.incr./decr., weight gain, atrial fibrillat., CHF, non-specif. ECG changes, MI, incr. bld. urea./creat.phosphokinase, decr.haematocrit/ Hb, hyperkalaem., decr.leukocyt./platelets, incr. ser. creatin/uric acid, chest pain, conjunctivit., cough, dyspn., epistax., fac.oed., prurit., rash, erythema, flush., CVA, TIA, gastroenterit., URTI, UTI, insomn., paraesthes./hypaesthes., musc. cramp/ spasm, musculoskelet. pain/stiffn., proteinur, tinnit., vertigo. Rare: Bld.Na decr. V.rare: Angina. Freq.unknown.: Aggravat. hypertens., dysrhythm., tachycard., thrombocytopen., hypersens.reacts., anaphylact. reacts., confus., hallucinats., depress., restlessn., dysgeus., somnol., blurr.vis., congest.heart fail., palpit., angina, dysrhythm., hypertens.cris., bronchosp, abdom.pain, pept.ulc, hepatit., jaund., hepat. fail., angioed., prurit., eryth., rash, urticar., Stev.-Johns. syndr., tox.epiderm.necrolys., urticar., fix. drug erupt., ren.insuffic.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, pre-exist.signific.ren.funct.impairm./ uncompensat. HF/hypertens./liv.cirrhos., monit. ren./ hepat./card.funct.& discont.if deteriorat. detect., dehydrat., adeq.hydrat., new onset/recur. CHF, CF hist., L.ventric.dysfunct., hypertens., pre-exist. oed., comprom.card.funct., monit.BP consid. alt. ther.if signif.rise, signfic.CV event risk fact., incr. thrombot.event (MI/stroke) risk incr.with high dos. & long.durat.ther., re-eval.treatm.reg., not a substit. for for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt. at risk, no evid.that concom.aspirin mitig.incr.in ser. thrombot.event risk, ischaem. heart dis.hist., incr. risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/mucos.les./any other hypersens.sign, mild.to mod.hepat.insuffic., elderly, risk of GI complicat.with NSAID’s, other concom. NSAID’s/aspirin, prior GI dis hist., concom. acetylsalic. acid even at low dos.incr.GI advers. eff. risk, monit.where S&S of liv.dis. develop & discont.if LFT persist.abnorm., may mask. sympts.of inflam./infect., std.INR value monit. in pts.receiv.warfar., monit.methotrex.relat. toxic.at dos.great.than 90 mg dly., avoid concom. aspir dos.above those for CV prophylax., consid. rifampic. interact., incr.EE & conjug.oestrog.expos. poss. incr.OC & HRT assoc.advers.eff.in women at risk, concom.drugs metabol.by human sulfotransferase (eg. oral salbutamol & minoxidil), monit. pt.at high risk of digox.toxic., lact.intol., monit. ren.funct.with concom.ciclospor./tacrolim.
Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of ACE inhibit./ angiotensin II antagon.& diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., incr. rate of GI ulcerat.with concom.low-dos.aspirin, steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr. with dos.of 120 mg, eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr., AUC incr. by ketoconazole (potent CYP3A4 inhibit.).
 XE "Extrib" EXTRIB, Pharma Dynamics [P/S]

Etoricoxib.
Indications: Symptomat.relief of osteo & rheumat.arthrit., ankylos. spondylit., ac.gouty arthrit., ac.pain.treatm.for max.8 days, prim. dysmenorrh., mod.to sev.ac.dent.surg.post-op pain.
(S3) TABS, A50/3.1/0234; 0235; 0236; 0237
3002542-001: 30 mg, 28, R77,46
3002543-001: 60 mg, 28, R186,93
3002544-002: 90 mg, 7, R47,25
3002544-001: 90 mg, 28, R189,00
3002545-002: 120 mg, 7, R56,80
3002545-001: 120 mg, 28, R227,21
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos.
Osteoarthrit: Recomm.dos: 30 mg once dly. Max.60 mg once dly.may provid.adeq.therapeut. benef. in some pts.
Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut.benef. in some pts.
Ankylos.spondylit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut. benef. in some pts
Short term ac.pain relief: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.
Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to max.8 days 
Prim.dysmenorrh: Recomm.dos: 120 mg once dly.
Post-op dent.pain: Recomm.dos: 90 mg once dly.

Mild hepat.impairm: Do not exceed 60 mg once dly. Mod.hepat.impairm: 60 mg every other day
Contraindications: Act./hist.of pept.ulcerat./GI perforat.or bleed., sev. hepat.dysfunct., est. creatinine clear.<30 ml/ min., S&S’s of aspirin/ other NSAID’s cross-sens., uncontrol. hypertens., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass surg.setting., pregn.& lactat., childr./ adolesc. und.16 ys., Li/ digox.ther.

Side effects: Freq: Alveol.osteit., oed./fluid retent., dizzin., headache, palpitats., hypertens., aggrav.hypertens., GI disords., constipat., gastrit., diarrh., dyspeps., epigastr.discomf., N&V, oesophagit., oral ulc., ecchymos., asthen./fatig., flu-like dis., incr.ALT & AST. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet.incr./decr., weight gain, anx., depress., decr.ment.acuity, insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, angina, CV thrombot.events, flush., TIA, cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem.pattern change, dry mouth, gastroduod.ulc, irrit.bowel syndr., pept.ulc.incl.GI perforat.& bleed., pancreatit., fac.oed., prurit., rash, erythema, urticar., bulb.reacts.incl.Stev.-Johns. syndr., tox. epiderm.necrolys., fix.drug erupt., musc. cramp/ spasm, musculoskelet.pain/stiffn., proteinur., chest pain, incr.bld.urea./creat. phosphokinase, decr.haematocrit/Hb, hyperkalaem., decr.leukocyt./platelets, incr.uric acid & ser.creatin., bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., angioed., anaphylact. reacts.incl.shock, confus., hallucinat., restlessn., somnol., CVA, blurr.vis., dysrhythm., tachycard., hypertens.cris., periph.oed., bronchosp, malaen., haematemes., ulcerat.colit., colit. exacerbat. & Crohn’s dis., hepatotoxic.incl.hepat. fail., ren.insuffic.incl.ren.fail., nephrotox.incl. interstit. nephrit.&.nephrot.syndr.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, poss. predisposit. to CV/GI events or cutan.reacts.which may be fatal, monit.ren./hepat./card.funct.& discont.if deteriorat. detect., dehydrat., adeq. hydrat., pts.with compromis.card.funct.& other condits. predispos.to/worsen.by fluid retent., clos.monit.pts.with exist.CHF/ hypertens., pre-exist.oed., monit.BP consid.alt.ther.if signif. rise, assoc. incr. risk of arter.thrombot.events esp MI/ stroke incr.with incr.dos.& ther.durat., not a substit. for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt.at risk, no evid.that concom.aspirin mitig.incr.in assoc. ser. thrombot.event risk, incr.risk of skin reacts.in pres.of allergy hist., discont. at 1st signs of skin rash/ mucos.les./any other hypersens.sign, risk of GI complicat.with NSAID’s, other concom.NSAID’s /aspirin/corticoster, prior GI dis hist., concom. acetylsalic.acid even at low dos.incr.GI advers.eff. risk, elderly, monit.where S&S of liv.dis.develop & discont.if abnorm.LFT persist., may mask. sympts. of inflam./infect., not recom.in women attempt.to conceive, lact.intol., eval.effs. bef.driv./peform. complicat.tasks, std.INR value monit.in pts.receiv. warfar./simil.anticoags., monit. methotrex.relat. toxic. at dos.great.than 90 mg dly., avoid concom. aspir dos.above those for CV prophylax., incr. oestrog.expos.assoc.with HRT may incr.HRT assoc. advers.effs., concom.drugs metabol.by human sulfotransferase (eg. oral salbutamol & minoxidil),

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of diuret./ ACE inhibit/& ARB’s poss. dimin., in ren.impairm. ren. funct.poss.furth.deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss. incr., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr.

 XE "Exxib" EXXIB, Forrester [P/S]
Etoricoxib.

Indications: Symptomat.relief of rheumat.arthrit., ac.gouty arthrit., ankylos. spondylit., ac.pain.max.8 days, prim.dysmenorrh., mod.to sev.ac.dent.surg. post-op pain.

(S3) TABS, 50/3.1/0087, 0088, 0089

3002321-001: 60 mg; 30; R231,21
3002323-001: 90 mg; 30; R228,10
3002324-002: 120 mg; 8; R70,40
3002324-001: 120 mg; 30; R264,00
Dosage: Short.durat.& low.effect.dos. Recomm. dos. are max.dos. Re-eval.need for symptomat. relief & resp.to ther.periodic.

Rheumat.arthrit: Recomm.dos: 90 mg once dly. 60 mg once dly.may provid.adeq.therapeut.benef. in some pts.

Ankylos.spondylit: Recomm.dos: 90 mg once dly.
Ac.pain: Recomm.dos: 90 or 120 mg once dly. limit.to max.8 days.

Ac.gouty arthrit: Recomm.dos: 120 mg once dly. limit.to max.8 days 

Prim.dysmenorrh: Recomm.dos: 120 mg once dly.

Post-op dent.pain: Recomm.dos: 90 mg once dly.

Contraindications: Act.pept.ulcerat./GI bleed., sev. hepat.dysfunct., est.creatinine clear.<30 ml/ min., S&S’s of aspirin/other NSAID’s cross-sens., uncontrol. hypertens., pregn.& lactat., childr./ adolesc. und.16 ys., inflamm.bowel dis., CHF (NYHA II- IV), est.ischaem.heart dis.and/or cerebrovasc. & periph.arter.dis., peri-op.pain in coron. artery bypass graft surg.setting., Li/ digox.ther.

Side effects: Freq: Alveol.osteit., hypersens. reacts, oed./fluid retent., dizzin., headache, palpitats., hypertens., GI disords., ALT/AST incr., ecchymos., asthen./fatig., flu-like dis. Less.freq: Gastroenterit., URTI, UTI, anaem., leucopen., appet. incr./decr., weight gain, anx., depress., ment. acuity decr., insomn., paraesthes./ hypaesthes., conjunctivit., tinnit., vertigo, atrial fibrillat., CHF, non-specif. ECG changes, MI, angina, flush., CVA, TIA, vasculit., cough, dyspn., epistax., abdom.distens., acid reflux, bowel movem. pattern change, constip., dry mouth, gastroduod. ulc, irrit.bowel syndr., esophagit., oral ulc., vomit., gastrit., pancreatit., fac. oed., prurit., rash, erythema, musc.cramp/-sp, musculoskelet. pain/stiffn., proteinur, incr.ser.creatin., chest pain, incr.bld. urea./creat.phosphokin., decr. haematocrit/ Hb, hyperkalaem., decr.leukocyt./ platel., incr.uric acid, bld.Na decr. Freq.unknown: Thrombocytopen., hypersens.reacts., anaphylact. reacts. incl.shock, confus., hallucinat., depress., restlessn., dysgeus., somnol., blurr.vis., aggravat. hypertens., dysrhythm., CV thrombot.events, tachycard., hypertens.cris., periph.oed., bronchosp, pept. ulc.incl.GI perforat.& bleed., hepatit., jaund., hepat. fail., urticar., Stev.-Johns.syndr., tox. epiderm. necrolys., fix.drug erupt., ren.insuffic. incl. ren.fail., nephrotoxic.

Warnings and special precautions: Prescrib. decis. to be bas.on indiv.pts.overall risks, assoc. incr. risk of arter.thrombot.events esp MI/stroke incr. with incr.dos.& ther.durat., pre-exist.signific. ren. funct.impairm./uncompensat.HF/hypertens./ liv. cirrhos., monit.ren./hepat./card.funct.& discont. if deteriorat.detect., dehydrat., adeq. hydrat., new onset/recur.CHF, CF hist., L.ventric. dysfunct., hypertens., pre-exist.oed., comprom. card. funct., monit. BP consid.alt.ther.if signif.rise, not a substit.for aspirin in CV prophylax., do not discont. anti-platelet ther.& consid.such ther.if pt. at risk, no evid.that concom.aspirin mitig.incr.in assoc. ser.thrombot.event risk, poss.predisposit.to CV/GI events or cutan.reacts.which may be fatal, pts. with CV event risk facts., incr.risk of skin reacts. in pres.of allergy hist., discont. at 1st signs of skin rash/mucos.les./any other hypersens.sign, risk of GI complicat.with NSAID’s, other concom. NSAID’s/aspirin, prior GI dis hist., concom. acetylsalic.acid even at low dos.incr.GI advers.eff. risk, monit.where S&S of liv.dis.develop & discont. if LFT persist.abnorm., may mask.sympts.of inflam. / infect., not recom.in women attempt.to conceive., elderly, imp.ren./ hepat.funct., lact. intol., monit.ren.funct.with concom. ciclospor./ tacrolim., std.INR value monit.in pts.receiv. warfar., monit.methotrex.relat.toxic.at dos.great. than 90 mg dly., avoid concom.aspir dos.above those for CV prophylax., incr.EE & conjug. oestrog. expos.poss.incr.OC & HRT assoc.advers.eff.in women at risk, concom.drugs metabol. by human sulfotransferase (eg. oral salbutamol & minoxidil)

Interactions: Nephrotox.of cyclosporin & tacrolimus poss.enchanc., incr.prothromb.time with warfar., AUC decr.with rifampic, methotrex. plasma conc.poss.incr., antihypetens.eff.of ACE inhibit./ angiotensin II antagon.& diuret.poss. dimin., in ren.impairm.ren.funct.poss.furth. deterior. with concom.ACE inhibit./angiotensin II antagon., plasma Li lev.poss.incr., steady state AUC of OC ethinyl estradiol & HRT conjug.oestrog. incr., eff.of furosemide & thiazide poss.reduc., Cmax of digox.incr., incr.rate of GI ulcerat.with concom. low-dos.aspir.

 XE "Innoflam" INNOFLAM, Innovata [P/S] 

Celecoxib.
Indications: Symptom.treatm.of inflamm./pain in osteoarthrit.(OA) & rheumat.arthrit. (RA), pain post.dent. surg., mild to mod.post-op/ musculosk. pain / prim.dysmenorrh., relief S&S.of ankylos.spondylit.(AS)

(S3) CAPS, 51/3.1/0722,0723

3004923-001: 100 mg, 60, R71,25
3004943-001: 200 mg, 30, R71,25
Dosage: Low.effect.dos.for short.durat.

OA: Recomm.dly.dos: 200 mg as sngl. dos. / 2 div.dos. Dos.up to 400 mg/day have been stud.

RA: Recomm.dly.dos: 100/ 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit.200 mg dos.
Mild to mod musculoskelet.pain: Recomm.dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh.pain: Recomm. dos: 400 mg init.follow.by addit.200 mg dos.if need. on 1st day thereaft.200 mg 2x/day on subseq. days.

AS: Recomm.dos: 200 mg dly.as sngl.dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., sev.hepat.-(ser.album.<25g/L or Child-Pugh>10)/ren.funct.(est.CrCl <30mL/min)impairm., asthma/ urticar./allerg.-type reacts.precipit.by aspir.or NSAIDs incl.other COX-2 specific inhibit., est. ischaem heart dis and/or cerebrovasc.dis.& periph. arter.dis., peri-operat.analges.in CABG surg., activ.peptic ulc./GI bleed., inflamm.bowel dis., pregn., women of childbear.pot.unless eff.contracept., lactat., not stud.in childr.und. 18 yrs.

Side effects: Freq.: Sinusit., URTI, pharyngit., UTI, bronchit., hypersens., aggrav.allergy, weight incr., insomn., dizzin., hyperton., headache, MI, angina pector., hypertens., rhinit., cough, dyspn., N&V, abdom.pain, diarrh., dyspeps., flatul., dysphag., IBS, tooth disord., rash, prurit., athralg., influ.-like illn., periph.oed., fluid retens., accident. injur.Less freq.: Helicobact. infec., herpes zoster, erysipelas, bronchopneumon., labyrinthit., gingiv. infect., anaem., leukopen., thrombocytopen., pancytopen., agranulocytos., ecchymos., anaphylact. shock/-reacts., angioed., hyperkalaem., incr.bld.sod., anx., depress., fatig., conf.state, hallucinat., blurr.vis., conjunctivit., eye-/conjuctiv. haemorr., ret.artery/ vein occlus., vitreous float., tinnit., hypoacus., dysphon., card. fail., palpitat., tachycard., dysrhythm., pulm.embol., flush., vasculit., DVT, bronchospasm, pneumonit., constipat, gastrit., stomatit., GI inflamm., eructat., GI haemorr., duoden.-/ gastric-/oesophag.-/ intestin.-/ large intestin.ulc., intestin.perf., oesophagit., melaen., pancreatit., colit., haemorrhoidal haemorrh., freq.bowel movem., mouth ulcer, abnorm.hepat.funct., incr.hepat. enzyme., hepatit., hep.fail., fulmin.hepatit., hepat. necros., cholestas., cholest.jaund., urticar., ecchymos., alopec., photosens., exfol.dermatit., erythem.multif., SJS, TEN, DRESS, AGEP, bullous dermatit., lipoma, allerg.dermatit., ganglion, muscl.sp., myosit., lower limb fract., incr.bld. creatin./ urea, ac.ren.fail., hyponatr., tubulointerst. nephrit., nephrot.syndr., glomerulonephr.minimal lesion, nephrolithias., noctur., menstr.dis., face oed., chest pain Freq.unkown: Anaphylax., stroke, paraesthes., somnol., atax., dysgues., IC haemorr., asept.meningit., epilep., agues., anosmia, CV thromb. events, fem.infert., vag.haemorr., breast tendern.

Special warnings and precautions: Poss.fatal CV-/cerebrovasc.incid./ GI-events/ cutan.reacts., S&E.of treatm. >.12 wks.in OA. & 24 wks.in rheumat.aarthrit. not est., incr.risk of incr.risk CV & thrombot.events with long term use, high.CV event risk with high.dos.& long.treatm.durat., CV risk fact.e.g hypertens./ diab./smok.& hyperlipidaem., not a substit.for aspir.for CV prophylax.due to lack of antiplatel.eff., anaphylactoid reacts., pts.at risk of GI complicat.with NSAIDs/elderly/ concom. antiplat.(eg.aspirin) or other NSAIDs or glucocorticoid./ alcoh./ GI dis.hist., avoid comb. with non-aspirin NSAID, card.fail.hist./left ventric. dysfunct./ hypertens/ pre-exist.oed./on diuretic treatm./ hypovolaem.risk/CHF., monit.BP closely, pts.at risk of ren.toxic. (impair.ren.funct./HF/ liv.dysfunct./ pts.on diuretics,ACEI or ARBs/ elderly), reports of sev.hepat.reacts., disc.if deteriorat.of organ syst.funct., rehydrate pt bef. treatm., pts.that are poor CYP2C9 metabol., discont. ther.at 1st sign of skin rash/ mucos.les./ other hypersens.signs, may mask fev./other inflamm. signs, monit.anticoag.activ.when init.ther/ chang. dos., cont. lactose.
Interactions: Incr.prothromb.time with warfar., antihypertens.eff.of meds incl.ACEI/ARBs/ diuretics/ β-block. red., natriuret. eff.of furosemide & thiazides reduc., incr. nephrotoxic eff.of ciclosporin / tacrolimus, incr.GI ulcerat.rate with concom. aspir., incr.plasma conc.of meds.metabol. by CYP2D6 eg. TCAs/ SSRIs/neurolept./ antidysrhytmics/ dextromethorphan/ metoprolol., inhibit CYP2C19 metabol.– meds eg. diazepam/ citalopram/ imipramine, monitor for methotrexate-rel.toxicit., Li plasma conc.incr., fluconazole (CYP2C9-inhib) incr.plasma conc., CYP2C9-inducers eg. rifampicin/ carbamazepine & barbiturates may red.plasma conc.
 XE "Novabrex" NOVABREX, Novagen [P/S]

Celecoxib.
Indications: Symptom.treatm.of inflamm./ pain in osteoarthrit.& rheumat.arthrit., pain post.dent. surg., mild to mod.post-op/-musculoskelet.pain/ -prim.dysmenorrh., relief S&S.of ankylos.spondylit.

(S3) CAPS, 50/3.1/0744, 0745

3005368-001: 100 mg, 60, R74,29
3005371-001: 200 mg, 30, R74,29
Dosage: Low.effect.dos.for short.durat.
Osteoarthrit: Recomm.dly.dos: 200 mg as sngl. dos. /2 div.dos. Dos.up to 400 mg/day have been stud.
Rheumatoid arthrit: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit. 200 mg dos.
Mild to mod musculoskelet.pain: Recomm. dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh: Recomm.dos: 400 mg init.follow.by addit.200 mg dos.if need. on 1st day. Subseq.days: 200 mg 2x/day

Ankylos.spondylit: Recomm.dos: 200 mg dly.as sngl.dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., act.pept.ulcerat./ GI bleed., inflam. bowel dis., sev.hepat./ ren.funct.impairm., CHF, asthma/ urticar. /allerg.-type reacts.precipit.by aspir.or NSAID’s incl.other COX-2 specific inhibit., est. ischaem.heart dis and/or cerebrovasc.dis.& periph. arter.dis., peri-operat.analges.in coron. artery bypass surg., pregn., women of child.bear. potent.unless using effect.contracept,, breastfeed.
Side effects: Freq.: Sinusit., URTI, pharyngit., UTI, allerg aggrav., hypersens., incr.weight, insomn., dizzin., hyperton., headache, MI, ang.pect., hypertens., rhinit., cough, dyspn., abdom.pain, diarrh., dyspeps., flatul., N&V, dysphag., IBS, tooth disord., rash, prurit., arthralg., influen-like illn., periph.oed., fluid retent., accid. injur. Less freq.: Helicobact. infect., H.Zoster, erysipelas, bronchopneumon., labyrinthit., gingiv.infect., anaem., ecchymos., thrombocytopen., leucopen., pancytopen., agranulocytos., anaphylact.shock, anaphylact. react., angioed., hyperkalaem., incr.bld.Na, anx., somnol., confus.state, depress., hallucinat., fatig., blurr. vis., conjunctivit., eye haemorrh., retin. artery/-vein occlus., vitreous float., conjunctiv. haemorrh., tinnit., hypoacus., dysphon., dysrhythm., palpitat., tachycard., CF, pulm.embol., flush., vasculit., DVT, bronchosp., pneumonit., constipat., gastrit., stomatit., GI inflammat./-haemorrh., eructat., gastric-/duod.ulc., oesophag. ulcerat., large intest.ulc., intest.perforat., oesophagit., melaena, pancreatit., colit., haemorrhoid. haemorrh., freq.bowel movem., mouth ulcerat., abnorm. hepat.funct., incr.hepat. enzym., hepatit./ fulmin.-, hepat.fail. hepat.necros., cholestas., cholestat.jaund., alopec., urticar., ecchymos., angioed., photosens., exfoliat. dermatit., erythema multiforme, SJS, TEN, DRESS, ac.general. exanthemat. pustulos. (AGEP), dermatit.bull., lipoma, allerg.dermatit., ganglion, musc.sp., myosit., low.limb fract., incr. bld. creatin./-urea, ac.ren.fail., hyponatraem., tubul.interstit.nephrit., nephrot.syndr., glomerulonephrit.minim.les., nephrolithias., noctur., menstr.disord., fac. oed., chest pain. Freq. unknown: Anaphylax., cerebr.infarct., paraesthes., somnol., atax., dysgeus., IC haemorrh. incl. fatal, asept. meningit., epilep.incl.aggrav., ageus., anosm., CV thrombot.events, fem. infertil., vag.haemorrh., breast tender.

Special warnings and precautions: Safety & effic.of treatm.exceed.12 wks.in osteoarthrit. & 24 wks.in rheumat.arthrit.not est., poss.incr.risk of ser.CV thrombot. events/ MI & stroke which may be fatal, high.CV event risk with high.dos.& long. treatm. durat., CV risk fact.e.g hypertens./ diab./ smok.& hypercholesterolaem., re-eval.ther.period. esp.in osteoarthrit., not a substit.for aspir.for CV thrombo-embol. dis.prophylax., do not discont. antiplatel. ther., pts.at risk of GI complicat.with NSAIDS/ elderly/ other concom.NSAID or antiplatelet drugs (even aspir.at low dos.)/ glucocortic./ alcohol/ prior hist of/act.GI dis., avoid concom.non-aspir. NSAID’s, CF hist./LV dysfunct./ hypertens./ pre-exist.oed., diuret.treatm., hypovolaem. risk, monit.BP on ther.init.& dur.ther., ren.toxic.risk fact.incl.imp.ren.funct./ HF/ liv. dysfunct./ diuret.ther./ ACEI/ ARB ther & elderly, init.appropr.meas.if organ syst.funct.(ren/hepat.) deterior.& consid. discont., correct.dehydrat.bef.init.ther., known/ suspect.poor CYP2C9 metabolis., great.risk of ser. skin reacts./ hypersens.reacts.in sulphonamide/ any drug allergy hist., discont. ther.at 1st sign of skin rash/ mucos.les./ other hypersens.reacts., fev.& other signs of inflamm.poss.mask., monit.anticoag. activ.when init.ther/ chang.dos./ concom.novel anticoags.eg apixaban/ dabigatran & rivaroxaban, lact.intol., monit.for poss.methotrex. -relat.toxic., monit.Li lev., prostagland.synthes.inhibit.poss. advers. affect.pregn. /embryo/ foet.developm., excret.in breast milk, assoc.reversib.infertil., eval.effs.bef.driv./perform.complicat.tasks, not stud.in childr.und.18 yrs.

Interactions: Incr.prothromb.time with warfar./ other anticoags., antihypertens.eff.of ACEI/ ARB/ diuret.& β-block. dimin.& ac.ren.insuffic.risk incr., natriuret.eff.of furosemide & thiazides reduc. due to inhibit.of ren. prostaglandin synthes., nephrotox.eff.of ciclospor./ tacrolimus poss.incr., incr.GI ulcerat. rate with concom.aspir.with no evid.that concom. aspir.will mitigate incr.risk of assoc.ser.CV thromboembol. events, plasma conc.of meds.that are substrates of CYP2D6 enzym.incr., CYP2C9 catalys. metabol. inhibit., Cmax & AUC of Li incr., plasma conc.incr.by fluconazole a CYP2C9 inhibit., CYP2C9 induc.reduc. plasma conc.
 XE "Rayzon" RAYZON, Pfizer [P/S] 
Parecoxib

Indications: Short-term managem.of post-op.pain incl.hip replacem.surg.for up to 48 hrs.

(S3) POWD.FOR INJ, 36/2.9/0120

700838-001: 40 mg, 5 vials R419,00
723654-001: 40 mg, 10 vials R838,03
Dosage: Admin.IV/IM. IV bolus may be admin. rapidly direct.into vein/existing IV line. Analges. onset 7-14 mins.& peak eff.within 2 hrs. Analges. durat.7-24 hrs. aft.sngl.dos. Transf.to altern.oral ther.when clinic.indic. Admin.low.effect.dos.for short.durat.poss.

Recomm.dos: Init.40 mg IV/IM, follow.by 20 mg or 40 mg 6-12 hrly. Max.dly dos. 80 mg. Concom. opioid use: Optim.eff.is achiev.when Rayzon admin.at end of hip replacem.surg.at a fix.time interv.i.e 12 hrly. prior to opioid admin.

Contraindications: Sulphonamide hypersens. hist., bronchosp., ac.rhinit., nas.polyps, angioed., urticar./allerg.-type reacts.precipit.by acetylsalisal. acid or NSAID’s incl.other COX-2 specif. inhibit., sev.ren./hepat.impairm., post-op & peri-op. analges. in coron.artery bypass surg., est.ischaem heart dis. and/or cerebrovasc.dis.& periph. arter. dis., pregn.& lactat., childr.und.18 yrs.
Side effects: CV/cerebrovasc./GI events/cutan. reacts.which may be fatal, abnorm.stern.serous wound drain., wound infect., post-op anaem., thrombocytopaen., hypokalaem., hyperglycaem., agitat., insomn., hypoaesthes., dizzin., bradycard., fluid retent., periph. oed., aggrav. hypertens., dysrhythm., hypo-/hypertens., palpitat., tachycard., CCF, pharyngit., resp.insuffic., GI disturbs. incl. upper GI perforat./ulc.or bleeds, alveol.osteit., skin reacts.incl.exfoliat. dermatit./Stev.John.syndr./ tox.epiderm.necrolys., ecchymos., incr.sweat., back pain, arthralg., oligur., asthen., earache, loc. reacts., ren.fail., hypersens.reacts. incl.anaphylax. & angioed.

Special precautions: CV risk fact., high.dos./ prolong.durat., not a substit.for aspir.for CV prophylax., no evid.that concom.aspir.will mitigate incr.risk of assoc.ser.CV thromboembol.events, sev. ren.impairm., mod.hepat.impairm., correct dehydrat.bef.init.ther., comprom.card.funct.or other condits. predispos.to/worsen.by fluid retent., pre-exist.CHF/hypertens., discont.at 1st appear.of skin rash/other hypersens.reacts., fev.poss.mask., monit.incis.for infect.signs, GI perforat./ulc.or bleed. hist., elderly partic.fem.pts.weigh.less than 50 kg, monit. ren.funct.with ciclosp.& tacrolimus, concom.Li, monit. anticoag.ther., concom.ACE inhibits., reduc.dos.with concom.fluconazole, use with sterile water/Lact.Ringer’s/ 5% Gluc.in Lact. Ringer’s not recomm.

Drug interactions: Nephrotox.of cyclospor.& tacrolimus incr., poss.natriuret.eff.of furosem.& thiaz.reduc., plasma expos.incr.with fluconazole & ketoconazole, Li clear. decr., incr.bleed.complicat. risk with warfar., ACE inhibits. antihypertens.eff. dimin. with Rayzon inhibit.

See also MDR page 695.
 XE "Vexicop" VEXICOP, Macleods [P/S]

Celecoxib

Indications: Symptom.treatm.of inflamm./ pain in osteoarthrit. (OA)& rheumat.arthrit.(RA), post.dent.surg. pain, mild to mod.post-op/ musculoskelet.pain/ prim. dysmenorrh., relief S&S.of ankylos.spondylit(AS).

(S3) CAPS, 49/3.1/0047, 0048

3005275-001: 100 mg, 60, R84,00
3005276 -001: 200 mg, 30, R84,00
Dosage: Low.effect.dos.for short.durat. Not stud. in pts.<.18 yrs.

OA: Recomm.dly.dos: 200 mg as sngl. dos./ 2 div.dos. Dos.up to 400 mg/day have been stud.

RA: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit. 200 mg dos.

Mild to mod musculoskelet.pain: Recomm. dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh: Recomm.dos: 400 mg init.follow.by addit.200 mg dos.if need.on 1st day thereaft.200 mg 2x/day on subseq.days.

AS: Recomm.dos: 200 mg dly.as sngl. dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., known sulphonamide hypersens, act.pept.ulcer./ gastr.bleed., inflamm. bowel dis., sev.hepat./ ren.funct.impairm., CHF, asthma/ urticar./ allerg.-type reacts.precipit.by aspir. or NSAID’s incl.other COX-2 specif.inhib., est. ischaem.heart dis.&/or cerebrovasc.dis.& periph.arter.dis., peri-operat.analges.in coron.artery bypass surg., pregn.& women of childbear. potent.unless using effect. contracept., lactat.

Side effects: Freq.: Sinusit., URTI, pharyngit., UTI, bronchit., hypersens., allerg aggrav., incr. weight., insomn., dizzin., hypertonia, headache, MI, angina pect., hypertens. (incl. aggrav.), rhinit., cough, dyspn., N&V, abdom. pain, diarrh., dyspeps., flatul., dysphag., irritable bowel synd., tooth disord., rash, prurit, arthralg., influenza-like illn., periph. oed./ fluid retent., accid. injury. Less freq.: Helicobact. infect., herpes zost., erysipel., bronchopneum., labyrinthit., gingiv. infect., anaem., leukopen., thrombocytopen., pancytopen., agranulocyt., ecchymos., anaphylact. shock/ react., angioed., hyperkalaem., incr. bld sod., anx., depress., fatig., confus. state, hallucinat., blurred vis., conjunctivit., eye haemorrh., retin. artery/ vein occlus., vitreous float., conjunct. haemorrh., tinnit., hypoacus., dysphon., cardiac fail., palpitat., tachycard., dysrhythm., pulm. embol., flush., vasculit., DVT., bronchospasm, pneumonit., constip., gastrit., stomat., GI inflamm. (incl. aggrav.), eruct., GI haemorrh., duoden. ulcer, gastr. ulcer, oesophag./  intest. ulcer, large intest. ulcer, intest. perfor., oesophagit., melaena, pancreatit., colit., haemorrhoid. haemorrh., freq. bowel movem., mouth ulcer., abnorm. hep. funct., incr. hep. enzymes (incl. AST & ALT), hepatit., hep. fail. (somet. fatal or req. liver transpl.), fulmin. hepatit. (somet. w/ fatal outcome), hep. necros., cholestas., cholestat. jaund., urticar., ecchymos., alopec., photosens., exfol. dermatit., eryth. multiform., SJS, TEN, DRESS, AGEP, bull. dermatit., lipoma, allerg. dermatit., ganglion, muscle spasms (leg cramps), myosit., lower limb fract., incr. bld creatin/ bld urea, ac. ren. fail., hyponatraem., tubulointerstit. nephrit., nephrot. syndr., glomerulonephrit. minim. lesion, nephrolith., noctur., menstr. disord., face oed., chest pain. Freq. unknown: Anaphylax., cerebral infarct., paraesthes., somnol., atax., dysgeus., intracran. haemorrh. (incl. fatal), asept. meningit., epilep.(incl. aggrav.), ageus., anosm., CV thrombot. events, arrhythm., fem. infertil./ decr. fertil.
Special warnings and precautions: May predispos. to CV/ cerebrovasc./ GI events/ cutan. reacts. poss.fatal, S&E in treatm.exceed. 12 wks.in OA/24 wks.in RA not est., poss.incr.risk of ser.CV thrombot.events/ MI/ stroke which poss.fatal, high.CV event risk with high.dos.& long.treatm.durat., CV risk fact. e.g hypertens./ diab./ smok.& hypercholesterolaem., not a substit.for aspir.for CV prophylax., do not discont. antiplatel. ther., pts.at risk of GI complicat.with NSAIDs/ elderly/ othr concom.NSAID or antiplatelet drugs (even aspir.at low dos.)/ glucocortic./ alcoh./ prior hist of/act.GI dis., avoid concom.non-aspir. NSAIDs, discont.ther.at 1st sign of skin rash/ mucos. les./othr hypersens.signs., CF hist./ LV dysfunct./ hypertens./ pre-exist.oed./ diuret.treatm., monit.exist.CHF/ hypertens., ren. funct. monit. in advanc.ren.dis., monit.S&S of liv.dysfunct./ abnorm.LFT, dehydrat.correct.bef. init. ther., signs of inlammat./ fev. masked, anaphylact. reacts., monit.anticoag.activ.when init.ther./ chang. dos., lact.intol., DM, concom.drugs known to inhib.CYP2C9 & meds.metabol.by CYP2D6, pts.known/ susp.to be poor CYP2C9 metabolis., concom. Li, excret.in breast milk, consid.withdr.in women exper.diffic. conceiv./ underg.infertil. investigat., no evid.that concom.aspir.dimin. incr.risk of assoc.ser.CV thromboembol.events., not stud.in childr.< 18 yrs., monit. BP dur.init/ throughout ther.

Interactions: Incr.prothromb.time with warfar./ othr anticoags., antihypertens. eff.of ACEI/ ARB/diuret.& β-block. dimin.& ac.ren.insuffic.risk incr., incr.GI ulcerat. rate with concom.aspir.with no evid.that concom. aspir.will mitigate incr.risk of assoc.ser.CV thromboembol. events, nephrotox.eff.of ciclospor./ tacrolimus poss.incr., plasma conc.of meds.that are substrates of CYP2D6 enzym.incr., CYP2C9 catalys. metabol.inhibit., monit.for poss.methotrex.-relat.toxic., monit.Li lev., plasma conc.incr.by fluconazole a CYP2C9 inhibit., CYP2C9 induc.(eg rifampicin/ carbamazepine & barbit.) reduc.plasma conc., natriuret. eff.of furosemide & thiazides reduc. due to inhibit.of ren. prostaglandin synthes.

 XE "Zylicib" ZYLICIB, Zydus [P/S]

Celecoxib.
Indications: Symptom.treatm.of inflamm./pain in osteoarthrit. (OA) & rheumat.arthrit.(RA), pain post.dent. surg., mild to mod.post-op/musculoskelet.pain / prim.dysmenorrh., relief S&S.of ankylos.spondylit.

(S3) CAPS, 47/3.1/0641, 0642

3006127-001: 100 mg, 60, R84,30
3006128-001: 200 mg, 30, R84,30
Dosage: Low.effect.dos.for short.durat.
OA: Recomm.dly.dos: 200 mg as sngl.dos./2 div.dos. Dos.up to 400 mg/day studied.
RA: Recomm.dly.dos: 100- 200 mg 2x/day.

Pain post dent.surg: Recomm.dos: 100-200 mg up to max.dly.dos.of 400 mg. Dos.interv.not less than 4 hrs.

Mild to mod post-op pain: Recomm.dos: 200 mg dly. Some pts.may benef.from addit.200 mg 
Mild to mod musculoskelet.pain: Recomm.dos: 200 mg 2x/day.

Mild to mod prim.dysmenorrh.: Recomm. dos: 400 mg init.follow.by addit.200 mg dos.if need. on 1st day thereaft.200 mg 2x/day on subseq.days.

Ankylos.spondylit: Recomm.dos: 200 mg dly.as sngl.dos.or 100 mg 2x/day. Some pts.benef.from tot. dly.dos.of 400 mg.
Contraindications: Known sulphonamide hypersens., sev.hepat./ ren.impair., asthma/ urticar./ allerg.-type reacts.precipit.by aspir.or NSAIDs incl.other COX-2-inhibit., est.ischaem heart dis &/or cerebrovasc.dis.& periph.arter.dis., peri-operat.analges.in CABG, act.pept.ulcerat./ GI bleed., inflam.bowel dis., pregn., women of child.bear.potent.unless using effect.contracept, breastfeed.

Side effects: Freq: Sinusit., URTI, pharyngit., UTI, bronchit., allerg aggrav., hypersens., incr.weight, insomn., dizzin., hyperton., headache, MI, angin.pector., hypertens., rhinit., cough, dyspn., abdom.pain, diarrh., dyspeps., flatul., N&V, dysphag.,IBS, tooth disord, rash, prurit., arthralg., influ.-like illn., periph.oed., fluid retent., accid.injury.Less freq: Helicobact.inf., herpes zost., erysipel., bronchopneum., labyrinthit., gingivit., anaem., ecchymos., thrombocytopen., leucopen., pancytopen., angioed., anaphylact.shock, anaphylact.react., hyperkalaem.,incr.bld sod., anx., confus.state, depress., hallucinat., blurr.vis., conjunctivit., eye haemorrh., retin.artery/-vein occlus., vitreous floaters, conjuct.haemorrh., tinnit., hypoacus., dysphon., dysrhythm., palpitat., tachycard., CF, pulm.embol., flush., vasculit., DVT, bronchosp., pneumonit., constipat., gastrit., stomatit., GI inflammat./-haemorrh., eructat., pancreatit., gastric-/ duod.ulc., oesophag.ulcerat., large intestin.ulc., intestin.perforat., oesophagit., melaena, colit., freq.bowel movem., mouth ulcer., abnorm.hepat.funct., incr.hepat.enzym., hepatit./ fulmin.-, hepat.fail.somet.fatal, hepat.necros., cholestas., cholestat.jaund., alopec., urticar., ecchymos., photosens., exfoliat.dermatit., erythema multiforme, SJS, TEN, DRESS, ac.gen.exanthemat.pustulos., dermatit.bull., lipom., allerg. dermatit., ganglion, musc.sp., myosit., lower limb fract., incr.bld.creatin./-urea, ac.ren.fail., hyponatraem., tubul.interstit. nephrit., nephrot. syndr., glomerulonephrit.minim.les., nephrolithias, noctur., menstr. disord., fac.oed., chest pain.Freq. unknown: Stroke, paraeshes., somnol., atax., dysgues., IC haemorrh.incl.fatal, asept. meningit., epilep.incl.aggrav., ageus., anosm., CV thrombot. events, fem.infertil./ decr.fertil., vag.haemorrh., tender breasts.

Special warnings and precautions: Predisp.to CV incid./ cerebrovasc.incid./ GI events/ cutaneous reacts poss.fatal., S&E of treatm.exceed.12 wks.in OA.& 24 wks.in RA.not est., incr.number of serious CV events, mainly MI, poss.incr.risk of ser.CV & thrombot.events with long-term use, CV risk fact.eg.hypertens./ diab./ smok.& hyperlipidaem., not a substit.for aspir.for CV thrombo-embol.dis.prophylax., do not discont.antiplatel.ther., anaphylactoid reacts., pts.at risk of GI complicat.with NSAIDs/ elderly/ othr concom.NSAID or antiplatel.drugs (even aspir.at low dos.)/ glucocortic./ alcoh./ prior hist of act.GI dis., avoid concom.non-aspir.NSAID s, CF hist./ LV dysfunct./ hypertens./ pre-exist.oed./diuret.treatm., hypovolaem.risk, monit.CHF /hypertens.pts., ren.toxic.risk fact.incl.imp.ren.funct./ HF/ liv.dysfunct./ diuret.ther./ ACE-I/ ARB ther & elderly, severe hepat.reacts., rehydrate pts.bef.therap., poor CYP2D6 & CYP2C9 metabolis., discont.ther.at 1st sign of skin rash/ mucos.les./ othr hypersens.reacts., reports of DRESS, may mask fever & othr signs of inflamm., monit. anticoagl.activ.with warfar., incr.bld.risk with anticoag., cont. lactose, no data & not recomm.in childr.< 18 yrs., poss.delay/ prevent.rupture of ovar.follicl. result in revers.infertil.
Interactions: Incr.prothromb.time with warfar./ other anticoags., red.antihypertens.eff.of ACE-I/ ARB / diuret.& β-block., poss.red.natriuret.eff.of furosem. & thiazides, nephrotox.eff.of ciclospor./ tacrolimus poss.incr., incr.GI ulcerat./othr.GI complicat. with concom.aspir.with no evid.that concom. aspir.will mitigate incr.risk of assoc.ser.CV thromboembol. events, plasma conc.of meds.that are substrates of CYP2D6 (eg.TCA/ SSRI/ neuroleptics/ antidysrhythmics) enzym.incr., inhibit CYP2C19 catalys.metabol., monit.for poss.methotrex. -relat.toxic., start/ withdraw Li, plasma conc.incr.by fluconazole a CYP2C9 inhibit., CYP2C9 induc.(eg. rifampic./ carbamazep.& barbit.) reduc.plasma conc.

4.2
Anti-gout
 XE "Adco-Allopurinol" ADCO-ALLOPURINOL AI Pharm Ltd [P/S]

Allopurinol
Indications: Prophylact.treatm.of gout & hyperuricaem. assoc.with other condits., hyperuricaem. assoc.with leukaem/ radiother./ antineoplast./diuret.ther

(S3) TABS. 29/3.3/0229
719128-001: 300 mg, 30, R82,62
Dosage: Intermitt.gout treatm: Init. 50 mg 2x/day incr.as reqd.to 200-400 mg/ day in div.dos. Sev.cases: up to 600 mg may be necess.

Hyperuricaem.assoc.with leukaemia: Init. 200 mg 3xdly 2-3 days bef.radiother./ antineoplast. agent adjust to maint.of usually 300-400 mg dly. Childr: Init. 8 mg/ kg bm dly.
Contraindications: Prev.ser.adverse effs., lactat., childr.except those with malign., ac.gout, concom.chlorpropamide.
Side effects: Skin & bld.hypersens. reacts., fev., chills, malaise, musc.ache, arthralg., vasculit., periph.neurit., bone marr. depress., cataract., CNS effs., alopec., GI disturbs., precipitat.of ac. gout.

Special precautions: Adeq.fluid intake to maint.urin.vol.above 2 L, ren.impairm., xanth. stone format.in childr.with Lesch Nyhan syndr.which may be minim.by urine alkalinsat.& incr.dly.fluid intake.

Drug interactions: Inhibits metabol.of mercaptopurine, competes with chlorpropamide for ren.tubul.excret. prolong. chlorpropam.hypoglycaem.act.if ren. funct.poor.
 XE "Allopurinol Kiara" ALLOPURINOL 100, 300 KIARA, Kiara [P/S]

Allopurinol

Indications: Gout, hyperuricaem.assoc.with leukaem./ result.from radiother./use of antineoplast. meds./dur.thiazide diuret.treatm.

(S3) TABS, P/3.3/180, 181

738778-036: 100 mg, 30, R24,58
738786-004: 300 mg, 30, R74,54
Dosage: Admin.aft.meals. Maint.dly.urin.vol.>2 lit. with suffic.fluid intake.

Adults: 2-10 mg/kg bm/day. Init: 50 mg 2x/day. Incr.dos.as requir.up to 200-400 mg/day in div.dos or sngl.dos. Sev.gout up to 600 mg dly. Max.dos: 800 mg/day. 

Childr.und.15 yrs: Init.8 mg/kg bm.dly., incr.up to 20 mg/kg dly. Titr.dos.acc.to bld.lev.
Contraindications: Sev.hepat./ren.disords., ac. gout attack, childr., lactat.(except those with malign.), safety in pregn.not est.

Side effects: Stomatit., allerg.dermatit., skin reacts. incl.erythema multiforme, loosen.of fingernails, Stev.-John.syndr., tox.epiderm. necrolys., alopec., macul.changes & furunculos., gouty arthrit.attacks, musc.pain, depress., CNS effs., periph.neurit., paralys., paraesthes., neuropathy, diabet.mellit., bld.dyscras., steatorrhoea, hepatotoxic., hepatomegaly, hepat. necros., granulomat., hepatit., abnorm.liv tests, headache, hypersens.vasculit., hypertens., oed., GI disturbs., haematur., xanthine ren.calcul., xanthine deposit. ren./urin.disords., ren.urate stone impact., vis. disords., cataracts, impot., asthen., hypersens. reacts.

Special precautions: Mobilisat.of urate deposit. poss.result in exacerbat.of attacks of gouty arthrit., in ac.gouty attacks treat first with colchicine/ indomethacin, concurr.Fe admin.not recomm.in haemochromatos.pts., monit prothromb.activ.in pts. receiv.concom.coumar.anticoags., extra vigilance necess.to recogn.enhanc.tox.effs with concom. adenine arabinoside., distrib.in breast milk, ren.fail., discont.immed.if skin reacts.occur, assess exist.urate & urin.acid ser.lev.bef.institut. cytotox.ther., correct hyperuricaem.& /hyperuricosur. prior to start cytotox.treatm., adeq. hydrat. to maint.max.diures.

Drug interactions: Inhibits metab.of azathioprin & 6-mercaptopurine, uricosur.meds.may reduc. therapeut. activ., prolong.hypoglycaem.act.of chlorpropamide in imp.ren.funct., interfer.with hepat. inactiv.of oral anticoags., plasma half life of adenine orabinoside incr., alcoh./diazox./ mecamylam. or pyrazinam.poss.incr.ser.uric acid conc., poss.incr.potent.bone marrow depress.with concurr.cyclosphospham.& poss.other antineoplast. agents, incr.poss.of allopurin.-induc. xanthine kidn.stone format.with urin.acidifiers., theophyll./aminophyll or oxytriphyll.clear.poss. decr., concurr.cyclospor.decr.cyclospor.metabol.

 XE "Aspen Colchicine" ASPEN COLCHICINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Colchicine.
Indications: Emerg.ac.gout attacks.

(S2) TABS. C0822 (Act 101 1965)
715271-009: 0,5 mg, 12, R62,40
(S2) DS TABS. 41/3.3/0260
722289-001: 1 mg, 6, R32,86
Dosage: Ac.gout: Init: 0,5-1 mg then 0,5 mg 2 hrly. till relief obt./GI sympts pres. Max.tot.dly.dos: 6 mg not to be exceed. Min.3 days but pref.7 days to elapse betw.cours.to avoid cumulat.toxic. Do not use to treat pain from other caus.
Contraindications: Pts.undergo.haemodialys., sev.ren.impaim., sev.hepat.impairm., concom.P-gp/potent CYP3A4 inhibit.taken by pts.with ren./ hepat.impairm., myelosupress., leucopen., granulocytopen., thrombocytopen., aplast.anaem., pregn.& lactat., child bear.potent.women unless effect.contracept.in use, concom.macrolide antibiot.& pristinamycin
Side effects: Freq: N&V, abdom.pain, diarrh. Less freq: Burn.of throat, urticar., morbilif.erupt. Freq.unknown: Bone marr.depress.with agranulocytos./ thrombocytopen./aplast.anaem./ leucopen.& neutropen., periph.neurit., periph. neuropathy, hypotens., profus.diarrh., GI haemorrh., hepatotox., hepat. damage, alopec., skin rash/ burn., myopathy, rhabdomyolys., ren. damage & dehydrat., amenorrh., dysmenorrh., oligosperm., revers.azoosperm.
Special warnings and precautions: Fatal overdos. report., keep away from childr., elderly & debilitat.who may be suscept.to cumulat.toxic., period. monit.of bld.pic.discont.immed.in pres.of bld. dyscras.S&S and perform.full haematolog. investigat., card./hepat./ren.& GI dis., discont./ reduc.dos.in presc.of GI S/E, monit.for toxic., myotoxic. incl.rhabdomyolys.poss.esp.in combinat. with meds.known to cause this eff., INR monit. with oral anticoag.& poss. dos. modificat.dur.& aft. treatm., advise pts.to report musc.pain/weakn., lactat. as excret.in breast milk, cont.lact.
Interactions: Incr.bld.conc.& toxicity potent. with P-glycoprot./strong CYP3A4 inhibit., myopathy & rhabdomyolis.report.with statins./fibrates/ ciclospor. & digox., incr.risk of GI disords.& incr. bld. uric acid conc.with alchol, incr.GI sympts.& bld. disords.with NSAID’s, effs.of oral anticoag. incr., leucopen.& thrombocytopen.effs.poss. intens. with concurr./recent meds caus.same effs., addit. bone marr.depress.effs.of bone marr. depress. /radiat.ther., vit.B12 absorpt.imp., activ. poss. interfer.with from incr.ser.uric.acid from thiazide diuret.
 XE "Colchicine Houde" COLCHICINE HOUDE, Cipla Medpro [P/S]

Colchicine.
Indications: Emergency ac.gout.attacks.

(S2) TABS. C665.

715298-004: 1 mg, 6, R31,66
Dosage: 1 tab immed. then ½ tab.2 hrly till pain reliev.or vomit.& diarrh. interven. Max.tot.treatm.course: 6 mg.
Contraindications: Pregn., sev.ren./ hepat. insuff., concom.macrolide antibiot./pristinamycin, galact.intol., Lapp lact.defic., gluc.-galact. malabsorpt. syndr., sucrase/isomalt. defic.

Side effects: Bld.dyscras., revers.neuromyopath. disords./azoosperm., N&V, abdom.pain, ren.& hepat. damage/dehydr./hypotens./profuse diarrh. & poss.GI haemorrh.with large dos., skin reacts. incl.morbillif.erupt., alopec.aft.prolong.treatm., rhabdomyolys.

Special precautions: Reduc./discont.at signs of GI disturbs as freq.1st signs of toxic., card./hepat./ ren./ GI dis., elderly/debilit.pts., do not exceed dos., concom. oral anticoag./ciclosporin, monit. esp.init.with concom. HMG-CoA reduct.inhibits., teratogen.in animals, pass.into breast milk, toxic.signs, avoid in bld.disords., creat.clear. assessm.bef.init.ther. esp.in elderly, concom. treatm.weaken.ren./hepat.funct. &/introd.bone marrow/musc.toxic.assessm.bef.init.ther.

Drug interactions: Incr.oral anticoag.eff., incr. neuromusc. eff.with ciclosporin, incr.musc.effs. esp. rhabdomyolys. with HMG-CoA reduct. inhibits., incr.ser.uric lev.with thiazide diurets., poss.Vit. B12 absorpt.interfer., poss.incr.colchicine effs.somet.potent.fatal with macrolide antibiot.& pristinamycin.
 XE "Proben" PROBEN, (Aspen Pharmacare: Pharma) Pharmacare
Probenecid.

Indications: Reduc.freq.of ac.gout attacks, to prev.format.of new tophi & reduc.those pres.
(S3) TABS. C875 (Act 101/1965).

757152-007: 500 mg, 100, R630,42
Dosage: ½ tab. 2xdly. x1 wk., then 1 tab. 2xdly. May be grad.incr.to max. 2 g dly.in 2-4 div.dos.

Contraindications: Ren.uric acid calculi, bld. dyscras.

Side effects: Less freq.: N&V, headache, sore gums, flush., dizz., urin.freq., anaem., skin rash., hypersens. react., precipat.of ac.gout attack.

Special precautions: Pept.ulcerat.

Drug interactions: Salicyl.eff.antagon. uricosuric.eff.

 XE "Puricos" PURICOS, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Allopurinol.

Indications: Gout & hyperuricaem.assoc with other condits.in adults, hyperuricaem. assoc.with leukaem./ radiother./use of anti-neoplast.meds.or thiazides 

(S3) TABS. K/3.3/305, L/3.3/257.

758310-005: 100 mg, 100, R99,98
758329-008: 300 mg, 30, R82,80
Dosage: Gout: Init.50 mg 2xdly. Incr.if reqd.to 200-400 mg dly in div.dos. Max.900 mg dly.
Hyperuricaem.assoc.with leukaem: Init. 200 mg 3xdly.commenc.2-3 days bef.ther.adjust.to maint.dos.300-400 mg dly. Childr: 8 mg/kg bm dly.

Contraindications: Pregn., lactat., childr. (except. with malign.).

Side effects: Freq: Rash. Less.freq: Furunculos., bld.dyscras., hypersens.reacts., SJS/ TEN/ skin erupts., exfoliat.rash, alopec., angioed., discolour. hair, vasculit., angioimmunoblast. lymphadenopathy, diab.mellit., hyperlipidaem., drowsin., depress., headache, periph.neurit., seiz., paraesthes., coma, paralys., atax., somnol., cataract, vis.disturbs., macul.changes., vertigo, angina, bradycard., hypertens., GI disturbs., hepat. damage, hepatotox., alter.liv. funct., hepatit., arthralg., ren.damage, haematur., uraem., gynaecomast., male infertil., erect.dysfunct., fev., chills, malaise, oed., asthen.

Warnings and special precautions: Not for ac. gout attck treatm.,withdraw immed. if skin rash/ oth.evid.of sensit.occ., prolong.hypoglycaem.act.of chlorpropamide in imp.ren.funct., adeq.fluid intake for dly.urin.output >2L, ren.impairm., ren.dialys., hepat. impairm., period.liv.funct.test recomm. dur.early stages of ther.in hepat.impairm., hypertens. & card.insuffic.treat.with diurets.& ACE inhibits., discont.perm.with recurr.skin rash./ SJS/TEN, concom.thiaz.diuret., adeq.hydrat to minim. poss.xanthine deposit.in urin.tract, cont. lact., asymptomat.hyperuricaem.generally not consider. an indicat.for use, perm.discont.in case of vasculit. & tiss.response manifestat.incl.hepatit. / ren. impairm./seiz./anaphylact.shock, reduc.dose of concom. 6-mercaptopurine & azathioprine, monit. pts.receiv.concom.anticoags., consid. alternat. to concom.ampicillin/amoxicillin where avail., concom.didanosine

Interactions: Action of mercaptopurine/ azathioprine prolong., half-life of vidarabine incr., therapeut. activity poss.reduc.with concom. salicylat probenecid/ large.dos., enhanc.bone marr.suppress.with concom.cyclophosphamide & other neo-plast.meds., theophyll.clear.reduc., risk of prolong.hypoglycaem.activ.with chlorpropamide, incr. eff.of warfarin, hepatic.oxidat.of phenytoin poss.inhibit., incr.in freq.of skin rash with concom. ampicillin/amoxicillin, incr.plasma conc.of ciclospor./ didanosine

 XE "Zorikos" ZORIKOS, (Activo) Forrester [P/S]
Allopurinol.

Indications: Gout & hyperuricaem.assoc with other condits.in adults, hyperuricaem. assoc.with leukaem./ radiother./use of anti-neoplast.meds.or thiazides 

(S3) TABS. 49/3.3/0913, 0914.

3003454-001: 100 mg, 100, R82,80
3003456-001: 300 mg, 30, R59,80
Dosage: Admin.aft.meals. Maint.dly.urin.vol.>2 lit. with suffic.fluid intake.

Gout: Init.50 mg 2xdly. Incr.if reqd.to 200-400 mg dly in div.dos. Sev.gout up to 600 mg dly. Max. 900 mg dly.

Hyperuricaem.assoc.with leukaem: 2-10  mg/ kg bm/day. Init. 200 mg 3xdly.commenc.2-3 days bef.ther.adjust.to maint.dos.300-400 mg dly. 

Childr.und.15 yrs: 10-20 mg/kg bm.dly.up to max.400 mg/day.

Contraindications: Pregn., lactat., childr. (except. with malign.).

Side effects: Freq: Rash. Less.freq: Furunculos., bld.dyscras., hypersens.reacts., SJS/ TEN/ skin erupts., exfoliat.rash, alopec., angioed., discolour. hair, vasculit., fix.drug.erupt., angioimmunoblast. lymphadenopathy, diab.mellit., hyperlipidaem., drowsin., depress., headache, neurop., paraesthes., coma, paralys., atax., somnol., taste pervers.,cataract, vis.disturbs., macul.changes., vertigo, angina, bradycard., hypertens., GI disturbs., alt.LFT, hepatit., arthralg., haematur., uraem., gynaecomast., male infertil., erect. dysfunct., fev., chills, malaise, oed., asthen.

Warnings and special precautions: Not for ac. gout attck treatm.,withdraw immed. if skin rash/ oth.evid.of sensit.occ., pts.with HLA-B*5801 allele assoc.with signific.incr.hypersens.react.risk, prolong. hypoglycaem.act.of chlorpropamide in imp. ren. funct., adeq.fluid intake for dly.urin. output >2L, elderly, ren.impairm., ren.dialys., hepat. impairm., period.liv.funct.test recomm. dur.early stages of ther.in hepat.impairm., thyroid disords., hypertens. & card.insuffic.treat.with diurets. & ACE inhibits., discont.perm.with recurr. skin rash./ SJS/TEN, concom.thiaz.diuret., adeq. hydrat to minim. poss.xanthine deposit.in urin. tract, cont. lact., asymptomat.hyperuricaem. generally not consid.an indicat.for use, reduc.dose of concom. 6-mercaptopurine & azathioprine, monit. pts.receiv.concom.anticoags., consid. alternat. to concom.ampicillin/amoxicillin where avail., concom.didanosine, reg.bld.count monitor. with concom.cytostatics., do not admin.AlOH within 3 hrs., monit.plasma lev.of concom. theophyll.

Interactions: Mercaptopurine/azathioprine act.prolong., half-life of vidarabine incr., therapeut. activity poss.reduc.with concom.salicylat probenecid/ large.dos., freq.bld.dyscras.with concom. cyclophosphamide & cytostat., theophyll. clear.reduc., risk of prolong.hypoglycaem.activ. with chlorpropamide, incr.eff.of warfarin, hepatic. oxidat.of phenytoin poss.inhibit., incr.in freq.of skin rash with concom. ampicillin/amoxicillin, incr.plasma conc.of ciclospor./ didanosine

4.3
Topical agents
NORFLEX GEL (MDR Listing)
 XE "Athru-Derm" ATHRU-DERM, Activo[P/S]
Diclofenac sod.

Indications: Loc.traumat.inflam.& pain.

(S1) LOT, 31/3.1/0383. 1,0 g/100 g.

852201-001: 1 %, 50 g, R55,03
Dosage: Apply to intact skin 2-3xdly.

2-4 g (1-2 fingertips) 3-4xdly.to affect.area. Use low. eff.dos.for short.durat

Contraindications: Hypersens.to aspir.& other NSAID’s, diffuse skin dis./burns/ulc., porphyr., safety & effic.in childr.nor est., safety in pregn.not est.

Side effects: Skin itch./redden./smart./rash, poss.syst.S/E with prolong.use incl.headache/ dizzin./tinnit./GI disturbs.incl.bleed., hypersens., fev., hepatotoxic., asept.meningit., bronchosp.in asthma pts., ac.ren.fail., cystit., haematur., interstit. nephrit., nephrot.syndr., skin reacts., bld.dyscras., eye disords.

Special precautions: Apply to intact surfac., not applied to skin wounds/open injur., no cont.with eyes/ muc.membr., not to be taken by mouth.

Drug interactions: Rais.Li/digox./methotrex. conc., bioavail.reduc.by aspir.& vice versa with concom. use.

 XE "Norflex Gel" NORFLEX GEL, iNova [P/S] 
Benzydamine HCl

Indications: Short term treatm.for symptomat. relief of painful inflamm.musculo-skelet.condits. eg.myalg./bursit./sprains & strains/contus.& fract.aft. effs.

(S0) GEL, 32/3.1/0547. 3 g/100 g

723153-001: 30 g, R52,13
723153-002: 75 g, R130,32
(S1) FORTE GEL, 32/3.1/0391. 5 g/100 g
3002359-001: 30 g, R62,10
3002359-002: 75 g, R154,87
Dosage: Massage 35-85 mm (1-2,5 g) of either strength lightly into affect.area 3-6xdly depend.on sever.of condit. Do not use continuously for long.than 10 days without consult.Dr.
Contraindications: Safety in pregn.& lactat.not est.
Side effects: Freq.unknown: Anaphylact.react., photosens.reacts., loc.skin reacts.from erythema to papul.erupt.

Warnings and special precautions: Avoid contact with eyes and mucos.surf., not advis.if hypersens.to acetylsalicylic acid/other NSAID’s, bronch.asthma
See also MDR page 372.
 XE "Panamor" PANAMOR GEL, (Aspen Pharmacare:Consum)
Phamacare [P/S]
Diclofenac hydroxyethylpyrrolidine.
Indications: Loc.traumat.inflam.& pain.

(S0) GEL, 33/3.1/0058., 1,292 g/100 g.

702511-003: 30 g, R40,07
(S1) GEL, 33/3.1/0058., 1,292 g/100 g.

702511-001: 60 g, R92,84
702511-002: 100 g, R154,73
Dosage: Use low.eff.dos.for short.durat.

Adults only. Apply 2-4 g (1-2 fingertips) 3-4xdly.to affect.area.
Contraindications: Hypersens.to acetylsalicylic acid & other NSAID’s, porphyr., HF, est.ischaem. heart dis., cerebro vasc.dis., periph.arter.dis., GI bleed./perforat.hist. relat.to prev.NSAID’s, act./hist.of recurr.gastric ulc./haemorrh./perforat.

Side effects: System.effs.report.with applicat.to large areas over prolong.period. Freq: Pept.ulc./ perforat./GI bleed., naus., diarrh., gastrit., vomit., flatul., constipat., dyspeps., abdom.pain, melaena, haematemes., ulcerat.stomatit., colit./Crohn’s dis.exacerbat., skin rash, eczema, erythema, dermatit. Less freq: Pustul.rash, hypersens.reacts. incl. anaphylact.react.angioed., periph.oed., hypertens., CF, asthma, bullous dermtit.incl.Stev.-Johns. syndr.& tox.epiderm.necrolys., photosens. Freq. unknown: Bone marr.suppress., headache, dizzin., eructat., elev. transamin.lev., jaund., hepatit., itch., skin redden./smart., urticar., ren. fail., nephrot.syndr.

Warnings and special precautions: Hypertens., HF, HF poss.precipit.in compromis.pts., signific.CV event risk fact., elderly, GI bleed/ulcerat./perforat. risk high.with incr.dos., discont.if GI bleed./ulcerat. occurs & at 1st sign of skin rash/mucos.les.or other hypersens.signs, GI dis.hist., not on open skin wounds/ injur., avoid eyes & muc.membr., extern. use only, monit.bld.counts/ren.& hepat.funct.with prolong.ther., safety in pregn.not est., use dur. breastfeed. not recomm., safety & effic.in childr. not est.
Interactions: Rais.Li conc., two or more concom. NSAIDS’s poss. incr. S/E, corticoster incr.GI bleed./ perforat.risk, bioavail.of both Panamor gel & acetylsalicylic acid, reduc., GI bleed.effs.poss. enhanc.

 XE "Reparil" REPARIL-GEL, (Mylan) Takeda [P/S]

Aescin 1 g, diethylamine salicyl. 5 g/100 g.
Indications: Pain assoc.with superfic.soft tiss. injur., temporar.relief of minor pain & stiffn.of rheumat.& musc.soren.

(S1) GEL. G/13.9/2367.

759864-004: 20 g, R41,12
759864-012: 40 g, R82,25
759864-020: 100 g, R205,76
Dosage: Apply several x dly.
Side effects: Erythema, desquamat., urticr., angioneurot. oed.

Special precautions: Eczemat./ulcerat.areas, therap.irradiat.

 XE "Rheugesic" RHEUGESIC, Cipla Medpro [P/S] 

Piroxicam
Indications: Musculo-skelet., joint & soft tiss. disords., ac.trauma condits.

(S1) GEL. 34/3.1/0141. 5 mg/g.

893278-001: 40 g, R54,85
893278-002: 100 g, R137,13
Dosage: Apply 3 cm 3-4xdly.to affect.area. Review aft.2 wks. 

Contraindications: Aspir.hypersens., porphyr., not recomm.in childr.

Side effects: Skin reacts.incl.tox.epiderm. necrolys. & pemphigus vulgaris, phototoxic.reacts., nephrot. syndr., interstit.nephrit.

Special precautions: Excret.in breast milk, inhib.lactat., no studies done in pregn., elderly.

 XE "Voltaren Emulgel" VOLTAREN EMULGEL, GSK Consum. [P/S]
Diclofenac diethylammon.
Indications: Loc.traumat.inflam.& pain.

(S0) GEL. U/3.1/77. 1,16 g/100 g.

778257-002: 20 g, R34,52
778257-010: 50 g, R86,38
778257-029: 100 g, R213,96
Dosage: Adults only.

Apply 2-4 g 3-4xdly.to affect.areas.
Contraindications: Porphyr., safety in pregn.& lactat.not est., safety & effic.in childr.not est., hypersens.to acetylsalicyl.acid & other NSAID’s.

Side effects: Loc.skin irrit., eczema, photosens., pustul.rash, hypersens., angio-neurot.oed., asthma, poss.syst.eff.

Special precautions: Not on open wounds, avoid eyes & muc.membr., asthma., occlus.may incr.absorbt.

Drug interactions: Rais.Li bld.conc., acetylsalicyl. acid reduc. voltaren bio-availabil.& vice-versa.

4.4
Gold
No products listed.
4.5
Centrally acting muscle relaxants
NORFLEX (MDR Listing)
 XE "Bio Baclofen" BIO-BACLOFEN 10, Biotech [P/S]

Baclofen.
Indications: Spasticity of skelet.musc.due to multiple scleros., spast.condits.occurr.in spin.cord dis. of infect./degenerat./traumat./neoplast.or unknown etiology

(S4) TABS, W/2.10/0433

865567-018: 10 mg, 30, R170,00
Dosage: Indiv. Adults: Init. 5 mg 3xdly incr.at 3 day interv.by 5 mg 3xdly until requisite dly dos.attain. Optim.dos.range: 30-80 mg dly.

(S4) BACLOFEN 25 BIOTECH TABS, W/2.10/237

Indications: Symptomat.relief of muscul.sp.due to eg.multiple scleros.& spin.cord.les.partic.traumat. les.

3002092-001: 25 mg, 30, R677,08
Dosage: Init.5 mg 3xdly.incr.by 15 mg dly.every 4th day to 20 mg 3xdly.or until desir.therapeut.eff.obt. Max.80 mg dly. 

Contraindications: Act.pept.ulc., epilep./convuls. disord.hist., pregn.& lactat., porphyr., 10 mg also gluc.galact.intol

Side effects: Freq: Confus., sedat., somnol., drowsin., fatig., light-headedness, lassit., exhaust., dizzin., headache, insomn., trem., nystagmus, asthen., ment.confus., euphor., hallucinat., nightmares, resp.depress., myalg., musc.weakn., pain, atax., vis.accomodat.disturbs., vis.disturbs., decr.card.output, card.depress., naus., GI disturbs., retch., vomit., constipat., diarrh., dry mouth, taste alterat., xerostom., hyperhydros., rash, urin. disturbs., pollakiur. Less freq: Paraesthes., dysarthr., dysgeus., convuls., slurr.speech, paradoxic. incr.in spasticity, hypotherm., coma, encephalopathy, inco-ordinat, dyston., seiz., depress., eye nystagm., diplop., mydrias., tinnit., chest pain, palpitat., syncope, hypotens., strabism., ankle oed., abdom.pain, abnorm.hepat.funct., elev. liv.enzym., urin.retent., dysur., haematur., erect. dysfunct., impot. Freq.unknown: Asept.meningit., encephalopathy, cataton.react., man., mood disord., amnes., ac.bronchsp., bronch.hyper responsiven., dyspn., chest tightn., decr.cough reflex, nas.congest., bradycard., incr.sweat., allerg. skin reacts., prurit., urticar., enures., urin.incontin., bld. sugar changes, weight gain, anorex. Rare: Musc.rigidity

Warnings and special precautions: Psych. disords./schizophren./depress./man.disords. states & Parkinsons dis.poss.exacerbat. ./confus, low. convuls. threshold exacerbat.epilept.manifestat., antihypertens. ther.poss.potent., poor tol.in stroke pts., grad.discont., ren.impairm., act.pept.ulc.dis./-hist., cerebrovasc.dis., diab.mellit., exacerbat.urin. retent.in hyperton.bladd.sphinct., pts.where spasticity is used to maint.posture/incr.funct. capacity, resp./hepat.impairm., lact.intol., elderly
Interactions: Potent.sedat.effs.of other CNS depress.& alcoh., sev.aggravat.of hyperkinet. sympts. with Li, incr.musc.weakn.with TCA’s, potent. anti-hypertens.effs., toxic.with NSAID’S & other meds.produc.ren.insuffic., ment.confus./ hallucinat./ headache/naus.& agitat.in Parkinson. pts.on levodopa.

 XE "Lenaspasm" LENASPASM, Aspen Pharmacare
See Section 3.3
 XE "Lioresal" LIORESAL, Novartis [P/S]

Baclofen

Indications: Spast.condits.of skelet.musc.due to MS/ spin. cord.dis., spastic.of cerebr.origin.

(S4) TABS, E/2.10/227, 228.

738344-001: 10 mg, 30, R551,50
738352-004: 25 mg, 30, R710,00
Dosage: Indiv., take with food. Adults: Init. 5 mg 3xdly x3 days.Incr.with 5 mg 3xdly.in 3 day interv.till optim.dose obt.usually 30-80 mg dly. Max: 100 mg dly. Childr: Start with low.dos: 0,3 mg/kg/ day in 3-4 div.dos. Incr.slow.at 1-2 wk.interv. Maint. dos: 0,75-2 mg/ kg/day. Childr.> 10 yrs: Max.dos: 2,5 mg/kg/day.

Contraindications: Porphyr., pregn.& lactat.

Side effects: V.Common: Sedat., somnol., drowsin., fatig., nausea. Common: Dry mouth, resp.depress., exhaust., ment.confus., dizzin., headache, insomn., euphor., depress.states, myalg., musc. weakn., atax., tremor, nystagm., hallucinat., nightm., fatig., accommod. disord., vis. impair., GI disturb., retch., vomit., constipat., diarrh., card. output decr., hypotens., hyperhydros., rash, pollakiuria, enures., dysuria. Uncomm.: Tinnit. Rare: Paraesth., dysarthr., dysgeus., hepatic funct. abnorm., urin.retent., erect. dysfunct.

Very rare: Hypotherm. Not known: Bradycard., urticaria, drug withdraw. syndr., blood gluc. incr.

Special warnings and special precautions: CNS eff.exacerb. by alcohol/ CNS depress., poss exacerbat.of psychotic disord./ schizophren./ depress.or manic disord./ confus. states/ Parkinson's dis., suicidal behav./ events reported & close supervis.advis.for pts.at risk, monit.pts.with epilepsy for low.convuls.threshold & seiz., pts.with/ hist of peptic ulcers, cerebrovasc. dis., respir.-/ hepat.-/ renal fail., stroke pts.tolerate baclofen poorly, ac.urine retent.poss.in pts.with pre-exist.sphincter hyperton., monit.liver funct.& glucose lev.in pts.with liv. dis./ diabet., monit.for tox.signs.in ren.impairm., consider haemodial.in sev.baclofen tox., grad.discont. treatm. over 1-2 wks.except in overdose/ emerg.situations., grad.taper.in neonat.aft.intrauterine expos.

Interactions: Other medic.act.on CNS/ alcoh. incr.sedat./ risk of resp.depress., TCA’s potent. eff., incr.fall in BP with antihypertens., CNS/ GI effs.with levodopa., aggravat. hyperkinet.sympts.with Li., reduc.elimin.with meds.impact.on ren.fuct

incr.fall in BP with antihypertens., CNS/ GI effs.with levodopa, Li.

 XE "Myprocam" MYPROCAM, AI Pharm Ltd [P/S]

Cyclobenzaprine HCl

Indications: Musc.spasm assoc.with ac.painf. musculoskelet.condits.as adjunct to physiother.& rest.

(S5) ER CAPS, 44/17.3/0904, 0905

720360-001: 15 mg, 30, R511,25
720361-001: 30 mg, 30, R818,04

Dosage: Admin.at more or less same time dly. Use for long.than 2-3 wks.not recomm.

Adults: 15 mg once dly. 30 mg may be reqd.giv.as 1x30 mg cap.or 2x15 mg caps.once dly.

Contraindications: Dysrhythm., heart block conduct. disturbs., CHF, dur.ac.recov. phase of MI, hyperthyroid., MAOI’s, imp.hepat.funct., elderly, safety in pregn.& lactat.not est., safety & effic.in paed. pts.not est.

Side effects: Drowsin., dysrhythm., sinus tachycard., conduct.time prolong.lead.to MI/ stroke, dry mouth/throat, dizzin., fatig., GI disturbs. incl.paralyt.ileus, somnol., headache, palpitat., tremor, acne, CNS/vis./psych.effs., asthen., bld. dyscras., inappropr.ADH syndr., bld.sugar lev./ chang., angioed., anaphylax., seiz., vertigo, hyperton., anx., paraesthes., tinnit., abnorm.gait, periph. neuropathy, Bell’s palsy, alt.EEG pattern., extrapyramid. sympt., card.disords., chest pain, dyspn., tong.oed./discol., stomatit., thirst, parot. swell., ageus., hepatit., cholestas., abnorm.liv. funct., weakn., myalg., urin.disords.incl.urin.tract dilatat., hypertens., oed.incl.fac., photosens., alopec., skin reacts., impot., testic.swell., gynaecomast., breast enlargem., galactorrh., antimuscarin.-like effs.

Special precautions: Not effect.in spasticit. assoc. with cerebr./spin.cord dis./childr.with cerebr.palsy, urin.retent.hist., angl.-clos.glauc., incr.IOP, concom.anticholinerg.meds., epilep.hist.

Drug interactions: Poss.enhanc.CNS effs.with CNS depress.& alcoh., poss.block guanethidine antihypertens.act., enhanc.seiz.risk with concom. tramadol.

 XE "Norflex" NORFLEX, iNova [P/S] 
Orphenadrine citr.

Indications: Skelet.musc.spasm.

(S2) TABS, H1612
747521-019: 100 mg, 20, R37,20
747521-018: 100 mg, 50, R93,05
Dosage: 1 tab 2-3xdly.

Contraindications: Safety in pregn.not est., achalas., prostat.hypertrophy, bladd.neck obstruct., myasth.grav., pept.ulc.stenos., pylor./duod. obstruct., porphyr., 

Side effects: Freq: Dry mouth. Less freq: Aplast.anaem., faint., hallucinat., confus., dizzin., drowsin., paradox.stimulat./trembl., incr/IOP, blurr./double vis., vis.changes, fast heartbeat, pound.heart, abdom./stom.cramps or pain, constipat., N&V, musc.weakn., decr.urinat., diffic.urinat., weakn., headache. Freq.unknown: Agranulocytos., anaem., haemolyt.anaem., leucopen., thrombocytopen., eosinophil., anaphylact. react., convuls., ment.depress., conjunctivit., sting./burn.eyes, nystagmus, fac. flush., bronchospast.allerg.react., nas.congest., GI bleed., diarrh., heartburn, hiccups, hepatotox., angioed., allerg.dermatit., erythema multiforme, allerg.fev., unsteadin.

Special warnings and precautions: Glauc., tachycard., urin.retent., card.decompensat., coron. insuffic., card.arrhythm., CNS depress., hepat./ ren.impairm., safety of long-term use not est., fruct./lact.intol., not data avail.for paed./elderly use, eval.effs.bef.driv./perform.complicat.tasks

Interactions: Addit.CNS effs.with alcohol & CNS depress., potent.of anticholinerg.effs., caut.with concom.bupropion because it is an inhibit.of cytochrome P450 CYP2B6 which is involv.in bupropion metabol.to its maj.metabol.

See also MDR page 371.
 XE "Norflex Co" NORFLEX CO, iNova Pharmaceuticals (Pty) Ltd
See Section 3.3
 XE "Robaxin" ROBAXIN, (Pfizer) Pfizer Consum. [P/S]
Methocarbamol

Indications: Musc.spasm assoc.with ac.painf. musculoskelet.condits.in combinat.with other meas.

(S2) TABS. B1554
761141-007: 500 mg, 20, R101,83
761141-006: 500 mg, 50, R254,81
Dosage: Adults: Init.3 tabs. 4x/day. Maint: 2 tabs. 4x/day. 6 g/day recomm.for 1st 48-72 hrs. or 8 g/day in sev.condits.reduc.to 4 g/day. Elderly: Half or less of adult dos.

(S2) 750 TABS. B1555
761168-002: 750 mg, 20, R174,24
761168-006: 750 mg, 50, R414,61

Dosage: Adults: Init.2 tabs. 4x/day. Maint: 1 tab. 4 hrly.or 2 tabs.3x/day. 6 g/day recomm.or 1st 48-72 hrs. or 8 g/day in sev.condits.reduc.to 4 g/ day. Elderly: Half or less of adult dos.

Contraindications: CNS depress., coma/pre-coma state, brain damage, myasthen.grav., epilep. hist., safety & effectiven.in childr.und.12 yrs. not est., safety in pregn.& lactat.not est.

Side effects: GI disturbs., blurr.vis., CNS effs., urticar., prurit., rash, angioneurot.oed., conjunctivit. with nas.congest., fev., lassit., restlessn., anx., confus., leucopen.

Warnings and special precautions: Ren./ hepat. insuffic.

Drug interactions: Effs.potent.by other CNS depress., anoret./anticholinerg./antimuscarin.& some psychotrop.effs.potent., pyridostigmine eff.inhibit.

 XE "Teva Baclofen" TEVA BACLOFEN, (Cipla Medpro) Teva [P/S]

Baclofen.
Indications: Spasticity caus.by multiple scleros/ spast.condits.occur.in spin.dis., spasticity of cerebr. origin eg.follow.CVA/neoplast.or degenerat. brain dis.

(S4) TABS. 30/2.10/0392

712607-001: 10 mg, 30, R171,07
Dosage: Admin.dly.dos.in at least 3 div.dos. Not recomm.in childr.
Indiv. Adults: Init. 5 mg 3xdly incr.by 5 mg at 3 day interv until requisite dly.dos.attain. Optimum dos.gen.30-75 mg dly.

Contraindications: Pregn.& lactat., 
Side effects: Drowsin., sedat., fatig., N&V, dry mouth, resp.depress., CNS effs., ment.confus., GI disturbs., myalg., musc.weakn., atax., trem., nystagm., accomodat.disords., hallucinat., seiz. threshold low., hypotens., dysuria, freq.micturit., enures., vis.disturbs., hyperhidros., skin rash, hepat. funct.disords., tinnit., slurr.speech, allerg. skin reacts., paradoxic.incr.spasticity, undesir. musc. hypoton.

Special warnings and precautions: Grad.withdr., ren. impairm., elderly, spast.states of cerebr.origin, grad. discont., psych.illn., cerebrovasc.disords., admin. to epilept.und.med.supervis.& adeq. anticonvuls. ther., pept.ulc.hist., resp./hepat. fail., pre-exist.sphinct.hyperton.as ac.urine retent. poss., period.monit.liv.funct.& diab. mellit., not suit.in Parkinson’s dis./athetot.condits.

Interactions: Potent.sedat.effs.of other CNS depress.& alcoh., TCA’s potent.eff., incr.fall in BP with antihypertens., sev.aggravat.of hyperkinet. sympts.with Li.

4.6
Others
ENBREL (MDR Listing)

RHEUMALEF (MDR Listing)

 XE "Arava" ARAVA, Sanofi-Aventis [P/S]

Leflunomide

Indications: Act.rheumat.arthrit.in adults as a dis. modify.antirheumat.drug (DMARD).& improv. physic.funct.

(S4) TABS, 33/3.1/0290, 0291

898171-008: 10 mg, 30, 

R1 105,78

898175-005: 20 mg, 30, 

R1 130,08

Dosage: Init.load.dos: 100 mg once dly.x3 days. Recomm.maint: 10-20 mg once dly. Therap.eff. usual aft.4-6 wks.with poss.improvem.up to 4-6 mnths.

Contraindications: Imp.liv.funct., sev. immunodefic. states, signific.imp.bone marr.funct. /signif.anaem., leukopen/neutropen/ thrombocytopen. from causes other than rhemat. arthrit., ser.infects., mod.-sev.ren.insuffic., sev. hypoproteinaem., pregn., women of childbear. potent., lactat., pts.und.18 yrs.as safety & effic. not studied, concom.DMARD not recomm., concom. cholestyramine.

Side effects: GI disturbs., liv.paramet.elev., hepatis., jaund., cholestas., pancreatit., sev.liv.inj., hepat.fail., ac.hepat. necros., incr.BP, bld.dyscras., CNS effs., allerg./ anaphylact.reacts.incl.Stev. Johns.syndr./erythema multiforme & tox.epiderm. necrolys., vasculit., sev.infects.& seps., interstit. lung dis.,weight loss, asthen., hypokalaem., mild hyperlipidaem., decr.uric acid levs., incr malign.risk partic.lymphoproliferat.disords.with some immunosuppress. drugs

Special precautions: Teratogen.in rats & rabbits, male pts.to be aware of poss.male-med. fetal toxic., without drug eliminat.proced.it may take up to 2 yrs.to reach prim.metabol.lev.of <0,02 mg/L, instit.washout as describ.in lit.for any women wish.to fall pregn./men wish.to father childr./ when switch.to another DMARD aft. treatm./ if sev.haematolog./sev.skin reacts./sev. uncontrol.infects.occur, contracept.other than OC’s recomm.dur.washout,reliab.contracept., for use by exper. physic.only, check ALT(SGPT) bef.init.ther.& at mnthly interv.x 1st 6 mnths.& every 6-8 wks. thereaft., discont.if ALT(SGPT) elev.of >3 fold the upper limit of norm.persist., monit.BP bef.init. treatm. & periodic.thereaft., perform complete bld. cell count bef.init.treatm.& thereaft.mnthly x1st 6 mnths & then every 6-8 wks., use with antimalar.in rhemat. dis./ intramusc./oral gold/D-penicillam./ azathiopr.& other immunosuppress.agents not studied, unknown treatm.risk partic.in long term treatm. with combin.ther., combinat.with another DMARD not advis.poss.lead.to addit./synergist. tox., poss.incr.S/E with recent hepatotox./ haematotox. drug treatm., avoid alcohol due to potent. addit. hepatotox.effs., incr.risk of haematolog. disords.in pts.with pre-exist.bld. dyscras./ imp.bone marr.funct./pts.at risk of bone marrow suppress., discont.in case of sev. haematolog. reacts.incl. pancytopen./ulcerat. stomatit./sev.uncontrol.infects., incr.suscept.to infects. due to poss. immunosuppress., meds.other than NSAID’s metabol.by CYP2C9, concom. rifampicin, concom.live vaccinat.not recomm., early & aggress. treatm.of suspect.infects., liv.funct. impairm., pts to report pulm.sympts.e.g.cough & dyspn. which should be investigat.to excl.interstit. lung dis., monit.tuberculin react.pts.for tuberculos. reactivat. risk, ren.impairm.

Drug interactions: Incr.prothromb.time with warfarin., cholestyramine & act.charcoal decr. plasma prim.metabol.conc.
 XE "Aubagio" AUBAGIO, Sanofi-Aventis [P/S]

Teriflunomide

Indications: Relaps.forms of multiple scleros.in adults to reduce freq.of relaps.& to delay accumulat. of physic.disabil.

(S4) TABS, 47/32.16/0859

721520-001: 14 mg, 28, R6 514,19
Dosage: Admin.supervis.by exper.practit. Recomm.dos: 14 mg once dly.

Contraindications: Sev.hepat.impairm., co-admin. with leflunomide, pregn./wom.of child bear. potent.not on reliable contracept.

Side effects: Infects.& infestats.incl.influenza/ URTI / UTI, incr.ALT, GI disturbs., alopec., neutropen., season.allerg., anx., CNS effs.incl. paraesthes., hypertens., rash, acne, musculoskelet. pain, myalg., pollakiur., menorrhag., pain, post-traumat. pain, sev.liv.inj., hepat.fail., liv.paramet. elev., hepatis., jaund., incr.gamma-glutamyltransfer. / aspartate aminotransfer, decr. weight/ neutroph.count/white bld.cell count.

Warnings and special precautions: Teratogen. in animals, obt.transamin.& bilirub.levs.within 6 mnths. bef.init.& monit.ALT levs.at least mnthly. for 6 mnths., discont.& start accelerat.eliminat. proced. if drug induc.liv.inj.suspect., discont.if ALT elev. of >3 fold the upper limit of norm.persist., pre-exist.liv.dis., monit.BP bef.init.treatm.& periodic. thereaft., pts.with active ac./chron. infects. should not start treatm., susp.treatm.if pts. devel.ser.infect.& reassess benef.vs risks prior to re-initiat., perform bld.cell count bef.init.treatm.& periodic.thereaft., concom.live vaccinat.not recomm., co-admin.with antineoplast./ immunosuppress. ther.used for treatm.of MS not eval., long term safety of other concom.immune modulat.ther.not est., elimin.from plasma is slow, use accelerat.eliminat.proced.with cholestyramine/ charcoal as describ.in lit.if rapid. decr.in plasma conc.reqd., fem.pts.to contin. contracept. unt.plasma conc. ≤ 0.02 µg/ml, instit. washout as describ.in lit.for any women wish.to fall pregn., without drug eliminat.proced.it may take 6-24 mnth.to reach plasma conc. <0,02 µg /L, male pts.to be aware of poss.male-med.fetal toxic., for use by exper.physic.only, safety & effic. not studied in elderly, concom meds.metabolis.by CYP2C8/ CYP1A2, INR follow-up & monitor.with concom. warfarin, lact.intol., pts.und.18 yrs.as safety & effic.not stud.

Interactions: Poss.decr.expos.with concom. rifampicin/ carbamazepine, phenobarbitone/ phenytoin/ St John’s Wort, poss.incr.Cmax & AUC of repaglinide/ paclitaxel/pioglitazone, poss.decr. Cmax & AUC of duloxetin/theophylline/tizanidine/ caffeine, incr. Cmax and AUC of concom. ethinylestrad./ levonorgestrel.

 XE "Aubamide" AUBAMIDE, (Cipla Medpro), Teva [P/S]

Teriflunomide

Indications: Relaps.forms of multiple scleros.in adults to reduce freq.of relaps.& to delay accumulat. of physic.disabil.

(S4) TABS, 55/32.12/0228

3005306-002: 14 mg, 30, R5 948,55
Dosage: Admin.supervis.by exper.practit. Recomm.dos: 14 mg once dly.

Contraindications: Sev.hepat.impairm., co-admin. with leflunomide, pregn./ wom.of child bear. potent.not on reliable contracept., sev. immunodefic.states incl. bone marr.dis./ sev. uncontroll.infect., signific.impair.bone marr. funct., signific. anaem./ leucopen./ neutropen./ thrombocytopen., sev.active infect.until resolut., sev. hypoproteinaem.

Side effects: Freq.: Infects.& infestats.incl.influenza/ URTI / UTI, neutropen., anaem., season.allerg., anx., headache, paraesthes., sciatica, carpal tunnel syndr., hyperaesthes., neuralg., hypertens., palpitat., diarrh., N&V, upper abdomin.pain, tootache, pancreatit., stomatit., incr. ALT/ GGT/ AST, alopec., rash, acne, musculoskelet. pain, myalg., arthralg., pollakiur., menorrhag., pain, asthenia, post-traumat. pain, weight/ neutrophil count/ WBC count decr. Less freq.: Mild thrombocytopen., peripher. neuropathy, nail disord., Unknown freq.: Sev.infect.incl. sepsis, hypersens.reacts., interstit. lung dis., pancreatit., stomatit., ac.hepatit., dyslipidaem., sev.skin reacts.

Special warnings and precautions: Teratogen. in animals, obt.transamin.& bilirub.levs.within 6 mnths. bef.init.& monit.ALT levs.at least mnthly. for 6 mnths., discont.& start accelerat.eliminat. proced. if drug induc.liv.inj.suspect., monit.SGPT bef.init.treatm. & periodic.thereaft, monit.wkly. if ALT (SGPT) elevat betw. 2- & 3-fold ULN, discont.if ALT elev. of >3 fold ULN persist., pre-exist.liv.dis./ oth.potent. hepatotox. meds., monit.BP bef.init.treatm.& periodic. thereaft., pts.with active ac./ chron. infects. should not start treatm., susp.treatm.if pts. devel.ser.infect.& reassess benef.vs risks prior to re-initiat., perform compl. bld.cell count bef.init.treatm.& periodic.thereaft., interstit. lung dis., elimin.from plasma is slow, use accelerat.eliminat.proced.with cholestyramine/ charcoal as describ.in lit.if rapid. decr.in plasma conc.reqd., discont.in case of ulcerat.stomatit., discont.if skin &/or mucos.reacts. observ.which raise suspic.of sev.generalis.major skin reacts. & init.accelerat.eliminat.proc., discont.if pt.devel.confirm. peripher.neuropathy & init.accelerat.eliminat.proc., concom.live vaccinat.not recomm., co-admin.with antineoplast./ immunosuppress. ther.used for treatm.of MS not eval., long term safety of other concom.immune modulat.ther.not est., switch.from/to Aubamide, fem.pts.to contin. contracept. unt.plasma conc. ≤ 0.02 µg/ml, instit. washout as describ.in lit.for any women wish.to fall pregn., without drug eliminat.proced.it may take 6-24 mnth.to reach plasma conc. <0,02 µg /L, male pts.to be aware of poss.male-med.fetal toxic., for use by exper.physic.only, S&E not studied in elderly, concom meds.metabolis.by CYP2C8/ CYP1A2, concom.substrates of OAT3/ OATP/ BCRP, do not exceed dos. of 10 mg if coadmin. rosuvastatin, INR follow-up & monitor. with concom. warfarin, lact.intol., pts.<18 yrs.S&E not stud., insuffic.clin. data in pts. with sev. ren. impairm.underg. dialys.

Interactions: Poss.incr.expos.with BCRP inhibits.incl. ciclosporin/ eltrombopag/ gefitinib, poss.decr.expos.with concom. rifampicin/ carbamazepine, phenobarb./ phenytoin/ St John’s Wort, signif.& rapid. decr.in plasma conc. with cholestyramine/ activat.charcoal, poss.incr.Cmax & AUC of repaglinide/ paclitaxel/ pioglitazone, poss.decr. Cmax & AUC of duloxetin/ theophylline/ tizanidine/ caffeine, incr. Cmax & AUC of concom. ethinylestrad./ levonorgestrel., decr. in INR when co-admin.with warfarin, poss. incr. in Cmax & AUC of cefaclor/ benzylpenicillin/ ciprofloxacin/ indomethacin/ ketoprofen/ furosemide/ cimetidine/ methotrexate/ zidovudine, poss. incr. in Cmax & AUC of rosuvastatin.

 XE "Auberif" AUBERIF, Sanofi-Aventis [P/S]

Teriflunomide

Indications: Relaps.forms of multiple scleros.in adults to red.freq.of relaps.& to delay accumulat.of physic.disabil.

(S4) TABS, 47/32.16/0860

3005642-001: 14 mg, 28, R5 734,10
Dosage: Admin.supervis.by exper.practit. Recomm.dos: 14 mg once dly.

Contraindications: Sev.hepat.impairm., co-admin.with leflunomide, pregn./wom.of child bear. potent.not on reliable contracept., breastfeed.

Side effects: Very common: Influenza/ URTI / UTI, paraesthes.,headache, diarrhoea, naus., alopecia, incr.ALT.Common: Bronchit., sinusit., pharyngit., cystit., vir.gastroenterit., oral herpes, tooth infect., laryngit., tinea pedis, neutropen., season.allerg., anx., sciatic., carp.tunnel syndr., hyperaesthes., neuralg., palpitat., hypertens., vomit., upper abdom.pain, tootache, rash, acne, musculoskelet.pain, myalg., athralg., pollakiur., menorrhag., pain, incr.gamma-glutamyltransfer. / AST, decr. weight/ neutroph.count/white bld.cell count, post-traumat.pain.

Special warnings and precautions: Obt.transamin.& bilirub.levs.within 6 mnths.bef.init.& monit.ALT levs.at least mnthly. for 6 mnths., discont.& start accelerat.eliminat.proced.if drug induc.liv.inj.suspect., discont.if ALT elev. of >3 fold the upper limit of norm.persist., pre-exist.liv.dis., monit.BP bef.init.treatm.& periodic.thereaft., pts.with active ac./chron. infects. should not start treatm., susp.treatm.if pts. devel.ser.infect.& reassess benef.vs risks prior to re-initiat., not recomm.with sev.immunodefic./ bone marr.dis./sev.uncontr.infect., latent TB infect.,discon.and investig.new/ worse pulmon.sympts.for interstit.lung dis., perform bld.cell count bef.init.treatm.& periodic.thereaft., avoid concom.live attenuat.vaccin.due to infect.risk, disc.in ulcerat.stomatit./skin or mucos.reacts & do not re-expos., disc.if PN, co-admin.with antineoplast./ immunosuppress. ther.used for treatm.of MS not eval., long term safety of other concom.immune modulat.ther.not est., elimin.from plasma is slow, use accelerat.eliminat.proced.if need.,anim.data sugg.risk to fetus, fem.pts.to contin. contracept. unt.plasma conc. ≤ 0.02 µg/ml, cont.lact., pts.und.18 yrs.as safety & effic.not stud.

Interactions: BCRP inhib.eg.ciclosporin/ eltrombopag/ gefitinib poss.incr.expos., poss.decr.expos.with concom. rifampicin/ carbamazepine, phenobarbitone/ phenytoin/ St John’s Wort, poss.incr.Cmax & AUC of repaglinide/ paclitaxel/ pioglitazone/ rosiglitazone, incr.Cmax & AUC of concom.ethinylestrad./ levonorgestrel., poss.decr. Cmax & AUC of duloxetine/ theophylline/ tizanidine/ caffeine, monit.INR of concom.warfar., caut.with concom. cefaclor/ pen-G/ ciprofloxacin/ indomethacin/ ketoprofen/ furosemide/ cimetidine/ methotrexate/ zidovudine/ topotecan/ sulfasalazine/ daunorubicin/ doxorubicin/ simvastatin/ atorvasatin/ pravastatin/ nateglinide/repaglinide, concom.rosuvastatin dose not exceed.10mg/day.
 XE "Cosentyx" COSENTYX, Novartis South Africa (Pty) Ltd
See Section 26
 XE "Enbrel" ENBREL, Pfizer [P/S] 
Etanercept

Indications: Alone/in combinat.with methotrex. to reduc.S&S & inhib.struct.damage progress.of act.RA in adults where respons.to one/more dis. modify.antirheumat.meds.inadeq., sev.act. progress. RA in adults not prev.treat.with methotrex., polyartic.-course juven.idiopath. arthrit. in childr. & adolesc.from 2 yrs.where respons. to one more more dis modify.antirheumat. inadeq., act.polyartic.-course juven.idiopath. arthrit. & extend.oligoarthrit.in childr.& adolesc. from 2 yrs.where intol./inadeq.methotrex.respons., psoriatic arthrit.from 12 yrs.where methotrex. respons. inadeq./intol., enthesitis-relat. arthrit. from 12 yrs.where respons.inadeq./intol.to convent. ther., to reduc.S&S & inhib.struct. damage progress.of act.arthrit.in psoriat.arthrit.& may be combin.with methotrex.in those not respond. adeq.to methotrex.alone, S&S reduct.in ankylos. spondylit., adults with sev.non-radiograph. axial spondyloarthrit.with inflammat. signs & evid but not respons./intol.to convent. ther., chron. mod.to sev.plaque psorias.in adult system.ther./photother candidat., childr.& adolesc. from 6 yrs.with chron.sev.plaque psorias.inadeq. controll,./intol.to other system.ther./photother.

(S4) INJ, 34/3.1/0330, 34/34/0331. 25 mg.

702509-001: 4xsngl.dos.vial.& syr., R2 647,04
(S4) PRE-FILLED PS INJ, 41/3.1/0762, 0763.

715037-001: 25 mg, 4xpre-filled.syr., R2 647,04
Dosage: Concom.methotrex./glucocortic./ salicylates / NSAID’s or analges.may be cont.dur. ther. Admin.as SC inj.alternat.sites. Do not inj.into tender/bruis./red or hard areas.
Adults: Rheumat.arthrit: Adults.18 yrs.& old: Optim. therapeut. respons: 50 mg/wk. Admin.once wkly as 2x25 mg SC inj.at approx.same time OR 25 mg SC 2x/wk 3-4 days apart OR 50 mg PS pre-fill.syr.SC 1x/wk.
Psoriat.arthrit., ankylos.spondylit.& non-radiograph. axial spondylarthrit: Recomm. dos: 50 mg/wk.admin.as 25 mg SC 2x/wk 3-4 days apart.

Plaque psorias: 50 mg/wk. Admin.as 50 mg by pre-fill.syr.1x/wk.OR 25 mg 2x/wk.3-4 days apart. High. respons. may be achiev.with init.treatm.upto 12 wks. with 50 mg 2x/wk. Treatm.to be indiv.either as intermitt/contin.treatm. Discont.if no respons.aft.12 wks. Subseq.to init.cycle intermitt. treatm.is dos of 50 mg once wkly.or 25 mg 2x/wkly.

Childr. Dos.for pts.weigh.<62,5 kg bas.on mg/kg basis using powd.& solv.for inj. & for those over 62,5 kg use fix.dos.pre-fill.syringe/prefill.pen

Juven.idiopath.arthrit: ≥2 to <18 yrs: 0,4 mg/kg upto max.25 mg/ dos.admin.SC 2x/wk.with 3-4 day interv.betw.dos.OR 0,8 mg/kg up to max.50 mg once wkly. Concom.glucocortic./NSAID’s or analges. may be cont.dur.ther.

Paed.plaq.psorias.: ≥6 to <18 yrs: 0,8 mg/kg(up to max.50 mg/dos.) once wkly for up to 24 wks. Discont. if no respons.aft.12 wks. If re-treatm. indicat. follow above guid.on treatm.durat. Dos: 0,8 mg/kg(up to max.50 mg/dos.) once wkly

Contraindications: Sepsis or risk thereof, ser. act.infects.incl.chron/local.infects.

Side effects: Inj.site reacts.incl.bleed.& bruis., ser. & fatal infects.incl.TB & sepsis, opportunist. infects.incl.invas.fung./parasit. incl.protozoal)/ bact. & atypic.mycobact.infects., malign.affect. var.sites report.in post market.period, incr. developm. of new posit.antinuclear antibod./new pos.anti-double-stranded DNA antibod.& new anticardiolipin antibod., addit.autoantibod. developm. in conjunct.with lupus-like syndr/ rashes.

V.common: Infects.incl.URT/UTI/bronchit.& skin, inj.site reacts. Common: Allerg.reacts., autoantibody format., prurit., fev. Uncommon: Ser. infects.incl.pneumon./cellulit./sept.arthrit./ sepsis & parasit., non-melanoma skin Ca, thrombocytopen., system.vasculit.incl. ANCA posit. vasculit., uveit., sclerit., interstit.lung dis.incl. pulm.fibros.& pneumon., rash, urticar., angoed., psorias. of new onset/exacerbat., psoriasiform rash. Rare: TB, opportunist.infects., melanoma, anaem., leucopen., neutropen., panctopen., ser. allerg./anaphylact.reacts., seiz., CNS demyelinat. events.incl.MS & local.demyelinat.condit., CHF, elev. liv.enzym., autoimmune.hepatit., cutan. vasculit.incl.Stev.John.syndr., erythema multiforme, subac.cutan.& discoid lupus erythematos, lupus like syndr., V.rare: Aplast. anaem., tox.epiderm. necrolys. 

Warnings and special precautions: No clinic. exper.beyond 1 yr., underly.dis.predispos.pts.to infect./hist.of recurr.infects./high risk of develop. ser.infect., maj.surg, monit.pts.on ther.develop. new infect., discont.ther.if ser.infect./sepsis/bld. dyscras develops, eval.pts.for infects./act.or lat.TB & hepatit.B or C bef./dur.& aft.treatm., admin. prophylact. latent TB ther.bef.init.ther., recurr. infect. hist./condits.predispos.to infect., rheumat. arthrit.pts.at incr.risk of TB infect., reactivat.of hepatit.B vir.in chron.carriers report., hepatit.B vir.carriers., worsen.of hepatit.C, concom.anakinra assoc.with incr.risk of ser.infect. & neutropen., incr. ser.advers.events with concom.abatacept, not recomm.in Wegener’s granulomatous, mod.to sev. alcohol.hepatit., latex hypersens., discont. immed. if ser.allerg./anaphylact.react.occurs, risk of developm. of lymphomas/other haematopoiet/ solid malign.cannot be excl., period.skin examinat. recomm.for pts.at incr. risk for skin Ca/non-melanoma skin cancer, bld dyscras.hist., impact of long term treatm.on autoimmune dis. unknown., concur.live vaccin.should not be giv., paed.pts.to be uptodate with loc.immunisat.guidelines bef. init.ther, caref.evaluat.in pre-exist./recent onset of CNS demyelinat.dis/those at incr.risk.thereof, CHF, 

do not add other meds to sol., safety in pregn. & lactat. not est., crosses placenta & excret.in human milk, not stud.in childr.<2yrs.

Interactions: Poss.concom.anti-diab.meds.dos. reduct., concom.anakinra assoc.with incr.risk of ser.infect. & neutropen., incr. ser.advers.events with concom.abatacept, mean WBC.decr.with sulfasalazine.

See also MDR page 644.
 XE "Erelzi" ERELZI, Sandoz [P/S]

Etanercept

Indications: Alone/in combinat.with methotrex. to reduc.S&S & inhib.struct.damage progress.of act.RA in adults where respons.to one/more dis. modify.antirheumat.meds.inadeq., sev.act. progress. RA in adults not prev.treat.with methotrex., polyartic.-course juven.idiopath. arthrit. in childr. & adolesc.from 2 yrs.where respons. to one or more dis modify.antirheumat. inadeq., act.polyartic.-course juven.idiopath. arthrit. & extend.oligoarthrit.in childr.& adolesc. from 2 yrs.where intol./inadeq.methotrex.respons., psoriatic arthrit.from 12 yrs.where methotrex. respons. inadeq./intol., enthesitis-relat. arthrit. from 12 yrs.where respons.inadeq./intol.to convent. ther., to reduc.S&S and inhib.struct. damage progress.of act.arthrit.in psoriat.arthrit.& may be combin.with methotrex.in those not respond. adeq.to methotrex.alone, S&S reduct.in ankylos. spondylit., adults with sev.non-radiograph. axial spondyloarthrit.with inflammat. signs & evid but not respons./intol.to convent. ther., chron. mod.to sev.plaque psorias.in adult system.ther./photother candidat., childr.& adolesc. from 6 yrs.with chron.sev.plaque psorias.inadeq. controll,./intol.to other system.ther./photother.

(S4) PRE-FILLED INJ, 55/3.1/0392, 0393.

3004303-001: 25 mg, 4, R2 647,03
3004304-001: 50 mg, 2, R2 647,03
3004305-001: 50 mg, 4, R5 294,07
Dosage: Concom.methotrex./glucocortic./ salicylates / NSAID’s or analges.may be cont.dur. ther. Admin.as SC inj.alternat.sites. Do not inj.into tender/bruis./red or hard areas.
Adults: Rheumat.arthrit: Adults.18 yrs.& old: Optim. therapeut. respons: 50 mg/wk. Admin.once wkly as 2x25 mg SC inj.at approx.same time OR 25 mg SC 2x/wk 3-4 days apart OR 50 mg  pre-fill.syr./pen SC 1x/wk.
Psoriat.arthrit., ankylos.spondylit.& non-radiograph. axial spondylarthrit: Recomm. dos: 50 mg/wk.admin.as 25 mg SC 2x/wk 3-4 days apart.

Plaque psorias: 50 mg/wk. Admin.as 50 mg by pre-fill.syr.1x/wk.OR 25 mg 2x/wk.3-4 days apart. High. respons. may be achiev.with init.treatm.upto 12 wks. with 50 mg 2x/wk. Treatm.to be indiv.either as intermitt/contin.treatm. Discont.if no respons.aft.12 wks. Subseq.to init.cycle intermitt. treatm.is dos of 50 mg once wkly.or 25 mg 2x/wkly.

Childr.:Pre-fill.syringe/prefill.pen not suitable for pts.weigh.<62,5 kg.  For those over 62,5 kg use fix.dos.pre-fill.syringe/prefill.pen

Juven.idiopath.arthrit: ≥2 to <18 yrs: 0,4 mg/kg upto max.25 mg/ dos.admin.SC 2x/wk.with 3-4 day interv.betw.dos.OR 0,8 mg/kg up to max.50 mg once wkly. Concom.glucocortic./NSAID’s or analges. may be cont.dur.ther.

Paed.plaq.psorias.: ≥6 to <18 yrs: 0,8 mg/kg(up to max.50 mg/dos.) once wkly for up to 24 wks. Discont. if no respons.aft.12 wks. If re-treatm. indicat. follow above guid.on treatm.durat. Dos: 0,8 mg/kg(up to max.50 mg/dos.) once wkly

Contraindications: Sepsis or risk thereof, ser. act.infects.incl.chron/ local.infects.

Side effects: Inj.site reacts.incl.bleed.& bruis., ser. & fatal infects.incl.TB & sepsis, opportunist. infects.incl.invas.fung./parasit. incl.protozoal)/ bact. & atypic.mycobact. infects., malign.affect. var.sites report.in post market.period, incr. developm. of new posit.antinuclear antibod./new pos.anti-double-stranded DNA antibod.& new anticardiolipin antibod., addit.autoantibod. developm. in conjunct.with lupus-like syndr/ rashes. Freq.: Infects.incl.URT/UTI/bronchit.& skin, inj.site reacts., allerg.reacts., headache, autoantibody format., prurit., rash, fev. Less.freq.: Ser.infects.incl. pneumon./cellulit./sept.arthrit./ sepsis & parasit., TB, opportunist.infects., vir.infects, non-melanoma skin Ca, melanoma, lymphoma, leukaemia, anaem., leucopen., neutropen., panctopen, thrombocytopen., aplast.aneam.,  system.vasculit.incl. ANCA posit. vasculit., ser. allerg./ anaphylact.reacts., sarcoidos., CNS demyelinat. events.incl.MS & local.demyelinat.condit., seiz., uveit., sclerit., CHF, interstit.lung dis.incl. pulm.fibros.& pneumon., inflamm.bow.dis., elev. liv.enzym., autoimmune.hepatit., rash, urticar., angoed., psorias. of new onset/exacerbat., psoriasiform rash., cutan. vasculit.incl.Stev.John.syndr., erythema multiforme, subac.cutan.& discoid lupus erythematos, lupus like syndr. Unknown freq.: Tox.epiderm. necrolys., thirst, Hepatitis B reactivat., listeria, Merkel cell Ca., Kaposi’s sarcoma, Histiocytosis haematophag., dermatomyosit.sympt.worsen.

Special warnings and precautions: No clinic. exper.beyond 1 yr., underly.dis.predispos.pts.to infect./hist.of recurr.infects./high risk of develop. ser.infect., maj.surg, monit.pts.on ther.develop. new infect., discont.ther.if ser.infect./sepsis/bld. dyscras develops, eval.pts.for infects./act.or lat.TB & hepatit.B or C bef./dur.& aft.treatm., admin. prophylact. latent TB ther.bef.init.ther., recurr. infect. hist./condits.predispos.to infect., rheumat. arthrit.pts.at incr.risk of TB infect., reactivat.of hepatit.B vir.in chron.carriers report., hepatit.B vir.carriers., worsen.of hepatit.C, concom.anakinra assoc.with incr.risk of ser.infect. & neutropen., incr. ser.advers.events with concom.abatacept, not recomm.in Wegener’s granulomatous, mod.to sev. alcohol.hepatit., latex hypersens., discont. immed. if ser.allerg. /anaphylact.react.occurs, risk of developm. of lymphomas/other haematopoiet/ solid malign.cannot be excl., period.skin examinat. recomm.for pts.at incr. risk for skin Ca/non-melanoma skin Ca, bld dyscras.hist., impact of long term treatm.on autoimmune dis. unknown., concur.live vaccin.should not be giv., paed.pts.to be uptodate with loc.immunisat.guidelines bef. init.ther, caref.evaluat.in pre-exist./recent onset of CNS demyelinat.dis/those at incr.risk.thereof, CHF, do not add other meds to sol., safety in pregn. & lactat. not est., crosses placenta & excret.in human milk, not stud.in childr.<2yrs.

Interactions: Poss.concom.anti-diab.meds.dos. reduct., concom.anakinra assoc.with incr.risk of ser.infect. & neutropen., incr. ser.advers.events with concom.abatacept, mean WBC.decr.with sulfasalazine.
 XE "Lunar 20" LUNAR, Cipla Medpro [P/S]

Leflunomide

Indications: Act.rheumat.arthrit.in adults as a dis. modify.antirheumat.drug (DMARD).& to improv. physic. funct.

(S4) TABS, 45/3.1/0812

721806-001, 20 mg, 30’s, R715,51
Dosage: Treatm.only by drs.exper.in rheumatoid dis.

Load.dose: 100 mg once dly.x3 days. Recomm.maint.: 10-20 mg once dly. Therap.eff. usual seen aft.4-6 wks.with poss.improvem.up to 4-6 mnths.

Contraindications: Imp.liv.funct., sev. immunodefic. states, signific.imp.bone marr.funct. /signif. anaem., leukopen/neutropen/ thrombocytopen. from causes other than rhemat. arthrit., ser.infects., mod.-sev.ren.insuffic., sev. hypoproteinaem., pregn., women of childbear. potent (unless adeq.contracept.), lactat., pts.und. 18 yrs. as safety & effic.not studied, concom. DMARD not recomm., concom.cholestyramine., lact. intol.

Side effects: Bronchit., RTI/UTI, sev.infect.& sepsis poss.fatal, incr.lymphoproliferat.disord.risk, leukopen., bld.dyscras., allerg./anaphylact.reacts., hypokalaem., hypouricaem., anx., paraesthes., headache, dizzin., taste disturb., periph. neuropathy, conjunctivit., incr.BP., chest pain, palpitat., tachycard., interstit.lung dis., dyspn., pharyngit., rhinit., sinusit., GI disords.incl pancreatit., hepatotox., elev.liv.param., hepat.fail, ac.hepat.necros., hepatit., jaund., cholestas., eczema, dry skin, alopec., skin rash, prurit., tox. epiderm.necrolys., Stev.-Johns.syndr., urticar., vasculit., joint disords., synovit., tenosynovit., ren. fail., weigh loss, asthen., back pain, malaise, fev.

Warnings and special precautions: Teratogen. in rats & rabbits, male pts.to be aware of poss. male-mediat.foet.toxic, instit.washout as describ. in lit.for any women wish.to fall pregn./men wish. to father childr./when switch.to another DMARD aft. treatm./if sev.haematolog./sev.skin reacts./ sev. uncontrol.infects.occur, contracept.other than OC’s recomm.dur.washout, reliab. contracept.to be guarant.dur.treatm., check ALT(SGPT) bef.init. ther.& at mnthly interv.x 1st 6 mnths.& every 6-8 wks. thereaft., discont.if ALT(SGPT) elev.of 2-3 fold ULN persist./if confirm.ALT elevat.>3-fold ULN present & admin cholestyram.or activat.charc.to rapid.low.lev.of act.metabolite, monit.BP bef.init. treatm. & periodic.thereaft., perform complete bld. cell count bef.init.treatm.& thereaft.mnthly x1st 6 mnths & then every 6-8 wks., use with antimalar.in rheumat.dis./ intramusc.or oral gold/D-penicillam./ azathiopr. & other immunosuppress.agents not studied, risk assoc.with combin.ther. & partic.in long term treatm.unknown, combinat.with another DMARD not advis.& could lead.to addit./ synergist. tox., poss.incr.S/E with recent hepatotox./ haematotox./immunosuppress.drug treatm., avoid alcohol due to potent.addit. hepatotox. effs., incr.risk of haematolog.disords.in pts.with pre-exist.bld.dyscras./imp.bone marr. funct./ pts.at risk of bone marrow suppress., perform freq.haematolog.monit.in pts.at risk of haematologic.disords., discont.in case of sev. haematolog.reacts.incl.pancytopen., discont.in case of ulcerat.stomatit./sev.skin or mucos. reacts. & avoid re-expos., discontin.in case of sev. uncontrol. infects., incr.suscept.to infects.due to poss. immunosuppress., meds.other than NSAID’s metabol.by CYP2C9 as enzyme activity inhibit., concom. live vaccin.not recomm., early & aggress. treatm.of suspect.infects., liv.funct.impairm., pts. to report pulm.sympts. e.g. cough & dyspn.which should be investig.to excl.interstit.lung dis., monit. tuberculin react.pts.as tuberculos.reactivat.risk, ren. impairm., consid.discont.with periph. neuropathy, INR monit.with co-admin.warfar.

Drug interactions: Cholestyramine & act. charcoal decr.plasma prim.metabol.conc., incr. peak lev.of prim.metabol.with concom.rifampicin.
 XE "Nivaquine" NIVAQUINE, Sanofi-Aventis (Pty) Ltd
See Section 18.11
 XE "Orencia 125 mg SC" ORENCIA 125 mg SC INJ, Equity
Abatacept

Indications: Alone/in combinat.with dis.modify. anti-rheumat.meds.(DMARDs) other than tumor necros.fact.block.agents(TNF) to reduc.S&S/induc. major clinic.respon/inhib.struct.damage progress. & improv.phys.funct. in adults with act.RA.
(S4) SOL FOR SC INJ, 47/3.1/0467. 125 mg
722109-001: 4xprefill.syr., R9 228,14
Dosage: Not intend.for IV infus. Rotate inj.sites.
125 mg SC admin.wkly.regardless of weight/with/-out an IV load.dos.

If init.ther.with an IV load.dos.admin sngl.IV infus. follow.by 1st 125 mg SC inj.& then SC inj.wkly thereaft.

When switch.from IV ther admin.1st SC dos.instead of next sched.IV dos.

Contraindications: Compon.hypersens., act./ dorm. untreat.TB., pregn. & lactat.

Side effects: Headache, naus., U&LRTI, UTI, H.simplex, rhinit., tooth infect., infect.skin ulc., onychomycos., pelvic inflamm.dis., basal cell Ca, bld.dyscras., depress., anx., dizzin., paraesthes., conjunctivit., reduc.vis. acuity, vertigo, tachycard., bradycard., palpitat., hyper-/hypotens., flush., cough, abdom.pain, diarrh., dyspeps., gastrit., mouth ulcerat., aphth.stomatit., skin rash, incr. bruis. tendency, alopec., dry skin, arthralg., extremity pain, amenorrh., fatig., asthen., flu-like illn., incr.weight, ser.infects.& malign.with high incid.in elderly, COPD exacerbat.& dyspn., advers. reacts.more freq.in COPD pts., inj.site reacts.with SC admin., antibody developm., abnorm.LFT.
Warnings and special precautions: MTX/other non-biolog.DMARD’s/corticoster./salicylate./ NSAID’s or analges.may be used concom., more infect. exper.with concom.TNF block.agents theref. not recomm., monit.for infect.when transition.from TNF block.ther., vaccinat.respons.& host defenc. against infects.& malign.poss.affect., underly. dis.predispos.pts.to infect./hist. of recurr.infects./ chron., latent or localis. infects., monit.pts.on ther.for new infect.esp.miliary TB, discont.ther.if ser.infect./sepsis develops, no data avail.on second.infect.transmiss.from pts.receiv.live vac.or effs.of vaccinat.in pts.receiv.Orencia, concom.live vacc.or within 3 mnths of discont., ren./hepat. impairm., TB infect.screen., safety with latent TB unknown, eval.pts.for act.or lat.TB bef.treatm., admin. prophylact.latent TB ther.bef.init.ther.& consid. risk vs.benef., screen.pts.for viral hepatit. prior.to treatm, anti-rheumat.ther.assoc.with hepatit. B reactivat., potent.role of long term use in malign.develop.unknown, safety & effic.of SC admin.in childr.bel. 18 yrs.not est., SC inj.not stud. in juven. idiopath.arthrit., sucrose contents for diab. pts., lact intol., if dizz.& reduc.vis.acuity exper.avoid driv./operat.machin. hypersens.reacts. incl.anaphylax.exper.with IV admin.poss.

Interactions: Incr.ser.infect.risk exper.with concom. TNF block., effectiven.of some immunisat. poss. blunted, effs.with agents deplet.lymphocyte count not stud.but potent.poss., not recomm.with other biolog. rheumat.arthrit.ther.eg.anakinra.
 XE "Orencia 250 mg IV" ORENCIA 250 mg, Equity
Abatacept

Indications: Alone/in combinat.with dis.modify. anti-rheumat.meds.(DMARDs) other than tumor necros.fact.block.agents(TNF) to reduc.S&S, induc. major clinic.respon, inhib.struct.damage progress. & improv.phys.funct. in adults with act.RA, reduc. S&S in paed.pts. ≥ 6 yrs.with mod.to sev. act. polyarticul.juven.idiopath.arthrit. & may be used as adjunct ther.with oth.antirheumat.agents.

(S4) LYOPHIL.FOR SOL.FOR INFUS., 41/3.1/1061, 250 mg.

715401-001: sngl.dos.vial.& syr., R2 665,71
Dosage: Do not admin.concom.TNF block.agents or other biologic rheumatoid arthrit.ther.eg anakinra. Do not use with siliconis.syringes. Concom. methotrex./other non-biolog.DMARDs/ corticosters/salicylates/NSAIDs or analges.may be used dur.treatm. Do not infus in same IV line as other agents.

Adult rheumat.atrhrit.: Admin.as 30 min.IV infus. <60 kg: 500 mg. 60-100 kg: 750 mg. >100 kg: 1 g. Follow.init.infus. admin.at 2 & 4 wks.& then every 4 wks.thereaft. May be used as monother./ concom. with DMARDs other than TNF antagon.

Paed.juven.idiopath.arthrit.: Admin.as 30 min.IV infus. 6-17 yrs.< 75 kg: 10 mg/kg calculat.on pt’s BW at each admin. Paed.pts ≥ 75 kg: Admin. follow.adult dos.regim. not exceed.max.dos.of 1000 mg. Follow.init.infus. admin.at 2 & 4 wks.& then every 4 wks.thereaft.
Contraindications: Hypersens./any compon. hypersens., act./dorm.untreat.TB., pregn. & lactat.

Side effects: V.common: URTI. Common: LRTI., UTI, Herpes infect., pneum., headache, dizzin., hypertens., cough, abdom.pain, diarrh., naus., dyspeps., mouth ulcerat., aphth.stomat., rash & dermatit. Uncommon: Tooth infect., infect.skin, ulc., oncychomycos., rhinit., ear infect., pyelonephrit., bas.cell Ca, thrombocytopen., leucopen., hypersens., depress., anx., sleep disord., paraesthes., conjunctivit., reduc.vis.acuity, vertigo, tachycard., bradycard., palpitat., hypotens., hot flush, flush., chron.obstruct.pulm.dis. exacerbat., gastrit., incr.bruis.tendenc., alopec., dry skin, hyperhidros., erythema, acne.
Special warnings and precautions: Not stud.in hepat./ren.impairm.theref.no dos.recomm., more infect. exper.with concom.TNF block.agents theref. not recomm., monit.for infect.when transition.from TNF block.ther., discont.ther.perman.if ser.allerg. react. exper., vaccinat.respons.& host defenc. against infects.& malign.poss.affect., underly.dis. predispos. pts.to infect./hist.of recurr.infects./ chron./latent or localis.infects., monit.pts.on ther. develop.new infect., discont.ther.if ser.infect. develops, safety with latent TB unknown, eval.pts. for act.or lat.TB bef.treatm., admin.prophylact. latent TB ther.bef.init.ther.& consid.risk vs.benef., monit.for infects.incl.miliary TB dur./aft.treatm., hepatit.B reactivat.assoc.with anti-rheumat.ther., screen.pts.for viral hepatit.prior.to treatm, period. skin exams.recomm.partic.with skin Ca risk fact., effectiven.of some immunisat. poss.blunted, do not admin. concom.live vacc.or within 3 mnths of discont., no data avail.on second.infect. transmiss. from pts.receiv.live vac., juven.idiopath.arthrit.pts. should be up to date with all immunisat.in agreem. with curr.immunisat.guidelines prior to init.ther., if bld. gluc.monit.reqd.consid.tests not react.with maltose, not advis.in pts.und.6 yrs.as safety & effic. not est., safety & effic.in paed.pts.for uses other than juven.idiopath.arthrit.not est., may cross placenta, live vaccine.admin.to infts.expos.in utero not recomm.for 10 wks. follow.mother’s last expos., pres.in rat milk, if dizzin./reduc.vis.acuity exper.avoid driv./operat.mach.
Interactions: Incr.ser.infect.risk exper.with concom.TNF block., not recomm.with other biolog.rheumat.arthrit.ther.eg anakinra as safety & effic.not est., effs.with agents deplet.lymphocyte count not stud.but potent.of effs.poss.
 XE "Plasmoquine" PLASMOQUINE, Medchem Pharmaceuticals (Pty) Ltd
See Section 18.11
 XE "Ravalef" RAVALEF, Activo [P/S]

Leflunomide

Indications: Act.rheumat.arthrit.in adults as a dis. -modif.antirheumat.drug (DMARD)

(S4) TABS, 46/3.1/0236, 0237

3000528-001: 10 mg, 30, R715,47
3000529-001: 20 mg, 30, R715,47
Dosage: Treatm.init.by phys.exper.in rheumatoid arthrit. ALT/CBC incl.WBC & platel.bef.init.ther.& 2 wkly dur 1st 6 mnths & 8 wkly.thereaft. Swall. whole with suff. liq.

Init: Load.dos: 100 mg once dly.x3 days. May be init.by 10-20 mg depend.on dis.activ. Recomm. maint: 10-20 mg once dly. Therap.eff.usual aft.4-6 wks.with poss.improvem.up to 4-6 mnths. Not recomm. for use in pts. und.18 yrs.

Contraindications: Hypersens.esp.prev.Stev.-Johns. syndr./tox.epiderm.necrolys./erythema multiforme, imp.liv.funct., sev.hypoproteinaem./ immunodefic. states, signif.imp.bone marr.funct./ anaem./ leukopen./neutropen./thrombocytopen. from caus.other than rheumat./psoriat.arthrit., ser. infects., mod.-sev.ren.insuff., pregn.& lactat., excl. pregn. bef.init.ther., women of childbear.potent.to use effect.contracept.dur.ther./up to 2 yrs.theraft. as long as plasma lev.of act.metabol.above 0,02mg/L, lactat., safety & effic.in pts.und.18 yrs. not est.

Side effects: Freq: Bld.disords., allerg./skin reacts., incr.CPK, CNS eff., headache, dizzin., incr.BP, GI disturbs., oral mucos.disords., tenosynovit., anorex., weight/ incr. hair loss, asthen., liv.paramet.elev. Less freq: Sev.infects. incl.fatal seps., infect.susceptibil./malign.risk poss. incr., sev.anaphylact./anaphylactoid reacts., vasculit., hypokalaem., hyperlipidaem., hypophosphataem., incr LDL, anx., periph. neuropathy, sev.incr.BP, poss.fatal interstit.lung dis., pancreatit., taste disturbs., hepatit., jaund./ cholestas., sev.liv.inj., tox.epiderm.necrolys., Stev. Johns.syndr., erythema multiforme, tend.rupt. Freq. unknown: Hypouricaem., ren.fail., male fertil. disords.

Warnings and special precautions: Cons. benef. vs ser.risk fact.with concom.hepatotox./ haematotox. DMARDs bef.init.ther., incr ser. adverse effs.risk for long time aft.when switch.to anoth. DMARD without a washout per., ALT/CBC to be check.bef.init.ther. & 2x mnthly.interv.dur.1st 6 mnths.& 8 wkly thereaft., discont.if ALT elev.of >3-fold the ULN. persist.& init.washout proced., liv. enzym.monit.maint.aft.ther.discont.unt.lev. norm., BP monit.bef.init.ther.& per.theraft., avoid alcoh. dur.ther., lact.intol., use with antimalar./IM or oral gold/ D-penicillam./azathioprine/other immunosuppress.agents in rheumat.dis.not stud., monit. recomm.in init.phase aft.switch., combin. with anoth.DMARD not advis.as poss.lead.to addit./ synergist.toxic., discont.ther.& init. compl. washout proced.in case of ulc.stomatit./ser.skin / mucos. reacts./ sev. haemotolog.eff.incl. pancytopen., pre-exist.bld.dyscras./pts.with imp. bone marr. funct./suppress./PML risk., sev. haemotolog. reacts., no re-challenge aft.sev.skin reacts., incr.infects.suscept.due to poss. immunosuppress., ther.interrupt./washout proced. init. if sev.uncontr.infects. occur, monit.pts.with tuberculin reactiv.due to TB reactivat.risk, male-mediat. foet.toxic.risk, monit.pulm.sympts. e.g. cough/ dyspn.& investigat.to excl.ac.interstit.lung dis., concom.meds.metabol.by CYP2C9 other than NSAIDs eg. phenytoin/warfar./phenprocoumon/ tolbutamide, delay in onset of mens./any other reas.to suspect. pregn., instit.washout as describ. in prod.lit.for women wish.to become pregn., pass. into breast milk.

Interactions: Incr.S/E poss.with concom./recent hepatotox./ haemototox.meds.or when treatm.foll. by such meds.with.washout per., liv.enzym.elev. with methotrex., cholestyramine & act.charcoal decr. plasma prim.metabol.conc., prim.metabol. peak lev.incr.with rifampicin, vaccinat.with live attenuat.vaccin.not recomm.

 XE "Rheumalef" RHEUMALEF, AI Pharm Ltd [P/S] 
Leflunomide

Indications: Act.rheumat.arthrit.in adults as a dis. modify.antirheumat.drug (DMARD).& to improv. physic. funct.

(S4) TABS, 45/3.1/0404, 0405

721609-001: 10 mg, 30, R715,50
721610-001: 20 mg, 30, R715,50
Dosage: Treatm.only by drs exper.in rheumatoid dis.

Init.dos: 100 mg once dly.x3 days. Recomm. maint: 10-20 mg once dly. Therap.eff. usual aft.4-6 wks.with poss.improvem.up to 4-6 mnths.

Contraindications: Imp.liv.funct., sev. immunodefic. states, signific.imp.bone marr.funct. /signif.anaem., leukopen/neutropen/ thrombocytopen. from causes other than rhemat. arthrit., ser.infects., mod.-sev.ren.insuffic., sev. hypoproteinaem., pregn., women of childbear. potent (unless adeq.contracept.), lactat., pts.und. 18 yrs.as safety & effic.not studied, concom. DMARD not recomm., concom.cholestyramine., lact.intol.

Side effects: Freq: Leucopen., allerg.reacts., incr. CPK, anx., paraesthes., headache, dizzin., incr.BP, diarrh., naus., vomit., oral mucos.disords., abdom. pain , elev.ALT/ gamma-GT, alkaline phosphat./ bilirub., incr.hair loss, eczema, rash, prurit., dry skin, tenosynovit., anorex., weight loss, asthen. Less freq: Sev.infect., incr.suscept.to infect., anaem., mild thrombocytopen., pancytopen., leucopen., eosinophil., agranulocytos., sev. anaphylact. react., vasculit., hypokalaem., hyperlipidaem., hypophosphataem., incr.LDH, periph. neuropathy., sev.incr.in BP, interstit.lung dis. incl.interstit.pneumonit., taste disturbs., pancreat., hepatit., jaund./cholestas., sev.liv. injur.incl. hepat.fail./ac.hepat.necros., urticar., tox. epiderm. necrolys., Stev.-Johns.syndr., eryth. multiforme, tendon rupt. Unknown freq: Incr.risk of malign. incl.lymphoproliferat.disords., hypouricaem., cutan.lupus erythematos., pustul./ worsen.psorias., ren.fail., decr.sperm conc./count & rapid progress. motility.

Warnings and special precautions: Teratogen. in rats & rabbits, male pts.to be aware of poss. male-mediat.foet.toxic., without drug elimin. proced. it may take up to 2 yrs.to reach prim. metabol. lev.of <0,02 mg/L, instit.washout as describ. in lit.for any women wish.to fall pregn./ men wish.to father childr./when switch.to another DMARD aft. treatm./if sev.haematolog./sev.skin reacts./ sev.uncontrol.infects.occur, contracept. other than OC’s recomm.dur.washout, reliab. contracept., for use by exper.physic.only, check ALT(SGPT) bef.init.ther.& at mnthly interv.x 1st 6 mnths. & every 6-8 wks.thereaft., discont.if ALT (SGPT) elev.of >3 fold the upper limit of norm. persist., monit.BP bef.init.treatm.& periodic. thereaft., perform complete bld.cell count bef.init. treatm. & thereaft.mnthly x1st 6 mnths & then every 6-8 wks., use with antimalar.in rhemat.dis./ intramusc./ oral gold/D-penicillam./azathiopr./ TNF-alpha inhibit.& other immunosuppress.agents not studied, unknown treatm.risk partic.in long term treatm.with combin.ther., combinat.with another DMARD not advis.poss.lead.to addit./ synergist. tox., poss.incr.S/E with recent hepatotox./ haematotox./immunosuppress.drug treatm., avoid alcohol due to potent.addit. hepatotox. effs., incr.risk of haematolog.disords.in pts. with pre-exist.bld.dyscras./imp.bone marr. funct./ pts.at risk of bone marrow suppress., perform freq.haematolog.monit.in pts.at risk of haematologic. disords., discont.in case of sev. haematolog. reacts.incl.pancytopen., discont.in case of ulcerat.stomatit./sev.skin or mucos. reacts./ sev.uncontrol.infects./, incr.suscept.to infects/suspect. interstit. lung dis., due to poss. immunosuppress., meds.other than NSAID’s metabol.by CYP2C9, concom.rifampicin, concom. live vaccin.not recomm., early & aggress.treatm.of suspect.infects., liv.funct.impairm., pts to report pulm. sympts.e.g. cough & dyspn.which should be investigat.to excl.interstit.lung dis., monit. tuberculin react.pts.for tuberculos.reactivat.risk, ren. impairm., consid.discont.with periph. neuropathy, INR monit.with co-admin.warfar.

Drug interactions: Incr.prothromb.time with warfarin., cholestyramine & act.charcoal decr. plasma prim.metabol.conc.

 XE "Salazopyrin EN" SALAZOPYRIN EN TABS, Pfizer [P/S]

Sulphasalazine.
Indications: Rheumat.arthrit.

(S4) EN TABS. E/20.2.1/910.

762016-019: 500 mg, 100, R454,01

Dosage: Indiv.accord.to respon.& tol.

Rheumat.arthrit: Init. 1 tab.in even., grad.incr.to 2 tabs 2xdly by 4th wk.of treatm. If no respon.aft.2 mnths.dos.may be incr.to 3 g/day.
Contraindications: Gastr./duoden.ulc., sulphon./ salicyl. hypersens., porphyr., haemorrhag.diathes., sev.ren./hepat.fail., pregn.& lactat., pts. < 18 yrs.

Side effects: V.common: Gastr.distr., naus. Common: Leucopen., red cell abnormalit., loss of appet., dizzin., tinnit., cough, abdom.pain, vomit., diarrh., prurit., exanth., erythema., urticar., orange-yell.col.urine, oligosperm., fev., headache. Uncommon: Thrombocytopen., eosinophil., methaemoglobinaem., hypoprothrombinaem., anaphylax., depress., periph.neuropathy, atax., fatig., insomn., periph.neurit., vertigo, convuls., hallucinats., multiple scleros., chorea, yell.stain.of soft contact lens, optic neuropathy, trans.myop., cyanos., myocardit., fibros.alveolit., hypothyroid., dyspn., pseudomembran.colit., stomatit., hepatit., alopec., skin rash., photosens., yell.skin, discolourat., cont.dermatit., exfoliat.dermatit., tox. epiderm. necrolys., arthralg., nephrotox.syndr., Stev. –Johns.syndr., proteinur., haematur., manifestat. of generalis.hypersens.react.to sulphonam. incl.syndr.resembl.pulm.eosinophil.& vasculit. Unknown freq: Haemolyt,anaem., agranulocytos., aplast./megaloblast./ haemolyt. anaem., ser.sickn., hypoglycaem.eff., interstit.lung dis., eosinophil.infiltrat., aggravat.of ulcerat.colit., pancreatit., hepat.fail., fulmin.hepatit, hepatotox. reacts., trans.elevat.of liv.enz., DRESS, SLE., asept. meningit.

Warnings and special precautions: Adeq.fluid intake, discont. if rash appears, gastr.& duod.ulc., period.bld. counts & urinalysis, G6PD defic., great. incid.of adverse eff.in AIDS pts., pts.with slow acetylat. phenotype are more likely to show adverse eff., hepat./ren.impairm., poss.ser.-like react. in childr.with system.-onset rheum.arthrit., folic acid defic.poss.result.in ser.haematolog. toxic./ teratogenic., sev.allerg/bronch.asthma, pass. into breastmilk, prem/G6PD infts.if breastfed, bld. dyscras.

Drug interactions: Bld.sugar reduc.eff of sulphonylureas enhanc., poss.interacts.with warfarin,, methotrex., probenecid, rifampic., sulfinpyrazone, spironolact., furosemide & potent. of undesir.glucocortic.eff.on stomach, Fe chelat.& absorpt. interfer.with, PABA & deriv.compnds.may antagon.act., acetylat incr.by paraldehyde, reduc. folate & digox.absorpt., alter.pt.respons.with concom. antibiot., eff.of oral coagul., methotrex.& phenytoin potent., incr.crystallur risk with compnds. that acidify urine, folic acid absorpt./ metabol. inhib.poss.caus.folic acid defic., bone marr. suppress./leukopen.with concom.thiopurine 6-mercaptopurine /azathioprine, poss.false-posit. normetanephr.urin.test

 XE "Suplasyn" SUPLASYN, Pharmaco

Purif.hyaluron.acid sod.salt (Sodium hyaluronate)

Indications: Tempor.replacem.of synovial fluid follow.arthrocentes.in non-infect.knee joints not prev.treat.with either intra-articulate hyaluron. acid or glucocortis.inj.

(S4) INJ, A39/3.2/0352. 10 mg/ml

713683-001: 20 mg/2 ml, 1 pre-fill.syr., R648,90
721958-001: 60 mg/6 ml, 1 pre-fill.syr., R2 092,73
Dosage: Admin.by train.healthcare prof.only. Bring to room temp.bef.inj.

Up to 2 ml intra-articularly depend.on joint size. Recomm.sched: 1 inj./wk x3 wks. May be rep.in 6 mnths. Safety & effic.of 2 consecut.courses not est.

Contraindications: Known hypersens.reacts., safety in pregn.& lactat.not est.

Side effects: Trans.short durat.loc.pain, loc. feel. of heat/redn.&swell., strong. loc.reacts.as sign of hypersens./anaphylax.& fev.

 XE "Teriflunamide adco" TERFLUNAMIDE ADCO, Adcock Ingram [P/S]

Teriflunomide

***REPLACE***REPLACE***REPLACE

Indications: Relaps.forms of multiple scleros.in adults to reduce freq.of relaps.& to delay accumulat. of physic.disabil.

(S4) TABS, 55/32.12/0228

3005306-002: 14 mg, 30, R5 948,55

Dosage: Admin.supervis.by exper.practit. Recomm.dos: 14 mg once dly.

Contraindications: Sev.hepat.impairm., co-admin. with leflunomide, pregn./ wom.of child bear. potent.not on reliable contracept., sev. immunodefic.states incl. bone marr.dis./ sev. uncontroll.infect., signific.impair.bone marr. funct., signific. anaem./ leucopen./ neutropen./ thrombocytopen., sev.active infect.until resolut., sev. hypoproteinaem.

Side effects: Freq.: Infects.& infestats.incl.influenza/ URTI / UTI, neutropen., anaem., season.allerg., anx., headache, paraesthes., sciatica, carpal tunnel syndr., hyperaesthes., neuralg., hypertens., palpitat., diarrh., N&V, upper abdomin.pain, tootache, pancreatit., stomatit., incr. ALT/ GGT/ AST, alopec., rash, acne, musculoskelet. pain, myalg., arthralg., pollakiur., menorrhag., pain, asthenia, post-traumat. pain, weight/ neutrophil count/ WBC count decr. Less freq.: Mild thrombocytopen., peripher. neuropathy, nail disord., Unknown freq.: Sev.infect.incl. sepsis, hypersens.reacts., interstit. lung dis., pancreatit., stomatit., ac.hepatit., dyslipidaem., sev.skin reacts.

Special warnings and precautions: Teratogen. in animals, obt.transamin.& bilirub.levs.within 6 mnths. bef.init.& monit.ALT levs.at least mnthly. for 6 mnths., discont.& start accelerat.eliminat. proced. if drug induc.liv.inj.suspect., monit.SGPT bef.init.treatm. & periodic.thereaft, monit.wkly. if ALT (SGPT) elevat betw. 2- & 3-fold ULN, discont.if ALT elev. of >3 fold ULN persist., pre-exist.liv.dis./ oth.potent. hepatotox. meds., monit.BP bef.init.treatm.& periodic. thereaft., pts.with active ac./ chron. infects. should not start treatm., susp.treatm.if pts. devel.ser.infect.& reassess benef.vs risks prior to re-initiat., perform compl. bld.cell count bef.init.treatm.& periodic.thereaft., interstit. lung dis., elimin.from plasma is slow, use accelerat.eliminat.proced.with cholestyramine/ charcoal as describ.in lit.if rapid. decr.in plasma conc.reqd., discont.in case of ulcerat.stomatit., discont.if skin &/or mucos.reacts. observ.which raise suspic.of sev.generalis.major skin reacts. & init.accelerat.eliminat.proc., discont.if pt.devel.confirm. peripher.neuropathy & init.accelerat.eliminat.proc., concom.live vaccinat.not recomm., co-admin.with antineoplast./ immunosuppress. ther.used for treatm.of MS not eval., long term safety of other concom.immune modulat.ther.not est., switch.from/to Aubamide, fem.pts.to contin. contracept. unt.plasma conc. ≤ 0.02 µg/ml, instit. washout as describ.in lit.for any women wish.to fall pregn., without drug eliminat.proced.it may take 6-24 mnth.to reach plasma conc. <0,02 µg /L, male pts.to be aware of poss.male-med.fetal toxic., for use by exper.physic.only, S&E not studied in elderly, concom meds.metabolis.by CYP2C8/ CYP1A2, concom.substrates of OAT3/ OATP/ BCRP, do not exceed dos. of 10 mg if coadmin. rosuvastatin, INR follow-up & monitor. with concom. warfarin, lact.intol., pts.<18 yrs.S&E not stud., insuffic.clin. data in pts. with sev. ren. impairm.underg. dialys.

Interactions: Poss.incr.expos.with BCRP inhibits.incl. ciclosporin/ eltrombopag/ gefitinib, poss.decr.expos.with concom. rifampicin/ carbamazepine, phenobarb./ phenytoin/ St John’s Wort, signif.& rapid. decr.in plasma conc. with cholestyramine/ activat.charcoal, poss.incr.Cmax & AUC of repaglinide/ paclitaxel/ pioglitazone, poss.decr. Cmax & AUC of duloxetin/ theophylline/ tizanidine/ caffeine, incr. Cmax & AUC of concom. ethinylestrad./ levonorgestrel., decr. in INR when co-admin.with warfarin, poss. incr. in Cmax & AUC of cefaclor/ benzylpenicillin/ ciprofloxacin/ indomethacin/ ketoprofen/ furosemide/ cimetidine/ methotrexate/ zidovudine, poss. incr. in Cmax & AUC of rosuvastatin.

 XE "Unamity" UNAMITY, Eli Lilly (SA) (Pty) Ltd
See Section 24.1
4.7
Osteoporosis (and other metabolic bone disorders)
4.7.1
Bisphosphonates
 XE "Aclasta" ACLASTA, (AI Pharm Ltd) Sandoz [P/S]

Zoledronic acid

Indications: Osteoporos.in post-menopaus. women to reduc.hip/vertebral & non-vertebral fract. & to incr.bone miner.density, reduc.incid.of new clinic.fract.with rec.low trauma hipfract., osteoporos.in men, glucocortic.-induc.osteoporos., Paget’s dis.

(S4) SOL.FOR INFUS. A39/34/0575

709787-001: 5 mg/100 ml, 100 ml bott, R3 030,24
Dosage: Paracet.or ibuprofen admin.short.follow. admin.reduc.post-dos.sympts. Do not mix./giv.with other meds. Admin.over at least 15 mins

Postmenopaus.osteoporos: Recomm.dos: Sngl. 5 mg IV infus.once a year.

Male osteoporos: Recomm.dos: Sngl. 5 mg IV infus. once a year.

Glucocortic.-induc.osteoporos: Recomm.dos: Sngl. 5 mg IV infus.once a year.
Paget’s dis: Recomm.dos: One IV infus.of 5 mg/ 100 ml via separat.vented infus.line at const.infus. rate. Infus.time not to be less than 15 mins. Extend. remiss.usual.observ.aft.treatm. Retreatm. may be consid.where pts.relaps./fail.to achiev norm. ser.alkaline phosphatase/pres.sympts.12 mnths. aft.init.dos.

Contraindications: Hypersens.to bisphosphonat., hypocalcaem., pregn.& lactat., sev. ren.funct. impairm., contact with Ca-cont. sols., lack of data in childr/adolesc.<18 yrs., treatm.with anoth. biphosphon.

Side-effects: Flu-like sympt., nasopharyngit., anaem., GI disturbs., dyspeps., abdom.pain, GORD, oesophagit., insomn., headache, dizzin., lethargy, paraesthes., somnol., trem., syncope, conjunctivit., eye pain, uveit., episclerit., iritis., vertigo, hypertens., flush., cough, dyspn., rash, hyperhydros., prurit., erythema, myalg., arthralg., bone/back/neck/ should.pain , pain in extremit., musculo-skelet. stiffn./-chest pain, joint swell./-stiffn., musc. spasms/-weakn., arthrit., incr.bld. creatin., pollakiuria, proteinuria, fev., chills, fatig., asthen., malaise, periph.oed., thirst, ac.phase react., non-card.chest pain, ocul.hyperaem., incr.C-react.prot., hypocalcaem., dysgeus., toothache, palpitat., infus.site reacts., atrial fibrillat., ren. dysfunct.esp.with pre-exist.ren.comprom./addit. risk fact., jaw osteonecros.predom. in Ca pts. assoc. with dent.proced., hypersens.incl. anaphylact. react.& shock, hypotens.in pts.with underly.risk fact., sclerit., orbit.inflamm.

Warnings and special precautions:. Concom. meds. impact.ren.funct., ensure adeq.hydrat.esp. pts.receiv.diurets./elderly, meas.ser.creatin.bef. each dos., suppl.Ca & Vit.D recomm.follow.ther./ when diet. intake insuffic./prev.clinic.fract.aft hip fract., do not admin.where same act. ingred.admin. for oncology indicat., pre-exist. hypocalcaem./ other miner. metabol.disturbs.treat.bef.init.ther., hypocalcaem.risk pts.to be advis./monit., dent. surg.poss.exacerb jaw osteonecros.

 XE "Actamax" ACTAMAX, Pharma Dynamics [P/S]

Risedronate sodium

Indications: Osteoporos.in postmenopaus. women in combinat.with Ca 500-1000 mg/day & addit.Vit.D if defic.suspect.
(S3) TABS, 42/3.2/0455

716659-001: 35 mg, 4, R261,65
Dosage: Admin. at least 30 min.bef.first food/ drink/ other meds.of the day or at least 2 hrs.aft. any food/drink at other times of day and not less than 30 mins.bef.retir. Swallow whole with a full glass of water while in an upright posit.& do not lie down for 30  min.thereaft. Do not suck/chew tabs.

Adults: 35 mg once a wk.on same day each wk. Should dos.be missed take on the day rememb. Return then to one tab./wk on the day tab.norm. taken. Do not take 2 tabs on the same day.

Contraindications: Hypocalcaem., advanc.ren. impairm.(creatin.clear.<30 ml/min), safety in pregn. & lactat.not est., safety & effic.in childr.& grow.adolesc.not est.

Side effects: GI disturbs., oesophagit., oesophag. / gastric ulc., gastrit., dysphag., osteonecros.of jaw assoc.with tooth extract.&/loc.infect., hypersens. reacts.incl.angioed., iritis, glossit., duodenit., oesophag.strict., headache, musculoskelet./bone pain, arthralg., skin reacts., abnorm.liv.funct.tests, decr.ser.Ca & phosph.lev.

Special precautions: Emphasise imp.of dos. instruct. due to assoc.oesophagit.& oesophag. ulcerat., food/drinks/meds.contain.Ca/Mg/Fe & Al not to be taken at same time as ther., hypocalcaem. & other bone & miner.metabol. disturbs. to be correct.bef.init.ther., adeq.Ca & vit.D intake, upper GI disords., dent.exam.with appropr. prevent.dentistry advis.in pts.with risk fact., those at risk to avoid invas.dent.proced.dur. ther.if poss., dent.surg.poss.exacerb.condit. if osteonecros. of jaw devel.while on bisphosphonate ther.

Drug interactions: Meds.contain.Ca/Mg/Fe/Al poss. interfere with absorpt., poss.incr.gastr.irrit. with NSAID/aspir.
 XE "Alendronate Unicorn" ALENDRONATE UNICORN 70, Unicorn [P/S]

Alendronic acid

Indications: Postmenopaus.osteoporos.in women to reduc.fract.risk incl.spine & hip fract.
(S3) TABS, 43/3.2/0266

719397-001: 70 mg, 4, R263,53
Dosage: One tab.1x/wk. at least 2 hrs.bef.first food./bever./meds.of the day. Admin.with full glass of plain water & remain upright for at least 30 mins.& until aft.first meal. Do not suck/chew tabs. or admin.at bedt./bef.aris.for the day. Concom. oral meds.at least 30 mims.aft.treatm. Miss. dos: 1 tab.on morn.aft.rememb.& contin.on same day of wk.as orig.sched. Do not admin.2 tabs on the same day.

Contraindications: Sev.ren.impairm.(creatin. clear.< 35 ml/min.), oesophag.abnormalit.that may delay empty., inabil.to stand/sit upright for at least 30 mins.aft. admin., safety & effic.in childr.not est., safety in pregn.& lactat.not est.

Side effects: Headache, sclerit., uveitis, GI disords. incl.oesophag.eros./ulcerat.follow.by strict./acid regurgit./malaena, skin reacts.incl. Stev. John.syndr./tox.epiderm.necrolys., photosens., musculoskelet.pain, osteonecros.of jaw, hypersens.reacts.incl.angioed., hypocalcaem./ vit.D defic.exacerbat., poss.ser.Ca & phosph.decr.

Special precautions: Poss.reduc.absorpt.if admin. with miner.water, admin.supplem.Ca & Vit. D if diet inadeq., correct hypocalcaem.& Vit.D defic. bef.init.ther., dent.exam.& prevent.dentistry for pts.with concom.risk fact., avoid invas.dent. proced. dur.ther.if poss., dent.surg.may exacerb. poss.jaw osteonecros., consid.risk fact.with upp.GI dis.e.g. duodenit./dysphag./gastrit./ulc., pts.to foll.admin.instruct.& alert physic.to S&S of any oesophag.react., discont.ther.in case of oesophag. dis. sympt.incl.retrostern.pain/worsen.heartburn, consid.osteoporos.caus.other than oestrog.defic./ ageing/glucocortic.use., adeq.Ca & Vit.D advis. esp.in pts.receiv.glucocortic.
Drug interactions: Ca supplem./antacids & some oral meds.may interfere with absorpt.if taken simultan., poss.add.hypocalcaem.effs.with aminoglycosid.

 XE "Bondronat" BONDRONAT, Roche [P/S]

Ibandronic acid

Indications: Tumour-induc.hypercalcaem.with/ without metastas., prevent.skelet.complicat.in breast Ca.& bone metastas.pts.req.radiother.

(S4) INJ, 32/3.2/0114, A38/3.2/0381

893255-002: 2 mg/2 ml, 1 amp, R1 879,80
710463-001: 6 mg/6 ml, 1 vial, R4 607,75
Dosage: Metastat.bone dis: Recomm.dos.is 6 mg every 3-4 wks.infus over at least 15 mins. Admin.as IV infus.in 100 ml isoton.NaCl/5% dextr.sol. Short. infus.(15 mins.) used only for norm./mild ren.funct.impairm.

Tumour-induc.hypercalcaem.: Adults & elderly: Consid.sev.of hypercalcaem.& tumour type. Gen.low.dos.reqd.in osteolytic bone metastas.than in humoral type hypercalcaem. Ensure pt.is adeq.hydrat.with 0,9% NaCl bef.admin. 

Repeat.treatm.poss.in recurr.hypercalcaem./ insuffic.effic.case. Sev.hypercalcaem: (> 3,5mmol/L or > 12 mg/dL album.correct.ser.Ca) dos.is 2-4 mg. Mod. hypercalcaem: (< 3,5mmol/L or < 12 mg/dL album.correct.ser.Ca) dos.is 1-2 mg. Do not exceed cumulat.dos.of 6 mg. Admin.as IV infus. in 500 ml isoton.NaCl/5% dextr.sol.over 2 hrs. Rais. ser.Ca lev.reduc.to norm.range in 7 days in most cases.

(S4) TABS, A38/3.2/0562

Indications: Prevent.skelet.complicat.in breast Ca.& bone metastases.pts.req radiother.

707113-001: 50 mg, 28, R5 143,54
Dosage: Recomm.dos.50 mg dly.aft.overnight fast and contin.fast.30-60 mins.bef.any food/drink/ other medicat.of the day. Swall.whole with full glass water in upright position. Should not lie down for 60 mins.aft.admin. Do not chew/suck. Do not use mineral water.

Contra-indications: Pregn./lactat.& childr.due to lack of exper. Tabs also: rare heredit.galact intol., Lapp.lactose defic./gluc-galact.malabsorpt.

Side-effects: Osteonecros.of jaw gen.assoc.with tooth extract.&/loc.infect., hypocalcaem., elev. body temp., flu-like syndr.consist.fev.chills, chest/ back/ bone & /musc.ache like pain, myalg., hypersens., angioneurot.oed., bronchosp., broncho-constrict.in acetylsalicyl.acid-sens. asthmat.pts., infect., parathyroid.disords., headache, dizzin., dysgeus., cataract, bundle branch block, pharyngit., GI disords./pain, tooth disords., skin disords., ecchymos., arthralg., joint.disords., osteoarthrit., asthen., periph.oed., thirst, cystit., vaginit., oral candidias., benign.skin neoplasm, anaem., bld. dyscras., hypophosphataem., psych.disords., cerebrovasc. disords., nerve root les., amnes., migraine, neuralg., hyperton., hyperaestes., paraesthes. circumor., parosm., deafn., card. disords., vasc.disords., lung oed., strid., cholelithias., rash, alopec., urin.retent., ren.cyst, pelvic pain, hypotherm., weight decr., injury, ocul. inflammat., anaphylact.react.& shock, inj.site pain, Tabs also: prurit., azotaem., malaise, pain NOS, musc.cramps.

Special precautions: Ren./hepat.funct. impairm.,treat hypocalcaem.& other disturbs.of bone & miner.metabol.eff.bef.start.ther., monit. ren.funct./Ca/ phosph.& Mg dur.& aft.treatm., avoid overhydrat.in CF/pulm.oed.risk pts., inadvert. intra-arter./perivenous admin.not recomm., dent. exam.bef.init.ther.in pts.with concom.risk.fact., avoid.invas.dent.proced.dur.ther., adeq.Ca.& vit.D intake., poss.hypocalcaem, correct.pts.ser.Ca lev. according., anaphylact. react./ shock, atypic.fract. of subtrochanteric & proxim.femor.shaft. Tabs also: alert physic.to S&S of poss.oesphag.react./ heartburn & discont.ther., concom.oral meds., monit.serum, delay.intake of oral meds contain. Ca./other multivalent cations.incl.milk & food.by 30-60 mins., poss.hypomagnesaem.with concom aminoglycos, cross.placenta.

Drug interactions: GI.irritat.assoc.with concom. NSAID’s, reduc.bioaval.with food, incr.creatin., incr.bld.parathyroid hormone.

 XE "Boniva" BONIVA, (AI Pharm Ltd) Roche [P/S]
Ibandronic acid

Indications: Osteoporos.in post menopaus. women to reduc.vertebr fract risk

(S4) INJ, 41/3.2/0526

719931-001: 3 mg/3 ml, 1xpre-fill.syr., R1 310,31
Dosage: Do not mix.with other Ca contain. sols./ other IV admin.meds. IV use.

Recomm.dos: 3 mg IVI over 15-30 secs.every 3 mnths.

(S4) TABS, 41/3.2/0527

721721-001: 150 mg, 1, R328,98
Dosage: 150 mg 1x mnth.aft.overnight fast of at least 6 hrs. & 1 hr. bef.the 1st food/drink (other than water) of the day/any other oral medic/ supplement (incl. Ca). Swall.whole with full glass water in upright position. Should not lie down for 1 hr.aft.admin. Do not chew/suck. Do not use mineral water.

In case of missed dos.: Take 1 tab.the morn. aft. tab.is remembered.unless next sched.dos.is within 7 days. Do not take 2 tabs.within same week

Contraindications: Hypocalcaem., sev.ren. impairm., pregn./lactat.& childr.due to lack of adeq. data. Tabs also: lact intol.

Side effects: Trans.decr.in ser.Ca values, osteonecros. of jaw gen.in Ca pts.undergo.dent. proced., GI disturbs., musculoskelet.pain, arthralg., myalg., back pain, flu-like illn., fatig., dizzin., headache, skin rash, bone pain, asthen., inj.site reacts., hypersens.reacts.

Warnings and special precautions: Treat hypocalcaem. & other disturbs.of bone & miner. metabol. eff.bef.start.ther., adeq.supplem.Ca.& vit. D intake., inadvert.intra-arter./perivenous admin. to be avoid., jaw osteonecros.risk fact. incl.Ca pts./ concom.chemo or radiother.& corticoster., co-morbid.condits.eg anaem./coagulopathy /infect.& pre-exist.dent.dis., dent.surg.poss.exacerb. osteonecros. of jaw,benef.vs.risk eval.& clinic. judgm. for pts.requir.dent.proced.on ther., concom. dis./meds.used with undesir.kidn.effs., not recomm. with ser.creatin.above 2,3 mg/dL or creatin. clear.below 30 ml/min., some reproduct. toxic. shown in rat studies. Tabs. also: alert physic. to S&S of poss.oesphag.react./heartburn & discont. ther., concom.oral meds., delay.intake of oral meds contain. Ca./other multivalent cations. incl.milk & food.for 6 hrs.bef. & 1 hr.aft.intake of tab.

Drug interactions: GI.irrit.assoc.with concom. NSAID’s , Ca suppl./antacids, oral meds.contain. multival. cations (eg Al, Mg, Fe).

 XE "Bonrix" BONRIX, Accord [P/S]

Ibandronic acid

Indications: Tumour-induc.hypercalcaem.with/ without metastas., prevent.skelet.complicat.in breast Ca.& bone metastas.pts.req.radiother.

(S4) CONC.SOL.FOR IV INFUS, 49/3.2/0583, 0584

3000787-001: 2 mg/2 ml, 1 amp, R1 150,84
3000788-001: 6 mg/6 ml, 1 vial, R3 452,50
Dosage: Admin.only IV & for sngl.use only.

Metastat.bone dis: Recomm.dos.is 6 mg every 3-4 wks.infus over at least 15 mins. Admin.as IV infus.in 100 ml isoton.NaCl/5% dextr.sol. Short. infus.(15 mins.) used only for norm./mild ren.funct.impairm.

Tumour-induc.hypercalcaem: Adults & elderly: Consid.sev.of hypercalcaem.& tumour type. Gen.low.dos.reqd.in osteolytic bone metastas. than in humoral type hypercalcaem. Ensure pt.is adeq.hydrat.with 0,9% NaCl bef. admin. Repeat.treatm.poss.in recurr.hypercalcaem. /insuffic. effic. Admin.as IV infus. in 500 ml isoton. NaCl/5% dextr.sol.over 2 hrs.

Album.correct.ser.Ca aft.adeq.rehydrat: Sev. hypercalcaem: (≥3,5mmol/L or ≥12 mg/dL): 2-4 mg. Mod.hypercalcaem: (< 3,5mmol/L or <12 mg/dL): 1-2 mg. Do not exceed cumulat.dos.of 6 mg.

Rais. ser.Ca lev.reduc.to norm.range in 7 days in most cases.

Contraindications: Biphosphon.hypersens., pregn./ lactat., hypocalcaem.

Side effects: Freq: Infect., parathyroid disord., hypocalcaem., headache, dizzin., dysgeus., cataract, bundle branch block, pharyngit., diarrh., vomit., dyspeps., GI pain, tooth disord., bone pain, osteoarthrit., myalg., arthralg., joint disord., fev., flu-like illn., periph.oed., asthen., thirst. Less freq: Cystit., vaginit., oral candidias., benign skin neoplasm, anaem., bld.dyscras., hypersens., bronchosp., angioed., anaphylact.react./shock, hypophosphataem., sleep disord., anx., affect. lability, cerebrovasc.disord., nerve root les., amnes., migraine, neuralg., hyperton., hyperaesthes., circumor.paraesthes., parosm., ocul. inflammat., deafn., hypertens., lymphoed., varic. veins, myocard.ischaem., cardiovasc.disord., palpitat., lung oed., strid., gastroenterit., gastrit., mouth ulcerat., dysphag., cheilit., cholelithias., angioneurot. oed., skin disord., ecchymos, rash, alopec., Stev.-Johns.syndr., erythema multiforme, dermatit. bullous, atypic.subtrohanter.& diaphys. femor.fract., jaw & extern.audit.canal osteonecros., urin.retent., ren.cyst, pelv.pain, chills/ rigors, hypotherm., inj.site pain, weight decr., injury. Freq.unknown: asthma exacerbat.,

Warnings and special precautions: Inadvert. intra-arter./perivenous admin.not recomm., not for use in childr.& adolesc.und.18 yrs., treat hypocalcaem. & other disturbs.of bone & miner. metabol.eff.bef.start.ther., adeq.Ca.& vit.D intake with supplementat.if necess., anaphylact.react./ shock report.theref.adeq.facilit.to be avail.& discont. ther.& instit.appropr.treatm.in occur., monit. ren.funct./Ca/phosph.& Mg, no dos. recomm. avail.with sev.hepat.insuffic., avoid overhydrat.in CF/ risk pts., delay new course where unheal.open soft tiss.mouth les.pres., dent. exam.bef.init.ther.in pts.with concom.risk.fact., avoid.invas.dent.proced.dur.ther., consid.poss. osteonecros.of ext.audit.canal if chron.ear. infect. pres., atypic.fract.of subtrochanteric & proxim. femor. shaft.with long term use, prodrom.pain of affect. area often assoc.with stress fract.imag. which may be bilat., diaphys.femor.fract.often. occur. aft.minim./no trauma & may be.bilat., exam. contralater.fem.where femor.shaft fract.sustain., pts. to report any thigh/hip or groin pain & be eval. for incomplete femur fract., discont.ther.if fract. suspect., broncho-constrict.assoc.with acetylsalicylic acid sensit.asthmat.

Interactions: Do not mix.with other Ca cont.sols., aminoglycosides may low.ser.Ca lev.& poss.simultan.hypomagnesaem.

 XE "Bontelvia" BONTELVIA, Macleods [P/S]

Risedronate sodium.
Indications: Osteoporos.in postmenopaus. women in combinat.with Ca 500-1000 mg/day & addit.Vit.D if defic.suspect., treatm. of primary osteoporos. in males.

(S3) TABS, 46/3.2/0904

3007210-001: 35 mg, 4, R155,25
Dosage: Admin. at least 30 min.bef.first food/ drink/ other meds.of the day or at least 2 hrs.aft. any food/drink at other times of day and not less than 30 mins. bef.retir. Swallow whole with a full glass of water while in an upright posit.& do not lie down for 30 min.thereaft. Do not suck/chew tabs. Adults: 35 mg once a wk.on same day each wk. Should dos.be missed take on the day rememb. Return then to one tab./ wk on the day tab.norm. taken. Do not take 2 tabs on the same day.

Contraindications: Hypocalcaem., advanc.ren. impairm. (creatin.clear. <30 ml/min), safety in pregn.& lactat.not est., safety & effic.in childr.& grow.adolesc.not est.

Side effects: Freq.: Dyspeps., naus., constip., diarrh., GI disord., headache, musculoskelet. pain, arthralg., bone pain, pain. Less freq.: Iritis, oesophagit., oesophag. ulcer, gastrit., dysphag., duodenit., oesophag. stricture, abdom. pain, glossitis, abnorm. liver funct. tests, osteonecros. of ext. auditory canal. Freq not known: Anaphylact.react., hypersens., skin react. incl. angioedema, uveitis, flatulence, gastric haemorrh., eructation, odynophagia, insomn., somnol., serious hepatic disord., osteonecros. of jaw, atyp. subtroch.diaphys. femor. fractures, gen. rash, bullous skin react. incl. SJS., TEN, hyperhidros., hair loss, leukocytoclast. vasculit., eosinophili., neutropen., decr. libido, fatig., ac.mountain sick., pyrexia, decr.in serum calcium and phosphate lvls.disturbs.

Special warnings and precautions: Effic. in osteop.tied to low bone dens.&/or fract.; high age or risk fact. alone not suff. for treat., ltd.effic.evidence in >80 yrs., risk of oesophagitis/ gastritis/ ulcers: consider hist. of oesophag. disorders/ inability to remain upright post-dose & act./rec. upper GI issues., emphas. dosing instr.& signs of oesophag.irritation., take in upright pos. with plain water, avoid lying down post-dose for 30 mins., separate intake from food/ drink/ other meds by at least 30 mins before/ 2 hrs after., treat hypocalcaemia & miner. metabol.disturbs.bef.start., ensure adeq. Ca & vit. D intake., contraindic. in severe renal impair. (creatinine clear. <30 ml/min)., risk of osteonecros. of jaw: dental exam recommend. bef.treat. esp. with risk fact., avoid invas. dental proced. during treat., consid.pot.for osteonecros. of extern.auditory canal with chronic ear infect., be alert for atypic. femur fract.: eval.thigh/ hip/ groin pain, contains lactose

Interactions: Meds. contain.Ca/ Mg/ Fe/ Al poss. interfere with absorpt.
 XE "Densate" DENSATE 70 mg, Novagen [P/S]

Alendronic acid

Indications: Postmenopaus.osteoporos.in women to reduc. risk of spine & hip fract., prim./idiopath. osteoporos. & vertebr.fract.risk reduct.in men.
(S3) TABS, 45/3.2/0581

720516-001: 70 mg, 4, R254,06
Dosage: Admin.with a full glass of plain water at least half an hour bef.first food/beverag./meds.of the day. Remain upright for at least 30 min.aft. admin. Do not chew/suck tab.or admin.at bedt./ bef. aris.for the day.
Post-menopaus.osteoporos.in women & prim./ idiopath.osteoporos.in men: 70 mg tab.once wkly.

Contraindications: Sev.ren.impairm., oesophag. abnorm.that may delay empty., inabil.to stand/sit upright for at least 30 mins.aft.taking tabs., safety & effic.in childr.not est., safety in pregn.& lactat. not est., hypocalcaem.

Side effects: Rais.liv.enzym., hepatit., hepatocell. damage, bld.dyscras., ren.fail., atrial fibrillat., symptom. hypocalcaem., hypophosphataem., headache, uveit., sclerit., skin reacts., musculoskelet. pain, myalg., osteonecros.of jaw, synovit., hypersens.reacts.incl.angioed., malaise, fev., oesophagit., oesophag.ulc./eros./strict., poss. decr. Ca/phosph. absorpt.in pts.receiv.concom. glucocortic., GI disords.incl.malaena/oesophag. Ca/perforat./oropharyng.ulc.

Special precautions: Dent.exam.& prevent. dentistry for pts.with concomit.risk fact., avoid invas. dent.proced., indiv.benef/risk assessm.bef. invas. dent.proced.as dent.surg.may exacerb.jaw osteonecros., cons.benef./risk fact.with upp.GI dis. eg. duodenit./ dysphag./gastrit./ulc./symptomat. oesophag. condits.& potent.for underly.dis. worsen., correct hypocalcaem.& Vit.D defic. bef. init. ther., alert to S&S of poss.oesophag.react.& discont. ther.if necess., Ca & Vit.D supplem.advis. esp. if intake inadeq./pts.receiv.glucocortic., pts.to foll. admin.instruct.caref., consid.other poss. osteoporos. caus.other than oestrog.defic./ageing & glucocorticoid use.

Drug interactions: Incr.upp.GI adverse events with NSAID’s, addit.hypocalcaem.effs.with aminoglycosid., Ca supplem./ antacids/osmot. laxat. /some food & beverag.may interf.with absorpt. if taken simultan., incr.Ca absorpt.with concom. glucocortic.

 XE "Eurodron" EURODRON, Eurolab [P/S]

Zoledronic acid

Indications: Tumour-induc. hypercalcaem.(HCM), slow. skelet. condit.progress. used in conjunct. with appropr. antineoplast.ther.in adults with advanc. breast/ prostate/ lung Ca.& myeloma.

(S4) CONC.FOR SOL.FOR INFUS, 43/32.16/1126

3000051-001: 4 mg/5 ml, 1 vial, R711,85
Dosage: Skelet.condits. in pts.with advanc.malignanc.involv.bone: Adults & elderly: 4 mg furth. dilut. with 100 ml NaCl 0,9% / 5% gluc.sol. giv.as 15 min. IV infus. every 3-4 wks. Admin.500 mg oral calcium & 400 IU vit.D dly.

Tumour-induc.hypercalcaem.: Adults & elderly: Recomm.dos.(albumin-correct. ser.Ca >12,0 mg/dL or 3,0 mmol/L) is 4 mg furth. dil. with 100 ml NaCl 0,9%/5% gluc.sol.as sngl.15 min.IV infus.

Bone metastases with mild to mod.renal impair.: Baseline creatin.clear >60 recomm.dose: 4 mg, creatin.clear  50-60 recomm.dose: 3,5 mg, creatin.clear  40-49 recomm.dose: 3,3 mg, creatin.clear  30-39 recomm.dose: 3 mg

Contraindications: Sev.ren.funct.impair., pregn./lactat

Side effects:Freq: Anaem., headache, conjunctivit., fever, flu-syndr., decr.apetite, N&V, hypophosphataem., incr.bld.creatin./urea, hypocalcaem., arthralg., bone-/general.pain, myalg., renal impair./-toxicity, UTI.

Less freq: Leukopen., thrombocytopen., pancytopen., bradycard., atrial fibrill., card.arrhythm., hypo-/hypertens., paraesthes., convuls., dizzin., dysgeus., hyper-/hypoesthaes., somnol., tremor, taste disturb., tetany, blurr.vision, uveit., sclerit., episclerit., orbit.inflamm. asthen., injec.site.reacts., chest-/abdom.pain, constip., diarrh., dry mouth, dyspeps., stomatit. taste pervers., thirst, anaphylac.reacts, hypersens., angioneurot.oed., hypomagnesaem., hypo-/hyperkalaem., hypernatraem., peripher.oed., weight incr., arthrit.& joint swell., musc.spasms, osteonecros., anx.,confus., depress., insomn.,sleep disturb., ac.renal fail., haematur., proteinur., acquir.Fanconi syndr., cough, dyspn., bronchoconstrict., URTI, interstit.lung dis., sore throat, dermatit., incr.swell., monilias., prurit., rash, urticar.

Special warnings and precautions: Ensure adeq.hydrat.before & aft admin., monit.ser. lev. of Ca/phosph/Mg & creatin.aft.init.ther.& supplem. if necess., eval.renal func.in HCM pts, 2-3 mnths onset of treatm.eff.in bone metastas., fact.incr.potent.ren.funct.deteriorat.incl.dehydrat./pre-exist.ren.impair.& nephrotox. meds./multip.bisphosphonate treatm.cycles & admin.over short.infus.time than recomm., reports of renal deterior.progress.to renal fail., decr.dose for bone metastas.with mild-mod.renal impair., not recomm.in sev.renal impair., consid.dent.exam.with appropr. prevent.dentistry in pts.with risk fact., those at risk to avoid invas.dental proced.dur.ther.if poss., dent. surg. poss.exacerb.condit.if osteonecros.of jaw devel. while on ther.,consid.poss osteonecr.of extern.auditory canal if ear sympt.pres., stop treatm.in pts with stress fracture, caution when admin.with meds caus.hypocalcaem., avoid overhydrat.in CF risk pts, S&E not est.in paed.pts.

Interactions: Poss.addit.eff.with aminoglycosid., caution with nephrotox.meds, poss.hypomagnesaem., incr.renal.dysfunct.risk with concom. thalidomide in multip.myeloma pts., pts.on chemother./corticoster.at risk for osteonecros.of jaw assess.benefit/risk.

 XE "Fosamax" FOSAMAX, Organon [P/S]

Alendronate.

Indications: Fract.risk reduct.in postmenopaus. osteoporos.incl.hip & spine (vertebra.compress. fract.), prim.hypogonad.osteoporos.in men and vertebral fract.risk reduct.

(S3) ONCE WKLY TABS, 35/3.2/0371

897302-001: 70 mg, 4, R646,15
Dosage: 70 mg once wkly.½ hr.bef.the 1st food, bev./medicat.with a full glass of plain water only. Should not lie down for ½ hr.aft.admin. Do not chew/suck tabs. Do not admin.at bedt./bef.aris.for the day.

Contraindications: Oesophag.abnorm., inabil.to stand/sit upright for at least 30 mins., hypocalcaem., sev.ren.insuff., paed.age group, pregn.& lactat.

Side effects: Headache, GI eff.incl.oesophag. erosion/ ulcerat.follow.by strict., gastr./duod.ulc., abdom.pain, dysphag., abdom.distent., acid regurgitat., oropharyng.ulcerat., melaen., rash, erythema, musculoskelet.pain, hypersens.reacts. incl.urticar.& angioed., symptomat.hypocalcaem., dizzin., vertigo, uveitis., sclertit., episclerit., joint swell., localis.osteonecros.of jaw.gen.assoc.with tooth extract.&/loc.infect., skin reacts.incl. Stev.-John.syndr.& toxic epiderm.necrolys., myalg., malaise, asthen., fev., periph.oed., loc.irrit.upper GI.mucosa, bld.dyscras., poss. decr.Ca absorpt.in pts.receiv.concom.glucocortic.

Special precautions: Concom.HRT (oestrog. with/ without progest.), act.upper GI prob., Ca & miner.metabol.disturbs.to be treat.bef.init.ther., consid.poss.causes of osteoporos.other than oestrog.defic.& ageing., correct.hypocalcaem. bef.initiat.ther., supplement.Ca & Vit.D advis.esp. in pts.receiv.glucocortic., if once wkly.dos.miss. take on the morn.aft.rememb.& return.to wkly sched.-do not take 2 tabs.on the same day.

Drug interactions: Ca supplem., antacids & some oral meds.may interfere with absorpt.if taken simultan.

 XE "Fosavance" FOSAVANCE 5600, Organon [P/S]

Alendronate 70 mg, cholecalciferol 140 µg equiv. to Vit.D 5 600 IU

Indications: Postmenopaus.osteoporos.in women to reduc.fract.risk incl.vertebra. compress. fract (vertebralcompress.fract.) & to help ensure Vit D.adeq.

(S3) TABS.44/3.2/0350

721628-001: 4, R344,40
Dosage: One tab.once wkly ½ hr.bef.the 1st food/ bev./medicat.with a full glass of plain water only. Should not lie down for 30 mins.aft. admin.& till aft.1st food.

Contraindications: Oesophag.abnorm.which may delay oesophag.empty., inabil.to stand/sit upright for at least 30 mins., hypocalcaem., sev. ren. insuff., pregn.& lactat., paed.age group.

Side effects: Headache, GI disords.incl. dysphag./ oesophag.eros./ulcerat.follow.by strict., gastr./duod.ulc., abdom.pain, oropharyng. ulcerat., rash, erythema, musculoskelet.pain, decr. ser.Ca & phosph., hypersens.reacts.incl. angioed., hypocalcaem.,dizzin., vertigo, dysgeus., uveitis., sclerit., episclerit., oesophag.perforat., loc. jaw osteonecros.gen.assoc.with tooth extract./ loc.infect., joint swell., low-energy femor.shaft fract., .photosens., alopec., Stev. Johns. & tox.epiderm.necrolys., trans.sympt.as in ac.-phase respon (myalg./malaise.fev) usually with treatm.init., periph.oed.

Warnings and special precautions: Beverages other than plain water,incl.miner. water may reduc.absorpt., supplement.Ca & Vit.D advis.if intake inadeq.bear.in mind.that wkly.vit.D intake bas.on 400 and 800 IU dly.dos.is provid., pts. to follow admin.instruct.carefully, contains sucrose & lact., be alert to S&S of poss.oesphag. react., act.upper GI probl.eg.dysphag./oesophag. dis./ gastrit./duodenit.or ulc., concom.NSAID’s, jaw osteonecros.risk fact., discont.ther.on indiv. risk vs benef.assessm.in case of jaw osteonecros. developm., clinic.managem.plan where invas.dent.surg.reqd., discont.in stress fract., if dos.miss.take on the morn.aft.rememb. & return.to wkly sched.-do not take 2 tabs.on the same day, consid.poss.causes of osteoporos. other than oestrog.defic.& ageing., correct hypocalcaem. & other disords.affect.miner. metabol. bef.init.ther., magnit.of hypercalcaem. &/hypercalciuria incr.in presc.of dis.assoc.with unregul.calcitriol overproduct., vit.D absorpt. poss. inadeq.in malabsorpt.

Drug interactions: Ca supplem./antacids & some oral meds.may interfere with absorpt.if taken simultan., vit.D absorpt.imp.by olestra/min. oils/orlistat & bile acid sequestr., anticonvuls./ cimetid.& thiazides incr.vit.D catabol.

 XE "Osteobon" OSTEOBON, Cipla Medpro [P/S]

Alendronate sod.trihydr.equiv.to alendronic acid

Indications: Postmenopaus.osteoporos.in women to reduc. risk of spine & hip fractures.
(S3) TABS-70, A39/3.2/0396

705067-001: 70 mg, 4, R312,73
Dosage: 70 mg once wkly.with glass plain water on rising at least 30 mins.bef.any food/bever./ other medicat. Do not lie down for at least ½ hr. aft.admin.

Contraindications: Sev.ren.impairm., oesophag. abnorm.that may delay empty., hypocalcaem., inabil. to stand/sit upright for at least 30 mins., safety in childr/ pregn.& lactat.not est.

Side effects: Headache, uveitis, GI effs.incl. oesophag. eros./ulcerat.follow.by strict., dysphag., oropharyng.ulcerat., gastr./duod.ulc., abdom.pain, melaena, rash, erythema, musculoskelet.pain, osteonecros.of jaw, hypersens.reacts.incl.angioed., poss.decr.Ca absorpt.in pts.receiv.concom. glucocortic.

Special precautions: Dent.exam.& prevent. dentistry for pts.with concomit.risk fact.who should avoid/have indiv.benef/risk assessm.bef. invas.dent.proced. as dent.surg.may exacerb.jaw osteonecros., consid.risk fact.with GI probl. eg. duodenit./dysphag./gastrit./ulc./ symptomat. oesophag. dis, correct hypocalcaem.& Vit.D defic. bef.init.ther., supplement.Ca & Vit.D advis.esp.in pts.receiv.glucocortic., if dos.miss.resume next morn., act.upper GI dis., alert to S&S of poss. oesophag. react., pts.to follow admin.instruct. carefully, consid.poss.causes of osteoporos.other than oestrog.defic./ageing.& glucocorticoid use.

Drug interactions: Ca supplem./antacids & some oral meds.may interfere with absorpt.if taken simultan.

 XE "Osteonate" OSTEONATE 70 mg, Pharma Dynamics [P/S]

Alendronate monosod.trihydrate

Indications: Postmenopaus.osteoporos.in women to reduc.fract.risk incl.spine (vertebral compress) & hip fract.
(S3) TABS, 42/3.2/0235
715987-001: 70 mg, 4, R254,06
Dosage: Do not chew/suck tab. Admin.on rising with full glass plain water at least 2 hrs.bef.any food/bever./other med. Remain in upright posit. for at least 30 min.aft.admin. Allow at least 30 min. interv.bef.taking any other oral med. Do not admin. at bedt./bef.arising for the day.

Recomm.dos: 1 tab.once wkly.
Contraindications: Sev.ren.impairm., consid. risk fact.in pres.of GI probl.eg. duodenit./ dysphag./ gastrit./ulc./symptomat.oesophag. dis., oesophag.abnorm.that may delay empty., inabil. to stand/sit upright for at least 30 mins., safety & effic.in childr.not est., safety in pregn.& lactat.not est.

Side effects: Headache, uveitis, sclerit., GI disords.incl.abdom.pain/ dysphag./oesophagit./ oesophag.ulc./regurgit./ melaena/ oropharyng. ulcerat./gastr.or duod.ulc, rash, erythema, photosens., musculoskelet.pain, osteonecros.of jaw, hypersens.reacts.incl.urticar.& angioed., poss.exacerbat.of hypocalcaem.& vit.D defic. 

Special precautions: Correct hypocalcaem.& Vit.D defic.bef.init.ther., dent.exam.& prevent. dentistry for pts.with concom.risk fact.who should avoid/have indiv.benef/risk assessm.bef. invas.dent.proced.as dent.surg.may exacerb.jaw osteonecros., wait 30 mins.aft.treatm.bef.tak. oral meds., beverages other than plain water incl. mineral water may reduc.absorpt., supplem. Ca & Vit.D advis.esp.in pts.receiv.glucocortic., consid.benef./risk in pts.with upp.GI dis., alert to S&S of poss.oesophag.react.& discont.ther.if sympt. worsen,pts.to follow admin.instruct. careful., consid.poss.caus.of osteoporos.other than oestrog.defic./ageing/glucocortic.use, if once wkly.dos.miss.take on morn.of rememb.& return to origin.wkly.sched.

Drug interactions: Ca supplem./antacids may interfere with absorpt.

 XE "Risedronate Biotech" RISEDRONATE BIOTECH, Biotech [P/S]

Risedronate sodium.
Indications: Osteoporos.in postmenopaus. women in combinat.with Ca 500-1000 mg/ day & addit.Vit.D if defic. suspect.

(S3) TABS, 43/3.2/1158

3003613-001: 35 mg, 4, R239,24
Dosage: Admin.at least 30 min.bef.first food/ drink/ other meds./ at least 2 hrs.aft.any food/drink at other times of day & not less than 30 mins.bef.retir. Swallow whole with a full glass of water while in an upright posit.& do not lie down for 30  min.thereaft. Do not suck/ chew tabs.

Adults: 35 mg once a wk.on same day each wk. Should dos.be missed take on the day rememb. Return then to one tab./wk on the day tab.norm. taken. Do not take 2 tabs on the same day.

Contraindications: Hypocalcaem., advanc.ren. impairm.(CrCl.<30 ml/min), safety in pregn. & lactat.not est., S&E in childr.& grow.adolesc.not est.

Side effects: Freq.: Headache, dry/ sore eye, conjunctivit., dyspeps., N&V, abdom. pain, constip., diarrh., GI disords., musculosk. pain, arthralg., bone pain, osteonecr.of jaw, atyp.femor.fract., myalg., pain. Less freq.: Anaem., leucopen., thrombocytopen., hypersens. react., hypocalcaem., hypophosphataem., uveit., irit., sclerit., episclerit., non-spec. conjunctivit., abnorm./ blurr. vision, oesophagit., oesophag. ulcers/ erosions, gastrit., dysphag., duodenit., glossit., oesophag.stricture, pept.ulcerat., abnorm. LFT, gen.rash, bullous skin react., urticar., angioed., SJS, TEN, leukocytoclast. vasculit., hair loss, fever, chills, fatig., malaise, atyp. subtrochanter. & diaphys. femor.fract. (bisphosphon. class adv. react.), osteonecr. of ear canal, oesophag. cancer. Freq. unknown: Eosinophil., neutropen., anaphylact.react., skin react. incl. angioed., insomn., somnol., flatul., gastric haemorrh., eructat., odynophag., serious hepat.disords., hyperhidr., decr. libido, ac.mount. sickness.

Special warnings and precautions: Emphasise imp.of dos. instruct. due to assoc.oesophagit.& oesophag.ulcerat., food/ drinks/ meds.contain.Ca/ Mg/ Fe & Al not to be taken at same time as ther., pts.unable to sit/ stand upright.at least 30 mins., hypocalcaem.& other bone & miner.metabol.disturbs. to be correct.bef.init.ther., adeq.Ca & vit.D intake, upper GI disords., dent.exam.with appropr.prevent.dentistry advis.in pts.with onstenecros.of jaw.risk fact., those at risk to avoid invas.dent.proced. dur. ther.if poss., dent.surg.poss.exacerb. condit. if osteonecros. of jaw devel.while on bisphosph.ther., limit.knowledge on effic.in very elderly (>80 yrs, discont.in pts.with stress fract.& inniat.approp. orthpaed.care., advise pts to report thigh/ hip/ groin pain & eval.for incompl.femur fract.if sympts.pres., consider osteonecros. of ext.audit.canal in pts. with ear sympts.incl.chron.infects., lactose intol.

Interactions: Meds.contain.Ca/ Mg/ Fe/ Al poss. interfere with absorpt., poss.incr. gastr.irrit. with NSAID/aspir., poss.addit. hypocalcaem.effs with aminoglycosides

 XE "Zobone" ZOBONE, Ranbaxy [P/S]

Zoledronic acid

Indications: Tumour-induc.hypercalcaem., osteolyt. les.of multiple myeloma in conjunct. with std.antineoplast.ther., breast Ca with metastat. bone les.in combinat.with appropr.anti-cancer ther., prostate Ca with bone metastases where PSA lev. incr.despite hormon.ther.

(S4) POWD.FOR SOL.FOR INFUS, 42/34/0664

715952-001: 4 mg, 1x5 ml vial, R816,50
Dosage: Osteolyt.les.of multiple myeloma in conjunct.with std.antineoplast.ther., breast Ca with metastat. bone les.in combinat.with appropr.anti-cancer ther., prostate Ca with bone metastases where PSA lev.incr. despite hormon.ther: Adults & elderly: 4 mg as 15 min. infus. every 3-4 wks.

Tumour-induc.hypercalcaem: Adults & elderly: Recomm.dos.(Albumin-correct. Ser.Ca > 12,0 mg/dL or 3,0 mmol/L) is 4 mg dil.in 100 ml NaCl 0,9%/5% gluc.sol.as sngl.IV infus.over 15 mins. Maint.pt.hydrat.prior to & follow.admin.

Re-treatm.of tumour-induc.hypercalcaem: Poss.if ser.Ca not return.to norm./does not remain norm.aft.init.treatm.in respond.pts. Commenc. only 1 wk aft.init.treatm. Reconstit. 2x4 mg vials dil.in 100 ml NaCl 0,9%/5% gluc. sol. Meas.ser.creatinine bef.every dos. Median time to relapse is 30 days with 4 mg dos & 40 days with 8 mg dos.

Contraindications: Sev.imp.ren./liv.funct., pregn.& lactat., safety & effic.in paed.pts.not est., do not mix.with Ca contain.sols.

Side effects: Thrombocytopen., anaem., leucopen., pancytopen., CNS effs., paraesthes., taste disturbs., hypoaesthes., hyperaesthes., trem., psych.disords., conjunctivit., blurr.vis., GI disturbs., stomat., dry mouth, dyspn., cough, rash, prurit., incr.sweat., bone pain, myalg., arthralg., musc.cramps, bradycard., ren./urin. disords.incl.ac.ren.fail., hypersens.reacts.incl. angioneurot. oed., fev., flu-like syndr., asthen., periph.oed., inj.site reacts., chest pain, weight incr., hypophosphataem., incr.bld.creatinine, hypocalcaem., hypomagnesaem., hyper-/hypokalaem., hypernatraem., ren.toxic.

Special precautions: Teratogen.in rats., ensure adeq.hydrat.prior to admin., monit.ser.lev.of Ca/ phosph/Mg & ser creatinine aft.init.ther.& supplem. if necess., fact.incr.ren.funct. deteriorat. potent.incl.dehydrat./pre-exist.ren. impair. & nephrotox.meds., caref.monit.of ren. funct.dur.ther., benef.-risk eval.in concom. chemother. & corticoster.treatm., avoid overhydrat. in CF risk pts., bronchoconstrict.in acetylsalicyl. acid sens.asthmat.assoc.with bisphosphonates.

Drug interactions: Loop diuret.may incr. hypocalcaem. risk, addit.eff.with aminoglycos. with low.ser.Ca lev.

 XE "Zoclasta" ZOCLASTA, (Austell) Camox [P/S]
Zoledronic acid

Indications: Osteoporos.in postmenopaus.women to reduc.incid.of hip/vertebr.& non-vertebr.fract.& incr. bone min.density, reduct.of new clinic.fract.in pts with rec.low trauma hip fract., osteoporos.in men, glucocortic.-induc.osteoporos., Paget’s dis.

(S4) SOL.FOR INFUS., 49/34/1081. 5 mg/100 ml

723577-001: 1x100 ml, R2 455,24
Dosage: Admin.paracet./ibuprof.shortly follow. ther. to reduc.post-dos.sympts. Adeq.hydrat.prior to ther.esp.in elderly & diuret.ther. Admin.IV via vented infus.line at const. infus.rate. over at least 15 mins. Do not allow to come in contact with any Ca contain.sols.

Postmenopaus.osteoporos: Sngl.IV infus.of 5 mg admin.yearly

Male osteoporos: Sngl.IV infus.of 5 mg admin. yearly

Glucocortic.-induc.osteoporos: Sngl.IV infus.of 5 mg admin.yearly

Paget’s dis Only by experience.med.practit. Adeq. vit.D intake recomm.dur.treatm.& furth.Ca supplementat. of 500 mg elem.Ca 2xdly x10 days follow. admin. Recomm.dos: One IV infus.of 5 mg in 100 ml aqueous sol.via vented infus.line at const. infus.rate. Re-treatm: Specif.data not avail. Extend. remiss.gen.observ.in respond.pts.aft.a sngl. treatm. Re-treatm.may be consid.bas.on incr. ser. alkal.phosphat/fail.to achieve normalisat.of ser. alkal.phosphat./in pts.with sympts.dictat.by medic. pract.12 mnths aft.init.dos.
Contraindications: Any bisphosphon.hypersens., hypocalcaem., pregn.& lactat., sev.ren.fuct. impairm., treatm.with another bisphosphon., childr. & adolesc.bel.18 yrs.

Side effects: Hypersens., angioed., anaphylact. react./shock, influenza., nasopharyngit., anaem., anorex., decr.appet., insomn., headache, dizzin., lethargy, paraesthes., somnol., trem., syncope, conjuctivit., eye pain, uveitis., episclerit., iritis, vertigo, atrial fibrillat., hyper-/hypotens., flush., cough, dyspn., GI disords., gastroesophag.reflux, oesophagit., rash, hyperhidros., prurit., erythema, myalg., arthralg., bone/back/extremity/shoulder /musculoskelet.& neck pain, musculoskelet.-/joint stiffn., joint swell., musc.spasm., arthrit., musc.weakn., jaw necros., ac.ren.fail., fev, flu-like sympts, chills, fatig., asthen., pain, malaise, periph.oed., thirst, ac.phase react., non-card.chest pain, thrombophlebit., second.dehydrat., 
Warnings and special precautions: Caut.with concom. meds.poss.impact.ren.funct./meas.ser. creatin. bef.each dos./hydrate the elderly & pts. receiv.diuiret.ther.bef.admin.& sngl.dos.not to exceed 5 mg & infus.time should not be less than 15 mins.to minim.adverse ren.reacts., treat.pre-exist.hypocalcaem.with adeq.Ca & Vit.D bef.init. ther., treat dimin.parathyr.reserve & thyroid or parathyroid surg. & intestin.Ca malabsorpt.bef. commenc.ther., adeq.Ca & vit D supplementat., vit. D & Ca supplement.in Paget’s dis.treatm.due to characterist.elev.bone turnover, discont.ther.& init. appropr.orthopaed.care in pts.with stress fract., prior preventat.dentistry in pts with concom.jaw osteonecros.risk fact.& to avoid invas.dent. proced.while on treatm., dent.surg.poss. exacerbat. jaw osteonecros.while on ther.& no data avail.to suggest discont.ther.will reduc.risk theref.each pt.to be eval.on benef./risk assessm.

Drug interactions: Addit.hypocalcaem.effs with aminoglycosides, system.expos.incr.to meds.prim. excret.by kidn.in ren.impairm.
 XE "Zolapor" ZOLAPOR, Activo [P/S]

Zoledronic acid

Indications: Tumour-induc.hypercalcaem., progress. of skelet.condit.slow.in adults in combinat. with appropr.antineoplast.ther.in advanc. Ca breast/prostate/lung & myeloma.

(S4) CONC.SOL.FOR INFUS, 45/34/0033

720613-001: 4 mg/5 ml, 1x 5 ml, R1 133,72
Dosage: Tumour-induc.hypercalcaem: Adults & elderly: Recomm.dos.(Albumin-correct. ser. calcium > 12,0 mg/dL or 3,0 mmol/L) is 4 mg giv.as IV infus.over at least 15 mins. Refer to prod.lit.for dilut. & IV admin.

Skelet.condits.in pts.with advanc. malign. involv. bone: 4 mg giv.as IV infus.over at least 15 mins. repeat.every 3-4 wk. Refer to prod.lit.for dilut. & IV infus.admin. Admin.oral 500 mg calcium supplem.& 400 IU Vit.D dly.

Skelet.relat.events in pts.with advanc. malign. involv.bone: Based on ser.creatin.lev.& clear. determin. Recomm.dos: Baseline creatin. clear.(ml/min): >60: 4,0 mg, 50–60: 3,5 mg, 40-49: 3,3 mg, 30-39: 3,0 mg. Meas.ser.creatin.bef.every dos. withhold.if ren.funct.deterior.resum.only when return.to within 10% of baseline values. See prod. lit.for instruct.for prep.reduc.dos. Liq.conc. must be furth.dil.in 100 ml NaCl 0,9% or 5% gluc. sol.and admin.as sngl.IV infus.in a separ.line over no less than 15 min. Min.of 7 days bef. retreatm.

Contraindications: Sev.imp.ren.funct., pregn.& lactat.

Side effects: Bld.dyscras., hypersens., angioed., psych./eye/card./hepato-bil./ren./urin.disords., CNS effs., headache, tremor, dizzin., taste pervers., conjunctivit., blurr.vis., ocul.disturbs., vertigo, hypo-/hypertens., dyspn., pleur.effus., URTI, bronchosp., interstit.pneumonit., GI disords. incl.dysphag., mucosit., stomatit., thirst, skin reacts., monilias., alopec., incr.sweat., back/ skelet./ bone/chest/orbit. pain, arthralg., myalg., musc. cramps, UTI, ren.toxic./fail., loc.reacts., flu-like sympt., asthen., dehydrat., fatig., fev., oed., rigors, weakn., weight incr., hypocalcaem., hypokalaem., hypomagnesaem., hyperkalaem., hypophosphataem., hypernatraem.

Warnings: Bronchoconstrict.in aspir.-sens. asthmat. assoc.with bisphosphonat., avoid overhydrat. in card.dis.risk pts.esp.elderly, ensure adeq. hydrat.bef.init.ther.& theraft., monit.ser.lev. of Ca/ electrol./phosph/Mg & K+ per.dur.ther.& supplem. if necess., per.CBC monit. esp.in pre-exist.anaem./leucopen./thrombocytopen., fact.incr. ren. funct.deteriorat.potent.incl.dehydrat./pre-exist. ren.impairm./multipl.bisphosphon. treatm. cycl./other concom. nephrotox.meds./sngl.dos. exceed. 4 mg & admin.over short.infus.time than recomm., ser.creatin.& ren.funct.determ.bef./dur.& period.aft.ther., ser.creatin.eval.bef.each dos.in case of repeat.ther., dent. exam.bef.init.ther.in pts. with concom.risk fact., avoid dent.proced.dur. ther. as jaw osteonecros.poss.exacerbat., good oral hygiene to be maint./reg.dent.check-ups advis., limit. data in sev.hepat.insuff., safety & effic.in paed. pts.not est., teratogen.in rats, do not mix. with calcium contain.sols., jaw osteonecros.main. in Ca pts.with concom.risk fact., hypotens.lead.to syncope/ circulat.collapse esp.in pts.with risk fact., elderly esp.with ren.funct.impairm.
Interactions: Addit. eff.with aminoglycos. low. ser.Ca lev.for prolong.per., pts.poss.at risk for jaw osteonecros.with chemother.&/corticoster., incr. hypocalcaem. risk with loop diurets., incr.ren. dysfunct. risk with thalidomide.
 XE "Zomedron" ZOMEDRON, Cipla Medpro [P/S]

Zoledronic acid

Indications: Tumour-induc.hypercalcaem., osteolyt. les.of multiple myeloma in conjunct. with std. antineoplast. ther., breast Ca with metastat. bone les.in combinat.with appropr.anti-cancer ther., prostate Ca with bone metastases where PSA lev. incr.despite hormon.ther., slow. skelet. condit.progress. when used in conjunct. with appropr. antineoplast.ther.in adults with advanc. lung Ca.

(S4) POWD.FOR SOL.FOR INFUS, 43/34/0613
717192-001: 4 mg, 1 vial, R893,07
Dosage: Osteolyt.les.of multiple myeloma in conjunct.with std.antineoplast.ther., breast Ca with metastat. bone les.in combinat.with appropr.anti-cancer ther., prostate Ca with bone metastases where PSA lev.incr. despite hormon.ther., skelet.condits.in pts.with advanc.lung Ca involv.bone: Adults & elderly: 4 mg reconst.& furth. dilut. with 100 ml NaCl 0,9% / 5% gluc.sol. giv.as 15 min. IV infus. every 3-4 wks.

Tumour-induc.hypercalcaem: Adults & elderly: Recomm.dos.(Albumin-correct. ser.Ca >12,0 mg/dL or 3,0 mmol/L) is 4 mg reconstit. & furth. dil. with 100 ml NaCl 0,9%/5% gluc.sol.as sngl.15 min.IV infus. Maint.pt.hydrat.prior to & follow.admin.

Re-treatm.of tumour-induc.hypercalcaem: Poss.if ser.Ca not return.to norm./does not remain norm. aft.init.treatm.in respond.pts. Admin.at least 1 wk aft.init.treatm. Reconstit. 2x4 mg vials & dil. with 100 ml NaCl 0,9%/5% gluc.sol. Median time to relapse is 30 days with 4 mg dos.& 40 days with 8 mg dos.

Contraindications: Sev.ren./liv.funct.impairm., safety & effic.in pregn./lactat.& paed.pts.not est., do not mix.with Ca contain.sols.

Side effects: Incr.ser.creatin.with chron.use, osteonecros.of jaw predomin.in Ca pts.receiv. treatm. regim./assoc.with tooth extract.&/loc. infect., thrombocytopen., anaem., leucopen., pancytopen., hypersens.reacts.incl.angioneurot. oed., psych.disords., CNS effs., headache, dizzin., paraesthes., tremor, taste disturbs., conjunctivit., eye disords., blurr.vis., hypertens., hypotens.poss. lead. to syncope/circulat.collapse esp.with underly. risk fact., bradycard., dyspn., cough, GI disturbs., stomatit., dry mouth, incr.sweat., skin reacts., bone/ general./chest pain, myalg., arthralg., musc.cramps, ren./urin.disords.incl.ac. ren. fail., haematur., fev., flu-like syndr., asthen., periph. oed., inj.site reacts., weight incr., hypophosphataem., hypocalcaem., hypomagnesaem., hyper-/hypokalaem., hypernatraem., ren.toxic.

Special precautions: Ensure adeq.hydrat.prior to admin., avoid overhydrat.in CF risk pts., monit.ser. lev. of Ca/phosph/Mg & ser.creatin.aft.init.ther.& supplem. if necess., fact.incr.ren.funct.deteriorat. potent. incl.dehydrat./pre-exist.ren.impairm.& nephrotox. meds./multip.bisphosphonate treatm. cycles & admin.over short.infus.time than recomm., caref.ren.funct.monit.dur.ther.& consid. potent. benef./risk of cont.ther.in pts.with ren. funct. deteriorat., dent.exam.with appropr. prevent. dentistry advis.in pts.with risk fact., those at risk to avoid invas.proced.dur.ther.if poss., dent. surg. poss.exacerb.condit.if osteonecros.of jaw devel. while on bisphosphonate ther., bronchoconstrict. in acetylsalicyl.acid-sens. asthmat. assoc.with bisphosphonates., benef.-risk eval. in pts. with hypercalcaem.of malign.who also have sev.ren. funct.impairm.

Drug interactions: Poss.addit.eff.with aminoglycosid., incr.kidn.dysfunct.risk with concom. thalidomide in multip.myeloma pts.

 XE "Zometa" ZOMETA, Novartis [P/S]

Zoledronic acid

Indications: Tumour-induc.hypercalcaem., progress. of skelet.condit.slow.in adults in combinat. with appropr.antineoplast.ther.in advanc. Ca breast/prostate/lung & myeloma.

(S4) CONC.SOL.FOR INFUS, 38/34/0086

708533-001: 4 mg, sngl.vial, R816,50
Dosage: Skelet.condits.in pts.with advanc. malign.involv.bone: Adults & elderly: Reconstit. 4 mg in 5 ml H2O then furth.dil.in 100 ml NaCl 0,9%/ 5% gluc sol.as IV infus.over 15 mins.every 3-4 wks. Admin.oral 500 mg calcium supplem.& 400 IU Vit.D dly.

Tumour-induc.hypercalcaem: Adults & elderly: Recomm.dos.(Albumin-correct.ser.calcium > 12,0 mg/dL or 3,0 mmol/L) is 4 mg dil.in 100 ml NaCl 0,9%/5% gluc.sol.as sngl.IV infus.over 15 mins. Maint.pt.hydrat.prior to & follow.admin.

Skelet.relat.events in pts.with advanc. malign. involv.bone: Based on ser.creatin. lev.& clear.determin. Recomm.dos: Baseline creatinine clear.(ml/min): >60: 4,0 mg, 50–60: 3,5 mg, 40-49: 3,3 mg, 30-39: 3,0 mg. Meas.ser.creatinine bef. every dos. withhold.if ren.funct.deterior.resum. only when creatinine lev.return to within 10% of baseline values. See prod.lit.for instruct.for prep. reduc.dos. Liq.conc.must be furth.dil.in 100 ml NaCl 0,9%/5% gluc.sol.and admin.as IV infus.of no less than 15 min.

Contraindications: Safety in pregn.& lactat. not est., sev.imp.ren.funct., safety & effic.in paed. pts.not est., limit.data avail.in sev.hepat.insuff., do not mix. with calcium contain.sols.

Side effects: Osteonecros.of jaw predomin.in Ca pts., incapacitat.bone/joint &/or musc.pain, ren. toxic., flu-like syndr., myalg., arthralg., decr.ser. phosph.lev., GI disturbs., loc./skin reacts., conjunctivit., sev.anaem., bld.dyscras., CNS effs., headache, dizzin., paraesthes., trem., psych. disords., vis.disturbs., uveit., episclerit., dyspn., cough, incr.sweat., musc.cramps, hypertens., hypotens. poss. lead.to circulat. collapse esp.with underly. risk fact., bradycard., ren./urin. disords. incl. ac.ren.fail., hypersens.reacts. incl. angioneurot. oed., fev., asthen., periph.oed., chest pain, weight incr., hypophosphataem., hypocalcaem., hypernatraem., hypomagnesaem., hyper-/hypokalaem., class.assoc.broncho-constrict. in aspir.sens.asthmat.

Warnings and special precautions: Ensure adeq.hydrat.prior to admin., avoid overhydrat. in CF risk pts., monit.ser.lev.of Ca/phosph/Mg & ser creatin. aft.init.ther.& supplem.if necess., caref. monit. of ren.funct.dur.ther., benef.-risk eval.in ren. funct.deteriot., when decid.to treat pts with bone metastas. for skelet.relat.event prev.consid.onset of treatm.eff.is 2-3 mnths., fact.incr.potent.for ren. funct. deteriorat.incl.dehydrat./pre-exist.ren. impairm/ multipl.bisphosphonate treatm.cycles/ nephrotox. meds & admin.over short.infus.time, dent. exam.bef.init.ther.in pts.with concom.risk fact., avoid invas.dent.proced.dur.ther.as jaw osteonecros. poss.exacerbat., teratogen.in rats., concom. potent.nephrotox.drugs, low.dos.recomm. in bone metast.

Drug interactions: Incr.ren.dysfunct.risk in multip.myeloma pts.with thalidomide, addit. eff.with aminoglycos.low.ser.Ca lev.& poss. hypomagnesaem.

4.7.2
Selective oestrogen receptor modulators
 XE "Evista" EVISTA, Eli Lilly
Raloxifene HCl

Indications: Osteoporos.treatm.& prevent.in post-menopaus.women, risk reduct. for developm.of invas.breast Ca in postmenopaus. women with osteoporos.

(S3) TABS. 32/34/0422.

847461-009: 60 mg, 28, R755,78
Dosage: 1 tab.dly.

Contraindications: Act./past hist.of ven. thromboembol. events incl.DVT/ pulm. embol./ retin. vein thrombos., liv.cirrh., pregn.& lactat.

Side effects: Hot flush., ven.thromboembol. events incl.retin.vein thromb., periph. oed., leg.cramps, GI sympt., rash, decr.platel.counts, ALT/AST incr.

Warnings and special precautions: Ca supplem. in women with intake less than 800  mg/day, not for vasomot.sympt.relief, not to be used in endometr.Ca, incr.ovarian tumour risk in experim. rats, uter.bleed.dur.ther.to be investig., safety in breast Ca not est., not recomm.in hepat. insuff., not for lact.intol.pts., concom. cholestyramine, monit.prothromb.time with warfar., concom.syst.oestrog.not recomm., incr. congenit. defect risk in foet.if admin.dur pregn., not to be used in women of childbear.potent., consid. benef/risk in postmenopaus.women with stroke hist./other signif.stroke risk fact., discont. treatm. as soon as poss. in cases of prolong. immobilisat. & restart only when init.condit. resolv. & pt.full.mobile, oral oestrog.induc. hypertriglyceridaem. hist.in which case monit.ser. triglycerid. dur.ther., reduc.incid.of non-traumat. vertebr. fract.in postmenopaus.women, not applic. to oestrog. recept.negat.Ca & Ca of unknown oestrog. recept.status.

Drug interactions: Cholestyramine reduc. absorpt. & enterohepat.cycling, decr. prothromb. time with warfar.

4.7.3
Calcitonin
No products listed
4.7.4
Minerals and vitamin D
 XE "Rocaltrol" ROCALTROL,Pharmaco [P/S]

Calcitriol.

Indications: Postmenopaus.osteoporos., ren. osteodystrophy, hypophosphataem.Vit.D resist.& pseudo Vit.D defic./nutrition.& malabsorpt.rickets, osteomalac., hypoparathyroid., pseudo-hypoparathyroid.

(S4) CAPS. M/22.1.4/84.
761249-001: 0,25 µg, 30, R381,64
Dosage: Optim.dly.dos.indiv.accord.to biochem. repons.foll.init.dos. Start with low.dos. Adeq.Ca intake necess.for optim.eff.with Ca supplem.poss. necess.

Post-menopaus.osteoporos: Init: 0,25 µg 2x/ day.

Ren.osteodystrophy(dialysis pts): Init.dly.dos: 0,25 µg. Pts.with norm./slightly reduc.ser.Ca: 0,25 µg every other day. Dos.may be incr.by 0,25 µg/day at 2-4 wks.interv.within.2-4 wks.if satisf.respon.not observ. Most pts.respon.to 0,5-1.0 µg dly.

Hypoparathyroid., rickets: Recomm.init.dos: 0,25 µg/day in the morn. Dos.may be incr.at 2-4 wks.interv.if satisf.respon.not observ.

Intermitt. (pulse) ther.2-3x wkly.has been effect. Do not exceed max.cumulat.dos.of 12 µg/wk
Contra-indications: Hypercalcaem., Vit.D intox., lactat.

Side-effects: Hypersens.reacts., hypercalcaem. syndr., prurit., rash, urticar., sev.erythem.skin disords., Ca intoxic., weakn., headache, somnol., GI disords., musc.& bone pain, metall.taste, polyur., polydips, photophob., rhinorrh., hypertherm., decr.libido, albuminur., high cholester., ectop.calcificat., nephrocalcinos., hypertens., dysrhythm., rarely psychos., dystrophy, sensory disturbs., fev.with thirst, dehydrat., apathy, arrest.growth & UTI,.concurr. hypercalcaem. & hyperphosphataem., soft tiss. calcificat.

Special precautions: Ser.Ca.x phosph.prod. (Ca x P) not allow.to exceed 5,6 mmol2/l2 , withold Vit.D & derivat.dur.treatm., switch.from ergocalciferol to calcitriol, avoid dehydrat.in pts.with norm.ren. funct., maint.adeq.fluid intake, strict.adher.to diet. Ca supplementat., digital.treatm., adjust phosph. bind.agents dos.in accord.with ser.phosph conc., Vit D resist.rickets pts.to cont.monit.oral phosph. ther., vit.D teratogen.in animals, use only in pregn. for hypoparathyroid.if therapeut.benef.clear. outweighs poss.S/E, tot.dly. Ca intake from food & drugs should average 800 mg not to exceed. 1000 mg., low dos./discont.for hypercalaem., monit. ser.Ca lev.at least 2x wkly.dur.stabilisat. phase thereaft.mnthly. stop treatm.immed.if ser. Ca or ser.creatin.lev.exceed accept.norm.limit for age, 24 hr.urine Ca init.at 4 wks./3 & 6 mnths & then 6 mnthly., dur.hypercalcaem.ser.Ca & phosph lev.determ.dly., once normocalcaem.attain.aft. hypercalcaem.cont.treatm.at dly dos.of 0,25 µg low. than that prev.used, guard against hypercalciur., monit.indices of respon, malabsorpt. in hypoparathyroid.poss., immobil.pts., ren.fail.

Drug interactions: Incr.risk of hypercalcaem. with thiazide diuret., funct.antagon.betw.vit.D analog.& corticoster, hypermagnesaem.with Mg contain.drugs, effs.phosph.transport in intestine, kidn.& bone, enzyme induc.(eg.phenytoin/ phenobarb.) may incr.metabol.reduc.serum conc., cholestram.reduc.intestin.absorpt.of fat.sol.vits.

4.7.5
Targeted receptors (Monoclonal antibodies)
No products listed
5
AUTONOMIC
5.1
Sympathomimetics
 (See also 7.6, 10.1.2)
 XE "Adrenaline Fresenius" ADRENALINE FRESENIUS, Fresenius Kabi [N/P/S in C]

Adrenaline tartrate

Indications: Treatm.of ac.allergy & anaphylact.shock.

(S4) INJ, C923. 1 mg/ml.

701211-008: 10x1 ml, R106,67
Dosage: Admin.by SC/IM inj.

Adults: 0,2-0,5 ml. Childr: 0,1-0,3 ml.

Contraindications: Hypertens., arterioscleros., coron.dis., hyperthyroid., MAOI, diab.mellit., glauc., phaeochromocyt., Parkinson’s, psychoneuros.

Side effects: Hypersens.reacts., gangrene poss. follow.infiltrat.of finger/toes, CNS effs., hypertens., tachycard., card.dysrhythm., diffic. micturit., urin.retent., sweat., hyposalivat., headache.
 XE "Epipen" EPIPEN, Mylan [N/P/S in C]

Adrenaline

Indications: Adjunct.in sev.anaphylact./life threaten. reacts.

(S4) AUTO-INJECTOR, [N/P/S in C] 27/5.1/0063
797642-005: 0,3 mg/0,3 ml, Sngl.dos.pre-fill. automat. inj.dev., R1 051,99
797642-006: 0,3 mg/0,3 ml, 2x pre-fill automat. inj.dev., R2 103,99
(S4) JR AUTO-INJECTOR, [N/P/S in C] 38/5.1/0278
707128-001: 0,15 mg/0,3 ml, Sngl.dos.pre-fill. automat.inj.dev., R1 051,90
707128-002: 0,15 mg/0,3 ml, 2xSngl.dos.pre-fill. automat.inj.dev., R2 103,78
Dosage: Admin.immed.in case of life-threaten. react., Adults & childr.with bm >45 kg: Use Epipen Auto-injector. Childr.with bm <45 kg: Use Epi-Pen Jr Auto-injector.A 0,3 ml dos.is automat. inj. IM. Sngl.dos.admin.only. Discard.unused portion.

Contraindications: Sulphite sensitiv., inj.into buttock.

Side effects: CNS effs., headache, psychot. states, GI disturbs., trem.& weakn., cerebr. haemorrh., pulm.oed., dyspn., CV effs., hypotens. with dizzin., diffic.micturit., urin.retent., sweat., hypersalivat., alt.metabol.

Special precautions: Emerg.ther.which should not substit.any med.care to be implem.at a later stage, hospital.& appropr.treatm. recomm.in case of accident. inj., avoid intravasc.inj., hyperthyroid., ischaem.heart dis., arrhythm., tachycard., hypertens., aneurysm, diab.mellit., clos.angle glauc., antihypertens.ther.

Warnings: Check for brown discolourat.& turbidity every 14 days.

Drug interactions: Poss.interacts.with MAOI & alpha & ß-blocks.

 XE "Pharma-Q Adrenaline" PHARMA-Q ADRENALINE INJECTION 1 MG/ML, Pharma-Q 

Adrenaline tartrate.

Indications: Where sympathomimet.are reqd.

(S4) INJ. 30/5.1/0395. 1 mg/ml.

895164-019: 10x1 ml, R37,94
Dosage: 
Bronch.spasm: Admin.SC. Adults: 0,1-0,5 ml of 1 in 1000 aqueous sol. (100-500 µg). Childr: 0,01 ml/kg bm (10 µg/kg bm) to max.tot.dos 0,5 ml (500 µg)

Ac allergy & anaphylact.shock: Admin SC/pref. IM. Adults: 0,2-0,5 ml as a 1 in 1000 sol. Admin. up to 1 ml & more than 1 dos.poss.reqd.

Cardiovasc.resuscitat: Admin.dil.sol.slow IV. Recomm.dos: 0,5-1 ml (0,5-1 mg) dil.10x to 5-10 ml (1 in 10 000 sol). Dos.may be admin.every 5 mins.dur.prolong.resuscitat.effort.

Contraindications: Hypertens., arterioscleros., aneurysms, CV dis., hyperthyroid., MAOI.

Side effects: CNS effs., card.effs., reduc.appet., N&V, weak/cold extremit., gangr.follow.infiltrat.of fing./toes, diffic.micturit., urin.retent., dyspn., gluc. metabol.disturbs., sweat., hypersalivat., headache.

Special precautions: Ang.pain precipit.in ang pect.pts., diab.mellit., clos.ang.glauc., halog. anaesthet.

Drug interactions: Incr.arrhythm.risk if giv.with card. glycosid./quinid./TCA’s, MAOI’s.

5.2
Sympatholytics 
(See also 7.2, 7.3, 7.4)
 XE "Esmocard" ESMOCARD, Equity [N/P/S in C in certain sports]
Esmolol HCl.

Indications: Supraventric.tachycard.incl.rapid contr. of ventric.rate in atrial fibrillat./atrial flutter in perioperative/postop./other emergent circumst. where short-term contr.of ventric.rate with short act.agent desirable; noncompensat.sinus tachycard. where rapid heart rate req.specif. intervent.; intra-operative/postop.tachycard.& hypertens.

(S3) SOL.FOR INFUS. 45/5.2/0806.100 mg/10 ml

3000539-001: 10 mg/ml, 5 vials, R1 332,96
Dosage: Admin by IV infus; Admin for >24 hours not eval. & caut.advis. Not compatible with sod. bicarbon (5 %) inj.

Supraventricular tachycardia: Dos.to be individ. by titrat.in which each step consists of a load.dos.follow.by a maint.dos: Load.infus.of 500 µg/kg/min over 1 min.then maint.infus.of 50 µg/kg/min over 4 min; if respon.inadeq.repeat load.infus.& incr.maint.infus.to 100 µg/kg/min. Ref.to prod.lit.for full titrat.guideline. Effect.maint.dos: 50-200 µg/kg/min. although dos.as low as 25  µg/kg/min and as high as 300 µg/kg/min.(not recomm.as little addit.eff.prov.& adv.eff.incr.) have been used.

Not stud.intra-operat.& due to titrat.time reqd.poss.not optim.for intra-operat.use.

Aft.pts.achieve adeq.control of heart rate & stable clinic.status transit. to alternat.drugs (incl.anti-arrhythm./Ca antagon.) may be accomplish. Refer to prod.lit for transit.guideline. 

Intra- & post-operat. tachycard. &/ hypertens: Two dos.options as slow titrat.of dos.to a therapeut. eff.not always advis.: Immed.control dur. anaesthes: For intra-operat.treatm.of tachycard. &/ hypertens: bolus dos.of 80 mg (approx.1 mg/kg) over 30 secs.follow.by 150 µg/kg/ min (0,15 mg/kg/min) infus.if reqd. Adjust. infus.rate as need up to 300 µg/kg/min (0,3 mg/kg/min). Grad.control: For post-operat tachycard. & hypertens: Dos.sched.is the same as for SVT above.

Contraindications: Sinus bradycard.(heart rate < 45 bpm), heart block > than 1st degr, cardiogen. shock, heart fail., pheochromocyt., asthma/ bronchoconstrict/chron.resp.dis.hist.incl.bronchit., late phase periph. vasc.dis./ Raynaud's phenomen.

Side effects: Freq: Hypotens., dizzin. Less freq: Bradycard., chest pain, reduc.periph.circulat., flush./ pale skin, faint., confus., headache, fev., anx./ nervousn., bronchosp., wheez., dyspn., N&V, anorex., skelet.musc.weakn., hypersens.reacts., redn., pain & swell.at inj.site. Freq.unknown: Periph. ischaem., pulm.oed., heart block, CHF, asymptomat. hypotens., symptomat.diaphores., somnol., fatig., paraesthes., gen.tonic-clonic seiz., agitat., speech disord., depress. & abnorm.think., vivid dreams & nightmar., dyspeps., constip., dry mouth, abdom.discomf., taste pervers., eryth., skin discolour., urin.retent., abnorm.vision, dry eye, asthen., burn.at infus.site, thrombophlebit., loc. skin necros., oed.

Warnings and special precautions: Not intend. for use in chron.settings where transf.to anoth. agent anticipat., not recomm.for prevent.of intra-operative/postop.tachycard.& hypertens., safety & effic.not est.in childr., diab.mellit.& hypoglycaem. as hypoglycaem.poss.exacerbat.& concurr. tachycard.mask., ren.funct.impairm., hypotens. prior to treatm., dos.> 200 µg/kg/min (0,2 mg/kg/min) not recomm.as dos.relat. hypotens.poss., hypotens.usually resolv.< 30 mins. once dos.reduc./infus.stopp, withdraw at first sign/ sympt.of card.fail.& consid.specif.treatm., control of ventric.respon.in pts.with supraventric. dysrhythm. if pt.haemodynamic.compromis./tak. other meds.that decr.periph.resist./myocard.fill./ myocard. contractil./electric.impulse propagat.in myocard., not recomm.in pts.already on ß-block. ther. as myocard.funct.may be compromis., elderly, ren. decompensat., tachycard.respons.due to hypovolaem./ bld.loss dur./aft.surg.poss.obscur., myasth.grav.as skelet.musc. weakn.poss. exacerbat., pts.with pheochromocyt.without prior alpha-adrenerg.block.ther., not for use to treat hypertens. prim.due to vasoconstrict.assoc.with hypotherm, pts.with bronchospast.dis, termin.ther. in case of bronchosp.& admin. ß2 stimulat.agent if appropr., safety of dos.>300 µg/kg/min not stud., reduc. dos./discont. in event of adv.react., if loc. infus. site react.devel.use alternat infus.site & take caut.to prev.extravasat., avoid abrupt. discont. in coron.artery dis.pts., hist.of sev. anaphylact. reacts.to variety of allerg.poss.more react. to repeat.chall.while treat.with beta-block. & may not respond to usual dos. of adrenal., avoid. concom. Ca-channel blocks in pts.with depress. myocard. funct., do not use to control SVT in pres. of vasoconstrict.& inotrop.agents eg.dopamine/ adrenal. /noradrenal., avoid concom.general anaesth. caus.myocard.depress., safety in pregn.& lactat.not est.

Interactions: Addit.& poss.excess.beta-adrenerg. block with reserpine, incr.conc.with warfarin, incr. bld. lev.of digoxin, incr.steady state bld.lev.with morphine, prolong.durat.of neuromusc.block. induc. by succinylcholine; anaphylact.reacts.to variety of allerg.poss.more react.to repeat.chall.& may not respond to usual adrenal.dos., antidiab. agents/sulfonylurea/insul.poss mask some hypoglycaem. sympts., vasoconstrict.& inotrop. agents eg dopamine/epinephr & norepinephr.may block card.contractility when system.vasc.resist.is high, mutual inhibit.of therapeut. eff.with concom. aminophylline/ theophylline, clear.of theophylline poss.decr.; metabol.poss.decr.by quinidine.

5.3
Cholinergics
MESTINON (MDR Listing)
 XE "Mestinon" MESTINON, Mylan [P/S] 

Pyridostigmine Br

Indications: Myasth.grav.

(S4) TABS. UX/5.3/179, C/5.3/610

742287-009: 10 mg, 50, R486,49
742279-006: 60 mg, 150, 

R2 290,49

Dosage: Indiv.titr.to eff. Adults: 1-3  60 mg tab.2-4xdly. High.dos.may be reqd.

Childr: 7 mg/kg bm dly.at 4 hrly.interv.

Contraindications: Mechan.intest./urin.obstruct.

Side effects: Skin rash. Muscarin effs: N&V, diarrh., abdom.cramps, incr.peristaltic, incr. bronch. secret., salivat., bradycard., mios., diaphores. Nicotinic effs: Musc.cramps, fasciculat., musc.weakn.

Freq: Freq unknown: Hypersens., syncope, miosis., incr.lacrimat., accomodat.disords., blurr. vis., arrhyhm., syncope, hypotens., prinzmet.ang., flush., hypotens., incr.bronch.secet.combin.with bronchoconstrict., N&V, diarrh, abdom.cramps, GI hypermotil., saliv.hypersecret., abdom.sympts., hyperhydros., urticar., incr.musc.weakn., fasciculat., trem., musc.cramps/-hypoton., urin.urgency. Rare: Rash

Warnings and special precautions: Fail.to show. improvem.may reflect und.-or overdos., distinguish betw cholinerg.-/myasthen.crisis, atrop.use to counter S/E in cholinerg.cris as signs of overdos.poss.mask.inadvert.induc.cholinerg. crisis, ren.dis., obstruct.resp.dis.eg bronch. asthma/ COPD, arrythm., AV block, rec.coron. occlus., hypotens., vagoton., pept.ulc., epilep., Parkinson., hyperthyroid., ren.impairm., lact.intol., elderly, pre-exist.conduct.disturbs., safety in pregn. not est., concom.kanamycin/ streptomycin /neomycin only when spec.indic.& with caref. observ. to adjust anticholinesterase dos., S/E of antimusc. &/nicotinic type usual.manifest.if dos. too large/too freq.

Interactions: Cert.antibiot.esp.neomycin/ kanamycin/streptomycin poss.accentuate neuromusc. block.act., requirem.poss.decr.by concom.use when addit.ther (eg corticoster/ immune suppress.) given, corticoster.addit.may aggrav.myasth.grav.sympts., dos.poss.decr. aft.thymect., absorpt.inhibit.by methylcellul., atrop./hyosc.bromide antagon.muscarin.effs.& affect absorpt.due to slow.GI motility, antagon. eff.of non-polaris.musc.relax., poss.prolongs eff.of depolaris.musc.relax., poss.interact.with aminoglycos./ loc & some gen.anaesthet./ antiarrhythm. agents & other drugs interfer.with neuromusc.transmiss.
 XE "Neostigmine Methylsulphate-Fresenius" NEOSTIGMINE METHYLSULPHATE FRESENIUS AMPS, Fresenius Kabi [P/S]

Neostigmine methyl sulph.

Indications: Atony of GIT & urin.tract smooth musc., myasth.grav., terminat.of eff.of competit. neuromuscul.block.agents.

(S4) INJ. C907, W/5.3/260 

746649-002: 0,5 mg/ml, 10x1 ml amps, R62,68
785636-005: 2,5 mg/ml, 10x1 ml amps, R126,09

Dosage: Childr: 50 µg/kg bm.

Paralyt.ileus, abdom.distent./dysuria: 0,5-1 mg SC/IM.

Neuromusc.block.eff.terminat: 2-3 mg by slow IVI over 60 seconds, addit.neostigmine may be given till musc.power is normal. Total of 5 mg not to be exceed. Concom.atrop.sulph.of 0,6-1,2 mg may be given to control adverse eff.

Myasth.grav: 1-2,5 mg dly SC/IM in div.dos.

Contraindications: Mechan.intest./urin. obstruct., in conjunct.with depolaris.musc.relax., dur. cyclopropane/ halothane anaesth., diab., gangr., peritonit., pregn.& lactat.

Side effects: Salivat., anorex., N&V, abdom. cramps, diarrh., musc.cramps, fasciculat., weakn.

Special precautions: Hyperthyroid., elderly, pre-exist.card.rhythm disturbs., imp.ren.funct., bronch. asthma, epilep., hypotens., Parkinson., pept ulcerat., vagoton., poss.cholinerg.crisis in myasth. grav.

Drug interactions: Aminoglycosid., clindamycin, colistin., cycloprop., halog.anaesth., ß-adreno-block.agents, quinid., methyl pred., suxameth.

5.4
Anti-cholinergics
(See also 1.7.2, 12.3)

DETRUNORM (MDR Listing)

DETRUSITOL SR (MDR Listing)

 XE "Atropine Sulphate Fresenius" ATROPINE SULPHATE FRESENIUS AMPS, Fresenius Kabi [P/S]
Atrop.sulph.

Indications: Condits.requir.its parasympatholyt. eff., antidote in mushroom poison.
(S4) INJ, [P/S] L/5.4/342.

705551-008: 0,5 mg/ml, 10x1 ml, R102,73
(S4) INJ, [P/S] C1005

705578-003: 1 mg/ml, 10x1 ml amps, R103,87
Dosage: Premed: Admin.IM or SC. Adults: 0,3 -0,6 mg usual.in conjuct.with 10 -15 mg morph. sulph. about an hour bef.anaesthes.or 0,3-0,6 mg IV immed.bef.induct.of anaesthes. Paed.dos: Admin. SC. Up to 3 kg: 0,1 mg. 7 -9 kg: 0,2 mg. 12 -16 kg: 0,3 mg.20 -27 kg: 0,4 mg. 32 kg: 0,5 mg. 41 kg: 0,6 mg.

Post-op: Adults: Admin.slow IV 0,6 -1,2 mg in conjuct. with neostigmine. 

Arrhythm: Adults: Admin.IV 0,4 -1 mg repeat.as need.to max.2 mg. 

Bradycard./asystole due to parasympathomimet. OD: 1 - 2 mg IV/SC/IM

Anticholinesterase/organophosph.poison: Init: 2 - 4 mg IV if poss.(or IM) follow.by 2 mg every 5 -10 min.unt.muscar.sympt.disapp./signs of atrop. toxic.appear. More than 200 mg may be requir.on first day. Mild degr.of atropine block should then be maint.for up to 48 hrs.

Cholinerg.agonist intoxic: Admin.SC/IV 0,5 -1,0 mg.

Cholinomimet.intoxic: Parent.admin.& adeq. meas.to support resp., circulat.& counteract pulm.oed.

Mushroom poison: Admin.IM 1 - 2 mg every 30 mins.

Contraindications: Clos.angle glauc., narr. angle betw.iris & cornea, prostat.enlargem., paralyt.ileus, pylor.stenos., status asthmat., when ambient temp.is high esp.in childr., MAOI's.

Side effects: Pupil dilat., photophob., flush./dry skin, CV effs., diffic.in micturit., reduc.tone & motilit. of GI tract., tolerance, vomit., sweat., malaise & salivat.in parkinsonism pts.with sudd. withdr., confus.esp.in elderly, reduc.bronch.secret. poss.assoc.with format.of mucous plugs.

Special precautions: Myasthen.grav., fev., coron.insuff., CF, Down's syndr., albinism, withdr. grad., childr. & elderly, ulcer.colit., oesophag. sphinct. reflux exacerbat., diarrh., tachycard. condits., card. surg., ac.MI, hypertens. 

Drug interactions: Eff.enhanc.by other medic. with parasympatholyt.propert., reduct.in gastr. motil.poss.aff.absorpt.of other meds., addit. anticholinerg.eff.poss.with antipsychots., quinid.& disopyramide, incr.digoxin absorpt.

 XE "Bladeonz" BLADEONZ Aurogen [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 50/5.4/0625, 0626

3005790-001: 5 mg, 30, R277,02
3005791-001: 10 mg, 30, R277,02
Dosage: Adults incl.elderly: 5 mg once dly. which may be incr.to 10 mg once dly.if need.
Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat.impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: Freq: Blurr.vis., dry mouth, constip., naus., dyspeps., abdom.pain. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, dry throat, colon.obstruct., faec.impact., dry skin, diffic.micturit., urin.retent., fatig., periph. oed. Post market. Less freq: Hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth. multiforme, urticar., angioed. Freq. unknown: Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, ECG prolong. QT, atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv.disord., abnorm.LFT, exfoliat. dermatit., musc.weakn., ren.impairm.
Special warnings and precautions: Excl.other caus.(eg HF or ren.dis.)for freq.micturit.bef treatm., init.appropr.antibact.ther.if UTI pres., signific. decompensat. bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren.impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg, concom. potent CYP3A4 inhibit., hiatus hernia/ gastro-oesophag.reflux &/or concom.meds. caus./ exacerbat.oesophagit. (eg.biphosphonates), autonom. neuropathy, QT prolongat.& torsade de pointes risk fact., safety & effic.not est.in neurogen. cause of detrusor overactiv., discont.if angioed./ anaphylax.occur & init.approp.ther./ meas., max.eff.only determin.aft.4 wks.treatm., lact intol., allow 1 wk.interv.aft. discont.bef.start. other anticholinerg.ther., restrict dos.to 5 mg with concom. ketoconaz./other potent.CYP3A4 inhibits., safety & effic.not est.in childr., foet.toxic.seen in rodents, excret. in breast milk, eval.effs.bef.driv./ perform. complicat.tasks

Interactions: Other concom.meds.with anticholinerg. properts.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., poss. pharmacokinet. interacts. with other CYP3A4 substrat. inhibit.& induc., AUC incr.with ketoconazole.
 XE "Detrusitol SR" DETRUSITOL SR, (Viatris Healthcare) Upjohn [P/S]

Tolterodine

Indications: Overact.bladd.with sympts.of urin. urgency, freq.&/or urge incontin.

(S3) SR CAPS, 36/5.4/0448, 0449

700862-001: 2 mg, 28, R536,49

700871-001: 4 mg, 28, R536,49

Dosage: Admin.with/without food, swallow whole. Recomm.dos: 4 mg once dly. Dos.may be reduc.to 2 mg based on indiv.tolerabil. In pres.of imp.ren./hepat.funct.2 mg once dly.recomm. With ketoconazole/other potent cytochrome P450 3A4 inhibit: Recomm.dly.dos: 2 mg. Eval.treatm. aft.6 mnths.

Contraindications: Urin./gastr.retent., uncontrol.narr.angle glauc., myasth.grav., sev. ulcerat.colit., tox.megacolon., safety & effic.in childr.not est., safety in pregn.& lactat.not est.

Side effects: Antimuscarin.effs.incl.dry mouth/ dyspeps./reduc.lacrimat., bronchit., sinusit., allerg.reacts, CNS effs., vis.disturbs., vertigo, flush. skin, ., GI disturbs., gastro-oesophag.reflux, dry skin, dysur., urin.retent., chest pain, fatig., incr.weight., anaphylactoid reacts., psych. disords., tachycard., palpitat., angioed., periph. oed., dement.aggrav.in pts.tak.cholinesterase inhibit., prolongs QTc interv.

Warnings and special precautions: Urin. retent. risk, control. narr.angle glauc., decr.GI motility obstruct.disord.risks, ren./hepat.impairm., myasth. grav., autonom.neuropathy, hiatus hern., first excl.organ.caus.for urin.urgency, freq.&/or urge incontin., concom.potent cytochrome P450 3A4 inhibit., adeq.contracept.in women of child-bear. potent., gastr.retent.risk, bladd.outflow obstruct., congenit./document.acquir.QT prolongat., pts.tak.Class 1A /class 111 antiarrhythm. meds.

Drug interactions: More pronounc.therapeut.eff. & S/E with other meds.with anticholinerg. propert., eff.reduc.by cholinerg.recept.agonists, effs. of prokinet.decr., poss.interacts.with drugs metabol. by/inhibit.of cytochrome P450 2D6., incr. plasma conc.with concom.potent cytochrome P450 3A4 inhibit., QTc interv.prolongat.with concom Class 1A/Class III antiarrhythm.meds.
 XE "Ditropan" DITROPAN, Pharmaco [P/S]

Oxybutynin HCl

Indications: Void.sympts.assoc.with uninhibit. neurogen.bladd.& reflex neurogen.bladd., spast neurogen.bladd., noct.enures.

(S3) TABS, L/5.4/104
720658-012: 5 mg, 100, R863,21
Dosage: Adults: 1 tab.2-3xdly. Max.4xdly. Childr.over 5 yrs: 1 tab.2xdly. Max.3xdly.

Contraindications: Clos.angle glauc., part./ compl.GIT obstruct., paralyt.ileus, intest.atony of elderly/debilitat.pts., megacol., tox.megacolon complicat.ulcerat.colit., sev.colit., myasth.grav., obstruct.uropathy, unstab.CV status in ac. haemorrh., hypoton.neurogen.bladd., safety in pregn.& lactat.not est., childr.und.5 yrs., prostat. enlargem.

Side effects: Anticholinerg.& CNS effs.incl. cognit.disords., GI disturbs., tachycard., palpitat., vis.disords., urin.hesitan.& retent., decr.sweat., flush.& dryn.of skin, sev.aller.reacts./drug idiosyncr. incl.urticar.& other derm.manifest., reduc. bronch.secret., lactat.suppress., impot.

Special precautions: Elderly men, high environm. temps., fev., childr., tachycard.condits., card. surg., aggrav.sympt.of hyperthyroid./coron. heart. dis./CHF/card.arrhythm.& hypertens., approp. diagnost.proced.& pre-treatm.exam.incl. cystometry rep.at interv.to eval.respons., approp. antimicrob. ther.in pres.of infect., poss.intestin. obstruct. esp.in pts.with ileostomy/coloctomy., autonom. neuropathy, hepat./ren.dis., ulc.colit., hiatus hern.with reflux oesophagit., activ.req. ment. alertn.

Drug interactions: Anticholinerg.eff.enhanc.by other agents with anticholinerg.propert., reduc. gast.motil.poss.aff.absorpt.of other meds.

 XE "Fenence" FENENCE, Austell [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, A49/5.4/0329, 0330

3004137-001: 5 mg; 30; R259,66
3004138-001: 10 mg; 30; R260,20
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.
Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialys., sev.hepat. impairm., sev.ren.impairm./mod.hepat.impairm.on treatm.with strong CYP3A4 inhibit., congenit./ acquir. prolong. QT interv., pregn., lactat.

Side effects: Freq: Blurr.vis., dry mouth, dyspeps., abdom. pain, constip., naus. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., dry skin, GORD, dry throat, colon.obstruct., faec. impact., diffic.micturit, urin. retent., fatig., periph. oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth.multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr. appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.

Warnings and special precautions: Address other caus.of freq.urinat.(incl. HF/ ren.dis.).bef treatm., signific. decompensat.bladd.outlet obstruct. at risk of urin.obstruct., GI obstruct. disords., decr.GI motilit.risk, sev.ren.impairm.& mod. hepat.impairm.where dos.not to exceed 5 mg, concom.strong CYP3A4 inhibit., hiatus hernia/gastro-oesophag.reflux &/or concom. meds.caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, poss.QT prolongat./ Torsade de Pointes with pre-exist. long QT syndr.& hypokalaem., safety & effic. not est.in neurogen.cause of detrusor overactiv., discont. if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft.discont.bef. start. other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other pot.CYP3A4 inhibits. (eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., lact intol., foet.toxic.in animals

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/diltiazem)/inhibit.( ritonavir, nelfinavir, itraconazole) & induc. (eg. rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

 XE "Floloc" FLOLOC, Cipla [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 51/5.4/1075, 1076

3004478-001: 5 mg, 30, R255,00
3004479-001: 10 mg, 30, R255,75
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.
Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat. impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: Freq: Blurr.vis., dry throat, constip., naus., dyspeps., abdom. pain. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, colon. obstruct., faec.impact., dry skin, diffic. micturit., urin.retent., fatig., periph.oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth. multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, electrogram prolong. QT, prolong.atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom. discomf., liv. disord., abnorm.LFT, exfoliat. dermatit., musc. weakn., ren.impairm.
Warnings and special precautions: Excl.organ. reasons for urge & freq.micturit.bef treatm., signific. decompensat.bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg, concom.strong CYP3A4 inhibit., hiatus hernia/ gastro-oesophag.reflux &/or concom. meds. caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft. discont. bef.start.other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other pot. CYP3A4 inhibits.(eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., foet. toxic.seen in rodents, excret.in breast milk, eval. effs. bef.driv./perform.complicat.tasks, lact intol.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc. by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high. affinity (eg.verapaml/diltiazem)/inhibit.& induc. (eg.rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

 XE "Mylan Oxybutynin" MYLAN OXYBUTYNIN 5, Mylan [P/S]

Oxybutynin chlor.

Indications: Reflex & uninhibit.& spast. neurogen.bladder, noct.enures.

(S3) TABS, 32/5.4/0740

701893-007: 5 mg, 20, R46,03
701893-015: 5 mg, 100, R230,05
Dosage: Adults: 1 tab.2-3xdly. Max.4xdly. Childr.over 5 yrs: 1 tab.2xdly. Max.3xdly.

Contraindications: Clos.angl.glauc., part./ compl. GIT obstruct., paralyt.ileus, pylor.stenos., intest. atony of elderly & debilit.pts., megacol., tox. megacol.complicat.ulc.colit., myasth.grav., obstruct. uropathy, unstab.CV status in ac. haemorrh., hypoton.neurogen.bladd., safety in pregn & lactat.not est., childr.und.5 yrs., prostat. enlargem.

Side effects: Anticholinerg.& CNS eff., ocul.effs. incl.cyclopeg., tachycard., palpitat., GI disturbs., impot., lactat.suppress., allerg.reacts.

Special precautions: Elderly men, appropr. diagn. proced.incl.cystometry advis.bef.start.& dur.ther.to eval.respons., appropr. antimicrob. ther. in pres.of infect., elderly, childr., autonom. neuropathy, hepat./ren.dis., large dos.in ulcerat. colit., may precip.paralyt.ileus/tox.megacol., tachycard. condits., card.surg., aggrav.sympt.of hyperthyroid./coron.heart dis./CHF/card.arrhythm. & hypertens., reflux oesophagit., mucous plugs as result of reduc.bronch.secret., diarrh.poss.early sympt. of incompl.intestin.obstruct.esp.in ileost.-/colostomy, high environm.temp.caus.heat prostrat., fev.

Drug interactions: Anticholinerg.eff.enhanc.by other agents with anticholinerg.propert.

 XE "Oxyrest " OXYREST, iPharma [P/S]

Oxybutynin HCl.

Indications: Sympts.assoc.with void.in uninhibit. neurogen.& reflex neurogen.bladder, spast. neurogen. bladd., noct.enures.

(S3) TABS, 37/5.4/0106

722063-001: 5 mg, 100, R217,40
Dosage: Adults: 1 tab.2-3xdly. Max.1 tab.4xdly. Childr.over 5 yrs: Init.1/2 tab.2xdly incr.to 1 tab. 2-3 xdly.accord.to respons.

Elderly: Init.1/2 tab.2xdly incr.to 1 tab. 2xdly.

Contraindications: Clos.angl.glauc. or shall.ant,chamber, part./compl. GIT obstruct., paralyt.ileus, pylor.stenos., intest. atony of elderly & debilit., megacol., tox.megacol. complicat.ulcerat.colit., sev.colit., myasth.grav., obstruct.uropathy, unstab.CV status in ac. haemorrh., hypoton.neurogen.bladd., prostat. enlargem., safety in pregn & lactat.not est.

Side effects: Freq.: Confus.state, dizzin., headache, somnol., blurr.vis., dry eyes, flush.(more marked in childr.), constipat., N&V, dry mouth, diarrh., dry skin, urin.retent. Less freq.: Abdom.discomf., anorex., decr.appetit., dysphag.Freq.unknown: UTI, hypersens., severe allerg.reacts./ med.idiosyncras.incl.urticar.& dermal manifestat., supress.lactat., agitat., anx., hallucinat., nightmare., paranoia, cognit. disord.in elderly, depress.sympts., depend. (pts.with hist), insomn., convuls., drowzin., disorientat., weakn., closed angle glauc., mydrias., oc.hypertens., photophob., cyclopleg., tachycard., palpitat., arrhythm., decr.bronch.secret.assoc.with muc.plug format., GORD, pseudo-obstruct.in pts. at risk (elderly/ constipat./ on meds.decr. intest. motilit.), diffic.in swallow.& talk., thirst, retrostern.pain due to incr.gastr.reflux, angioed., rash, urticar., hypohidros., photosens., diffic.micturit., impoten., heat stroke.

Special warnings and precautions: High environm. temp.caus.heat prostrat., fev., concom.othr.anticholinerg., frail elderly & childr., pts.with autonom.neuropathy/severe GI motil.disord./ hepat./ren.dis., may precip. paralyt.ileus/tox.megacol.in larg.dos.with ulcerat. colit., diarrh.poss.early sympt.of incompl. intestin. obstruct.esp.in ileost.-/colostomy, tachycard. condits. eg.thyrotoxicos./ CHF/ card. arrhythm./ coron. heart dis./ hypertens./ card.surgery, eldery men, red.dose/discont.if antichol.eff., pt.to seek med.attent.if sudden loss of vis.acuity/ ocul.pain, dental caries/ parodontos./ oral candida due to red.salivat., hiat.hern.assoc.with reflux oesophagit.or taking meds caus./exacerb.oesophagit., contains sugar (lactose).

Interactions: Anticholinerg.eff.enhanc.by other agents with anticholinerg.propert. eg.amantadine/ other anti-parkinson.meds (biperiden, levodopa)/ antihistamines/ antipsychotics (phenothiazines, butyrophenones, clozapine)/ quinidine/ digoxin/ TCAs/ atropine &related meds eg.atropinic antispasmodics, dipyridamole, reduce gastric motility eff.absorb.other meds., metab.by CYT P450 isoenz.CYP3A4, concom.CYP34A inhib.can inhibit metab.& incr.expos., antagon.pro-kinetic therap.eg. cisapride/ domperidone/ metoclopramide, red.eff.of cholinesterase inhibit.,concom. alcohol aggrev.drowzin. 

 XE "Pharma-Q Atropine" PHARMA-Q ATROPINE INJECTION, Pharma-Q [P/S]

Atrop.sulph.

Indications: Pre-op to counteract anaesthes.vagal effs.& unwant.muscarin.effs.accomp.neuromusc. block.revers., ac. MI where excess.vagal tone caus. sinus/nod.bradycard., muscarine toxic., organophosph. poison.

(S4) INJ, [P/S] 31/5.4/0206

700218-001: 0,5 mg/ml, 10x1 ml amps, R36,88
(S4) INJ, [P/S] 31/5.4/0207

700226-001: 1 mg/ml, 10x1 ml amps, R46,35
Dosage: Premed: Admin.IM/SC. Adults: 0,3-0,6 mg usual.in conjunct.with 10-15 mg morph. sulph.about an hour bef.anaesthes.or 0,3-0,6 mg IV immed.bef.induct.of anaesthes.

Paed.dos: Admin.SC. Up to 3 kg: 100 µg. 7-9 kg: 200 µg. 12-16 kg: 300 µg. 20-27 kg: 400 µg. 32 kg: 500 µg. 41 kg: 600 µg.

Arrhythm: Adults: Admin. IV 400 µg-1 mg repeat. as need.to max.tot.dos.2 mg.

Bradycard.follow.card.infarct: Admin.IV. Init.0,4 -1 mg subseq.incr.up to 2 mg as requir.

Revers.non-depolaris.musc.relax.eff: Admin.by slow IVI 0,6 -1,2 mg in conjunct.with neostigmine methylsulph.

Organophosph.poison: Admin.2 mg by SC/IV/IMI with pralidoxime. Rep.at 5-60 min.interv.until signs of atrop.toxic.appear. Maint.atropinisat.throughout pralidoxine treatm.for up to 48 hrs or more. Considerab. high.dos.may be reqd.when poison. due to irrevers.anticholinesteras.e.g.organo-phosphor. insecticid.

Contraindications: Clos.angl.glauc., narr.angle betw.iris & cornea, prostat.enlargem., paralyt. ileus, pylor.stenos., myasth.grav. unless.used to reduc. muscarin.eff.of anti-cholinester.agent, when ambient temp.is high esp.in childr.

Side effects: Dry mouth with diffic.swallow. /talk., reduc.bronch.secret., pupil dilat.with loss of accomm., photophob.,flush/dry skin, CV effs., diffic. micturit., reduc.tone & mobil.of GI tract, vomit., confus., giddin.& stagger.

Special precautions: Myasthen.grav., tachycard. condits., ac.MI, hypertens., coron.insuff., childr.& elderly, ulcerat.colit., oesophag.sphinct.reflux exacerbat., diarrh., card.surg.

Drug interactions: Eff.enhanc.by other meds.with anti-muscarin.propert., reduct.in gastr.motil.aff. poss. absorpt.of other meds.

 XE "Solestan" Solestan, Accord [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 51/5.4/0258; 0259

3005116-001: 5 mg, 30, R276,13
3005100-001: 10 mg, 30, R282,58
Dosage: Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.

Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts. undergo haemodialysis, sev.hepat. impairm., sev.ren.-/ mod.hepat. impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat.

Side effects: Freq: Blurr.vis., dry mouth, constip., naus., dyspeps., abdom.pain. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, dry throat, colon.obstruct., faec.impact., dry skin, diffic.micturit., urin.retent., fatig., periph. oed., hallucin., confus., dizzin., headache, vomit., prurit., rash, eryth.multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr. appet., hyperkalaem., delir., glauc., torsade de pointes, electrogram prolong. QT, atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv.disord., abnorm.LFT, exfoliat.dermatit., musc.weakn., ren.impairm.
Special warnings and precautions: Excl.other caus.(eg HF or ren.dis.)of freq.urinat.bef treatm., init.appropr. antibact.ther.if UTI pres., signific. decompensat. bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren.impairm.& mod.hepat.impairm. dos.not to exceed 5 mg, concom.potent CYP3A4 inhibit., hiatus hernia/ gastro-oesophag.reflux &/or concom.meds. caus./ exacerbat.oesophagit. (eg.biphosphonates), autonom. neuropathy, QT prolongat.& torsade de pointes risk fact., S&E.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./ anaphylax. occur & init.approp.ther., max. eff. only determin.aft.4 wks.treatm., S&E not est.in childr., foet.toxic.seen in rodents, excret. in breast milk.

Interactions: Other concom.meds.with anticholinerg. properts.incr. therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., AUC incr.with ketoconaz., poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/ diltiazem) /inhibit.(eg.ritonavir/ nelfinav./ itraconaz.)& induc.(eg.rifampic/ phenytoin/carbamazepine).
 XE "Solifenacin Teva" SOLIFENACIN TEVA (AI Pharm) Teva Pharm [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 48/5.4/0139; 0140

3004271-001: 5 mg, 30, R241,64
3004272-001: 10 mg, 30, R320,18
Dosage: Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.

Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat. impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: Freq: Blurr.vis., dry mouth, constip., naus., dyspeps., abdom.pain. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, dry throat, colon. obstruct., faec.impact., dry skin, diffic. micturit., urin.retent., fatig., periph. oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth.multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr. appet., hyperkalaem., delir., glauc., torsade de pointes, electrogram prolong. QT, prolong.atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom. discomf., liv.disord., abnorm.LFT, exfoliat. dermatit., musc.weakn., ren.impairm.
Warnings and special precautions: Excl.other caus.(eg HF or ren.dis.) for freq.micturit.bef treatm., init.appropr.antibact.ther.if UTI pres., signific. decompensat. bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg, concom.potent CYP3A4 inhibit., hiatus hernia/ gastro-oesophag.reflux &/or concom. meds. caus./exacerbat.oesophagit. (eg.biphosphonates), autonom. neuropathy, QT prolongat.& torsade de pointes risk fact., safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./ anaphylax.occur & init.approp.ther./ meas., max.eff.only determin.aft. 4 wks.treatm., lact intol., allow 1 wk.interv.aft. discont.bef.start. other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other potent. CYP3A4 inhibits.(eg. ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., foet. toxic. seen in rodents, excret.in breast milk, eval. effs. bef.driv./perform.complicat.tasks
Interactions: Other concom.meds.with anticholinerg. properts.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. AUC incr.with ketoconazole, poss.with other CYP3A4 substrat.with high.affinity (eg. verapamil/ diltiazem)/inhibit.& induc.(eg.rifampic/ phenytoin/carbamazepine).
 XE "Solirest" SOLIREST, iPharma, [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 55/5.4/0028, 0029

3003909-001: 5 mg, 30, R259,51
3003910-001: 10 mg, 30, R259,51
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.
Contraindications: Hypersens., urin.retent., sev. GI condits.incl.tox.megacolon/myasth.grav./narr. angle glauc./pts.at risk for these condits., pts. undergo haemodialysis, sev.hepat.impairm., sev. ren. impairm.or mod.hepat.impairm on treatm.with potent CYP3A4 inhibit.

Side effects: Freq: Blurr.vis., dry mouth. constip., naus., dyspeps., abdom. pain. Less freq: UTI, cystit, angioed., hallucinate., confus.state, somnol, dysgeus., dizzin., headache, dry eyes, nas.dryn., GORD, dry throat, colon. obstruct., faec.impact., vomit., dry skin, prurit., rash, eryth. multiforme, urticar., diffic.micturit., urin. retent., fatig., periph. oed. Freq. unknown: Anaphylact.react., decr. appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, atrial fibrillat., palpitat., tachycard., dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.

Special warnings and precautions: In sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg, concom.strong CYP3A4 inhibit., assess other reasons for freq.urinat., treat.UTI if pres., signific. bladd. outflow obstruct., GI obstruct.disords., decr. GI motilit.risk, restrict dos.to 5 mg with concom. ketoconaz./other pot.CYP3A4 inhibits., hiatus hernia/ gastro-oesophag.reflux &/or concom. meds. caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, QT prolongat.&Torsades de pointes in at risk pts., safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax. occ.& init. approp.ther., lact intol., allow 1 wk. interv. aft.discont.bef.start.other anticholinerg. ther., safety & effic.not est.in childr.theref.not recomm., safety in pregn.& lactat.not est., ability to drive & perform complicat.tasks poss.affect.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., AUC incr.with ketoconazole, pharmacokinet.interacts.poss.with other CYP3A4 substrat.with high.affinity (eg. verapamil/diltiazem)/inhibit.& induc.(eg.rifampic/ phenytoin/carbamazepine), 

 XE "Solvicyd" SOLVICYD, Macleods [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq. micturit., urge incontin.

(S3) TABS, 49/5.4/0230, 0231

3005613-001: 5 mg; 30; R241,65
3005614-001: 10 mg; 30; R262,67
Dosage: Max.eff.only determin. aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.

Contraindications: Urin.retent., uncontr.narr.angle glauc., myasth.grav., tox.megacolon, pts.underg.haemodialys., sev.hepat.impairm., sev.ren. impairm.(Cl.cr < 30 mL/min) & on strong CYP3A4 inhibit.treatm. eg.ketoconazole, mod.hepat.impairm.& on strong CYP3A4 inhibit. e.g. ketoconazole, prolong.QT interv. congen./ acquir., pregn., lactat.

Side effects: Freq: Blurr.vis., dry mouth, dyspeps., abdom. pain, constip., naus. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., dry skin, GORD, dry throat, colon.obstruct., faec. impact., diffic.micturit, urin. retent., fatig., periph. oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth.multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr. appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.

Special warnings and precautions: Address other caus.of freq.urinat.(incl. HF/ ren.dis.).bef treatm., signific. decompensat.bladd.outlet obstruct. at risk of urin.obstruct., GI obstruct. disords., decr.GI motilit.risk, sev.ren.impairm.& mod. hepat.impairm.where dos.not to exceed 5 mg, concom.strong CYP3A4 inhibit., hiatus hernia/ GORD &/or concom. meds.caus./ exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, poss.QT prolongat./ torsade de pointes with pre-exist. long QT syndr.& hypokalaem., S&E not est.in neurogen.cause of detrusor overactiv., disc. if angioed./ anaphylax.occ.& init. approp. ther./ meas., allow 1 wk.interv.aft.disc.bef. start. othr anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./ othr pot.CYP3A4 inhibits. (eg.ritonavir/ nelfinavir & itraconaz.), S&E not est.in childr., lact intol., foet.toxic.in animals

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds.stimulat. GIT motilit.poss.reduc., pharmacokinet.interacts. poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/ diltiazem)/ inhibit.( ritonavir, nelfinavir, itraconazole) & induc. (eg. rifampic/ phenytoin/ carbamazepine), AUC incr.with ketoconazole.
 XE "Utroves" UTROVES, Forrester [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 50/5.4/0472, 0473

3004052-001: 5 mg, 30, R227,70
3004053-001: 10 mg, 30, R250,70
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.

Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat.impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: Freq: Blurr.vis., dry throat, constip., naus., dyspeps., abdom. pain. Less freq.: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, colon. obstruct., faec.impact., dry skin, diffic.micturit., urin.retent., fatig., periph.oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth.multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, prolong.atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.
Warnings and special precautions: Excl.organ. reasons for urge & freq.micturit.bef treatm., signific. decompensat.bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg for these pts., concom.strong CYP3A4 inhibit., hiatus hernia/gastro-oesophag.reflux &/or concom. meds.caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft. discont. bef.start.other anticholinerg.ther., restrict dos. to 5 mg with concom.ketoconaz./other potent. CYP3A4 inhibits.(eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., lact intol.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/diltiazem)/inhibit.& induc.(eg.rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

 XE "Vesicare" VESICARE, Astellas [P/S] 
Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, A39/5.4/0490, 0491

706214-001: 5 mg, 30, R537,46
706217-001: 10 mg, 30, R537,46
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.
Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat.impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: V.common: Dry mouth. Common: UTI, cystit, blur.vis., constip., naus., dyspeps., abdom. pain. Uncommon: Somnol, dysgeus., dry eyes, nas.dryn., dry skin, GORD, dry throat, colon. obstruct., faec.impact., diffic.micturit., fatig., periph. oed. Rare: Dizzin., headache, prurit., rash, urin. retent. Very rare: Hallucin., confus.state, eryth. multiforme, urticar., angioed. Freq. unknown: Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.

Warnings and special precautions: Excl.organ. reasons for urge & freq.micturit.bef treatm., signific. decompensat.bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg for these pts., concom.strong CYP3A4 inhibit., hiatus hernia/gastro-oesophag.reflux &/or concom. meds.caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft.discont. bef. start.other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other pot.CYP3A4 inhibits.(eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., lact intol.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/diltiazem)/inhibit.& induc.(eg.rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

See also MDR page 186.
 XE "Vesicont" VESICONT, Ranbaxy [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, 49/5.4/1102, 1103

3004168-001: 5 mg, 30, R268,63
3004169-001: 10 mg, 30, R268,63
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.

Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat.impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong.QT interv., pregn., lactat

Side effects: Freq: Dry mouth, blur.vis., constip., naus., dyspeps., abdom.pain,. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, dry throat, colon.obstruct., faec.impact., dry skin, diffic.micturit., urin. retent., fatig., periph. oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth. multiforme, urticar., angioed. Unknown.freq:. Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, prolong. QT, atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom.discomf., liv. disord., abnorm.LFT, exfoliat.dermatit., musc. weakn., ren.impairm.

Warnings and special precautions: Excl.organ. reasons for urge & freq.micturit.bef treatm., signific. decompensat.bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg for these pts., concom.strong CYP3A4 inhibit., hiatus hernia/gastro-oesophag.reflux &/or concom. meds.caus./exacerbat.oesophagit. (eg.biphosphonates), autonom.neuropathy, safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft. discont. bef. start.other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other potent. CYP3A4 inhibits.(eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., lact intol.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc.by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high.affinity (eg.verapaml/diltiazem)/inhibit.& induc. (eg.rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

 XE "Vesifin" VESIFIN, Pharma Dynamics [P/S]

Solifenacin succin.

Indications: Overact.bladd.syndr., urin.urgency sympts., freq.micturit., urge incontin.

(S3) TABS, A48/5.4/0671, 0672

3004538-001: 5 mg, 30, R255,30
3004539-001: 10 mg, 30, R255,30
Dosage: Max.eff.only determin.aft.4 wks.treatm. Adults incl.elderly: 5 mg once dly.which may be incr. to 10 mg once dly.
Contraindications: Hypersens., urin.retent., uncontroll. narr.angle glauc., myasth.grav., tox. megacolon, pts.undergo haemodialysis, sev.hepat. impairm., sev.ren.impairm.or mod.hepat. impairm on treatm.with strong CYP3A4 inhibit., congen./ acquir. prolong. QT interv., pregn., lactat

Side effects: Freq: Blurr.vis., dry mouth, constip., naus., dyspeps., abdom. pain. Less freq: UTI, cystit, somnol, dysgeus., dry eyes, nas.dryn., GORD, colon. obstruct., faec.impact., dry skin, diffic. micturit., urin.retent., fatig., periph.oed., hallucin., confus.state, dizzin., headache, vomit., prurit., rash, eryth. multiforme, urticar., angioed. Freq.unknown: Anaphylact.react., decr.appet., hyperkalaem., delir., glauc., torsade de pointes, electrogram prolong. QT, prolong.atrial fibrillat., palpitats., tachycard., dysphon., ileus, abdom. discomf., liv. disord., abnorm.LFT, exfoliat. dermatit., musc. weakn., ren.impairm.
Warnings and special precautions: Address other causes of urge & freq.micturit.bef treatm., signific. decompensat.bladd.outlet obstruct., GI obstruct. disords., decr.GI motilit.risk, in sev.ren. impairm.& mod.hepat.impairm.& dos.not to exceed 5 mg, concom.strong CYP3A4 inhibit., hiatus hernia/ gastro-oesophag.reflux &/or concom. meds. caus./exacerbat.oesophagit., autonom.neuropathy, QT prolongat./Torsades de Pointes risk fact., safety & effic.not est.in neurogen.cause of detrusor overactiv., discont.if angioed./anaphylax.occ.& init. approp. ther./meas., allow 1 wk.interv.aft. discont. bef.start.other anticholinerg.ther., restrict dos.to 5 mg with concom.ketoconaz./other pot. CYP3A4 inhibits.(eg.ritonavir/nelfinavir & itraconaz.), safety & effic.not est.in childr., foet. toxic.seen in rodents, excret.in breast milk, eval. effs. bef.driv./perform.complicat.tasks, lact intol.

Interactions: Other concom.meds.with anticholinerg. props.incr.therapeut.eff.& S/E, eff. reduc. by cholinerg.recept.agon., effs.of meds. stimulat. GIT motilit.poss.reduc., pharmacokinet. interacts. poss.with other CYP3A4 substrat.with high. affinity (eg.verapaml/diltiazem)/inhibit.& induc. (eg.rifampic/phenytoin/carbamazepine), AUC incr.with ketoconazole.

6
AUTACOIDS
6.1
Anti-histamines 
(See also 10.1.1, 10.1.3, 14.9)

CLARITYNE (MDR Listing)

DESELEX (MDR Listing)

NEO CLARITYNE (MDR Listing)

RUPANASE (MDR Listing)

 XE "Acuhist" ACUHIST, Actavis.[P/S]

Desloratadine

Indications: Season.allerg.rhinit.sympts.& chron. urticar. in pts.12 yrs.& old.

(S2) TABS, 45/5.7.1/0795. 5 mg.

721528-001: 10, R45,11
721528-002: 30, R135,41
Dosage: Admin.with/-out a meal.

Adults & childr.12 yrs.& over: 1 tab.dly.

Contraindications: Other antihistam.cross-sens., pregn.& lactat.

Side effects: Freq: Headache, pharyngit. Less freq: Anaphylax., angioed., urticar., prurit., oed., depress., confus., dizzin., somnol., insomn., blurr. vis., bld.disords.incl.agranulocytos., leucopen., haemolyt.anaem., thrombocytopen., abdom./ stomach pain, dyspeps., N&V, diarrh., dry mouth, anorex., hepatit., elev.liv.enzymes., incr.bilirub., rash, alopec., myalg., dysmenorrh., fatig. Freq. unknown: Tachycard., palpitat., hypotens., dyspn., tinnit.

Warnings and special precautions: Safety & effic. not est.in pts.und.12 yrs./treatm.periods in excess of 4 wks., discont.prior skin tests using allerg. extracts., ren./hepat.impairm., incr. susceptib. to dos.relat.advers.effs.in slow metabolis. pts., elderly, epilep., lacks signif.sedat. effs. but determ.eff.bef.driv./perform.complicat. tasks.

Interactions: Incr.plasma conc.with ketoconazole/ clarithromyc./erythromyc./fluoxet./ azithromyc. & cimetid., Cmax & AUC of fluoxet.decr. & incr. for norfluoxet.

 XE "Acuzyrt" ACUZYRT, (Unicorn) Cipla Medpro [P/S]

Cetirizine dihydrochloride.

Indications: Allerg.condits.respond.to histamine H1-recept.antagon. Allerg.skin condits.assoc.with prurit. eg.urticar.& allerg.rhinit., hay fev.

(S2) SYRUP, 37/5.7.1/0152. 1 mg/ml

712889-001: 150 ml, R151,50
Dosage: Adults & childr.12 yrs.or old: 10 mg (10 ml) once dly. Childr: 6-12 yrs: 10 mg (10 ml) dly.as sngl.dos. OR as div.dos.5 ml 2xdly. Childr.2-6 yrs: 5 mg (5 ml) dly.as sngl.dos. OR as div.dos.2,5 ml 2xdly.

Contraindications: Lactat.

Side effects: Lacks signific.sedat.effs., bld. dyscras., hypersens.reacts.incl.skin reacts.& angioed., photosens., jaund., sedat., dizzin., drowsin., paradoxic.CNS stimulat.esp.in childr., extrapyramid.sympts., paraesthes., headache, agitat., nervousn., tinnit., hypotens., incr. appetite, dry mouth, GI discomf., constipate., N&V, diarrh., epigastr.pain

Warnings and special precautions: Ren. insuffic., may mask warn.signs of damage from ototox.meds., urin.retent., prostat.hyperplas., clos.-angle glauc., pyloroduod. obstruct., epilep., sev.CV dis., not indicat.for treatm.of asthma, eval. effs.bef.driv./perform.hazard.tasks., sorbit. intol., safety in pregn.not est.

Interactions: CNS depress.& alcoh.may aggrav. sedat.effs., poss.addit.antimuscarin.act. with other antimuscarin.meds.

 XE "Adco-Zetofen" ADCO-ZETOFEN, AI Pharm Ltd [P/S]
Ketotifen hydrogen fumar.equiv.to ketotifen base
Indications: Asthma prophylax., prophylax.& treatm.of allerg.rhinit.& skin reacts.

(S2) SYRUP, 32/10.2.2/0619. 1 mg/5 ml

854905-006: 200 ml, R122,21
Dosage: Admin.2xdly.

Childr: Und.14 kg (old.than 6 mnths.): 1,5 ml. 14-25 kg: 2,5 ml. Over 25 kg: 5 ml. Full therapeut.eff.may take sever. wks. If insuffic. respon.aft.4 wks., then dos.may be incr.grad./bm.
Contraindications: Hepat.dis., safety in pregn. & lactat.not est.

Side effects: Sedat., dry mouth, dizz., drowsin., incr. appetit., weight gain.

Special precautions: Grad.withdr.of exist.anti-allerg.drugs., oral diabet.ther., supplem.treatm. with specif.anti-infect.therapy if intercurr.infect. occurs, cont.with current anti-asthmat.agents for at least 2 wks.aft.start.long-term treatm.

Drug interactions: Potent.eff.of sedat., hypnot., tranquill., narc.analg., antihist., anticholin.& alcoh., revers.fall in thrombocyte count with antidiabet. agents.

 XE "Allecet" ALLECET, Cipla Medpro [P/S]
Cetirizine dihydrochloride.
Indications: Allerg.condits.respond.to histamine H1 recept.antagon., allerg.skin condits.assoc.with prurit., hay fev., allerg.rhinit.

(S2) TABS, [P/S] 37/5.7.1/0034

703315-002: 10 mg, 10, R24,73
703315-001: 10 mg, 30, R74,21
Dosage: Adults & childr. 12 yrs.or old: 1 tab.dly. Childr: 6-12 yrs: ½ tab.2xdly./1 tab once dly.

(S2) SYRUP, [P/S] 37/5.7.1/0153. 1 mg/ml.

703313-003: 60 ml, R60,71
703313-001: 150 ml, R151,58
Dosage: Adults & childr. 12 yrs./old: 10 mg (10 ml.) once dly. Childr: 6-12 yrs: 10 mg (10 ml) dly. as sngl.dos./5 ml in.morn.& even. 2-6 yrs: 5 mg (5 ml) dly.as sngl.dos./2,5 ml.in morn.& even.

Contraindications: Lactat., safety in pregn.not est.

Side effects: Lacks signific.sedat.eff., drowsin., paradox.CNS stimulat.esp.childr., dizzin., headache, agitat., extra-pyramid.sympts., incr. appetite, dry mouth, GI disturbs., nervousn., bld. dyscras., hypersens.reacts.incl.angioed., photosens., jaund., tinnit., paraesthes., hypotens.

Special precautions: Ren.insuffic.

Drug interactions: CNS depress.may compnd. any poss.sedat.effs.

 XE "Allergex" ALLERGEX, AI Pharm Ltd [P/S]

Chlorpheniramine.mal.
Indications: Allerg., anaphylact.condits., antitussive.

(S2) TABS, [P/S] C668.

702072-126: 4 mg, 10, R6,39
702072-125: 4 mg, 30, R19,13
702072-052: 4 mg, 100, R63,77
Dosage: 1-4 tabs.dly in div.doses.
(S2) ELIXIR, [P/S] C807. 2 mg/5 ml.

702145-009: 50 ml, R6,74
702145-010: 100 ml, R13,47
702145-011: 200 ml, R26,15
Dosage: Adults: 10-40 ml dly in div.doses. Childr. 2-5 yrs: 2,5-5 ml 3xdly. 6-12 yrs: 10 ml 3-4xdly.
Contraindications: Epilep., ac.asthma attacks, prem.infts/neonates, childr.und.2 yrs.

Side effects: CNS eff., GI disturbs., antimuscarin. effs.incl.blurr.vis., diff.micturit.& dysur., hypotens., musc.weakn., paradox.CNS stimulat.esp.childr., tachycard., trem., epileptiform seiz.in pts.with cerebr. cortex.focal les., allerg.reacts., drug cross-sens. 

Special precautions: Narr.angle glauc., urin. retent., prostat.hypertrophy.

Drug interactions: Sedat.eff.of CNS depress.& anticholinerg.& TCA eff.enhanc., MAOI enhanc. antimuscarin.eff.

 XE "Allergex Non Drowsy" ALLERGEX NON DROWSY, AI Pharm Ltd [P/S]

Loratadine.

Indications: Allerg.rhinit., chron.idiopath.urticar. & other allerg.dermatos.

(S1) SYRUP, 36/5.7.1/0008 
701640-001: 5 mg/5 ml, 150 ml, R88,46
Dosage: Admin once dly. Childr.2-5 yrs: 5 ml 

6-12 yrs: 10 ml Adults & childr.12 yrs & over: 10 ml. Max: 14 days

(S1) TABS, [P/S] 36/5.7.1/0286

704275-001: 10 mg, 10, R21,61
704275-002: 10 mg, 30, R64,84
Dosage: Adults & childr.over 12 yrs: 1 tab.once dly.

Contraindications: Safety in pregn., lactat., childr. und.2 yrs & elderly not est.

Side effects: GI disturbs., fatig., headache, CNS effs., dry mouth, hypersens.reacts.incl.anaphylax., abnorm.hepat.funct., palpits., arrhythm., bld. dyscras., convuls., sweat., myalg., paraesthes., depress., tinnit., hypotens., hair loss, photosens.

Special precautions: Poss.sedat., liv.impairm., epileps., related drug cross-sens.

Drug interactions: Concom.drugs known to inhib. hepat.metabol., plasma conc.rais.by drugs known to inhibit.hepat.metabol.eg.cimetidine, erythromycin, ketoconazole, quinidine, fluconazole & fluoxetine.

 XE "Allerway" ALLERWAY 5, Dr Reddy’s [P/S]
Levocetirizine dihydrochloride.
Indications: Season./perennial allerg.rhinit.

(S1) TABS, 43/5.7.1/0815

719790-001: 5 mg, 10, R33,98
719790-002: 5 mg, 30, R101,98
Dosage: Indiv.treatm.durat.accord.to sympts. Admin. as one sngl.dly.dos.

Adults 65 yrs & old: Consult dr. Adults & adolesc.12-64 yrs: Dly recomm.dos: 1 tab.in even. Max.1 tab/24 hrs. Childr.6-11 yrs: Dly recomm.dos: 1 tab.in even. Max.1 tab/24 hrs.

Contraindications: Piperazine derivat. hypersens., pregn., lactat., ren.dis., childr.und.6 yrs.

Side effects: Freq: Headache, somnol., paraesthes., dizzin., syncope, trem., dysgeus., pharyngit., nasopharyngit., dyspn., dry mouth, fatig. Less freq: Aggress., agitat., insomn., sleep disord., suicid.ideat., convuls., vis.disturbs. palpitat., N&V, abdom.pain, constipat., diarrh., GI discomf., hepatit., abnorm.LFT, hypersens.skin reacts., rashes, fix.drug erupt., urticar., prurit., myalg., asthen., malaise. Unknown freq: Hypersens.incl.anaphylax., angioed., incr.weight, incr. appetite, hallucinat., depress., tachycard., dysuria, urin.retent.

Special warnings and precautions: Lacks signific.sedat.effs.but sedat.may be exper.by a few, avoid alcohol., urin.retent.predispos.fact., determ.indiv.respons.bef.driv./operat.machin., advers.eff.risk great.in ren.impairm., excret.in breast milk, lact.intol.

Interactions: CNS depress./alcoh.may compnd. any poss.sedat.effs., ritonavir incr.half-life & decr.clear., theophyll.decr.clear.

 XE "Allesoothe" ALLESOOTHE, Forrester [P/S]

Cetirizine dihydrochloride

Indications: Allerg.process.respond.to a histam. H1 recept.antag. incl.allerg.rhinit., hayfev.& allerg. skin condits.assoc.with prurit.

(S2) TABS, 48/5.7.1/1197

3004678-001: 10 mg, 30, R67,73
Dosage: Adults & childr.12 yrs.or old: 10 mg once dly. Childr: 6-12 yrs: 10 mg once dly. 

Contraindications: Hydroxyzine/piperazine derivat. sens., pregn.& lactat., safety in childr. und.2 yrs.not est., sev.ren.impairm. (creatin.clear.< 30 mL/min.)
Side effects: Freq: Somnol., dizzin., headache, pharyngit., dry mouth, naus., fatig. Less freq: Bld. dyscras., allerg.reacts.incl.anaphylax., agitat., aggress., confus., depress., hallucinats., insomn., tic., amnes., convuls., dysgeus., dyskines., dyston., memory impairm., movem.disord., paraesthes., syncope, trem., accommodat.disord., blurr.vis., oculogyrat., tinnit., palpitat., ventric.dysrhythm., tachycard., hypotens., diarrh., abnormal hepat. funct., prurit., hair loss, rash, sweat., urticar., extrapyramid.eff., myalg., dysur., enures., malaise, asthen., oed., incr.weight.

Warnings and special precautions: Lacks signif. sedat.effs., determ.poss.effs. on driv./ operat. machin., excess.alcoh.consumpt.not advis., lact.intol., excret.in breast milk, ren.insuff. (creatin. clear.< 40 mL/min.),, mod.to sev. hepat. impairm., life-threaten.hepat.poss.with long-term use, epilep./ pts.at risk of convuls.

Interactions: Alcoh./other CNS depress.poss. enhanc. sedat.effs., INR incr.in pts.on long-term. anticoag.ther, pos. suppress.of cutan.histam. resp. to allerg.extracts in skin test.

 XE "Anthisan" ANTHISAN, (Sanofi-Aventis) Opella Healthcare [P/S]

Mepyramine mal.
Indications: Itch.& skin irrit., sunburn, mild scalds & burns., painf.skin condits.assoc.with stings /bites.

(S2) CREAM, G1340. 2 g/100 g.

703834-002: 25 g, R53,00
Dosage: Appl. 2-3xdly max. 3 days.
Contraindications: Prems., neonates, safety in pregn.& lactat.not est., ac.vesicul.& exudat.dermatos., occlus.dress., brok.skin.

Side effects: Skin hypersens.& sensitisat.reacts., eczemat.reacts., photosens., system.effs.aft. admin. to large areas of skin. 

Special precautions: Contains tartrazine, large areas broken/ eczemat.skin, discont.immed.in case of advers.skin react.

 XE "AP Loratadine" AP LORATADINE, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Loratadine.

Indications: Season.allerg.rhinit., chron.urticar.

(S1) 10 MG TABS, 35/5.7.1/0084
899430-006: 10 mg, 10, R25,99
899430-014: 10 mg, 30, R77,97
Dosage: Limit.use to 14 days.
Adults: 1 tab.once dly. Adults sev.liv.funct. impairm: 5 mg dly.or 10 mg on altern. days.
(S1) SYRUP, 38/5.7.1/0083. 5 mg/5 ml

704886-001: 150 ml, R144,67
Dosage: Limit.use to 14 days. Childr.2-12 yrs: body weight <30 kg: 5 mg once dly. >30 kg:10 mg once dly. Adults & childr.over 12 yrs: 10 mg once dly. Adults sev.liv.funct. impairm: 5 mg dly.or 10 mg on altern. days.
Contraindications: Other antihistam.cross.sens., porphyr.,
Side effects: Freq: Fatig., headache, somnol., blurr.vis., confus., nightmares, dry mouth, naus., gastrit. Less freq: Sedat., nervousn., abnorm. hepat.funct., rash, alopec., allerg.react., anaphylax.

Warnings and special precautions: Safety in elderly/pregn.& lactat.not est., safety not est.in childr. und.2 yrs., sev.liv.impairm., chron.ren. impairm., concom.meds.metabol.by cytochrome P450 syst., emphys., prostat.hypertrophy, narr. angle glauc., CV disords., epilep., dur.ac.asthma attack., lactose in tabs.& sorbitol in syrup poss. affect. diabet.glycaem.contr., lact.intol.for tabs., sorbitol intol.for syrup, detect.in breast milk.
Interactions: CNS depress.& alcoh.may potent. poss.sedat.effs., incr.plasma conc.with inhibit.of cytochrome P-450 syst.

 XE "Austell-Cetrizine" AUSTELL CETIRIZINE, Austell [P/S]
Cetirizine dihydrochloride.
Indications: Symptomat.relief of allerg.condits. e.g. allerg.rhinit.& allerg.skin condits.(urticar)

(S2) TABS, 37/5.7.1/0580
704359-001: 10 mg, 10, R23,73
704359-002: 10 mg, 30, R71,23
Dosage: Adults & childr.12 yrs.or old: 1 tab.dly. Childr: 6-12 yrs: 1 tab once dly OR ½ tab.2xdly.

Contra-indications: Hydroxyzine hypersens., lactat., safety in pregn.not est., safety & effic.in childr.und.2 yrs.not est.

Side-effects: GI disturbs., incr.appetite, dry mouth, muc.thicken., drowsin., fatig., dizzin., headache, anx., nervousn., malaise, asthen., hypersens. reacts.incl.angioed.

Special precautions: Porphyr., ren./mod.to sev. hepat. impairm., lacks signific.sedat.effs.

Drug interactions: CNS depress.may aggrav.any poss.sedat.effs.

 XE "Austell-Loratadine" AUSTELL-LORATADINE, (Austell) Camox [P/S]

Loratadine

Indications: Season.allerg.rhinit., chron.urticar.

(S1) TABS, A38/5.7.1/0380

717051-001: 10 mg, 10, R20,24
717051-002: 10 mg, 30, R60,72
Dosage: Adults & childr. over 12 yrs: 10 mg once dly. Limit use to 14 days.

Contraindications: Other antihistamin.cross. sens., porphyr., safety in elderly/ childr.und.2 yrs/ pregn.& lactat.not est.

Side effects: Fatig., headache, somnol., blurr.vis., CNS effs., GI disturbs., dry mouth, abnorm.hepat. funct., rash., alopec., allerg.reacts., anaphylax.

Special precautions: Excret.in breast milk, sev. liv. & chron.ren.impairm., emphys., prostat. hypertrophy, narr.angle glauc., CV disords., epilep., ac.asthma attack, concom.other meds metabol.by cytochrome 450 syst.

Drug interactions: CNS depress.& alcoh.may potent. poss.sedat.effs., incr.plasma conc.with cytochrome P450 enzym.syst.inhibit.

 XE "Cetaway" CETAWAY, Unicorn [P/S]
Levocetirizine dihydrochloride

Indications: Season./perenn.allerg.rhinit., chron.idiopath. urticar.in adults.

(S2) TABS, A46/5.7.1/0389
3000066-001: 5 mg, 10, R31,52
3000066-002: 5 mg, 30, R94,62
Dosage: Safety & effic.not est.beyond 6 wks. Adults & childr.12 yrs.& old: 1 tab.as sngl.dly. dos.

Contraindications: Piperazine derivat. hypersens., safety & effic.in childr.not est., pregn., lactat., sev.ren.impairm., dialys.

Side effects: Freq: Sleep disord., headache, somnol., dry mouth, diarrh., constip., fatig. Less freq: GI discomf., N&V, abdom.pain, skin reacts. incl. hypersens., asthen., malaise. Freq.unknown: Hypersens. reacts.incl.anaphylax./angioed., incr. weight, psych. disords., CNS effs., convuls., dizzin., vis. disturbs., palpitat., tachycard., dyspn., hepatit., abnorm. LFT, myalg., dysur.

Warnings and special precautions: Excret.in breast milk, ren.impairm., lacks signif.sedat. effs.though indiv.may exper.sedat., avoid excess. alcoh., lact.intol.

Interactions: CNS depress.& alcoh.may potent. sedat.eff., theophyll.decr.cetirizine clear., incr. cetirizine expos.with ritonavir/ritonavir disposit.decr.
 XE "Ceticit" CETICIT, (AI Pharm Ltd) Medreich [P/S]

Cetirizine dihydrochloride.

Indications: Symptomat.relief of allerg.condits. e.g. allerg.rhinit.& allerg.skin condits. (urticar)

(S2) TABS, [P/S] 42/5.7.1/0821
720873-001: 10 mg, 10, R24,62
720873-002: 10 mg, 30, R73,85
Dosage: Adults & childr.12 yrs.or old: 1 tab. dly. Childr: 6-12 yrs: 1 tab once dly OR ½ tab. 2xdly.

(S2) SYRUP, [P/S] 36/5.7.1/0369. 1 mg/ml

707224-001: 150 ml, R166,91
Dosage: Adults & childr. 12 yrs./old: 10 mg (10 ml.) once dly. Childr: 6-12 yrs: 10 mg (10 ml) dly. as sngl.dos./5 ml in.morn.& even. 2-6 yrs: 5 mg (5 ml) dly.as sngl.dos./2,5 ml.in morn.& even.

Contraindications: Hydroxyzine hypersens., pregn., lactat., Syrup also: safety & effic.in childr. und.2 yrs.not est.
Side effects: Lacks signif.sedat.effs., sedat., headache, dizzin., drowsin., agitat., dry mouth, incr. appet., muc.thicken., nervousn., anx., fatig., asthen., malaise, GI disturbs., hypersens.reacts. incl.skin reacts.& angioed.

Special precautions: Excret.in breast milk, porphyr., avoid excess.alcoh., ren./hepat.insuff.

Drug interactions: CNS depress.& alcoh.may aggrav. sedat.effs.
 XE "Cetizal" CETIZAL 5, Ranbaxy [P/S]
Levocetirizine dihydrochloride

Indications: Season./perenn.allerg.rhinit., chron.idiopath. urticar.in adults.

(S2) TABS, 46/5.7.1/0329

722018-001: 5 mg, 10, R32,20
722018-002: 5 mg, 30, R96,57
Dosage: Safety & effic.not est.> 6 wks.

Adults & childr.12 yrs.& old: 1 tab.as sngl.dly. dos. Childr: 6-12 yrs: 1 tab.as sngl.dly.dos. Formulat. not suit.for childr.aged.2-6 yrs. 

Contraindications: Piperazine derivat. hypersens., safety & effic.in childr.und.2 yrs.not est., pregn., lactat., end stage ren.dis., dialysis.

Side effects: Hypersens.reacts.incl.anaphylax.& angioed., psych./GI disords., headache, somnol., convuls., vis.disturbs., palpitat., tachycard., pharyngit., nasopharyngit., dyspn., hepatit., skin reacts., myalg., fatig., asthen., malaise, abnorm. LFT, weight incr.

Warnings and special precautions: Determ. indiv. respons.bef.perform.complic.tasks, lact. intol., excess.alcoh.consumpt.to be avoid., excret. in breast milk, ren.impairm.

Drug interactions: CNS depress.& alcoh.may potent.poss.sedat.eff., ritonavir half-life incr.& clear.decr.

 XE "Cetorin" CETORIN, Hetero [P/S]

Levocetirizine dihydrochloride
Indications: Season./ perennial allerg.rhinit, chron. idiopath. urticar.

(S2) SOL, 52/5.7.1/0935 2,5 mg/ 5 mL

3006882-001: 100 ml, R120,75
Dosage: Adults/ adolesc. ≥12yrs: 5 mg (10 mL) once daily. Paeds: <2 yrs: Not recommend. 2-6 yrs: 2.5 mg dly. in 2 dos. of 1.25 mg (2.5 mL) 2xdly. 6-12 yrs: 5 mg (10 mL) 1xdly.

Contraindications: Piperazine derivat. hypersens., pregn., lactat., end stage ren.dis., paeds. <2 yrs as S&E not estab.

Side effects: Freq.: Headache, somnol., diarrh., constip., dry mouth, fatig. Less freq.: Naus. & GI discomf., abdom.pain, asthen., malaise. Unknown freq.: Angioed., hypersens. incl.anaphylax., incr. weight., incr.appetite, aggress., agitat., hallucin., depress., insomn., suicid.ideat., nightmares, convuls., paraesth., dizzin., syncope, trem., dysgeus., vis. disturb., blurr. vis., vertigo, palpitat., tachycard., dyspn, vomit., hepat., abnorm.LFT, rash, urticar., prurit., fixed drug erupt., myalg., arthralg., dysur., urin. retent., oed.

Special warnings and precautions: Elderly with mod.to sev.ren. impairm., ren. impairm., concom. alcoh.intake, lacks signific.sedat.effs.but sedat.may be exper.by a few, urin.retent.predispos.fact., epilepsy & pts. at risk of convuls., pruritus poss. post-treatm., contains maltitol & may have poss.laxat.eff., not for use in heredit.fructose intol., determ. poss.effs. on driv./ operat.machin., excret.in breast milk, not recomm. for infants/ toddl.<2 yrs as insuff. data.

Interactions: CNS depress./ alcoh.may compnd. any poss.sedat.effs., ritonavir incr.half-life & decr.clear., theophyll. decr.clear., ritonavir disposit.decr.

 XE "Cipla Actin" CIPLA ACTIN, Cipla Medpro [P/S]

Cyproheptadine HCl.
Indications: Season./perenn.rhinit., prurit.

(S2) TABS, 36/5.7.1/0072

701422-001: 4 mg, 30, R52,67
Dosage: Adults: 4-20 mg/day. Init: 4  mg 3xdly adjust.accord.to weight & respons. Childr: Admin. addit.dos.if requir.pref.at bedt.adjust.to size & respons.of the child.
7-14 yrs: Usual. 4 mg 2 or 3 xdly. Max.16 mg dly. 2-6 yrs: 2 mg 2 or 3 xdly. Max.8 mg dly.

Contraindications: Clos.angl.glauc., bladd. neck/ pyloroduod.obstruct., prostat.hypertrophy, MAOI, stenos.pept.ulc., elderly & debilit., safety & effic.in childr.bel.2 yrs.not est, ac.asthma attack, safety in pregn.& lactat.not est.

Side effects: CNS eff.incl.tremor & paraesthes., convuls., allerg. reacts., vis.disturbs., tinnit., ac. labyrinthit., CV reacts.incl.anaphylact.shock, bld. dyscras., GI disturbs., jaund., freq./diff.mictur., urin. retent., early menses, bronch.secret.thicken., dry nose/throat, tight chest & wheez., nasal stuffin., excitat.esp.in young childr., fatig., rigor, incr.appet., weight gain, hypotens.in elderly.

Special precautions: Bronch.asthma hist., hyperthyroid., incr.IOP, CV dis., hypertens.

Drug interactions: CNS depress.& alcoh.incr. eff., MAOI incr.anticholinerg.eff.

 XE "Cipla Loratadine" CIPLA LORATADINE, Cipla Medpro [P/S]

Loratadine

Indications: Season.allerg.rhinit., chron.urticar.

(S1) TABS, A38/5.7.1/0491

704780-001: 10 mg, 10, R20,21
704780-002: 10 mg, 30, R60,66
Dosage:Childr. 2-12 yrs: Body weight equal to or less than 30 kg: 5 mg once dly. Body weight more than 30 kg: 10 mg once dly, Adults & childr. over 12 yrs: 10 mg once dly. Limit use to 14 days.

Contraindications: Safety in pregn./lactat.& in elderly not est., childr.und.2 yrs., other antihistamin. cross.sens., porphyr.
Side effects: Allerg.reacts., anaphylax., CNS effs., blur.vis., dry mouth, GI disturbs., abnorm. hepat. funct., rash., alopec.

Special precautions: Sev.liv.& chron.ren. impairm., lacks signific.sedat.effs., excret.in breast milk, emphys., prostat.hypertrophy, narr.angle glauc., CV disords., epilep., ac.asthma attack.

Drug interactions: CNS depress.& alcoh.may potent. poss.sedat.effs., cytochrome P450 enzym. syst. inhibit.incr.plasma conc.

 XE "Clarex" CLAREX 5, Unicorn [P/S]

Desloratadine

Indications: Season.allerg.rhinit.

(S2) TABS, 42/5.7.1/0985

719454-001: 5 mg, 10, R43,33
719454-002: 5 mg, 30, R130,01
Dosage: Adults & childr.> 12 yrs: 1 tab.once dly.

Contraindications: Safety & effic.in pregn.& lactat./elderly/ childr.und.12 yrs./treatm.exceed. 4 wks.not est., other antihist.cross-sens., porphyr.

Side-effects: Allerg.reacts./anaphylax., headache, fatig., sedat., CNS effs., blurr.vis., dizzin., tachycard., pharyngit., dyspn., GI disturbs., abnorm. hepat.funct., skin reacts., alopec., myalg., dysmenorrh., oed.

Warnings and special precautions: Excret.into breast milk, lacks signif.sedat.effs., sev.liv. impairm., ren.impairm., emphys., prostat. hypertrophy, narr.angle glauc., CV disords., epilep., dur.ac.asthma attack, concom.other meds. metabol. by cytochrome P450 syst.

Drug interactions: Incr.plasma conc.with cytochrome P450 inhibits.
 XE "Clarinese" CLARINESE, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Loratadine.

Indications: Chron.urticar., season.allerg.rhinit.

(S1) TABS, 35/5.7.1/0288
702159-003: 10 mg, 10, R23,89
Dosage: 1 tab.once dly. Sev.liv.impairm: 5 mg dly or 10 mg on every other day.

Contraindications: Safety in pregn., lactat.& elderly not est.

Side effects: Common: Fatig., dry mouth, allerg.reacts., headache, GI disturbs., somnol. Uncommon: Anaphylax., alopec., abnorm.hepat. funct.

Warnings and special precautions: Sedat. poss. enhanc.by simultan.intake of alchol/CNS depress., less.freq.abnorm.hepat.funct.incid. report., lact.cont.poss.affects.diabet.glycaem. control, lact.intol.

Interactions: CNS depress.& alcoh.may poss.produc.sedat., concom.meds.metabol.by cytochrome P450 isoenzym.CYP3A4 & CYPD26 poss.precipitat.advers.effs.

 XE "Clarityne" CLARITYNE, Bayer Consum [P/S] 
Loratadine.

Indications: Season.allerg.rhinit., chron.urticar.

(S1) TABS, [P/S] U/5.7.1/27

785113-032: 10 mg, 10, R21,99
785113-002: 10 mg, 30, R65,99
Dosage: Adults: 1 tab.once dly.

(S1) SYRUP, [P/S] Z/5.7.1/56. 5 mg/5 ml

Indications: Allerg.rhinit., chron. urticar., other allerg.skin disords.

789291-002: 100 ml, R97,99
Dosage: Childr. 2-12 yrs: Body weight more than 30 kg: 10 ml once dly, body weight equal to or less than 30 kg: 5 ml once dly. Adults & childr. over 12 yrs: 10 ml once dly. Limit use to 14 days.

Contraindications: Safety in pregn., lactat.& in elderly not est. Syrup: childr.und.2 yrs.
Side effects: Somnol., headache, incr.appetite, insomn., anaphylax., dizzin., tachycard., palpitat., naus., dry mouth, gastrit., abnorm.hepat.funct., rash, alopec., fatig
Special precautions: Lacks signific.sedat.effs., sev.liv.impairm., concom.medic.known to inhibit hepat.metabol, galact./lact.intol.for tabs., sucr./ fruct./gluc.-galact.intol.for syrup.
Drug interactions: CNS depress.& alcoh.may potent.poss.sedat.effs., incr.plasma lev.of ketoconaz./ erythromyc./cimetid.without signific. clinic.changes.

See also MDR page 224.
 XE "Dazit" DAZIT, Ranbaxy [P/S]

Desloratadine

Indications: Season.allerg.rhinit.sympts.

(S2) TABS, 41/5.7.1/0448

709843-002: 5 mg, 10, R56,32
709843-001: 5 mg, 30, R168,87
Dosage: Adults (childr.over 12 yrs): 1 tab.once dly.

Contraindications: Other histamine cross-sens., porphyr., safety in pregn.& lactat.not est.

Side effects: Headache, fatig., somnol., sedat., nervousn., blurr.vis., confus., nightmares, GI disturbs., abnorm.hepat. funct., rash, alopec., allerg. reacts.incl.anaphylax.

Special precautions: Safety in elderly/childr. und. 2 yrs.not est., sev.liv.impairm, ren.impairm., lacks signific.sedat.effs., excret.in breast milk, emphysema, prostat.hypertrophy, narr.angle glauc., CV disords., epilep., dur.ac.asthma attacks.

Drug interactions: Cytochrome P450 enzyme syst. inhibit.poss.incr.plasma conc.

 XE "Dehrin" DEHRIN SOLUTION, (Cipla) Abex [P/S]

Desloratadine

Indications: Season.allerg.rhinit.sympts.

(S2) SOL, 46/5.7.1/0004. 2,5 mg/5 ml.

721616-003: 60 ml, R86,66
721616-001: 120 ml, R173,35
Dosage: Admin.once dly.with/without food.

Adults & childr.12 yrs.& old: 10 ml (5 mg).

Childr: 2-5 yrs: 2,5 ml (1,25 mg). 6-11 yrs: 5 ml (2,5 mg). 

Contraindications: Other antihistam.cross-sens., pregn.& lactat.

Side effects: Bld.dyscras., hypersens.reacts.incl. bronchosp./anaphylax., fatig., somnol., CNS effs. incl. extrapyramid.effs., dizzin., headache, convuls., trem., blurr.vis., tinnit., card./psych. disords., hypotens., pharyngit., dyspn., GI disturbs., liv.enzym.incr., skin reacts., alopec., myalg., dysmenorrh., oed., sweat.

Warnings and special precautions: Safety in childr. und.2 yrs. not est., hepat.funct.&/ren. mpairm., slow desloratadine metabolis., elderly, epilep., sorbitol intol., excret.in breast milk, safety & effic. not est.for treat.per.exceed.4 wks., lacks signif. sedat.effs.

Drug interactions: Incr.plasma conc.with ketoconazole /erythromycin/fluoxetine/cimetidine, poss. suppress cutan.histam.respons.to allerg. extract.

 XE "Demazin Once A Day" DEMAZIN ONCE A DAY, iNova [P/S]

Loratadine

Indications: Relief of sympts.assoc.with season.allerg.rhinit.& chron.urticar.

(S1) TABS, 41/5.7.1/0119

713908-001: 10 mg, 10, R17,99

713908-002: 10 mg, 30, R53,96

Dosage: Adults: 10 mg once dly. Limit use to 14 days. Liv.funct.impairm.: Init.5 mg once daily/ 10 mg altern.days

Contraindications:Other antihistamin. cross.sens., porphyr.
Side effects: Freq.: Dry mouth, GI disord.eg.naus./gastrit., fatig., headache, somnol., blurr.vis., confus., nightmare Less freq.: Sedat., nervousn., abnorm. hepat. funct., rash., alopec., allerg.reacts., anaphylax.
Special warnings and precautions: Safety in pregn./lactat.& elderly & childr.und.2 yrs not est., sev.liv.&.ren. impairm., may lead to drowzin.&impair.concentrat. poss.aggrav.by alcoh.& CNS depress. 

Interactions: Cytochrome P450 enzym. syst. inhibit. (eg.cimetidine/ ketoconazole/ clarithromycin/ erythromycin) incr.plasma conc.

 XE "Deselex" DESELEX, Bayer Consum. [P/S] 
Desloratadine

Indications: Season.allerg.rhinit.sympts., chron. idiopath.urticar.

(S2) TABS, 35/5.7.1/0207

898658-009: 5 mg, 10, R79,16
898658-001: 5 mg, 30, R237,59
Dosage: Adults & childr.over 12 yrs: 1 tab.dly. Improvem.of seas.allerg.rhinit.sympts.gen.within 1-2 hrs.of admin.

(S2) SYRUP, 37/5.7/0227. 2,5 mg/5 ml.

Indications: Season.allerg.rhinit.sympts., chron. idiopath. urticar.
702044-003: 50 ml, R101,45
702044-004: 60 ml, R121,79
702044-002: 100 ml, R202,94
702044-001: 150 ml, R304,49
Dosage: Admin.dly.with/without a meal.

Childr: 2-5 yrs: 2,5 ml (1,25 mg). 6-11 yrs: 5 ml (2,5 mg). Adults & adolesc.12 yrs.& over: 10 ml (5 mg).
Side effects: Fatig., dry mouth, headache, dizzin., somnol., insom., seiz., psychomot.hyperactiv., tachycard., palpitat., GI disturbs., elev.liv.enzymes, myalg., hypersens.reacts.incl.anaphylax.& angioed.

Warnings and special precautions: Medic./ fam. hist.of seiz.partic.young childr., safety & effic. of tabs.in childr.und.12 yrs.not est., safety & effic. of syrup in childr.und.2 yrs.not est., safety & effic. for treatm.periods exceed.4 wks.not est., determ. indiv.respons.bef.perform.complicat.tasks, do not admin in case of fruct.intol./gluc.-galact. malabsorpt./ sucr.isomaltase insuffic., lact.intol., safety in pregn.not est., excret.in breast milk, not recomm.in breast feed.women.
See also MDR page 225.
 XE "Deseneeze" DESENEEZE, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Desloratadine

Indications: Allerg.rhinit.sympts., short term relief of chron. idiopath.urticar.sympts.

(S2) SYRUP, 46/5.7.1/0697. 2,5 mg/5 ml.

3003432-001: 100 ml, R146,14
3003432-002: 150 ml, R219,19
Dosage: Admin.once dly.with/without a meal.

Childr: 2-5 yrs: 2,5 ml (1,25 mg). 6-11 yrs: 5 ml (2,5 mg). Adults & adolesc.12 yrs.& over: 10 ml (5 mg).

Contraindications: Loratadine hypersens.

Side effects: Freq: Headache, dry mouth, fatig. Less freq: Hypersens.reacts.(incl.anaphylax., angioed.,dyspn., prurit., rash & urticar.), hallucinat., dizzin., somnol., insomn., psychomomt.hyperctiv., seiz., tachycard., palpitat., abdom.pain, N&V, dyspeps., diarrh., elev.liv. enzym., incr.bilirub., hepatit., myalg. Unknown freq: QT prolongat., dysrhythm., bradycard., jaund., photosens., asthen.

Warnings and special precautions: Effs.in poor metabol. und.2 yrs.not stud., sev.ren.insuffic., safety & effic. in childr.und.2 yrs.not est., safety & effic. for treatm.periods exceed.4 wks.for allerg.rhinit.& 6 wks.for chron.urticar.not est., lacks signif.sedat. effs.however determ.effs. bef.driv./perform. complicat. tasks, glycaem.control of diabet.given sucrose content, do not admin in case of fruct. intol./gluc.-galact. malabsorpt./ sucr. isomaltase insuffic., contains sorbitol, safety in pregn.not est., excret.in breast milk, not recomm.in breast feed.women.

Interactions: Alcohol, Cmax & AUC incr.by ketoconazole/ erythromyc./azithromycin & fluoxetine, fluoxetine Cmax & AUC reduc.

See also MDR page 108.
 XE "Deslomed" DESLOMED, AI Pharm Ltd.[P/S]

Desloratadine

Indications: Season.allerg.rhinit.sympts.

(S2) SYRUP, 43/5.7.1/0079. 2,5 mg/5 ml.

720915-001: 50 ml, R81,18
720915-002: 100 ml, R162,37
720915-003: 150 ml, R243,56
Dosage: Admin.once dly.with/without a meal.

Childr: 2-5 yrs: 2,5 ml (1,25 mg). 6-11 yrs: 5 ml (2,5 mg). Adults & adolesc.12 yrs.& over: 10 ml (5 mg).

Contraindications: Pregn., not recomm.in lactat., other antihistam.cross-sens., porphyr., safety & effic.in childr.und.2 yrs./treatm.per. exceed. 4 wks.not est.

Side effects: Tachycard., palpitat., GI disturbs., fatig., oed., anaphylax., elev.liv.enzym., myalg., headache, dizzin., somnol., sedat. CNS effs., blurr.vis., dysmenorrh., pharyngit., dyspn., skin reacts., alopec.

Special precautions: Excret.in breast milk, ren./ hepat.impairm., lacks signif.sedat.effs., emphysema., prostat.hypertrophy, narr.angl. glauc., CV disord., epilep., dur.ac.asthma attacks, concom. other meds.metabol.by cytochrome P450 syst.

Drug interactions: Incr.AUC & Cmax with ketoconazole & erythromycin.
 XE "Fexo" FEXO, CiplaMedpro [P/S]

Fexofenadine HCl.

Indications: Season.allerg.rhinit.

(S1) 120 TABS, [P/S] A38/5.7.1/0414

707199-001: 120 mg, 10, R57,83
Dosage: Adults & childr.over 12 yrs: 120 mg once dly.

(S1) 180 TABS, [P/S] A38/5.7.1/0415

Indications: Chron.idiopath.urticar.

707200-001: 180 mg, 30, R214,39
Dosage: Adults & childr.over 12 yrs: 180 mg once dly.

Contraindications: Pregn.& lactat., safety in childr.und.12 yrs.not est.
Side effects: Fatig., CNS effs., naus., dyspeps., hypersens.reacts.incl.anaphylax., skin reacts., vir.infects., sinusit., dysmenorrh

Special precautions: Elderly, ren./hepat. impairm., excret.in breast milk, some indiv.may exper.sedat.

Drug interactions: CNS depress.& alcoh.may potent.poss.sedat.eff., concom.erythromycin/ ketaconazole incr.plasma lev., bioavailab.reduc. with admin.of antacid.contain.Al & Mg.hydrox. gel.15 min.prior to treatm.

 XE "Fexxtab" FEXXTAB, (Amicis) Forrester Pharma [P/S]

Fexofenadine HCl.

Indications: Season.allerg.rhinit.

(S1) 120 TABS, 50/5.7.1/0726

3006472-001: 120 mg, 10, R46,00

Dosage: Adults & childr.over 12 yrs: 120 mg once dly.

(S1) 180 TABS, 50/5.7.1/0727

Indications: Chron.idiopath.urticar.
3006473-001: 180 mg, 30, R172,50
Dosage: Adults & childr.over 12 yrs: 180 mg once dly.

Contraindications: Pregn.& lactat., S&E in childr.und.12 yrs.not studied.
Side effects: Freq.: Headache, drowsin., dizzin., naus. Less freq.: Hypersens. reacts.incl.angioed., tight chest, dyspn., flush & system. anaphylax., nervousn., sleep dis./ paranoia, insomn., rash, uricar., prurit., fatig. Freq.unknown: Tachycard., palpitat., diarrh.

Special warnings and precautions: Elderly, ren./ hepat. impairm., hist./ ongoing CV dis.pts.warn re. s/e tachycard./ palpitat., contains lactose.
Interactions: Concom.erythromycin/ ketaconazole incr.plasma lev., bioavailab.reduc. with admin.of antacid.contain.Al & Mg.hydrox. allow 2 hrs betw., CNS depress.& alcoh.may potent.poss.sedat.eff.

 XE "Glencet 5" GLENCET 5, Activo [P/S]

Levocetirizine dihydrochloride

Indications: Season./perenn.allerg.rhinit., chron.idiopath. urticar.in adults.

(S2) TABS, A44/5.7.1/0843

722356-001: 5 mg, 10, R31,65
722356-002: 5 mg, 30, R94,99
Dosage: Adults & childr.12 yrs.& old: 1 tab. dly.

Contraindications: Piperazine derivat.hypersens., sev.ren.impairm., safety & effic.in childr.not est., pregn., lactat.

Side effects: Somnol., fatig., headache, convuls., pharyngit., nasopharyngit., dyspn., GI/vis. disturbs., fatig., weight incr., asthen., malaise, anaphylax., myalg., skin reacts., hypersens.reacts. incl. angioed., psych./card.disords., hepatit., abnorm. LFT.

Warnings and special precautions: Lacks signif. sedat.effs., avoid alcoh./other CNS depress., ren. impairm., not for lact.intol.pts., excret. in breast milk.

Drug interactions: CNS depress.& alcoh.may potent. poss.sedat.eff., incr.plasma conc./decr. clear.with ritonavir. 

 XE "Laura 10" LAURA 10, Ranbaxy [P/S] 

Loratadine.

Indications: Seas.allerg.rhinit., chron.urticar.

(S1) TABS, 36/5.7.1/0232
700092-001: 10 mg, 10, R19,87
700092-002: 10 mg, 30, R59,62
Dosage: Adults: 1 tab.once dly.

Contraindications:Childr.und.2 yrs., safety in elderly, pregn.& lactat.& not est.

Side effects: GI disturbs., weight incr., CV effs., hypersens. reacts. incl.anaphylax., cross-sens.to relat. meds., bld.dyscras., abnorm.hepat.funct., convuls., sweat., myalg., paraesthes., CNS effs., tinnit., hypotens., fatig., dry mouth, alopec., headache.

Warnings and special precautions: Ren. impairm., sev.hepat.funct.impairm., less freq. sedat.& antimusc.activ., avoid excess.alcoh. concom., concom.meds.poss.interfer.with hepat. metabol./potent.arrythmogen. meds./meds. caus.electrol.imbal., discont.2 days bef.skin test., lact.intol.

Drug interactions: Poss.plasma conc.chang.in meds.metabol./inhibit.by cytochrome P450 isoenzym. CYP3A4 & CYPD26.

 XE "Levogex" LEVOGEX, AI Pharm Ltd. [P/S]
Levocetirizine dihydrochloride

Indications: Season./perenn. allerg.rhinit., chron.idiopath. urticar.in adults.

(S2) TABS, 46/5.7.1/0300

721713-001: 5 mg, 10, R36,74
721713-002: 5 mg, 30, R110,23
Dosage: Safety & effic.not est.> 6 wks.

Adults & childr.12 yrs.& old: 1 tab.as sngl.dly. dos.

Contraindications: Safety & effic.in childr.not est., sev.ren.impairm., pregn., lactat., lact.intol.

Side effects: Hypersens.reacts.incl.anaphylax.& angioed., skin reacts., psych./GI disords., CNS effs., headache, convuls., vis.disturbs., palpitat., tachycard., dyspn., hepatit., fatig., asthen., myalg., malaise, weight incr.

Warnings and special precautions: Excret.in breast milk, excess.alcoh.consumpt.not advis., ren. impairm.

Drug interactions: CNS depress.& alcoh.may potent. poss.sedat.eff.

 XE "Lordyno" LORDYNO, Biotech [P/S]

Loratadine

Indications: Season.allerg.rhinit., chron.urticar.

(S1) TABS, 35/5.7.1/0355

3000616-001: 10 mg, 10, R13,55
3000616-002: 10 mg, 30, R40,66
Dosage: Adults: 1 tab.once dly.

Contraindications: Safety in elderly/pregn.& lactat.not est.
Side effects: Fatig., headache, somnol., dry mouth, GI disturbs., allerg.sympts., alopec., anaphylax., abnorm.hepat.funct.

Warnings and special precautions: Sev. liv. impairm., determ.indiv.respons.bef.driv./perform. complicat.tasks., lact.intol., discont.48 hrs.bef.skin test.

Interactions: CNS depress.& alcoh.may potent. poss. sedat.effs., other concom.meds inhibit./ metabol. by cytochrome 450 syst., erythromy./ ketoconaz./cimetid.& clarithromyc.inhibit.metabol.
 XE "Lorfast" LORFAST, (Unicorn) Be-Tabs [P/S]

Loratadine.

Indications: Season.allerg.rhinit., chron.urticar.

(S2) TABS, A38/5.7.1/0621
705359-001: 10 mg, 10, R18,32

705359-002: 10 mg, 30, R54,97

Dosage: Adults: 1 tab.once dly. Limit.to 14 days.

Contra-indications: Cross sens.to other antihistamin., porphyr., safety in pregn./lactat./ elderly & childr.und.2 yrs.not est.

Side-effects: CNS effs., dry mouth, GI disturbs., abnorm.hepat.funct., rash, alopec., allerg.reacts., anaphylax.
Special precautions: Sev.liv.impairm., ren. impairm., detect.in breast milk, other concom.meds metabol.by cytochrome P450 syst., emphys., prostat. hypertrophy, narr. angle glauc., CV disords., epilep., ac.asthma attack.

Drug interactions: Cytochrome P450 enzym.syst. inhibit.incr.plasma.conc., CNS depress.& alcoh. may potent.poss.sedat.effs.

 XE "NeoClarityne" NEOCLARITYNE, Bayer Consum [P/S] 
Desloratadine

Indications: Allerg.rhinit.sympts., chron.idiopath. urticar.

(S2) TABS, 35/5.7.1/0208

718393-001: 5 mg, 10, R53,19
718393-002: 5 mg, 30, R159,59
Dosage: Safety & effic.for treatm.periods exceed. 4 wks.not est. Adults & childr.over 12 yrs: 1 tab. dly. Improvem.of seas.allerg.rhinit.sympts. gen. within 1-2 hrs.of admin. Discont.when sympts resolv. re-init.upon reappear. In persist.allerg. rhinit. treatm. propos.dur.allerg.expos.period.

(S2) SYRUP, 37/5.7.1/0226. 2,5 mg/5 ml

720028-001: 50 ml, R84,49
720028-002: 150 ml, R253,49
Dosage: Safety not est for periods in excess of 4wks.(allerg.rhinit) & 6 wks.(chron.idiopath.urtic.).

Childr: 2-5 yrs: 2,5 ml once dly. 6-11 yrs: 5 ml once dly. Adults & adolesc.12 yrs & over: 10 ml once dly.

Contraindications: Safety in pregn.not est., not recomm.in breast feed.women.

Side effects: Fatig., dry mouth, headache, dizzin., somnol., insom., seiz., psychomot.hyperactiv., tachycard., palpitat., GI disturbs., elev.liv.enzymes, incr.bilirub., hepatit., myalg., hypersens.reacts.incl. anaphylax.& angioed.

Warnings and special precautions: Excret.in breast milk, safety & effic.of tabs.in childr.und.12 yrs.& und.2 yrs.for syrup not est., medic./fam.seiz. hist.,young childr.more suscept.to develop.new seiz., discont.ther.if seiz.exper., determ.indiv. respons.bef.perform.complicat.tasks, galact.intol./ Lapp lact.defic.(tabs) & fruct.intol./gluc.-galact. malabsorpt./sucr.-isomaltase insuffic.(syrup).

See also MDR page 226-228.
 XE "Neoloridin" NEOLORIDIN 5, Zydus [P/S]

Desloratadine

Indications: Relief of sympts.assoc.with: Season.allerg.rhinit., chron.idiopath.urticar.
(S2) TABS, 41/5.7.1/0214

718710-001: 5 mg, 10, R45,34
718710-002: 5 mg, 30, R136,04
Dosage: Adults & adolesc.>12 yrs: 1 tab.dly. 

Contraindications: Cross-sens.to other antihistam., safety & effic.in pregn. & lactat.not est., safety in elderly & childr.und. 2 yrs. not est., porphyr.

Side effects: Headache, fatig., CNS effs., blurr. vis., somnol., drowsin., GI disturbs., abnorm.hepat. funct., rash, allerg.reacts.incl.anaphylax., alopec.

Special precautions: Pass. into breast milk, discont. 48 hrs.bef. skin tests with allerg.extracts, emphysema, prostat.hypertrophy, narr.angl. glauc., cardiovasc. disord., epilep., dur.ac.asthma attacks, concom. other meds.metabol.by cytochrome P450 syst., sev.liv.impairm., ren.impairm., lacks signif. sedat. eff.

Drug interactions: Poss.incr.Cmax & AUC with concom. cytochrome P450 enzym.syst.inhibits.

 XE "Phenergan" PHENERGAN, Sanofi-Aventis [P/S]

Promethazine HCl.
Indications: Antihist.ther.

(S2) TABS, C858.

754757-005: 25 mg, 100, R184,16
Dosage: Adults: Init. 25 mg late even. Incr.if necess.to 50-100 mg on foll.even.
Contraindications: Childr.und.2 yrs. neonates & prems., comatos.pts., dur.ac.asthma attacks., safety in pregn.& lactat.not est., childr.& adolesc.with S&S suggest.of Reye’s syndr.

Side effects: Sedat., paradox.CNS stimulat., extrapyramid.smpts., dry mouth, thick.resp.tract secret., tight chest, blurr.vis., urin.diffic.& retent., constipat., incr.gastric reflux, CV effs.& CNS stimulat.with high dos., GI disturbs., hypersens. reacts., photosens., bld.disords., hypotens, tinnit., paraesthes., jaund., warn.signs of.damage caus. by ototox.drugs poss.mask. 

Special precautions: Childr.esp.if ac.illn./ dehydrat., elderly, clos.angle glauc., urin.retent., prostat.hypertrophy, pyloroduod.obstruct.epilep., CV/ hepat.dis., stop bef.skin tests. 

Drug interactions: Sedat.eff.of CNS depress. enhanc., MAOI may enhanc.antimuscarin.eff., addit.antimuscarin.eff.with other antimuscarin. drugs.

 XE "Pollofex" POLLOFEX, Biotech [P/S]

Fexofenadine HCl.

Indications: Season.allerg.rhinit.

(S1) 120 TABS, [P/S] A40/5.7.1/0590

3000602-002: 120 mg, 10, R45,17
3000602-001: 120 mg, 30, R135,50
Dosage: Adults & childr.over 12 yrs: 120 mg once dly.

(S1)180 TABS, [P/S] A40/5.7.1/0591

Indications: Chron.idiopath.urticar.

3000603-002: 180 mg, 10, R67,75
3000603-001: 180 mg, 30, R203,26
Dosage: Adults & childr.over 12 yrs: 180 mg once dly.

Contraindications: Safety in pregn.& lactat.& in childr.und.12 yrs.not est.
Side effects: Freq: Headache, drowsin., dizzin., naus. Less freq: Fatig., insomn., nervousn., sleep disords., paronir., hypersens.reacts., system. anaphylax., dyspeps., rash, urticar., prurit., sinusit., vir.infects., dysmenorrh.

Warnings and special precautions: Elderly, ren./hepat. impairm., detect.in breast milk, some indiv.may exper.sedat., determine indiv.respons. bef.driv./perform.complic.tasks, lact.intol., 2 hr. interv.bef.Al & Mg contain.antacids.

Interactions: CNS depress.& alcoh.may potent. poss.sedat.eff., concom.erythromycin/ ketoconazole incr.plasma lev., bioavailab.reduc. with admin.of antacid.contain.Al & Mg.hydrox. gel.15 min.prior to treatm.

 XE "Prohist" PROHIST, Ranbaxy [P/S]

Promethazine HCl.

Indications: Antihist.ther., paed.pre-op medicat. & sedat.

(S2) SYRUP. G/5.7/22.

757373-011: 5 mg/5 ml, 100 ml, R12,22
757373-038: 5 mg/5 ml, 2 500 ml, R306,49
Dosage: Indiv.accord.to respons.& indicat. Admin. pref.as sngl.night time dos.

Sedat: 2 yrs: 7,5-10 ml. 3 yrs: 10-15 ml. 7 yrs: 15-20 ml. 12 yrs: 20-25 ml.

Antihist: 2 yrs: 5-7,5 ml. 3 yrs: 7,5-10 ml. 7 yrs: 10-15 ml. 12 yrs: 15-20 ml.

Contraindications: Childr.und.2 yrs.
Side effects: Sedat.,

Special precautions: Use low.effect.dos.esp. childr. 2 yrs.& old.
 XE "Promethazine Hydrochloride-Fresenius" PROMETHAZINE HCl FRESENIUS AMPS, Fresenius Kabi [P/S]

Promethazine HCl.

Indications: Condits.respons.to antihist., adjunct treatm.to adrenal.in anaphyact./anaphylactoid reacts., prophylax.& treatm.of N&V/dizzin & vertigo assoc.with mot.sickn., prophylax.& treatm.of N&V assoc.with anaesth.&surg., adjunct. pre-op & post-op medic., larg.dos.for control of Parkinson.sympts.eg oculogyric crises.

(S5) INJ. B1450, B1637. 25 mg/ml,

757527-019: 10x1 ml amps, R86,62
757535-003: 10x2 ml amps, R176,42
Dosage: Do not admin.SC. Admin IVI slowly/inj. into tub.of freely running infus.at conc.of no more than 25 mg/ml(or dil.to 2,5 mg/ml). Infus.rate not to exceed.25 mg/min.
Antihistaminic: Adults & adolesc: 25 mg IM/IV which may be rep.within 2 hrs.if reqd. Childr.2 yrs or old: IM admin: 0,125 mg/kg 4-6 hrly.OR 0,5 mg/kg at bedt.as need.OR 6,25-12,5 mg 3xdly as reqd.OR 25 mg at bedt.as reqd.

Anti-emetic: Adults & adolesc: Init.25 mg then 10-25 mg 4-6 hrly as reqd. Childr: 0,25-0,5 mg/kg 4-6 hrly as need.OR 10-25 mg 4-6 hrly as reqd.

Antivertigo/mot.sickn: Adults & adolesc: 25 mg 2xdly.as reqd. Childr: 0,5 mg/kg 12 hrly as need.OR 10-25 mg 2xdly.as reqd.

Sedat./hypnot: Adults & adolesc: 25-50 mg at night/pre-post surgic. Childr: 0,5-1 mg/kg OR 10-25 mg as reqd.

Contraindications: Safety in pregn.not est., childr. und.2 yrs.as poss.assoc.with SIDS., ac. asthma attacks, comatos.pts., pre-exist.CNS depress./ bone marr.depress./liv.disords./ phaeochromocytoma/Reye’s syndr., concom. MAOI’s not recomm.

Side effects: Bld.dyscras., CNS effs.incl. hallucinat./ convuls.& extrapyramid.effs., tight chest, palpitat., CV effs.incl.trans.min.BP incr./ hypotens., dryn.of resp.passages, thicken.of muc.& cough., GI disturbs.incl.reduc.tone & motil.of GI tract., urin.retent./freq., dysuria, headache, dry mouth, incr.sweat., allerg.dermatit., drug fev., photosensitisat., jaund.

Warnings and special precautions: Hepat.dis., narr.angle glauc., prostat. hypertrophy, emphysema, chron.bronchit., porphyr., elderly, epilep, jaund., Parkinson., diabet.mellit., hypothyroid., myasth.grav., sev.CV disords., ac. asthma attack, cross.placenta and distrib.in breast milk.

Drug interactions: Sols.incompat.with alkaline subst., enhanc.sedat.eff.of alcoh.& CNS depress., anticholin.eff.of atrop.& TCA's potent., poss.masks warn.signs of damage from ototox.drugs, MAOI's may enhanc.drowsin.& anticholinerg.eff., adrenaline’s alpha-adrenerg.eff. poss.block., meds.with extrapyramid.reacts.poss.potent.with extrapyramid.effs.aggrav., antiparkinson.effs of levodopa.inhibit.

 XE "Rhineton" RHINETON, Ranbaxy [P/S]
Chlorpheniramine mal.
Indications: Perenn.& season.allerg.rhinit., vaso mot. rhinit., allerg.conjuctivit., as adjunct.ther.in anaphylact. reacts.aft.ac.manifest.contr., cert.skin condits.

(S2) TABS, 36/5.7.1/0166

703162-003: 4 mg, 30, R11,47
703162-004: 4 mg, 100, R38,26
703162-002: 4 mg, 1000, R382,55
Dosage: Indiv. Adults & childr.12 yrs or old: 1 tab. 4 -6 hrly. Max: 24 mg/24 hrs. Childr.6 -12 yrs: 2 mg 4 -6 hrly. Max: 12 mg/24 hrs.

(S2) SYRUP, 41/5.7.1/0780 2 mg/5ml

Chlorpheniramine mal.
Indications: Condits.respons.to antihist.ther.

3001731-001: 50 ml, R5,98
3001731-002: 100 ml, R11,97
3001731-003: 200 ml, R24,36
Dosage: Adults: 5 ml – 20 ml dly.in div.dos.

Childr.: 1-2 yrs: 2.5 ml 2 x dly. 2-5 yrs: 2.5 ml. 4-8 hrly. to max 15 ml/day. 6-12 yrs: 5 ml. 4-8 hrly. to max 30 ml/day.
Contraindications: MAOI's, other antihist.cross-sens., safety in pregn.not est., lactat., newborn/ prem. infts., dur.ac.asthma attack. Tabs: Childr. und.  yrs.not recomm.

Side effects: More freq: CNS depress., headache, psychomot.impairm., dry mouth. Less freq: Hypersens. reacts. incl. bronchosp./angioed./ anaphylax., lassit., dizzin., incoordinat., blurr.vis., thick.resp.tract secret., naus., vomit., diarrh., epigastr.pain, constip., incr.gastr.reflux., skin rash., urin. diffic./retent.

Special precautions: Childr.who are tak.sedat. & tranquilliz./breath.probl./glauc., poss.lactat. inhibit., pass.into breast milk, narr.angle/open angle glauc., stenos.pept.ulc., pyloroduod. obstruct., prostat.hypertrophy, bladd.neck obstruct., hypokalaem., CV dis., epilep., pts.over 60 yrs., avoid alcohol/ CNS depress.
Drug interactions: Sedat.eff.of CNS depress. enhanc., TCA's or maprotiline potent. anticholinerg. effs., MAOI enhanc.anticholinerg./ drowsin.eff., incr.eff.of anticholinergs./drugs with anticholinerg.propert., poss.inhibit.eff.of anticoags.

 XE "Rupanase" RUPANASE 10, iNova [P/S] 
Rupatadine

Indications: Allerg.rhinit.& urticar.in adults & adolesc.over 12 yrs.

(S2) TABS, 46/5.7.1/0119

720955-002: 10 mg, 10, R105,81
720955-001: 10 mg, 20, R211,62
720955-003: 10 mg, 30, R317,45
Dosage: Adults & adolesc.over 12 yrs: 10 mg once dly.

Contraindications: Safety of tabs.in childr.und. 12 yrs not est., pregn.& lactat., lact.intol.

Side effects: Abnorm. liv.funct., somnol., headache, dizzin., attent.disturbs., dry mouth, epistax., nas.dryn., upp.resp.disords., GI disturbs., incr. appetite, back pain, arthralg., myalg., fatig., asthen., thirst, malaise, pyrex., irritabil., rash, erythema, skin reacts.incl.genit. erythem., conjunct.hyperaem., blepharit./blist., abnorm. gait, incr. sweat., trem.
Warnings and special precautions: Not recomm. in liv./ kidn.funct.impairm., concom. concom.grapefruit juice not recomm., excret.in animal milk, avoid dur. lactat., known QT interv. prolongat., uncorrect. hypokalaem., ongo. prodysrhythm. condits., elderly 65 yrs.& old., asympt. incr.CPK.

Interactions: Incr.syst.expos.with grapefruit juice/ketoconazole & erythromycin, concom. potent.CYP3A4 inhibits./statins, interacts. with other CNS depress.not est., concom. alcoh.

(S2) JUN.1 MG/ML ORAL SOL, 50/5.7.1/0569

Indications: Allerg.rhinit.& urticar.in childr.2-11 yrs.

3000324-001: 1 mg/ml, 120 ml, R270,11
Dosage: Childr.2-11 yrs:(>25kg): 5 ml once a day. Childr.2-11 yrs:(>10-25 kg): 2,5 ml once a day. 
Contraindications: Childr.und.2 yrs./<10 kg not recomm., pregn.& lactat.
Side effects: Common: Somnol., headache. Uncommon: Influenza, nasopharyngit., URTI, eosinophil., neutropen., dizzin., naus., eczema, night sweats, fatig.
Warnings and special precautions: Not recomm. in liv./ kidn.funct.impairm., poss.dos. adjustm. of sensit.CYP3A4 substrates & those with narr.therapeut.index,, concom.concom.grapefruit juice not recomm., known QT interv.prolongat., uncorrect. hypokalaem., ongo.prodysrhythm. condits., contain.sucrose, excret.in animal milk, avoid dur. lactat.

Interactions: Avoid potent CYP3A4 inhibit.& caut.with mod CYP3A4 inhibit., incr.syst.expos. with grapefruit juice/ketoconazole & erythromycin, 20 mg dos.incr.alcohol.imairm., interacts.with other CNS depress.cannot be excl., asymptomat. CPK incr.report.theref.use caut.with concom. statins 
See also MDR page 376-380.
 XE "Seasoneze" SEASONEZE, Biotech [P/S]

Cetirizine dihydrochloride.

Indications: Allerg.condits.eg allerg.rhinit., hay fev., allerg.skin condits.eg.urticar.

(S2) TABS, 37/5.7.1/0086.10 mg

3001354-001: 10, R21,09
3001354-002: 30, R63,25
Dosage: Adults & childr.12 yrs.or old: 10 mg once dly.or 5 mg twice dly. Childr: 6-12 yrs: 5 mg.as sngl.dos. Childr.und.6 yrs: Not suitable

Contraindications: Hydroxyzine & piperazine hypersens., sev.ren.impairm.

Side effects: Somnol., fatig., dizzin., headache, paradoxic.CNS stimulat., micturit.difficult., eye accomodat.disorods., abdom.pain, dry mouth, naus., pharyngit., elev.hepat.enzymes. Post market: Less freq: Thrombocytopen., hypersens. incl. anaphylact.shock, agitat., aggress., confus., depress., hallucinat., insomn., paraesthes., convuls., dysgeus., dyskines., dyston., syncope., trem., drowsin., fatig., dizzin., headache, anx., nervousn., malaise, accomodat.disord., blurr.vis., oculogyrat., tachycard., diarrh., naus., GI discomf., incr.appetite, dry mouth, abnorm.hepat.funct., prurit., rash, urticar., angoineurot.oed., fix.drug erupt., dysur., enures., asthen., malaise, oed., weight incr. Not known: Amnes.& memory impairm.

Warnings and special precautions: Porphyr., concom alcoh., epilep., convuls.risk, childr.< 6 yrs., allow interv.of 3 days bef.perform.allergy skin tests., eval. effs.bef.driv./perform.hazard.tasks., lact.intol., excret.in breast milk, do not use in pregn.

Interactions: CNS depress.& alcoh.may aggrav. sedat.effs.

 XE "Sensahist" SENSAHIST, Oethmaan Biosims [P/S]
Cetirizine dihydrochloride

Indications: Allerg.process.respond.to a histam. H1 recept.antag. eg.allerg.rhinit., hayfev.& allerg. skin condits.assoc.with prurit.

(S2) TABS, 42/5.7.1/0822

723164-001: 10 mg, 10, R23,87
723164-002: 10 mg, 30, R71,61
Dosage: Adults & childr.12 yrs.or old: 10 mg once dly. Childr: 6-12 yrs: 10 mg once dly.or 5 mg 2xdly. 

Contraindications: Hydroxyzine/piperazine derivat. sens., pregn.& lactat., safety in childr. und.2 yrs.not est., sev.ren.impairm.

Side effects: Freq: Tiredn., sleepin., dry mouth, N&V, diarrh., epigastr.pain, incr.appet. Less freq: Bld. dyscras., sweat., allerg.reacts.incl.anaphylax., psych. disords., CNS effs.incl.headache, dizzin., convuls., malaise, asthen., paraesthes., tinnit., palpitat., ventric.dysrhythm., hypotens., mucous thicken., GI disords., hypersens./skin reacts.

Warnings and special precautions: Lacks signif. sedat.effs., avoid concom.alcoh./other CNS depress., lact.intol., excret.in breast milk, ren. insuff.(creatin.clear.< 40 ml/min.), mod.to sev. hepat.impairm.

Interactions: Alcoh./other CNS depress.poss. enhanc. sedat.effs.

 XE "Telfast" TELFAST, Sanofi-Aventis [P/S]

Fexofenadine HCl.

Indications: Season.allerg.rhinit.

(S2) 120 TABS, [P/S] 32/5.7.1/0446.

848093-003: 120 mg, 10, R109,78
848093-011: 120 mg, 30, R329,29
Dosage: Adults & childr.over 12 yrs: 1 tab.dly.

(S2)180 TABS, [P/S] 32/5.7.1/0447.

Indications: Chron.idiopath.urticar.

848107-004: 180 mg, 30, R379,89
Dosage: Adults & childr.over 12 yrs: 1 tab. dly.

(S2) SUSP, [P/S] 42/5.7.1/0339

Indications: Season.allerg.rhinit.in childr.2-11 yrs., chron.idiopath.urticar.in childr.6 mnths-11 yrs.
715771-001: 6 mg/ml, 150 ml, R138,45
715771-002: 6 mg/ml, 300 ml, R276,68
Dosage: Season.allerg.rhinit: Childr.2-11 yrs: 30 mg(5 ml) 2xdly.

Chron.idiopath.urticar: Childr: 6 mnths-2 yrs: 15 mg(2,5 ml) 2xdly. 2-11 yrs: 30 mg(5 ml) 2xdly.

Contraindications: Safety in pregn.& lactat., & safety in childr.und.12 yrs.not est.for tabs.
Side effects: CNS effs., naus., fatig., sleep disords., paronir., skin reacts., hypersens.reacts. incl.anaphylax.report.

Special precautions: Lacks signific.sedat.eff., elderly, ren./hepat.impairm., fruit juices (eg. grapefruit/orange or apple) may reduc. bioavailabil., allow 2 hr.interv.betw.admin.& Al & Mg.cont.antacids., determine response bef.driv./ operat.machin.
Interactions: CNS depress.& alcoh.may potent. poss.sedat.eff., concom.erythromycin/ ketaconazole incr.plasma lev., bioavailab.reduc. with admin.of antacid.contain.Al & Mg.hydrox. gel.15 min.prior to treatm.

 XE "Texa Allergy" TEXA ALLERGY, Pharma Dynamics [P/S]
Cetirizine HCl
Indications: Allerg.reacts.respond.to a histamine H1 recept.antagon., hay fev., allerg.rhinit., allerg. skin condits.assoc.with prurit.

(S1) TABS, [P/S] 35/5.7.1/0314
703314-005: 10 mg, 10, R25,28
703314-003: 10 mg, 30, R75,96
Dosage: Adults & childr.12 yrs.or old: 1 tab.dly. Childr: 6-12 yrs: ½ tab.2xdly./1 tab once dly.

(S1) SYRUP, [P/S] 41/5.7.1/0086. 1 mg/ml.

Indications: Allerg.condits.eg.allerg.rhinit.& skin condits such as urticar.

710672-001: 100 ml, R92,48
Dosage: Adults & childr.12 yrs./old: 10 mg (10 ml) once dly. Childr: 6-12 yrs: 10 mg (10 ml) dly. as sngl.dos./5 ml in.morn.& even. 2-6 yrs: 5 mg (5 ml) dly.as sngl.dos./2,5 ml.in morn.& even.

Contraindications: Lactat., safety in pregn.not est., hydroxyzine hypersens., safety & effic.not est. in childr.und.2 yrs.

Side effects: Lacks signific.sedat.eff., headache, dizz., drowsin., fatig., malaise, asthen., agitat., dry mouth, incr.appetite, nervousn., GI disturbs., hypersens. reacts.incl. angioed., thick.of mucous

Special precautions: Ren.insuffic., porphyr., mod. to sev.hepat.impairm., avoid excess.alcoh.

Drug interactions: CNS depress.may compnd. any poss.sedat.effs.

 XE "Texamer" TEXAMER, Pharma Dynamics [P/S]
Levocetirizine dihydrochloride

Indications: Season./perenn. allerg.rhinit., chron.idiopath. urticar.in adults.

(S2) TABS, A45/5.7.1/1064

723449-001: 5 mg, 10, R28,90
723449-002: 5 mg, 30, R86,79
Dosage: Safety & effic.not est.> 6 wks.

Adults & childr.12 yrs.& old: 1 tab.as sngl.dly. dos.

Contraindications: Piperazine derivat.hypersens., sev.ren.impairm., safety & effic.in childr.not est., pregn., lactat.

Side effects: Freq: Sleep disords., headache, somnol., dry mouth, diarrh., constipat., fatig. Less. freq: N&V, GI discomf., abdom.pain. hypersens. skin reacts., urticar., prurit., fix.drug erupt., asthen., malaise. Freq.unknown: Hypersens. reacts. incl.anaphylax.& angioed., weight incr., aggress., agitat., hallucinat., depress., convuls., paraesthes., dizzin., vis.disturbs., blurr.vis., palpitat., tachycard., dyspn., hepatit., abnorm.LFT, myalg., dysur.

Warnings and special precautions: Determine indiv.respons.bef.driv./perform.complicat.tasks, alcoh.consumpt., lact.intol., excret.in breast milk, mod.ren. impairm.

Drug interactions: CNS depress.& alcoh.may potent. poss.sedat.eff., clear.decr.by theophylline, ritonavir extent of expos.incr, 

 XE "Trantrin" TRANTRIN, Aurobindo [P/S]
Cetirizine dihydrochloride.
Indications: Allerg.condits.such as allerg.rhinit./ skin condits.incl.urticar.

(S2) TABS, 43/5.7.1/0646

718452-002: 10 mg, 10, R22,17
718452-001: 10 mg, 30, R66,56
Dosage: Adults & childr. 12 yrs.or old: 10 mg once dly. Childr: 6-12 yrs: 10 mg once dly.or 5 mg 2xdly. This dos.form not suit.for childr. und. 6 yrs.

Contraindications: Safety in pregn.& lactat.not est., childr.und.2 yrs.

Side effects: Angioed./anaphylax., bld.dyscras., psych.disords., drowsin., fatig., dizzin., convuls., trem., paraesthes., headache, blurr.vis., tinnit., palpitat., arrhythm., thicken.of mucous, pharyngit., GI disturbs.incl.incr.appet., cholestas., hepatit./ other hepat.funct.abnorm., photosens., sweat., skin reacts., urin.diffic., malaise, asthen., lacks signific.sedat.eff.

Special precautions: Excret.in breast milk, avoid alcoh./other sedat.agents, ren. impairm., mod.to sev. hepat.impairm., porphyr.

Drug interactions: Alcoh./other CNS depress. poss.aggrav.sedat.effs.

 XE "Vallergan" VALLERGAN, Sanofi-Aventis [P/S]
Alimemazine (trimeprazine) tartr.
Indications: Pre-anaesth.medic., prurit.

(S5) FORTE SYRUP. C843. 30 mg/5 ml.

774553-006: 100 ml, R260,20
Dosage: Pre-anaesth: Childr.over 2 yrs: 2 mg/kg bm.

Prurit: Adults: 10 mg 2-3 x/day. Elderly: 10 mg 1-2x/day. Childr.over 2 yrs: 2,5-5 mg 3-4x/day.

Contra-indications: Childr.und.2 yrs., safety in pregn.& lactat. not est., clos.angle glauc.

Side-effects: Sedat., paradox.CNS stimulat.esp. childr., extrapyramid.sympts., dry mouth, thick. resp.tract secret., tight chest, blurr.vis., urin.diffic. & retent., reduc.GIT tone & motility, CV effs., GI disturbs., anorex., hypersens.reacts., photosens., bld.dyscras., tinnit., headache, paraesthes., may mask warn.signs of ototox., hypotens.

Special precautions: Elderly, urin.retent., prostat. hypertrophy, pyloroduod.obstruct., epilep., sev.CV disords., liv.disords.

Drug interactions: CNS depress.incl.alcoh. aggrav. sedat.eff., antimuscar.eff.enhanc.by MAOI’s, addit.antimuscarin.eff.with other antimuscarin. drugs.

 XE "Xyzal" XYZAL, GSK [P/S]
Levocetirizine dihydrochloride.
Indications: Season./perennial allerg.rhinit., chron.idiopath.urticar.sympt.

(S2) TABS, 36/5.7.1/0425

703450-002: 5 mg, 7, R50,42
703450-001: 5 mg, 30, R216,08

Dosage: Sngl. dly dose with/-out food. Clinic.exper.avail.for 6 mnths.treatm.

Adults & adolesc.>12 yrs.: 5 mg dly. Childr.6-12 yrs: 5 mg dly. 2-6 yrs: Admin.oral sol.

(S2) ORAL SOL, 41/5.7.1/0032. 0,5 mg/ml

720330-002: 75 ml, R127,38

720330-001: 150 ml, R254,78

Dosage: May be dilut.in water.Take immediat.with/-out food. Adults & adolesc.12 yrs.& old: 10 ml (5 mg) once dly. Childr.6-12 yrs:10 ml (5 mg) once dly. 2-6 yrs: 2,5 ml (1,25 mg) 2xdly. Infts.& childr.<2 yrs: Not recomm.

Contraindications: Piperazine derivat. hypersens., end stage.ren.dis., no data for use.in infts.& childr.und.2 yrs., pregn., lactat.

Side effects: Adults & adolesc.>12 yr.: Common: Headache, somnol., dry mouth, fatig. Uncommon: Naus., GI discomf., abdom.pain, asthen., malaise Not known: Angioed., skin reacts., urticar., prurit. Paed pts.: Common: Sleep disord., somnol., diarrh., constip. Uncommon: Vomit., headache.Post market: Not known: Hypersens.incl.anaphylax., incr.weight & apetit., agress., agitat., hallucinat., depress., insomn., suicid.ideat., nightmare., convuls., paraesth., dizzin., syncope, trem., dysgeus., vis.disturb., blurr.vis., oculogyrat., vert., palpitat., tachycard., dyspn., N&V, diarrh., hepatit., abnorm.LFT, angioed., fixed drug erupt., prurit.also aft.discon., rash, uritcar., myalg., athralg., dysur., urin.retent., oed.
Special warnings and precautions: Concorr.alcoh., predispos.fact.urinar.retens., epilep., wash-out req.bef.allergy skin test, poss.prurit.when treatm.stop.,sol.recomm. for childr.<6 & not tab.since no dose adapt., tab.contains lact., sol cont.maltitol/ methyl-& propyl parahydroxybenzoate, excret.in breast milk, safety not est.in pregnan.
Interactions:Decr.theophyll.clear., incr.expos.with ritonavir, absorp.rate decr.by food but not extent, alcoh.& CNS depress.may cause add.red.in alertness & impair.perform.

 XE "Zelary" ZELARY, (Unicorn) Syrup: Pharma Dynamics, Tabs: Camox [P/S]

Cetirizine dihydrochloride.
Indications: Symptomat.relief of allerg.condits. e.g. allerg.rhinit.& allerg.skin condits.

(S2) SYRUP 41/5.7.1/0085. 1 mg/ml

717812-001: 150 ml, R125,24
Dosage: Adults & childr.12 yrs./old: 10 mg (10 ml.) once dly. Childr: 6-12 yrs: 10 mg (10 ml) dly. as sngl.dos./5 ml in.morn.& even. 2-6 yrs: 5 mg (5 ml) dly.as sngl.dos./2,5 ml.in morn.& even.

(S2) TABS, 37/5.7.1/0428. 10 mg

722334-001: 10, R25,12
722334-002: 30, R75,36
Dosage: Adults & childr.12 yrs./old: 10 mg once dly. Childr: 6-12 yrs: 10 mg once dly.or 5 mg 2xdly.

Contraindications: Hydroxyzine hypersens., lactat. women, pregn., safety & effic.in childr. und.2 yrs.not est.

Side effects: GI disturbs., incr.appet., dry mouth, muc.thicken., CNS effs., fatig., malaise, asthen., anx., nervousn., hypersens.incl.skin reacts., angioed., lacks signific.sedat.effs.

Special precautions: Avoid concom.alcoh./ other sedat.agents., excret.in breast milk, safety in pregn.not est., porphyr., ren.impairm., mod.to sev.hepat.impairm.

Drug interactions: CNS depress.& alcoh.may aggrav.any poss.sedat.effs.

 XE "Zyrtec" ZYRTEC, GSK [P/S]
Cetirizine dihydrochloride.
Indications: Allerg.process.respond.to a histamine H1 recept.antagon. Resp: hay fever, allerg.rhinit. Cutan: allerg.skin condits.assoc.with prurit.

(S2) TABS, [P/S] W/5.7.1/148.
785377-018: 10 mg, 30, R233,44
Dosage: Adults & childr. 12 yrs.or older: 1 tab.dly. Childr: 6-12 yrs: ½ tab.2xdly./1 tab once dly.

Contraindications: Pregn., lactat., hydroxyzine/ piperazine derivat. hypersens., sev.ren.impairm., childr.<2 yrs. Tabs also: Lact.intol., childr.<6yrs.,  

Side effects: Lacks signific.sedat.eff., drowsin., headache, nervousn., paradoxic.CNS stimulat. agitat., dry mouth, micturit.diff., eye accomm. disords./ blurr.vis./oculogyrat., dizz., GI disturbs., fatig., asthen., hypersens.reacts.incl.angioed., abnorm. hepat.funct.with elev.hepat.enzym., pharyngit., rhinit., thrombocytopaen., aggress., confus., depress., hallucinat., insomn., tic, paraesthes., convuls., dysgeus., dyskines., dyston., syncope., trem., amnes., mem.impair., tachycard., prurit., rash, urticar., angioneurot.oed., fix.drug erupt., dysur., enures., malais., oed., weight.incr.

Special precautions: Ren.insuffic..mod.to sev. hepat.impairm., reduc.dos.to half the usual recomm. dose in ren. insuff. (creatin.clear.< 40 ml/min)/ mod.to sev.hepat.impairm., avoid alcoh. consumpt., caut.in epilep./pts.at risk of convuls.

Drug interactions: CNS depress.may compnd. any poss.sedat.effs.
6.2
Serotonin antagonists
 XE "Akynzeo" AKYNZEO, (Biomab Innovation) Eurolab [P/S]

Netupitant 300 mg, palonosetron hcl 0,5 mg.

Indications: Prev.of ac.& delay.N&V assoc.with high.emetogen.cisplatin based Ca chemother., prev.of ac.& delay. N&V assoc.with mod.emetogen. Ca chemother.

(S4) CAP, 52/5.7.2/0037. 

3005017-001: 1, R2 346,00

Dosage: 1 Cap approx.1 hr prior to start of each chemother.cycl. Red.recomm.dexameth.dose approx. 50 % when co-admin. Swallow whole.

Contraindications:Hypersens., pregnan.& lactat.
Side effects: Common: Headache, constipat., fatig. Uncommon: Neutropen., leucocytos., diarrh., abdom.pain., dizzin., vertigo.,1st degr.AV-block, cardiomyop., conduct.disord., decr.appetite, insomn., hypertens., hiccups., dyspeps., flatul., naus., alopec., urticar., asthen., incr.liver transamin., incr.bld.alkal.phosphat., incr. bld.creatinin., ECG QT prolongat. Rare: Cystit., leukopen., lymphocytos., hypokalaem., ac.psychos., alt.mood, sleep disord., hypoaesth., conjuctiv., blurr.vis., dysrhythm., 2nd degr.AV-block, bundle branch block, mitral valve incompet., myocard.ischaem., ventric. extrasystol., hypotens., dysphag., coated tong., back pain, feel.hot, non-card.chest pain, abnorm.product taste, hyperbilirubinaem., incr.bld.creatine phosphokin.MB, ECG ST segm.depress., abnorm.ECG ST-T segm., incr.troponin.
Warnings and special precautions: Constip.hist. & sub-ac.intestin.obstruct. signs as large bowel transit time incr., pts >75 yrs. S&E not est.in paed.pts., observ. for serotonin-syndr.-like sympts., meds that incr.QT interv., where prolong.QT interv.likely to develop.eg.family hist./ electrol.abnorm./ CHF/ bradydysrhythm./ conduct.disturb./ pts.taking antidysrhythm.meds., correct hypokalaem./ -magnesaem.prior admin., not to treat/prevent N&V not assoc.with chemother., sev.hepat.impairm., concomm.meds.metab.by CYP34A & narr.therap.range, not for pts with heredit. fruct.intol./ gluc.-galact.malab./ sucrose-isomalt.insuff./sorbitol intol., monit.pts with known soya/peanut allergy.
Interactions: Other CYP3A4 inhib.(eg. ketokonazole) incr.netupitant plasma conc., meds.induc.CYP3A4 activ.(eg. rifampicin) decr.netupitant eff., incr. plasma conc.of meds.metab.via CYP3A4, signif.incr.of dexameth. expos.: red.dexameth.dose by approx.50 % when co-admin., docetaxel/ etoposide/ erythromyc./ midazolam expos.incr., serotonerg.syndr.with concomm. SSRI/ SNRIs/ other serotonerg.meds., UGT2B7 enzyme substr.(eg.zidovudine/ valproic acid/ morphine), digoxin/ other P-gp substr.(eg.dabigatran/ colchicine).

 XE "Alepet" ALEPET, Accord [P/S]
Ondansetron HCl

Indications: N&V induc.by chemo-& radiother., prev.& treatm.of postop N&V.

(S4) SOL.FOR INJ, 42/5.10/0891, 0892. 2 mg/ml.

717049-001: 4 mg/2 ml, 5x2 ml amps, R41,11
717050-001: 8 mg/4 ml, 5x4 ml amps, R85,11
Dosage: Emetogen.potent.of Ca treatm.varies accord.to dos.& combinat.of chemo./ radiother. regim.used.

Emetogen.chemo-& radio ther: Adults: 8 mg by slow IV/IM inj. immed.bef.ther. 

Highly emetogen.chemother: Adults: Immed. bef.ther.: Sngl.dos.of 8 mg by slow IV/IM inj. In pts.requir.higher dos.esp.those on high dos. cisplatin the follow.has prov.effect: 8 mg by slow IV/IM inj. immed.bef.chemother., follow.by 2 furth. IV/IM inj. dos.of 8 mg 2-4 hrs apart/by const.infus. of 1 mg/hr for up to 24 hrs.OR sngl.dos.of 32 mg dil.in 50-100 ml saline or other compat.infus.fluid admin. over not less than 15 mins.immed.bef. chemother. Effic.may be enhanc.by a sngl.IV dos.of dexamethasone phosph.20 mg 30-45 mins.prior to 1st Alepet dos. prior to chemother.

Childr.over 4 yrs: Limit.exper.but effect.& well-toler.if giv.IV at 5 mg/m2 dos.over 15 mins. immed. bef.chemother.

Prevent.& treatm.of post-op N&V: Adults: Admin.4 mg undil.IM/IV immed.bef.induct.of anaesthes.or post-op.if naus.&/ vomit.short. aft.surg. Admin.in not less than 30 sec., pref.over 2-5 mins.if giv.IV. Childr. 2 yrs & over: 0,1 mg/kg up to max. 4 mg by slow IV inj.prior to, at/aft. induct.of anaesthes.
Treatm.of est.post-op N&V: Childr. 2 yrs & over: 0,1 mg/kg up to max.4 mg by slow IVI. Rep. dos.in childr.who contin.to exp.N&V not studied, theref.should not to be given.

Refer to prod.lit.for compat.with IV fluids/other meds.

Contraindications: Safety in pregn.not est., lactat., safety & effic.of post-op N&V treatm./ prophylax.in elderly not est., limit.data on sev. ren./hepat.impairm., do not admin.in same syringe/infus.as other medicat., amps.not to be autoclav.

Side effects: Hypersens.reacts.somet.sev. e.g. anaphylax., headache, seiz., dizzin., movem. disords. incl.extrapyramid.reacts., vis.disturbs.incl. blindn., dysrhythm., bradycard., chest pain with/ without ST segm.depress., sensat.of warmth/ flush., hypotens., hiccups, GI disords., liv.enzym. incr., loc.reacts.

Special precautions: Rout.post-op N&V prophylax. not recomm.where expectat.is slight, pass. into milk of lactat.rats, sod.restrict.diet, tot. dly.dos.of 8 mg not to be exceed.in mod./sev. hepat. impairm., pts.exhibit.hypersens.reacts.to other select.5-HT3 recept.antagon., monit.subac. intest. obstruct.pts.

Drug interactions: Decr.bld.conc.with phenytoin/ carbamazepine/ rifampicin, analges.eff.of tramadol poss.reduc.

 XE "Emistop" EMISTOP, Pharma Dynamics [P/S]

Ondansetron hydrochlor.dihydrate

Indications: Chemother.& radiother. induc.N&V, prev.& treatm.of postop N&V.

(S4) SOL.FOR INJ, 2 mg/ml. A45/5.10/0386, 0387

720786-001: 4 mg, 5 amps, R35,00
720788-001: 8 mg, 5 amps, R85,22
Dosage: Emetogen.potent.of Ca treatm.varies accord. to dos. & combin.of chemo-/radiother. regim.used. 

Emetog.chemo-& radio ther.: Adults: 8 mg as slow IV/IM inj. in not less than 30 sec.immed. bef.ther.foll.by 8 mg oral.12 hrly. Delay./ prolong. emesis aft.24 hrs: Ondansetron may be contin. oral. Admin.8 mg 2x dly.for up to 5 days aft. treatm. course.

Highly emetogen.chemother: 8 mg as sngl.dos. by slow IV/IM inj. in not less than 30 sec.immed. bef.chemother. In pts.requir.high.dos.esp.those on high dos.cisplatin: 8 mg by slow IV/IM inj.immed. bef.chemother.foll.by 2 furth.IV/IM dos.of 8 mg 2-4 hrs apart/by const.infus.of 1 mg/hr for up to 24 hrs. OR sngl.16 mg dos.dil.in 50-100 ml saline or other compat.fluid infus.over not less than 15 mins.immed.bef.chemother. Sngl.dos.great. than 16 mg should not be giv. Effic.may be enhanc. by add.sngl.IV dos.of dexamethasone phosph. 20 mg 30-45 mins.prior to 1st Emistop dos.prior to chemother. Delay./prolong.emesis aft.24 hrs: Contin. with oral 8 mg 2x dly.for up to 5 days aft. treatm. course. Childr. over 4 yrs: 5 mg/m2 IV over 15 mins.immed.bef.chemother.follow.by oral ondansetron 4 mg 12 hrly for up to 5 days.

Prevent.& treatm.of post-op N&V: Adults: Immed. bef.anaesthes.induct./post-op: 4 mg undil. IM/IV in not less than 30 seconds,pref.over 2-5 mins. OR admin.oral.1 hr bef.anaesthes.induct. Repeat.dos.for pts.contin.to exper.naus. &/vomit. post-op not studied. Childr.2 yrs & old: 0,1 mg/kg up to max.4 mg by slow IV inj.prior to/ at/aft. induct. of anaesthes. Est. post-op N&V: 0,1 mg/kg up to max.4 mg by slow IV inj. Rep.dos.in childr. who contin.to exp.N&V not studied, theref.should not to be giv.

Refer to prod.lit.for compat.with IV fluids/other meds.

Contraindications: Safety in pregn.not est., lactat., congen.long QT syndr., concom. apomorphine.

Side effects: QT interv.prolong./torsade de point., sev.hypersens.reacts.incl.anaphylax., incr. large bowel trans.time, headache, seiz., dizzin., movem. disords. incl.oculogyr.cris./dyston.reacts./ dyskines., trans.vis.disturbs., dysrhythm., tachycard., bradycard., chest pain with/-out ST segm. depress., flush., hypotens., hiccups, skin./ loc.reacts.

Warnings and special precautions: Rout. prophylax.not recomm.where expect.of N&V small, pass.into milk of lactat.animals, tot.dly.dos.of 8 mg not to be exceed.in mod./sev.hepat.impairm., those hav./poss.devel.QTc prolong.incl.condits./ meds. caus.QT prolong./electrol.abnorm., hypokalaem./ hypomagnesaem.correct.bef.init. ther., monit.pts.with subac.intest.obstruct., control. sod.diet,few pts.above 80 kg or below 40 kg have been stud., hypersens.report.when hypersens. to other select. 5-HT3 recept. antagon., limit.data avail.on sev.imp.ren./hepat.funct., safety & effic.in post-op N&V prevent.& treatm. in elderly not est., do not admin.in same syr./infus.as other medicat., amps.not to be autoclav.

Drug interactions: Hypotens./loss of consciousn./ poss.intens.QT prolong.with apomorphine, reduc.bld.conc.with phenytoin/ carbamazepine/ rifampicin, reduc.tramadol.eff.

 XE "Granicip" GRANICIP, Cipla-Medpro [P/S]

Granisetron
Indications: Prev.of N&V assoc.with chemo-/radiother.

(S4) TABS, 41/5.7.2/0397, 0398

716740-001: 1 mg, 10, R429,47
715305-001: 2 mg, 5, R359,82
Dosage: Admin.1 hr bef.start.cytostat.-/radiother.

Adults:

Chemotherapeut.induc.N&V: Admin.1 mg 2xdly OR 2 mg once dly for up to 1 wk.follow.Ca ther. Limit.exper.beyond 7 chemother.cycles.
Radiother.induc.N&V: Admin.2 mg once dly.for up to 1 wk.follow.radiother.
Contraindications: Childr.und.2 yrs., eval risk: benef.in pregn.& lactat.as safety & effic.not est. & not known if excret.in breast milk.

Side effects: Poss.reduc.low. bowel motil., bld. dyscras., headache, faint., agitat., dizzin., drowsin., insomn., dysrhythm., chest pain, constip., abdom.pain, diarrh., dyspeps., unusual taste, anorex., rise in hepat.transaminas., alopec., unusual tiredn./weakn., allerg.reacts.incl anaphylax., skin rash, fev.

Special precautions: Monit.pts.with signs of sub. ac.intest.obstruct., do not admin.more than 9 mg(120 µg/kg)over 24 hrs., elderly, ren.& hepat. impairm.
Drug interactions: ¼ incr.in total plasma clear. of IV granisetron with phenobarbit.

 XE "Granisetron Fresenius" GRANISETRON FRESENIUS, Fresenius Kabi [P/S]

Granisetron HCl
Indications: Prev.& treatm.of N&V induc.by cytostat. ther., post-op.N&V.

(S4)CONC.FOR SOL.FOR INFUS/INJ, 44/5.7.2/0671, 0672. 1 mg/ml

720942-001: 5x1 ml amps, R119,39
720943-001: 5x3 ml amps, R358,18
Dosage: Chemother.induc.N & V: Adults: IVI: Prevent: Admin.1-3 mg (10-40 µg/kg) either as a slow IVI over 30 secs or dil.with infus.sol.to a tot. vol.of 20-50 ml & admin.over 5 mins.prior.to chemother. Treatm: Admin.1-3 mg (10-40 µg/kg) either as a slow IVI over 30 secs or dil.with infus. sol. to a tot.vol.of 20-50 ml & admin.over 5 mins. Admin.furth.reqd.dos.at least 10 mins.apart Max. dos.9 mg/24 hrs not to be exceed. IMI: Prevent & treatm.: Admin.3 mg 15 mins. prior to chemother. Two subseq.3 mg dos./24 hrs.if reqd.

Childr.over 2yrs: IVI: Sngl.dos.of 10-40 µg/kg bm. (up to 3 mg) as IV infus.dil.in 10-30 ml over 5 mins. prior to chemother. One addit.dos may be admin. within a 24 hr.period if reqd.but should be at least 10 mins.apart from init.infus. Insuffic.data avail for IMI admin.in childr.

Radiother.induc.N&V: Adults: IVI prevent: 1-3 mg (10-40 µg/kg) either as a slow IV inj. over 30 secs or dil.with infus.sol.to a tot.vol.of 20-50 ml & admin. over 5 mins.prior.to radiother. Childr.over 2 yrs: Insuffic.info.

Post-op.N&V: Adults: IVI prevent.& treatm: Admin. 1 mg (10 µg/kg) as a slow.IV inj.over 30 secs. prior to anaesthes.induc.when for prev. Max. tot.dos.3 mg IV/day. Childr.over 2 yrs: Insuffic. info.

Contraindications: Childr.und.2 yrs., congenit. long QT syndr., safety in pregn.& lactat.not est.

Side effects: Poss.reduc.low.bowel motil., dysrhythm., ECG abnorm., hypersens.reacts.incl. anaphylax., oed., CNS effs., headache, taste disord., dyston./dyskines.with 5-HT3 antagon., abnorm. vis., dizzin., hypo-/hypertens., GI disturbs., abnorm.hepat.funct., skin/loc.reacts., fev., asthen.

Warnings and special precautions: Monit.pts. with signs of subac.intest.obstruct., pre-exist. dysrhythm./ card.conduct.disords., concom.anti-dysrhythm. agents./ β-blocks, do not mix in sol. with other meds., elderly, ren.& hepat.impairm.

Drug interactions: Incr.elimin.half-life with ketoconazole, incr.tot.plasma clear.with phenobarb.
 XE "Kytril" KYTRIL, Pharmaco [P/S]

Granisetron
Indications: Prev.& treatm.ac.& delay.N&V assoc.with chemother.& radiother., post-op.N&V 

(S4) INJ, 31/5.7.2/0082, Y/5.7.2/272. 1 mg/ml

861863-003: 5x1 ml amps, R297,22
787019-003: 5x3 ml amps, R776,15
Dosage: Chemother.induc.N & V: Adults: IVI: Prevent: Admin.1-3 mg (10-40 µg/kg) either as a slow IVI over 30 seconds or dil.with infus.sol.to a tot.vol.of 20-50 ml & admin.over 5 mins.prior.to chemother. Treatm: Admin.1-3 mg (10-40 µg/kg) either as a slow IVI over 30 seconds or dil.with infus.sol.to a tot.vol.of 20-50 ml & admin.over 5 mins. Admin.furth.reqd.dos.at least 10 mins.apart Max.dos.9 mg/24 hrs not to be exceed. IMI: Treatm.& prevent: Admin.3 mg 15 mins.prior to chemother. Two subseq. 3 mg dos./24 hrs.if reqd. Paeds: IV admin.: Sngl. dos. of 10-40 µg/kg bm.( up to 3 mg) as IV infus.dil.in 10-30 ml over 5 mins. prior to chemother. One addit.dos may be admin. within a 24 hr. period if req.but should be at least 10 mins.apart from init.infus.

Radiother.induc.N&V: IV: Adults: Prev: 1-3 mg (10-40 µg/kg) either as a slow IVI over 30 seconds or dil.with infus.sol.to a tot.vol.of 20-50 ml & admin. over 5 mins.prior.to radiother. Paeds: Insuffic.info.

Post-op.N&V: Adults: Prevent.& treatm: Admin. 1 mg (10 µg/kg) as.slow.IVI (over 30 secs.) prior induc. anaesthes. Max.tot.dos.3 mg IV/day. Paeds.: Insuffic.info.

(S4) TABS, 28/5.7.2/0162, 30/5.7.2/0346

812374-003: 1 mg, 10, R1 170,18
701453-001: 2 mg, 5, R1 201,00

Dosage: Chemother.induc.N&V: 1 mg 2xdly OR 2 mg once dly.for up to 1 wk.foll.chemother. Admin. 1st dos.1 hr.bef.ther. Do not exceed max dos. 9 mg/24 hrs.

Radiother.induc.N & V: Adults: 2 mg dly.up to 1 wk. foll.radiother.1st dos.admin.within 1 hr.bef. ther.

Contraindications: Childr.und.2 yrs., safety in pregn.& lactat.not est.

Side effects: Poss.reduc.low.bowel motil., headache, constip., skin rash, allerg.react.& anaphylax., poss. rise in hepat.transaminas.

Special precautions: Monit.pts.with signs of sub. ac.intest.obstruct., do not mix in sol.with other meds., complet.prophylact.admin.bef.start. cytostat.ther./induc.anaesthes.

Drug interactions: Incr.of ¼ in total plasma clear. of IV Kytril with phenobarbit.

 XE "Mylan Ondansetron" MYLAN ONDANSETRON, Mylan [P/S]

Ondansetron as hydrochlor.dihydrate.
Indications: Chemother.& radiother. induc. N&V, prevent.& treatm.of post-op N&V.

(S4) INJ, A39/5.10/0509, 0510. 2 mg/ml.

705537-001: 5x2 ml amps, R43,20
705538-001: 5x4 ml amps, R92,65
Dosage: 
Chemo-& radio ther.induc.N&V: Adults: 8 mg by slow IVI/IMI immed.bef.ther.

Highly emetogen.chemother: Adults: Immed. bef. ther: 8 mg by slow IVI/IMI. In pts.requir. higher dos.esp.those on high dos. cisplatin the follow.has prov.effect: 8 mg by slow IVI/IMI immed. bef.chemother.,follow.by 2 further IVI/IMI dos.of 8 mg 2-4 hrs apart/by const.infus. of 1 mg/hr for up to 24 hrs. OR sngl.dos.of 32 mg dil.in 50-100 ml saline/other compat. infus.over not less than 15 mins.immed.bef.chemother. Effic. may be enhanc.by a sngl.IV dos.of dexamethasone phosph.20 mg 30-45 mins.prior to 1st Mylan Ondansetron dos.prior to chemother. Childr.over 4 yrs: 5 mg/m2 IV over 15 mins.immed.bef.chemother.

Prevent.& treatm.of post-op N&V: Adults: Immed. prior to induct./post-op: 4 mg undil.IV.or IM. Admin.IV dos.in not less than 30 seconds, pref. over 2-5 mins. Rep.dos.for pts.contin.to exper. N&V post-op not studied. Childr.2 yrs & over: 0,1 mg/kg up to max.4 mg by slow IV inj. prior to, at/aft. induct.of anaesthes. Treatm.of est.post-op N&V: Admin. 0,1 mg/kg upto max. 4 mg by slow IVI. Rep.dos.in childr.who contin.to exp.N&V not studied, theref.should not to be given.
Contraindications: Pregn.for post-op N&V, lactat.

Side effects: Headache, seiz., arrythm., hypotens., bradycard., chest pain, constip., hypersens. reacts.incl.anaphylax., invol. movem. disords., loc.reacts.follow.inj., flush., hiccups, trans. vis.disturbs.

Special precautions: Rout.prophylax.not recomm. where expectat.of N&V small, tot. dly dos.of 8 mg not to be exceed.in mod./sev.hepat. impairm., safety & effic.not est.in treatm.of post-op N&V in elderly, few pts.above 80 kg or below 40 kg have been stud., do not admin.in same syringe/ infus.as other medicat., do not autoclav., hypersens.report.when hypersens.to other select. 5-HT3 recept.antagon.report., monit.pts.with subac. intest.obstruct.

 XE "Ondansetron Fresenius" ONDANSETRON FRESENIUS, Fresenius Kabi [P/S]

Ondansetron hydrochlor.dihydrate.
Indications: Cytotox.chemother.& radiother. induc.N&V, prev.& treatm.of postop N&V.

(S4) SOL.FOR INJ/INF, 43/5.10/0542, 0543. 2 mg/ml.

718557-001: 5x2 ml amps, R35,04
718558-001: 5x4 ml amps, R70,08
Dosage: Admin.via IV inj./IV infus.aft.dilut. Emetogen. potent.of Ca treatm.varies accord.to dos. & combin.of chemo-/radiother.regim.used.

Emetog.chemo-& radio ther.: Adults: 8 mg as slow IV inj. immed.bef.ther.

Highly emetogen.chemother: Immed.bef.ther: 8 mg as sngl.dos.by slow IV/ IM inj. In pts.requir. higher dos.esp.those on high dos.cisplatin the follow. has prov.effect: 8 mg by slow IV/ IM inj. immed. bef.chemother., foll.by 2 furth.dos.of 8 mg 2-4 hrs apart/by const.infus.of 1 mg/hr for up to 24 hrs. OR sngl.dos.of 16 mg dil.in 50-100 ml saline or other compat.fluid infus.over not less than 15 mins. immed.bef.chemother. Effic.may be enhanc. by add.sngl.IV dos.of dexamethasone phosph. 20 mg 30-45 mins.prior to 1st Ondansetron Fresenius dos. prior to chemother. Childr. over 4 yrs: 5 mg/m2 IV over 15 mins. immed. bef.chemother. Treatm.to be contin.with oral ondansetron.

Prevent.& treatm.of post-op N&V: Adults: Immed. prior to induct./post-op: Admin.4 mg undil. IV/ IM over 2-5 mins. Rep. dos.for pts.contin.to exper N &/V post-op not stud. Childr. 2 yrs & old: 0,1 mg/kg up to max. 4 mg by slow IV inj. prior to, at/aft.induct.of anaesthes. Treatm.of est.post-op N&V: Admin. 0,1 mg/kg up to max.4 mg by slow IV inj.over 2-5 min. Rep. dos. in childr. who contin.to exp.N&V not studied, theref. should not to be giv.

Refer to prod.lit.for compat.with IV fluids/other meds.

Contraindications: Safety in pregn.not est., lactat., congen.long QT syndr., concom. apomorphine, limit.data avail.on sev.imp.ren. funct., do not admin.in same syr./infus.as other medicat., amps. not to be autoclav.

Side effects: Trans.ECG chang.incl.QT interv. prolong./Torsade de Point., immed.hypersens. reacts. somet.sev.incl.anaphylax., CNS effs., headache, extrapyramid./loc.reacts., seiz., dizzin. dur. rapid infus., trans.vis.disturbs., dysrhythm., chest pain with/-out ST segm.depress., bradycard., flush., hypotens., hiccups, constip., incr.large bowel transit time, incr.LFT.

Special precautions: Rout.prophylax.not recomm. where expect.of N&V small, pass.into milk of lactat.animals, tot.dly.dos.of 8 mg not to be exceed. in mod./sev.hepat.impairm., those hav./ poss. devel.QTc prolong.incl.condits./meds.caus. QT prolong./electr.abnorm., hypersens.report. when hypersens.to other select.5-HT3 recept. antagon., monit.pts.with subac.intest.obstruct., few pts. above 80 kg or below 40 kg have been stud., limit. exper.in post-op N&V prevent.& treatm. use in elderly.

Drug interactions: Reduc.bld.conc.with phenytoin/ carbamazepine/rifampicin, analges. eff.of tramadol poss.reduc., hypotens./ loss of consciousn./ poss.intens.QT prolong.with apomorphine
 XE "Onicit" ONICIT, Biomab Innovation [P/S] 

Palonosetron hcl.

Indications: Prev.of ac.N&V assoc.with mod.to high.emetogen.CA chemother.

(S4) SOL.FOR INJ, 40/5.10/0322. 50 µg/ml

708388-001: 1x5 ml vial, R453,93
Dosage: Rep.dos.within 7 days not recomm. Effic. may be enhanc.by addit.of corticoster.admin.prior to chemother.

Adults: 250 µg as sngl.IV bolus admin.over 30 secs. approx.30 mins bef.start of chemother.

Contraindications: Pregn., congenit.long QT syndr., concom.meds.that prolong QT interv., uncompensat.ac.& chron.liv.fail., concom. apomorphine

Side effects: Common: Headache, dizzin., constipat., diarrh. Uncommon: Hyperkalaem., metabol.disords., hypocalcaem., anorex., hyperglycaem., decr.appetite, anx., euphor.mood, somnol., insomn., paraesthes., hypersomn., periph.sensory neuropathy, eye irrit., amblyop., mot.sickn., tinnit., tacycard., bradycard., extrasystol., myocard.ischaem., sinus tachycard., sinus dysrhythm., supraventric.extrasystol., QTc prolongat.incl.torsades de pointes, hypo-/hypertens., vein discolourat./distent., hiccups, dyspeps., abdom.pain, upper abdom.pain, dry mouth, flatul., hyperbilirubinaem., allerg.dermatit., prurit. rash, arthralg., urin.retent., glycosur., asthen., pyrex., fatig., feel.hot, influ-like illn., elev.transamin. V.rarely: Hypersens.reacts., inj.site reacts.

Special warnings and precautions: No data avail.in end stage ren.dis.undergo. haemodialys., not recomm.in pts. und.18 yrs., constip.hist., sub-ac.intestin.obstruct., meds that incr.QT interv., where prolong.QT interv.exists/is poss., correct hypokalaem./ hypomagnesaem.prior to admin., do not admin.to treat/prev.N&V follow.chemother. unless assoc.with another chemother.admin., hypersens.to other select.5-HT3 recept.antagon., discont.breast feed.dur.ther., driv./operat.machin.

Interactions: Intensif.QT prolongat./profound hypotens.& loss of conscious.with apomorphine, poss.incr.dysrhythm.with cardiotox.meds./ antibiot. (eg erythromyc.)/antifung./anti-dysrhythm.& beta-block., meds.caus. electrol.abnormalit.

See also MDR page 687.
 XE "Palcita" PALCITA, Accord [P/S]

Palonosetron HCl.

Indications: Prev.of ac.N&V assoc.with high.emetogen.Ca chemother., prev.of N&V assoc.with mod.emetogen.Ca chemother.

(S4) SOL.FOR INJ, 52/5.10/0432. 0,05 mg/ml
3005645-001: 1x 5 ml vial, R567,92
Dosage: Rep.dos.within 7 days not recomm. Effic.may be enhanc.by addit.of corticoster.admin. prior to chemother.

Adults: 250 µg as sngl.IV bolus admin. over 30 secs.approx.30 mins bef.start of chemother.

Side effects: Freq: Headache, dizzin., constipat., diarrh.Less freq: Hypersens., anaphylact.reacts., shock, hyperkalaem., metabol.disords., hypocalcaem., hypokalaem., anorex., hyperglycaem., decr.appetite, anx., euphor.mood, somnol., insomn., paraesthes., hypersomn, periph sens.neuropathy, eye irrit., amblyop., mot.sickn., tinnit., tachycard., bradycard., extrasystol., myocard.ischaem., sinus tachycard., sinus dysrhythm., supraventric. extrasystol., hypo-/ hypertens., vein discolourat./distent., hiccups., dyspeps., abdom.pain, upper abdom.pain, dry mouth, flatul., hyperbilirubinaem., allerg. dermatit., prurit.rash, arthralg., urin. retent., glycosur., asthen., pyrex., fatig., feel.hot, influ.-like illn., elev.transamin., ECG QT prolongat. Freq.unknown: Inj.site reacts.

Special warnings and precautions: Not recomm.in pts.<18 yrs, constip.hist.& sub-ac.intestin.obstruct.signs as large bowel transit time incr., pts at risk of prolong.QT interv.,eg.person.-/family hist./abnorm.electrol./ CHF/ bradyarrhyth. / conduction disturb./ pts.taking anti-dysrhythm.meds./ other meds lead.to QT prolong., correct hypokalem./ hypomagnesem.before treatm., observ. for serotonin-syndr.-like sympts., do not use for N&V follow.chemother.if not assoc.with chemother. admin., do not admin.to pregn./ breast feed.women as no exper./data avail.
Interactions: Seroton.syndr.report.with concom.serotonerg.drugs.incl.SSRIs & SNRIs.
 XE "Tronson" TRONSON, Eurolab [P/S]

Palonosetron hydrochlor.

Indications: Prev.of ac.N&V assoc.with high. emetogen.Ca chemother., prev.of N&V assoc.with mod. emetogen.Ca chemother.,

(S4) SOL.FOR INJ, 52/5.10/0020. 50 µg/ml

3002126-001: 1x 5 ml vial, R425,07
Dosage: Rep.dos.within 7 days not recomm. Effic. may be enhanc.by addit.of corticoster.admin. prior to chemother.

Adults: 250 µg as sngl.IV bolus admin.over 30 secs. approx.30 mins bef.start of chemother.

Side effects: Freq: Headache, dizzin., constipat., diarrh. Less freq: Hypersens. & anaphylact. reacts., shock, hyperkalaem., metabol.disords., hypocalcaem., hypokalaem., anorex., hyperglycaem., decr.appetite, anx., euphor.mood, somnol., insomn., paraesthes., hypersomn, periph, sens.neuropathy, eye irrit., amblyop., mot.sickn., tinnit., tachycard., bradycard., extrasystol., myocard. ischaem., sinus tachycard., sinus dysrhythm., supraventric.extrasystol., hypo-/hypertens., vein discolourat./distent., hiccups., dyspeps., abdom.pain, upper abdom.pain, dry mouth, flatul., hyperbilirubinaem., allerg. dermatit., prurit. rash, arthralg., urin.retent., glycosur., asthen., pyrex., fatig., feel.hot, influ-like illn., inj. site reacts., elev.transamin., electrocardiogram QT prolongat.

Warnings and special precautions: Not recomm. in pts. und.18 yrs., no data avail.in end stage ren.dis.undergo. haemodialys., constip. hist. & sub-ac.intestin.obstruct.signs as large bowel transit time incr., meds that incr.QT interv., where prolong.QT interv.exists/family hist./likely, observ. for serotonin-syndr.-like sympts., do not admin.to pregn./ breast feed.women as no exper./data avail., exerc.caut.when driv./ operat.machin.

Interactions: Seroton.syndr.report.with concom. 5-HT3 antagon.& other serotonerg.drugs.incl. select. seroton.reuptake inhibit.& seroton.nor-adrenal. reuptake inhibit.

 XE "Vomiz" VOMIZ, Zydus [P/S]
Ondansetron

Indications: N&V induc.by chemo-& radiother., prev. & treatm.of postop N&V.

(S4) TABS, 42/5.10/0110, 0109
711531-001: 4 mg, 10, R194,28
711532-001: 8 mg, 10, R388,62
(S4) DISP.TABS, 42/5.10/0577, 0578

3000044-001: 4 mg, 10, R201,93
3000045-001: 8 mg, 10, R403,86

Dosage: Remov.disp.tab.gently, do not force through blister lidding foil.

Emetogen.chemo-& radio ther: Adults: 8 mg by slow IVI/IMI immed. bef.ther: OR orally 1-2 hrs. bef.treatm.follow.by 8 mg orally 12 hrly. When delay./prolong.emes.expect.aft.1st 24 hrs. contin. orally with 8 mg 2xdly upto 5 days aft. treatm.

Highly emetogen.chemother: Adults: Immed. bef. ther.: Sngl.dos.of 8 mg by slow IVI/IMI. In pts. requir.higher dos.esp.those on high dos. cisplatin admin.8 mg by slow IVI/IMI immed.bef. chemother, follow.by 2 further IVI/IMI dos.of 8 mg 2-4 hrs apart/by const.infus.of 1 mg/hr x24 hrs.OR sngl.dos.of 16 mg dil.in 50-100 ml saline infus.over not less than 15 mins.immed. bef. chemother. Effic.may be enhanc.by a sngl.IV dos. of dexamethasone phosph.20 mg 30-45 mins. prior to 1st Vomiz dos.prior to chemother. To protect against delay./prolong. emesis aft.1st 24 hrs.contin.orally with 8 mg 2xdly upto 5 days aft.treatm. Childr.over 4 yrs: 5 mg/m2 IV over 15 mins.immed.bef.chemother. follow. by oral ther.of 4 mg 12 hrly for upto 5 days.

Prevent.& treatm.of post-op N&V: Rout. prophylax. not recomm.where expect.incid.of N&V low. Childr.2 yrs & over: 0,1 mg/kg up to max.4 mg by slow IV inj.prior to, at/aft.induct.of anaesthes. Rep.dos.for pts.contin.to exper.N&V post-op not stud.
Adults. Immed.prior to induct./post-op: 4 mg undil. IV.or IM. Admin.IV dose in not less than 30 seconds, pref.over 2-5 mins. Alternat.16 mg orally 1 hr.prior to anaesthes.induct. Rep.dos.for pts. contin.to exper.N&V post-op not stud.

Treatm.of est.post-op N&V: Childr. 2 yrs & old: 0,1 mg/kg upto max.4 mg by slow IVI. Rep. dos. in childr.who contin.to exp.N&V not studied, theref. should not to be given.
Contraindications: Granisetron/dolasetron sensitiv., concom.apomorphine, congenit.long QT syndr., pregn.

Side effects: Freq: Headache, trans.vis. disturbs. aft.rapid IV admin., incr.large bowel transit time, constipat., diarrh., fev., cold sensat. Less freq: Seiz., dizzin., invol.movem.disords., drowsin., paraesthes., dysrhythm., hypotens., bradycard. & chest pain with/-out ST segm depress., QT prolongat.incl.torsades de pointes, abdom.pain, stomach cramps, dry mouth, asymptomat. aminotransferas.incr., loc.inj.site reacts., warmth sensat./flush., hiccups, trans. unusual tiredn./weakn. Freq.unknown: Trans. blindn., tachycard., bradycard., cardiopulm.arrest, ECG alterat., palpitat., syncope, trans.rise in liv. enzym., skin rash, urticar., prurit.
Warnings and special precautions: Rout. post-op N&V prophylax.not recomm.where expectat.low, condit.for poss.develop,of QT prolongat., mod.to sev.hepat.impairm.with tot. dly.dos. of 8 mg not to be exceed., passes into breast milk, safety & effic.of post-op N&V treatm./prophylax.in elderly not est., limit.info.for sev.ren.impairm., do not admin.in same syringe/ infus.as other medicat., do not autoclav.amps.,  pts.exhibit.hypersens.reacts.to other select. 5-HT3 recept.antagon., monit.subac.intest. obstruct. pts., lact.intol., phenylketonur.

Interactions: Addit.QT prolongat.with meds. lead.to QT interv.prolongat., incr.dysrhythm.risk with cardiotox.agents eg anthracycl., hypotens.& loss of conscious.with apomorph., rifampicin/ carbamazepine or phenytoin reduc.plasma conc., analages.effic.of tramadol reduc.

 XE "Zofer" ZOFER, Ranbaxy P/S]
Ondansetron HCl

Indications: N&V induc.by chemo-& radiother., prev.& treatm.of postop N&V.

(S4) INJ, 39/5.10/0448, 0449. 2 mg/ml.

705941-001: 4 mg/2 ml, 5x2 ml amps, R44,88
705943-001: 8 mg/4 ml, 5x4 ml amps, R312,21
(S4) TABS, 39/5.10/0413, 0414.

705944-001: 4 mg, 10, R190,87

705945-001: 8 mg, 10, R381,81
(S4) RAPITABS, 42/5.10/0662, 0663

713980-001: 4 mg, 10, R343,46
714957-001: 8 mg, 10, R693,74
Dosage: Emetogen.pot.of Ca treatm.varies accord.dos.& combinat.of chemo./radiother. regim.used. Allow rapitab to dissolv.on tong.& then swallow.

Emetogen.chemo-& radio ther: Adults: 8 mg by slow IVI/IMI immed.bef.ther: OR orally 1-2 hrs.bef.treatm.follow.by 8 mg orally 12 hrly. When delay./prolong.emes.expect.aft.1st 24 hrs. contin.orally with 8 mg 2xdly upto 5 days aft. treatm.

Highly emetogen.chemother: Adults: Immed. bef.ther.: Sngl.dos.of 8 mg by slow IVI/IMI. In pts.requir.higher dos.esp.those on high dos. cisplatin the follow.has prov.effect: 8 mg by slow IVI/IMI immed.bef.chemother, follow.by 2 further IVI/IMI dos.of 8 mg 2-4 hrs apart/by const.infus.of 1 mg/hr x24 hrs.OR sngl.dos.of 32 mg dil.in 50-100 ml saline infus.over not less than 15 mins.immed.bef.chemother. Effic.may be enhanc.by a sngl.IV dos.of dexamethasone phosph.20 mg 30-45 mins.prior to 1st Zofer dos. prior to chemother. To protect against delay./ prolong.emesis aft.1st 24 hrs.contin.orally with 8 mg 2xdly upto 5 days aft.treatm. Childr.over 4 yrs: 5 mg/m2 IV over 15 mins.immed.bef. chemother.follow.by oral ther.of 4 mg 12 hrly for upto 5 days.

Prevent.& treatm.of post-op N&V: Rout. prophylax.not recomm.where expect.incid.of N&V slight. Childr. 2 yrs & over: 0,1 mg/kg up to max.4 mg by slow IV inj.prior to, at/aft.induct. of anaesthes. Adults. Immed.prior to induct./ post-op: 4 mg undil.IV.or IM. Admin.IV dose in not less than 30 seconds, pref.over 2-5 mins. Alternat.16 mg orally 1 hr.prior to anaesthes. induct. Rep.dos.for pts.contin.to exper.N&V post-op not studied.

Treatm.of est.post-op N&V: Childr. 2 yrs & over: 0,1 mg/kg upto max.4 mg by slow IVI. Rep. dos.in childr.who contin.to exp.N&V not studied, theref.should not to be given.
Contraindications: Safety in pregn.not est., lactat.

Side effects: Headache, seiz., arrythm., hypotens., bradycard., chest pain, constip., hypersens. reacts.incl.anaphylax., invol.movem. disords., loc.reacts., sensat.of warmth/flush., hiccups, trans.asymptomat.incr.in aminotransferas., dizzin., trans vis.disturbs.

Special precautions: Rout.post-op N&V prophylax. not recomm.where expectat.is slight, tot. dly.dos.of 8 mg not to be exceed.in mod./ sev. hepat.impairm., passes into breast milk of animals, safety & effic.of post-op N&V treatm./ prophylax.in elderly not est., limit. info avail.on sev. ren.impairm., hepat.impairm., do not admin. in same syringe/ infus.as other medicat., do not autoclav. amps., pts. exhibit.hypersens. reacts.to other select.5-HT3 recept.antagon., monit.subac. intest.obstruct.pts., phenylketonur.for rapitabs.

 XE "Zofran" ZOFRAN, (Sandoz) GSK [P/S]
Ondansetron as hydrochlor.dihydrate.
Indications: Cytotox.chemother.& radiother. induc. N&V, prevent.& treatm.of postop N&V.

(S4) TABS, [P/S] X/5.10/332, 333.

785814-019: 4 mg, 15, R991,62
785830-006: 8 mg, 15, R1 565,11
(S4) INJ, [P/S] X/5.10/331, Y/5.10/170. 2 mg/ml.

785806-008: 5x2 ml amps, R358,31
785822-003: 5x4 ml amps, R716,64
(S4) ZYDIS DISPERS.TABS, 32/5.10/0461, 0462.

862223 -008: 4 mg, 10, R401,10
862231-019: 8 mg, 10, R794,71
Dosage: Dissolv.Zydis tabs.on tong.& then swall

Emetogen.chemo-& radio ther: Adults: Bef. ther: 8 mg by slow IVI/IMI immed.prior/ 8 mg orally 1-2 hrs.bef., follow.by 8 mg orally 12 hrly. Where delay./prolong.emesis expect.aft 1st 24 hrs.admin. 8 mg orally 2xdly.for up to 5 days aft.course.

Highly emetogen.chemother: Adults: Immed. bef.ther: 8 mg by slow IVI/IMI In pts.requir.high. dos.esp.those on high dos.cisplatin the follow.has prov.effect: 8 mg by slow IVI/IMI immed.bef. chemother, follow.by 2 further IVI/IMI dos.of 8 mg 2-4 hrs apart/by const.infus.of 1 mg/hr x24 hrs. OR sngl.dos.of 16 mg dil.in 50-100 ml saline infus.over not less than 15 mins.immed.bef.chemother. Effic. may be enhanc.by a sngl.IV dos.of dexamethasone phosph.20 mg 30-45 mins.prior to 1st Zofran dos. prior to chemother. Protect.against delay.emesis aft. 1st 24 hrs: 8 mg orally 2x/day x5 days aft. course. Childr.over 4 yrs: 5 mg/m2 IV over 15 mins. immed.bef.chemother.follow.by 4 mg orally every 12 hrs.x5 days has prov.effect.& well tol.

Prevent.& treatm.of post-op N&V: Adults. Immed. prior to induct./post-op: 4 mg undil.IV.or IM. IV dose in not less than 30 seconds, pref.over 2-5 mins. Alternat.admin.16 mg orally 1 hr.prior to induct. Rep.dos.for pts.contin.to exper.N&V post-op not studied. Childr.2 yrs & over: 0,1 mg/kg up to max.4 mg by slow IV inj.prior to, at/aft.induct.of anaesthes. Treatm.of est.post-op N&V: admin. 0,1 mg/kg upto max.4 mg by slow IVI. Rep.dos.in childr.who contin.to exp.N&V not studied,theref. should not to be given.
Contraindications: Lactat., pregn., concom. apomorphine, congenit.long QT syndr.

Side effects: Headache, flush., constip., hypersens. reacts., trans.vis.disturbs., dizzin., invol. movem.disords., seiz., chest pain, arrythm., hypotens., bradycard., loc.reacts.follow.inj.

Special precautions: Do not admin.in same syringe/ infus.as other medicat., tot.dly dos.of 8 mg not to be exceed.in mod./sev.hepat.impairm., pts. with subac.intest.obstruct.to.be monit., phenylketonuria

 XE "Zothena" ZOTHENA, Eurolab [P/S]
Ondansetron HCl

Indications: N&V managem.induc.by cytotox.chemo-& radiother., prev.& treatm.of postop N&V.

(S4) OD TAB, 52/5.10/1010, 1011

3005615-001: 4 mg, 10, R134,63
3005616-001: 8 mg, 10, R297,95
Dosage: Emetogen.potent.of CA treatm.varies accord.to dos.& combinat. of chemo./ radiother. regim.used. 

Emetogen.chemo-& radio ther: Adults: 8 mg oral 1-2 hrs bef.treatm.follow.by 8 mg 12 hrly.for up to 5 days. 

Highly emetogen.chemother: Adults: Use IV/IM ondansetron, cont.oral 8 mg 12 hrly for up to 5 days. Paed.: Use IV follow by 4 mg oral 12 hrly for up to 5 days.
Prevent.& treatm.of post-op N&V:
Adults: For prevent.: 16 mg oral 1 hr bef. anaesthesia. Repeat dose post-op not studied. Pead.: Not studied, IV recomm.

Contraindications: Concom.apomorphine, 1st 12 wks of pregn., post-op.N&V in pregn., congenit.long QT syndr.

Side effects: Freq.: Headache, sensat.of warmth/ flush., constipat. Less freq.: Immed.hypersens.reacts.somet.sev.eg. anaphylax./ bronchosp./ shortn.of breath/ hypotens./ shock/ angioed., urticar., seiz., movem.dis.incl.dyston./ oculogyr.crisis/ dyskines., dysrhythm., chest pain with/-out ST segm depress., QT prolongat.incl. torsades de pointes, hypotens., hiccups, asymptomat. LFT incr. Freq.unknown: Myocard.ischaem.
Special warnings and precautions: Pts. exhibit.hypersens.reacts.to other select.5-HT3 recept.antagon., pts.with/ risk of prolong.QTc incl.electrol.abnormal./ CHF/ bradyarrythm./ taking meds.lead.to QT prolong.or electrol.abnormal., reports of myocard.ischaem., correct hypokalaem./-magnesaem.bef.admin., observe if concom.SSRI/ SNRI for serotonin syndr., monit.for signs of subacute intest. obstruct,. may mask accult bleed.aft. adenotonsill.surgery, contains aspartame, tot. dly.dos.of 8 mg not to be exceed.in mod./ sev. hepat. impairm., paed.pts.rec. heaptotoxic.chemo., women of childbear. pot.to use contracept.& for 2 days aft. stop., breastf.not recomm., 
Interactions: Meds lead.to QT prolong./ electrol.abnorm., incr.risk of arrhythm.with cardiotoxic meds eg.doxorubicin/ daunarubicin/ trastuzumab/ antibiotics eg. erythromycin/ antifungal. eg.ketoconazole/ antiarrhythm.eg. amiodarone/ β-blocker eg. atenolol/ timolol, concom.SSRI/ SNRIs incr.risk of seroton.syndr.,concom.apomorphine contraindic., decr.bld.conc.with phenytoin/ carbamazepine/ rifampicin, analges.eff.of tramadol poss.reduc.
6.3
NK1 Antagonists
 XE "Aprepitant Eurolab" APREPITANT EUROLAB, Eurolab [P/S]

Aprepitant

Indications: Prevent.of ac.& delay N&V assoc. with init.& rep. high/mod.emetogen.Ca chemother. in combinat.with other anti-emet. meds

(S4) CAPS, A53/5.7.2/0234, 0235, 0236

3002605-001: 80 mg, 5, 
R1 144,25
3002610-001: 125 mg, 5, 
R1 144,25
3002611-001: Combipack 1x125 mg; 2x80 mg), 3, R546,25
Dosage: Admin.x3 days as part of regim.incl. corticoster.(dexamethasone) x4 days & a 5-HT3 antagon.

Recomm.dos: 125 mg 1 hr prior to chemother.on day 1 & 80 mg once dly on morn.of day 2 & 3.

Contraindications: Concom.pimozide/ astemizole / cisapride, safety in paed.pts.not est.

Side effects: Freq: Headache, fatig. constip., dyspeps., incr.ALT, decr.appetit., hiccups. Less freq: Anaem., febrile neutropen., bradycard., CV disord., hot flush., palpit., cogn.disord., dizzin., dysgeus., lethargy, somnol., conjunctivit., tinnit. gait disturb., asthen., chest discomf., malaise, abdom.distens./-pain, dry mouth, duod.ulc.perf., eructat., hard faec., flatul., GORD, N&V, neutropen.colit., stomatit. candidias., staphylococc.infect., incr.AST, incr.blood alkal.phosphat., posit.red bld cells urine, decr.bld sod., decr.neutrophil count, gluc.in urine, incr.urine output, oed., polydips., musc.weakn./-spasms, anx., disorientat., euphor., dysur., pollakiur., cough, oropharyng.pain, postnas.drip, sneez., throat irrit., acne, hyperhidros., photosens., rash rash prurit. seborrh. SJS, skin les., TEN. Freq unknown: Hypersens.incl.anaphylac.reacts., prurit., urticar.

Special warnings and precautions: Mod to sev.hepat.impairm., poss.irinotecan incr.toxicit. monit.INR dur.chron. warfar.ther.& 14days aft., use altern. non-horm.contracept.dur.treatm.& mnth aft., contains sucrose, safety in pregn.not est., breastfeed.not recomm.

Interactions: Poss.incr plasma conc.of meds. metabol.through CYP3A4 & narrow therap.range., elev. plasma conc.of pimozide/terfenad./ astemizole/ cisapride result.in poss.life threaten. reacts., dos.reduct.of concom. oral dexamethas./IV or oral methylprednisol, ifosfam.neurotox., consid. incr.plasma conc of midazol./other benzodiazep., decr.plasma conc.with warfar./acenocoumar./ tolbutam.& other subst.metabol.by CYP2C9, reduc hormonal contracept.effic., St.John’s wort not recomm., AUC & half-life incr.with ketoconaz., AUC & half-life decr.with rifampic., AUC & Cmax of both aprepitant & paroxetine decr.
 XE "Emend " EMEND, MSD [P/S]

Aprepitant

Indications: Prophylax.of ac.& delay N&V assoc. with init.& rep.mod./high.emetogen.Ca chemother. in combinat.with other anti-emet. agents

(S4) CAPS, A38/5.7.2/0626, 0627, 0625

705301-001: 80 mg, 5, R1 705,48
705302-001: 125 mg, 5, R1 277,64
705303-001: Combipack (1x125 mg; 2x80 mg), 3, R767,40
Dosage: Admin.x3 days as part of regim.incl. corticoster.(dexamethasone) x4 days & a 5-HT3 antagon. on day 1.

Recom.dos: 125 mg 1 hr prior to chemother.on day 1 & 80 mg once dly on morn.of day 2 & 3.

Contraindications: Concom.pimozide/ astemizole or cisapride, safety in paed.pts.not est., no adeq.stud.in pregn., lactat.
Side effects: Candidias., staphylococc.infect., anaem., febrile neutropen., decr.appet., polydips., anx., disorientat., euphor., CNS disords,, conjunctivit., tinnit., palpit.,bradycard., CV disord., hot flush., hiccups, oropharyng.pain, sneez., cough, post-nas.drip, throat irrit., GI disords., rash, acne, photosens.react., hyperhidros., seborrh., skin les, prurit. rash, musc. spasms/weakn., dysuria, pollakiur., fatig., asthen., malais., oed., chest discomf., gait disturb., incr.ALT/AST, Stev.-Johns.syndr, angioed., urticar., toxic epiderm.necrolys., hypersens. reacts.incl.anaphylact.reacts.

Warnings and special precautions: No clinic. data with sev.hepat.insuffic.(Child Pugh >9), monit. concom.meds.metabol.prim.by/in part by CYP3A4 caref., caref.monit.prothromb.time (INR) with chron.warfar.ther.in the 2 wk.period & partic. at 7-10 days follow.initiat.of 3 day regim. with each chemother.cycle, use altern.non horm. back-up contracept.ther.dur.& for 1 mnth.follow. ther., consult full prescrib.info of concom.anti-emet. agents., approx. 50% dos.reduct.of concom. oral dexamethasone to account for poss. drug interacts., approx.25% dos.reduct.of concom. IV methylprednisolone & approx.50% dos. reduct.of concom.oral methylprednisolone to account for poss.drug interacts., contains sucrose

Interactions: Plasma lev.of pimozide/ astemizole & cisapride elev.result.in poss.life threaten. reacts., plasma conc.of meds.metabol. through CYP3A4 poss.elev., plasma conc.of meds. metabol.through CYP2C9 low., AUC of dexamethasone & methylprednisolone incr., effic. of oral contracept.poss.reduc., plasma conc. of midazolam/other benzodiazep.poss.incr., plasma conc.incr.by CYP3A4 inhibit., plasma conc. decr.by CYP3A4 induc., AUC & Cmax of both aprepitant & paroxetine decr., AUC of tolbutamide decr., AUC of both aprepitant & diltiazem incr.

 XE "Ivemend" IVEMEND 150 mg, MSD [P/S]

Fosaprepitant

Indications: Prev.of ac.(0-24 hrs) & delay.(>24-120 hrs) N&V assoc. with init.& rep.courses of high. to mod.emetogen.Ca chemother.in combinat. with other anti-emet. agents

(S4) LYOPHIL.POWD FOR SOL FOR INFUS., 45/5.7.2/0871

723180-001: 150 mg, 1x10 ml vial, R1023,25
Dosage: Admin.as part of regim.incl. corticoster. (dexamethasone) x4 days & a 5-HT3 antagon.on day 1.

Day 1: 150 mg infus.over 20-30 mins.30 mins.prior to chemother.

Contraindications: Concom.pimozide/cisapride, pregn., lactat., safety in paed.pts.not est.

Side effects: Candidias., staphylococc.infect., anaem., febrile neutropen., decr.appet., polydips., anx., disorientat., euphor., dizzin., somnol., cognit. disord., lethargy, dysgeus., conjunctivit., tinnit., palpit., bradycard., CV disord., hot flush., hiccups, oropharyng.pain, sneez., cough, post-nas.drip, throat irrit., GI disords.incl.duod.ulc.perforat.& neutropen.colit., rash, acne, photosens.react., hyperhidros., seborrh., skin les, prurit. rash, musc. spasms/weakn., dysuria, pollakiur., fatig., asthen., malais., oed., chest discomf., gait disturb., incr. ALT/AST, incr.urine ouptput, decr.weight, glycosur., Stev.-Johns.syndr, loc.infus.site reacts., incr. BP, erythema, flush., dysarthr., dyspn., hypoaesthes., insomn., mios., sens.distrub., sub-ileus with high.dos., reduc.vis.acuity, wheez., urticar., toxic epiderm.necrolys., hypersens.reacts. incl. anaphylact.reacts.

Warnings and special precautions: Sev.hepat. insuffic.(Child Pugh >9), monit.concom.meds. metabol. prim.by/in part by CYP3A4 caref., ther.not to be re-init.in pts.exper.hypersens.reacts., infus. site reacts., monit.chron.warfar.ther.with freq.INR close alternat. contracept.dur.& 1 mnth follow.last dos., assess indiv. respons.bef.driv./operat. machin., approx. 50% dos.reduct.of concom.oral dexamethasone to account for poss.drug interacts., refer to PI for co-admin.anti-emet. agents,

Interactions: Plasma lev.of pimozide & cisapride elev.result.in poss.life threaten.reacts., plasma conc.of meds.metabol.through CYP3A4 poss.elev., plasma conc. of meds.metabol.through CYP2C9 low., AUC of dexamethasone & methylprednisolone incr., effic.of oral contracept. poss. reduc., with oral aprepitant decr.in s(-) warfar. trough conc.accompan.by prothromb.time (INR) decr., AUC of tolbutamide decr., plasma conc. of midazolam/other benzodiazep.poss.incr., plasma conc.incr.by CYP3A4 inhibit., plasma conc. decr. by CYP3A4 induc., AUC of both aprepitant & diltiazem incr., AUC & Cmax of both aprepitant & paroxetine decr.

7
CARDIO-VASCULAR AGENTS
7.1
Positive inotropic agents
7.1.1
Cardiac glycosides
 XE "Lanoxin" LANOXIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Digoxin.

Indications: Chron.card.fail.incl.ventricul.dilat., supraventric.dysrhythm.such as atrial fibrillat.to reduc.ventric.rate.

(S3) TABS, [P/S] G2846.

735752-030: 0,25 mg, 30, R15,05
735752-001: 0,25 mg, 100, R50,17
735752-029: 0,25 mg, 120, R60,21
735752-028: 0,25 mg, 500, R250,87
(S3) INJ, [P/S] G2848. 0,25 mg/ml.

735779-007: 5, R123,67
(S3) PAED./GERIATR.TABS, [P/S] J/6.3/302.

735760-004: 0,0625 mg, 100, R92,66
735760-005: 0,0625 mg, 120, R111,19
(S3) PAED./GERIATR.ELIXIR, [P/S] G2847.

735744-009: 0,05 mg/ml, 50 ml, R93,37
735744-010: 0,05 mg/ml, 60 ml, R112,05
Dosage: Indivual. Sugg. dos. intend.as init.guide only. Reconsid.init.dos.& reduc. dos.advis.when Lanoxin tak.in preced.2 wks.Consid.diff.in bioavail.when switch.formulat.Reconsid. dos.in elderly & reduc.ren.clear. Toxic.is assoc.with ser.conc.>2 ng/ml. To asses sympts.consid.clinic.state tog.with ser.K+/Ca & Mg lev./ thyroid funct./ECG monit./hepat.& ren.funct.& pulse rate

Adults & childr.over 10 yrs: 
Rapid oral load (only for atrial fibrillat.): 0,75-1,5 mg in a sngl.dos. If urgency less/toxic.risk incr. giv load.dos.in div.dos.6 hrs apart assess. clinic. respons.bef.giv.each addit.dos.

Slow oral load: In chron.CF init.with desir.maint. dos.of 0,125 mg/day

Parenter.load: For treat.atrial dysrhythm. within preceed.2 wks: Tot.load.dos: 0,5-1 mg depend.on age,lean body weight,hepat.& ren.funct.admin.in div.dos.with approx..half tot.dos.giv.as 1st dos & futher.fract.of tot.dos.at 4-8 hr.interv. Each dos.to be admin.by IV infus.over 10-20 mins. Assess. clinic.respons.bef.giv.each addit.dos.

Maint dos.in atrial fibrillat.: Bas.on % of peak body stores lost each day through eliminat.using formula in prod.lit. Usual. 0,125 mg dly.in adults or 0,0625 mg or less dly.Dos.>0,05 mg/day need bld.lvl.deteminat.

Neonates/ infts.& childr.up to 10 yrs: Sugg. dos .intend.as guide only. Reconsid.init.dos.& reduc. dos.advis.when Lanoxin tak.in preced.2 wks. In the newborn,partic.the premat.inft. ren.clear. diminish. & observe suit.dos.reduct.over & above gen.dos.guidelines.
Parenter.load.dos:. IV load.dos.based on 24 hr. period. Preterm. neonates <1,5 kg: 20 µg/kg. Preterm.neonates 1,5-2,5 kg: 30 µg/kg. Term neonates up to 2 yrs: 35 µg/kg. 2-5 yrs: 35 µg/kg. 5-10 yrs: 25 µg/kg. 
Admin.in div.dos.with approx..half tot.dos.giv.as 1st dos & futher.fract.of tot.dos.at 4-8 hr.interv. Assess. clinic.respons.bef.giv.each addit.dos. Each dos.to be admin.by IV infus.over 10-20 mins.
Oral load.dos: Sched.based.on 24 hr.period. Preterm.neonates: <1,5 kg: 25 µg/kg. Preterm. neonates 1,5-2,5 kg: 30 µg/kg. Term neonates to 2 yrs: 45 µg/kg. 2-5 yrs: 35 µg/kg. 5-10 yrs: 25 µg/kg.
Admin.load.dos.in div.dos.with approx.½ tot.dos. given as 1st dos & further fract.of tot.dos.given 4-8 hrly. Assess.clinic.respons.bef.each addit.dos. 
Maint.dly.dos: Prem.neonates: 20% of 24 hr.IV or oral load.dos. Term neonates & childr.up to 10 yrs.: 25% of 24 hr.IV or oral load.dos.

Elderly: High serum digoxin lvl.& toxicit.can occur.unless doses lower than non-elderly pts used.Obt.serum digoxin lvl.regul.& avoid hypokalaem.
Contraindications: Other digital.glycosid hypersens., ventric.tachycard., tot./intermitt. complete heart block, 2nd degr.AV block, supraventric. dysrhythm.assoc.with access.AV pathway, hypertroph. obstruct.cardiomyopathy, aort.stenos.

Side effects: Common: CNS disturbs., dizzin., vis.disturbs., dysrhythm., conduct.disturbs., bigeminy, trigeminy, PR prolongat., sinus bradycard., N&V, diarrh., scarlatinif or urticar.skin rashes accompan.by eosinophil. Uncomm: Depress. V.rare: Thrombocytopen., anorex., psychos., apathy, confus., headache, supraventric. tachydysrhythm., atrial tachycard.with/-out block, nod.tachycard., ventric.dysrhythm., ventric.prem. contract., ST segm.depress., intestin.ischaem., intestin.necros., gynaecomast., fatig., malaise, weakn.
Warnings and special precautions: Dysrhythm.incl.atrioventric.block precipitat.by Lanoxin, rapid progress.of block when incompl. heart block exists, idioventric. escape rhythm.of complete heart block poss.suppress., poss./ exacerbat. of sinus bradycard.or cause sinoatr. block in sinoatrial disords., aft.MI poss.incr.in myocard.O2 demand with furth.ischaem., poss. dysrhythm.in hypokalaem.pts.aft.MI, avoid in HF assoc.with card.amyloidos., avoid in myocardit.as vasoconstrict.poss.precipitat., poss. poor respons. in beri-beri unless thiamine defic.treatm., avoid in constrict.pericardit.unless used to control ventric. rate in atrial fibrillat./to improve systol.dysfunct., with concom.diuret./ACE inhibit.ther.clinic.HF deteriorat.if Lanoxin withdrawn, elderly, reduc. ren.digox.clear., monit.ser.electrol.& ren. funct. periodic., spironolact.and endogen.digox.like subst.may cross react.in the assay caus.false posit.results & observat.while temporar.withhold. digox.might be more appropr., reduc.dos.if thyr.funct.subnorm., poss. incr.dos.in hyperthyroid.reduc.as condit.comes und. control, malabsorpt.syndr./GI reconstruct.may req. larg. dos., poss.PR interv.prolongat.& ST segm. depress.on ECG, myocard.sensitiv.incr.by hypokalaem./ hypox./hypomagnesaem./ hypercalcaem. & sev.resp.dis., poss.vasoconstrict. with rapid IVI, IM inj.is not recomm., incr.risk of danger.dysrhythm.with dir.curr.cardiovers.in pres. of Lanoxin, theref.discont x24 hrs.prior to elect. cardiovers.& in emerg.apply low. effect.energy, determine effs.bef.perform.tasks requir. concentrat., eval.risk.vs benef.in pregn., excret.in breast milk.
Tabs & PG tabs cont.lact.& elixir cont.sucrose

Interactions:Monit.ser.digox.conc.when doubt. interact. possibil., incr.AV conduct.time with beta-adrenocept. block.meds., incr.sensitiv.with agents caus. hypokalaem. eg.some diuret./ Li/ corticoster.& carbenoxolone, sennosides incr.toxic.risk.in HF pts., incr.susceptibil.to suxamethonium exacerbat. hyperkalaem., ser.dysrhythm. with Ca admin.partic. rapid IV, lapatinib incr.AUC, incr.ren. excret.with bupropion, incr. ser.lev.with amiodarone/ captopril/ flecainide/ prasozin/propafenone/ quinidine/ quinine/ spironolactone, tetracycl./ macrolide antibiot./ gentamic./ itraconaz. / trimethoprim/ alprazolam/ indomethac./ propatheline/ atorvastat./ ciclospor./ epoprosten./ carvedilol/ ritonavir/ dronedarone/ ranolaz./ telmisart.& ticagrelor, reduc. ser.lev.with antacids/ kaolin-pectin/ bulk laxat./ cholestyramine/ acarbose/ diphenoxylate, sulphasalazine/ neomycin / rifampicin/ cytostat./ epinephr./ salbutam./ phenytoin/ metoclopramide/ penicillamine/ St John's Wort & supplement. enter.nutrit., Ca chann. block. may incr.or cause no change in ser.lev., verapamil & felodipine incr.ser.lev., ACE inhibit. incr.ser.lev., ACE inhibit./ ARB’s/ NSAID’s & COX-2 inhib.may modify ren.funct. result in second.incr.of lev., P-glycoprot.inhibit. incr.bld. conc.while P-glycoprot. induc. decr.bld. conc., incr.card. dysrhythm. risk with sympathomimet.

7.1.2
Others
(See also 5.1)
 XE "Akrinor" AKRINOR, Adcock-Ingram Healthcare (Pty) Ltd
See Section 7.6
 XE "Dobutamine Fresenius" DOBUTAMINE FRESENIUS 250 mg/20 ml, Fresenius Kabi [P/S]

Dobutamine HCl 
Indications: Inotrop.support in treatm.of HF due to cardiomyopath., MI, card.surg.proced.

(S4) INFUS.CONC, 29/6.1/0345

898697-006: 250 mg/20 ml vial, 1, R225,04
898697-014: 250 mg/20 ml vial, 5, R1 125,21
Dosage: Admin.by IV infus.as dil.sol. Usual rate: 2,5-10 µg/kg bm/min.accord.to pt.heart rate, BP, card.& urine output. Range of 0,5 to 40 µg/kg/min. has been requir.

Contraindications: Mark.obstruct.of card.eject., safety in pregn./lactat./childr.not est., uncorrect. ventric. tachycard./ventric.fibrillat, phaeochromocytoma.

Side effects: Hypertens., tachycard., ectop.beats, arrhythm. poss.precip., vasoconsctrict.esp.in pts. recent. treat.with ß-blocks., N&V, headache, ang. pain, non-specif.chest pain, palpit., shortn.of breath, incr.systol.BP, exagger.press.respons.in pts. with pre-exist.hypertens., incr.ventric.rate in pts. with pre-exist.atrial fibrillat., hypotens., paraesthes., leg cramps.

Warnings and special precautions: Discont. grad., ac.MI esp.with widespread coron.artery dis., idiopath.hypertroph. subaort.stenos., poss. exacerb. pre-exist.tachycard./hypertens., pts.with artrial fibrillat.should be giv.card.glycosid.bef. treatm. reduc.enhanc.atrioventric.conduct.risk,dur. anaesthes. with halogen.anaesthet., 1st correct. hypovolaem., reduc./discont.infus.if ser.ventric. arrhythm. uncontr.by lignocaine or undue rise in sinus rate/syst.BP occurs, do not add to 5% sod. bicarb. inj./any strong alkaline sol., agents/dilut. contain. sod.bisulphite & ethanol.

Drug interactions: Physic.incompat.with furosemide, hydrocortisone sod.succin., cefazolin, cefamandole nafate, sod.heparin, cephalothin, penicill., sod.bicarb., sod.erthacrynate, inotrop. effs. revers.by ß-block.

 XE "Dopamine HCl-Fresenius" DOPAMINE HCl FRESENIUS 200 mg/5 ml AMPS, Fresenius Kabi [P/S]

Dopamine HCl.

Indications: Shock unrespons.to fluid loss replacem.esp.in imp.ren.funct., correct.of haemodynam. imbal.assoc.with MI, trauma, sept. shock & card.surg., chron.refract.CHF.

(S4) INFUS. Y/6.1/415.

899027-007: 200 mg/5 ml, 10 amps, R695,59
Dosage: IV infus.only. Must be dil.bef.admin.to conc.of 200 µg/ml by add.1 amp.of 200 mg/5 ml in 1 L of diluent.

Init.rate: 2-5 µg/kg bm/min.grad.incr.by 5-10 µg/ kg/ min.accord.to pts.BP, card.& urine output. Up to 20-50 µg/kg/min.in serious cases.

Contraindications: Phaeochromocyt., MAOI's, uncorrect. tachyarrhythm./ventr.fibrillat., safety in childr./pregn.& lactat.not est.

Side effects: CNS eff., headache, GI disturbs., complex CV eff., diffic.micturit., urin.retent., dyspn., alter.metab., sweat., hypersalivat., piloerect.

Special precautions: Concom.halog.anaesth., always infus.into large lumen vein to avoid tiss. necros., correct hypovol.fully bef.admin., reduct.in urin. flow without hypotens.may indic.dos.reduct., diab. mellit., clos.angle glauc., grad.discont.avoid undue hypotens.assoc.with very low dos.where vasodilat. predomin.

Drug interactions: MAOI prolongs & potent.eff., TCA's, ß-blocks., ergot derivat., IV phenytoin, digit. glycosid.

Warnings: Vasc.collapse with abrupt discontin., do not add to 5% Na Bic.or any alkaline IV sol.

 XE "Pharma-Q Dopamine" PHARMA-Q DOPAMINE INJECTION 200 mg/5 ml, Pharma-Q [P/S]

Dopamine HCl.

Indications: Shock unrespons.to fluid loss replacem.esp.in imp.ren.funct., haemodynam. imbal. assoc.with MI/trauma/sept.shock & card. surg., CHF.

(S4) INJ.CONC. 30/6.1/0169.

704945-001: 200 mg/5 ml, 10 amps, R473,45
Dosage: IV infus.only. Must be dilut.only in Dextr. 5% &/or 0,9% NaCl infus.sol.

Add 1 amp.of 200 mg/5 ml.to 1 L diluent to obtain conc.of 200 µg/ml

Init.rate: 2-5 µg/kg bm/min.grad.incr.by 5-10 µg/kg / min.accord.to pt.BP/card.& urine output. Up to 20-50 µg/kg/min.may be requir.in serious.ill pts. High.dos.have been giv.

Contraindications: Phaeochromocyt., tachyarrhythm., ventr.arrhythm.

Side effects: CNS eff., trem., weakn., GI disturbs., compl.CV effs.incl.hypertens.poss. produc. cerebr.haemorrh./pulm.oed., reflex bradycard., tachycard., arrhythm., ang.pain, palpitat., card.arrest, poss.hypotens.with dizzin./ faint./ flush., diffic.micturit., urin.retent., dyspn., weakn., alter.metabol.incl.gluc.metabol.disturbs., sweat., hypersalivat., headache, tiss.necros./ slough. with extravasat.

Special precautions: Prev.treatm., sev.ren.funct. impairm., cycloprane/halothane & other halogen. anaesth., reduc.urine flow without hypotens.may indic. dos.reduct., grad.discont.avoid undue hypotens. assoc.with very low dos.where vasodilat. predomin, always infus.into large vein to avoid tiss.necros., check urine output freq.if dos.in excess of 50 µg/kg/min.reqd., monit.BP & ren. funct. in life-threat.shock states, CV dis., arrhythm., tachycard., occlus.vasc.dis.incl. arterioscleros./ hypertens./aneurysm, ang.pain poss. precipit.in ang.pect.pts.

7.2
Anti-arrhythmics
TAMBOCOR (MDR Listing)
 XE "Adenocor" ADENOCOR, Sanofi-Aventis [P/S]

Adenosine

Indications: Convers.to sinus rhythm of paroxysmal supraventricul.tachycard.incl.those assoc.with access.by-pass tracts (WPW).

(S4) INJ, 27/6.2/0467. 6 mg/2 ml

818259-019: 6 x2 ml vials, R1 381,70

Dosage: Use only in pres.of facilit.for card. monit. & resuscitat. Pts.develop.high-lev. AV block at a particul.dos.should not be giv.furth.dos.increm.

Adults: Init. 3 mg as rapid IV bolus (over 2 secs), 2nd dos: 6 mg as rapid IV bolus if supraventric. tachycard. not elimin.within 1-2 mins.of 1st dos., 3rd dos: 12 mg as rapid IV bolus if supraventric. tachycard.not elimin.within 1-2 mins.of 2nd dos. Addit./high. dos.not recomm. No control.paed. study undertak.

Contraindications: 2nd/3rd degr.AV block & sick sinus syndr.except in pts.with funct.artific. pacemaker., asthma, COPD, long QT syndr., sev. hypotens., decompens. HF states, safety & effic.in pregn.& lactat.not est., concom. dipyridamole.

Side effects: Hypotens., sev.bradycard., precip./ aggrav.bronchosp., headache, dizzin., lightheadedn., rapid.revers.IC hypertens.worsen., psych.disords.incl.apprehens., blurr.vis., naus., metall.taste, sinus pause, skipp.beat, atrial extrasystol., AV block, ventric.excitabil.disords. incl. torsade de pointes, sinus tachycard., palpitat., sev. bradycard.requir.tempor.pacing, atrial/ventric. fibrillat., dyspn., hyperventilat., thorac.constrict. feel., chest pains/press., burn.sensat., sweat., discomf.feel., weakn., inj.site.reacts., loss of consciousn./syncope, convuls., GI disturbs., asystole/card.arrest somet.fatal esp.in underly. ischaem.heart dis., resp.fail./arrest, apnoea.

Special precautions: (L) main coron.stenos., uncorrect.hypovol., stenot.valvul. heart dis., left to right shunt, pericardit./pericard.effus., autonom. dysfunct./ stenot.carot.art.dis.with cerebrovasc. insuffic., recent MI/HF/pts.with min.conduct. defects that could be aggrav.dur.infus., pts.with atrial fibrillat./flutt.& an access.by-pass tract, poss.incr.conduct.down anomal.pathway, early post-heart transpl.pts., occult sino-artrial dis., discont.ther.in case of ang./sev.bradycard./resp. fail./asyst./card.arrest, monit.convuls./seiz.hist., discont. dipyridamole 24 hrs bef.adenosine if concom.admin.essent., avoid concom.aminophyll./ theophyll./ other xanthin.24 hrs bef.ther., avoid concom.food & drinks cont. xanthin.for at least 12 hrs prior to Adenocor.

Drug interactions: Dipyridamole may potent. act., theophyll.& other xanthines are strong adenosine inhibit., interacts with drugs tend.to imp.card.conduct., high.degr.of heart block poss. in pres.of carbamazepine.

 XE "Adenosine PS Fresenius" ADENOSINE PF FRESENIUS, Fresenius Kabi [P/S]

Adenosine.
Indications: Convers.to sinus rhythm of paroxysmal supraventricul.tachycard. incl.those assoc.with access.by-pass tracts (WPW).

(S4) INJ, 50/6.2/0392. 6 mg/2 ml
3004278-001: 10x2 ml amps, R2 182,06
Dosage: Use only in pres.of facilit.for card.monit.& resuscitat. Pts.develop.high-lev.AV block at a particul.dos.should not be giv.furth.dos.increm.

Adults: Init. 3 mg as rapid IV bolus (over 2 secs), 2nd dos: 6 mg as rapid IV bolus if supraventric. tachycard.not elimin.within 1-2 mins.of 1st dos., 3rd dos: 12 mg as rapid IV bolus if supraventric. tachycard.not elimin.within 1-2 mins.of 2nd dos. Addit./ high.dos.not recomm. No control.paed.study undertak.

Contraindications: 2nd/ 3rd degr.AV block & sick sinus syndr.except in pts.with funct.artific.pacemaker., asthma, long QT syndr., sev.hypotens., decompens.HF states, S&E in pregn.& lactat.not est.

Side effects: Freq.: Bradycard., sinus pause, skipp.beats, atrial extrasystol., AV block, ventric.excitabil.disord.incl. ventric.extrasystol., non-sustain.ventric. tachycard., flush., apprehens., nerv., headache, dizzin., light-headedn., paraesth., dyspn., naus., chest pain/ press., feel.of thorac.constriction/ oppress. Less freq.: Sinus tachycard., palp., atrial fibrillat., sev.bradycard.not correct.by atropine & poss.requir.tempor. pacing, ventric.excitabil.disord.incl. ventric.fibrillat.& torsade de pointes, head press., trans.& spontan.rapidly revers. worsen.of IC hypertens., blurr.vis., hyperventilat., bronchosp., metall.taste, sweat., discomf.in leg/ arm/ back, gen. discomf., weakn./ pain, inj.site react. Freq. unknown: Anaphylact.react.(incl. angioedem.& skin react.incl urticar.& rash), asyst./ card.arrest, hypotens., loss of consciousn./ syncope, convuls., resp.fail., apnoea/ respir.arrest, bronchosp., vomit.

Special warnings and precautions: Cont.ECG monit.necess., caut.in pts.with left main coron.stenos., uncorrect. hypovol., stenot.valvul.heart dis., left to right shunt, pericardit./ pericard.effus., autonom.dysfunct./ stenot.carot. art.dis. with cerebrovasc.insuffic., risk of cerebrovasc.accid./ TIA sec.to haemodynam.effects, immed.discont.if angina/ sev.bradycard./ sev.hypotens./ resp.fail.or asyst./ card.arrest occurs, caut.in recent MI/ sev.HF/ minor conduct.defects, atrial fibrillat./ flutter & those with access.by-pass tract, poss. sev.bradycard. esp.in early post-heart transpl.pts./ with occult sinoatrial dis., risk of torsades de pointes in pts.with prolong.QT interv., incr.sensit.in recent heart transpl.<1 yr, eff.unaff.by hep./ ren. insuffic., dipyridamole may potent.act., discont.dipyridamole 24 hrs bef./ reduce dose, may trigger convuls.in suscept.pts., may precip./ aggrav.bronchosp., consid. Na content in controll.Na diet, no controll. paed study.,avoid food & drinks cont. xanthines (tea, coffee, chocolate, cola) for at least 12 hrs prior to use.

Interactions: Dipyridamole potent.act.of adenosine, aminophyll./ theophyll.& oth.xanthines (incl.caffeine) are compet. adenosine antagonists & should be avoid. 24 hrs prior to adenosine use., may interact with meds.tend.to impair card.conduct.carbamazepine may incr. degr.of heart block with adenosine.
 XE "Arycor" ARYCOR, Sanofi-Aventis [P/S]

Amiodarone HCl.

Indications: Prevent.of tachyarrhythm.assoc. with WPW-syndr.& other types of tachyarrhthm.of paroxysmal nature incl.supraventric., nodal & ventric. tachycard., atrial flutter & fibrillat., ventric. fibrillat.when other drugs cannot be used.

(S4) TABS, 32/6.2/0513, 0514

703515-001: 100 mg, 30, R317,38
703513-001: 200 mg, 30, R554,34
Dosage: Use only in life-threaten.arrhythm.as use is accompan.by substant.toxic. Utilise altern. agents first as life-threat.probl.poss  As absorpt.& eliminat.are variab.maint.dos.select.diffic. Hospitalis.while load.dos.giv. Admin.minim.effect. dos. Pt.managem.must be judg.on indiv.respons.& well being. Use 100 mg scored tab.to titrate min. dos. Init.oral ther.ASAP aft.adeq.respon.obt.from IV ther.which should then be grad.phas.out.

Indiv. Init: 200 mg 3xdly.for 1 wk., then 200 mg 2xdly.for 1 wk. Maint.200 mg dly. Review.reg.to detect clinic.excess dos.esp.if exceed.200 mg dly.

Contraindications: Sinus bradycard., sino-atrial heartblock, sev.conduct.disturbs.or sinus node dis. (unless in conjunct.with pacemaker), thyroid dysfunct., I-hypersens.for 200 mg tabs., CHF, breastfeed., pregn., safety & effic.in paeds.not est., sunlight expos., porphyr., concom.class1a anti-arrhythmogen.meds.bepridil & sotalol.
Side effects: Potent.fatal toxic.esp.pulm.toxic., liv.injury/disords., arrhythm.poss.exacerbat., heartblock/sinus bradycard., corneal microdepos. (cont. ther.), haemolyt.anaem., thrombocytopen., bradycard., ECG chang., new arrhythm./worsen.of exist.arrhythm.sometim.foll.by CA, conduct. disturbs., sinus arrest, hyper/hypothyroid., opthalm. abnormalit.incl.optic neuropathy, photosens. & other skin reacts., N&V, metall.taste, incr.in ser.transamin., ac./chron.liv.dis.dur.longt ther., sometimes fatal.cholestas.with jaund., incr. in bld.creatinine, CNS effs., trem., periph. neuropathy &/myopathy, atax., benign IC-hypertens., fatig., vertigo, headache, epididymo-orchit., impot., interstin.pneumonit., fibros., bronchosp., erythema dur.course of radio-ther., vasculit., hyper/hypothyroidism., diffuse pulm. alveolit., hypersens.reacts.

Special precautions Thyroid funct.tests bef. start.& dur.ther.also for some mnths.aft.discont. treatm.esp.in elderly, too high a dos.may lead to sev.bradycard.& conduct.disturbs.with appear.of idioventric.rhythm partic.in elderly or dur.digit ther., exist.HF poss.worsen.by ther latent/ manifest HF, dyspn.& non-product.cough onset poss. relat.to pulmon.toxic., poss.overt liv.dis., risk of pro-arrhythm.effs.prolong.aft.meds stop.due to long eliminat.half-life, utilise.altern.agents first due to poss life-threat.probl., pts.to be hospitalis. while load.dos.giv., pro-arrhythm.eff.usually occurs in combinat.with other precipitat.fact.partic.other antiarrhytyhm. agents/digox.& hypokalaem., plasma monit.of digox.recomm., freq.prothromb. monit.with concom.anticoags, strictly monit. combinat. ther.of ß-block.& cert.Ca chann.inhibits., incr.risk of potent.lethal Torsade de Pointes with concom.non-antiarrhythm agents, potent.sev. complicat.in pts.undergo. gen.anaesth.eg. bradycard. unrespons.to atrop./hypotens./disturbs. of conduct.& decr.card.output, ac.resp.distress.aft CV surg., poss.potent.of tox.eff.of O2  implicat., excess.dos.dur. maint.ther.relat.to excess.tiss. retent.of drug & /its metabolit., monit.pts.reg.for excess.dos.detect.& adjustm., reg.opthalm.exam. advis.dur.longt.ther., withdr.if hyperthyroid. develop., sev.thyroid hyperactiv./hypofunct.can be treat.with concom.suit.ther., monit.liv.funct.

Drug interactions: Eff.of warfarin & other anticoags., clonazepam poss.enhanc., plasma conc of cyclosporin, digoxin, flecainide, phenytoin, procainemide & quinidine poss.rais., phenytoin decr.plasma conc., cimetidine & other inhibit.of metabol.enzymes incl.HIV prot.inhibit.incr.plasma conc., ß-block. & Ca-antagon.ther.potent., incr. risk of Torsade de Pointes with drugs which direct/ indirect.prolong QT interv.or agents induc. hypokalaem.

Warnings: As eliminat.& absorpt.variable maint. dos.select.is diffic.requir.poss.dos.decr./discont., substitut.to other antiarrythm.diffic.as amiodarone body burd.changes grad and unpredict.

 XE "Bio Amiodarone" BIO-AMIODARONE, Biotech [P/S]

Amiodarone HCl.

Indications: Prevent.of tachyarrhythm.assoc. with WPW-syndr.& other paroxysm. tachyarrhythm. incl.supraventric., nodal & ventric. tachycard., atrial flutt.& fibrillat., ventric. fibrillat.when other cannot be used.

(S4) TABS, 34/6.2/0119

707851-001: 200 mg, 30, R335,54

Dosage: Admin.minim.effect.dos.& manage accord.to pt.respons.& well being. Init: 200 mg 3xdly.x1 wk., then 200 mg 2xdly.x1 wk. Maint: 200 mg dly.or less if appropr. Review regular.

Contraindications: Sinus bradycard./sino-atrial block& sinus dis.without pacemak., ac. conduct. disturbs.without pacemak., hyperthyroid., thyr. dysfunct., iodine sens., meds.produc.torsades de pointes, sev.hypotens., class IA antiarrhythm./ sotalol/ stimul.laxat.& inj. diltiazem, pregn.& breast feed., ac.porphyr., non-antiarrhythm. agents produc.torsades de pointes

Side effects: Corneal microdepos., optic neuropathy with blurr.vis., decr.vis.acuity, photosens., skin pigmentat., hyper./hypothyroid., sev. pulm.toxic.incl.fibros.& interstit.pneumonit., revers. periph.neuropathy &/or myopathy, extra-pyramid. trem., cerebell.-like taxia, benign IC hypertens., CNS effs., vertigo, cirrhos./hepatit., dose relat.bradycard., conduct.disturbs., sinus arrest, N&V, hypersens.reacts., ac.resp.distress aft. CV surg.

Special precautions: ECG prior to init.treatm., elderly, discont.if 2nd/3rd degr.AV block/sino-atrial/ bifascicul.block occur on treatm., monit. thyr. & liv.funct.reg., reg.opthalm.examin., avoid sunlight expos., withdr.in case of hyperthyroid., monit. pulm.funct.on long term treatm., electrol. disturbs. esp.hypokalaem., mod.to sev.ren. impairm., gen.anaesth.

Drug interactions: ß-block.& some Ca chan. block. (verapamil & diltiazem) potent.bradycard./ sin. arrest & AV block results, drugs incr.torsade de pointes risk or agents induc.hypokalaem., oral anticoags. eff.incr., digox.plasma conc.rais., phenytoin plasma conc.incr.

 XE "Hexarone" HEXARONE 100, 200, Sandoz [P/S]

Amiodarone HCl.

Indications: Prevent.of tachyarrhythm.assoc. with WPW-syndr.& other paroxysm. tachyarrhythm. incl.supraventric., nodal & ventric. tachycard., atrial flutt.& fibrillat., ventric. fibrillat.when other meds.cannot be used.

(S4) TABS, 32/6.2/0650, 0651

863157-009: 100 mg, 30, R258,00
863165-001: 200 mg, 30, R297,00
Dosage: Indiv. High init.dos.necess.as onset of act.slow. Init: 200 mg 3xdly.x1 wk., then 200 mg 2xdly.x1 wk. Maint: 200 mg dly.or less if appropr. Review regular. Use minim.effect.dos.
Contraindications: Iodine sens., sinus bradycard., sino-atrial heartblock, sev.conduct. disturbs.unless in conjunct. with pacemak., thyr. dysfunct., meds.prolong.QT interv., hypokalaem., MAOI, sev.resp.fail., pregn.& lactat., concom.moxifloxacin

Side effects: Freq: Hypothyroid., hyperthyroid., decr.libido,extrapyramid.trem., nightmares, sleep disords., corn.microdepos.assoc.with col.halox in dazz.light/blurr.vis., mod.bradycard., non product. cough & dyspn.oft. 1st signs of pulm.toxic.incl. interstit.pneumonit./pleurit.& BOOP, weight loss, fev., asthen., N&V, dysgeus., constipat., incr.mod. ser.transamin., ac.liv.disords.with high ser. transaminas. &/jaund.incl.hepat.fail.poss.fatal, photosens.with incr.sunburn tendency., pseudocyanos., eczema, musc.weakn. Less freq: Thrombocytopen., haemolyt.anaem., aplast. anaem., neutropen., agranulocytos., SIADH, hallucinat., periph.sensimot.neuropathy &/ myopathy, vertigo, benign intracran.hypertens., cerebr. atax., headache, optic neuropathy &/optic neurit.poss.progress.to blindn., arrhythm.onset/ worsen.somet.follow.by card.arrest, conduct. disturbs., mark.bradycard./sinus arrest in pts.with sinus node dysfunct.&/elderly, vasculit., bronchosp. in sev.resp.fail.esp.asthmat., pulm. haemorrh., poss.fatal ARDS most.aft.surg., dry mouth, chron.liv.dis.pseudo alcohol.hepatit., cirrhos., erythema dur.radiat.ther., erythema nodosum, non specif.skin rash., exfoliat.dermatit., alopec., epididymo-orchit., impot., fatig., incr.bld. creatin. Freq.unknown: Angioneurot.oed., anaphylact. shock/anaphylact.react.incl.shock, decr. appetite, confus.state/delirium, Parkinson., parosmia, Torsades de pointes, ventric.fibrillat. flutter, pancreatit., ac.pancreatit., urticar., tox. epiderm.necrolys., SJS, bull.dermatit., DRESS, lupus like syndr., granuloma incl.of bone marrow

Special warnings and precautions: Elderly with partic.att.to thyroid funct., caref.supervis.of long term ther.as ser.reacts.poss.delay., gen. anaesth.& high dos.O2 ther., exist.HF, discont.with 2nd/3rd degr.AV block/sino-atrial block/bifascicul. block, peform ECG & ser.K+ lev.bef.init.re-eval.ther. if indiv.paramet.deteriorat./incr.freq.or severity of arrhythm.occur, reg.assessm.of pacemak.funct.aft. ther.init./posology chang., concom.sofosbuvir in conjunct.with anoth.hepatit.C –virus direct act. antivir. eg declatasvir/simeprev/ledipasvir not recomm.but if unavoid.close contin.monit.aft. init.x48 hrs.& pts.warn.of bradycard.& heart block sympts., monit.liv.funct.dur.& aft.treatm.reduc. dos./ discont.if transamin.incr.exceed 3x norm. range, moderat.of alcoh.intake advis., reg.opthalm. examin., caref.clinic.evaluat.of resp.status.bef. init.ther.& at 3-6 mnth interv., pulm.toxic.usuall. revers.follow.early withdr.with/-out corticoster. ther., monit.thyr.funct.prior & reg.dur.& aft. discont., withdr.in case of hyperthyroid., avoid. sunlight & UV light applicat.expos.even aft.withdr., avoid in porphyr., glycaem.control of diab.mellit., lact.intol., avoid grapefruit juice, pass.the placenta, plan begin.of any pregn.6 mnths.aft.end. ther., excret.in breast milk, reactiv.poss.changes to impair.driv./perform. complicat.tasks.

Interactions: Oral anticoags./phenyt.& high.prot. bound meds.plasma conc.rais., digox.plasma conc. rais., incr.risk of torsade de pointes with drugs which prolong QT interv./induc.hypokalaem., QTc interv.prolongat. with/ -out torsades de pointes with fluoroquinolones, negat.chronotrop.& dromatrop. propert.of ß-block.& Ca chan.block. potent., potent.sev.complicat.with gen. anaesth.& high dos.O2 ther., incr.expos.of CYP1A1/ CYP1A2/ CYP3A4/ CYP2C9/ CYP2D6/P-glycoprot.& P-gP substrates, bleed.risk with dabigatran, ciclospor. plasma lev.incr., fentanyl effs.poss.potent., CYP3A4 & CYP2C8 inhibit.inhib.metabol. incr. expos., poss.ser.symptomat.bradycard.with concom. sofosbuvir in conjunct.with anoth. hepatit.C –virus direct act. antivir.
 XE "Inderal" INDERAL, AstraZeneca Pharmaceuticals (Pty) Ltd
See Section 7.4.2
 XE "Isoptin" ISOPTIN, Abbott Laboratories South Africa (Pty) Ltd
See Section 7.4.1
 XE "Lignocaine-HCl B Braun" LIGNOCAINE-HCl B BRAUN, B Braun
Medical.

Lignocaine HCl.

Indications: Ventric.arrhythm.follow.card.infarct. / gen anaesthes., dur.card.cauterisat.& open heart surg.

(S4) INJ. 2%, 39/4/0437, 20 mg/ml.

709418-001: 20x5 ml amps, R86,49
Dosage: Ventric.arrhythm: Slow IVI 50-100 mg over 2 mins. Poss.necess.to rep.dos.aft.20-30 mins. OR Give load.dos.follow.und.ECG control by 0,1% or 0,2% infus.of 1-4 mg/min.x12-48 hrs.

Contraindications: Amide type loc.anaesthet. hypersens., heart block, sev.card.conduct. disturbs., ac.heart fail., hypovolaem.shock, hypotens. unrelat.to treatable tachyarrhythm., myasthen.grav., safey in pregn.& lactat.not est.

Side effects: Allerg.contact dermatit., burn., sting., tendern., urethrit., CNS stimulat., drowsin., lassit., amnes., CV syst.depress., arrhythm., bradycard., card.arrest, anaphylax., methaemoglobinaem., tong.& perioral regn.numbn.

Special precautions: Concom.propanol./ diltiazem/ verapamil & cimetidine, childr./elderly & debilitat., liv.dis., poss.precipitat.seiz.in epilept., card.condits., imp.resp.funct.
Drug interactions: Anti-arrhythm.agents( eg. mexiletine/tocainide) incr.cardiotox.risk, propanol /diltiazem & verapamil reduc.plasma clear., addit. effs.on cardiovasc.& CNS syst., poss.toxic.lev.with cimetidine, addit.card.depress.eff.with ß-block./ other anti-arrythm.& IV phenytoin, hypokalaem. produc.by acetazolamide/loop diuret.& thiazides antagon.effs.
 XE "Remicaine" REMICAINE, Adcock-Ingram Healthcare (Pty) Ltd
See Section 2.2
 XE "Tambocor" TAMBOCOR, iNova [P/S] 
Flecainide acet.
Indications: Sust.ventric.tachydysrhythm, AV nodal reciprocat.tachycard., Wolff-Parkinson White syndr.& simil.condits.with access.pathway & antero / retrograde conduct., paroxysm.atrial fibrillat. in pts.with disabl.sympts., prem.ventric. contracts.non-sustain.ventricul.tachycard.caus. disabl. sympts., maint.of norm.rhythm.follow. other convers.

(S4) TABS, [P/S] S/6.2/17.

813915-007: 100 mg, 60, R775,56

Dosage: Supra-ventric.dysrhythm: Init. 50 mg 2xdly, most pts.control., however may be incr.to max. 300 mg dly.

Ventric.dysrhythm: Init. 100 mg 2xdly.with max. of 400 mg dly., progress.reduc.dos.aft. 3-5 days to low. control.level. Init.treatm.in hosp.

(S4) INJ, [P/S] S/6.2/16. 10 mg/ml.

813869-005: 1x5 ml amps, R973,45
Dosage: IV use only.

Bolus inj: In emerg./for rapid effect: Slow IVI of 2 mg/kg over not less than 10 mins.,or in div.dos.

IV infus: When prolong.parenter.admin.reqd. Init. therapy by slow inj.of 2 mg/kg over 30 mins. then continue with IV infus.at 1,5 mg/kg per hour for 1st hr.& at 0,1-0,25 mg/kg/hr.dur.2nd.& later hrs. Infus. should not exceed 24 hrs. Max. cumulat. dos. in 1st 24 hrs.not to exceed 600 mg.

Contraindications: CF, rec./hist.of MI with asymptomat. ventricul.ectopics/asymptomat. nonsustain. ventric.tachycard., pregn.& lactat., long stand.atrial fibrillat., haemodynamic signific. valvul. heart dis., cardiogen.shock & unless pacing rescue avail.in sinus node dysfunct., atrial conduct. defects, 2nd degr./great.AV-block., bundle branch/ distal.block.
Side effects: V.common: Giddin., dizz., light-headedn., periph. neuropathy, paraesthes., atax., double/blurr.vis. Common: Pro-dysrhythm.eff. partic.with struct.heart dis/signific.L.ventric. impairm., 1:1 AV conduct.follow.init.atrial slow. Uncommon: Corn.deposits. Rare: N&V, jaund., elev.liv.enzym., photosens. V.rare: pneumonit., pulm.fibros., interstit.lung dis.
Warnings and special precautions: Correct pre-exist.hypo-/hyperkalaem., use only in hepat. impairm.if potent.benefits outweigh risks with plasma monit.recomm., perman.pacemakers/ tempor. pacing electrod., diffic.in obtain.ventric. threshholds of less than 1 volt at init.implantat., predisposit. to card.fail., dffic.exper.in defibrillat. some pts., ac onset of atrial fibrillat.follow.card. surg., post MI pts.with asymptomat.ventric. dysrhythm., elderly, childr.und.18 yrs., contin.ECG monit. when bolus dos.admin., admin.more slow. to pts.in sustain.ventric.tachycard., with card.fail. hist.when decompensat.poss.give init.dos.over 30 mins., plasma lev.monit.with IV infus.& upper edge dos.range.

Interactions: Class 1 antiarrhythm./Ca chann. blocks. with antiarrhythm.activ.not recomm., plasma digox.lev.rise, poss. addit. negat.eff.of ß-block.& other card.depress., incr. eliminat.rate with known enzyme induc., incr. plasma lev.& half-life with cimetidine, twofold or more incr.in plasma lev.with amiodarone.

(S4) CR CAPS, [P/S] 37/6.2/0199, 0201

Indications: Init. in hosp.for control of sust. ventric.tachydysrhythm., AV nodal reciprocat. tachycard., Wolff-Parkinson White syndr.& simil. condits.with access.pathway & antero / retrograde conduct., paroxysm.atrial fibrillat.in pts.with disabl. sympts., prem.ventric.contracts.&/non-sustain. ventric.tachycard.caus.disabl.sympts., maint.of norm.rhythm.follow.other convers.

717802-001: 100 mg, 30, R387,78
717803-001: 200 mg, 30, R775,56
Dosage: Admin.as once dly.dos. Dos.may be incr./ decr.in steps of 50 mg/day. Min.4-5 days necess.to est.new steady state plasma lev.aft. modificat.
Supraventric.tachycard: Init.dos: 100 mg/ day consid.incr.only aft.4-5 days. Optim.dos: 200 mg/ day. Max.dos: 300 mg/day.

Ventric.tachycard: Usual dos: 200 mg/day consid.incr.only aft.4-5 days. Max.dos: 300 mg/ day.

High risk pts: Init.dos.not to exceed 100 mg/24 hrs. Range: 50-100 mg/24 hrs.

Change over: Bas.on tot.dly.dos.of Tambocor tabs.

Contraindications: Old or ac.MI, HF regard.of type of dysrhythm., compl.(L) bundle branch block, bifascicul.block, 2nd & 3rd degr.AV block, sinus node dysfunct.& atrial dis.in absence of pacing, long stand.atrial fibrillat., haemodynamic signific. valvul.heart dis., gen.not recomm.with concom. class 1 dysrhythm.

Side effects: V.common: Dizzin., light-headedn., double/blurr.vis. Common: Pro-dysrhythm.eff. partic.with struct.heart dis/signific.L.ventric. impairm., dyspn., asthen., fatig., pyrex., oed. Uncommon: 1:1 AV conduct.with incr.heart rate with atrial flutter, N&V, constipat., abdom.pain, decr.appetite, diarrh., dyspeps., flatul., allerg. dermatit.incl.rash, alopec. Rare: Paraesthes., atax., hypoaesthes., hyperhidros., syncope, trem., flush., somnol., headache, periph.neuropathy, convuls., dyskines., pneumonit., elev.liv.enzym. with/-out jaund., ser.urticar. V.rare: Corn. deposits., photosens. Freq.not known: Dos.relat. PR & QRS interv.incr., alt.pac.threshold, 2nd & 3rd degr.AV block, card.arrest, bradycard., CF, CHF, chest pain, hypotens., MI, palpitat., sinus pause/ arrest, tachycard., ventric.fibrillat., demask.pre-exist.Brugada syndr., pulm.fibros., interstit.lung dis., hepat.dysfunct., arthralg., myalg.

Special warnings and precautions: Induc.more sev.dysrhythm., incr. freq.of pre-exist.dysrhythm., worsen. sympts., elderly, discont.treatm.in the case of more numerous/ polymorph.ventricul. premat. complexes, hist./sympts.of HF, difficulty exper.in defibrillat.some pts with most cases report. pre-exist.heart dis., incr.mortal.risk of post MI pts.with asymptomat.ventric.arrhythm., pre-exist. conduct. disords., discont.if AV block/ perman. complete branch block/sinoatrial block occur dur. treatm., decr.dos. if QRS complexes widen by more than 25% of baseline values, ECG monit.with dos.modificat./ concom.treatm.affect. card.conduct. esp.with pre-exist.conduct.disords., perman.pacemak./tempor.pac.electrod., do not admin.in exist.poor threshold/non-programm. pacemak. unless pacing rescue is avail., consid. discont. if ECG changes dur.treatm.poss.indic. Brugada syndr., correct pre-exist.hypo-/ hyperkalaem. or hypomagnesaem., ren.insuffic., do not use in signific.hepat.impairm.& plasma monit. recomm.in these circumst., correct sev.bradycard./ pronounc.hypotens. bef.admin., avoid in struct. organ. heart dis./abnorm.(L) ventric.funct., atrial fibrillat. ac.onset follow.card.surg., close monit. when switch.to diff.formulat.as it is a narr. therapeut. index med., insuffic.evid.in childr.und.18 yrs., safety in pregn.& lactat.not est., eval.effs. bef.driv./perform.complicat.tasks.
Interactions: Incr.adverse card.effs.with Class I anti-dysrhythm., combinat.with other anti-dysrhythm. of other class.only except.indicat.& usually very delic.requir.close clinic.& ECG monit., concom.meds.with negat.inotrop./bradycard. propert. and/or slow.AV or intraventric. conduct. req. close clinic.& ECG monit. part.in elderly & when init.treatm., meas.digox.plasma lev.in digitalis. pts.not less than 6 hrs.aft.any digox.dos. bef. or aft.Tambocor CR admin., incr.plasma lev. with cimetidine, poss life threaten.advers.events caus.by incr.plasma conc., incr.plasma lev.with anti-depress./quinine/ritonavir/lopinavir & indinavir, incr.elimin.rate with phenyt./ phenobarbit.& carbamazepine, incr.arrhythm.risk with clozapine/mizolastine & terfanadine, hypokalaem.from diuret.giv.rise to card.toxic., co-admin.bupropion with meds.metabol.by CYP2D6 isoenzym.incl.Tambocor CR with caut.
 XE "Tenormin" TENORMIN, AstraZeneca Pharmaceuticals (Pty) Ltd
See Section 7.4.2
 XE "Verapamil 40 Oethmaan" VERAPAMIL 40 OETHMAAN, Oethmaan Biosims (Pty) Ltd
See Section 7.4.1
7.3
Anti-hypertensives (Single agents and combinations including diuretic combinations)
7.3.1
Central acting sympathetic nervous system inhibitors
(See also 16.1)

 XE "Cynt" CYNT, Abbott [P/S]
Moxonidine.

Indications: Mild to mod.essent.hypertens.

(S3) TABS, 32/7.1.3/0136, 0138

712382-001: 0,2 mg, 28, R263,59
712383-001: 0,4 mg, 28, R266,90
Dosage: Init: 0,2 mg in the morn. Dos.may be titrat. aft.3 wks.to 0,4 mg as sngl dos.or div. morn. & even.till satifact.respon.achiev. Do not exceed sngl. dos. of 0,4 or 0,2 mg 2xdly.morn.& even.

Contraindications: Angioneurot.oed.hist., sick sinus syndr., sino-atrial block, 2nd/3rd degr. AV block, bradycard.(<50 beats/min.at rest), life threaten.dysrhythm., sev.HF/coron.artery dis./ unstab.ang., sev.liv.dis./ren.dysfunct., intermitt. claudificat., Raynaud’s/Parkinson’s dis., epilept. disords., glauc., depress., pregn.& lactat., childr.bel.18 yrs., safety & effic.with concom.alcoh.or TCA’s not est.

Side effects: CNS effs., hypotens., postur. hypotens., dry mouth, naus., skin rash, itch., angioed., asthen.

Special precautions: If used in combinat.with ß-block.& treatm.has to stop the ß-block.must be stop.first then withdr.Cynt a few days later, monit. eff.in mod.ren.dysfunct., avoid abrupt discont. grad.withdr.over 2 wks., lact.intol., excret.in breast milk.

Drug interactions: Hypotens.eff.enhanc.by hydrochlorothiaz., effs.of sedat.& hypnot.poss intensif., TCA’s poss.reduc.effectiven.

 XE "Hy-Po-Tone" HY-PO-TONE, (Aspen Pharmacare) Pharmacare [P/S]

Methyldopa.

Indications: Essen.hypertens.

(S3) TABS. K/7.1.3/90, 209.

732052-009: 250 mg, 100, R126,74
732052-017: 250 mg, 500, R633,72
732079-004: 500 mg, 100, R469,21
Dosage: Init.250 mg 2-3xdly for 1st 48 hrs, thereaft. adjust in 48 hr.interv.till adeq.respon. usual. 0,5-2 g dly. Childr: 10 mg/kg bm dly.in div.dos.

Contraindications: Imp.liv./kidn.funct., liv.dis. hist., ac.hepat.dis., depress., phaeochromocytoma, porphyr., MAOI’s, safety in pregn.& lactat.not est.

Side effects: Bld.disords., drug fev., jaund., psych. disords., CNS eff., headache, invol.chorioathetot. movem., Bell’s palsy, parkinson., oed., bradycard., postur. hypotens.with weakn./dizzin./ lightheadedn., myocardit., ang.pect. aggravat., GI disords., pancreatit., saliv.gland inflamm., black/ sore tong., fatal hepat.necros., skin reacts., arthralg., myalg., uraem., SLE-like condit., imp.sex. funct., incr.ser.prolact.lev.with breast enlargem./ lactat., nas.stuffin., darken.urine.

Special precautions: Cross.placenta, pass.into breast milk, anaesth., Li toxic., concom.other potent.hepatox.agents esp.halothane not advis., liv. damage aft.longt.admin., LFT at interv.dur.1st 6-12 treatm.wks./if unexpl.fev.devel.

Drug interactions: Reduc.eff.with phenothiazin./ sympathomimets./imipramine/other TCA’s/ MAOI’s.

 XE "Physiotens" PHYSIOTENS, Abbott [P/S]
Moxonidine.

Indications: Mild to mod.essent. hypertens.

(S3) TABS, 32/7.1.3/0139, 0140, 0141

851892-019: 0,2 mg, 28, R345,97
851906-001: 0,3 mg, 28, R345,97
851914-004: 0,4 mg, 28, R345,97
Dosage: Init: 0,2 mg in the morn. Dos.may be titrat. aft.3 wks.to 0,4 mg as sngl dos.or div. morn. & even.till satifact.respon.achiev. A sngl. dos. of 0,4 or 0,2 mg 2xdly.morn.& even.not to be exceed.

Contraindications: Angioneurot.oed.hist., sick sinus syndr., sino-atrial block, 2nd/3rd degr. AV block, bradycard.(<50 beats/min.at rest), life threaten. dysrhythm., sev.HF/coron.artery dis./ unstab. ang., sev.liv.dis./ren.dysfunct., intermitt. claudificat., Raynaud’s/Parkinson’s dis., epilept. disords., glauc., depress., pregn.& lactat., childr. bel. 18 yrs., safety & effic.with concom.alcoh.or TCA’s not est.

Side effects: CNS effs., hypotens., postur. hypotens., dry mouth, naus., skin rash, itch., angioed., asthen.

Special precautions: If used in combinat.with ß-block.& treatm.has to stop, the ß-block.must be stop.first then withdr.Physiotens few days later, monit.eff.in mod.ren.dysfunct., avoid abrupt discont., grad.withdr.over 2 wks., lact.intol., excret.in breast milk.

Drug interactions: Hypotens.eff.enhanc.by hydrochlorothiaz., sedat.& hypnot.effs.poss intensif., TCA’s poss.reduc.effectiven.

7.3.2
Alpha-receptor blockers
 XE "Alfuwin XL" ALFUWIN XL, Zentiva [P/S]

Alfuzosin

Indications: Funct.sympts.of benign prostat. hyperplas., adjunct.with urethral catheterisat.for ac.urin.retent.relat.to benign prostat. hyperplas.,

(S4) XL TABS, 41/5.2/0740

716113-001: 10 mg, 30, R476,86
Dosage: Admin.aft.meals.swallow.whole. Do not crush/crunch/chew/grind tab.

Adults: BPH: 1 tab.dly.

Adjunct.urin.retent: 1 tab.dly. from 1st day of catheterisat.

Contraindications: Orthostat.hypotens., other concom.alpha1-adrenocept.block., hepat.insuffic., sev.ren.insuffic., childr., 

Side effects: Postur.hypotens., faintn., GI disturbs., dry mouth, dizzin., headache, vertigo., drowsin., malaise, tachycard., syncope, palpitat., rash, prurit., asthen., flushes, oed., chest pain.

Special precautions: Warn pts.of poss. orthostat. hypotens., cont.coron.artery dis. treatm., discont.if ang.pect.reappears/worsens, where prev. pronounc.hypotens.respons.to other alpha1-block.exper.

Drug interactions: Poss postur.hypotens.with antihypertens.meds.& alpha1-adrenocept.block., concom.nitrates, decr.BP.with gen.anaesth.

 XE "Beniprosin" BENIPROSIN, Unicorn Pharmaceuticals (Pty) Ltd
See Section 16.5
 XE "Cardugen" CARDUGEN, Mylan [P/S]

Doxazosin.
Indications: Mild to mod.hypertens., urin.outflow obstruct.& sympts.assoc.with BPH.

(S3) TABS, 34/7.1/0271, 0273

701425-001: 1 mg, 30, R68,40
701426-001: 4 mg, 30, R71,42
Dosage: Hypertens: Init: 1 mg once dly. Depend. on respons.incr.aft. 1-2 wks to 2 mg and then at similar interv.to 4 mg, 8 mg and 16 mg to achieve desir.respons. If adeq.control.not achiev.with sngl.agent may be combin.with thiazide diuret./ß-block.

BPH: Init: 1 mg once dly. Depend.on urodynam.& BPH symptomatology dos may be.incr.at interv.of 1-2 wks to 2 mg and then to 4 mg, with max.of 8 mg. Usual recomm.dos is 2-4 mg dly.

Contra-indications: Safety in pregn.& lactat.not est., no exper.in childr.

Side-effects: CNS effs., hypotens., oed., asthen., abnorm.vis., chest pain, GI disturbs., dry mouth, dyspn., palpit., rash, rhinit., sex.dysfunct., tachycard., malaise, urin.incontin., priap., impot., ang. pect., MI, CVA, card.arrythm., blurr.vis., allerg. reacts., hepatit., jaund., epistax.
Special precautions: Monit.BP of BPH pts., imp. liv.funct.

 XE "Cardura XL" CARDURA XL, (Viatris Healthcare) Upjohn [P/S] 
Doxazosin.
Indications: Mild to mod.hypertens., reduc.urin. flow & sympts.assoc.with BPH.
(S3) TABS, 32/7.1/0556, 0557

869856-006: 4 mg, 30, R358,29

869864-009: 8 mg, 30, R495,63

Dosage: For pts est.on convent.tabs.of 1-4 mg dly.maybe control.on XL 4 mg & those est.on convent.8 mg may be control.on XL 8 mg. Swallow whole.

Hypertens: 4 mg once dly.,incr.if necess.to 8 mg once dly.accord.to respon. Use in combinat.with a thiazide diuret./ß-block.if neccess.

BPH: 4 mg once dly. Depend.on urodynam.& BPH symptomatology dos may be.incr.at interv.of 1-2 wks. to 8 mg dly.

Contraindications: Quinazoline hypersens., hist. of GI/oesophag. obstruct., decr.in GIT lumen diam., safety in pregn./lactat./childr.not est.

Side effects: Dizzin., palpit., tachycard., vertigo, GI disturbs., dry mouth, asthen., chest pain, periph. oed., RT & UT infects., back pain, myalg., headache, somnol., cystit., urin.incontin./disords., cough., dyspn., rhinit., prurit., hypotens., postur. hypotens., leucopaen., thrombocytopaen., ang. pect., MI, card. dysrythm., tinnit., blurr.vis., intra-operat.floppy iris syndr., fatig., malaise, cholestas., hepatit., jaund., allerg.reacts., abnorm. LFT, weight incr., arthralg., musc.cramps/weakn., CVA, anx., depress., insomn., agitat., nervousn., impot., gynaecomast., priap., retrogr.ejaculat., epistax., skin rash, alopec., purpura, urticar., hot flushes, plasma conc of triglycerides./tot.& LDL cholest. reduc. & HDL cholester.incr., bradycard., influ.-like sympts., pain, anorex., paraesthes., hypoaesthes., trem., syncop., bronchosp.aggrav.

Warnings and special precautions: Caut.pt.of poss. postur.hypotens., concom.PDE-5 inhibit.as symptomat. hypotens.poss., imp.liv.funct., intraoperat. floppy iris syndr.dur.cataract surg.

 XE "Carzin XL" CARZIN XL, Pharma Dynamics [P/S]

Doxazosin
Indications: Mild to mod.hypertens., urin.outflow obstruct., sympts assoc.with BPH.

(S3) TABS, 41/7.1/0557

714292-001: 4 mg, 30, R172,31
Dosage: Hypertens: Usual dos: 4 mg once dly. If necess.may be incr.to 8 mg once dly. If adeq. control. not achiev.with sngl.agent may be combin. with thiazide diuret./ß-block.

BPH: Usual dos: 4 mg once dly. Depend.on indiv. urodynam.& BPH symptomatology dos may be incr. to 8 mg once dly. Recomm.titrat.interv.1-2 wks.

Contraindications: Other quinazoline hypersens., GI/oesophag.obstruct.hist.or any degr.of decr.GIT lumen diamet., safety & effic.not est.in childr., not recomm.in sev.hepat.impairm., safety in pregn.& lactat.not est.

Side effects: Leucopen., thrombocytopen., depress., CNS effs., anx., insomn., agitat., nervousn., hallucinat., confus., paranoia, vertigo, headache, hypoesthes., paraesthes., blurr.vis., arrhythm., palpit., tachycard., bradycard., MI, chest pain, ang.pect., hypotens., orthostat.hypotens., periph. oed., CVA, syncope, vertigo, hot flush., dyspn., RTI, rhinit., aggrav.bronchosp., weight incr., GI disturbs., anorex., diaphores., dry mouth, naus., hepatit., jaund., abnorm.LFT, skin rash, prurit., urticar., allerg.reacts., angioed., back pain, myalg., arthralg., musc.cramps/weakn., UTI, dysur., haematur., painf.urinat., cystit., urin.freq.changes, noctur., urin.incontin., priap., impot., erect. dysfunct., gynaecomast., asthen., alopec., fatig., malaise, redden.sclera, lichen planus, tinnit.

Special precautions: Coron.insuffic., discont.if sympt.of ang.pect.develop./worsen, mild to mod. imp. hepat./ren.funct., poss.syncope aft.init.dos./ incr. dos.in symptomat.hypotens., excl.prostate Ca bef.init.ther.

Drug interactions: Hypotens.eff.potent.by diuret. /other antihypertens./alcoh.or other meds.caus. hypotens., sympathomimet.& NSAID’s reduc. hypotens.eff.

 XE "Flomax" FLOMAX, Astellas Pharma (Pty) Ltd
See Section 16.5
 XE "Hytrin" HYTRIN, Abbott [P/S]

Terazosin.
Indications: Mono/combinat.therapy for mild to mod.hypertens., symptomat.treatm.of urin. obstruct.caus.by benign prostat.hyperplas.(BPH) where convent.treatm.cannot be implem.

(S4) TABS. 27/7.1/0519, 0520, 0521, 0522

806358-009: 1 mg, 10, R144,37
806366-028: 2 mg, 28, R330,38
806374-004: 5 mg, 28, R602,09
810207-001: 10 mg, 28, R1 046,94
Dosage: Indiv.accord.to respons.

Init: 1 mg at bedt.to minimise potent.hypotens.

Maint.Hypertens: Incr.sngl.dos.by doubl.dos.at wkly.interv.to max. 20 mg/day. Usual maint: 1-5 mg dly.

BPH: Usual recomm.dos: 5-10 mg once dly. Incr.dos.grad.to desir.respons. Always instit. therapy at init.dos.regimen.even aft.discontinuat. of sev.days. Re-titrat.dos if given in combinat.with other antihypertens.
Contraindications: Sudd.death when giv.to pts. in CCF, pts.with micturit,syncope hist., safety in pregn.& lactat.not est.

Side effects: Hypotens., postur.hypotens., syncope in assoc.first /first few dos., CNS eff., nas. congest., naus., periph. oed., blurr.vis., tachycard., palpitat., somnol., dyspn., impot., urin. incont., thrombocytopen., atrial fibrillat., priapism.

Special precautions: Other anti-hypertens.

 XE "Rantral MR" RANTRAL MR 10, Ranbaxy [P/S]

Alfuzosin HCl

Indications: Funct.sympts.of benign prostat. hyperplas.

(S4) MOD.REL.TABS, A40/5.2/0392

715829-001: 10 mg, 30, R312,20
Dosage: Admin.aft.meals.swallow.whole.

Adults: 1 tab.dly.

Contraindications: Orthostat.hypotens., other concom. alpha1-adrenocept.block., hepat.insuffic., sev. ren.insuffic., childr., safety & effic.in pregn.& lactat. not est.

Side effects: Postur.hypotens., faintn., vertigo., dizzin., headache, drowsin., syncope, tachycard., palpitat., oed., flushes, chest pain., GI disturbs., dry mouth, rash, prurit., asthen., malaise.

Special precautions: Cont.coron.artery dis. treatm., discont.if ang.pect.reappears/worsens, not indicat.in elderly./treat.hypertens.pts.as 5 mg dos. form not avail.

Drug interactions: Poss postur.hypotens.with antihypertens. meds.& alpha1-adrenocept.block., decr.BP.with gen.anaesth.

 XE "Tamsul" TAMSUL, Aspen Pharmacare
See Section 16.5
 XE "Urodoxa" URODOXA, Aurobindo [P/S]

Doxazosin.
Indications: Mild to mod.hypertens., urin.outflow obstruct.& sympts.assoc.with BPH.

(S3) TABS, 45/7.1/0152

3000184-001: 4 mg, 30, R71,43
Dosage: Hypertens: Init: 1 mg once dly. Depend. on respons.incr.aft. 1-2 wks to 2 mg and then at similar interv.to 4 mg, 8 mg and 16 mg to achieve desir.respons. If adeq.control.not achiev.with sngl. agent may be combin.with thiazide diuret./ß-block.

BPH: Init: 1 mg once dly. Depend.on urodynam.& BPH symptomatology dos may be.incr.at interv.of 1-2 wks to 2 mg and then to 4 mg, with max.of 8 mg. Usual recomm.dos is 2-4 mg dly.

Contraindications: Other quinazoline hypersens., hist. of orthostat. hypotens., BPH pts.with concom. congest. of upper UT/chron.UTI/bladd.stones., monother. in pts.with either overfl.bladd./anuria/ without progress.ren.insuffic., safety & effic.not est.in childr., safety in pregn.& lactat.not est., lact.intol.

Side effects: Freq: Dizzin., vertigo, headache, asthen. Less freq: Nervousn., somnol., cardiac dysrhythm., palpitat, tachycard., hypotens., dyspn., rhinit., nausea, abdom.pain., priapism. Unknown freq: Thrombocytopen., leukopen., allerg.reacts., depress., insomn., agitat., tremor, paraesthes., postur. dizzin., blurr./abnorm.vis., MI, ang.pect., cerebrovasc. accid., epistax., diarrh., dry mouth, vomit., jaund., hepatit., cholestas., skin rash., prurit., purpura, haematur., urin.incont., sex. dysfunct., impot., fatigue, malaise, chest pain, oed., abnorm. LFTs.

Warnings and special precautions: Not recommend. for treatm.of HF caus.by mechanic. obstruct. incl. aortic stenos./mitral valve stenos./ pulm. embol./restrict.pericard.dis., discont.if sympt. of ang.pect.develop./worsen, poss.syncope aft. init.dos./incr.dos.in symptomat.hypotens., mild to mod. imp.hepat./ren.funct., elderly, intraoperat. floppy iris syndr.risk.dur.cataract surg., excl. prostate Ca bef.init.ther., init.concom.PDE-5 inhibits. at low.dos., eval.BP routinely in BPH pts.

Interactions: Hypotens.eff.potent.by diuret. /other antihypertens./PDE-5 inhibits/alcoh.or other meds. caus. hypotens., sympathomimet.& NSAID’s reduc. hypotens.eff.
 XE "Xatral XL" XATRAL, Sanofi-Aventis [P/S]

Alfuzosin

Indications: Funct.sympts.of benign prostat. hyperplas., adjunct.ther.with urethral catherisat.for ac.urin.retent.relat.to BPH

(S4) XL TABS, 35/5.2/0074

701590-001: 10 mg, 30, R639,49
Dosage: Admin.aft.meals.swallow.whole.

Benign prostat. hyperplas: 1 tab.dly.

Ac.urin.retent: 1 tab.dly.taken.from 1st day of catherisat.

Contraindications: Orthostat.hypotens., other concom.alpha1-adrenocept.block., hepat.insuffic., sev.ren.insuffic., childr.

Side effects: GI disturbs., faintn., headache, vertigo., drowsin., malaise, tachycard., postur. hypotens., palpitat., ang.pect.with pre-exist. cornon. artery dis., intraop.floppy iris syndr., rhinit., hepatocellul.injury, cholestat.liv.dis., rash, prurit., urticar., angioed., asthen., flushes, oed., chest pain, priapism.

Special precautions: Symptomat.orthostat. hypotens., do not prescrib.alone to coron.pts., cont. coron.insuffic.treatm., discont.ther.if ang. pect.reappears/worsens., prev.pronounc. hypotens. respons.to other alpha1-block., advis. ophthalm.surg.of curr./past alpha1-block.ther.to prev.poss.incr.procedur.complicat.risk, take into acc.combin.with nitrates.

Drug interactions: Poss postur.hypotens.with antihypertens.meds., decr.BP.with gen.anaesth., bld.lev.incr.with potent. CYP3A4 inhibit.

7.3.3
Beta-receptor blockers
CARDICOR (MDR Listing)

EMCOR (MDR Listing)
 XE "Adco-Atenolol" ADCO-ATENOLOL, Adcock-Ingram Healthcare (Pty) Ltd
See Section 7.4.2
 XE "Adco-Bisocor" ADCO-BISOCOR, AI Pharm Ltd [PWR]
Bisoprolol hemifumarate

Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS. 37/5.2/0010, 0011

703913-001: 5 mg, 30, R47,10
703914-001: 10 mg, 30, R81,31
Dosage: Adults: Indiv. 5 -10 mg once dly.in the morn. Max.recomm.dly.dos.20 mg. Sev.ren./hepat. impairm: max.10 mg.

Contraindications: Uncontr.asthma/card.fail., 2nd & 3rd degr.heart block & bradycard., pregn.& lactat., metabol.acidos., sinus bradycard.(less than 50 bpm), phaeochromocyt., hyperthyroid., caut.esp. in asthma/ bronchit./chron.resp. distress/periph. vasc. dis./Raynaud’s phenom., reduc.dos.in elderly/ ren.dysfunct., poss.ang. pect./hypertens. aggravat. if dos.reduc.dur.peri-op per., norm. tachycard. respons.to hypovolaem./bld.loss poss. obscur. dur./aft.surg., hypoglycaem.S&S poss. mask./ dimin.respons.in diab.mellit.

Side effects: Bld.disords., hypoglycaem., hypercholesterolaem., CNS effs.incl. dizzin., headache, hallucin., psychos., cold extremit., hypotens., paradox.hypertens., paraesthes., vis. disturbs., CV effs.incl.CCF/ heart block/mark. bradycard./ periph.vasc.dis.exacerbat./Raynaud’s phenom., fluid retent., periph.gangr.poss.precipit., bronchoconstrict. in pts.with chron.pulm.dis., GI/ metabol. disturbs., stomatit., mass gain, rais.liv. enzym., skin/hypersens.reacts., alopec., musc. cramps, myopathy, skelet.musc.weakn., trans.hear. loss, sex.impot.

Warnings and special precautions: Safety & effic. in childr.not est., anaesth./surg., sev.ren. impairm., concom.Class 1 antidysrhythm. agents/ myocard.depress./AV conduct.inhibits., clonidine transf., concom.verapamil.in pts.with imp.ventric. funct., not to be giv.in conduct.abnormalit., neith. drug to be giv.IV with.48 hrs.of discont.the other, concom. IV Ca antagon. & antiarrythm.not recomm., tachycard.assoc.with hypoglycaem. modif., alpha-adrenerg.block.treatm.in phaeochromocytoma, ang.pect.exacerbat.in ischaem. heart dis.in case of abrupt ther. discont., grad. withdr., limit.phys.activ.dur.withdr.per., floppy inft.syndr.if admin.shortly bef.birth/ dur.labour.

Interactions: Poss.life-threat.react.with hypoglycaem. agents/phenothiazin. & var.anti-arrhythm.agents, ß-adrenocept.stimulat.agents may antagon.effs., life-threat.vasoconstrict.with concom.alpha-adrenocept.stimul.& adrenerg. neurone block.agents, monit.pt.respons./pulse rate with concom.digox.in CHF pts.
 XE "B-Block" B-BLOCK, Unicorn Pharmaceuticals (Pty) Ltd
See Section 7.4.2
 XE "Bilocor" BILOCOR, Pharma Dynamics [PWR]
Bisoprolol fumarate 

Indications: Mild to moder.hypertens., ang.pect.

(S3) TABS, 38/5.2/0053, 0051

704372-001: 5 mg, 30, R47,10
704373-001: 10 mg, 30, R81,30
Dosage: Adults: Indiv.5 -10 mg once dly in the morn. Max.dly.recomm.dos: 20 mg.

Contraindications: Uncontroll.asthma, 2nd & 3rd degr.heart block & bradycard., pregn.& lactat., uncontr.card.fail., metabol.acidos., sinus bradycard.(less than 50 bpm), phaeochromocyt., hyperthyroid., safety & effic.in childr.not est.

Side effects: Bld.disords., CV effs.incl.CCF/ heart block/periph.vasc.dis.exacerbat./Raynaud’s phenom, periph.gangrene, paradoxic.hypertens., CNS eff., paraesthes., metabol.disturbs., hypoglycaem., hypercholesterolaem., GI disturbs., stomatit., mass gain, hepatotox., musc.cramps, myopathy, skelet.musc.weakn., vis.disturbs., skin reacts., trans.hear.loss, hypersens.reacts., sex. impot., resp.disords., floppy inft.syndr.if admin. shortly bef.birth/dur.labour.

Special precautions: Asthma, bronchit., chron. resp.dis., periph.vasc.dis., Raynaud’s phenom., elderly, ren.dysfunct., periop peroid, diab.mellit., anaesth./surg., concom.Class 1 antidysrhythm. agents/ myocard.depress./AV conduct.inhibits., clonidine transf., discont.clonidine sev.days aft. Bilocor withdr.if giv.concurr., grad.withdr., phys. activ.limit.dur.withdr.per., pulse rate & response to be monit.in CCF pts.if digox.used concom., concom. verapamil in pts.with imp.ventric.funct.& to pts. with conduct.abnormalit., concom.IV admin.with Ca antagon.& antiarrythm.not recomm., tachycard. assoc.with hypoglycaem.modif.

Drug interactions: Poss.life-threat.vasoconstrict. with alpha adrenocept.stimul./adrenerg.neurone block.agents, ß-adrenocept.stimulat.agents may antagon.effs., concom.hypoglycaem.agents/ phenothiaz./ various anti-arrythm.agents poss.life threaten.

 XE "Bilocor Co" BILOCOR CO, Pharma Dynamics [PWR]
Bisoprolol fumarate 2,5(5; 10)mg, hydrochlorothiazide 6,25(6,25; 6,25)mg 

Indications: Hypertens.

(S3) TABS, A44/7.1.3/1010, 1011, 1012
719200-001:2,5/6,25 mg, 30, R112,52
719201-001: 5/6,25 mg, 30, R110,66
719202-001: 10/6,25 mg, 30, R113,21
Dosage: Adults: Init. one 2,5/6,25 mg tab.dly. Subseq. dos.adjustm.as appropr.up to max. recomm. dos.of one 10/6,25 mg dly.

Contraindications: Other sulphonamide deriv. agent hypersens., 2nd & 3rd degr.heart block, bradycard. (less than 50 bpm), pregn.& lactat., cardiogen. shock, uncontr.card.fail., sev.hypotens. (systol. BP <100mm Hg), metabol.acidos., sinus bradycard., phaeochromocyt., hyperthyroid., bronchosp., asthma, bronchit./chron.resp.dis.hist., late stage periph.vasc.dis., Raynauds, Addisons dis., sev.ren./hepat.impairm., porphyr., safety & effic. in childr.less than 12 yrs.not est., concom.Ca chann.blocks.

Side effects: Bld.dyscras., hyperuricaem., hypo-/hyperglycaem., glycosur., hypersens.incl. anaphylact. reacts., pancreatit., sialadenit., metabol. disturbs., incr.uric acid lev., hypercholesterolaem., electrol.imbal.incl. hyponatraem., anorex., psych.disords. incl. psychos., CNS effs., weakn., drowsin., dizzin., headache, orthostat.hypotens., paradox. hypertens., paraesthes., vertigo, fev., restlessn., eye disords., vis.disturbs., xanthops., trans.hear. loss, bradycard., CHF, heart block, dysrhythm., fluid retent., reduc.periph.circulat., periph.vasc.dis. exacerbat./ Raynaud’s phenom./periph.gangrene poss. precipit., necrotis.vasculit., allerg.rhinit., nas. congest., bronchoconstrict.in asthma/ bronchit./ other chron.pulm.dis., resp.distress incl.ac. interstit. pneumonit.& pulm.oed., GI disturbs., mass gain, stomatit., hepatotox., rais.liv.enzym., jaund., skin reacts., perspirat., alopec., photosens., back/joint/ chest pain, musc.cramps/spasm, myopathy, skelet.musc.weakn., ren.dysfunct./fail., interstit. nephrit., impot., reduc.tear flow.

Special precautions: At least 48 hrs.to elapse betw. last dos.& surg.if ther.to be withdr.bef. anaesth., concom.ether/cycloprane/ trichloroethylene dur.anaesthes., maint.usual dos. peri-op., ren./hepat.impairm., progress.liv.dis., discont. grad.& monit.pt.caref., elderly, periph. vasc. dis exacerbat./ Raynaud’s developm., periph. gangr. precipit., eye irrit.with cont.lens., clonidine transf., ang.pect. exacerbat. in pts.with ischaem. heart dis. when ther.discont.abrupt., limit.phys. activ. dur.withdr.per., poss. psorias.exacerbat., antidiab. agent dos.adjustm.incl.insul., hyperuricaem. &/ gout precipit.in cert.pts., tachycard. respons.poss.obscur., concom.Class 1 antidysrhythm. agents/myocard.depress./AV conduct. inhibits., concom.verapamil in imp. ventric. funct.& neith.to be admin.IV within 48 hrs. of discont.the other, avoid IV admin.of Ca antagon. & antidysrhythm. agents, alpha-adrenerg.block. pre-treatm. usual.reqd.in phaeochromocytoma, diab. mellit.as hypoglycaem.S&S.poss.mask./ respons. to hypoglycaem.poss.dimin., poss.delay. recov. from insul.-induc.hypoglycaem., monit.pulse rate & pt.response in CCF pts.with concom.digox., poss. incr.sensitiv.towards allerg.& anaphylact. reacts. with adrenal.not always have expect.eff., decr. urin.Ca excret.may result in intermit.slight. rais. ser.Ca but mark.hypercalcaem.poss.evid.of underly. hyperparathyroid., potent.life-threat. react. with concom. quinidine, hydrochlorothiazide cross. placenta & excret.in breast milk, SLE, gluc. tol. impairm., decr.urin.Ca excret., incr.triglyceride/ cholest. lev., sens.reacts.with/without allergy hist./ bronch.asthma,

Drug interactions: Half-life short.by strong hepat. cytochrome P450 isoenzymes induc.(CYP 3A4 & 2D6), half-life incr.by strong hepat. cytochrome P450 isoenzymes inhibit.(CYP 3A4 & 2D6), eff. of other antihypertens.potent., HF poss. worsen. with centr.act.antihypertens., add.syst.S/E with topic.B-block. eye drops, concom. hypoglycaem. agents/phenothiaz./various anti-dysrhythm. agents poss.life threaten., ß-adrenocept.stimulat. agents may antagon.effs., poss.life-threat. vasoconstrict. with alpha adrenocept.stimul./ adrenerg.neurone block.agents, responsiven.to competit.neuromusc.block.incr., orthostat.hypotens. potent. by alcoh./barbitur.& narcot., concom. corticoster./ ACTH intensify electrol.deplet & hypokalaem., decr.respons.to press.amines but not suffic. to preclude their use, NSAID reduc. antihypertens. effs., sev.hyponatraem.with trimethoprim / carbamazepine.
 XE "Bio Atenolol" BIO ATENOLOL, Biotech Laboratories (Pty) Ltd
See Section 7.4.2
 XE "Bisbeta" BISBETA, Aurobindo [PWR]
Bisoprolol fumarate

Indications: Stable chron.mod.to sev.HF with reduc.systol.ventric.dysfunct.in addit.to ACE-I./ diurets./option.digox.prior to ther.init.

(S3) TABS. 45/5.2/0789, 0790, 0791
3005905-001: 2,5 mg, 30, R120,16
720659-001: 5 mg, 30, R50,30
720660-001: 10 mg, 30, R86,82
Dosage: Admin.in the morn. Swall.tabs.without chew. Init.with grad.uptitrat.if well toler: 1,25 mg once dly.for 1 wk incr.to 2,5 mg once dly for furth. wk., incr.to 3,75 mg once dly. for furth.wk., incr.to 5 mg once dly for follow.4 wks. Max. 10 mg once dly.
Pt.to be observ.over approx.4 hrs aft.ther.init. regard.BP/heart rate/conduct. disturbs./ worsen. HF signs. Dos.reach.may be decr.grad.if necess. Treatm.may be interrupt.& re-introduc.as appropr.

Contraindications: Ac.HF/ dur.HF episod. decompensat. requir.IV inotrop.ther., cardiogen. shock, 2nd & 3rd degr.AV block (without a pacemaker), sick sinus syndr., sinoatr.block, bradycard. (less than 50 bpm) bef.init. ther., hypotens. (syst.BP less than 100 mm Hg), bronch. asthma, bronchit., sev.COPD, periph.arter.occlus. dis., Raynaud’s syndr., phaeochromocyt., metabol. acidos., pregn.& lactat., hyperthyroid., periph.vasc. dis., sin.bradycard., S&E in childr.not est.

Side effects: Freq: Lassit., fatig., dizzin., mild headache, tiredn., exhaust., cold extremet., hypotens., paraesthes., dolcn.& numb feel.in extremet., N&V, diarrh., constipat., abdom.cramp., other GI disturbs., perspirat. Less freq: Leucopen., thrombocytopen., agranulocytos., non thrombocytopen.purpura, trans.eosinophil., hypersens. reacts., SLE, metabol. disturbs., sleep disturbs., depress., nightmares, hallucinat., over psychos., trans.hear.loss, hear. impairm., bradycard., heart block, fluid retent., syncope, CCF, AV-stimul.disturbs., HF worsen., orthostat. hypotens., paradox.hypertens., periph. vasc.dis. exacerbat., Raynaud’s, restlessn., sev.periph. vasc. dis., periph. gangrene, bronchosp.in bronch.asthma / obstruct. airway dis.hist., shortn.of breath, dyspn., pneumon., pulm.fibros., pleurisy, hepatotox., hepatit., musc. weakn., cramps, myopathy, back & joint pain, potency disords., mass gain, asthen. Rare less freq: Skin rash, allerg. reacts. V.rare: Alopec., rashes, prurit., psorias.exacerbat., Freq. unknown: Hypo-/ hyperglycaem., uric acid lev. incr., hypercholesterolaem., triglycer.bld.conc. changes, conjunctivit, decr.tear product., blurr.vis., eye soren., vis.disturbs., stomatit.

Special warnings and precautions: Elderly, sev. ren.impairm., peri-op per., tachycard.respons. due to hypovol./ bld.loss poss. obscur.dur./ aft.surg., concom. inhalat.anaesthet., diab.mellit., strict fast., ongo.densensitisat.ther., 1st degr.AV block, Prinzmetal’s ang., periph.arter.occlus. dis., no exper. in HF treatm.in follow: NYHA class II HF/ insul. depend.diab. mellit./imp.ren.funct.(ser. creatin. < 80 /min)/ imp.liv. funct./pts.old.than 80 yrs./ restrict. cardiomyopathy/ congenit.heart dis./ haemodynamic.signif. organ. valvul.dis./ MI with.3 mnths., bronchosp.in pts.with asthma, poss. incr.sens.towards allergens.& anaphylact.reacts. sever., poss.psorias. aggravat., thyrotoxicos.sympt. poss.mask., reg.monit. esp.init., grad.withdr., physic.activ.to be limit.on withdr. concom. Class-I & Class-III antidysrhythm. agents/ myocard. depress./AV conduct.inhibits., clonidine transf., concom. verapamil.in pts.with imp.ventric.funct.& neith.to be admin.IV with. 48 hrs. of discont.the other, concom.IV Ca antagon.& antidysrhythm. agents not recomm., modif.tachycard. assoc.with hypoglycaem., alpha-adrenerg.block.treatm.in phaeochromocytoma, hyperthyroid.sympts.poss. mask., eval.effs.bef. driv./perform.complicat.tasks, pulse rate/pt. respons. monit.with concom.digoxin in CHF.

Interactions: Hypoglycaem.with oral hypoglycaem. agents & insul., myocard.depress. with antidysrhythm.agents, eff.antagon.with beta-adrenocept. stimulat.agents, life threat. vasoconstrict. effs.with alpha-adrenocept.stimul. & adrenerg.neurone block.agents, poss. heart rate reduct./ incr.AV conduct.time with digox., shorten. half-life with concom.rifampicin, clonidine & other central.act.antihyperstens.incr.rebound hypertens. risk & exaggerat.heart rate & card.conduct.decr., incr.β-block. hypotens.eff./ hypertens.crisis risk with MAOI, incr.eff.on atrial conduct.time /incr. neg. inotrop.eff.with Class-I antidysrhythm.meds., eff. on atrial conduct.time poss.potent.with Class-III antidysrhythm.meds., AV conduct.time/ bradycard. risk.poss.incr.with parasympathomimet. meds. incl. tacrine, addit.effs.with topic.beta-block. eye drops, poss.intensif.bld.gluc.lower. eff. with anti-diabet.meds., hypoglycaem.sympt.poss. mask. by block.of β-adrenocept., anaesthet.agents may lead to reflex tachycard.attenuat.& incr. hypotens. risk, decr.hypotens.eff.with prostagland. synthet. inhibits., periph.circulat. disturbs. exacerbat. with ergot derivats., reduc.eff.of both agents with concom.combinat.of sympathomimets., poss.incr. BP low.eff.with TCA’s/ barbits./ phenothiazin./ other antihypertens. agents, incr.bradycard.risk with mefloquine, poss. profound hypotens. & AV block with verapamil IV.

 XE "Bislo" BISLO, (Activo) Unichem [PWR]
Bisoprolol fumarate 

Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS, 45/5.2/0128, 0129

719154-001: 5 mg, 30, R47,09
719155-001: 10 mg, 30, R81,29
Dosage: Adults: Indiv.accord.to toler./respons. 5 -10 mg once dly.in the morn. Max.dly.recomm.dos: 20 mg.

Contraindications: 2nd & 3rd degr.heart block & bradycard., pregn.& lactat., uncontr.CF, hypotens., metabol.acidos., sinus bradycard.(less than 50 bpm), hyperthyroid., asthma, bronchosp., bronchit./ chron.resp.dis., late stage periph.vasc. dis., Raynaud’s phenom., safety & effic.in childr. not est., concom.IV Ca antagon.& antidysrhythm. agents not recomm., concom.Ca chann.blocks e.g.diltiazem/ verapamil.

Side effects: Bld.disords., hypersens./allerg. reacts., hypoglycaem., hypercholesterolaem., metab./GI disturbs., incr.uric acid lev., psych. disords. incl.psychos., dizzin., paraesthes., CNS effs.incl.drowsin., weakn., headache, vis.disturbs., reduc.tear flow, hear.loss, mass gain, stomatit., bradycard., CHF, dysrhythm., heart block, fluid retent., orthostat.hypotens., reduc.periph.circulat., paradox.hypertens., periph.vasc.dis.exacerbat./ Raynaud’s phenom., periph.gangr.precipit., bronchosp./ bronchoconstrict.in asthma/bronchit./ chron. pulm.dis.pts., allerg.rhinit., nas.congest., hepatotoxic., rais.liv.enzym., cholestat.jaund., skin reacts.incl.psorias.if.erupt., alopec., back-/joint-/ chest pain, musc.cramps, myopathy, skelet.musc. weakn., impot., insul.induc.hypoglycaem.recov. delay.

Special precautions: Diab.mellit.as hypoglycaem. S&S poss.mask./respons.to hypoglycaem. poss.dimin., elderly, ren.dysfunct., concom.Class 1 antidysrhythm.agents/myocard. depress./AV conduct.inhibits., at least 48 hrs.to elapse betw.last dos.& surg.if ther.withdr.bef. anaesth., halog.inhal.anaesthet., peri-op per., tachycard.respons.poss.obscur.due to hypovolaem. / bld.loss, concom.verapamil in imp.ventr.funct.& neith.to be giv.with.48 hrs.of discont.the other, prior alpha-adrenerg.block.in phaeochromocyt., pulse rate & respons.to be monit.in CCF pts.if digox. used concom., grad.withdr.& phys.activ. limit.dur.withdr.per., clonidine transf., psorias.pts., myasth.grav.poss.unmask., cont.lens., ang.pect. exacerbat.in ischaem.heart dis.with abrupt withdr.

Interactions: Potent.eff.of other concom. antihypertens., poss.addit.syst.eff.with topic.ß-block. eye drops, imp.antihypertens.eff.with NSAID’s, concom.hypoglycaem.agents/ phenothiaz. /various antidysrythm.agents poss.life threat., ß-adrenocept.stimulat.agents may antagon. effs., poss.life-threat.vasoconstrict.with alpha adrenocept.stimul./adrenerg.neurone block. agents, rifampicin/barbits.poss.short.half-life, incr.half-life with strong hepat.cytochrome P450 isoenzym. inhibit.

 XE "Bisohexal" BISOHEXAL, 5, 10, Sandoz [PWR]
Bisoprolol fumarate 

Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS. 37/5.2/0516, 0517

704132-001: 5 mg, 30, R71,94
704133-001: 10 mg, 30, R121,42
Dosage: Adults: Indiv. 5 -10 mg once dly.in the morn. Max.recomm.dly.dos: 20 mg

Contraindications: Sev.bronch.asthma, sev.

COPD, 2nd & 3rd degr.AV block, pregn.& lactat., ac.HF/dur.HF decompensat.episod.requir.IV inotrop.ther., cardiogen.shock, sick sinus syndr., sino atrial block, symptomat.hypotens., periph. arter. occlus.dis/Raynauds syndr., metabol. acidos., symptomat.bradycard, untreat. phaeochromocyt., hyperthyroid.

Side effects: Freq: Dizzin., headache, bradycard. in chron.HF pts, worsen.of pre-exist.HF, extremit. cold & numb feel., hypotens., N&V, diarrh., constipat., asthen.in chron.HF pts., fatig. Less freq: Depress., sleep disords., nightmares, hallucinat., syncope, reduc.tear flow, conjunctivit., hear.disords., AV-conduct.disturbs., pre-exist.HF worsen., bradycard.in hypertens.& ang.pect.pts., orthostat.hypotens., bronchosp.in bronch.asthma/ obstruct.airway dis.hist.pts., allerg.rhinit., hepatit., hypersens.reacts., flush., rash, alopec., angioed., psorias.provocat./worsen., induc.psorias.-like rash, musc.weakn./-cramps, erect.dysfunct., asthen.in hypertens.& ang.pect.pts., incr.triglycer., incr.liv. enzym.

Special warnings and precautions: In treatm. of stable chron.HF init.ther.with spec.titrat.phase, grad.withdr.esp.in ischaem.heart dis.pts, reg. treatm. monit.when init./discont., no therapeut. exper.of HF treatm.in NYHA class II HF/insul.-depend.diab.mellit./sev.imp.hepat.or ren.funct., pts.>80 yrs./restrict.cardiomyopathy/ congenit. heart dis./haemodynamic.signific.organ.valvul.dis. & MI within 3 mnths., bronchosp., diab.mellit.with large bld.gluc.value fluctat., strict fast., ongoing desensitisat.ther., 1st degr.AV block, prinzmetal’s ang, periph.arter.occlus.dis., in gen. anaesthes. anaesthet.to be aware of beta-block., Ca antagon., Class I antiarrhythm.meds., centr.act. antihypertens., maint.pt.on usual dos.peri-operat. to avoid ang.pect.or hypertens.aggravat., obstruct. airways dis., halogen.anaesthet., benef.vs.risk.in psorias./hist.therof, admin.only aft.alpha-recept. block. in phaeochromocytoma, thyrotoxicos. sympts. poss.mask., tachycard.responses poss. obscur., sev.ren.impairm., elderly, hypoglycaem. S&S poss.mask., safety & effic.in childr.not est., lact.intol., 
Interactions: Combinat.not recomm: Ca antagon. of verapam.type and to less.extent. diltiazem type/central.act.antihypertens./class.I antiarrhythm. Combinat.to be used with caut: Ca antagon.of dihydropyridine type/class.III antidysrhythm.meds/parasympathomimet. meds/topic.beta-block./insul.& oral antidiabet. meds./ anaesthet./digital.glycosid./NSAID’s/beta-sympathomimet./sympathomimet.activat.both beta-and alpha-adrenocept./other antihypertens. meds.& other meds.with bld.press.low.potent., mefloquine incr.bradycard risk, MAOI’s enhanc. hypotens.eff.& risk hypertens.crisis 

 XE "Bisoprolol Co Unicorn" BISOPROLOL CO UNICORN, Unicorn [PWR]
Bisoprolol fumarate 5(10) mg, hydrochlorothiazide 6,25(6,25) mg 

Indications: Hypertens.in pts.stabilis.on indiv. compon.giv.in same proport.

(S3) TABS, 46/7.1.3/0387, 0388

721588-001: 5/6,25 mg, 28, R112,60

721589-001: 10/6,25 mg, 28, R112,60

Dosage: Adults: Init. one 2,5/6,25 mg tab.dly. Anoth. formul.to be used. Subseq.dos.adjustm.as appropr.up to max.recomm.dos.of one 10/6,25 mg tab.dly.

Contraindications: Other sulphonamide deriv. agent hypersens., 2nd & 3rd degr.heart block, bradycard. (less than 50 bpm), pregn.& lactat., cardiogen. shock, uncontr.CF, sev.hypotens. (systol.BP <100mm Hg), metabol.acidos., sinus bradycard., phaeochromocyt., hyperthyroid., bronchosp., asthma, bronchit./chron.resp.dis.hist., late stage periph.vasc.dis., Raynauds, Addisons dis., sev.ren/hepat.impairm., where encepalopathy precipit., porphyr.
Side effects: Ang.pect.exacerbat.poss.in ischaem. heart dis. with abrupt discont., gluc.tol. impairm., bld.dyscras., hypo-/hyperglycaem., glycosur., anaphylax., pancreatit., sialadenit., metabol. disturbs., hypercholesterolaem., electrol. imbal. incl.hyponatraem., anorex., psych./eye disords., CNS effs., drowsin., dizzin., headache, restlessn., fev., xanthops., trans.hear.loss, vertigo, bradycard., CHF, heart block, dysrhythm., fluid retent., reduc. periph.circulat., orthostat.hypotens., paradox. hypertens., periph.vasc.dis.exacerbat./ Raynaud’s phenom., periph.gangr., necrotis. vasculit., allerg.rhinit., nas.congest., bronchoconstrict. in asthma/bronchit./other chron.pulm.dis., resp. distress incl.ac.interstit.pneumonit.& pulm. oed., GI /vis.disturbs., mass gain, stomatit., hepatotox., rais.liv.enzym., jaund., skin reacts.incl. activ. /psorias.worsen., alopec., photosens., back/ joint/ chest pain, musc.cramps/spasm, myopathy, skelet. musc. weakn., hyperuricaem., ren.dysfunct. / fail., interstit.nephrit., glycosur., decr.sex.abilit., sens. reacts.with/without allerg.hist./bronch. asthma, SLE, incr.triglycerid.lev., incr.sens.to allerg./ anaphylact.reacts.

Warnings and special precautions: Safety & effic. in childr.und.12 yrs.not est., at least 48 hrs. to elapse betw.last dos.& surg.if ther.to be withdr. bef. anaesth., concom.ether/cycloprane/ trichloroethylene anaesthes., peri-op per., diab.mellit.as hypoglycaem. S&S poss.mask., poss.delay.recov. from insul.-induc.hypoglycaem., potent.life-threat. react.with concom.quinidine, tachycard.respons. due to hypovolaem./bld.loss.poss.obscur.dur./ aft.surg., ren.impairm., concom.Class 1 anti-dysrhythm. agents, concom.verapamil in pts.with imp. ventr.dysfunct.& not to be giv.in conduct. abnorm. & neith. meds.to be admin.with.48 hrs.of discont. the other, IV admin.of Ca antagon./anti-dysrhythm. agents to be avoid., alpha-adrenerg. block. pre-treatm.usual.reqd.in phaeochromocyt., cont. lens., clonidine transf., monit.pulse rate & pt. response in CCF pts.with concom.digox., decr.urin. Ca excret.may result in intermit.slight.rais.ser.Ca, mark. hypercalcaem.poss.evid.of underly. hyperparathyroid., hyperuricaem.&/gout precipit., sulfonam./ penicill.allerg.hist., discont.treatm.in case of idiosyncrit.react.result.in ac.trans.myop.& ac. angl.-clos.glauc., concom.Ca chann.block.not to be giv., cross.placenta & appears in breast milk, poss. incr.sens.to allerg.& anaphylact.reacts.with adrenal. somet.not hav.expect.eff., ang.pect. exacerbat. with abrupt discont.in ischaem.heart dis., limit.physic.activ.monit.dur.withdr.per., psorias. pts., hepat.impairm./progress.liv.dis., elderly.

Drug interactions: Thiazide induc.K+-deplet. worsen.quinid,-induc.torsad.de point., orthostat. hypotens. potent.by alcoh./barbitur.& narcot., concom. corticoster./ACTH intensify electrol.deplet & hypokalaem., decr.respons.to press.amin., NSAID reduc.antihypertens.effs., sev. hyponatraem. with trimethoprim/carbamazepine, other antihypertens. effs.potent., HF worsen.by centr. act. antihypertens.agents e.g. methyldopa, half-life short.by strong hepat.cytochrome P450 isoenzym. induc. (CYP 3A4 & 2D6), half-life incr.by strong hepat. cytochrome P450 isoenzym.inhibit.(CYP 3A4 & 2D6), add.syst.S/E with topic.B-block.eye drops, concom. hypoglycaem.agents/phenothiaz./various anti-dysrhythm. agents poss.life threat., ß-adrenocept. stimulat.agents may antagon.effs., poss. life-threat.vasoconstrict.with alpha adrenocept. stimul./adrenerg.neur.block.agents, incr. responsiven.to neuromusc.block.
 XE "Bisoprolol Unicorn" BISOPROLOL UNICORN, Unicorn [PWR]
Bisoprolol fumarate 

Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS, 38/5.2/0050, 0052

716167-001: 5 mg, 30, R53,87

716166-001: 10 mg, 30, R93,30

Dosage: Adults: Indiv. 5 -10 mg once dly.in the morn. Max.recomm.dos: 20 mg dly.

Contra-indications: Uncontroll.asthma, 2nd & 3rd degr.heart block & bradycard., pregn.& lactat., uncontr.card.fail., metabol.acidos., sinus bradycard. (less than 50 bpm), phaeochromocyt., hyperthyroid., safety & effic.in childr.not est., concom.verapamil in conduct.abnormalit., concom. IV Ca antagon.& antiarrythm.agents not recomm.

Side-effects: Bld.disords., CV effs.incl.CCF/ heart block/periph.vasc.dis.exacerbat./Raynaud’s phenom./ periph.gangrene poss. precipit., CNS eff. incl.hallucin., paradoxic. hypertens., paraesthes., psychos., metabol. disturbs., hypoglycaem., hypercholesterolaem., GI disturbs., stomatit., mass gain, hepatotoxic., back/joint/chest pain, musc. cramps, myopathy, skelet.musc.weakn., dry/sore eyes, vis.disturbs., skin reacts., alopec., bronchoconstrict. /bronchosp.in asthma/bronchit./ other chron.pulm. dis., sex.impot., hypersens. reacts., nas.congest., trans.hear.loss, floppy inft. syndr. if admin.to mothers shortly bef.birth/dur. labour, poss.ang. pect.exacerbat.with abrupt withdr., tachycard.assoc.with hypoglycaem.modif.

Special precautions: Asthma, bronchit., chron. resp.dis., periph.vasc.dis., Raynaud’s phenom., elderly, sev.ren.dysfunct., periop per., diab.mellit. as hypoglycaem. S&S.poss.mask./respons.to hypoglycaem.poss.dimin., at least 48 hrs.to elapse betw.last dos.& surg.if ther.to be withdr. bef. anaesth., concom.ether/cycloprane/ trichloroethylene dur.anaesthes., maint.usual dos. peri-op., tachycard.respons.poss.obscur., concom. Class 1 antidysrhythm. agents/myocard.depress./ AV conduct.inhibits., clonidine transf., concom. verapamil in imp.ventric.funct.& neith.to be admin. IV within 48 hrs.of discont.the other, alpha-adrenerg. block.treatm.usual.reqd.in phaeochromocytoma, grad.withdr., limit.phys. activ. dur.withdr.per., monit.pulse rate & pt. response in CCF pts.with concom.digox.
Drug interactions: Concom.hypoglycaem. agents/ phenothiaz./ various anti-dysrhythm. agents poss.life threaten., ß-adrenocept. stimulat.agents may antagon.effs., poss.life-threat. vasoconstrict. with alpha adrenocept.stimul./ adrenerg.neurone block.agents

 XE "Bisozyd Co" BISOZYD CO, Zydus [PWR]
Bisoprolol fumarate 2,5(5; 10)mg, hydrochlorothiazide 6,25(6,25; 6,25)mg 

Indications: Hypertens.

(S3) TABS, 43/7.1.3/0059, 0060, 0061
718082-001:2,5/6,25 mg, 30, R110,64
718086-001: 5/6,25 mg, 30, R116,25
718087-001: 10/6,25 mg, 30, R118,92
Dosage: Adults: Init.one 2,5/6,25 mg tab.dly. Subseq. dos.adjustm.as appropr.up to max. recomm. dos.of one 10/6,25 mg dly.
Contraindications: Other sulphonamide deriv.agent hypersens., bronchoconstrict., asthma, obstruct.airway dis.hist., 2nd & 3rd degr. heart block, bradycard.(less than 50 bpm), pregn. & lactat., cardiogen.shock, uncontr.card. fail., hypotens.(systol.BP <100mm Hg), porphyr., Addisons dis., sev.ren.impairm., anur., sev. hepat.impairm., metabol.acidos., phaeochromocyt., hyperthyroid., safety & effic. in childr. not est., late stage periph.vasc.dis., Raynauds.

Side effects: Bld.disords., hypersens.reacts. incl. anaphylact.reacts., SLE, asymptomat.incr. in antinucl.antibod., siloadenit., hypo-/hyperglycaem., hypercholesterolaem., electrol. imbal., anorex., psych.disords., psychos.& hallucinat., CNS effs.incl.coma & convuls., decr. tear product., conjunctivit., eye soren., vis. disturbs., trans.hear.loss, bradycard., CHF, heart block, dysrhythm., fluid retent., reduc. periph. circulat., orthostat.hypotens., periph. vasc. dis.exacerbat./Raynaud’s phenom./ periph. gangrene poss.precipit., incl.hallucin., paradoxic. hypertens., necrotis.vasculit., bronchoconstrict.in asthma/bronchit./other chron. pulm.dis., allerg.rhinit., nas.congest., pneumonit., pulm.fibros., pleurisy, resp.distress incl. ac.interstit.pneumonit.& pulm.oed., GI disturbs., hepatotox., rais.liv.enzymes, jaund., pancreatit., hyperuricaem., skin rash, psorias. exacerbat., perspirat., alopec., photosens., back-/ joint-/chest pain, musc.cramps, myopathy, skelet.musc.weakn., decr.sex.ability, male impot.

Special precautions: Do not withdr.abrupt.in ischaem.heart dis., at least 48 hrs.to elapse betw. last dos.& surg.if ther.to be withdr.bef. anaesth., concom.ether/cycloprane/ trichloroethylene dur.anaesthes., maint.usual dos. peri-op., tachycard.respons.poss.obscur., ren. impairm., elderly, concom.Class 1 antidysrhythm. agents/myocard.depress./ AV conduct. inhibits., concom. verapamil in imp. ventric. funct.& neith.to be admin.IV within 48 hrs. of discont.the other, alpha-adrenerg. block. pre-treatm.usual.reqd.in phaeochromocytoma, diab.mellit.as hypoglycaem. S&S.poss.mask./respons.to hypoglycaem. poss.dimin., poss.delay.recov. from insul.-induc.hypoglycaem., monit.pulse rate & pt.response in CCF pts.with concom. digox., poss.dos.adjustm.of antidiabet. meds., concom. mefloquine, concom.Ca chan. block. verapamil & diltiazem, hydrochlorothiazide cross. placenta & excret.in breast milk, grad. withdr.& limit.phys.activ.dur.withdr.per., electrol. imbal., decr.urin.Ca excret.may result in intermit.slight.rais.ser.Ca but mark. hypercalcaem.poss.evid.of underly. hyperparathyroid., clonidine transf., poss.incr. sensitiv.towards allerg.& anaphylact.reacts. with adrenal.not always hav.expect.eff.

Drug interactions: Concom.hypoglycaem. agents/phenothiaz./various anti-dysrhythm. agents poss.life threaten., ß-adrenocept. stimulat. agents may antagon.effs., poss.life-threat. vasoconstrict. with alpha adrenocept. stimul./ adrenerg.neurone block.agents, hydrochlorothiazide enhanc.digox.toxic., responsiven.to competit.neuromusc.block.incr., orthostat. hypotens.potent.by alcoh./barbitur.& narcot., corticoster./ACTH/digox./beta2-adrenerg. agon./carbenoxolone/amphoteric & reboxetine intensify electrol.deplet & hypokalaem., decr.respons.to press.amines but not suffic. to preclude their use, NSAID reduc. antihypertens. effs., incr.bradycard.with mefloquine, half-life short.by strong hepat. cytochrome P450 isoenzymes induc.(CYP 3A4 & 2D6), half-life incr.by strong hepat.cytochrome P450 isoenzymes inhibit.(CYP 3A4 & 2D6), eff. of other antihypertens.potent.

 XE "Emcor" EMCOR, Merck [PWR] 
Bisoprolol fumarate.

Indications: Stable chron.mod.to sev.HF with reduc. systol.ventric.funct.in addit.to ACE inhibit., diuret.& optional card.glycos.

(S3) TABS, 51/6.1/1021, 1022

3003790-001: 2,5 mg; 30, R51,99
3003792-001: 5 mg; 30, R47,15
Dosage: Titr.dos. Admin.once dly. Init: 1,25 mg once dly x1wk. If well tol.incr.in 1,25 mg increm.at wkly interv.to 5 mg. Dos.of 5 mg once dly.to be maint. x4 wks.& if well tol.incr.to maint.dos.of 10 mg. Max.recomm.dos: 10 mg once dly. 
Pt.to be observ.over approx.4 hrs aft.ther.init. regard. BP/heart rate/conduct.disturbs./ worsen. HF signs. Dos.reach.may be decr.grad.if necess. Treatm.may be interrupt.& re-introduc.as appropr.

Contraindications: Ac.HF/episod.of HF decompensat. requir.IV inotrop.ther., cardiogen. shock, 2nd/3rd degr.AV block without pacemak., sick-sinus syndr., sinoatrial block, bradycard.of <60 bpm. bef.start.ther., hypotens., sev.bronch.asthma/ COPD, advanc.periph.arter.occlus.dis., Raynauds, untreat. phaeochromocyt., metabol.acidos., safety & effic.in childr.not est., concom.IV Ca antagon.& antiarrhythm. agents, pregn., lactat.

Side effects: Common: Lassit., dizzin., mild headache, cold extremit., hypotens., paraesthes., naus., vomit., diarrh., constip., other GI disturbs. Less freq: Perspirat., paradoxic.hypertens., exacerbat.of periph.vasc.dis., Raynaud’s phenomen. Uncommon: Sleep disords., depress., bradycard., heart block, worsen.HF, orthostat. hypotens., fluid retent., restlessn., musc.cramps/ weakn., myopathies, mass gain. Rare: Hallucin., vis. disturbs., skin rash, allerg.reacts., trans. hear. loss, bld.disords., metabol.disturbs., hepatit., reduc. tear flow. V rare: Alopec., sev.periph. vasc. dis., periph.gangrene. Unknown freq: Overt psychos., conjunctivit., provoke/worsen psorias.
Special warnings and precautions: Bronchosp., concom.inhalat.anaesthet., diab. mellit., strict fast., ongoing densensitisat.ther., 1st degr.AV block, Prinzmetal ang., periph.arter.occlus. dis., psoriasis, do not admin.in phaeochromocyt. until aft. alpha-recept.block., bronch.asthma/other chron.obstruct.lung dis., may mask thyrotoxicos. sympts., grad.withdr., at least 48 hrs.to elapse betw. last dos.& surg.if ther.to be withdr.bef. anaesth., peri-op period, tachycard.respons.due to hypovolaem./ bld.loss.poss.obscur.dur./aft.surg., ang. pect.exacerbat. in pts.with ischaem.heart dis. when ther.discont.abrupt., concom.class 1 antidysrhythm.agents, concom.verapamil in imp. ventric. funct.& neith.to be admin.IV within 48 hrs. of discont.the other, clonidine transf., hypoton. newborn if admin.short.bef.birth, incr.sensitiv.to allerg. & sev.of anaphylact.reacts., no exper.in HF pts. with NYHA II heart fail.,/IDDM/imp.ren.or liv. funct./>80 yrs./restrict.cardiomyopathy /congenit. heart dis./ haemodynamic. signific.organ.valvul. dis./within 3 mnths.of MI., avoid IV admin.of Ca antagon. & antidysrhythm. agents

Interactions: Concom.hypoglycaem.agents, phenothiaz. & var.anti-arrythm.agents poss. danger., may enhanc eff.of hypoglycaem.agents in pts with diab.mellit., enhanc.eff.of myocard. depress. e.g.lignocaine, procainamide & quinidine, vasoconstrict.eff.poss. danger.enhanc. by alpha-adrenocept. stimul., eff.poss.enhanc.by adrenerg. neurone block.agents, half-life short.by rifampicin, Ca antagon.have negat.eff.on contractilit./ AV conduct./BP, clonidine incr risk of rebound hypertens./ exaggerat.decr.in heart rate & card. conduct., MAOI (except.MAO-B inhibit.) enhanc. hypotens. eff.but also risk hypertens. crisis., addit. effs.of other ß-block.incl.eye drps., incr.eff.on atr.conduct.time /incr.neg.inotrop. eff. with Class-I antidysrhythm.meds., eff.on atrial conduct. time poss.potent.with Class-III antidysrhythm. meds., AV conduct.time/bradycard. risk. poss.incr.with parasympathomimet.meds. incl. tacrine, poss. intensif.bld.gluc.lower.eff.with anti-diabet.meds., hypoglycaem.sympt.poss.mask. by block.of beta-adrenocept., anaesthet.agents may lead to reflex tachycard.attenuat.& incr. hypotens.risk, reduc. heart rate & incr.AV conduct.time with card. glycos, decr.hypotens.eff.with prostagland. synthet.inhibit., exacerb.periph.circulat.disturb. with ergotam.derivat., sympathomimet.agent combinat.poss reduc both agents effs., incr.BP low.eff.with TCA’s/barbit./ phenothiaz & other antihypertens.agents, incr.bradycard.risk with mefloquine.

See also MDR page 414.
 XE "Inderal" INDERAL, AstraZeneca Pharmaceuticals (Pty) Ltd
See Section 7.4.2
 XE "Presicard" PRESICARD, Accord [PWR]
Bisoprolol fumarate

Indications: Stable chron.mod.to sev.HF with reduc.syst.ventric.dysfunct.in addit.to ACE inhibits./diurets./option.digox.prior to ther.init.

(S3) TABS. 47/6.1/0151, 0152, 0153

3003484001, 2,5 mg, 30, R120,17
3003543001, 5 mg, 30, R50,30
3003544001, 10 mg, 30, R86,82
Dosage: Admin.in the morn. Swall.tabs.without chew. Init.with grad.uptitrat.if well toler: 1,25 mg once dly.for 1 wk incr.to 2,5 mg once dly for furth. wk., incr.to 3,75 mg once dly. for furth.wk., incr.to 5 mg once dly for follow.4 wks. Maint.ther: 10 mg once dly. A day of 20 mg may sometimes be necess. Pt.to be observ.over approx.4 hrs aft.ther.init.regard.BP/heart rate/conduct. disturbs./ worsen.HF signs. Dos.reach.may be decr.grad.if necess. Treatm.may be interrupt.& re-introduc.as appropr.

Contraindications: Ac.HF/dur.HF., cardiogen. shock, 2nd & 3rd degr.AV block (without a pacemaker), sick sinus syndr., sinoatr.block, bradycard. (less than 50 bpm) bef.init.ther., hypotens. (syst.BP less than 100 mmHg), bronch. asthma, bronchit., sev.COPD, periph.art.occlus.dis., Raynaud’s syndr., phaeochromocyt., metabol. acidos., pregn.& lactat., hyperthyroid., periph.vasc. dis., sin.bradycard., safety & effic.in childr.not est.

Side effects: Bld./psych.disords., hypersens./ allerg./ skin reacts., SLE, metabol./vis.disturbs., hypo-/ hyperglycaem., hypercholesterolaem., incr. uric acid lev., triglycer.bld.conc.chang., CNS effs., dizzin., headache, convuls., coma, decr.tear product., conjunctivit., hear.loss/impairm., bradycard., fluid retent,heart block, bronchosp.in pts.with asthma, psorias.aggrav., CHF, AV stimul. disturbs., HF worsen., orthostat.hypotens., cold/ numb extremit., paraesthes., paradox.hypertens., periph. vasc.dis.exacerbat./Raynaud’s phenom., periph. gangr., bronchosp.in pts.with bronch. asthma/ obstruct.airway dis.hist., shortn.of breath, dyspn., pneum., pulmon.fibros., pleurisy, GI disturbs., stomatit., hepatotoxic., hepatit., perspirat., alopec., psorias.exacerbat., musc. weakn., cramp., myopath., back/joint pain, potency disords., mass gain, asthen.

Special warnings and precautions: Elderly, sev. ren.impairm., peri-op per., tachycard. respons. due to hypovol./bld.loss poss.obscur.dur./aft.surg., concom. inhalat.anaesthet., diab.mellit., strict fast., ongo. densensitivit.ther., 1st degr.AV block, Prinzmetal’s ang., periph.arter.occlus.dis., hyperthyroid/ thyrotoxicos.sympt.poss.mask., no exper. in HF treatm.in follow: NYHA class II HF/ insul. depend.diab.mellit./imp.ren.funct.(ser. creatin. < 80 /min)/ imp.liv.funct./pts.old.than 80 yrs./ restrict.cardiomyopathy/congenit.heart dis./ haemodynamic.signif.organ.valvul.dis./MI with.3 mnths., poss.incr.sens.towards allerg./ anaphylact.reacts.sever., reg.monit.esp.init., grad. withdr., physic.activ.to be limit.on withdr., concom. Class-I & Class-III antidysrhythm.agents/ myocard. depress./AV conduct.inhibits., clonidine transf., concom. verapamil.in pts.with imp.ventric.funct.& neith.to be admin.IV with. 48 hrs. of discont.the other, concom.IV Ca antagon.& antidysrhythm. agents not recomm., alpha-adrenerg.block. treatm.in phaeochromocytoma, pulse rate/pt. respons. monit.with concom.digoxin in CHF, modif.tachycard.assoc.with hypoglycaem., concom.mefloquine/sympathomimet.agents.

Interactions: Hypoglycaem.with oral hypoglycaem agents & insul., myocard.depress. with antidysrhythm.agents, eff.antagon.with beta-adrenocept. stimlat.agents,life threat. vasoconstrict. effs.with alpha-adrenocept.stimul. & adrenerg.neurone block.agents, poss. heart rate reduct./ incr.AV conduct.time with digoxin, short. half-life with concom.rifampicin, poss.add.syst. S/E with topic.beta-block.eye drops, incr. bradycard. risk with mefloquine, poss. profound hypotens. & AV block with verapamil IV, Ca antagon. have negat.eff.on contractilit./AV conduct./ BP, incr rebound hypertens.risk & exaggerat. heart rate decr./card.conduct.with clonidine/ other central.act.antihypertens., incr.β-block. hypotens.eff./hypertens.crisis risk with MAOI, incr.eff.on atr.conduct.time /incr.neg. inotrop. eff.with Class-I antidysrhythm.meds., eff. on atr. conduct.time poss.potent.with Class-III antidysrhythm. meds., AV conduct.time/bradycard. risk. Taposs.incr.with parasympathomimet. meds. incl. tacrine, poss.intensif.bld.gluc.lower.eff.with anti-diabet.meds., hypoglycaem.sympt.poss.mask. by block.of β-adrenocept., anaesthet.agents may lead to reflex tachycard.attenuat.& incr.hypotens. risk, hypotens.eff.decr.with prostagland.synthet. inhibits., periph.circulat.disturbs.exacerbat.with ergot derivats., reduc.eff.of both agents with concom. combinat.of sympathomimets., poss.incr. BP low.eff.with TCA’s/ barbits./phenothiazin./ other antihypertens.agents.
 XE "Sotahexal" SOTAHEXAL, Sandoz [PWR]
Sotalol HCl.

Indications: Hypertens., ang.pect., card.arrythm., re-infarct. prevent.follow.MI, reduct.of sympathet. overactiv. sympts.in hyperthyroid.

(S3) TABS. 29/5.2/0749, 0750.

827991-002: 80 mg, 100, R310,57

828009-007: 160 mg, 100, R419,24
Dosage: Hypertens: Init.160 mg dly as sngl/ div. dos, incr.accord.to pt.respons.at fornight.interv.to 600 mg or more dly.

Ang.pect: Optimum betw.160 mg & 600 mg dly.

Card.arrhythm: 120 mg -480 mg dly.

Post MI to prevent re-infarct: 320 mg dly.

Hyperthyroid: 120 mg to 240 mg dly.

Contraindications: Sick sinus syndr.incl.sino-atrial block unless funct.pacemak.pres., 2nd & 3rd degr.AV heart block unless funct.pacemak.pres., congenit./acquir.long QT syndr./meds.assoc.with poss.QT interv.prolongat., Torsades de pointes or meds.assoc.therewith, symptomat.sinus bradycard., uncontrol.CHF incl.CHF of right ventric. aft.pulm.hypertens., cardiogen.shock, untreat. phaeochromocyt., anaesthes.produc.myocard. depress., hypotens.except due to dysrhythm., Raynauds, sev.periph.circulat.disturbs., asthma, bronchit., obstruct.airway dis.hist., metabol. acidos., ren.fail., reduct.of accustom.dos.in peri-operat.per., pregn.& lactat.

Side effects: Freq: Anx., sleep disturbs., mood changes, depress., dizzin., light-headedn., headache, paraesthes., syncope, pre-syncope, taste abnormalit., vis.disturbs., hear.disturbs., Torsades de pointes, dysrhythm., dyspn., chest pain, bradycard., palpitat., ECG abnormalit., AV-conduct.defects, pro-dysrhythm., HF, hypotens., abdom.pain, N&V, diarrh., dyspeps., flatul., dry mouth, musc.cramps, sex.dysfunct., fatig., asthen., fev., oed. Less freq: Reduc.lacrimat., in pts.with bronch.asthma or asthmat.complaint hist bronchit./other pulm.dis.& bronchosp. Freq.unknown: Non-thrombocytopen.purpura, thrombocytopen., agranulocytos., trans.eosinophil., hallucinat., confus., neuropsych.disords.incl.overt psychos., periph.neuropathy, Raynauds, intermitt. claudicat.aggravat., painf.cold.extremit., sev. periph. vasc.dis., periph.gangrene precipitat., pneumonit., pulm.fibros., pleurisy, constipat., rash, prurit., alopec., psorias.exacerbat., hyperhidros., myopathy, scleros.peritonit., retroperiton.fibros., antinuclear antibody format.

Special warnings and precautions: Grad. reduct. partic.in ischaem.heart dis., meds.that prolong QT interv.& poss.caus.Torsades de pointes, torsades de pointes incid.is dos.depend., torsades de pointes risk fact.incl.cardiomegaly hist/CHF, pro-dysrhythm.events.poss.not only on init.ther.but also upward.dos.titrat., correct of hypokalaem./hypomagnesaem., electrol./acid-base bal.with sev. or prolong.diarrh./concom.Mg & K+-deplet.meds., L ventric.dysfunct.control.by ther., monit.& dos.titrat.in post infarct.pts.with imp. L ventric.dysfunct., ECG changes, poss.more sev. react.on repeat challenge in pts.with anaphylact. react. hist.to var.allergens, surg., anaesthet.caus. myocard. depress., diab.mellit., spontan. hypoglycaem. episod.hist., cert.clinic.hyperthyroid. signs poss.mask., ren.impairm., exacerbat.of psorias. vulgar.sympts., life threaten.med. interacts. with hypoglycaem./phenothiaz.& var. anti-dysrhythm.meds., digitalisat.poss.necess.if CCF developm.likely, alpha-adrenerg.block.ther. with phaeochromocyt., myasth.grav.poss.unmask., lact.intol., cross.placenta, passes into breast milk, eval.effs.bef.driv./perform.complicat.tasks, urine screen.utilis.HPLC assay with solid phase extract. in suspect.phaeochromocyt.

Interactions: Class 1a anti-dysrhythm.meds.have potent.to prolong refractorin., addit.Class II effs. with beta-block.meds., meds.known to prolong QT-interv., verapamil & diltiazem have addit.effs.on AV conduct.& ventric.funct., incr.torsades de pointes potent.with K+-deplet.diuret., poss. hypokalaem. with other K+-deplet.meds., rebound hypertens.observ.with clonidine discont.poss. potent., digox.glycos.assoc.may incr.auriculo-ventric.conduct.time, excess.reduct.of rest. sympathet.nerv.tone with catecholamine-deplet. meds., poss.hyperglycaem.with insul.& oral anti-diabet.meds., eff.of neuromusc.block.meds. prolong., poss.incr.dos.of beta-agon.when used concom.
 XE "Tenopress" TENOPRESS, Austell [PWR]

Atenolol.
Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS. A38/5.2/0501, 0502, 0503.

705872-001: 25 mg, 30, R15,50
705874-001: 50 mg, 30, R17,37
705873-001: 100 mg, 30, R28,55
Dosage: 

Hypertens: 50-100 mg dly as sngl.dos. May be combin.with diuret./other antihypertens.agents for furth.reduct.
Ang.pect: 50-100 mg dly.as sngl./div.dos.

Contraindications: 2nd & 3rd degr.heart block, bradycard. (<50 beats/min), metabol.acidos., sev. periph.arter.circulat. disturbs., sick-sinus syndr., untreat.phaeochromocyt., hypotens., CF unless signs of fail.controll.with digital.&/diuret., safety & effic.in childr.not est., concom.verapamil ther. with conduct.abnormalit., concom.IV Ca antagon. & antiarrthythm.agents, safety in pregn./lactat.& childr.not est

Side effects: Bld disords., CV effs.incl.heart block., periph.vasc.dis.exacerbat., Raynauds, precip. periph.gangr., CNS effs., cold extremeties, hypotens., paradox.hypertens., depress., paraesthes., psychosis, GI disturbs., musc. cramps, myopathy, skelet.musc. weakn., vis.disturbs., perspirat., skin rash, alopec., trans. hear.loss, hypersens.reacts., sex.impot., bronchosp., hypoton./collapse/hypoglycaem of inft. if giv.shortly bef.birth/dur.labour.
Special precautions: Thyrotoxicos., 1st degree heart block, tachycard.assoc.with hypoglycaem. modif., phaeochromocyt.pts.req.(-adrenocept. block.treatm., asthma, bronchit., chron.pulmon. dis., incr.number & durat.of angina attacks, periph. vasc.dis., peri-op.period., sev.ren. impairm., concom.class 1 antidysrhythm.agents, clonidine transf., concom.verapamil with imp. ventric.funct., avoid anaesthet.agents that caus. myocard.depress., elderly, grad.withdr.

Drug interactions: Phenothiaz.& var.anti-arrhythm. agents poss.life threaten.conseq., eff. of myocard.depress.agents poss.enhanc., eff.of hypoglycaem. agents enhanc., sev.hypotens.with Ca block., sympathomimet.negate effs., hypotens. eff.decr.by NSAIDS.

 XE "Tenoretic" TENORETIC, AstraZeneca
Atenolol 100 mg, chlorthalidone 25 mg.
Indications: Mild to mod.hypertens.

(S3) TABS. M/7.1.3/106.

769568-009: 30, R498,20
Dosage: 1 tab dly.
(S3) TENORET 50 TABS. S/7.1.3/201.

Atenolol 50 mg, chlorthalidone 12,5 mg,

769592-007: 30, R288,63
Dosage: 1 tab dly. If necess.incr.to 2 tabs dly.
Contraindications: Pregn.& lactat., bradycard., cardiogen. shock, hypotens., metab.acidos., sev. periph. arter.circulat.disturbs., 2nd & 3rd degr. heart block., sick sinus syndr., prolong.fast., untreat. phaeochromocyt., not recomm.for childr.

Side effects: Common: Bradycard., cold extremit., fatig., GI disturban., hyperuricaem., hypokalaem., hyponatraem., impair.gluc.toleran. Uncommon: Sleep disturb., elev. transaminase lev.Rare: Leukopen., thrombocytopen., purpura,  deterior.HF, heart block, postur.hypotens., Raynaud's phenomen., dizzin., headache, paraesthes., dry eye, vis.disturb., dry mouth, hepat.toxic., pancreatit., confus., hallucinat., mood change., nightmare, psychos.,  impoten., bronchospasm., alopec., psorias.exacerb.,
psoriasiform skin react., rash. Very rare: Incr.antinucl.antibod. Unkown: Agranulocytos., CHF, ac.myop., ac.angle-clos.glauc., choroidal effus., photosens.,  saliv.gland inflamm., diarrh., vomit., depress.

Special warnings and precautions: Poor card.reserve., card. fail. to be 1st control.with digit./diuret., asthma, bronchit., chron.resp.dis., Prinzmetal’s ang., may aggrav. less sev.periph.arter.circulat.disturbs.& sev. periph.vasc.dis., precipit.gangrene, 1st degr. heart block, may mask signs of thyrotoxicos., peri-op per., pts.with hist.of anaphylact.reacts.may have more sev.react.on rep.chall.& be unrespons. to adrenaline, elderly, hepat./ren.impairm., anuria, consid. discont.in case of inexplicable skin reacts., phaeochromocyt. req.concom.(-adrenerg.block. ther., withdr.grad., physic.activ.limit.dur.withdr. period., may mask hypoglycaem.sympts., diabet., bradycard. of <50-55 beats/min., concom. sympathomimet. agents, clonidine transf., electrol. imbal., IV admin. of Ca chann.block.& Tenoretic/ Tenoret-50 within 48 hrs. of discont.the other, discon.if decr.vis.acuity/ocular pain, poss.risk fact.for ac.angle-clos.glauc.develop hist.of sulphonamide/penicill.allergy.
Interactions: Poss.incr.hypotens.risk with nifedipine, life-threat.eff.with concom. hypoglycaem. agents, phenothiazines, class 1 anti-arrhythm., eff.counteract.by sympathomimet., antihypertens. eff.reduc.by prostaglan.synthetase inhibit. e.g.ibuprofen & indomethacin, ren.clear. reduc. of Li, digit.toxic.enhanc., neuromusc.block. act. of competit.musc.relax.enhanc., antihypertens. agent effs.poss.enhanc., postur.hypotens.enhanc. by CNS depress., incr.hypotens.risk with cert. anaesthet. agents., effs.of Ca.chann.block.with negat. inotrop.effs.exaggerat.

 XE "Tenormin" TENORMIN, AstraZeneca Pharmaceuticals (Pty) Ltd
See Section 7.4.2
 XE "Tevacard Co" TEVACARD CO, (Cipla Medpro) Teva [PWR]
Bisoprolol fumarate 2,5(5; 10)mg, hydrochlorothiazide 6,25(6,25; 6,25)mg 

Indications: Hypertens.

(S3) TABS, 47/7.1.3/1269, 1270, 1271

3003503-001:2,5/6,25 mg, 30, R106,22
3003504-001: 5/6,25 mg, 30, R111,92
3003506-001: 10/6,25 mg, 30, R118,94
Dosage: Adults: Init.one 2,5/6,25 mg tab.dly. Subseq. dos.adjustm.as appropr.up to max. recomm. dos.of one 10/6,25 mg dly. Withdraw grad. if discont.
Contraindications: Other sulphonamide deriv. agent hypersens., uncontr.CF/dur.episod.of HF decompensat.requir.IV inotrop.ther., cardiogen. shock, metabol.acidos., sympt.bradycard, 2nd & 3rd degr.AV block, sick sinus syndr., sinoatrial. block, bronch.asthma/chron.obstruct.airways dis., periph. arter.occlus. dis.(PAOD)/Raynaud’s syndr., untreat. phaeochromocyt., hist.of/curr.basal & or squamous cell carcinomas of skin & lip, pregn.& lactat., sev.ren./ hepat. impairm., refract.hypokalaem., no paed.exper., concom.Li-ther./IV admin.of Ca agon./ centr.act.antihypertens. agents not recomm.

Side effects: Freq.: Dizzin., headache, feel.of extremity coldn./numbn., N&V, diarrh, constip., fatig. Less freq.: Loss of appetite, hyperglycaem., hyperuricaem., fluid & electrol.bal.disturbs., metabol.alkalos., depress., sleep disords., bradycard. AV conduct. disturbs., HF worsen., orthostat.hypotens., bronchosp.in bronch. asthma.& obstruct.airways dis., abdom. complaints, musc.weakn.&-cramps, asthen., incr. amylase/ser.creatin.&urea, incr.triglycerid.& cholesterol., glycosur., leucopen., thrombocytopen., nightmares, hallucinat., reduc. tear flow, vis.disturbs., hear.disords., hepatit., jaund., allerg. rhinit., ARDS, hepat., jaund., hypersens.reacts. incl.itch/ flush/ rash/ photodermatit./ purpura/ urticar./anaphylact.reacts/ TEN/ alopec./ cutan.lupus erythematos., potency disords., incr.ASAT/ALAT, agranulocytos., conjunctivit., pancreatit., induc.psorias.like rash, chest pain. Freq.unknown: Non melanoma skin Ca, choroid.effus. 
Special warnings and precautions: Do not withdr.abrupt.in esp.ischaem.heart dis., at least 48 hrs.to elapse betw.last dos.& surg.if ther.to be withdr.bef. anaesth., dur.anaesthes., maint.usual dos.peri-op., tachycard.respons.poss.obscur., diab. mellit.as hypoglycaem.S&S.poss.mask., strict fast., 1st degr. AV block, Prinzmetal’s ang., hypovolaem., accomp.HF of any degree, sensitiv.to allergens.& anaphylact.react.severity poss.incr., condit.worsen psorias./hist.therof, thyrotoxicos.sympt.poss. mask., full alpha-recept.block.reqd.in phaeochromocytoma, protect expos.areas from sun/ UVA light if photosens.react.occur, non-melanoma skin Ca(NMSC) risk incr.with incr. cumulativ.hydrochlorothiaz.dos., pts.to self monit. for skin les.& eval.if suspic., very rare severe cases of ac.resp.toxic.incl. ARDS aft.taking hctz, if suspect.withdraw immed., poss.aggrav.sympts of PAOD/ Raynauds, reconsid. hydrochlorothiz. use if prev.NMSC exper., sev. dysrhythm. developm.poss.esp.torsade de pointes result.from hypokalaem., close clinic.& ECG monit.with verapamil/ diltiazem/bepridil esp.elderly and start of treatm., recomm.to red.dose when comb.with othr antihypert.meds.at least in initial.phase, monit.ser.electrol./ lipids/ uric acid/bld.gluc./sodium dur.longt.ther., incr.gout attack risk in hyperuricaem., poss.metabol.alkalos. worsen., ren./ liv.funct.impairm., incr.rebound hypertens risk with abrupt withdr.of centr.-act.antihypertens. agents, pre-exist.sod.deplet.esp.in ren.art. stenos., ischaem.heart dis. on abrupt withdr., hist.of sulfonam./ penicill.allergy.assoc.with ac.angle clos.glucoma-disc.if vis.distrub.
Interactions: Risk of signific.fall in BP &/ac.ren fail. with ACEI in pts.with pre-exist.sod.deplet.(part.in ren.arter.stenos.), if sod.deplet.with prior diuret.stop diuret.3 days before ACEI or initiat.ACEI at lower dose, NSAID reduc.antihypertens.effs., attenuat.of reflex tachycard./ incr.hypotens.risk with anaesthet.agents, AV-conduct.time incr./ heart rate reduct.with digoxin, reduc.eff.with beta-sympathomimets., poss.incr K+-loss.with K+-wast. agents., haemolys.with methyldopa, incr.eff.of uric acid low.agents, reduc.hydrochlorothiaz.absorpt. with cholestyramine/colestipol, incr.bradycard.risk with mefloquin, reduc.antihypertens.eff. with corticoster, poss.incr.AV-conduct.time/ bradycard.risk with parasympathomimet.agents, incr. syst.effs.with topic.β-blocks., incr.bld.gluc. low. eff.with antidiab.agents, poss.intens.Li cardiotox./ neurotox.effs.through Li excret.reduct., concom. use of centr.-act.antihypertens.agents poss. lead to furth.heart rate reduct./card.output/ vasodilat., poss.extreme hypotens.& AV block with concom. IV verapamil, poss.incr.hypotens.risk/ furth. ventr.pump funct.deteriorat.in HF pts.with concom. Ca antagon.of dihydropyridine type, neg. inotrop. eff.incr.& eff.on AV conduct.time poss. potent. with Class 1 antidysrhythm.agents, incr. hypotens. risk with other anti-hypertens.agents/ meds. with BP-low.potent., potent.eff.on AV conduct. time with Class-111 antidysrhythm. agents, cert.anti-dysrhythm./non anti-dysrhythm -agents poss.induc. torsade de pointes.

 XE "Ziak" ZIAK, Merck [PWR]
Bisoprolol fumarate 2,5/5/10 mg hydrochlorothiazide 6,25/6,25/6,25 mg

Indications: Mild to mod.essent.hypertens.

(S3) TABS. 31/7.1.3/0455, 0456, 0457.

840300-018: 2,5/6,25 mg, 30, R217,78
840319-002: 5/6,25 mg, 30, R217,78
852929-005: 10/6,25 mg, 30, R217,78
Dosage: Init: 2,5 mg/6,25 mg once dly. Subseq. dos.adjust.to max. 10 mg/6,25 mg once dly in morning with food. Do not chew.

Contraindications: Ac.HF/ dur.episod.of HF decompensat.req.IV inotropic therap., cardiogen.shock, metabol.acidos., sympt.bradycard./PR<50 bpm, 2ndor 3rd degr.AV block, sick sinus sydr., sinoatr.block, bronchial asthma, sev.forms of peripher.arter.occlusiv.dis./ Raynaud’s syndr., phaeochromocyt.bef.full alpha block, sev.ren./hepat.impairm., refractory hypokalaem., concom.Li.treatm.
Side effects: Common: Feel cold/numb extremit., dizzin., headache, fatig., constip., diarrh., N&V. Uncommon: Bradycard., AV conduct.disturb., orthostat.hypotens., worsen.HF, asthen., abdom.complaints, glucosuria, incr.amylase, incr.serum creatinine & urea, incr.triglyserides & cholester.levels, appetite loss, disturb.of fluid & electrolyte balance, hyperglycaem., hyperuricaem., musc.cramp/-weakn., depress., sleep disord., bronchospasm in bronchial asthma/obstruc.airway dis.hist.pts. Rare: Leukopen., thrombocytopen., syncope, hear.disord., reduc.tearflow, vis.disturb., hepatit., incr.liv.enzymes, jaund., hallucinat., nightmare, allerg.rhinit., hypersens.skin reacts., erect.dysfunct.Very rare: Agranulocytos., conjunctivit., pancreatit., metabol.alkalos., chest pain, anaphylact.reacts., alopec., cutan.lupus erythematos., psorias.exacerb.Unknown: NMSC, ac.myopia, ac.angle-closure glauc. 

Special warnings and precautions: Grad.withdraw & limit physic.activ.during discont., HF, DM with large fluctuat.in bld gluc., hypoglycaem.sympts.may be masked, strict fast., 1st degr.AV block, Prinzmetal’s angina, poss.aggrav.sympts.of peripher.arter.occlusiv.dis.& Raynaud’s syndr., hypovolaem., impair.liv.funct., cholelithiasis, sev.peripher.vascul.dis./ peripher.gangrene, digitalisat.with long term treatm.& risk of CCF, poss.incr.sensitiv.to allergens & severit.of anaphylact.reacts., worsen.psoriasis., masked sympt.of hyperthyroid.,admin.only after full alpha-recept.block.in phaeochromocyt.pts., at least 48 hrs.to elapse betw.last dos.& surg.if ther.to be withdr.bef. anaesth., pts.with obstruct.pulmon.dis., photosens.with hctz protect exposed areas from sun/UV light, incr.risk of non-melanoma skin Ca.(NMSC), fluid and electrolyte disturb.with long-term hctz, recomm.monitor serum electrol./ creatinin.& urea/ serum lipids/ uric acid & bld gluc., worsen metabol.acidos., incr.risk of gout in hyperuricaem.pts., risk of ac.angle clos.glaucoma with hist.of sulphonamide/ penicill.allergy, not recomm.in childr./ pregnan., newborn poss.hypoton./ collaps./ hypoglycaem.if admin.shortly bef.birth/ dur.labour, not recomm.in breastf.as hctz can inhibit milk product.

Interactions: Concom.Li.intensif.cardiotox.& neurotox.eff.of Li., IV calcium antag.& antidysrhythm.meds not recomm., not recomm.in comb.with calcium antagonists, central acting antihypertens.(eg.clonidine./ methyldopa/ moxonodine), clonidine transf. risk of hypertens.crisis, caution with dihydropyridine CCB (eg.nifedipine/ amlodipine), other BP lower.meds.(eg.TCAs/ barbiturates/ phenothiazines) incr.risk of hypotens., ACE-I/ARBs, class I antiarhytm.(eg.quinidine/ disopyramide/ myocard.depress./ inhib.of AV conduct.), class-III antidysrhytm.(eg. amiodarone), antidysrhytm.poss.induc.torsades de pointes (Class IA eg.quinidine/ hydro-/ disopyramide & Class III eg.amiodarone/ sotalol/ dofetilide/ ibutilide), non-antidysrhythm.meds poss.induc.torsades de pointes (eg.astemizole/ IV erythromycin/ halofantrine/ pentamide/ sparfloxacin/ vincamine), parasympathomimet.meds, topical ß-blockers, insulin and oral antidiabetic., anaesthesia, digoxin, NSAIDs, ß-sympathomimet.(eg.dobutamine), sympathomimet.activat.both beta-& alpha-adrenoceptors (eg.noradrenaline/ adrenaline), K+-wasting meds (eg.corticosteroids/ ACTH/ carbenoxolone/ amphotericin B/ furosemide/ laxatives), methyldopa, attenuate eff.of uric-acid-lower.agents, cholestyramine/ colestipol red.absorpt.of hctz., incr.bradycard.risk with mefloquine, enhanc.hypotens.eff and risk of hypertensiv.crisis with MAOI, corticoster. red.antihypertes.eff., slight reduc.of half-life with rifampicin, exacerbat.of peripher.circulatory distrub.with ergotamine deriv.
7.3.4
Alpha- and beta-receptor blockers
 XE "Carloc" CARLOC, Cipla Medpro [N/P/S in C in only certain sports]

Carvedilol

Indications: Essent.mild to mod.hypertens., adjunct in mild to mod.stable symptomat.HF of ischaem/cardiomyopath.origin, oft.in conjunct. with stand.ther. 

(S3) TABS 37/7.1.3/0613, 34/7.1.3/0433, 0434

705459-001: 6,25 mg, 30, R71,10
700168-001: 12,5 mg, 30, R74,40
897117-006: 25 mg, 30, R96,90
Dosage: Hypertens: Adults: Init.6,25 mg 2xdly for 1-2 wks. Maint.dos: 12,5 mg 2xdly or init. 12,5 mg dly for 2 days. Maint.dos: 25 mg dly.

Elderly: 12,5 mg once dly. If inadeq.it may be incr. as tolerat.at 2 wkly interv.up to 25 mg once dly/in div.dos. 

CHF: Admin.concom.with std.ther.Take with food. Indiv. Adults: Init.3,125 mg 2xdly x2 wks.incr.to 6,25 mg 2xdly for 2 wks. Maint: 25 mg 2xdly.in pts. <85 kg (max.dos.) incr.to 50 mg 2xdly in those >85 kg (max.dos.) Allow interv.of 2 wks.aft.each dos.incr. Should treatm.be discont.reinst.ther.at 3,125 mg 2xdly.for 2 wks.& incr.as above.

Contraindications: Bronchosp., asthma, obstruct. airways dis.hist., bronchit., chron.resp.dis., 2nd/3rd degr.AV block, sev.bradycard.(<50/ min.), New York Heart Assoc.class IV decompen. HF requir.IV inotrop.support, cardiogen.shock, sick-sinus syndr. incl.sino-arter.block, hepat.funct. impairm., metabol.acidos., periph.vasc.dis., Raynaud's phenom., sev.hypotens., allerg.condits.involv. airways, pregn. & lactat., safety & effic.in childr. not est., safety dur.longt.treatm.not est., concom. anaesth. agents caus.myocard.depress., cardio-depress.Ca chann.blocks.

Side effects: Floppy inft.syndr.if giv.to mothers dur.labour/shortly bef.birth, postur.hypotens., bradycard., exacerbat.of periph.vasc.dis., Raynauds phenom., periph.gangr.precipit., heartblock precipit. in pts.with underly.card.disords., chest pain, oed., syncope, bronchoconstrict./dyspn., in asthma, bronchit.& chron.pulm.dis.pts., GI disturbs., hepat. inj., fatig., stuffy nose, fev., weight gain, impot., reduc.libido, haematur., urine retent., ren.funct.deteriorat.in CCF pts., hypoglycaem., musc.weakn., myopathy incl.musc. cramps, neuropsychiatr.& CNS effs., paraesthes., periph. neuropathy, bld.dyscras., allerg.skin reacts., revers.alopec., stomatit., induc./aggrav. psorias., ocul.effs., trans.hear.loss, early signs of hyperglycaem. mask.in diab., sympt.of hyperthyroid. mask., repeat.challenge in pts.with anaphylax. to antigen hist.

Special precautions: 1st contr.phaechromocyt. adeq.with alpha block.bef.init., adeq.clinic.contr.in CHF bef.init.ther.esp.if HF controll.with digital., diurets. &/ACE inhibits., in HF eval.pt.for worsen. sympts. bef.each incr.& treat accord., discont.48 hrs. bef.anaesthes., peri-op per., ren.impairm., elderly, discont.grad., pt.to limit.activ.dur.withdr. per., Prinzmetal’s variant ang., pulse rate55 beats / min., poss.anti-diab./insul.dos.reduct., contact lense wear.due to reduc.lacrimat., clonidine transf., monit.CHF pts.at risk of ren.fail., monit.pts. with tend.to bronchosp.at init.& upward titrat., when terminat.both carvedilol & clonidine tog. withdr.carvedilol sev.days bef.grad.decr.clonidine, monit.digox.lev.when dos.chang., caref.contr.with digitalis.of pts.receiv. longt.ß-block. agents if CCF poss.develop.

Drug interactions: NSAID's antagon.hypotens. eff., potent.eff.of cert.anti-diabet.agents, potent. of AV conduct.time with myocard.depress.agents incl.cert.anti-arrhythm., enzyme inhibit.aff. metabol., hypotens.& sev.bradycard.with reserpine / meds.depl.catecholamine & adrenerg.neurone block.agents, dimin.eff.with ß-adrenorecept. stimulat. agents, hypotens.eff.revers.& periph. vasoconstrict. eff.enhanc.by (-adrenorecept. stimul. agents., decr.syst.availabil.with rifampicin, incr.syst.bioavailabil.with cimetidine, hydralazine & alcoh.incr.plasma conc., poss.life-threat. interacts. with phenothiazine & cert.anti-arrhythm., poss.potent.of antihypertens./meds.that have hypotens.eff.
 XE "Carvedilol Oethmaan" CARVEDILOL OETHMAAN, Oethmaan Biosims [N/P/S in C in only certain sports]

Carvedilol

Indications: Mild to mod.essent.hypertens., mild to mod.stable symptomat.HF of ischaem./ cardiomyopath.origin as adjunct.to std.ther.incl. pts. not tol.to ACE inhibits.& pts.on or not on digital.ther.

(S3) TABS, A39/7.1.3/0555, 0556

3000329-002; 6,25 mg; 30; R96,95
3000330-001; 12,5 mg; 28; R77,91
3000330-002; 12,5 mg; 30; R83,48
Dosage: Init.low.dos. grad.titrat. until.optim.eff.achiev.

Hypertens: Adults: Init.6,25 mg 2xdly for 1-2 wks. Maint.dos: 12,5 mg 2xdly OR init. 12,5 mg dly for 2 days. Maint.dos: 25 mg dly.

Elderly: 12,5 mg once dly. If inadeq.it may be incr. as tolerat.at 2 wkly interv.up to 25 mg once dly/in div.dos. 

HF: Admin.concom.with std.ther.Take with food. Dos.of pts.on concom. digox./ diuret.& ACE inhibit. to be stabilis. bef.init. ther. Indiv. Adults: Init. 3,125 mg 2xdly x2 wks.incr.to 6,25 mg 2xdly for 2 wks. Maint: 25 mg 2xdly.in pts. <85 kg (max.dos.) incr.to 50 mg 2xdly in those >85 kg (max.dos.) Allow interv.of 2 wks.aft.each dos.incr. Eval.pt. condit. bef.each dos.incr.incr.diuret.dos.if worsen. card.effs./fluid retent.occur. If treatm.discont.for >2 wks.recommenc.at 3,125 mg 2xdly up-titrat.as above. Reduct.in diuret.dos.may assist in managem. of vasodilat. sympts., do not incr.dos. until sympts.of worsen.HF/vasodilat.are stabil.

Contraindications: 2nd/3rd degr. atrioventric. block, sev.bradycard.(<50 bpm), NYHA class IV decompen.HF requir.IV inotrop.support, metabol. acidos., cardiogen.shock, sick sinus-syndr.incl. sino-artrial block, periph.vasc.dis., Raynauds phenom, allerg.condits.involv.airway., sev. hypotens. (systol.<85mm Hg), bronchosp/asthma/ obstruct. airway dis.hist., uncontrol.HF, hepat. funct. impairm., pregn.& lactat., phaeochromocyt., safety in childr.not est.

Side effects: Freq: Thrombocytopen., hyperglycaem., worsen.bld.gluc.control in diabet., dizzin., headache, fatig., bradycard., oed., postur. hypotens., hypotens., N&V, diarrh., reduc. lacrimat., bronchoconstrict., dyspn. Less freq: Non-thrombocytopen.purpura, agranulocytos., trans.oesinophil., hypoglycaem., hepat.injury, paraesthes., syncope, AV block, CF exacerbat., cardiomegaly, ang.pect., HF sympts., musc. weakness./cramps, periph.circulat.disturbs., constipat., abdom.pain, vis.abnormalit., disturb. vis., eye pain., ren.fail, ren.funct.abnormalit., haematur., depress.mood, sleep disturbs., hallucinat., confus., periph.neuropathy., skin reacts., revers.alopec., sex.impot., allerg.reacts.

Warnings and special precautions: 1st contr. phaechromocyt. adeq.with alpha block.bef.init., adeq. clinic.contr.in CHF bef.init.ther.esp.if HF controll.with digital., diurets.&/ACE inhibits., in HF eval.pt.for worsen. sympts. bef.each incr.& treat accord., clonidine transf., when terminat.both carvedilol & clonidine tog. withdr.carvedilol sev. days bef.grad.decr.clonidine , monit.digoxin lev. when ther. init./adjust./discont., discont.48 hrs. bef.anaesthes., peri-op per., safety in long term. admin. not demonstrat., periph.vasc.dis &/or Raynauds syndr., adverse reacts.more common in ren. decompensat.& with intraven.admin., elderly, ren. dysfunct., discont.grad.in pts.with ischaem. heart dis., Prinzmetal’s ang., reduc.dos.if pulse rate <55 beats/min., diabet.pts., poss.masks hypothyroid., contact.lenses due to reduc.lacrimat., eval.S/E bef.driv./operat.machin., excret.in breast milk.

Drug interactions: Poss.life-threaten.conseq. with hypoglycaem.agents/phenothiaz.& var.anti-dysrhythm. agents, avoid anaesthet.agents caus. myocard.depress.& cardio-depress.Ca chann.block eg.verapamil & diltiazem, NSAID's antagon. hypotens. eff., potent.eff.of cert.anti-diabet. agents, potent. of AV conduct.time with myocard. depress.agents incl.cert.anti-arrhythm., enzyme inhibit. aff. metabol., hypotens.& sev.bradycard. with reserpine/meds.depl.catecholamine & adrenerg. neurone block.agents, dimin.eff.with ß-adrenorecept. stimulat.agents, hypotens.eff. revers.& periph. vasoconstrict. eff.enhanc.by alpha-adrenorecept./mix.alpha-& beta-adrenorecept stimul.agents., decr.syst.availabil. with rifampicin, incr.syst.bioavailabil.with cimetidine, hydralazine & alcoh.incr.plasma conc., poss.potent.of antihypertens./meds.that have hypotens.eff.
 XE "Carvedilol Unicorn" CARVEDILOL UNICORN, Unicorn [N/P/S in C in only certain sports]
Carvedilol

Indications: Mild to mod.essent.hypertens., mild to mod.stable symptomat.HF of ischaem./ cardiomyopath.origin as adjunct.to std.ther.incl. pts.not tol.to ACE inhibits.& pts.on or not on digital.ther.

(S3) TABS, 37/7.1.3/0279, 0280, 0281

716742-001: 6,25 mg, 30, R71,10
716743-001: 12,5 mg, 30, R74,40

716744-001: 25 mg, 30, R96,60

Dosage: Take aft.meals. Init.low.dos. grad.titrat. until.optim.eff.achiev.

Essent.hypertens: Adults: Init: 12,5 mg once dly.for first 2 days.incr.to 25 mg dly.thereaft. Combin.with a diuret.may assist in desir. clinic. respos. Elderly: Init.12,5 mg once dly. If necess. incr.dos. at 14 day interv.up to 25 mg once dly or in div.dos.

Symptom.CHF: Admin.with food. Indiv.& clos. monit.by practit.exper.in HF managem., dur.up-titr. Stabil.concom.digital./diurets./ACE inhibits. bef.init.ther. Init: 3,125 mg 2x dly for at least 14 days. If toler.incr.dos.at interv.of not less than 14 days to 6,25 mg 2x/day., 12,5 mg 2x/day & then 25 mg 2x/day. Max.recomm.dos: less than 85 kg: 25 mg 2x/day. More than 85 kg: 50 mg 2x/day. Practit.to assess pt.for worsen. HF/ vasodilat. bef.dos.incr. Reinst.ther.as above should treatm.be discont.for long.than 14 days. 

Contra-indications: Bronch.asthma, chron. obstruct. pulm.dis., sev.bradycard.(<50 bpm), sick-sinus syndr.incl.sino-artrial block, 2nd/3rd degr. AV block, unstab.HF, New York Heart Assoc. class IV decompen. HF requir.IV inotrop. support, cardiogen. shock, hepat.funct.impairm., sev. hypotens. (syst.BP <85mmHg), safety in childr.not est., obstruct.airway dis./bronchosp./allerg. condits. involv.airways, metabol.acidos., part. heart block, sinus bradycard., concom.Ca antagon. esp.verapamil in disturb.heart funct., safety in pregn. not est., lactat., use in pts. undergo. anaesthes.not est.

Side-effects: Bradycard., GI disturbs., leg/ genit./ periph./gen.oed., fluid overload, hypervolaem., pain in extremit., hypotens.also postur., AV block, card.fail.dur.dos.incr., syncope, ang.pect./HF progress., bld.dyscras., hypercholesterolaem., reduc.periph.circulat., thyotoxicos. sympt.may be mask., Raynaud’s phenom., sympt.exacerbat.of intermit. claudicat., ser.transaminas.chang., hyperglycaem.in pre-exist. diab.mellit., diab.mellit. exacerbat., latent diab.mellit.evid., asthma, dyspn., flu-like sympt., stuffy nose, wheez., vis. disturbs., reduc.lacrimat., ren.abnormal., ac.ren. fail., micturit. disturbs., skin reacts.incl.lichen planus-like reacts./allerg.exanthem., CNS effs., sex.impot., weight incr., dry mouth.

Special precautions: Adeq.contr.CHF pts., 1st contr. phaechromocyt.adeq.with alpha-adrenocept. block., ren.impairm., monit.digoxin lev.when ther. init./adjust./discont., reg.bld.gluc.monit.with insul./oral hypoglycaem., monit.pts.on concom. meds.lead.to catecholamine deplet./adrenerg. block. agents, excret.in breast milk, elderly, cirrhos., incr.diuret.dos./poss.decr.or discont. Carvedilol Unicorn in case of worsen.card. effs./ fluid retent.dur.dos.incr., pts.controll.on diurets./ digital./& ACE inhibits., decr.dos.if pulse rate bel.55 bpm, decr.ther.grad.in pts.with ischaem. heart dis., diabet.mellit.in CHF esp.dur.ther.init. dos.adjustm., monit.bld.gluc., outweigh benef./risk in pts.not requir.oral/inhal.treatm.for bronchosp. dis.& monit.esp.dur.ther.init.& dos.adjustm., thyrotoxicos., Raynaud’s dis., cont.lens., periph. vasc.dis., Prinzmetal’s ang.esp.dur.ther.init., IV atropine for vagal influence protect., discont.ther. at least 24 hrs.bef.anaesthes., clonidine transf.
Drug interactions: Potent.eff.with other hypertens. /meds.with hypotens.as S/E, digox. steady state trough conc.incr.in hypertens., incr. syst.avail.with cimetidine, reduc.syst.avail.with rifampicin, poss.incr.effs.of insul./oral hypoglycaem., poss.incr.lev.with alcoh./ hydralazine, synergist.eff.with diltiazem, poss. hypotens./ sev.bradycard.with meds.lead.to catecholamine deplet./adrenerg.block.agents., poss.dimin.eff.with beta-adrenorecept.stimul. agents, revers.eff.with alpha-adrenocept.stimul. agents/ agents with both alpha & beta-adrenocept. stimul.propert., poss.incr.AV conduct. time/neg.inotrop.eff.with myocard. depress. agents incl.anti-arrythm.
 XE "Carvetrend" CARVETREND, Pharma Dynamics [N/P/S in C in only certain sports]

Carvedilol

Indications: Essent.mild to mod.hypertens., adjunct in mild to mod.stable symptomat.HF of cardiomyopath. /ischaem.origin, adjunct.in longt. ther. follow.uncomplic.MI with (L) ventric. dysfunct.(LVEF)

(S3) TABS, 37/7.1.3/0276, 0277, 0278

704670-001: 6,25 mg, 30, R71,10
704671-001: 12,5 mg, 30, R74,40
704672-001: 25 mg, 30, R96,90
Dosage: Take aft.meals. Init.with low.dos.titrat. grad.upwards.till optim.eff.

Essent.hypertens: Adults: Init:12,5 mg once dly. for 1st 2 days incr.to 25 mg once dly. Concom. diuret. may assist in desir.respons.

Elderly: 12,5 mg once dly. If inadeq.it may be titrat. at 14 day interv.up to 25 mg once dly/in div. dos. 

Symptom.CHF: Admin.with food. Indiv. Init. 3,125 mg 2xdly at least x14 days. If toler.may be incr.at not less than 14 day interv.to 6,25 mg 2xdly, foll. by 12,5 mg 2xdly & thereaft.25 mg 2xdly. Max. 25 mg 2xdly in pts.< 85 kg & 50 mg 2xdly in those >85 kg.

(L) Ventric.dysfunct.foll.uncomplic.ac.MI: Indiv. Init.treatm. when pt. haemodynamic.stab.& fluid retent.minim. Pt.to have receiv.ACE inhib. x48 hrs.at stab.dos.at least dur.preced.24 hrs. Start. treatm.betw.day 3-21 post MI. Init.recomm. dos: 6,25 mg. Keep und.close supervis.x 3 hrs. Subseq. dos.if 1st dos.well toler. Incr.to 6,25 mg 2x dly X3-10 days. Reduc.dos.to 3,125 mg 2x/day if intol.devel.esp.bradycard.(ie<50 bpm)/syst.BP< 80 mmHg or fluid retent. Discont.treatm.if not well toler. Incr.again to 6,25 mg 2xdly aft.3-10 days if well toler.

Subseq.up-titrat: If 6,25 mg 2xdly if well toler. incr. at 3-10 day interv.to 12,5 mg 2xdly then 25 mg 2xdly. Maint: max.tol.dos. Max.recomm.dos: 25 mg 2xdly.irrespect.of bm.
Contraindications: Bronch.asthma/chron. obstruct. pulm.dis., sev.bradycard., sick-sinus syndr. incl.sino-artrial block, 2nd/3rd degr. atrioventric. block, unstable HF, New York Heart Assoc. class IV decompen.HF requir.IV inotrop. support,cardiogen.shock, clinic.manifest liv. impairm., sev.hypotens., safety in childr.not est., concom.Ca antagon.esp.verapamil in disturb.heart funct.

Side effects: Thrombocytopen., hypercholesterolaem., leucopen., reduc.periph. circulat., Raynauds, intermitt.claudicat.sympt. exacerbat., hyperglycaem.in diab., latent diab. poss. evid./exist.diab.exacerbat., asthma/dyspn.in predispos. pts, flu-like sympts., stuffy nose, wheez., weight incr., dizzin., headache, fatig., CNS effs., vis. abnorm., reduc.lacrimat., eye irrit., vis. disturbs., card.disords., sex.impot., GI disturbs., dry mouth, skin reacts.incl.lichen planus-like reacts./ allerg. exanthema, ac.ren.fail.& ren.abnorm., micturit. disturbs., bradycard., legs/genit./periph. oed., extremit.pain, hypotens., periph.hypervol., gener.fluid overload., syncope, ang.pect., progress. of HF, AV-block/ CF dur.dos.incr., postur.hypotens.

Warnings and special precautions: Monit.init. / dur. dos.adjustm., contr.CCF , 1st contr. phaeochromocyt.adeq.with alpha block., ren. impairm., not for use in obstruct.airway dis./ bronchosp./ allerg.condits.involv.airways/ metabol. acidos./part.heart block/sinus bradycard., clonidine transf., pulse rate <55 beats/min., grad. discont. in ischaem.heart dis., monit.ren.funct.in CHF dur.dos. adjustm., dos.of pts.on concom. digit./ diuret.&/ACE inhibit.to be stabilis. bef.init. ther., early ac.hypoglycaem.warn.S&S poss. enhanc./mask., not recomm.in COPD with bronchosp., consid.benef.vs.risk in pts.not requir. oral/ inhal. ther.for bronchosp.dis.& monit.reg., thyrotoxicos. sympts.mask., Raynaud sympts. exacerb., cont.lens., periph.vasc.dis, Prinzmetal’s ang./ ciclospor.monit.esp.when init.ther, IV atrop.for vagal influenc.protect., anaesthes./maj. surg., ser.hypersens.react.hist., pts.undergo. desensitisat., consid.benef.vs. risk in psorias.hist. assoc. with β-blocks., monit.ECG/BP with Ca-chann. blocks of verapamil/diltiazem type/other anti-dysrhythm.meds., lact.intol., lactat., safety in pregn. not est., excret.in breast milk, discont.grad. esp. in pts.with concom.coron.heart dis., monit. digox. lev.when init./adjust./discont.carvedilol, elderly, incr.diuret.dos.if worsen.card.effs./fluid retent. occur dur.dos.incr., in HF eval.pt for worsen. sympts.bef.each incr.& treat accord., if ther. discont.long.than 2 wks.in HF init.from start. point, reduct.in diuret.dos.may assist in managem. of vasodilat. sympts., do not incr.dos.until sympts. of worsen.HF/vasodilat.are stabil.

Drug interactions: Poss.potent.of antihypertens. /meds.that have hypotens.eff., steady state trough conc.of digox.incr.in hypertens.pts., incr.syst. bioavailabil. with cimetidine, rifampicin decr.syst. availabil., eff.of insul.& oral hypoglycaem.incr., hydralazine & alcoh.incr.plasma conc., synerg.with concom.diltiazem, hypotens.&/sev.bradycard.with meds. deplet.catecholamin./adrenerg.neuron block. agents, eff.dimin.by ß-adrenorecept. stimulat. agents, hypotens.eff.revers.& periph. vasoconstrict. eff. enhanc.by (-& beta adrenorecept. stimulat.agents, incr.plasma lev.of both phenothiazin.& ß-blocks.if used concurr., incr. mean trough ciclospor.conc., poss.incr.AV conduct. time/ neg.inotrop.eff. with myocard.depress.incl. anti-arrhythm.
 XE "Dilatrend" DILATREND, Pharmaco [N/P/S in C in only certain sports]

Carvedilol

Indications: Essent.mild to mod.hypertens., adjunct in mild/mod./sev.mod.stable symptomat. HF of ischaem/cardiomyopath.origin, adjunct.in longt. treatm.follow.uncomplic.MI with L.ventric. dysfunct.

(S3) TABS, 31/7.1.3/0198, 199, X/7.1.3/246
833428-004: 6,25 mg, 30, R212,86
836354-001: 12,5 mg, 30, R221,95
788856-006: 25 mg, 30, R221,95
Dosage: Do not discont.abrubtly.

Hypertens: Adults: 25 mg once dly. Init:12,5 mg as sngl.dos.for 1st 2 days. Combinat.with diuret. may also give desir.respons.

Elderly: 12,5 mg once dly. If inadeq.dos may be titrat. at 2 wkly interv.up to 25 mg once dly/in div. dos.

CHF: Take with food. Indiv. Dos of digox./diuret./ ACE inhibits to be stabilis.prior to carvedilol initiat. Init.3,125 mg 2xdly x2 wks. If tol.may be incr.at 2 wkly interv.to 6,25 mg 2xdly, folllow.by 12,5 mg 2xdly & thereaft.25 mg 2xdly. Incr.to high.dos.tol. by pt. Max.25 mg 2xdly in pts.<85 kg & 50 mg 2xdly in those >85 kg. Bef.each dos.incr.eval.pt.for sympts. of worsen.HF/vasodilat.& treat.accord.if necess.
Left ventric.dysfunct.follow.MI: Indiv. Init. treatm. when pt.haemodynamic.stable & fluid retent. minimis.. Pt to receiv.ACE-inhibit.x48 hrs.at stable dos.dur.preceed.24 hrs. Start treatm.betw. day 3-21 post MI. Init.recomm.dos: 6,25 mg keep. pt.und.clos supervis.x3 hrs. Subseq.dos.if 1st dos. well tol.incr.to 6,25 mg 2xdly.x3-10 days. Reduc. dos. to 3,125 mg 2xdly.if intol.develops (ie.bradycard. <50 bpm/systol.BP <80 mm Hg/fluid retent.). Discont.if this reduc.dos.not tolerat. If well tolerat. dos. should again be incr.to 6,25 mg 2xdly. after 3-10 days. Subseq.up-titrat: If 6,25 mg 2xdly. well tol. incr.at 3-10 day interv.to 12,5 mg 2xdly and then 25 mg 2xdly. Max.recomm.dos: 25 mg 2xdly.

Contraindications: New York Heart Assoc.class IV decompen.HF requir.IV inotrop.support, sev. heart dis., 2nd/3rd degr.heart block, part.heart block, sick-sinus syndr., sev./sinus bradycard., cardiogen. shock, asthma/chron.obstruct.lung dis. with bronchospast.compon., allerg.condits.involv. airways, metabol.acid., imp.hepat.funct., sev. hypotens., pregn.& lactat., safety in childr.not est.

Side effects: Anaem., thrombocytopen., leukopen., card.fail., bradycard., hypervolaem., fluid overload, AV block, ang.pect., vis.impairm., decr. lacrimat., eye irrit., GI disords., asthen., oed., pain, incr.ALT/AST.GGT, hypersens.reacts., pneum., bronchit., URTI, UTI, incr.weight, hypercholesterolaem., imp.bld.gluc.contr. (hyperglycaem., hypoglycaem.) in pts.with pre-exist. diabet., pain in extremit., dizzin., headache, syncope, presyncope,paraesthes., depress., depress. mood, sleep disords., ren.fail.& ren.funct. abnorm. in pts.with diffuse vasc.dis.&/or underly. ren. insuffic., micturit.disords., erect.dysfunct., dyspn., pulm.oed., asthma in predispos.pts., wheez. in pts.with asthma & COPD, nas.congest., skin reacts. incl.allerg.exanthema/dermatit./ urticar./ prurit./psoriat.& lichen plan.like skin les., hypotens., orthostat.hypotens., periph. circulat. disturbs., hypertens., urin. incontin. in women, alopec., sev.cutan.reacts, (toxic epiderm. necrolys., Stev.-Johns.syndr.)., due to ß-block.props.latent diabet. mellit.poss.manifest/manifest diabet. aggrav. & bld.gluc.counter-regulat.inhibit.

Warnings and special precautions: Contr.CCF , ren.impairm., 1st contr.phaechromocyt.adeq.with alpha block. bef.init., in HF eval.pt for worsen. sympts. bef.each incr.& treat accord., if ther. discont. for long.than 2 wks.in HF recomm.ther.at 3,125 mg 2xdly.bef.up-titrat.in line with dos. recommendat., CHF pts.control.with digit./diuret. &/ACE inhibit., before treat.L.ventric.dysfunct. follow. uncomplicat.ac.MI pt.to be clin.stable & treat.with ACE inhibit.for >48 preceding hrs & dos. of ACE inhibit.be stable for >24 preceding hrs., grad. discont.in ischaem.heart dis.over 1-2 wks., pulse rate < 55 beats/min., diab.mellit., obscure thyrotoxicos. sympts., monit.CHF pts.at risk of ren. funct. deteriorat., monit.pts.with COPD at init.& upward titrat.& discont.if any evid.of bronchosp. observ., contact lense wear.due to reduc.lacrimat., periph. vasc.dis, periph.circulat.disords., Prinzmetal’s variant ang., 1-2 mg atrop.admin.IV may protect pt.against vagal influenc., discont.48 hrs. prior to anaesth., monit.ECG & BP with concom. non-dihydropyrid.Ca antagon./ amiodarone/ other anti-dysrhythmics, myocard. depress. agents, meds.deplet.catecholamin.or adrenerg. neurone block.agents., when terminat. both carvedilol & clonidine tog.withdr.carvedilol sev. days bef.grad.decr.clonidine,, monit.ciclospor. lev. aft. init.carvedilol & adj.dos.as appropr., monit. digox.lev.when init., adjust./discont.carvedilol., hypersens. react.hist.& pts.undergo.desensitis. ther., perm.discont.in pts.exper.sev.cutan.reacts., psorias. hist.assoc.with ß-block.ther., contains lact. & sucrose.

Drug interactions: Poss.potent.of antihypertens. /meds.that have hypotens.eff., bioavail.of concom. meds.transport.by P-Gp incr., bioavail.modif.by concom. induc./inhibits.of P-Gp, synerg.with concom. diltiazem, concurr.use of phenothiaz.& ß-block. may result in incr.plasma levs.of both meds, eff. dimin.by ß-adrenorecept.stimulat.agents, ß-agon. bronchodilat.eff.oppos., plasma conc.of oral ciclospor. incr., trough conc.incr.signific.with concom. amiodarone, AUC incr.with concom. fluoxetine, concom.paroxetine incr.expos., hypotens. eff.revers.& periph.vasoconstrict.eff. enhanc. by α-adrenorecept.stimulat.agents., rifampicin decr.syst.availabil., steady state digox. trough conc.incr.in hyperten.pts., incr.syst. bioavailabil. with cimetidine, incr.BP/imp.BP control. with concom.NSAIDs, hydralazine & alcoh. incr. plasma conc., bld.sugar reduc.eff.of insul.& oral hypoglycaem.enhanc.

 XE "Rubitrend" RUBITREND, (Activo) Ruby [N/P/S in C in only certain sports]

Carvedilol

Indications: Mild to mod.essent.hypertens., mild to mod.stable symptomat.HF of cardiomyopath. /ischaem.origin. May be used in pts. unable to toler.ACE inhibit.& in pts.on digox.

(S3) TABS, 43/7.1.3/0951, 0952, 0953

3000276-001: 6,25 mg, 30, R67,84
3000278-001: 12,5 mg, 30, R73,80
3000281-001: 25 mg, 30, R95,22
Dosage: Dos.high.than 25 mg see incr.in S/E with only margin.incr.in effic.

Essent.hypertens: Adults: Init:12,5 mg once dly. for 1st 2 days thereaft. incr.to 25 mg once dly. Concom. diuret. may assist in desir.respons.

Elderly: 12,5 mg once dly. If inadeq.it may be titrat. at 2wk. interv.up to 25 mg once dly/in div. dos.

Symptom.CHF: Admin.with food. Dos.of pts.on concom. digox./ diuret.& ACE inhibit.to be stabilis. bef.init. ther. Indiv. Init. 3,125 mg 2xdly for at least x2 wks. If toler.may be incr.at not less than 2 wk.interv.to 6,25 mg 2xdly, foll.by 12,5 mg 2xdly & thereaft.25 mg 2xdly. Max. 25 mg 2xdly in pts.< 85 kg & 50 mg 2xdly in those >85 kg. Eval.pt. condit. bef.each dos.incr.incr.diuret.dos.if worsen. card.effs./fluid retent.occur. If treatm.discont.for >2 wks.recommenc.at 3,125 mg 2xdly up-titrat.as above. Reduct.in diuret.dos.may assist in managem. of vasodilat. sympts., do not incr.dos. until sympts.of worsen.HF/vasodilat.are stabil.

Contraindications: 2nd/3rd degr. atrioventric. block, sev.bradycard.(<50 bpm), New York Heart Assoc. class IV decompen.HF requir.IV inotrop. support, metabol.acidos., cardiogen.shock, sick sinus-syndr.incl.sino-artrial block, sev.hypotens. (systol.<85mm Hg), bronchosp/asthma/obstruct. airway dis.hist., uncontrol.HF, hepat.funct. impairm., concom.verapamil, pregn.& lactat., safety in childr.not est.

Side effects: Freq: Thrombocytopen., weight incr., hypercholesterolaem., hyperglycaem., hypoglycaem., worsen.bld.gluc.control in diabet., dizzin., headache, fatig., asthen., extremit.pain, bradycard., oed., postur.hypotens., hypotens., N&V, diarrh., abdom.pain, vis.abnormalit., reduc. lacrimat., bronchoconstrict. Less freq: Leucopen., ser. transaminas.changes, paraesthes., syncope, AV block, CF exacerbat., cardiomegaly, ang. pector., HF sympts., wheez., flu-like sympts., periph. circulat.disturbs., constipat., dry mouth, disturb.vis., eye irritat., ren.fail, ren.funct. abnormalit., urin.incontin.in women, micturit. disturbs., depress.mood, sleep disturbs., skin reacts., psoriat.skin les., nas.congest., dyspn., sex. impot., allerg.reacts.

Warnings and special precautions: Concom. alpha-adrenocept.block.ther.in phaeochromocyt., allerg.condits.involv.airways, clonidine transf., poss.digitalisat.of pts.receiv.long term.beta-block. ther.if CHF develop.with caref.monit., admin.in CHF only aft.adeq.clinic.control achiev.esp.if HF control.with digox./diuret &/or ACE inhibit., monit.digox.lev.when init./adjust./discont., anaesthes./ maj. surg., safety in long term. admin.not demonstrat., periph.vasc.dis &/or Raynauds syndr., adverse reacts.more common in ren. decompensat.& with intraven.admin., elderly, ren. dysfunct., discont.grad.in pts.with ischaem. heart dis., Prinzmetal’s ang., reduc.dos.if pulse rate <55 beats/min., diabet.pts., poss.masks hypothyroid., contact.lenses due to reduc.lacrimat., psorias.poss.aggrav., poss.more react.to rep. challenge with known anaphylact.antigen, sucrose /lact.content, eval.S/E bef.driv./operat.machin., excret.in breast milk.

Interactions: Poss.life-threaten.conseq.with hypoglycaem.agents/phenothiaz.& var.anti-dysrhythm. agents, poss.potent.of antihypertens., avoid anaesthet.agents caus.myocard.depress.& cardio-depress.Ca chann.block eg.verapamil & diltiazem, hypotens.effs.antagon.by NSAID’s, eff. of insul.& oral hypoglycaem.incr., potent.of AV conduct. time with myocard.depress.agents, hypotens. &/sev.bradycard.with meds.deplet. catecholamin./adrenerg.neuron block.agents, effs. diminish. by beta adrenorecept.stimulat.agents, hypotens. eff.revers.& periph.vasoconstrict.eff. enhanc. by (-& beta adrenorecept.stimulat. agents, CYP-450 induc.eg rifampicin decr.syst. availabil., steady state trough conc.of digox.incr.in hypertens. pts., monit.ciclospor.conc.closely, CYP-450 inhibit.eg.cimetid./fluoxetine incr.system. bioavailabil., phosphodiester.type 5 inhibit.enhanc. hypotens.eff., hydralazine & alcoh.incr.plasma conc., absorpt.decr.by cholestyram.& Al salts.

 XE "Trandate" TRANDATE, (Aspen Pharmacare: Pharma) Pharmacare [PWR]
Labetalol HCl.

Indications: Rapid control of BP in sev.hypertens. incl.in pregnan. To achieve controll.hypotens.during anaesthes.

(S3) INJ, J/7.1.3/54. 5 mg/ml.

771643-004: 5x20 ml, R2 223,84
Dosage: Incompat.with sod.bicarbon.inj.

Adults:IV use in hospital.pts. Receiv.in supine posit.avoid rais. pt.to upright posit.for 3 hrs.aft.IV admin. Monit.BP & HR dur & aft.infus. Once BP adeq.reduced, maintain.with Trandate tablets with start dose oif 100 mg 2xdly.

Severe hypertension: Bolus inj: red.BP quickly eg. in hypertens.encephalopath.dose of 50 mg IV over 1 min.,repeat 5 min.intervals until satisf.response. Total dose not exceed 200 mg. Max eff.usuallly occurs in 5 min & durat.usually +/- 6 hrs/as long as 18hrs.

IV Infus: Dil.200 mg to 200 ml with NaCl/Dextr.BP to = 1 mg/ml. Admin.via vol.control.infus.pump to facilit.accurat. dos.

Hypertension due to other causes: Rate of IV infus.2 mg (2 ml infus.sol.)/min.till satisf. respon.& then stop. Effect.dos.usually within range of 50-200 mg. Dos.up to 300 mg may be req.in phaeochromocyt.

Do not withdraw abrupt.For long-term control start labetolol tabs 100 mg twice daily after inj.

Sev.hypertens.of pregn: Init.infus.20 mg/hr. Dos. may be doubl.every 30 min.until satisf.respons./ dos of 160 mg/hr reach.

Hypotens.anaesthes: Induc.anaesth.with std. meds & maint.with halogen.inhalat.anaesthet. Recomm.start dos: 10-20 mg IV depend.on age & pts.condit. If aft.5 mins.satisfact.hypotens.not achiev.admin.increm.of 5-10 mg until desir BP obtain. Mean durat.of hypotens.follow.20-25mg trandate is 50 min.

Contraindications: 2nd/3rd degr.heart block (unless pacemaker in situ), cardiogen. shock, condits.assoc.with sev./ prolong.hypotens./sev.bradycard, asthma or obstruct.airway dis.hist., breastfeed.mothers, uncompensat.HF, unstable/uncontroll. heart insuffic., sick sinus syndr. (incl. sinus atrial block) unless pacemaker in situ., Prinz metal angina, sinus node dysfunct.

Side effects: Freq.: Hypersens.incl.rash, prurit.,dyspn., CHF, postur. hypotens., confus., disorientat.if upright within 3 hrs., nas.congest., rais.LFT, erect.dysfunct. Less freq.: Drug fev., angioed., bradycard., heart block, Raynauds syndr.sympts.exacerbat., bronchosp., hepatit., hepatocellul. jaund., cholestat. jaund., hepat.necros.

Special warnings and precautions: Discont.if liv injury /jaund.evid., hepat.impairm., periph.vasc. dis., reduc.dos./discont.if symptomat.bradycard. develop, digoxin resist.HF or 1st degr.AV block, HF/poor L ventric.systol.funct., control HF with appropr.ther.bef.init., sympts.of hypoglycaem.in diabet.& thyrotoxicos.poss.mask., diabet.mellit., pts.with sev.anaphylact.react.to a variety of allerg.may be more react.to rep challeng & poss.unrespons.to usual adrenal.dos., concom. adrenaline poss.result in bradycard.& hypertens. theref.reduc.adrenal.dos.if reqd., grad.discont.in case of skin rash. &/or dry eyes, hypotens.eff. of volatile anaesthet.poss.enhanc., sev.ren.impairm., do not withdraw abrupt., metabol. acidosis, pheochromocytoma, concom. calcium antagonist, safety & effic.in childr.not est., avoid occas.exaggerat.hypotens. respons.partic.in pres.of hypovolaem., asthma/ bronchosp.prone pts., in pts.requir.anaesth. admin. atrop.prior to induct., compensat.physiolog. respons. to sudd.haemorrh.poss.mask.dur anaesth. & close attent.to bld.loss/bld.vol.maintain.advis., eval.S/E bef.driv./operat.machin./perform.complic. tasks, safety in pregn./lactat.& breastfeed.not est., cross.placent.barrier & excret.in breast milk., clonidine withdrawal/addition 

Interactions: Gen. anaesthes. eff.on BP incr., plasma conc.of hypoglycaem.agents./phenothiazine & var. antidysrrhythm.agents poss incr.with life threaten. conseq., hypotens.eff.reduc.with prostagland. synthetase inhibit (NSAID’s), digox. reduc.ventric. rate eff.enhanc., concom.adrenaline poss.result in bradycard.& hypertens., glycaem.control with insul. & oral antidiabet.meds.poss.imp., incr.risk of adverse effs.with concom Ca antagonists, incr.risk of bradycard.with concom. cholinesterase inhibitors, incr. risk of vasospast.reacts. with ergotamine derivats., incr.risk of incr.BP with alpha stimulat. aadrenergics, mutual reduc.eff with beta stimulat. adrenergic, imipramine bioavail.incr., TCAs may incr. incid.of tremor

7.3.5
Sympathetic nervous blockers
 XE "A-Lennon Reserpine" A-LENNON RESERPINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Reserpine

Indications: Mild to mod.hypertens.

(S3) TABS. B886

760048-010: 0,25 mg, 28, R26,27
Dosage: Indiv. Admin.with milk/food. Adults: 1 tab. dly for about 2 wks.then reduc.to low.dos. need. maint.respons. Do not exceed recomm.dos. Usual.used in combin. with diuret.to reduc.reqd. reserpine dos.

Contraindications: Depress.hist., act.pept.ulc., ulcerat.colit., gallston., phaeochromocytoma, Parkinson’s dis., epilep., pts.undergo.ECT, safety in pregn.& lactat.not est.

Side effects: Nas.congest., CNS effs., GI disturbs., poss.precipit.bil.colic in pts.with gallston., breast engorgem., galactorrh., gynaecomast., decr.libido, impot., sod.retent., oed., incr.appet., mass gain, mios., dry mouth, sialorrh., thrombocytopen.purpura, flush./bradycard./sev. depress. poss.lead.to suic./extrapyramid.effs.with high.dos., resp.distress/cyanos./anorex./ hypotherm./ lethargy poss.in infts.whose mothers receiv. ther.prior to deliv.

Special precautions: Elderly/sev.debilit.pts., 7-14 days interv.betw.last dos. & ECT commencem., arrhythm., MI, sev.card.damage, ren.insuff., allerg. condits., cross.placenta/pass.into breast milk, anaesthes., discont.at 1st signs of depress., adrenal./ other direct-act.sympathomimets.not to be giv. concom.except to antagon.A-Lennon Reserpine, ment.disords.poss.persist for wks.aft. ther. stopp., lact.intol.
Drug interactions: Reduc.eff.of indir.act. sympathomimets., enhanc.effs with thiaz.diurets./ other antihypertens., excitat./hypertens.with MAOIs, card.arrhythm.with digital./quinidine, reduc. eff.with NSAIDs, thiopentone/other CNS depress. effs.enhanc.
7.3.6
Direct-acting vasodilators
 XE "Hydralazine Kiara" HYDRALAZINE HCl 25 KIARA, Kiara [P/S]

Hydralazine HCl.
Indications: Essent.hypertens., hypertens.with ren.involvem.& malign.hypertens.

(S3) TABS. Q/7.1.3/269.
761400-001: 25 mg, 30, R30,36
Dosage: Init. 25-75 mg dly in div.dos., incr.over 2 week period accord.to respon.to max. 200 mg dly.
Contraindications: Pregn.& lactat., sev.tachycard.& HF with high card.output, idiopath.SLE & related dis., myocard.insuff.due to mechan.obstruct., isolated right ventr.HF due to pulmon.hypertens., dissect.aortic aneurysm.

Side effects:Freq.: SLE-like syndr., anorex., sev.headace, tachycard., palpitat., ang.pect., N&V, diarrh., GI disords. Less freq.:  Toxic reacts. resembl. early RA/ SLE, hypersens.reacts.eg.urticar., prurit., vasculit., eosinophil., hepatit., agitat., anx., depress., hallucinat., periph.neurit. with numbn., tingl. of extrem.& urticar., trem., conjunctivit., lacrimat., exophthalm., vert., CCF, postur.hypotens., local oed., face flush., nas.congest., dyspn., pleur.pain, paralyt. ileus, constipat., hepatit., jaund., hepatomeg., abnorm. hepat.funct., skin rash, musc.cramps, arthralg., joint swell., myalg., urin. retent., glomerulonephrit., proteinur., incr.plasma creatin., haematur., ac.ren.fail., fev., malaise, dizzin.

Special warnings and precautions: Ischaem.heart dis.pts.as poss.incr.angina, do not give follow.MI until stable, cerebrovasc.disords., can result in Na & fluid retens –prevent oed./ red.urinar.vol.with concom.diuretic, reduc.dose / prolong dose interval in hepat.-/ ren.impairm., use lowest eff.dose for mainten., eval.pt.’s aetylator status if 100 mg not effect., monit.clinical S&S of SLE-like syndr.esp.in women & slow acetylators, determ.antinuclear factor & analyse urine dur.long term use & 6 mnthly., coron.dis.hist., aneasthes., contains sucrose.
Interactions: Adrenaline (enhanc.card.accelerat.eff.), MAOI, TCAs., thiazide diuret.(enhanc.hypotens. eff.), ß-block. (dimin.card. accelerat.eff.& incr. bioavailab.), concom. vasodilat./ Ca antagonist/ ACEI/ diuretics/ antihypertens./ TCAs/ major tranquill./ alcoh./ diazoxide may potent.BP lower eff., effs.poss.reduc.with NSAIDS, concom food decr.bioavailab.& red.vasodil.eff.
 XE "Hyperphen" HYPERPHEN, (Aspen Pharmacare) Pharmacare [P/S]

Hydralazine HCl.
Indications: Reduc BP in hypertens.

(S3) TABS. M/7.1.3/39, 40.

731714-008: 10 mg, 100, R108,94 

731722-019: 50 mg, 100, R102,31
731722-027: 50 mg, 500, R511,51
Dosage: Usual dos: 100-200 mg dly.start.with 10-20 mg 2-4xdly incr.grad.until desir.eff.obt. Max. 300 mg dly.
Contraindications: Tachycard., hist of coron.dis., safety in pregn not est.

Side effects: CV effs., sweat., GI disturbs., postur. hypotens., conjunctivit., lacrimat., chill, fev., vertigo, flush., dyspn., malaise, musc.cramps, nas.congest., hepatit., loc.oed., urin.retent., CNS effs., paralyt.ileus, drug fev., skin rash., polyneurit., GI haemorrh., bld dyscr., ac.rheumat.state & disseminat. LE syndr.with chron.high dos.

Special precautions: MAOI/TCA’s., reduc dos.in slow.acetylators, anaesth., 50 mg strength cont.sucrose.

Drug interactions: Adren.enhanc.card.acceler. eff., thiazide diuret.& ß-adrenerg.block.agents enhanc.hypotens.eff., ß-block.dimin.card. accelerat. eff.

 XE "Loniten" LONITEN, Pfizer [P/S]

Minoxidil.
Indications: Adjunct.ther.in sev.refract. hypertens. which has failed to respond to extens. multiple ther. Use concurr.with sympathet.nerv. syst.suppress.& diuret.ther.to init.ther.
(S4) TABS. N/7.1/165, 166.

739235-001: 5 mg, 100, R707,89
739243-004: 10 mg, 100, R1 259,88
Dosage: Adults: Sngl./div.dos. 5-40 mg/day. Max: 100 mg/day. If desir.diastol.reduct.>30 mmHg div. dos.will minim.diurn.fluctuat. Adjustm.at interv.of 3 days or long. More rapid press.reduct.can be achiev. using contin.BP monit.& increment.dos.of 5 mg 6 hrly. Dos.requirem.poss.low.in chron.dialys. Prior to init.ther.recomm.that antihypertens.ther. consist.of diuret.& beta-adrenerg.block. Dos. should be reduc.when other sympathet.nerv. syst. suppress.used.

Pts.over 12 yrs: Init.5 mg dly.as sngl./div.dos., then 5-10 mg increm.at 3-day interv.till 50 mg/day, then incr.by 25 mg/day to max.100 mg/day.

Contraindications: Pulm.hypertens.assoc.with mitral stenos., phaeochromocyt., pregn.& lactat., sev.liv.impairm.
Side effects: V.common: Tachycard., pericardit., hypertrichos., hair col.changes, ECG changes in direct.& magnit.of T-waves. Common: Fluid retent., oed., face/eye/hand puffin., pericard. effus., card.tamponade, GI disord. Uncommon: Pleur.effus. Rare: Leucopen., thrombocytopen., Stev. John. syndr., bullous.dermatit., rash.
Special warnings and precautions: Ren.fail./ dialys., hepat.impairm., monit.for pericardit./ pericard. effus.& tamponade instit.appropr.ther.if necess./withdr.if effus.persists, MI pts.must have a stable post-infarct.per., small.dos.in ren.fail./ dialys., advis.pts.of poss. hypertrichos., ECG alterat. that usual.disappear with cont.ther./revert to pre-treatm.state on discont., admin.with diuret. ther., monit.body mass/fluid & electrol.bal., effectiven. reduc.if water & salt retent. weight gain.>2 kg, unstab./rec.onset ang.pect., not recomm. for labile/ mild hypertens., should not be used for extend.ther.in hypertens.amelior.by surg., contains lact., reproduct.toxic.in anim.stud., excret. in human milk, eval.S/E.partic.at init.ther.for driv./ perform.complic.tasks
Interactions: Addit.eff.to concurr.anti-hypertens. agents, excess.BP reduct.with meds.produc. orthostat. hypotens.
7.3.7
Calcium channel blockers
ADCO ZILDEM (MDR Listing)

 XE "Adalat" ADALAT, Bayer [P/S]

Nifedipine
Indications: Chron.stable ang.pect.prophylax., mild to mod.hypertens.

(S3) XL TABS, A39/7.1/0634, Y/7.1/314,315.

711607-001: 20 mg, 28, R239,11
793124-026: 30 mg, 28, R100,80
793124-018: 30 mg, 30, R108,01
Dosage: Swallow whole with glass of fluid at approx. 24 hr.interv.pref.in morn. Init.recomm.dos: 30 mg once dly. Incr.if necess.accord.to indiv. requirem.to max.90 mg once dly. Titrate over 7-14 days.

Contraindications: Pregn., breastfeed/lactat., CV shock., aort.stenos., unstab.ang., dur./within 1 mnth.of MI, care in very low BP/manifest HF, hepat.impairm., GI obstruct hist., oesophag. obstruct., decr.diamet.of GI tract lumen, Kock pouch, inflamm.bowel dis., concom.rifampicin, safety & effic.in childr.und.18 yrs.not est.

Side effects: Allerg./anaphylact.reacts., prurit., urticar., skin rash, anx.reacts., sleep disords., headache, vertigo, migraine, dizzin., trem., somnol., par-/dysaesthesia, eye pain, vis.disturbs., amblyop., tachycard., palpitat., chest pain, oed., vasodilat., hypotens., syncope, nose bleed, nas. congest., GI disturbs., gingiv.hyperplas., trans.liv. enzyme incr., erythema, palpable purpura, musc. cramps, joint swell., arthralg, myalg., polyur., dysur., erect.dysfunct., feel.unwell., unspec.pain, chills. Post-market: agranulocytos., hyperglycaem., hypoaesthes., dyspn., bezoar, dysphag., intestin. obstruct., intest.ulc., jaund., tox.epiderm.necrolys., photosens.allerg.react., gynaecomast.
Warnings and special precautions: Grapefruit juice, drugs known to either inhib./induc. cytochrome P450 3A4 as nifedipine 1st pass or clear. poss.alter., obstruct.sympts.without known GI disord.hist., combin.with IV Mg.sulph.poss. causes. excess.BP fall, discont.if "steal"eff.exper., do not switch once pt.stabilis.on XL tabs., dialys. pts with malign.hypertens.& irrevers.kidn.fail.with hypovolaem.as BP fall poss., ang.pts.with hypotens., HF, sev.aort.stenos., poor card.reserve, diabet. mellit.as trans.rise in bld.gluc., poss.false posit. effs.with Ba contrast X-ray, consid.if in-vitro fertilizat. rep.unsuccessf.due to poss.imp.sperm funct., poss.enhanc./supplem.BP low.eff.of ß-blocks. & diuret., BP monit.dur.init.& titrat.esp. with antihypertens.ther., monit.concom.tacrolimus plasma conc., withdr.grad., does not replace nitroglycerines in ac.attack

Interactions: Rifampicin weak.effic., poss. incr. plasma conc.with grapefruit juice/quinupristin/ dalfopristin/cisapride/erythromycin/fluoxetine/ amprenavir/indinavir/ritonavir/saquinavir/ nefazodone & valproic acid, poss.incr.in system. bioavailabil.with, ketoconazole/itraconazole & fluconazole, antihypertens.eff.potent.by cimetidine., reduc.eff.with phenytoin, poss.decr. plasma conc.with carbamazepine & phenobarb., act.of BP low.preps.enhanc., reduc.digox.clear., incr.plasma conc.of quinidine, clear decr.by diltiazem, tacrolimus metab.by cytochrome P450 3A4, exacerbat.of other concom.antihypertens.
 XE "Adco-Zildem" ADCO-ZILDEM, Adcock-Ingram Healthcare (Pty) Ltd
See Section 7.4.1
 XE "Amloc" AMLOC, Pharma Dynamics [P/S]

Amlodipine maleate
Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS, A38/7.1/0183, 0147

703916-001: 5 mg, 30, R54,00
703917-001: 10 mg, 30, R64,00
Dosage: Adults: Init.dos: 5 mg once dly. May be incr. to 10 mg once dly.aft.10-14 days if no improvem.

May be used alone or in combin.with other anti-hypertens. No dos.reduct.requir.when add.to thiaz. diurets./ß-blocks./angiotens.-convert.enzyme inhibits.

Contraindications: Dihydropyrid.hypersens., shock incl.cardiogen.shock, haemodynamic. unstab.HF aft. ac.MI., unstable ang.pect., ac. reduct. of BP, safety & effic.in childr.not est., safety in porphyr./pregn./lactat not est.

Side effects: Freq: Headache, somnol., dizzin., palpitat., flush., periph.oed., naus., abdom.pain, ankle swell., fac.& upper extrem.oed. Less freq: Purpura, thrombocytopen., leucocytopen., haemorrh., bld.dyscras., hypersens.reacts. incl. erythem. multiforme, gynaecomast., hyperglycaem., hyperton., hypoaesthes., paraesthes., periph.neuropathy, trem., insom., incr. sweat., mood changes, vis. disturbs., tinnit., MI, dysrhythm., chest pain, bradycard., hypotens., syncope, vasculit., cough., dyspn., rhinit, GI disturbs., dyspeps., pancreatit., dry mouth, gingiv. hyperplas., hepatit., jaund., raise.liv.enzymes, alopec., prurit., skin discolourat., hyperhidros., rash, arthralg.-/myalg., back pain, musc.cramps, asthen., incr.urin.freq., micturit.disord., nocutur., sex.dysfunct., taste pervers., weight incr./decr.

Warnings and special precautions: Safety & effic. in hypertens.cris.not est., incr.risk of develop. HF in sev.aort.stenos., ang.exacerbat.with sudd. withdr., discont.if ischaem.pain exper.aft.use, hypotens., Li induc.neurotox.with concom.Li., poss. modificat.of insul.and gluc.respons., adjustm.to antidiabet.ther. poss., elderly, sev.ren.impairm., imp. hepat.funct., heart fail., subling.nitroglyc.may be used to abort ang.attacks dur.ther./nitrat.may be used dur.ther.as ang.prophylax., withdr.ß-block. grad., monit.concom.strong/ moder.CYP3A4 inhib. esp.elderly, concom.CYP3A4 induc.

Interactions: Poss.addit.antihypertens./antiang. effs. with subling.nitroglyc./long act. nitrat./other antiang. agents., enhanc.antihypertens.effs.of concom. antihypertens.meds.incl. ß-block, antihypertens. effs.enhanc.by aldesleukin & antipsychot. caus. hypotens., other meds.metabol. by cytochrome P450 isoenzyme CYP3A4, effs. reduc.by enzyme induc.anti-epilept.eg cabamazep/ phenobarbit & phenytoin, sod.valproate incr. plasma conc., strong-mod.CYP3A4 inhibit.may signific. incr.amlodipine expos., poss.low.plasma conc. with CYP3A4 induc.

 XE "Amlodac" AMLODAC, Zydus [P/S]

Amlodipine besylate.
Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS. A39/7.1/0532, 0533

708050-001: 5 mg, 30, R50,00
708051-001: 10 mg, 30, R75,01
Dosage: May be used in combinat.with other antihypertens. for hypertens.

Init.dos: 5 mg once dly, may be incr.to 10 mg depend.on individ.respons.aft.10-14 days.

Contra-indications: Safety in pregn.& lactat.not est., safety & effic.in childr.not est., safety in porphyr. not est.

Side-effects: Pulm./periph.oed., palpitat., hypotens., syncope, vasculit., MI, arrhythm., chest pain, CNS effs., paraesthes., periph.neuropathy, mood changes, GI disturbs., gingiv.hyperplas., pancreatit., fatig., arthral.-/myalg., back pain, musc. cramps, flush., dry mouth, incr.sweat., hepatit., jaund., bld.dyscras., incr.urin.freq., impot., weight incr./decr., gynaecomast., hyperglycaem., alopec., cough., dyspn., vis.disturbs., taste pervers., tinnit., allerg.reacts.incl.erythem. multiforme.

Special precautions: Elderly, sev.ren.impairm., imp. hepat.funct., incr.pulm.oed.report.in HF.

Drug interactions: Sev.hypotens.with subling. nitroglycer./long act.nitrates/beta-block.& other antiang.agents.

 XE "Amlodipine Biotech" AMLODIPINE BIOTECH, Biotech [P/S]

Amlodipine maleate

Indications: Ang.pect., mild to mod.hypertens. alone/ in combinat.with other antihypertens.

(S3) TABS. 37/7.1/0378,0789

3004709-001: 5 mg, 30, R58,73
3004710-001: 10 mg, 30, R88,13
Dosage: Adults: Init.dos: 5 mg once dly. May be incr.to max.10 mg once dly.aft.10-14 days if no improvem. Used alone or in combin.with other anti-hypertens. No dos.reduct.reqd.when add.to thiaz.diurets./ ß-blocks./agiotens.-convert. enzyme inhib.

Contraindications: Pregn.& lactat., dihydropyrid.hypersens.

Side effects: Freq.: Dizzin., headache, somnol., vis.disturb., palpit., flush., dyspn., naus., abdom.pain, dyspeps., alter.bowel habits, ankle swell., muscle cramps, fatig., asthen., oed. Less freq.: Thrombocytopen., leukocytopen., allerg. react., hyperglycaem., depress., mood chang., insomn., confus., hyperton., hypoesth./ paresthes., periph.neuropathy, tremor, taste pervers., syncope, tinnit., MI, arrhythm. (incl. bradycard., ventric. tachycard., atrial fibrill.), hypotens., vasculit., cough., rhinitis, vomiting, dry mouth, gingival hyperplas., pancreatit., gastrit., hepatit., jaund., hepat.enzymes incr. (mostly consist. with cholestas.), alopec., purpura, skin discolour., hyperhidros., prurit., rash, exanthem, urticar., angioed., erythema multiforme, exfoliat. dermatit., SJS, arthralg., back pain, myalgia, incr.urin.freq., micturit. disord., nocturia., gynaecomast., impot., pain, chest pain, malaise, incr./ decr.weight Freq. unknown: TEN.

Special warnings and precautions: S&E in hypertens.cris./ childr.not est., elderly, sev. ren.impairm., caut.in HF pts., imp. hepat. funct., incr.pulm.oed.incid.in HF pts., safety in porphyr.not est., monit. concom.strong/ moder.CYP3A4 inhib. esp.elderly, concom.CYP3A4 induc., monit.tacrolim.bld.lev./ ciclosp.lev. in ren.transpl.pts., withdr.ß-blocks.grad., avoid in pts.suscept.to malign. hypertherm., avoid in pts.suscept.to malign. hypertherm., subling. nitroglyc.may be used to abort ang.attacks dur.ther./ nitrat.may be used dur.ther.as ang.prophylax., not dialysab., future CV events incr./ mortalit. risk in CHF

Interactions: Strong-mod.CYP3A4 inhibit.may signific. incr.amlodipine expos., poss.low.plasma conc. with CYP3A4 induc., lethal ventr.fibrill./ CV collapse with hyperkalaem.aft.verapamil & IV dantrolene admin.in experiment.anim., enhanc. antihypertens.effs.of concom. antihypertens.meds.incl.ß -block, incr.tacrolimus bld.lev.risk, incr.expos.of mTOR inhibit., poss.interacts.with simvastatin,poss.addit.antihypertens./antiang. effs. with subling.nitroglyc./ long act. nitrat./ other antiang.agents.
 XE "Amlodipine Unicorn" AMLODIPINE UNICORN, (Unicorn) Accord [P/S]

Amlodipine besylate

Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS, A41/7.1/0661, 0662

723783-001: 5 mg, 30, R54,00
723784-001: 10 mg, 30, R78,30
Dosage: Init.dos: 5 mg once dly. May be incr.to max.10 mg once dly. depend.on indiv.respons.aft. 10-14 days. May be used alone or in combin.with other antihypertens. No dos.adjustm.reqd.when add. to thiaz.diuret./ß-block./ACE inhib.

Contraindications: Dihydropyrid.hypersens., sev. hypotens., shock, left ventric.outflow tract obstruct., haemodynam.unstab.HF aft.ac.MI, safety in pregn.& lactat not est.

Side effects: Freq: Somnol., dizzin., headache, palpitat., flush., abdom. pain, naus., vomit., ankle swell., oed., fatig. Less freq: Bld.disords., allerg. incl. skin reacts., angioed., hyperglycaem., psych./ micturit. disords., trem., CNS effs., dysgeus., syncope, hyperton., periph.neuropathy, vis. disturbs., tinnit., MI, dysrhythm., chest pain, hypotens., vasculit., dyspn., rhinit., cough, GI disturbs., dry mouth, pancreatit., gingiv.hyperplas., hepatit., jaund., hepat.enzym.elev., alopec., incr. sweat., angioed., erythema multiforme, exfoll. dermatit., Stev.Johns.syndr., Quinke oed., photosens., arthralg., myalg., musc.cramps, back pain, noctur., impot., gynaecomast., malaise, asthen.

Warnings and special precautions: Elderly, sev. ren.impairm., imp.hepat.funct., safety & effic. in childr.not est., poss.neg.inotrop.eff., poss.incr. AUC in HF, safety in porphyr.not est., avoid in pts. suscept.to malign.hypertherm.

Interactions: Poss.addit.antihypertens.eff.with other meds.with hypertens.effs./antiang.effs.with subling. nitroglyc./long act. nitrat./ß-blocks./other antiang. agents., incr.hypotens.risk with strong/ mod. CYP3A4 inhib., poss.low.plasma conc.with CYP3A4 induc., incr.bioavail.poss.with grapefruit juice result.in incr.BP lower.effs., ventric.fibrill.& CV collapse with hyperkalaem.in animals aft. verapimil/IV dantrolene, incr.tacrolimus bld.lev. risk, incr.expos.to simvastat.
 XE "Amtas" AMTAS, Accord [P/S]

Amlodipine besylate.

Indications: Mild to mod.hypertens.alone/in combinat.with other antihypertens., ang. pect.

(S3) TABS. 41/7.1/0659, 0660

713971-001: 5 mg, 30, R54,00
713972-001: 10 mg, 30, R78,30

Dosage: Init.dos: 5 mg once dly, may be incr.aft. 10-14 days.to 10 mg once dly depend.on respons. No dos.adjustm.reqd.with concom.thiazide diuret./beta-block. or ACE inhibit.

Contraindications: Dihydropyridin.hypersens., safety in pregn.& lactat. not est.

Side effects: Oed., alopec., incr. sweat., skin reacts. incl. erythem.multiforme, angioed., GI disturbs., back pain, arthralg., musc.cramps, myalg., headache, fatig., somnol., flush., palpitat., dizzin., gingiv.hyperplas., hyperglycaem., dry mouth, malaise, syncope, asthen., periph.neuropathy, CNS effs., vis. disturbs., pancreatit., gynaecomast., vasculit., dyspn., thrombocytopen., leucopen., incr. urin. freq., impot., MI, dysrhythm., hepatit., jaund., hepat. enzym.elev.

Warnings and special precautions: Elderly, sev. ren.impairm., imp.hepat.funct., safety & effic. in childr.not est., AUC incr.in mod.to sev. HF.

 XE "Amzaar" AMZAAR, Organon South Africa (Pty) Ltd
See Section 7.3.9
 XE "Aprate" APRATE, Aurobindo [P/S]

Amlodipine besilate

Indications: Ang.pect., mild to mod.hypertens. alone/in combinat.with other antihypertens.
(S3) TABS. 41/7.1/0754, 0755

714310-001: 5 mg, 30, R57,67
714311-001: 10 mg, 30, R83,62
Dosage: Init.dos: 5 mg once dly, may be incr.to 10 mg once dly. aft.10-14 days if no improvem.

Contraindications: Dihydropyridin.hypersens., substitutabil./interchang.with other amlodipine cont.prod.not est., safety & effic.in childr.not est., safety in pregn./lactat./porphyr.not est.

Side effects: Pulm.-/periph.-/angioed., palpitat., syncope, vasculit., hypotens.incl.orthostat. hypotens., MI, arrhythm., chest/back pain, CNS effs., dizzin., headache, flush., periph.neuropathy, mood/ weight chang., incr.sweat., hyperton., hypo-/paraesthes., tremor, GI disturbs., gingiv. hyperplas., pancreatit., fatig., arthralg., asthen., myalg., musc.cramps, hepatit., jaund., bld.dyscras., incr. urin.freq., impot., gynaecomast., hyperglycaem., rais.liv.enzym., alopec., allerg./skin reacts., dyspn., cough., vis. disturbs., tinnit.

Special precautions: Elderly, sev.ren.impairm., imp. hepat.funct., incr.pulm.oed./AUC report.in HF, grad. withdr., abrupt β-block.withdr.

Drug interactions: Addit.effs.with subling. nitroglycer./ long act.nitrat./beta-block.& other antiang. agents.

 XE "Austell-Amlodipine" AUSTELL-AMLODIPINE, Austell [P/S]

Amlodipine besilate.
Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS. A39/7.1/0545, 0546

708094-001: 5 mg, 30, R63,04
708095-001: 10 mg, 30, R79,77
Dosage: May be used in combinat.with other antihypertens. for hypertens.

Init.dos: 5 mg once dly, may be incr.to 10 mg once dly.depend.on indiv.respons.aft.10-14 days.

Contraindications: Safety in pregn.& lactat.not est., safety & effic.in childr.not est., safety in porphyr. not est.

Side effects: Pulm./periph.oed., palpitat., hypotens., syncope, vasculit., MI, arrhythm., chest pain, CNS effs., paraesthes., periph.neuropathy, mood changes, GI disturbs., gingiv.hyperplas., pancreatit., fatig., arthral.-/myalg., back pain, musc. cramps, flush., dry mouth, incr.sweat., hepatit., jaund., bld.dyscras., incr.urin.freq., impot., weight incr./decr., gynaecomast., hyperglycaem., alopec., cough., dyspn., vis.disturbs., taste pervers., tinnit., allerg.reacts.incl.erythem. multiforme.

Special precautions: Elderly, sev.ren.impairm., imp. hepat.funct., incr.pulm.oed.report.in HF, grad. withdr.

Drug interactions: Sev.hypotens.with subling. nitroglycer./long act.nitrates/beta-block.& other antiang.agents.

 XE "Besyloc" BESYLOC, Pharma Dynamics [P/S]

Amlodipine besylate.
Indications: Ang.pector., mild to mod. hypertens. alone/in combinat.with other antihypertens.

(S3) TABS, A41/7.1/0560, 0561

710236-001: 5 mg, 30, R54,00
710238-001: 10 mg, 30, R78,30
Dosage: Init.dos: 5 mg once dly, may be incr.aft. 10-14 days.to 10 mg once dly if no improvem.

Contraindications: Dihydropyridines hypersens., safety & effic.in childr.not est., safety in porphyr.not est., safety in pregn.& lactat. not est.

Side effects: Palpitat., MI, arrhythm., chest pain, syncope, periph.oed., hypotens., vasculit., CNS effs., hyperton., periph.neuropathy, hypoaesthes., paraesthes., mood changes, dry mouth, incr.sweat., GI disturbs., gingiv. hyperplas., arthralg.-/myalg., asthen., back pain, musc. cramps, hepatit., jaund., bld.dyscras., incr.urin.freq., impot., gynaecomast., hyperglycaem., pancreatit., alopec., cough, dyspn., vis.disturbs., tinnit., weight incr./decr., allerg. reacts.incl. angioed.& erythem. multiforme, fatig., flush., taste pervers.

Special precautions: Elderly, sev.ren. impairm., imp.hepat.funct., incr.incid.of pulm. oed., AUC poss.incr.in HF pts., subling. nitroglycer. to abort ac.ang.attack may be used, grad. beta-block.withdr., grad.withdr.
Drug interactions: Addit.effs.with subling. nitroglycer./LA nitrates/beta block.& other antiang. agents.

 XE "Bio Nifedipine XL" BIO NIFEDIPINE XL, Biotech Laboratories (Pty) Ltd
See Section 7.4.1
 XE "Caduet" CADUET, Viatris Healthcare (Pty) Ltd
See Section 7.3.10
 XE "Cipalat" CIPALAT, Cipla Medpro (Pty) Ltd
See Section 7.4.1
 XE "Cipalat XR" CIPALAT XR, Cipla Medpro [P/S]

Nifedipine.

Indications: Mild to mod.hypertens., chron.stable ang.pect.prophylax.

(S3) XR TABS, 50/7.1/0617, 0618

723283-001: 30 mg, 30, R108,00
723284-001: 60 mg, 30, R154,80
Dosage: Swall.whole. Admin.at approx.24 hr. interv. at same time/day pref.in the morn. Adults: Recomm. init.dos: 30 mg once dly. May be incr.as requir. up to max.90 mg once dly. Titr.over 7-14 days assess.respons.to each dos.lev.

Contraindications: Clinic.signif.aort.stenos., cardiogen. shock, unstab.ang., with.mnth.of MI, hepat.impairm., GI/oesophag.obstruct.hist., decr.GI tract lumen diamet., inflamm.bowel dis., concom. rifampicin, pregn.& lactat., hepat.impairm.

Side effects: Ac.hypersens./allerg.reacts.incl. angioed./anaphylact./anx./skin reacts., CNS/ren./ urin. disords., headache, vertigo, migraine, trem., dizzin., vis.disturbs., tachycard., palpitat., vasodilat., oed., hypotens., syncope, nose bleed./ congest., dyspn., GI disturbs.incl. intest.obstruct./ ulc., gingiv.hyperplas., dysphag., liv.enzym.incr., musc. cramps, joint swell., erect.dysfunct., feel. unwell, pain, chills, bld.gluc.incr.

Warning and special precautions: Concom. grapefr. juice/phenytoin/diltiazem/quinidine, sev. hypotens.with systol.BP less than 90mm Hg, manif. HF & sev.aort.stenos., concom.IV Mg sulph. in pregn., treatm.not to be switch.once pt.stabilis., dialys. pts. with malign.hypertens.& irrevers. kidn. fail. with hypovolaem., ang.pts.with hypotens., poor card.reserve, not for use in pts.with Kock pouch, not recomm.for use in childr., poss.imp. sperm funct.esp.dur.IVF, monit.BP with concom. ketoconazole/itraconazole/fluconazole/fluoxetine/ quinuprist./ dalfoprist./cisapride/β-blocks./ indinavir/ ritonavir/nefazodone, monit.digox.toxic., monit. tacrolimus plasma conc., elderly, diab. mellit., bezoar.

Drug interactions: Metab.inhib. by graprefr.juice,  poss. alter.clear.with meds. inhib./induc. cytochrome P450 3A4 syst., incr. plasma conc.with erythromycin/ fluoxetine/quinuprist./dalfoprist./ valproic acid/cisapride/phenobarb./indinavir/ ritonavir/carbamazepine/nefazodone, poss.incr. syst.bioavalabil.with oral ketoconazole/ traconazole/ fluconazole, elev.plasma conc./poss. antihypertens. eff.potent. with cimetidine, incr BP lower. eff.on cert.antihypertens., sev.hypotens./HF deteriorat.with concom.β-blocks., incr.digox.conc., diltiazem decr.clear.& vice versa, reduc.eff.with phenytoin/rifampicin.
 XE "Ciplavasc" CIPLAVASC, Cipla Medpro [P/S]

Amlodipine besylate.
Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS. A39/7.1/0117, 0120

708150-001: 5 mg, 30, R54,00
708152-001: 10 mg, 30, R78,30
Dosage: May be used in combinat.with other antihypertens. for hypertens.

Init.dos: 5 mg once dly, may be incr.to 10 mg once dly.depend.on indiv.respons.aft.10-14 days.

Contraindications: Safety in pregn.& lactat.not est., safety & effic.in childr.not est., safety in porphyr. not est.

Side effects: Bld.dyscras., hyperglycaem., CNS effs., hyperton., paraesthes., periph.neuropathy, mood changes, flush., dry mouth, incr.sweat., vis. disturbs., taste pervers., tinnit., pulm./periph. oed., palpitat., hypotens., syncope, vasculit., MI, arrhythm., chest pain, cough., dyspn., GI disturbs., gingiv.hyperplas., pancreatit., hepatit., jaund., alopec., arthral.-/myalg., back pain, musc. cramps, incr.urin.freq., impot., gynaecomast., fatig., weight incr./decr., allerg.reacts.incl.erythem. multiforme.

Special precautions: Elderly, sev.ren.impairm., imp. hepat.funct., incr.pulm.oed.report.in HF, grad. withdr.

Drug interactions: Sev.hypotens.with subling. nitroglycer./long act.nitrates/beta-block.& other antiang.agents.

 XE "Co-Copalia" CO-COPALIA, Novartis South Africa (Pty) Ltd
See Section 7.3.9
 XE "Co-Exforge" CO-EXFORGE, Novartis South Africa (Pty) Ltd
See Section 7.3.9
 XE "Copalia" COPALIA, Novartis South Africa (Pty) Ltd
See Section 7.3.9
 XE "Exforge" EXFORGE, Novartis South Africa (Pty) Ltd
See Section 7.3.9
 XE "Fedaloc SR" FEDALOC SR, (Pharma Dynamics) Compu Pharm [P/S]

Nifedipine.

Indications: Mild to mod.hypertens., prophylax. & treatm.of chron.stable ang.pect.
(S3) SR TABS, 37/7.1/0302, 0303

711682-001: 30 mg, 30, R108,00
711714-001: 60 mg, 30, R154,50
Dosage: Swallow whole with glass of fluid at approx.24 hr.interv.pref.in morn.

Recomm.dos: 30 mg once dly. Incr.if necess. accord. to indiv.requirem.to max.90 mg once dly.

Contraindications: Other dihydropyridin. hypersens., CV shock., HF, aort.stenos., unstab. ang., dur./within 1 mnth.of MI, bradycard., ac.BP reduct.in adults, hypotens., hepat.impairm., GI/ oesophag.obstruct.hist., inflamm.bowel.dis., ac. porphyr., concom.rifampicin, childr., pregn.& lactat.

Side effects: Periph.oed., hypotens., chest pain, tachycard., palpitat., compl.heart block, sudd. circulat.collapse, vasodilat., syncope, bld. dyscras., agranulocytos., leucopen., haemorrhag. complic.in surg.pts., eye pain, trans.blindn., vis. disturbs., sting., trans.retin.ischaem., dizzin., ment. depress., urin.freq., skin rash incl.erythema multiforme, allerg.oed./angioed., prurit., urticar., anaphylact./anaphylact.react., hypersens., hyperglycaem., insomn., hyperexcitabil., pac., agitat., mood & sleep disords., anx., light headedn., migraine, trem., paraesthes., dysaesthes., hypoaesthes., somnol., cerebr. ischaem., headache, tinnit., vertigo, fac.flush., nas. congest., nosebleed, dyspn., revers.ac. pulm.oed., smell disturbs., lethargy, fev., naus., constip., jaund., hepatit., cholestas., rarely bezoars which may require surgic.intervent.
Special precautions: Poss.sev.hypotens.& isolat. HF deteriorat.with concom.ß-recept. blocks., monit.concom tacrolimus plasma conc., monit.BP with nefazodone, rep.unsuccessf.in-vitro fertilizat.poss.due to imp.sperm funct., hypotens., poor card.reserve, HF, incr.HF risk with sev.aortic stenos., ang.poss.exacerbat.if withdr. sudd., hepat.impairm., discont.if ischaem.pain exper.follow.admin., does not replace nitroglycerines in ac.attack, BP monit.dur.init.& titrat.esp.with antihypertens.ther.,
Drug interactions: BP low.act.enhanc.by other antihypertens.meds., meds.inhibit./induc. cytochrome P450 3A4 syst.may alter first pass/ clear., reduc.digox.clear., reduc.eff.with phenytoin, quinidine plasma conc.incr., incr. plasma conc.with quinupristin/dalfopristin/ cimetidine/ cisapride/erythromycin/fluoxetine/ indinavir/ritonavir/saquinavir/grapefruit juice/ ketoconazole/ itraconazole/fluconazole & valproic acid, rifampicin weak.effic., nifedipine clear.decr.by diltiazem & nifedipine decr. diltiazem clear., poss.decr.plasma conc.with carbamazepine & phenobarb.

 XE "Felodipine Kiara" FELODIPINE 5, 10 KIARA, Kiara [P/S]

Felodipine in slow release formulation.

Indications: Hypertens.

(S3) TABS, 36/7.1/0302, 35/7.1/0231

703221-001: 5 mg, 30, R132,89
703902-001: 10 mg, 30, R165,04
Dosage: Admin.in morn. Don’t div./crush/chew.
Indiv. Recomm start.dos: 5 mg once dly. Maint: 5-20 mg once dly. Elderly & imp.liver funct: Dos. not to exceed 10 mg dly. Safety & effic.in childr. not est. Combinat.with ß-block./diuret.may be used in which case eff.will be addit.
Contraindications: Women of childbear.potent., cardiogen. shock, excret.in breast milk unknown.

Side effects: Dizzin., fatig., flush, headache, hypotens., periph.oed., GI disturbs., eye pain, incr. micturit. freq., lethargy, depress., paradox. incr.in ischaem. chest pain at start of treatm., cerebr./ myocard. ischaem/trans.blindn.as a result of excess. drop in BP, hypersens.reacts., gingival hyperplas., sex.dysfunct., impot.

Special precautions: Avoid hypotens.with combinat. ther.

Drug interactions: Powerf.enzyme induc.agents (eg. phenytoin, carbamazepine & phenobarbit.) incr. eliminat., enzyme inhib.(eg.cimetidine, erythromycin, cert.flavonoids in grapefruit juice) imp. eliminat.

Warnings: Poss.signif.hypotens.precipitat.with tachycard. which may result.in MI in suscept.indiv.

 XE "Gitsalat" GITSALAT, (Sanofi) Bayer [P/S]

Nifedipine
Indications: Mild to mod.hypertens., chron.stable ang.pect.prophylax.

(S3) CR TABS, 44/7.1/0341, 0342

719449-001: 30 mg, 28, R100,00
719450-001: 60 mg, 28, R280,14
Dosage: Swallow whole. Do not break/chew. Admin. at 24 hr interv.pref.in morn.

Recomm.init.dos. 30 mg once dly.incr.if necess. accord.to indiv.requirem.to max.90 mg once dly. Titrat.over 7-14 day per. Start.dos.of 20 mg dly. may be consid.when medic.indic.

Contraindications: Pregn., breastfeed/lactat., CV shock., aort.stenos., unstab.ang., dur./within 1 mnth.of MI, care in very low BP/manifest HF, hepat.impairm., GI obstruct hist., oesophag. obstruct., decr.diamet.of GI tract lumen, Kock pouch, inflamm.bowel dis., concom.rifampicin, safety & effic.in childr.und.18 yrs.not est.

Side effects: Allerg./anaphylact.reacts., prurit., urticar., skin rash, anx.reacts., sleep disords., headache, vertigo, migraine, dizzin., trem., somnol., par-/dysaesthesia, eye pain, vis.disturbs., amblyop., tachycard., palpitat., chest pain, oed., vasodilat., hypotens., syncope, nose bleed, nas. congest., GI disturbs., gingiv.hyperplas., trans.liv. enzyme incr., erythema, palpable purpura, musc. cramps, joint swell., arthralg, myalg., polyur., dysur., erect.dysfunct., feel.unwell., unspec.pain, chills, agranulocytos., hyperglycaem., hypoaesthes., dyspn., bezoar, dysphag., intestin. obstruct., intestin.ulc., jaund., tox.epiderm. necrolys., photosens.allerg.react., gynaecomast.
Warnings and special precautions: Grapefruit juice, drugs known to either inhib./induc. cytochrome P450 3A4 as nifedipine 1st pass or clear. poss.alter., obstruct.sympts.without known GI disord.hist., combin.with IV Mg.sulph.poss. causes. excess.BP fall, discont.if "steal"eff.exper., do not switch once pt.stabilis.on XL tabs., dialys. pts with malign.hypertens. & irrevers.kidn.fail.with hypovolaem.as BP fall poss., ang.pts.with hypotens., HF, sev.aort.stenos., poor card.reserve, diabet.mellit.as trans.rise in bld.gluc., poss.false posit. effs.with Ba contrast X-ray, consid.if in-vitro fertilizat. rep.unsuccessf.due to poss.imp.sperm funct., poss.enhanc./supplem.BP low.eff.of ß-blocks. & diuret., BP monit.dur.init.& titrat.esp. with antihypertens.ther., monit.concom.tacrolimus plasma conc., withdr.grad., does not replace nitroglycerines in ac.attack

Drug interactions: Rifampicin weak.effic., poss. incr.plasma conc.with grapefruit juice/ quinupristin/ dalfopristin/cisapride/erythromycin/ fluoxetine/ amprenavir/indinavir/ritonavir/ saquinavir/nefazodone & valproic acid, poss.incr.in system.bioavailabil.with, ketoconazole/ itraconazole & fluconazole, antihypertens.eff. potent. by cimetidine., reduc.eff.with phenytoin, poss. decr.plasma conc.with carbamazepine & phenobarb., act.of BP low.preps.enhanc., reduc. digox.clear., incr.plasma conc.of quinidine, clear decr.by diltiazem.
 XE "Isoptin SR" ISOPTIN, Abbott [P/S]

Verapamil HCl.

Indications: Ang.pect., mild to mod.hypertens., supraventric. tachydysrhythm., prophylax.of relapses aft. electro-cardiovers.

(S3) SR TABS, [P/S] V/7.1/280.

734373-007: 240 mg, 30, R270,69
734373-015: 240 mg, 100, R902,44
Dosage: Ang.pect.& supra-ventric. dysrhythm: ½ -1 tab. 12 hrly.

Hypertens: 1 tab/day. If desir.respons.not obt. within 7 days.dos.may be incr.to 1 tab.in the morn. & half a tab at night. Max.recomm.dos: 1 tab 12 hrly.

Contraindications: Hypotens.assoc.with cardiogen. shock, HF, retard.AV conduct.(2nd & 3rd degr. AV block), ac. stage of MI, sick-sinus syndr., disopyramide within 48 hrs.bef.or 24 hrs.aft., breast feed.

Side effects: Symptomat.hypotens.in normotens. pts., headache, dizz., mild trem., sev.facial pain, palpit., 1st & 2nd degree AV block, SA block, flush., GI disturbs., gum burn., urticar., skin rash, fatig., incr. urinat., exacerbat.of arthrit., revers.incr.of transaminas.&/or alkaline phosphatase.

Special precautions: Avoid in sev.ventric. dysfunct./ any degr.of ventric.dysfunct.if receiv. beta-adrenerg.block., 1st control mild ventric. dysfunct. with digital./diuret., WPW or Low-Ganong-Levine syndr., poss.dos.reduct./discont.if mark./ progress.AV block occurs, hypertroph. cardiomyopathy, poss.digital.intoxic., avoid concom. quinidine in hypertroph.cardiomyopathy, concom. Li ther., inhalat.anaesthet., pregn.only if clearly indicat.. pass.into breast milk, imp.hepat./ ren. funct., attenuat.neuromusc.transmiss.

Drug interactions: Addit.neg.eff.on heart rate/ AV conduct and or card.contractility with ß-adrenerg. block., ser.digox.lev.incr., intensif.BP low. eff.with other antihypertens., addit.negat. inotrop. eff.& AV conduct.prolongat.with flecainide, signfic.hypotens.with concom.quinidine in hypertroph. cardiomyopathy, quinidine lev.incr., incr. carbamazepine conc., rifampicin mark.reduc. oral verapamil bioavailabil., phenobarbitone incr. verapamil clear., incr.cyclosporin ser.lev., may potent. activ.of neuromusc.block.agents, simvastatin & lovastatin ser.lev.incr., grapefruit juice incr.plasma lev.
 XE "Keysal" KEYSAL, Novagen [P/S]

Amlodipine besilate
Indications: Ang.pect., mild to mod.hypertens. alone/ in combinat.with other antihypertens.

(S3) TABS. 41/7.1/0749, 0750

712215-001: 5 mg, 30, R60,03
712216-001: 10 mg, 30, R90,04
Dosage: Init.dos: 5 mg once dly, may be incr.to 10 mg once dly.aft.10-14 days if no improvem.

Contraindications: Dihydropyrid.hypersens., safety & effic.in childr.not est., safety in porphyr./ pregn. & lactat. not est., substitut./interchang.with other amlodipine contain.prod.not est.

Side effects: Periph.oed., palpitat., angioed., syncope, vasculit., hypotens., MI, arrhythm., chest/ back pain, dizzin., headache, somnol., flush., mood chang., dry mouth, periph.neuropathy, incr.sweat., hyperton., hypoesthes./paraesthes., trem., insomn., GI disturbs., gingiv.hyperplas., pancreatit., taste pervers., fatig., arthralg., asthen., musc.cramps, myalg., hepatit., jaund., bld. dyscras., purpura, incr.urin.freq., impot., gynaecomast., weight chang., hypoglycaem., rais. liv. enzym., alopec., allerg.reacts.incl.erythema multiforme, dyspn., cough., vis.disturbs., tinnit.

Special precautions: Elderly, sev.ren.impairm., imp. hepat.funct., incr.pulm.oed.report.in HF, poss. neg. inotrop. eff., AUC.incr.in HF.pts., withdr.grad. with med. supervis.

Drug interactions: Addit.antihypertens.& antiangin. effs.with subling.nitroglycer./long act.nitrates/ beta-block.& other antiang.agents.

 XE "Lerzan" LERZAN, Forrester [P/S]
Lercanidipine HCl

Indications: Mild to mod.hypertens.

(S3) TABS, 50/7.1/0663, 0664

3004306-001: 10 mg, 30, R171,93
3004184-001: 20 mg, 30, R213,90
Dosage: Admin.at least 15 mins.bef.meal. Start dos: 10 mg dly. May be incr.to 20 mg depend.on indiv. respons. Titrat.grad.as max.eff.may take 2 wks.

Contraindications: Dihydropyridine hypersens., women of child bear. potent.unless effect. contracept., pregn.& lactat., LV outflow tract obstruct/. untreat. CCF, unstable ang.pect., sev. ren./ hepat. dysfunct., within 1 mnth of MI, pts. und. 18 yrs., concom.grapefruit juice/CYP3A4 inhibit.& ciclospor., alcoh.

Side effects: Freq: Headache., tachycard., palpitat., flush., periph.oed. Less freq: Hypersens., dizzin., somnol., syncope, ment. depress., precord.pain, ang.pect.& incr.freq.in pts.with pre-exist.ang., MI, chest pain, hypotens., revers.hepat.transaminas. ser.lev.incr., rash, prurit., urticar., myalg., polyur., incr.micturit. freq., asthen., fatig., eye pain, GI disturbs., gingiv. hyperplas. Freq.unknown: Periton.cloudy effluent 

Warnings and special precautions: Sick sinus syndr. if pacemak. not in situ, mod.to sev.LV dysfunct., incr.CV risk in pts.with ischaem.heart dis., elderly, mild to mod.ren./hepat.dysfunct., poss. developm. of cloudy periton.effluent in pts. on periton.dialys., monit.for digox.toxic.with concom. digox., concom.cimitedine/CYP3A4 induc.or substrates., concom.midazolam

Drug interactions: Incr.hypotens.eff.with ß-adrenerg. blocks.metabolis.in liv., grapefruit juice inhibit. metabol., eff.potent.with concom.alcohol, incr.plasma lev.of both lercanidipine & ciclosporin if admin.concom, concom. CYP3A4 induc.(incl. phenytoin, phenobarbitone, carbamazepine & rifampicin) may reduce antihypertens.eff., poss. incr.hypotens.eff.with other meds.affect.bld press., poss.reduc.hypotens.eff.with concom.corticoster.
 XE "Lomanor" LOMANOR, (Viatris SA) Upjohn [P/S] 

Amlodipine besylate
Indications: Ang.pector., mild to mod.hypertens.

(S3) TABS. 38/7.1/0271, 0272

708352-001: 5 mg, 30, R60,00

708353-001: 10 mg, 30, R90,00

Dosage: Admin.alone/in combinat.with other antihypertens. Init.dos: 5 mg once dly,may be incr. aft.10-14 days.to 10 mg once dly if no improvem.

Contraindications: Dihydropyridines hypersens.

Side effects: Periph.oed., palpitat., hypotens., vasculit., MI, arrhythm., chest pain, CNS effs., periph.neuropathy, mood changes, GI disturbs., gingiv. hyperplas., pancreatit., fatig., arthralg.-/myalg., asthen., back pain, musc.cramps, flush., incr.sweat., dry mouth, hepatit., jaund., rais.liv. enzymes, bld.dyscras., incr.urin.freq., impot., micturit.disords., pain, weight incr./decr., gynaecomast., hyperglycaem., alopec., skin discolourat., urticar., cough, dyspn., rhinit., vis. disturbs., taste pervers., tinnit., allerg.reacts. incl.erythem.multiforme.

Warnings and special precautions: Elderly, sev.ren.impairm., imp.hepat.funct., incr.incid.of pulm.oed., may have negat.inotrop.eff., AUC poss.incr.in HF pts., grad.withdr., beta-block., safety & effic.in childr.not est., safety in porphyr. not est., safety in pregn.& lactat.not est.
Drug interactions: Addit.effs.with subling. nitroglycer./ LA nitrates/beta block.& other antiang. agents

 XE "Natrixam" NATRIXAM, Servier

Indapamide 1,5(1,5) mg, amlodipine besilate 5(10) mg

Indications: Ess.hypertens.in adult pts.already stabilis. with indapamide & amlodipine at equiv. dos

(S3) TABS, 50/7.1.3/0331, 0332
3003635-001: 1,5/5 mg; 30, R80,10
3003636-001: 1,5/10 mg; 30, R110,10
Dosage: 1 tab.dly.as sngl.dos.pref.in morn. Fix.dos.combin.not suit.for init.ther./titrat.

Contraindications: Hypersens.to sulphonamides/ dihydropyridine derivats., sev.ren.fail., hepat. encephalop./ sev.liv.funct.impairm., (Child Pugh C), hypokalaem., lactat., safety in pregn.not est., sev. hypotens., shock incl. ardiogen., left ventr.outflow-tract obstruct., haemodynamic.unstab. HF.aft. ac. MI., safety & effic.not est.in childr.& adolesc. ≤ 18 yrs.

Side effects: V.common: Oed. Common: Hypokalaem., somnol., dizzin., headache, vis. impairm., diplopia, palpitat., flush., dyspn., abdom. pain., naus., dyspeps., diarrh., constipat., maculo-papul. rash, ankle swell, muscle spasm, fatig., asthen. Uncommon: Rhinit., insomn., mood alter., depress., trem., dysgeus., syncope, hypoaesthes., paraesthes., tinnit., dysrhythm., hypotens., cough, vomit., purpura, alopec., skin discolourat., hyperhidros., prurit., rash, exanthema, urticar, arthralg., meals., back pain, micturit.disord., noctur., pollakiur., erect.dysfunct., gynaecomast., chest pain, pain, malaise, weight incr./decr. Rare: Confus.state, vertigo, dry mouth, hypochloraem./-magnesaem. V.rare: Leucopen., thrombocytopen., agranulocytos., aplast. anaem., haemolyt.anaem., hypersens., hyperglycaem., hypercalcaem., hyperton., periph. neuropath., MI, vasculit., pancreatit., gastrit., gingiv. hyperplas., hepatit., jaund., abnorm.hepat. funct., angioed., tox.epiderm. necrolys., Stev.-Johns. syndr., erythema multiforme, exfoliat. dermatit., Quincke’s oed., photosens., ren.fail. Freq.unknown: Hyponatraem with hypovolaem., extrapyrimid.disord., hepat.encephalop., myop., blurr. vis., Torsade de pointes, worsen.SLE, ECG QT prolong., bld.gluc./ uric acid incr., hepat. enzym.incr.

Warnings and special precautions: Mild to mod. hepat.impairm., discont.if hepat.encephalop. / photosens.occ., safety & effic.not est.in hypertens. cris., meas.plasma sodium bef.start.of treatm.& at regul.interv., meas.plasma K+ bef.start. of treatm. & dur.first wk.of teatm. & at regul. interv. thereaft., correct hypokalaem., excl. hyperparathyroid.as poss. cause of hypercalcaem, monit.bld.gluc.in diabet., pts.with congest.HF, ren. impairm., elderly,  may incr.gout attacks in hyperuricaem.pts., Lapp lact.defic./gluc.-galact. malabsorpt, adeq.hydrat., vol./salt deplet., monit. ren. funct. (plasma creatin.) dur. first wks.of treatm. with concom. ACE-inhibit., hypokalaem. incr. risk of digoxin tox., use non-stimul.laxativ., monit. plasma K+ & ECG with concom.digox./ K+ -spar.diurets., incr.risk of metformin induc.lactic acidos., avoid in pts.suscept.to malign. hypertherm., concom.grapefruit juice not recomm., incr. hypotens.risk with concom.clarithromycin., limit dos. of concom.simvastatin to 20 mg/day.

Interactions: Poss.incr.Li lev.& toxic., consid. alternativ. to meds. assoc.with risk of ventric. dysrhythm./Torsades de pointes (incl. quinidine, hydroquinidine, disopyramide, amiodarone, sotalol, dofetilide, ibutilide, some antipsychots., phenothiazines, benzamides, bepridil, cisapride, diphemanil, erythromycin IV, halofantrine, mizolastine, pentamidine, sparfloxacin, moxifloxacin, vincamine IV), NSAID’s & high dos. salicylate poss.reduc.antihypertens.eff., incr. hypokalaem.with concom. amphotericin B (IV)/ gluco- & mineralo-cortic./tetracosactide/ stimul. laxativ., baclofen/imipramine-like antidepress/ neurolept. may potent.antihypertens.eff., poss.incr. hypersens.to concom.allopurinol, incr. hypercalcaem. risk with concom.Ca salts, reduc. eff. with corticoster./tetracosactide, grapefruit juice incr.bioavail., incr.amlodipine expos.with concom. CYP3A4 inhibits., reduc.amlodipine plasma conc.with CYP3A4 induc,. eff.of other anyihypertens. meds. poss.potent, concom. tacrolimus bld. lev.incr., concom.simvastatin expos.incr.
 XE "Norvasc" NORVASC, (Viatris Healthcare) Upjohn [P/S]

Amlodipine besylate.
Indications: Mild to mod.hypertens., ang.pect.

(S3) TABS. Y/7.1/26, 27.

791245-004: 5 mg, 30, R237,49

799122-009: 10 mg, 30, R333,40

Dosage: Init.dos: 5 mg once dly, may be incr.to max.dos.of 10 mg depend.on individ.respons.aft. 10-14 days.

Contraindications: Dihydropyrid.hypersens., safety in pregn.& lactat.not est., safety & effic.in childr.not est.

Side effects: Headache, oed., flush., palpitat., alopec., GI disturbs., skin rash, arthral.-/myalg., dyspn., prurit., asthen., musc.cramps, gingiv. hyperplas., gynaecomast., hyperglycaem., impot., incr.urin.freq., bld.dyscras., CNS effs., periph. neuropathy, pancreatit., incr.sweat., vasculit., vis. disturbs., allerg.reacts.incl.erythem.multiforme. Other report.adverse events which cannot be disting.from underly.dis: MI, arrhythm., chest pain, hepatit., jaund.

Warnings and special precautions: Imp. hepat./ ren.funct., elderly.

 XE "Pendine" PENDINE (Activo) Unichem [P/S]

Amlodipine besylate

Indications: Ang.pect., mild to mod.hypertens.

(S3) TABS, A40/7.1/0057, 0058

707979-001: 5 mg, 30, R54,00
707980-001: 10 mg, 30, R78,30
Dosage: May be used in combinat.with other antihypertens. for hypertens.

Init dos: 5 mg once dly, may be incr.to 10 mg once dly. aft.10-14 days if no improvem.

Contraindications: Hypersens.to dihydropyridines.

Side effects: Freq: Periph.oed., palpitat., dizzin., headache, somnol., naus., abdom.pain, fatig., flush. Less freq: Hyperton., hypoesthes./ paraesthes., periph.neuropathy, trem., insomn., mood changes, alt.bowel habits., vomit., dyspeps., gingiv. hyperplas., pancreatit., arthralg., asthen., back pain, musc.cramps, myalg., dry mouth, incr. sweat., hepatit., jaund., rais.liv.enzymes, purpura, thrombocytopen., leucopen., incr.urin.freq., impot., pain, weight incr./decr., gynaecomast.

Warnings and special precautions: Elderly, sev. ren.impairm., imp.hepat.funct., safety & effic. in childr.not est., incr.pulm.oed/poss.incr. AUC report. in HF, poss.neg.inotrop.eff., safety in porphyr./ pregn.& lactat.not est., grad.withdr.as well as for concom.beta-block.

Interactions: Addit hypotens./antiang.effs.with subling.nitroglycer./long act.nitrat./beta-block.& other antiang.agents.
 XE "VeraHexal" VERAHEXAL, Sandoz SA 
See Section 7.4.1
7.3.8
ACE inhibitors
 XE "Acti-Prex" ACTI-PREX, Activo [P/S]

Perindopril tertbutylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat.

(S3) TABS, 41/7.1.3/0175

714869-001: 4 mg, 30, R60,95
Dosage: Mild to mod.hypertens: 2-4 mg once dly. in morn.bef.meals. May be incr.to 8 mg once dly.aft.1 mnth. if necess.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

Contraindications: Angioed.hist.assoc.with prev. ACE-inhibit.ther./angiotens.recept.block.ther., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, mod.to sev.ren.funct.impairm., bil.ren.art.stenos., ren.artery stenos.in pts.with sngl.kidn., aort.stenos., concom. K+ spar.diuret. ther., porphyr., concom.thiaz.diurets.in Addison’s dis., sev.ren.impairm./anur., other sulphonam.-deriv. hypersens., concom.Li, pregn., lactat.

Side effects: Persist.non-product.cough, CNS effs., headache, dizzin., vertigo, paraesthes., bronchosp., eye/GI/ musculoskelet./bone/psych. disords., vis. disturbs., tinnit., dyspn., musc. cramps, angioed.of face/extremit./lips/tong./ glottis &/ larynx., ren.insuff., impot., sweat., CV disords.incl.MI/stroke, rhinit., eosiniphil.pneum., hepatit., pancreatit., ac.ren.fail., skin reacts.incl. erythema multiforme, bld.dyscras.

Special precautions: No re-challenge aft. angioed.react., discont.curr.diuret.bef.init.ther., concom. Li/ K+ spar.diurets./K+ supplem./K+-cont. salt substit. not recomm., switch to altern.ther.in case of plann./confirm.pregn., teratogenic.report. aft. 1st trimest.of pregn., elderly, dehydrat., CHF, ischaem. heart/ cerebrovasc.dis., vol.&/salt deplet., symptomat.hypotens., ren.impairm., surg./ anaesthes., hyperkalaem., diab.mellit., monit. concom. other agents incr.K+ eg.hepar., no exper.in rec. kidn.transpl, discont.ther.in case of ser. hypersens. & init.appropr.treatm., incr. angioed. incid.in black pts., angioed.hist.unrelat.to ACE inhib. ther., anaphylact.reacts.dur.hymenoptera desensitisat. treatm./expos.to high flux membr. dialys./low-density lipoprot.apheres.with dextr. sulph.absorpt., discont.ther.if jaund./mark.hepat. enzym.lev., monit.WBC/ infect.S&S in collagen vasc.dis./ immunosuppress.ther./ concom. allopurinol/ procainamide.

Drug interactions: Ser.Li incr./Li toxic.risk incr.with concom.thiaz.diurets., incr.hypotens.eff. with concom. diurets./antihypertens.& vasodilat./ nitroglycer.& other nitrat., reduc.antihypertens. eff. with cert.TCAs/antipsychot./anaesthet./NSAID’s incl. aspir./ sympathomimets., incr.K+ with K+-spar. diuret. /K+ supplem./K+ salt substit., incr.bld.gluc. lower. eff.with antidiab.agents.
 XE "Adco-Zetomax" ADCO-ZETOMAX, AI Pharm Ltd [P/S]
Lisinopril.

Indications: Mild to mod.hypertens.alone/ concom.thiazide diurets., adjunct.in CHF with diuret.& where appropr.digit., within 24 hrs.aft. ac. MI in haemodynamic. stable pts.

(S3) TABS. 33/7.1.3/0513, 0514, 0515.

862045-002: 5 mg, 30, R27,28
862053-005: 10 mg, 30, R27,28
862061-008: 20 mg, 30, R27,28
Dosage: Mild to mod.hypertens: Init. 10 mg with usual maint.20 mg/day as sngl.dos. Max. 40 mg/day. Dos.can furth.be incr.to max.40 mg/ day. Pts.on diuret: Init.2,5-5 mg/day then adjust accord.to respons.

CHF: Pts.not adeq.contr.by digital.and/or diuret: Init. 2,5-5 mg once a day. Usual effect.dos.range is 10-20 mg/day.admin.in 1-2 dos.

Acute MI: Init.within 24 hrs.5 mg once dly.x2days then 10 mg once dly. In case of hypotens.admin. 5 mg dly.as maint.dos.reduc.tempor.to 2,5 mg if necess. Cont.for 6 wks.
Contraindications: Pregn.& nurs.mothers, angioneurot. oed.hist.with prev.ACE-inhibit., heredit./idiopath.angioed., aortic.stenos./outflow tract obstruct., safety & effic.in childr.not est.

Side effects: Angioneurot.oed., dizz., headache, diarrh., fatig., N&V, cough, orthostat.eff., rash, asthen., taste & sleep disturbs., musc.cramps, MI /CVA poss.second.to excess.hypotens in high risk pts., palpit., tachycard., abdom.pain, dry mouth, hepatit., jaund., pancreatit., mood alterat., ment. confus., paraesthes., vertigo, bronchosp., rhinit., sinusit., urticar., diaphores., alopec., prurit., psorias., sev.skin disords./uraemia, oligur./anur., ren.dysfunct., ac.ren.fail., impot., sympt.complex, photosens., bld.dyscras., hyperkalaem.

Special precautions: Symptomat.hypotens., vol./salt deplet.pts., if poss.discont.diuret. 2-3 day bef.start.treatm., MI pts.at risk of furth.ser. haemodynam. deteriorat.aft.treatm.with a vasodilat., ac.ren.fail./impairm., diabet.mellit., renovasc.hypertens., anaphylactoid reacts.in pts. being desensitis.with hymenoptera venom.& receiv. ACE inhibit.& in pts.on haemodialys.using cert.high-flux membr., black pts., surg., elderly, anaeshes., furth.deteriorat.in ren.funct.of pts.with comprom.ren.funct.

Interactions: Hypotens.eff.enhanc.by diurets. & other hypotens.-produc.meds., indomethacin dimin.act., Li-elim.dimin., K-supplem., K-spar.diuret./K-contain.salts partic.in ren. dysfunct.may incr.ser.K., fluoroquinolones and ACE inhibit.

 XE "Adco-Zetomax Co" ADCO-ZETOMAX CO, AI Pharm Ltd {N/P/S]

Lisinopril, hydrochlorothiazide

Indications: Mild to mod.hypertens.in pts. stabilis. on their indiv.compon.in same proport.

(S3) TABS. 37/7.1.3/0160, 0162
704597-001: 10/12,5 mg, 30, R52,09
704598-001: 20/12,5 mg, 30, R84,69
Dosage: One tab (of 10/12,5 mg OR 20/12,5 mg strength) once dly. Max: 2 tabs (of 10/12,5 mg OR 20/12,5 mg strength) once dly.
Contraindications: Anur., hist.of angioed.with ACE-inhibit., heredit./idiopath.angioed., sulphonam. sens., pregn.& lactat., aortic.stenos./ hypertroph. cardiomyopathy, bi-./unilat.ren.art. stenos. in pres.of sngl.kidn., safety & effic.in childr. not est.

Side effects: Angioed., symptomat.hypotens., GI disturbs., CNS effs., paraesthes., asthen., vertigo, fev., mood alterat., ment.confus., musc.cramps & weakn., hyperglycaem., jaund., hepatit., pancreatit., dry cough, resp.distress., anaphylact. reacts., palpitat., chest discomf., bronchosp., rhinit., sinusit., MI & CVA second.to excess. hypotens.in high risk pts., tachycard., vasculit., ren. fail./dysfunct., interstit.nephrit., skin rash, photosens., psorias.& sev.skin disords., alopec., prurit., bld.disords., xanthops., trans.blurr.vis., gout/hyperuricaem., electrol.imbal., anorex., taste disturbs., sialadenit., impot., angioneurot.oed., sympt. complex, bone marr. depress., urin.Ca excret.decr., incr.triglycerid./cholestrol lev., exacerb./activ.SLE.
Special precautions: Concom.K-supplem., K-spar./ contain.agents, poss.dos.adjustm.of anti-diab. meds., vol./salt deplet.pts., if poss.discont. diuret.2-3 day bef.start.treatm., init.ther.in ren. insuffic., fluid/electrol.imbal., ischaem.heart dis., cerebrovasc. dis., discont.if incr.bld.urea & ser. creatinine occur with no appar.pre-exist.ren.dis., anaphylactoid reacts.exper.in concom. haemodialys. proced.using high-flux membran.& densensitisat.treatm., imp.hepat.funct./progress. liv. dis., maj.surg./anaesth., angioed.hist., incr. incid. of angioed.in black pts.
Interactions: K+ decr.from thiaz.diuret. attentuat., Li clear.reduc.incr.Li toxic.risk, indomethac. may dimin.antihypertens.effic., furth. deteriorat.in ren.funct.of pts.with comprom.ren. funct.receiv.NSAID’s, NSAID may reduc.eff., incr. responsiven.to tubocurar., addit.eff.with other anti-hypertens.agents, alcoh., barbits.& narcot.may potent. orthostat.hypotens., corticoster.& ACTH intens.electrol.deplet., poss.decr.respons.to press. amines., fluoroquinolones and ACE inhibit.
 XE "Alapren" ALAPREN, Ranbaxy [P/S]
Enalapril mal.
Indications: Hypertens., CHF in combinat.with diuret.& digital., asymptomat.L ventricul.dysfunct.

(S3) TABS, 34/7.1.3/0014, 0015, 0016

881473-006: 5 mg, 28, R25,05
881481-009: 10 mg, 28, R39,20
881503-002: 20 mg, 28, R51,52
Dosage: Indiv.

Essent.hypertens: Init.10-20 mg dly. Maint: 20 mg dly.

Renovasc.hypertens: Init.5 mg or less. Most pts.respond.to 20 mg dly.

HF/asymptomat.L.ventric.dysfunct: Init. 2,5 mg dly.incr.grad.to usual maint.dos.of 10-20 mg as sngl.dos./2 div.dos.as tol.titr.over a period of 2-4 wks.
Contraindications: Angioneurot.oed.hist.relat. to prev.ACE inhibit.treatm., pregn., aortic.stenos., outflow tract obstruct., paed. use not studied, concom.Ca antagon.not recomm.

Side effects: Sev.hypotens., ren.fail., CNS effs., asthen., hypotens., syncope, GI disturbs., musc. cramps, rash, cough, ren.dysfunct., CV disords. incl. MI/CVA poss.second.to excess. hypotens. in high risk pts., nerv./resp./skin disords., impot., flush., taste alterat., tinnit., glossit., blurr.vis., fev., serosit., vasculit., myalg., arthralg., arthrit., bld. disords., photosens., hypersens., angioneurot. oed., hyperkalaem. & hyponatraem.

Special precautions: Lactat as secret.in breast milk, diuret.ther., vol./salt deplet.pts., elderly, monit. BP,ren.funct.&serum K in HF, ren.impairm., ischaem. heart dis./cerebrovasc.dis.,angioed.hist., desensitisat.with hymenoptera venom, poss. anaphylact. reacts. in pts.diayls.with high flux membr., surg./anaesthes., concom.ganglion. block. agents/ adrenerg.block.agents., diab. mellit., concom.K-supplem./K-spar.diuret.& K+ contain.salt substit.

Drug interactions: Other antihypertens./diuret. incr.eff., ß-adrenerg.agents/methyldopa/Ca entry block. potent.hypotens.eff., Li eliminat.reduc., narcot.& antipsychot.may cause postur.hypotens., incr.leucopen.risk with allopurin./ cytostat/ immunosuppress.agents/ system.corticoster./ procainamide., cyclospor. incr.hyperkalaem.risk, NSAID’s may reduc./abolish antihypertens.eff., sympathomimet.may reduc. antihypertens.eff., alcoh. enhanc.hypotens.eff.

 XE "Austell-Lisinopril" AUSTELL-LISINOPRIL, Austell [P/S]

Lisinopril.
Indications: Mild to mod.hypertens., adjunct in congest.HF., aft.ac.MI

(S3) TABS, 38/7.1.3/0032, 37/7.1.3/0392

712598-001: 10 mg, 30, R31,49
708189-001: 20 mg, 30, R31,49
Dosage: Admin.as sngl.dly dos.

Mild to mod.hypertens: Init.10 mg with effect. maint.dos.of 20 mg/day sngl.dos. Max.40 mg/day. Full therapeut.eff.aft. sev.wks.theref.incr.dos.aft.2-4 wks. if desir.respons.not achiev.

Pts.on diuret: Init: 5 mg/day. Adjust accord.to respons.

Congest.heart fail: Init.2,5 mg dly. Incr.at 4 wk. interv. till therapeut.eff. Maint.dos: 5-20 mg/day.

Ac.MI: Start treatm.within 24 hrs.of sympt.onset. Init.5 mg follow.by 5 mg aft.24 hrs.then 10 mg aft.48 hrs. & then 10 mg once dly.x6 wks. In case of hypotens.admin.5 mg dly. as maint.dos.reduc. tempor.to 2,5 mg if neccess.
Contra-indications: Angioed.hist.relat.to prev. ACE inhib., heredit./idiopath.angioed., aort.stenos., hypertroph.obstruct.cardiomyopathy, sev.ren.funct. impairm., ren.artery stenos.in pts.with sngl.kidn., comcon.K+-spar.diuret., porphyr., safety & effic.in childr. not est., pregn., safety in lactat.not est.

Side effects: Bld.dyscras., CV effs., CNS effs., hyperkalaem., hyponatraem., GI disturbs., uraem., oligur., anuria, ren.dysfunct., ac.ren.fail., impot., hepatit., jaund., asthen., cough, bronchosp., rhinit., sinusit., skin reacts. incl.tox.epiderm.necrolys./ Stev-John.syndr./erythema multiforme, hypersens. reacts.& sympt.complex incl.posit.antinuclear antibody

Special precautions: Cerebrovas./ ischaem. heart dis., salt & vol.deplet.pts., sev.autoimmun. dis. esp.SLE/other collag.vasc.dis.& scleroderma, symptomat. hypotens., ac MI if ren.fail.evid./if pt. at risk of furth.ser.haemodynam.deteriorat.aft. treatm. with vasodilat., bone marr.depress., diab. mellit., hyperkalaem., renovasc.dis., bil.ren.artery stenos/arter.stenos.to sngl kidn./ren.transplant, ren.impairm., anaphylact.reacts.dur.hymenoptera desens. treatm.& dur.haemodialys. proced.with high flux membr./low-dens.lipoprot apheres.with dextr.sulf.absorpt., high.incid.of angioed.in black pts., teratogenic.assoc.with expos.aft.1st trimest., discont.diuret.2-3 day bef.start.treatm.to minim. hypotens.risk, renovascul.hypertens., surg.
Drug interactions: Addit.eff.with hypotens.-produc. meds., indomethacin.& NSAID’s dimin. act., hyperkalaem.with K+-spar.diuret., Li conc.incr.

 XE "Austell-Ramipril" AUSTELL-RAMIPRIL, Austell [P/S]
Ramipril

Indications: Mild to mod.hypertens., card.fail. follow.MI., reduc.proteinur.& glomerul.filtrat.rate decline in diabet.nephropathy & hyperten., reduc. risk. of.MI. stroke, or card.vasc.death & need for revascularisat.proced.in pts with incr.CV risk, reduc. risk.of.MI/stroke, or card.vasc.death in. diab. pt.

(S3) CAPS. A39/7.1.3/0240, 0241, 0242

705753-001: 2,5 mg, 30, R145,30
705754-001: 5 mg, 30, R218,04
705755-001: 10 mg, 30, R71,33
Dosage: Hypertens: Init.2,5 mg dly in pts.not on diuret. Incr.to 5 mg and max.10 mg dly at 1-2 wk. interv.depend.on respon.

Post MI: Init. 2,5 mg 2xdly x2 days 3-10 days aft.ac.MI if heart fail manifests & pt. haemodynamic stable.incr.to 5 mg 2xdly if well tol. If init. dos.of 2,5 mg not tol.init.with 1,25 mg 2xdly incr. to 2,5 mg 2xdly.

High risk. indiv: 

Non-diabet.& diabet.nephropathy: Init. 1,25 mg dly. Accord.to respons.doubl.dos.at 2-3 wk.interv. Max.10 mg dly.

Diuret.pre-treat.pts: Discont.diuret.2-3 days bef. init ther. Where diuret.cannot.be discont.init.with. 1,25 mg adjust.accord.to BP respons.
MI/stroke/CV death risk reduct.: Init: 2,5 mg once dly. Incr.grad.depend.on tol.in which case dos. should be doubl.aft.one wk.& doubl.again aft.3 wks. to usual maint.dos.of 10 mg once dly.
Contra-indications: Angio-oed.hist.relat.to prev. ACE inhibit.ther./angiotens.recept.block., heredit./ idiopathic angioed., aort.stenos., hypertrop. obstruct. cardiomyopathy, sev imp.ren funct., ren. artery stenos.in pts.with sngl.kidn., concom.K+ spar. diuret.ther., porphyr., safety & effic in childr. not est., pregn., safety in lactat.not est.

Side-effects: Angioed., bld.dyscras., orthostat. effs., tachycard., dizz., headache, fatig, mood.alt, ment.confus., paraesthes., sleep disturbs., hyperkalaem., hyponatraem., GI disturbs., ren. dysfunct., ac.ren.fail., hepatit., jaund., asthen., cough., bronchosp., rhinit., sinusit., skin reacts.incl tox. epiderm.necrolysis/Stevens Johnson syndr.& erythema multif., psorias., allerg.reacts.

Special precautions: Cerebrovasc./ischaem. heart dis., salt/vol.deplet. pts., sev.autoimmune dis., ac.MI with evid.of ren.fail./at risk of hypotens., bone marrow.depress., diab.mellit., hyperkalaem., imp.ren.funct., anaplylact.reacts. with desensitis.protocols/high flux membr.dialys./ low dens.lipoprot.apheres.with dextr.sulph., incr. incid.of angioed.in black pts., surg.& anaesth.

Drug interactions: K+-supplem./-spar.diuret. incr. hyperkalaem.risk, diuret.& antihypertens.potent. respons., antihypertens.eff.decr.by NSAIDs, Li-conc. incr.
 XE "Bio Captopril" BIO-CAPTOPRIL, Biotech [P/S]
Captopril

Indications: Mild to mod.hypertens.alone or in combinat., congest.heart fail.not respond./adeq. control.by convent.ther.

(S3) TABS, 31/7.1/0658

852333-005: 25 mg, 60, R26,31
Dosage: Indiv.`

Hypertens: Init. 25 mg 2-3xdly. Incr.to 50 mg 2-3xdly.aft.2 wks.if necces. Max: 150 mg dly. 

Heart fail: Init. 6,25-12,5 mg 3xdly, incr.grad. over 1-2 wks.to 75-300 mg dly.

Contraindications: Hypersens.to other ACE inhibit., safety in childr.und.18 yrs.not est., hist.of angioneurot.oed.with prev.ACE inhib.ther., pregn. & lactat.

Side effects: Angioed., proteinur.predomin.in those with prior ren.fail./high dos., nephrot.syndr., neutropen, elev.ser.K partic.in ren.fail.& diab. mellit., hypotens.episod., skin reacts, GI disturbs., hepatocellul.injury or cholest.jaund., proteinur., bld. dyscras., irrit.cough, hypotens., tachycard.& palpitat., anaphylact.reacts.dur.high-flux membr. dialys., paraesth.of hands, serum sickn., bronchosp., lymphadenopathy.

Special precautions: Imp.ren.funct., urine prot. estimat.with dos.150 mg dly./prior ren.dis., pts. to report any infect./ signs thereaft.immed., pts. with collag.vasc.dis/ expos.to other meds.affect. white cells/immunosuppress.ther.& imp.ren. funct., monit.WBC of pts.at risk prior to ther., every 2 wks.,dur.1st 3 mnths.& period.thereaft.& discont. if neutrophil count falls bel.1000/ mm3, K-spar. diuret./ med.assoc.with incr.serum K., vol.deplet. pts., monit.hypotens.esp.with diuret.ther., low.init. dos.in pts.already receiv.diuret., concom.Na restrict. benefic.in monother., loop diuret.pref.in ren. fail., aort.stenos., surg./anaesth., agents with vasodilat. activ./aff.sympathetic.activ., monit. serum Li lev.

Drug interactions: K-spar.diuret.incr.serum K, indomethacin & other NSAIDs may reduc. antihypertens.eff., incr.serum Li lev.& risk of Li toxic.incr.with concom.diuret.

Warnings: Pass.through placenta.

 XE "Cipla Perindopril" CIPLA PERINDOPRIL, Cipla Medpro [P/S]

Perindopril tertbutylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat

(S3) TABS, 41/7.1.3/0674, 0675
710302-001: 4 mg, 30, R189,06
710510-001: 8 mg, 30, R196,03
Dosage: Mild to mod.hypertens: 4 mg dly.bef. breakf., may be incr.to 8 mg as sngl.dos.aft.1 mnth. of treatm.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

Contraindications: Angioed.hist.assoc.with prev. ACE-inhibit.ther./angiotens.recept.block.ther., heredit./ idiopath.angioed., aort.stenos., hypertroph. obstruct.cardiomyopathy, sngl.ren. artery stenos., concom.K+ spar.diuret.ther., porphyr., pregn., lactat., childr.

Side effects: Hypersens.reacts.incl.angioed.of face/ extremit./lips/tong./glottis & larynx., bld. dyscras., hyperkalaem., hyponatraem., CNS effs., mood/ sleep disturbs., paraesthes., hypotens., MI/ CVA/ palpitat.& tachycard.as orthostat.effs., cough, bronchosp., rhinit., sinusit., GI disords., dry mouth, pancreatit., hepatit., cholestat.jaund., ren. insuffic. & ac.ren.fail., impot., skin rash incl. erythema multiforme, psorias., asthen.
Special precautions: Cerebrovasc.dis., ischaem. heart dis., vol.&/salt deplet., sev.autoimmune dis. esp. SLE, other collag.vasc.dis., scleroderma, ren. dysfunct., ac.MI where risk of furth.ser. haemodynam. deteriorat.exists, bonemarr. depress., diab.mellit., hyperkalaem., renovasc.dis., sngl./ bilat.ren.artery stenos., ren.transplant, immunosuppress. ther., anaphylact.reacts.dur. hymenoptera desensitisat.treatm., haemodialys. with high flux membr., incr.angioed.incid.in black pts., hyperkalaem.with K+-spar.diuret., teratogenic. report. aft.1st trimest.of pregn., elderly, CF, monit. of concom.K+-spar.diuret./K+supplem./K+salt substit. & Li ther., surg./anaesthes.
Drug interactions: Hypotens.eff.incr.by other antihypertens.produc.meds./alcohol & diuret., antihypertens. eff.reduc.by NSAID’s & indomethacin, poss.hyperkalaem.with K+ supplem. & K+-spar.diuret., ser.Li incr.

 XE "Ciplasyl" CIPLASYL, Cipla Medpro [P/S]

Perindopril tertbutylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat

(S3) TABS, 41/7.1.3/0671, 0672

715786-001: 4 mg, 30, R64,29
715795-001: 8 mg, 30, R138,74
Dosage: Admin.bef.meals.
Mild to mod.hypertens: Recomm.dos: 4 mg dly. bef. breakf., may be incr.to 8 mg as sngl.dos.aft.1 mnth. of treatm.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

Contraindications: Angioed.hist.assoc.with prev. ACE-inhibit.ther./angiotens.recept.block.ther., heredit./idiopath.angioed., hypertroph. obstruct. cardiomyopathy, mod.to sev.ren.funct.impairm., bil. ren. art.stenos., sngl.ren.artery stenos., aort. stenos., concom.K+ spar.diuret.ther., porphyr., pregn. & lactat., Addison’s dis.in combin.with fix. dos. thiazide diurets., concom.Li, sulphonamid.-deriv. meds.hypersens., safety & effic.in childr.not est.

Side effects: Bld.dyscras., hypersens.reacts. incl. angioed.of face/extremit./lips/tong./glottis & larynx., fev., hyperuricaem., gout, CNS effs., mood/ sleep disturbs., vertigo, paraesthes., hypotens., periph. oed., chest pain, MI/CVA/palpitat.& tachycard. as orthostat.effs., cough, bronchosp., rhinit., sinusit., GI disturbs.& taste disords., pancreatit., dry mouth, cholecystit., liv.funct. impairm., hepatit., cholestat.jaund., diaphores., alopec., photosens., skin rash incl.tox.epiderm. necrolys./ erythema multiforme/Stev.Johns.syndr., joint pain, asthen., ren.insuffic.& ac.ren.fail., impot., hyperkalaem., hyponatraem.
Special precautions: Cerebrovasc.dis., ischaem. heart dis., correct vol./salt-deplet.bef.init.ther., treatm. to be stop.& chang.if pregn.occurs, incr. ren.fail.risk in CHF, autoimmune dis.esp.SLE, other collag.vasc.dis., scleroderma, ren.dysfunct., ac.MI where risk of furth.ser.haemodynam.deteriorat. exists, bonemarr. depress., diab.mellit., hyperkalaem., renovasc.dis., sngl./bilat.ren.artery stenos., ren.transplant, anaphylact.reacts.dur. hymenoptera desensitisat.treatm., haemodialys. with high flux membr./low-dens.lipoprot.apheres., incr. angioed.incid.in black pts., hyperkalaem.with K+-spar.diuret., pass.through placenta, elderly, surg./ anaesthes.

Drug interactions: Hypotens.eff.incr.by other antihypertens.produc.meds./alcohol & diuret., antihypertens. eff.reduc.by NSAID’s & indomethacin, poss.hyperkalaem.with K+ supplem. & K+-spar.diuret., ser.Li incr.

 XE "Ciplasyl Plus" CIPLASYL PLUS 4, (Cipla Medpro) Zydus
Perindopril tert-butylamine 4 mg, indapamide 1,25 mg

Indications: Essent.hypertens.not adeq.control. & where fix.combinat.is consid.more approp.than monother.

(S3) TABS, 44/7.1.3/0503
717095-001: 30, R91,50
Dosage: Indiv.1 tab.dly.as sngl.dos.pref.in morn. bef. meal.

Contraindications: Sulphon.sens., angioed. hist. link.to prev.ACE inhibit./angiotens.recept. blocks. ther., heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm. (creat.clear.< 30 ml/min.), aort./ bil.ren.artery stenos., ren.art.stenos.in sngl. funct.kidn., concom. Li-ther., porphyr., sev.hepat. impairm./ hepat. encephalopathy/sev.liv.disord., hypokalaem., uncompens. CF, pregn.& lactat., concom.non anti-dysrhythm.agents caus.torsad.de point., concom. K+salts/-spar.diuret.& meds.caus.heart rhythm disords., safety & effic.in childr. not est., lact.intol.

Side effects: Bld.dyscras., headache, dizzin., fatig., CNS effs., paraesthes., vertigo, yell.vis., asthen., orthostat.effs.incl. hypotens., MI, CVA, palpitat., tachycard., dry cough, bronchosp., rhinit., sinusit., GI disturbs., epigastr./abdom./ chest pain, pancreatit., stomatit., hepat. encephalopathy, hepatit., skin reacts.incl.tox.epiderm. necrolys./ Stev.-John.syndr./erythema multiforme, alopec., musc. cramps, ren.insuff., ac.ren.fail., impot., urin. disords., angioneurot.oed., sympt.compl.report. incl.fev./vasculit./myalg./arthrit./ arthralg./poss. antinucl. antibod./elev.ESR/eosinophil. & leucocytos./ sweat., hyper-/hypokalaem., hyponatraem., photosens., incr.bld. gluc.lev./liv. enzym., incr.gout tendency in hyperuricaem.pts., persist. hypotens.&/imp.ren.funct.in ac.MI, hypersens.

Special precautions: No re-challenge aft. angioed. react., pass.through placenta, discont.& switch. to diff.meds.should a woman become pregn./ pregn.contempl., elderly, sev.HF/underly. ren. fail.incl.ren.art.stenos., artheroscleros., discont. immed.in case of poss.fatal angioneurot. oed. of face/extremit./glottis/lips/tong./larynx & init. appropr.treatm., re-asses in case of dry cough, electrol. bal.disords., gout, strict salt-free diets, CV/ ischaem.heart dis., vol.deplet., incr. perindopril induc.ren.fail.esp.in CCF, sympt. hypotens. high risk pts., autoimmune dis.esp.syst. LE/ other collag.vasc.dis./ scleroderma, treatm.not to be init.in ac.MI where risk of furth.ser. haemodynam. deteriorat.exists, bone marrow depress., diab.mellit., hyperkalaem., monit.Li lev., anaphylact.reacts. dur. hymenoptera desensitis. treatm./high flux membr. dialys.expos.low-dens. lipoprot. apheres.with dextr.sulph.absorpt., black pts., imp.liv. funct., adeq.hydrat., concom. metformin., bld.gluc. monit.in diab.pts.esp.if K+ lev.low., renovasc.-/susp.renovasc.dis., iodinat. contrast med.incr.risk of ac.ren.insuff.in pres.of dehydrat., monit.ECG/ren.funct./K+ lev.in case of card. glycosid. tox.effs./diab.pts., arter.hypotens. risk, start ther. with only 1 constit.in ischaem.heart dis./cerebr. circulat. insuff./renovasc.hypertens./sev.card. insuff.& IDDM, anaesthes./surg., hypovolaem., malnourish. pts., cirrhot.pt.with oed./ascit., long QT-interv., sod. lev., mark.rais.Ca lev.poss.evid.of hyperparathyroid., anaem.in kidn.transpl./dialys., BP monit.when concom.NSAID add./discont., concom.alcoh./hypotens.-produc.meds.

Drug interactions: Poss.Li tox.bld.conc., incr. hypoglycaem. eff.with insul./hypoglycaem. sulphonam., antihypertens.eff.potent.with baclofen, reduc.antihypertens.eff.with NSAIDs/ high dos.salicylat./corticoster./tetracosactide, incr. antihypertens.eff./orthostat.hypotens.risk with TCA’s/neurolept., poss.sev.hyperkalaem.with concom. K+salts/-spar.diuret.& lead.to card. conduct. abnorm./dysrhythm./card.arrest, addit. antihypertens. eff.with alcoh./hypotens.-produc. meds., card.glycosid.tox.effs.fav.by low.K+lev., reduc. urin.Ca eliminat.poss.incr.Ca lev., incr. creatin. lev.risk with cyclospor., vol.deplet./ hypotens. risk with prior thiaz./loop diurets., low K+ lev. /bradycard.& pre-exist.long QT interv.are a torsades de pointes risk with non-anti-/arrhythm. drugs prolong QT interv./meds.caus. torsade de pointes, incr. K+ lev.risk with K+ low.drugs/IV amphotericin B/glucocortic./mineralocortic./ stimul. laxat./tetracosactide,lact.acidos.with metformin.
 XE "Cosyrel" COSYREL, Servier [PWR]

Bisoprolol fumarate, perindopril arginine 

Indication: Substitute.therap.for hypertens., CAD in pts with history of MI and/or revascularisat.,stable chronic heart fail.with reduc.systol.left ventricul.funct.in adults control.with bisoprolol & perindopril at same dose.
(S3) TABS., 51/7.1.3/0495, 0496, 0497, 0498
3005321-001: 5/5 mg, 30, R110,00
3005322-001: 5/10 mg, 30, R184,00
3005323-001: 10/5 mg, 30, R156,00
3005324-001: 10/10 mg, 30, R230,00
Dosage: Usual dose 1 tab dly.Fix.dos.comb.not suit.for init.ther., pts.stabil.on 2.5/2.5mg use half of 5/5mg, titrat.with individ.comp.

Contraindications: Ac.heart fail./heart fail.req.iv inotropic therap., cardiogen.shock, 2nd/3rd degree AV block without pacemaker, sick sinus sydr., sinoatr.block, symptom.bradycard., -hypotens., sev.bronch.asthma/-COPD/-periph.arter.occlus.dis./-Raynaud.syndr., untreat.phaeochromocytoma, metabol.acidos., angioedem.hist.related to prev.ACE-I/ARB therap., heredit-/idiopath.angioedem., hypertroph.obstruct.cardiomyopathy, sev.ren.func.impair., bilat.-/single kidney ren.art.stenos., concom. K+.spar. diuret./lithium,.porphyr., pregnan.& lactat., concom.aliskir.-contain.prod.in diabetic/ren.impair., concom. sacubitr./valsartan, extracorpor.t reatm.where bld contact negative. charged surf., concom.fluoroquinolon.in mod.-sev.renal impair.& elderly.

Side effects: Very common: Bradycardia. Common: Headache, dizzin., vertigo., dysgeus., paraesthes., vis.impair., tinnit., worsen HF, hypotens., cold/ numb.extremit., cough, dyspn., abdom.pain, constip., diarrh., N&V., dyspep., rash, prurit., musc.cramp, asthen., fatig. Uncommon: Alt.mood, sleep dis., depress., AV-conduct.disturb., orthostat.hypotens., bronchosp., dry mouth, angioed., urticar., hyperhidros., ren.insuff., erect.dysfunct., musc.weakn.Rare: Rhinit., nightmare, hallucin., reduc.tear flow, hear.dis., hepatit., hypersens.react., potency dis., incr.hepatic-/ bld bilirub.enzyme/triglycer. Very rare: Agranulocytos., pancytopen., leukopen., neutropen., thrombocytopen., haemolytic anaem. in congenit.G-6PDH defic, conf., conjuctiv., dysrythm., angina pect., MI, stroke, eosinophil.pneum., pancreatit., erythema.multif., alopec., worsen psorias., ac.ren.fail., decr.haemoglob./haematocrit. Post market: Eosinophyl., hypoglucaem./-natraem., hyperkalaem., somnol., syncope, palpitate., tachycard., vasculit., Raynaud’s phenomen., photosens., pemphigoid, psorias.agrrav., arthralg., myalg., chest pain, malaise, periph.oed., pyrex., incr.bld urea/-creatin., fall.
Special warnings and precautions: Stop treatm.& switch to diff.meds.if pregn.occurs, not to be used in breastf., symptom.hypotens.in vol.deplet./ sev.renin-depend.hypertens./ HF/ren.impair./ischaem.heart-/ cerebrovasc.dis.pts., disc.if angioedema.occurs., history of angioedema/concom.mTOR-I.(eg.sirolimus,everolimus,temsirolimus)/ concom.NEP inhibit.(eg.racecadotr.), sacubitr.& valsartan incr.angioedema risk., disc.if jaundice /marked elev.hepat.enzym.devel., incr.angioed.rate.in black pts., consid.ACE-I.induc.cough, monit.concom.K+-spar.diuret./K+ supplem./K+ salt substit./ meds.assoc.with incr.ser.K+ & pts at risk for hyperkalaem., not recomm.with aliskiren due to dual block.of RAAS, not in diabet.nephropathy pts., assess.ren.func.with concom.fluoroquinolon., concom.Ca-antagonist./class I antidysrhythmic./ centr.act.antihypertens.not recomm., grad.withdr., downtitr.using indiv.comp. in bradycard.(<50-55 beats/min),1st degree AV block, mitral valve-/aort.stenos./ hypertroph. cardiomyopathy, incr.angina epis.in Prinzmetal’s angina pts., adj. dose accord.to creatin.clear.in ren.impair., poss.further ren.impair.in HF/ hypotens.pts., incr.bld.urea & serum creatin.in ren.artery stenos.pts./with concom.diuret., anaphylact. reacts.in haemodialys.with high flux membr./dur.LDL apheres.with dextr.sulph./ desensitisat.treatm., poss infect.risk in collag.vasc.dis./ immunosuppress.therap./ treatm.with allopurinol/procainamide esp.if impair.ren.funct., incr.airway resist.in asthma, uncontrol.diab.mellit, strict fast., aggrav.sympt.of peripher.arter.occlus. dis., gener.anaesthes., aggrav psoriasis, give alpha-recept.blocker in phaeochromocytom.pts., masked hyperthyroidism sympt., hyperaldosteronism pts will not respond.
Interactions: Incr hyperkalaem.risk with aliskir./K+-spar.diuret./K+-salts/ ARB’s/ NSAID/heparin/immunosuppress./co-trimoxaz., incr.angioedem.risk with estramust./racecadotr./gliptins/mTOR-I., sacubitr.& valsartan/angioed.hist., lithium, incr.bld. gluc.low.eff.of antidiabet.meds., antihypertens.eff. reduc.by NSAID/sympatomimetics, hypotens.eff.incr.by other antihypertens./vasodilat./TCA’s & antipsychot /barbitur./phenothiaz./anaesthet./Ca.antagonist.(eg. amlodipine/felodipine)/class-III antidysrhythm.meds.(eg.amiodarone), incr.eff.on atrio-ventric.conduc.time with Ca.antagonist.& digoxin, incr. antihypertens.eff.with baclofen & non-K+-spar.diuret./MAOI, topical beta-blockers (eye dr)may add to system.eff.of bisoprol., nitritoid reacts.with inj.gold, kidney damage with fluoroquinolones, incr bradycard.risk with mefloquine, central.act.antihypertens.worsen HF, incr risk of anaphylac.reacts in dialysis with high flux membr./LDL apheres.with dextr.sulph.
 XE "Coveram" COVERAM, Servier [P/S]
Perindopril arginine 5(5;10;10) mg, amlodipine besilate 5(10;5;10) mg

Indications: Hypertens.in pts.already stabilis.with perindopril & amlodipine at equiv.dos., pts. uncontr. on either perindopril or amlodipine monother.

(S3) TABS, 43/7.1.3/0933, 0934, 0935, 0936
719855-001: 5/5 mg, 30, R173,39
719852-001: 5/10 mg, 30, R208,63
719854-001: 10/5 mg, 30, R214,27
719853-001: 10/10 mg, 30, R249,51
Dosage: 1 tab.dly.as sngl.dos.pref.in morn.bef.food. Fix.dos.combin.not suit.for init.ther.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./ARB’s, heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev. ren. funct.impairm., aort./bil.ren.art.stenos., ren.art. stenos. in pts.with sngl.kign., porphyr., concom. K+-spar. diurets./K+ salts/ K+-cont.salt substit./ Li/dantrolene infus., pregn., lactat., sev.hypotens., shock incl. cardiogen., left ventr. outflow-tract obstruct., unstab.HF aft.ac.MI, safety & effic.of amlodipine in hypertens.cris.not est., effic.& toler.not est.in childr.& adolesc., concom use with sacubitril/valsartan & fluoroquinolones, rare heredit.galact.intol.probl. such as Lapp lact. defic./gluc.-galact. malabsorpt.

Side effects: Angioed.of face/extremit./lips/ mucous membr./tong./glott.&/larynx, bld. dyscras., allerg.reacts., hyperglycaem., psych. disords.incl.anx., hypoglycaem., CNS effs., somnol., dizzin., headache, dysgeus., tremor, hypoaesthes., paraesthes., syncope, hyperton., periph.neuropathy, vertigo, vis.disturbs., tinnit., palpitat., ang.pect., MI, dysrhythm., flush., hypotens., stroke, vasculit., dyspn., rhinit., bronchosp., eosinophil.pneum., gingiv. hyperplas., GI disturbs., pancreatit., hepatit., jaund., incr. hepat.enzym., skin reacts.incl. erythema multiforme/ Stev.John.syndr./exfolat. dermatit., alopec., hyperhidros., photosens., ankle swell., arthralg., myalg., musc.cramps, back/chest pain, micturit.disords., incr.urin.freq., ac.ren.fail., impot., gynaecomast., oed., fatig., asthen., malaise, weight chang., hyperkalaem., extrapyramid. sympt., hepat.necros.somet.lead. to death, non-product./ persist.cough, CHF, Raynauds phenomen.
Special precautions: No rechalleng.aft. angioed. react., pass.through placenta, treatm.to be stopp.& switch.to diff.antihypertens.class if a woman becom.pregn., discont.ther.if angioed. assoc. with laryng.oed.occurs & init.appropr. monit./ emerg.ther., angioed.hist.unrelat.to ACE-inhib.ther., intest.angioed., anaphylact. reacts. dur. low-dens.lipoprot.aphores.with dextr.sulph./ dur. hymenoptera desens.treatm., collag.vasc. dis./ immunosuppress.ther./concom.allopurinol/ procainamide esp.in case of pre-exist.imp.ren. funct., white bld.cell monit.advis./pt.to report infect. signs, CF, hepat.impairm., elderly, concom. NSAID/other meds.with antihypertens.eff., ensure adeq.hydrat., concom.diurets., vol./salt deplet., avoid in pts.suscept.to malign. hypertherm., concom.grapefruit juice not recomm., congen. G-6PDH defic., ren.funct./BP/ ser. K+ monit.in pts.at high risk of sympt. hypotens., ischaem.heart/cerebrovasc.dis., mitral valve stenos., discont.ther.in case of jaund.& mark. hepat.enzym.elevat., black pts., maj.surg./ dur. anaesthes., hyperkalaem.risk, glycaem.contr. monit. in diab.pts.esp.dur.1st mnth.of ther., concom. CYP3A4 induc./inhibits.

Drug interactions: Poss.incr.Li lev.& toxic., incr. adverse eff.risk with estramustine, NSAID’s & high dos.salicylate poss.reduc.antihypertens. eff., hypoglycaem.eff.of insul.& hypoglycaem. agents incr., poss.excess.BP reduct.with diurets., poss. reduc.antihypertens.eff.with sympathomimets., nitritoid reacts.with concom. inject. gold, bioavail.incr.with grapefruit juice, baclofen potent.antihypertens.eff., incr.eff.with nitroglycer./other nitrat./vasodilat./amifostine, reduc.eff.with corticoster./tetracosactide, incr. orthostat. hypotens. risk/incr.antihypertens.eff. with alpha blocks./TCA’s/antipsychot./ anaesthet., sacubitril/ valsartan incr.angioed. risk, fluoroquinolones poss.precipit.ac.ren.fail.
 XE "Enalapril Biotech" ENALAPRIL BIOTECH, Biotech [P/S]
Enalapril mal.
Indications: Essent.hypertens., symptomat.CHF in combinat.with diuret.& digital., stable asymptomat. L ventricul.dysfunct.

(S3) TABS, A37/7.1.3/0330; 0331; 0332

723156-001: 5 mg, 30, R36,85
723157-001: 10 mg, 30, R47,77
723159-001: 20 mg, 30, R77,80
Dosage: Indiv. Hypertens: Init.10-20 mg once dly.depend.on degr.of hypertens. Init.10 mg.in mild hypertens. & 20 mg in other hypertens.degr. Maint: 20 mg dly. Caut.with concom.diuret.

HF/asymptomat.L.ventric.dysfunct: Init. 2,5 mg dly.titr.grad.to usual maint.dos.of 10-20 mg as sngl. dos./div.dos.as toler.titr.over a per.of 2-4 wks.

Contraindications: Angioed.hist.relat. to prev. ACE inhibit./angiotens.recept.block.ther., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.impairm., bilat.ren.artery stenos., ren.artery stenos with sngl.kidn, aort. stenos., concom.K+-spar.diuret., porphyr., Li.ther., pregn.& lactat.

Side effects: Freq: Dizzin., headache, fatig., diarrh., naus., cough. Less.freq: Decr. WBC/Hb & haematocrit, bone marr.depress., anaem., thrombocytopen., agranulocytos., haemolyt. anaem., elev.ESR, eosinophil., leukocytes., MI, palpitat., tachycard., orthostat. hypotens., paraesthes., vertigo, sleep disturb., CVA, mood alterat., ment.confus., hyperkalaem., hyponatraem., incr.bld.urea, incr.ser.creatin, abdom. pain, indigest., dry mouth, pancreatit., vomit., taste disturbs., uraem., oligur., anur., ren.dysfunct.,ac.ren.fail., impot., hepatit., jaund., incr.liv.enzymes, incr.ser.bilirub., asthen., bronchosp., rhinit., sinusit., rash, urticar., diaphores., alopec., prurit., psorias., sev.skin disords.incl.pemphig., tox.epiderm.necrolys., Stev.John.syndr., erythema multiforme, hypersens./angioed.reacts., immune syst.sympt.complex report. Freq.unknown: Sev.musc.pain & weakn.with morn.stiffn., musc.cramps, 
Warnings and special precautions: Discont.& chang.if pregn.occurs/contempl., ischaem.heart-/cerebrovasc.-/ renovasc.dis., vol./salt deplet.pts., maj.surg./anaesthes., aortic.stenos., hypertroph. cardiomyopathy, elderly with CHF partic.suscept.to ACE inhibit.induc.ac.ren.fail., incr.risk of ren.funct. impairm.in bil./sngl.kidn./ren.art.stenos.& ren. transpl., incr.bld.urea & ser.creatinine conc.seen with no apparent pre-exist.vasc.dis.with concom. diuret., renovasc.dis./suspect.renovasc.dis., incr. agranulocytos.& neutropen.risk with sev. autoimmune dis./other collag.vasc.dis./ scleroderma & concom.immunosuppress.esp.if ren.funct.imp., cough, poss.persist.hypotens./ imp. ren.funct.in ac.MI theref.do not init.in ac.MI if pts. at risk of furth.ser.haemodynam.deteriorat.aft. vasodilat.treatm., sev.hypoglycaem.risk incr.with oral hypoglycaem.& insul., card.effs.poss aris.from hyperkalaem., ren.insuffic., poss.anaphylact. reacts. in desensitisat.with hymenoptera venom /pts.diayls. with high flux membr./low-density lipoprot aphresis with dextran sulfate absorpt., discont. ther. immed.in case of angioneurot.oed., high. angioed.risk in black pts., safety & effic in childr.not est., lact.intol., determine effs.bef.driv./ perform.complicat.tasks, concom.ganglion. block./ adrenerg.block.agents., cross.placenta, symptomat.hypotens.more likely with concom. diuret., monit.BP & ren.funct.bef.& aft.init.ther.
Interactions: Other antihypertens./diuret.incr. eff., ß-adrenerg.agents/methyldopa/Ca chan. blocks. potent.hypotens.eff., antihypertens.eff. reduc. by NSAID/sympathomimets., hyperkalaem. risk fact.incl.ren.insuffic./diab.mellit.& concom.K+-supplem./ K+ -spar.diurets./K+ -cont.salt substit., Li elimin.reduc., bioavailabil.reduc.by antacids, addit. hyperkalaem.eff.with cyclospor.& epoetins, haematopoiet.eff.of epoetin antagon., nitritoid reacts. with concom.gold salts
 XE "Enalapril Unicorn" ENALAPRIL UNICORN, (Unicorn) Ranbaxy [P/S]
Enalapril mal.
Indications: Hypertens., CHF in combinat.with diuret.& digital., asymptomat.L ventricul.dysfunct.

(S3) TABS, 34/7.1.3/0010, 0011, 0012

3000716-001: 5 mg, 28, R24,91
886843-001: 10 mg, 28, R39,77
886851-004: 20 mg, 28, R57,18
Dosage: Indiv. Essent.hypertens: Init.10-20 mg depend.on degr.of hypertens. Admin.once dly.in mild hypertens. Other hypertens. degr.admin. 20 mg dly init. Maint: 20 mg dly.

Renovasc.hypertens: Init.5 mg or less. Most pts.respond.to 20 mg dly.

HF/asymptomat.L.ventric.dysfunct: Init. 2,5 mg dly.titr.grad.to usual maint.dos.of 10-20 mg as sngl. dos./2 div.dos.as toler.titr.over a per. of 2-4 wks.

Contraindications: Angioneurot.oed.hist.relat. to prev.ACE inhibit.treatm., pregn. & lactat., safety & effic. in childr.not est., aort.stenos., outflow tract obstruct.

Side effects: Liv.enzym.elev., hyperkalaem., hyponatraem., bld.disords., dizzin., headache, fatig., asthen., sev./ orthostat.hypotens., syncope, GI disturbs.incl.ileus, musc.cramps, persist.non-product.cough, ren.dysfunct./fail., oligur., pancreatit., hepatit., hepat.fail., jaund., stomatit., CNS effs.incl.paraesthes., vertigo, pulm.infiltrat., bronchosp., asthma, dyspn., rhinorrh., sore throat, hoarsen., skin reacts.incl.erythem.multiform./ exfol.dermatit./Stev.John.syndr./tox.epiderm. necrolys., pemphig., alopec., impot., flush., taste alter., tinnit., glossit., blurr.vis., fev., serosit., vasculit., myalg., arthralg., arthrit., photosens., hypersens.

Special precautions: Secret.in breast milk, discont. & chang.if pregn.occurs/contempl., cross. placenta, monit.infts.whose mothers receiv.ther., concom.ganglion.block./adrenerg.block.agents., concom.Ca antagon.not recomm., monit.Li-lev., concom. K+-supplem./ K+ -spar.diurets./K+ -cont. salt substit., ren.insuffic.& diab.mellit.risk fact.for hyperkalaem.developm., surg./anaesthes., concom. sympathomimets., diuret.ther., vol./salt deplet.pts., elderly over 65 yrs., ren.insuffic., ren. funct.assessm.bef.init.ther./dur.treatm., monit.BP/ ren.funct.ser. K+ in HF, ischaem.heart-/cerebrovasc.-/ renovasc.dis., symptom.hypotens. risk, bil./sngl.kidn./ren.art.stenos., discont.ther. immed.in case of angioneurot.oed.init.appropr. treatm., angioed.hist.unrelat.to enalapril, desensitisat.with hymenoptera venom, poss. anaphylact. reacts.in pts.diayls.with high flux membr.

Drug interactions: Other antihypertens./diuret. incr.eff., ß-adrenerg. agents/methyldopa/Ca entry blocks. potent.hypotens.eff., Li eliminat.reduc., post.hypotens. with narcot./antipsychot., incr. hyperkalaem.risk with cyclospor., incr.leucopen. risk with concom.allopurinol/ cytostat./ immunosuppress. agents, antihypertens. eff.reduc. by NSAID/sympathomimets., enhanc.hypotens. eff.with alcoh.

 XE "Enap" ENAP, Pharma Dynamics [P/S]
Enalapril mal.
Indications: Hypertens., CHF in combinat.with diuret.& digital., asymptomat.L ventricul.dysfunct.

(S3) TABS, 34/7.1.3/0085, 0086, 0087

891272-005: 5 mg, 30, R35,07
891279-005: 10 mg, 30, R60,37
891280-008: 20 mg, 30, R101,85
Dosage: Indiv.

Essent.hypertens: Init.10-20 mg dly. Maint: 20 mg dly.

Renovasc.hypertens: Init.5 mg or less. Most pts.respond.to 20 mg dly.

HF/asymptomat.L.ventric.dysfunct: Init.2,5 mg dly.incr.grad.to usual maint.dos.of 20 mg as sngl. dos./2 div.dos.as tol.titr.over a period of 2-4 wks.
Discont.diuret.ther.2-3 days bef.init./low init.dos.to 5 mg or less.

Contraindications: Angioneurot.oed.hist.relat.to prev. ACE inhibit.treatm., pregn., concom.Ca antagon. not recomm., paed.use not stud.

Side effects: Dizzin., headache, fatig., asthen., hypotens., orthostat.hypotens., syncope, GI disturbs., musc.cramps, rash, cough, ren.dysfunct., ren. fail., impot., flush., taste alterat., tinnit., glossit., blurr.vis., CNS effs., paraesthes., CV disords. incl.MI/CVA poss.second.to excess. hypotens. in high risk pts., resp./skin disords., hypersens., angioneurot.oed., fev., serosit., vasculit., myalg., arthralg., arthrit., bld.disords., photosens., hyperkalaem.& hyponatraem.

Special precautions: Lactat as secret.in breast milk, diuret.ther., vol./salt deplet.pts., monit.BP, ren.funct.&serum K+ in HF, desensitisat.with hymenoptera venom, poss.anaphylact.reacts.in pts. diayls.with high flux membr., angioed.hist., ren. impairm., surg./anaesthes., ischaem.heart dis./ cerebrovasc.dis., concom.ganglion.block.agents/ adrenerg.block.agents., concom.K+ supplem./K+ -spar.diuret.& K+ contain.salt substit.

Drug interactions: Li eliminat.reduc., other antihypertens./ diuret.incr.eff., ß-adrenerg.agents /methyldopa/Ca entry block. potent.hypotens.eff.
 XE "Enap-Co" ENAP-CO, Pharma Dynamics

Enalapril mal. 20 mg, hydrochlorothiaz. 12,5 mg.

Indications: Hypertens.when pts.stabilis.on these indiv.compon.in same dosag.

(S3) TABS, 34/7.1.3/0088

891287-008: 30, R95,43
Dosage: 1 tab dly. May be incr.to max.2 tabs.dly.if necess.

Contraindications: Anur., angioneurot.oed. hist.relat.to prev.ACE inhibit.ther., sulphonamide sens., pregn.& lactat., concom.Li., safety & effic.in childr.not est., ren.insuff.

Side effects: Dizzin., fatig., musc.cramps/spasm, GI disturbs., aesthen., orthostat.effs.incl. hypotens., headache, cough, impot., CNS/psych. effs., vertigo, paraesthes., CV effs., dyspn., angio-neurot.oed., ren.dysfunct./fail., decr.libido, dry mouth, gout, tinnit., arthralg., fev., serositis, vasculit., myalg., arthrit., photosens., skin reacts. incl. Stev.John. syndr./tox.epiderm.necrolys./ erythema multiforme/exfoll.dermatit., hyperglycaem., hypo-/hyperkalaem., hyponatraem., bld.dyscras., hepatocellul./cholestat.jaund., pancreatit., sialoadenit., xanthops., resp.distress, interstit. nephrit., anaphylax., glycosur., electrol. imbal., blurr.vis., hepatit., ileus, bronchosp., asthma, sore throat, hoarsen., card.rhythm disturbs., ang.pect., CV effs.incl.MI/CVA, rhinorrh., alopec, flush., stomatit., glossit., oligur., pulm. infiltrat., hepat.fail., pemphig., dry persist.cough, SLE activ./exacerbat., sens.reacts.with/without allerg.hist./ bronch.asthma, gluc.tol.imp., incr. cholester./ triglycer.lev., poss.hyperuricaem.&/ gout precipitat.

Special precautions: Discont.& change if pregn.occurs/contempl., pass.through placenta, appears in breast milk, ren.impairm., poss.life-threat. anaphylact.reacts.dur.hymenoptera desensitis.treatm./haemodialys.with high-flux membr., imp.hepat.funct./progress.liv.dis., discont. & init.appropr.ther.in case of angioed.of face/ extremit./lips/tong.glott. &/larynx, angio-oed.hist. unrelat.to ACE-inhibit.at great risk, monit.fluid & electrol., antidiab.agents dos.adjustm., bilat./sngl. ren.artery stenos., surg./anaesth., poss.underly. hyperparathyroid.in case of mark.hypercalcaem., concom.ganglion./adrenerg.block.agents., ischaem. heart/cerebrovasc.dis.as excess.fall in BP could result in MI/CVA.

Drug interactions: Thiaz.ther.may imp.gluc.tol., alcoh., barbits.& narcot.may potent.orthostat. hypotens., corticoster.& ACTH intens.electrol. deplet., NSAIDs may reduc.diuret./natriuret.& antihypertens.eff., poss.decr.pressor amin. respons., reduc.Li ren.clear., incr.tubocurarine responsiven., K+ losing eff.of thiaz.diuret.attenuat. by enalapril eff., incr.ser.K+ lev.with K+-spar. agents/ K+cont.salt substit/ K+supplem., thiaz.may decr.urin.Ca excret.

 XE "Liracen" LIRACEN, Aurobindo [P/S]
Ramipril

Indications: Mild to mod.hypertens., card.fail. follow. MI., reduc.proteinur.& glomerul.filtrat.rate decline in diabet.nephropathy & hyperten., reduc. risk. of.MI. stroke, or card.vasc.death & need for revascularisat.proced.in pts with incr.CV risk, reduc. risk.of.MI/stroke, or card.vasc.death in. diab. pt.

(S3) CAPS. 44/7.1.3/1075, 1076

3000178-001: 5 mg, 30, R217,70
3000179-001: 10 mg, 30, R231,30
Dosage: Hypertens: Init.2,5 mg dly in pts.not on diuret. Incr.to 5 mg and max.10 mg dly at 1-2 wk. interv.depend.on respon.

Post MI: Init.2,5 mg 2xdly x2 days 3-10 days aft.ac.MI. If heart fail manifests & pt. haemodynamic stable.incr.to 5 mg 2xdly if well tol. If init. dos.of 2,5 mg not tol.init.with 1,25 mg 2xdly incr. to 2,5 mg 2xdly.

Non-diabet.& diabet.nephropathy: Init. 1,25 mg dly. Accord.to respons.doubl.dos.at 2-3 wk. interv. Max.10 mg dly.

Diuret.pre-treat.pts: Discont.diuret.2-3 days bef. init ther. Where diuret.cannot.be discont.init.with. 1,25 mg adjust.accord.to BP respons.
MI/stroke/CV death risk reduct.: Init: 2,5 mg once dly. Incr.grad.depend.on tol.in which case dos. should be doubl.aft.one wk.& doubl.again aft.3 wks. to usual maint.dos.of 10 mg once dly.
Contraindications: Angio-oed.hist.relat.to prev. ACE inhibit.ther./angiotens.recept.block., heredit./ idiopathic angioed., aort.stenos., hypertrop. obstruct. cardiomyopathy, sev imp.ren funct., ren. artery stenos.in pts.with sngl.kidn., concom.K+ spar. diuret.ther./Li-, porphyr., pregn., not recomm. in childr.

Side effects: Freq: Dizzin., headache, fatig., dry cough., naus., diarrh. Less freq: Decr.WBC count/ haemoglob./ haematocr., bone marr.depress., anaem., thrombocytopen., agranulocytos., haemolyt. anaem., hypersens./angioed., intest. angioed., hyperkalaem., hyponatraem., incr.bld. urea/ ser.creatin., mood alterat., mental confus., paraesthes., vertigo, sleep disturbs., MI, palpitat., tachycard., chest pain. orthostat.effs.incl. hypotens. /cerebrovasc.accid., bronchosp., rhinit., sinusit., abdom.pain, indigest., dry mouth, pancreatit., vomit., taste disturbs., hepatit. (hepatocell./ cholestat.), jaund, incr.ser.bilirub./liv. enzym., rash, urticar., diaphores., alopec., prurit., psorias., sev.skin disords., asthen., uraem., oligur., anur., ren.dysfunct., ac.ren.fail., impot., fev., vasculit., myalg., arthrit./arthralg., posit.ANA, elev. ESR, eosinophil., leucocytos., rash, photosens.

Warnings and special precautions: Cerebrovasc./ ischaem.heart dis., salt/vol.deplet. pts., pts. at high risk of symptomat.hypotens., sev. autoimmune dis./immunosuppressive ther., ac.MI with evid.of ren.fail./at risk of hypotens., bone marrow. depress., diab.mellit., hyperkalaem., imp. ren.funct./renovacul.dis./ren.artery stenos., not recomm.in dialys.pts., anaplylact. reacts.with desensitis.protocols/high flux membr.dialys./low dens.lipoprot.apheres.with dextr. sulph., incr.incid.of angioed.in black pts., surg. & anaesth., imp.liv.funct., crosses placenta, teratogenic.in anim., safety in lactat.not est.

Interactions: K+-supplem./-spar.diuret.incr. hyperkalaem. risk, diuret/alcoh..& antihypertens. potent. respons., antihypertens.eff.decr.by NSAIDs, Li-conc.incr.
 XE "Lisinopril Co Unicorn" LISINOPRIL CO UNICORN, Unicorn
Lisinopril 10(20)mg, hydrochlorothiazide 12,5(12,5) mg.

Indications: Mild to mod.hypertens. stabilis.on indiv.component.giv.in same proport.

(S3) TABS, 37/7.1.3/0477, 0478

716943-001: 10/12,5 mg, 30, R53,40

716945-001: 20/12,5 mg, 30, R92,70

Dosage: 1 tab once dly. taken at approx. same time each day. Max 2 tabs once dly.if respons. inadeq.aft.2-4 wks.

Contra-indications: Anur., hist.of angioed. with ACE-inhibit., heredit./idiopath angioed., sulphonam. sens., pregn. & lactat., aortic.stenos./ hypertroph.cardiomyopathy, concom.Li ther., safety & effic.in childr.not est.

Side-effects: GI disturbs., headache, dry mouth, dizzin., fatig., asthen., paraesthes., vertigo, fev., hypoaesthes., CNS/psych.effs., musc.cramp/ spasm, weakn., hyperglycaem., glycosur., jaund., pancreatit., hyperuricaem., hepatit., persist. dry cough., resp.distress.incl.pneumonit. & pulm. oed., hypersens./anaphylact.reacts., bronchosp., rhinit., sinusit., pulm.infiltrat., palpitat., chest discomf., MI & CVA second.to excess.hypotens.in high risk pts., tachycard., orthostat.hypotens., vasculit., ren. fail./dysfunct., interstit.nephrit., diaphores., uraem., oligur./anur., skin reacts.incl.sev.skin disords./ erythema multiforme/tox. epiderm. necrolys./ Stev.John.syndr., photosens., alopec., bld.disords., xanthops., blurr.vis., gout, electrol. imbal.incl.hyponatraem., sialoadenit., impot, sympt. compl.incl.arthral./myalg./arthrit., hyperkalaem., liv.enzyme elev., hypercalcaem., gluc. tol.impairm., incr.triglycer./cholestr.lev., SLE exacerbat./activat.
Special precautions: Discont.& switch.to diff. antihypertens.if woman becom.pregn./if pregn. plann., poss.foet./neonat.morbit/mortalit.if giv. dur.2nd & 3rd trimest., pass.through placenta, poss.prematur./low birth mass, monit.infts.of mothers who recd.ther., poss.foet./neonat.jaund., routine diuret.use in healthy pregn.women not recomm., thiazid.appears in breast milk, monit.ser. K+ if concom.K+-supplem./K+-spar.diuret./K+-contain. salts necess., poss.high Li-toxic risk, mod./ sev.ren.funct. impairm., vol.& salt deplet., if poss. discont.diuret.ther.2-3 days bef.init.treatm. otherw. admin.alone at init.dos.of 5 mg., hypotens., electrol/fluid imbal., monit.electrol. when at risk, monit.treatm.init./dos.adjustm.in pts. with incr.orthost.hypotens.risk, ischaem.heart/ cerebrovasc. dis., bilat./unilat.ren.artery stenos.in pres. of sngl.kidn., poss.anaphylactoid reacts exper. dur.desensitisat.treatm./haemodialys. proced. using high-flux membran., hepat.impairm. / progress.liv.dis., maj.surg./anaesth., poss.dos. adjustm. of antidiab.agents incl.insul., do not re-challenge aft.angioed.react., sens.reacts.poss. with /-out allergy/bronch.asthma hist., angioed. hist. unrelat.to ACE inhibit.may incr.angioed.risk when taking ACE-inhibits., high.incid.of angioed.in black pts., discont.if incr.bld.urea & ser. creatin. occur with no appar.pre-exist.ren.dis., poss. underly. hyperparathyroid.in case of mark. hypercalcaem.

Drug interactions: K+-supplem./K+-spar. diuret. /K+-contain.salts esp.in ren. dysfunct. incr.ser.K+, Li.clear.reduc., NSAID’s poss.decr.antihypertens. diuret./ natriuret.effic., incr.responsiv.to tubocurar., addit.eff.with other antihypertens. agents., alcoh./barbits.& narcot.may potent. orthostat. hypotens., corticoster.& ACTH intens. electrol.deplet.& hypokalaem., decr.respons.to pressor amines.

 XE "Liso" LISO, Unicorn [P/S]

Lisinopril.

Indications: Mild to mod.hypertens.alone/ concom. other hypertens., adjunct in CHF with diurets. & digital.where appropr., within 24 hrs. aft.ac.MI in haemodynamic.stable pts.to prev. subseq.L ventric.dysfunct./HF to improve surviv. tog.with std.treatm.such as aspir./thrombolyt./β-blocks. where appropr.
(S3) TABS, 43/7.1.3/0663, 0664, 0665

3000546-001: 5 mg, 30, R29,79
3000547-001: 10 mg, 30, R29,79
3000548-001: 20 mg, 30, R29,79
Dosage: Admin.as sngl.dly dos.pref.at the same time every day.

Mild to mod. hypertens: Init.10 mg recomm. Dos. should be adjust.accord.to BP respons. Usual effect.maint.dos.is 20 mg/day as sngl.dos. Max. 40 mg/day. Dos.may be furth.incr.if desir. therapeut. eff.not achiev.in 2-4 wks.on cert.dos. lev.

Diuret.-treat.pts: Discont.diuret.2-3 days bef.init. lisinopril ther. Init.ther.with 5 mg dos. in hypertens.pts. in whom diuret.cannot be discont. Subseq. lisinopril dos.adjust.accord.to BP respons. Diuret. may be resum.if reqd.

Renovasc.hypertens: Low.dos.to 2,5 or 5 mg.

Congest.heart fail: Init.2,5 mg once dly.in pts. not adeq.contr.by digital.&/diurets. Dos.adjustm bas. on clinic.respons. Incr.by increm.of no great. than 10 mg, at interv.of no less than 2 wks & to high.dos.toler.up to max.of 35 mg once dly. Pts.at high risk of symptom.hypotens.to have condits. check. bef.init.ther. Monit.eff.of start.dos. on BP.

Ac.MI: 5 mg within 24 hrs.of sympt.onset.follow. by 5 mg aft.24 hrs.then 10 mg aft.48 hrs.& then 10 mg dly.thereaft.x6 wks. In case of low syst.BP (<120mmHg) an init.dos.of 2,5 mg should be used dur. first 3 days aft.infarct. If hypotens.occurs (syst. BP <100 mmHg)admin.5 mg dly.as maint. dos. with tempor.reduct.of 2,5 mg if need. Withdr. treatm. if prolong.hypotens.(syst.BP <90mmHg for more than 1 hr) occurs. Pts.develop.HF sympt. should contin.ther.

Contraindications: Concom.aliskiren-contain. meds., angioed.hist.relat.to prev. ACE inhibit./ angiotens.recept.block.in which case no re-challenge aft. angioed.react., heredit./ idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev. ren.funct. impairm., bil.ren.artery stenos., ren. artery stenos.in pts.with sngl.kidn., aort.stenos., concom. K+-spar.diuret., porphyr., Li-ther., pregn.& lactat., safety & effic. in childr.not est.

Side effects: Freq: Dizzin., headache, cough, diarrh., vomit. Less freq: Bld.dyscras., autoimmune dis., hypersens./angioed.reacts.some being fatal, SIADH, CNS effs., hyperkalaem./ hyponatraem., hypoglycaem., psych.disords., vertigo, orthostat.effs.incl. MI/CVA, hypotens., Raynaud’s phenom., bronchosp., rhinit., sinusit., allerg. alveolit., eosinophil.pneumon., GI/taste/ olfact. disturbs., pancreatit., hepatit., jaund., incr. liv. enzym., hepat.fail., skin reacts.incl.cutan. pseudolymphoma, sev.skin disords.incl.pemphig./ tox. epiderm. necrolys./Stev.Johns.syndr./ erythema multiforme, diaphores., alopec., sweat., urin./ ren.disords.incl.ac.ren.fail., impot., gynaecomast., fatig., asthen., sympt.compl. incl.fev./vasculit./ myalg./ arthrit./arthralg./ANA., elev.erythrocyte sediment.rate/ eosiniphil./ leucocytos.

Warnings and special precautions: Treatm.to be stopp.& chang.to altern.antihypertens.with est. safety profile if pregn.plann./occurs, pass.through placenta, dual block.of RAAS with concom.ARB’s/ ACE inhib./aliskiren poss.incr. hypotens./ hyperkalaem. risk & decr.ren.funct., hypersens./ angioed. with ser.sympt.which may occur at any time dur.ther., high.angioed.rate in black pts., not for use in renovasc.dis., sev.resist.hypertens., elderly/ periph.vasc.dis./gener.atheroscleros., salt & vol.deplet.pts., CHF, pt.at risk of symptom. hypotens. to be monit.when ther.init./dos. adjustm., cerebrovasc./ischaem.heart dis., maj. surg./ dur.anaesthes., diab.mellit., anaphylact. reacts.dur.hymenoptera desens.treatm.& dur. haemodialys. proced.with high flux membr./low-dens. lipoprot apheres.with dextr.sulf.absorpt., non-product./persist.cough, autoimmun.dis.esp. syst. SLE/ scleroderma, bil.ren.artery stenos./arter. stenos.to sngl.kidn./ren.transplant., ther.not to be init.in ac. MI if pt.at risk of furth.ser. haemodynam. deteriorat. aft.treatm.with vasodilat., collagen vasc. dis./immunosuppress.ther./concom. allopurinol/ procainamide esp.in pres.of imp.ren. funct.in which case per.white cell count monit.& signs of infect.report., discont.ther.& init.emerg. treatm.in case of poss.fatal laryng./tong.oed., no re-challenge with any ACE-inhibit., pts.with angioed. hist.unrelat.to ACE-inhib.ther.at incr.risk, poss. discont.ther.in pts.with hypotens.with no evid. of pre-exist.ren vasc.dis.esp.if giv.concom. with diuret., ther.not to be init.in MI pts.with evid. of ren.dysfunct.&/proteinur., withdr.ther.should ren. dysfunct.devel., elderly with decr.ren.funct.

Interactions: Li-clear.poss.reduc.theref.lev.to be monit., poss.hyperkalaem.with K+-spar.diuret./K+  supplem./ K+ cont.salt substit., add.antihypertens. eff.with diurets./alcoh., poss.incr.bld.gluc.lower. eff./hypoglycaem risk with antidiab.meds., indomethcin dimin.act., NSAIDs may furth.deterior. ren.funct.in compromis. pts., nitritoid reacts.with inj. gold, furth.BP reduct.with TCA’s/antipsychot./ cert. anaesthet., reduc.antihypertens.eff.with sympathomimets., incr.angioed.risk with tiss. plasminog. activat.
 XE "Lisoretic" LISORETIC, Pharma Dynamics
Lisinopril 10(20)mg, hydrochlorothiazide 12,5 mg.

Indications: Mild to mod.hypertens.stabilis.on indiv. component.giv.in same proport.

(S3) TABS, 37/7.1.3/0475, 0476

704437-001: 10/12,5 mg, 30, R53,40
704438-001: 20/12,5 mg, 30, R92,70
Dosage:  Usual dos: 1 tab once/day admin.at approx. same time dly. Max 2 tabs once dly.if respons.inadeq.aft.2-4 wks.

Contraindications: Anur., hist.of angioed.with ACE-inhibit., heredit./idiopath angioed., sulphonam. sens., pregn.& lactat., aortic.stenos./ hypertroph. cardiomyopathy.

Side effects: GI disturbs., CNS/psych.effs., headache, dry mouth, dizzin., fev., vertigo, musc. cramps/spasm, weakn., hyperglycaem., glycosur., hepatit., jaund., pancreatit., dry persist.cough, resp. distress.incl pneumonit.& pulm.oed., anaphylact. reacts., palpitat., bronchosp., rhinit., sinusit., pulm.infiltrat., chest discomf., MI & CVA second. to excess.hypotens.in high risk pts., ren. fail./ dysfunct., sympt.hypotens., necrotis.angiit., skin reacts.incl.tox.epiderm.necrolys./erythem. multiforme/ Stev. Johns.syndr., alopec., bld. disords., xanthops., trans.blurr.vis., gout &/ hyperuricaem. precip., electrol.imbal. incl. hyponatraem., sialoadenit., impot, hypersens. reacts. incl.angioed./sympt.compl., incr.liv.enzym./ cholester./ triglyceride lev., exacerbat./activat. SLE.

Warnings and special precautions: Treatm.to be stopp.& switch.to alter.meds.if pregn.occurs, use altern.meds.if pregn.contempl., pass.through placenta, infts.of mothers who receiv.med., thiaz. excret.in breast milk, safety & effic.in childr.not est., ren.impairm., concom. Li not indic., incr. symptom. hypotens.risk, prior diuret.ther., ischaem. heart / cerebrovasc.dis., hypotens., bilat./sngl.ren. art. stenos., vol./salt deplet., hepat.impairm./ progress. liv.dis., poss.anaphylactoid reacts.in haemodialys.proced.using high-flux membran. & dur. desensitisat., maj.surg./anaesth., anti-diab. meds., no re-challenge aft.angioed.react., high. incid.of angioed.in black pts., monit.electrolyt. when at risk, monit.ser.K+  if K+-supplem./K+ -spar. agents/K+  -cont.salts used concom.

Drug interactions: Incr.ser.K+  with K+-supplem./ K+-spar.agents / K+-contain.salts esp.in imp.ren. funct., Li.clear.reduc., NSAID’s decr.antihypertens. effic., incr.responsiv.to tubocurar., addit.eff.with other antihypertens.agents., barbits./alcoh.& narcot. may potent.orthostat.hypotens., corticoster. & ACTH intens.electrol.deplet.& hypokalaem., decr. respons.to pressor amin.
 XE "Lisozide" LISOZIDE, Austell
Lisinopril dihydrate 10(20)mg, hydrochlorothiazide 12,5 mg.

Indications: Mild to mod.hypertens.stabilis.on indiv. component.giv.in same proport.

(S3) TABS, A39/7.1.3/0108, 0109

707292-001: 10/12,5 mg, 30, R56,11
707291-001: 20/12,5 mg, 30, R97,40
Dosage: 1 tab once dly. Max 2 tabs once dly.if respons.inadeq.aft.2-4 wks.

Contraindications: Anur., hist.of angioed.with ACE-inhibit., heredit./idiopath angioed., sulphonam. sens., pregn.& lactat., aortic.stenos./ hypertroph. cardiomyopathy, bilat./unilat.ren.artery stenos.in pres.of sngl.kidn., safety & effic.in childr. not est.

Side effects: GI disturbs., headache, dry mouth, paraesthes., CNS effs., sleep disturbs., mood alt., ment. confus., musc.cramp/spasm., hyperglycaem., glycosur., jaund., pancreatit., hyperuricaem., hepatit., dry cough., resp.distress.incl.pneumonit.& pulm. oed., anaphylact.reacts., palpitat., chest discomf., MI & CVA second.to excess.hypotens.in high risk pts., tachycard., hypotens.incl.orthostat. hypotens., vasculit., ren.fail./dysfunct., skin reacts. incl. erythem. multiforme & tox.epiderm.necrolys., photosens., psorias., bld.disords., xanthops., trans. blurr. vis., gout, electrol.imbal.incl.hyponatraem.& hypercalcaem., sialoadenit., impot, angioed., exacerbat./ activat.SLE.

Special precautions: Vol.& salt deplet., if poss. discont.diuret.ther.2-3 days bef.init.treatm. otherwise admin.alone at init.dos.of 5 mg, ren./ hepat.impairm., monit.ser.K+ if concom.K+-supplem. / K+-spar.diuret./K+-contain.salts necess., anti-diab. meds., hypotens., electrol/fluid imbal., ischaem.heart dis., cerebrovasc.dis., poss.anaphylactoid reacts in haemodialys.proced. using high-flux membran.& dur.desensitisat., maj. surg./anaesth., high.incid.of angioed.in black pts.

Drug interactions: K+-supplem./K+-spar.diuret./ K+-contain.salts esp.in ren.dysfunct.incr.serum K+., Li.clear.reduc., NSAID’s decr.antihypertens.effic., incr.responsiv.to tubocurar., addit.eff.with other antihypertens.agents., alcoh./barbits.& narcot.may potent. orthostat.hypotens.,corticoster.& ACTH intens.electrol.deplet.& hypokalaem., decr. respons. to pressor amines.

 XE "Lizro" LIZRO, Novagen [P/S]

Lisinopril.
Indications: Mild to mod.hypertens.alone/ concom.other hypertens., adjunct in CHF.with diurets.& digital.where appropr., within 24 hrs. aft.ac.MI in haemodynamic.stable pts.reduc.L ventric.dysfunct./HF
(S3) TABS, A40/7.1.3/0722, 0723, 0724

714677-001: 5 mg, 30, R27,16
714678-001: 10 mg, 30, R27,16
714679-001: 20 mg, 30, R27,16
Dosage: Admin.pref.at the same time every day.

Mild to mod.hypertens: Init.10 mg/day as sngl. dos. Dos.should be adjust.accord.to BP respons. Usual effect.maint.dos.is 20 mg/day as sngl.dos. Max. 40 mg/day. Full therapeut.eff.aft. sev.wks. theref.incr.dos.aft.2-4  wks.if desir.respons.not achiev.

Congest.heart fail: Init.2,5 mg dly.as sngl.dos. Incr.at 4 wk. interv.till therapeut.eff. Adjust accord. to clinic.respons. Maint.dos: 5-20 mg/day as sngl.dos..

Ac.MI: 5 mg within 24 hrs.of sympt.onset. follow. by 5 mg aft.24 hrs.then 10 mg aft.48 hrs. & then 10 mg dly.x6 wks. In case of low systol.BP (<120mmHg) an init.dos.of 2,5 mg should be used dur.first 3 days aft.infarct. If hypotens.occurs (systol. BP < 100 mmHg) admin.5 mg dly.as maint. dos. with tempor.reduct.of 2,5 mg if need. Withdr. treatm.if prolong.hypotens.(systol.BP <90mmHg for more than 1 hr) occurs.

High risk indiv.dos: Pts.on diuret: To minim. sudd./ sev.hypotens.discont.diuret.2-3 days bef. begin. ther. Where diuret.ther.cannot be discont. init.with 5 mg dos.. Adjust subseq.dos.accord.to therapeut. respons.
Ren.impairm: Creatine clear.31-70 mL/min.start. dos.5-10 mg/day. Incr.as need.to max.20 mg/day.
Renovasc.hypertens: Low.dos.to 2,5 or 5 mg.
Contraindications: Angioed.hist.relat.to prev. ACE inhibit./angiotens.recept.block.in which case no re-challenge aft.angioed.react., heredit./ idiopath. angioed., aort.stenos., hypertroph. obstruct. cardiomyopathy, mod.to sev.ren.funct. impairm., bil.ren.artery stenos., ren.artery stenos. in pts.with sngl.kidn., concom.K+-spar.diuret., porphyr., concom.fix.dos.thiaz.diuret.in Addison’s dis./ sev.ren.impairm.& sulphonam.hypersens., Li-ther., pregn.& lactat., concom.aliskiren-contain. meds., concom.fluoroquinol.in mod.-sev.ren. impairm.

Side effects: Freq: Orthostat.eff.incl.hypotens., dizzin., headache, fatig., cough, diarrh., N&V, ren. dysfunct. Less freq: Decr.WBC/Hb/haematocrit, bone marr.depress., anaem., thrombocytopen., agranulocytos., neutropen., lymphadenopathy, autoimmune dis., haemolyt.anaem., SIADH, hyperkalaem., hypoglycaem., MI/CVA, palpitat., tachycard., Raynaud’s phenom., mood alterat., hallucinat., ment.confus., paraesthes., vertigo, sleep disturbs., olfact.disturbs., bronchosp., rhinit., sinusit., allerg.alveolit., eosinophil.pneumon., abdom.pain, indigest., dry mouth, pancreatit., taste disturbs., intestine.angioed., hepatit., jaund., heapt.fail., incr.liv.enzym.& ser.bilirub., rash, urticar., diaphores., alopec., prurit., psorias., sev.skin disords.incl.pemphig./tox.epiderm. necrolys./Stev.Johns.syndr./erythema multiforme, cutan.pseudolymphoma, hypersens., angioneurot. oed., uraem., ac.ren.fail., oligur., anur., impot., gynaecomast. Unknown freq: Hyponatraem., incr. bld.urea & ser.creatin., depress.sympts., syncope, sympt.compl. incl.fev./vasculit./myalg./ arthrit./ arthralg./posit.ANA., elev.ESR/eosiniphil./ leucocytos./rash/photosens., asthen.

Special warnings and precautions: Treatm.to be stopp.& chang.to altern.antihypertens.with est. safety profile if pregn.plann./occurs, pass.through placenta, cerebrovasc./ischaem.heart dis., salt & vol.deplet.pts., dual block.of RAAS with concom. ARB’s/ ACE inhib./aliskiren poss.incr.hypotens./ hyperkalaem. risk & decr.ren.funct., pt.at risk of symptom. hypotens. to be monit.when ther.init./ dos. adjustm., maj.surg./dur.anaesthes.with meds. produc.hypotens., autoimmun.dis.esp.syst.SLE/ other collag.vasc.dis.& scleroderma, poss. persist. hypotens.&/imp.ren.funct.developm.in ac. MI, ther.not to be init.in MI pts.with evid.of ren. dysfunct.&/proteinur., ther.not to be init.in ac.MI if pt.at risk of furth.ser. haemodynam.deteriorat. aft. treatm.with vasodilat., bone marr.depress., diab. mellit., hyperkalaem., not for use in renovasc.dis./ suspect. dis., in sev.resist.hypertens.only admin. und.spec.supervis, elderly with periph.vasc.dis./ gener.atheroscleros., bil.ren.artery stenos./arter. stenos.to sngl.kidn./ren.transplant., immunosuppress. ther., ren.funct.impairm., poss. dos.reduct./discont.ther.if bld.urea./ser.creatine incr.in pts.with no evid.of pre-exist.ren vasc.dis. esp.if giv.concom.with diuret., incr.angioed.risk with concom.mTOR inhibit., anaphylact. reacts. dur.hymenoptera desens.treatm.& dur. haemodialys. proced.with high flux membr./low-dens. lipoprot apheres.with dextr.sulf.absorpt., discont.ther.& init.emerg. treatm.in case of poss. fatal laryng./tong.oed.& no re-challenge with any ACE-inhibit., high.angioed.rate in black pts., safety & effic. in childr.not est., non-product./persist. cough, discont.ther.& appropr.follow up if jaund./ mark.elev.hepat.enzym.develop, assess & monit. ren.funct.with concom.fluoroquinol., monit.closely infts.expos.in utero, driv./perform.complicat.tasks

Interactions: Dual block.of RAAS with concom. ARB’s/ ACE inhib./aliskiren assoc.with high.freq.of hypotens./ hyperkalaem.risk & decr.ren.funct., add. antihypertens. eff.with diurets./alcoh., 1st dos. hypotens.with loop/thiaz./relat.diuret., reduc. antihypertens.eff.with indomethac.& NSAID’s, poss. hyperkalaem.with K+-spar.diuret./K+  supplem., incr.Li conc.report., nitritoid reacts.with inj. gold, furth.BP reduct.with TCA’s/antipsychot./ anaesthet., reduc.antihypertens.eff.with sympathomimets., poss.incr.bld.gluc.lower. eff./ hypoglycaem risk with antidiab.meds., incr. angioed. risk with tiss. plasminog.activat.& mTOR inhibit., incr.hyperkalaem.risk with co-trimoxazole, precipitat.of ac.kidn.injur.with fluoroquinolones
 XE "Mavik" MAVIK, Abbott [P/S]

Trandolapril.
Indications: Mild to mod.hypertens.

(S3) CAPS. 28/7.1.3/0261, 0263

805033-017: 0,5 mg, 30, R227,62
805068-015: 2 mg, 30, R227,62
Dosage: Init: 0,5 mg as sngl.dly.dos.incr.dos.aft.2-4 wk.if desir.respons.not obt. Usual maint.dos: 2 mg as sngl.dly.dos. with max. 4 mg. Consider combinat.therapy if respons.is still unsatisfact.at 4 mg dos.

Diuret.treat.pts: In pts at risk from stimul. renin-angiotens.syst.disc.diuret.2-3 days bef.init.ther.at 0,5 mg to reduc.likelihood of symptomat.hypotens. Diuret.may be resum.later if reqd.

Contraindications: Pregn., lactat., angioed. assoc.with prev.ACE inhibit./angiotens.recept. block. ther., heredit./idiopath.angioed., aort. stenos., hypertroph.obstruct.cardiomyopathy, ren. artery stenos.with sngl.kidn., concom.K+-spar. diuret., porphyr., safety & effic.in childr.not est.

Side effects: Headache, dizzin., palpitat., cough, naus., prurit., rash, asthen., bronchit., agranulocytos., leucopen., allerg.hypersens.reacts., hyperkalaem., orthostat.effs., dyspn., GI disturbs., pancreatit., angioed., alopec., sweat., fev., bld. disords., hyponatraem., trans.ischaem.attacks, mood alterat., ment.confus., paraesthes., card. disords., cerebr.haemorrh., bronchosp., rhinit., sinusit., hepatit., jaund., skin & subcutan.tiss. disords.incl.erythema multiforme & Stev.Johnson. syndr., myalg., ren.dysfunct., impot.
Special precautions: Cerebrovasc./ischaem. heart dis., imp.ren.& liv.funct., correct.vol.&/salt deplet.bef.init. ther., incr.risk of induc.ren.fail. esp.in CHF, sev.autoimmune dis.esp.SLE/other collag.vasc.dis./scleroderma/bone marr.depress. incr.neutropnen.&agranulocytos.developm.risk, ac.MI if ren.fail.evid./at risk of furth.ser. haemodynam. deteriorat.aft.vasodilat.treatm., diab.mellit., hyperkalaem., renovasc.dis., unilat./ bilat.ren.artery stenos/ren.transplantat., anaphylact. reacts.dur.desensitis.protocols & when expos. to high-flux membr.dialys./low-density lipoprot.apheres.with dextran sulf.absorpt., angioed., high.angioed.incid.in black pts., porphyr., elderly with concom.diuret.use/CHF or ren./hepat. insuff., surg.& anaesth.

Drug interactions: Diuret./alcoh./other antihypertens. & inhalat.anaesth.may potent. antihypertens.eff., NSAID’s reduc.antihypertens. eff., K+supplem./-spar.diuret.incr.hyperkalaem.risk esp.in ren.fail., Li conc.incr., antidiabet.meds. incr.bld.gluc.low.eff., incr.leucopen.risk with cytostat./ immunosuppress.agents/syst.corticoster.

 XE "Mylan Captopril" MYLAN CAPTOPRIL, Mylan [P/S]
Captopril.
Indications: Mild to mod.hypertens., congest. heart fail.in combinat.with diuret.&/digital.

(S3) TABS. .29/7.1/0228, 32/7.1/0528

852619-006: 25 mg, 60, R23,99
899429-009: 50 mg, 60, R32,28
Dosage: Take 1 hr.bef.meals. Init. 25 mg 2-3xdly.incr.as necess.aft.2 wks.to 50 mg 3xdly. Max: 150 mg dly.

Heart fail: 6,25-12,5 mg 3xdly. Reduc.tot.dly.dos. aft.desir.respons.achiev.
Contraindications: Pregn., safety in lactat.not est., safety & effic. in childr.not est., aort.stenos./ outfl.tract obstruct.

Side effects: Skin rash, persist.dry cough, taste disturbs., proteinur.mainly in pts. with exist.rens. dis., bld.dyscras., angioed., tachycard., headache, paraesthes., lymphadenopathy, photosens., stomatit., GI disturbs., hepatocell.effs., jaund., neutropen. esp.in pre-exist. imp. ren.funct., trans. hypotens. partic.in CHF pts., incr.K plasma conc.

Special precautions: Imp.ren.funct.partic.if renovasc.dis.present, collag.vasc.disord., ren. funct.to be assess.bef.admin., K-spar.diuret./ meds. assoc.with incr.serum K, pass.through placenta, angioed.involv.extremit., pts.to report any S&S of infect., reg.WBC count esp.with imp. ren.funct./collag.vasc.dis & immunosuppress. ther., monit.high risk pts.regular.for proteinur.

 XE "Pearinda" PEARINDA, Pharma Dynamics [P/S]

Perindopril tert-butylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat

(S3) TABS, 41/7.1.3/0649, 0650
714527-001: 4 mg, 30, R56,40
714528-001: 8 mg, 30, R112,80
Dosage: Mild to mod.hypertens: Start dos: 4 mg once dly., may be incr.to 8 mg once dly.aft.1 mnth. of treatm.if necess.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr. to 4 mg once dly.as maint.dos.

Ren.insuffic: Adjust dos.in relat.to sev.thereof.

Contraindications: Angioed.hist.assoc.with prev. ACE-inhibit.ther./angiotens.recept.block. ther., heredit./idiopath.angioed., aort.stenos., hypertroph.obstruct.cardiomyopathy, sev.ren. funct. impairm., bil./sngl.ren.artery stenos., concom. K+ spar.diuret.ther., porphyr., Addison’s dis., sulphonam.-deriv.med.hypersens., concom. Li, pregn., lactat., safety & effic.in childr.not est., galact. intol.hist./Lapp lact.defic/gluc.-galact. malabsorpt.

Side effects: Hypersens.reacts.incl.angioed.of face /extremit./lips/tong./glottis & larynx., bld. dyscras., orthostat.effs., hypotens., MI/CVA/ palpitat. & tachycard., CNS effs., hyperkalaem., hyponatraem., GI disords., dry mouth, pancreatit., impot., ren.insuffic.& ac.ren.fail., jaund., hepatit., asthen., musc.cramps, cough, dyspn., bronchosp., rhinit., sinusit., skin rash incl.tox.epiderm. necrolys. /Stev.John.syndr.& erythema multiforme, psorias., sweat., photosens., vis. disturbs., tinnit., sympt.complex.incl.posit. antinucl. antibod.

Special precautions: Cerebrovasc.dis., ischaem. heart dis., vol.&/salt deplet., symptomat. hypotens., sev.autoimmune dis.esp. SLE/ other collag. vasc.dis./scleroderma, ren. dysfunct., ac.MI, ac.MI where risk of furth.ser. haemodynam. deteriorat.exists, bone marr. depress., diab.mellit., hyperkalaem., meds. assoc. with incr.ser.K+, renovasc.dis., sngl./bilat. ren. artery stenos., ren.transplant, immunosuppress. ther., anaphylact.reacts.dur. hymenoptera desensitisat.treatm./expos.to high flux membr. dialys./low-density lipoprot. apheres. with dextr.sulph.absorpt., incr.angioed. incid. in black pts., hyperkalaem.with K+-spar. diuret. with poss.card.abnormalit., teratogen.(1st trimest. assoc.incr. CV & CNS birth defect risk)., elderly, monit.of concom.K+-spar.diuret./K+ supplem. /K+ salt substit., surg./anaesthes.
Drug interactions: Hypotens.eff.incr.by other antihypertens. produc.meds./alcohol & diuret., antihypertens. eff.reduc.by NSAID’s & indomethacin, poss.hyperkalaem.with K+ supplem. & K+-spar.diuret., ser.Li incr.

 XE "Pearinda Plus" PEARINDA PLUS, Pharma Dynamics
Perindopril tert-butylamine salt 4 mg, indapamide 1,25 mg

Indications: Essent.hypertens.where pt. stabil. on indiv.compon.at same dos.range.

(S3) 4 TABS, A41/7.1.3/0633
714952-001: 30, R91,50
Dosage: 1 tab.once dly.in morn.bef.meal

(S3) 8 TABS, A41/7.1.3/0633
Perindopril tert-butylamine salt 8 mg, indapamide 2,5 mg

Indications: Essent.hypertens.not adeq.control. & where fix.combinat.more appropr.than monother.
3003593-001: 30, R124,86
Dosage: 1 tab.once dly.in morn.bef.meal

Contraindications: Sulphon.sens., prev.ACE inhibit./angiotens.recept.block./renin inhibit.ther. angioed.hist., heredit./idiopath.angioed., concom. fluoroquinol.with mod.to sev.ren.funct. impairm.& elderly, hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm. (creatinine clear.<30 ml/min.)/anur., bil.ren. stenos., ren.artery stenos.in pts.with sngl.kidn., aort.stenos., concom.Li/K+spar. diuret./supplem., porphyr., concom.aliskiren-contain prod.in diab.& ren.impairm., concom.sacubitril/valsartan, extracorp. treatm.lead.to contact of bld.with negatively charg.surf., pregn., lactat., hepat. encephalopathy, sev.hepat.impairm., hypokalaem., concom.non-antidysrhythm. meds.caus.torsades de pointes, dialys.pts., untreat. decompens.heart fail., Addisons dis.

Side effects: Freq: Hypokalaem., decr.appetite, headache, dizzin, paraesthes., vertigo, vis. disturbs., vis.impairm., tinnit., orthostat.effs.incl. hypotens., dry cough, dyspn., diarrh., N&V, abdom. pain, indigest., taste disturbs., dry mouth, constipat., epigastr.pain, anorex., prurit., maculopap. erupt., skin rash, musc.cramps. Less freq: Rhinit., leucopen., decr.Hb/haematocrit, bone marr.depress., neutropen., anaem., aplast. anaem., thrombocytopen., agranulocytos., haemolyt. anaem. pancytopen., hypersens./ angioed., anaphylax., hyperkalaem., hyponatraem., hypovolaem., dehydrat., incr.bld. urea & gluc, incr.ser.creatinine, incr.Ca plasma lev., hypochloraem.alkalos., second.gout precipitat., hypercalcaem., hypoglycaem., mood alterat., sleep disturbs., ment.confus., asthen., MI, cerebrovasc.accid., palpitat., dysrhythm.incl. bradycard., ventric.tachycard., atrial fibrillat., ang.pect. Freq.unknown: Intestin.angioed., sympt.complex incl.fev./vasculit./myalg./arthrit./ arthralg., ANA/elev.ESR/eosinophil.& leucocytos., syncope, somnol., myop., blurr.vis., torsades de pointes, hepat.encephalopathy, pemphigoid, ECG QT prolong., incr.bld.uric acid & bilirubin, falls
Special warnings and precautions: Discont. & switch to diff.class if pregn occurs, do not use concom.ACE inhibit.& angiotensin II recept. block. in diab.nephropathy, collag.vasc.dis./ immunosuppress.ther./allopurin.& procainamide treatm. where ser.infect.did not respond.to antibiot. ther.theref.monit.WBC & pts.to report signs of infect., incr.neutropen/agranulocytos.risk in autoimmune dis.esp.SLE/other scleroderma, ren. artery stenos., angioed.hist.pts.never to receiv. ACE inhibit./ARB ther.again, high. angioed. incid.in black pts., prev.angioed.hist.not relat.to ACE inhibit.ther., concom.mTOR inhibit., 36 hr.interv.bef.init.& aft.discont.sacubitril/ valsartan ther., risk vs.benef.of NEP inhibit.ther., anaphylact. reacts.dur.hymenoptera desensitisat. treatm. /expos. to high flux membr.dialys./low-density lipoprot.apheres.with dextr.sulph. absorpt., not recomm.in prim.aldosteronism, discont. if hepat.encephalopathy occurs, discont. in event of photosens./protect expos.skin if readmin. necess., discont.if ren.insuffic.develops & restart.with poss.only one activ.ingred., water & electrol.deplet., monit.K+lev.reg., monit.ren. funct. bef.& dur.concom.fluoroquionol.ther., CHF, cirrhos.with oed.& ascites, elderly, cerebr. circulat. insuffic./ischaem.heart dis., monit.diab. pts., surg./ anaesthes., hyperkalaem.risk, concom. K+supplem./K+-spar. diuret. /K+ salt substit./meds.assoc.with K+lev. changes, hypokalaem. risk fact., poss.reduc.Ca urin.excret., poss.incr.gout attacks, posit.react.for athletes in drug tests, sulphonam./penicill.allergy hist.poss. risk fact.for second.angle-clos.glauc., lact.intol., safety in childr.not est., eval.effs.bef.driv./perform.complicat.tasks
Interactions: Ac.kidn.injury with fluoroquionol., incr.Li lev., incr.advers.eff.with aliskiren, incr. anaphylact.risk.with extracorp. treatm.lead.to contact of bld.with negatively charg.surf., incr. angioed.risk with sacubitril/valsartan, incr.risk of advers.effs.with estramustine, K+supplem./-spar.diuret./-contain.salt substit.incr.K+ lev., incr. hyperkalaem.risk with co-trimoxazole, baclofen potent.antihypertens.eff., NSAID’s & sympathomim. reduc.antihypertens.eff., worsen. ren. funct.with NSAID’s, poss.hypoglycaem.eff. of insul.& hypoglycaem.agents incr., excess.BP reduct.with diuret.& vol./salt deplet.pts., incr. angioed.risk with racecadotril & mTOR inhibit., meds.known to induc.torsades de pointes due to hypokalaem.risk, amphoteric.B/gluco-& mineralo-corticoids incr.hypokal.risk, digox.tox.effs.fav.by low. K+lev., allopurin.hypersens.incid.incr., incr. hypotens.risk with TCA’s & neurolept., antihyperten. agents/vasodilat.& anaesthet.incr. hypotens.eff., allopurin./cytostat/ immunosuppress. / system.corticoster & procainamide incr.leucopen.risk, incr.angioed.risk with gliptins, nitritoid reacts.with inj.gold ther., corticoster.& tetracosactide reduc. antihypertens. eff., lact.acidos.with metformin, iodinat.contrast med. incr.risk of ac.ren.insuffic.in pres.of dehydrat., ciclospor.may incr.creatinine lev.,
 XE "Pearloc" PEARLOC, Pharma Dynamics [P/S]

Perindopril tert-butylamine 4(4;8;8) mg, amlodipine besylate 5(10;5;10) mg

Indications: Hypertens.in pts.already stabilis. with perindopril & amlodipine at equiv.dos., pts. uncontr. on either perindopril or amlodipine monother.

(S3) TABS, A50/7.1.3/0230, 0231, 0232, 0233
3003551-001: 4/5 mg; 30; R99,30
3003563-001: 4/10 mg; 30; R126,30
3003564-001: 8/5 mg; 30; R136,80
3003565-001: 8/10 mg; 30; R145,20
Dosage: 1 tab.dly.as sngl.dos.pref.in morn.bef. food. Fix.dos.combin.not suit.for init.ther.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./ARB’s, heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm., aort./bil.ren.art.stenos., ren.art. stenos./ ren.art.stenos.in pts.with sngl.kidn., porphyr., concom.K+-spar.diurets./K+salts/ K+-cont. salt substit./Li/dantrolene infus., concom. aliskiren-contain.prods., diab.mellit./ren.impairm., hypersens.to dihydropyridine derivats., concom sacubitril/valsartan, extracorpor.treatm.lead.to contact of bld.with neg.charg.surface, pregn., lactat., sev.hypotens., shock incl. cardiogen., left ventr.outflow-tract obstruct., haemodynamic. unstab. HF aft.ac.MI, safety & effic.of amlodipine in hypertens.cris.not est., effic.& tol.not est.in childr.& adolesc., concom.fluoroquinolon.in mod.to sev.ren.impairm./ elderly
Side effects: Perindopril: Freq: Dizzin., headache, dysgeus., paraesthes., tinnit., vertigo, vis.disturbs., dyspn., cough, abdom.pain, N&V, dyspeps., diarrh., constip., prurit., rash, exanthema, musc.cramps, asthen. Less freq: Rhinit., eosinophil., leucopen./neutropen., agranulocytos./ pancytopen., thrombocytopen., haemolyt.anaem.in pts.with congenit.defic.G-6PDH, allerg.react., angioed.of face/ extremit./ lips/mucous membr./tongue/ glottis &/larynx, hypoglycaem., hyperkalaem., hyperglycaem., hyponatraem., mood changes, sleep disturbs., somnol., syncope, confus.state, cerebrovasc. accid., palpitat., tachycard., ang.pect., MI, dysrhythm., hypotens., vasculit., bronchosp., eosinophil.pneumon., hepatit., dry mouth, pancreatit., hyperhidros., urticar., photosens., pemphig., psorias.aggravat., erythema multiforme, arthralg., myalg., ren.impairm., ac.ren.fail., erect. dysfunct., periph.oed., chest pain, malaise, pyrex., incr.in bld.urea/ser.creatin./ -bilirub./liv.enzym., decr. Hb/haematocrit, fall. Unknown: Raynauds phenomenon

Amlodipine: Freq: Somnol., dizzin., headache, vis.disturb., diplop., tinnit., palpitats., flush., dyspn., abdom.pain, naus., dyspeps., diarrh., constip., ankle swell., musc.cramps, oed., fatig., asthen,. Less freq: Rhinit., leucopen./neutropen., thrombocytopen., allerg.reacts., angioed., hyperglycaem., insomn., mood chang., depress., dysgeus., trem., hypoaesthes., paraesthes., syncope, confus.state, hyperton., periph. neuropathy, dysrhythm., MI, hypotens., vasculit., cough, vomit., dry mouth, pancreatit., gastrit., gingiv.hyperplas., hepatit., jaund., hepat.enzymes incr., micturit.disord., noctur,, incr.urin.freq., erect. dysfunct., gynaecomast., chest pain, pain, malaise, weight incr./ decr., arthralg., myalg., back pain. Freq.unknown.: Extrapyramid.disord/, tox.epiderm.necrolys.
Warnings and special precautions: No rechalleng. aft.angioed.react., pass.through placenta, discont.treatm.& switch.to diff. antihypertens. class if a woman becom.pregn., discont. ther.if angioed.assoc.with laryng. oed. occurs & init.appropr.monit./emerg.ther., angioed. hist.unrelat.to ACE-inhib.ther., intest.angioed., no sacubitril/valsartan within 36 hrs.of perindopril ther., assess.ren.funct.bef.init.treatm & dur.treatm. with fluoroquinolones/ACE inhibts./ARBs, anaphylact. reacts.dur.low-dens.lipoprot. aphores. with dextr.sulph./dur.hymenoptera desens. treatm., collag.vasc.dis./immunosuppress. ther./ concom. allopurinol/procainamide esp.in case of pre-exist.imp.ren.funct., WBC monit.advis./pt.to report infect. signs, prim.hyperaldosteronism, CF, hepat. impairm., elderly, ren.impairm., concom. NSAID/ other meds.with antihypertens.eff., adeq. hydrat., concom.diurets., vol./salt deplet., concom. grapefruit juice not recomm., congen.G-6PDH defic., monit.ciclosporin lev.in ren.transpl.pts.on amlodipine, ren.funct./BP/ ser.K+ monit.in pts.at high risk of sympt.hypotens., ischaem.heart/ cerebrovasc. dis., mitral valve stenos., discont. ther. in case of jaund.& mark.hepat. enzym.elev., black pts., maj.surg./dur.anaesthes., hyperkalaem. risk, diab.glycaem.contr.monit.esp.dur.1st mnth., concom.CYP3A4 induc./ inhibits., dual blockade of the RAAS linked with high.freq.of adv.effs., limit dos. of concom.simvastatin in pts.on amlodipine to 20 mg/day

Interactions: Poss.incr.Li lev.& toxic., incr. adverse eff.risk with estramustine, NSAID’s & high dos. salicylate poss.reduc.antihypertens. eff., incr. hyperkalaem.risk with concom.co-trimoxazole, hypoglycaem. eff.of insul.& hypoglycaem.agents incr., incr.angioed.risk with concom.mTOR inhibits (eg.sirolimus, everolimus, temsirolimus)/gliptines (eg. linagliptin, saxagliptin, sitagliptin, vildagliptin)/ ACE-inhibits, poss.excess.BP reduct. with diurets., poss.reduc.antihypertens.eff.with sympathomimets., nitritoid reacts.with concom. inject.gold, CYP3A4 inhibits.may signif.incr. amlodipine expos., grapefruit juice incr.bioavail., concom.tacrolimus bld.lev.incr., concom. simvastatin expos.incr., baclofen potent. antihypertens. eff., incr.eff.with nitroglycer./other nitrat./ vasodilat./amifostine, reduc.eff.with corticoster./tetracosactide, incr.orthostat. hypotens. risk/incr.antihypertens.eff.with alpha blocks./TCA’s/antipsychot./anaesthet., sacubitril/ valsartan incr.angioed.risk, fluoroquinolone.may precipitat.ac.kidn.injur.
 XE "Pharmapress" PHARMAPRESS, (Aspen Pharmacare: 
Pharma) Pharmacare [P/S]
Enalapril mal.
Indications: Hypertens., symptomat.CHF in combinat.with diuret.& digital., asymptomat.L ventric.dysfunct.

(S3) TABS, A38/7.1.3/0640, 33/7.1.3/0479, 0480

708109-001: 5 mg, 30, R47,19
868914-002: 10 mg, 30, R62,35
868922-005: 20 mg, 30, R105,18
Dosage: Indiv. Admin.as sngl.dos.at same time.

Essent.hypertens: Init.10-20 mg dly. Maint: 20 mg dly. Full therapeut.eff.aft.sev.wks.theref.if desir.eff.not achiev.within 2-4 wks.dos.may be incr.

HF/asymptomat.L.ventric.dysfunct: Init. 2,5 mg dly.incr.grad.in absenc.of or aft.effect.symptomat. hypotens.managem.to usual maint.dos.of 10-20 mg as sngl. dos./2 div.dos.as tol.titr.over a period of 2-4 wks.
Diuret.treat.pts: If diuret.cannot be discont.init. treatm.with 5 mg or less with med.supervis.for up to 2 hrs.aft.init.dos.
Renovasc.hypertens: Init.5 mg or less bas. adjustm. on clinic.respons. Most pts.respond.to 20 mg once dly.

Contraindications: Angioed.hist.with ACE inhibit. / angiotens.recept.block., heredit./idiopath. angioed., caut.in nurs.mothers, aort.stenos., hypertroph. obstruct. cardiomyopathy, sev.ren. funct.impairm., ren.artery stenos.with sngl.kidn., concom. K+-spar.diuret., porphyr.

Side effects: Freq: Dizzin., headache, fatig., diarrh., naus. cough. Less freq: Decr.WBC/Hb & haematocrit, bone marr.depress., anaem., thrombocytopen., agranulocytos., haemolyt. anaem., hypersens./angio oed.reacts., sympt. complex incl.fev./vasculit./myalg./arthrit.& arthralg., posit.ANA, elev.ESR, eosinophil., leucocytos., hyperkaleam., hyponatraem., incr. bld.urea & ser.creatinine, mood alterat., ment. confus., paraesthes., vertigo, sleep disturbs., MI, CVA, palpitat., tachycard., orthostat.effs.incl. hypotens., bronchosp., rhinit., sinusit., abdom.pain, indigest., dry mouth, pancreatit., vomit., taste disturbs., hepatit., jaund., incr.liv.enzym., incr. ser.bilirub., skin reacts.incl.rash, urticar., diaphores., alopec., prurit., psorias., pemphig., tox. epiderm.necrolys., Stev.-Johns.syndr., erythema multiforme, photosens., asthen., uraem., oligur., anur., ren.dysfunct., ac.ren.fail., impot.
Warnings and special precautions: Treatm.to be stop./chang.if pregn.plann./confirm., cerebrovasc. dis./ischaem. heart dis., vol.deplet., pts.at high risk of symptomat. hypotens.should have condits.correct. bef.init.ther., sev. autoimmune dis., ac.MI with ren.dysfunct.evid., ac.MI pts.with ren.dysfunct.or at risk of furth. haemodynam.detiorat. aft.vasodilat. treatm., bone marr.depress., diab.mellit., hyperkalaem., spec. supervis.if admin.in sev.resist. hypertens.in renovasc.dis., ren.funct.impairm., anaphylact. reacts. in desensitis.with hymenoptera venom or in haemodialys.using cert. high-flux membr./low density lipoprot.apheres.with dextr.sulfate, discont. ther & instit.appropr. emerg. ther.in case of angioed./laryng.oed., black pts.have high. incid.of angio-oed., signs of fac./extremit swell./ diffic.in swallow.or breath., porphyr., safety & effic.in childr.not est., concom.K+-spar.diuret., supine posit.& IV infus.if necess.for hypotens., incr. bld.urea/ser.creatin.with no appar.pre-exist. vasc.dis.esp.in combinat.with diuret., maj.surg.or anaesth.with meds.produc.hypotens., eval.S/E bef. driv./use machin./perform.tasks req.conc., lact. intol., cross.placenta, teratogenic.assoc.with expos. aft.1st trimest., ideally discont. concom. diuret. ther.2-3 days bef.init.ther.to minim. poss. hypotens., ren. transplant.

Interactions: Addit.antihypertens.eff.with diuret./alcoh.& hypotens.produc.meds., indomethac. & NSAID’s reduc.antihypertens.eff., poss. hyperkalaem.with K+supplem./K+spar.diuret., ser. Li lev.incr., incr.agranulocytos.& neutropen. risk with immunosuppress.

 XE "Pharmapress Co" PHARMAPRESS CO, (Aspen Pharmacare: Pharma) Pharmacare

Enalapril mal. 20 mg, hydrochlorothiaz. 12,5 mg.
Indications: Hypertens.requir.fix.combinat.ther.

(S3) TABS. .34/7.1.3/0190

885019-005: 30, R123,10
Dosage: 1 tab dly. May be incr.to 2 tabs.dly.
Contraindications: Sulphonamide sens., angioed. hist.with ACE inhibit./angiotens.recept. block., heredit./idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., bil. ren.artery stenos., ren.artery stenos.with sngl. kidn., aort.stenos., sev.hepat.impairm., concom.K+-spar.diuret., Addison’s dis., Li ther., concom. aliskiren in diab.mellit./ren.impairm., concom. fluoroquionolones in mod.to sev.ren.impairm.& elderly, concom.sacubitril/valsartan/within.36 hrs.of switch.to or from, pregn.& lactat.
Side effects: Freq: Hypokalaem., incr.cholesterol/ triglycerid., hyperuricaem., dizzin., insomn., paraesthes., headache, decr.libido, depress., syncope, taste alterat., blurr.vis., chest pain, palpitat., tachycard., rhythm disturbs., ang.pect., hypotens., orthostat.hypotens., cough, naus., diarrh., abdom.pain, rash, musc.cramps, fatig., asthen., hyperkalaem., incr.ser.creatin., hypersens., angioed., MI, dysrhythm., CVA, cough, dyspn., electrol.imbal. Less freq: Decr. haemoglob./haematocrit./platelet./WBC, anaem., neutropen., thrombocytopen., agranulocytos., bone marr. depress., leucopen., pancytopen., lymphadenopathy, autoimmune dis., hypersens., angioed., hyperglycaem., hypoglycaem., hyperuricaem.,gout, hyponatraem., nervousn., somnol., vertigo, paresis, confus., insomn., paraesthes., decr.libido, abnorm.dreams, sleep disords., tinnit. flush., MI/CVA poss.second.to excess.hypotens.in high risk pts., dyspn., rhinorrh., sore throat, hoarsen., bronchosp, asthma, pulm.infiltrat., resp.distress, rhinit., allerg.alveolit., eosinophil.pneum., dyspeps., constip., vomit., flatul.,dry mouth, pancreatit., ileus, anorex., gastr. irrit., dry mouth, pept.ulc., stomat., aphthous. ulcerat., glossit., intestin.angioed., hepat.fail., hepat. necros., hepatit., jaund., cholecystit.., diaphores., prurit., erythema multiforme, Stev.-Johns. syndr., exfoliat.dermatit., tox.epiderm. necrolys., purpura, cutan.lupus erythematos., erythroderma, pemphig., urticar., alopec., ren. dysfunct., ren.fail., proteinur., oligur., interstit. nephrit., impot., gynaecomast., malaise, fev., incr.bld.urea/creatin., elev.liv.enzym., ser.bilirub. elev., neutropen., Raynauds, photosens., arthralg., glycosuria. Freq.unknown: Non-melanoma skin Ca, syndr.of inappropr. antidiuret.hormone secret., sympt.complex, photosens., other dermatolog. manifestat., sialadenit., anaphylact.react., restlessn., xanthops., trans.blurr.vis., choroid. effus., vasculit., resp.distress incl.pneumonit.& pulm.oed.
Warnings and special precautions: Treatm.to be stop./chang.if pregn.plann./confirm., signs of fac./extremit swell./ diffic.in swallow.or breath., discont. ther & instit.appropr.ther.in case of angioed./ laryng.oed., black pts.have high.incid.of angio-oed., angioed.hist.unrelat.to ACE inhibit. ther.& concom.mTOR inhibit.ther.at incr.angioed. risk, sens.reacts.with/-out bronch.asthma/allergy hist with thiaz., thiaz.may activ./exacerb.SLE, anaphylact. reacts.in desensitis.with hymenoptera venom or in haemodialys.using cert.high-flux membr./ low density lipoprot.apheres.with dextr. sulfate, do not use concom.ACE-inhibit.& ARB’s in diabet. nephropathy, symptomat.hypotens.with diet. salt restrict./diuret.ther., hypokalaem.risk great. with liv.cirrhos./brisk diures./inadeq.oral electrol.intake & concomn.corticoster./ACTH, poss. hypomagnesaem.from incr.Mg urin.excret., discont. diuret.ther.2-3 days bef.init.ther.to minim. poss. hypotens., symptom.hypotens.more likely with sev.degree HF/hyponatraem.or funct.ren. impairm.theref.monit., supine posit.& IV infus.if necess.for hypotens., reduc.dos./discont.diuret.if symptomat.hypotens.occurs in HF pts.with norm./ low BP, left.ventric.valvul.& outflow tract obstruct., avoid in cardiogen.shock & haemodynamic. signific.obstruct., med.supervis.with low dos.& careful. titrat.& ren.funct.monit.in ren.artery stenos., discont.ther.if ser.creatin.& bld.urea. incr.with no pre-exist.ren.dis., hydrochlorothiaz. poss.not appropr.in ren.impairm.& ineffect.at creatin. clear.of 30mL/min., not indic.for ren.fail. requir.dialys., ren.transplant., freq.ser.K+ monit.if used in pres.of hyperkalaem.risk fact.& K+ supplem/ K+ spar.diuret/K+ contain.salt substit/ meds. assoc.with incr.ser. K+, imp.hepat.funct./ progress.liv.dis., maj.surg.or anaesth.with meds. produc.hypotens., monit.diabet.for hypoglycaem., discont. bef.perform.parathyr.funct.tests, hydrochlorothiaz. hyperuricaem.eff.poss.attenuat. by incr.urin.uric.acid, monit.for infect.in collag. vasc.dis./immunosuppress.ther/allopurin.or procainam. treatm., less.effect.in BP low.in black populat., non-melanoma skin Ca risk theref. monit.skin for new les.& implement.prev.meas., discont.as rapid.as poss.if ac.angle-clos.glauc. sympts.pres.& consid.med.& surg.treatm.if intraocul. press.remains. uncontrol., sulfonam/ penicill.allergy poss.risk fact.for ac.angle-clos.glauc.developm., safety & effic.in childr.not est., lact.intol., passs through placenta, appears in breast milk, eval.S/E bef.driv./operat.machin/or perform.tasks req.conc.
Interactions: Caref.monit.of concom.adrenerg. block./ganglion.block,meds., addit.hypotens.eff. with other hypertens.meds., nitro-glycer.& other nitrates/vasodilat.furth.reduc.BP, high.advers.eff. with concom.ACE inhibit./ARB’s or aliskiren, AKI precipitat.with fluoroquionolones, K+ losing eff.of thiaz. diuret.dimin.by enalapril eff., K+-spar.agents/ K+ contain.salt substit/K+supplem.may incr.ser.K+, reduc. reduc.Li ren.clear., incr.neutropen./ agranulocytos. risk with allopurin., high.dos.diuret. ther.incr.hypotens.risk, incr. K+loss with kaliuret. diuret./carbenoxolone/laxat.abuse, cert.anaesthet. meds.TCA’s & antipsychot.furth.reduc.BP, nitritoid reacts.with inj.gold, concom.mTOR inhibit.ther. incr.angioed. risk, neprilysin inhibit.ther (eg sacubitril) incr.angioed.risk, incr.responsiven.to tubocurar., barbit./alcoh/opioid analges.potent. orthostat.hypotens., incr.hypoglycaem.risk with anti-diabet.meds., cholestyramine & colestipol resin reduc.GIT absorpt., quinidine/procainam./ amiodarone/sotalol incr.QT interv.& incr. torsades.de pointes risk, hearts respons.to tox. digital. effs.exaggerat.by hypokalaem., hypokalaem. with ACTH & corticoster., antihypertens. eff.reduc.by NSAID’s, poss.ren. funct.deteriorat.with NSAID’s, sympathomimet. reduc.antihypertens.effs., myelosuppress.effs.of cytotox.meds.potent.

 XE "Prexum" PREXUM, Servier [P/S]

Perindopril arginine salt

Indication: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat.,
(S3) PREXUM 5 mg TABS., A39/7.1.3/0232
720387-001: 5 mg, 30, R77,84
Dosage: Mild to mod.hypertens: 5 mg dly.bef. breakf., may be incr.to 10 mg as sngl.dos.aft.1 mnth. of treatm.

CHF: Init. 2,5 mg as sngl.dos.in morn., may be incr.to 5 mg once BP accept.

(S3) PREXUM 10 mg TABS. [P/S] A39/7.1.3/0233
Perindopril arginine salt.

Indication: Mild to mod. hypertens.
714646-001: 10 mg, 30, R122,40
Dosage: Mild to mod.hypertens: 5 mg dly.bef. breakf., may be incr.to 10 mg as sngl.dos.aft.1 mnth. of treatm.

(S3) PREXUM TABS, 36/7.1.3/0020
Perindopril tertbutylamine salt.

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat., CV event risk reduct.in stable coron. artery dis.without HF.

703541-003: 4 mg, 30, R154,97
Dosage: Mild to mod.hypertens: 4 mg dly.bef. breakf., may be incr.to 8 mg as sngl.dos.aft.1 mnth. of treatm.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

CV event risk reduct: Init.4 mg once dly.x2wks. incr.to 8 mg once dly.depend.on ren.funct.

Contraindications: Pregn., lactat., childr., other ACE inhibit.sensitiv., angioed.hist.assoc.with prev. ACE-inhibit.ther., heredit./idiopath.angioed., concom. sacubitril/valsartan & fluoroquinolon
Side effects: CNS effs., paraesthes., mood/sleep disturbs., vis. disturbs., tinnit., hypotens., arrythm., ang. pect. MI & stroke poss.second.to excess. hypotens., cough, dyspn., bronchosp., eosinophil. pneumon., rhinit., GI disords., dry mouth, pancreatit., hepatit., rash, prurit., angioneurot.oed. of face/extremit./lips/tong./glottis & larynx., urticar., erythema multiforme, musc.cramps, ren.insuffic.& ac.ren.fail., impot., asthen., sweat., bld.dyscras., haemolytic.anaem.in congenit.G-6PDH defic., hyperkalaem., Raynauds phenomenon
Warnings and special precautions: Hypotens. in HF pts., pass.through placenta, discont.ther./ switch to diff.meds.if pregn.occurs./pregn. contempl., ren. insuffic., elderly., vol.&/salt deplet. pts., monit.of concom.K+-spar.diuret./K+ supplem./  K+ salt substit./meds.assoc.with incr.ser.K+ & Li if ther. necess., Li toxic.risk incr.with thiazide diuret., ischaem. heart dis., cerebrovasc.dis., concom. diuret. ther., consid.reduc.dos./discont.ther.if hypotens. becomes symptomat.in CHF pts., mitral valve stenos., aort.stenos./hypertroph. cardiomyopathy, bilat./solitary ren.artery stenos., haemodialys.with high flux membr., incr.angioed. incid.in black pts., angioed.hist.poss.incr.angioed. risk, anaphylact. reacts.dur.low.density lipoprot. apheres.with dextr.sulph.& hymenoptera desensitisat. treatm., discont.ther.if jaund./elev. hepat.enzym.noted in collag.vasc.dis./ immunosuppress. ther./allopurinol/ procainamide ther.esp.in pres.of ren.fail.monit.WBC.& pt.to report infect., consid.ACE-inhibit.induc.cough as different.cough diagnos., surg./anaesthes., diabet.mellit.

Drug interactions: Excess.BP reduct.with diuret., hyperkalaem.with K+-spar.diuret./K+ supplem./K+ salt substit., ser.Li incr.& Li toxic.risk incr.with concom.thiaz.diuret., antihypertens.eff. reduc.by NSAID’s & sympathomimet., NSAID’s have addit. eff.on ser.K+ incr., hypotens.eff.incr.by other antihypertens./nitroglycer/other nitrates/other vasodilat./ cert.anaesthet./TCA’s & antipsychot., bld. gluc.low.eff.of antidiabet.meds.incr., sacubitril/valsartan incr.angioed.risk, fluoroquinolone.may precipitat.ac.kidn.injur.
 XE "Prexum Plus" PREXUM PLUS, Servier
Perindopril arginine salt 5 mg, indapamide 1,25 mg

Indications: Mild to mod.hypertens.
(S3) PREXUM 5 PLUS TABS, 42/7.1.3/0168

720388-001: 30, R94,50
Dosage: Indiv.dos.titrat.with indiv.compon. recomm.

Admin.1 tab./day as sngl.dos.pref.in morn.bef.meal

(S3) PREXUM 10 PLUS TABS 10/2,5, 43/7.1.3/0971

Perindopril arginine salt 10 mg, indapamide 2,5 mg

Indications: Hypertens.where pt.stabil.on indiv. compon.at same dos.range & in pts.not adeq. contr. on monother.of indiv.compon.

721508-001: 30, R139,50
Dosage: 1 tab./day as sngl.dos.pref.in morn.bef. meal

(S3) PREXUM 2,5 PLUS TABS, 42/7.1.3/0165
Perindopril arginine salt 2,5 mg, indapamide 0,625 mg

Indications: Mild to mod.hypertens.
Dosage: 1 tab.dly.as sngl.dos.pref.in morn.bef. meal

721507-001: 30, R107,69
(S3) PREXUM PLUS TABS, 38/7.1.3/0028
Perindopril tertbutylamine salt 4 mg, indapamide 1,25 mg

Indications: Essent.hypertens.not adeq.control. & where fix.combinat.is consid.more approp.than monother.

704929-001: 30, R196,49
Dosage: Indiv. 1 tab.dly.pref.in morn.bef.meal

Contraindications: Prior ACE-inhibit./ sulphonamid. sens., angioed.hist.link.to prev.ACE inhibit./ARB ther., heredit./idiopath.angioed., aort.stenos., hypertroph.obstruct.cardiomyopathy, porphyr., pregn., lactat., concom.Li/K+salts/-supplem./-spar.diuret., bil.ren.artery stenos., ren. artery stenos.in pts with singl.kidn., sev.ren. impairm., elev.K +ser.lev., concom.aliskiren in pts. with diabet.mellit./ren.impairm., hepat. encephalopathy, sev.hepat.impairm., hypokalaem., in combin.with non antidysrhythm.agents caus. torsades de pointes, Addison’s dis., anur., dialys. pts., untreat.decompens. HF., effic.in childr.& adolesc. not est., lact.intol., concom.sacubitril/ valsartan & fluoroquinol
Side effects: Bld.dyscras., angioed.of face/ extremit./ lips/tong./glottis & larynx., urticar., mood/ sleep disturbs., CNS effs., paraesthes., dysgeus., vertigo, confus., vis.disturbs., tinnit., hypotens., dysrhythm. incl.bradycard./ventric. tachycard./atrial fibrillat., ang.pect., stroke/MI second.to excess.hypotens.in high risk pts., vasculit., dry cough, dyspn., bronchosp., eosinophil. pneumon., rhinit., decr.appet., hypercalcaem., GI disords., dry mouth, pancreatit., hepatit., hepat.encephalopathy in pres. of hepat. insuffic., rash, prurit., maculopapul.erupt., erythem. multiform., tox.epiderm.necrolys., Stev. Johns.syndr., photosens., pemphigoid., hypersens. reacts.main.dermatolog., purpura, malais., musc. cramps, ren.insuffic.& ac.ren.fail., ED., asthen., fatig., sweat., hypokalaem., hypoglycaem., hyponatraem., hypovolaem., precipitat.of second. gout, hyperkalaem., pyrex., fall, periph.oed., Raynauds phenomenon
Warnings and special precautions: Pass. through the placenta, discont.ther./switch to diff. meds.if pregn.occurs./pregn.contempl., incr risk of hypotens./hyperkalaem./decr.ren.funct.with concom. ARB/aliskiren ther.concom.ARB ther.in pts. with diabet.nephropathy, risk:benef.eval.with collag.vas. dis./immunosuppress.agents, discont. immed.in case of angioed.&init.approp.ther., angioed. hist.poss.incr.angioed.risk, incr.angioed. incid.in black pts., consid.intestin.angioed.as different.diagnos.of present.abdom.pain, anaphylact. reacts.dur.low.density lipoprot. apheres. with dextr.sulph./haemodialys.with high flux membr.& hymenoptera desensitisat.treatm., concom. thiaz.diuretics., imp.liv.funct., vol.&/salt deplet.pts., adeq.hydrat., due to hypokalaem.risk med.induc.torsades de pointes, monit.QT-interv., concom. metformin., iodinat.contrast med.incr.risk of ac.ren.insuffic.in pres.of dehydrat., poss.aggrav. of pre-exist.ac.dissemin.lupus erythematos., funct. ren.insuffic., elderly, ischaem.heart dis./cerebr. circulat. insuffic., sev.card.insuffic.& insul.depend. diab., surg./anaesthes., L ventric.outflow tract obstruct., discont.ther.if jaund./elev.hepat.enzym. noted, hyperkalaem.risk fact., monit.Na, K+& Ca lev., discont.ther.bef.investig.parathyroid funct.
Drug interactions: Ser.Li incr.& Li toxic.risk incr., baclofen/TCA’s/neurolept. & cert.anaesth.agents incr. antihypertens.eff., concom.NSAID’s/high dos. acetylsalicylic acid/corticoster.& tetracosactide reduc. antihypertens.eff., hypotens.eff.incr.by other antihypertens.esp.when combin.with diuret., poss. hyperkalaem.with K+ supplem./K+ salt substit./ K+-spar.diuret./aliskiren/ACE-inhibits./ ARBs/NSAIDs/heparins/immunosuppress.agents, incr.angioneurot.oed.with concom.estramustine., poss. incr. hypoglycaem.eff.with insul./ sulphonylur., incr.angio-oedem.risk with concom. gliptines., allopurin./cytostat/ immunosuppress. agents / system.corticoster & procainamide incr. leucopen. risk, nitritoid reacts.report.with inj.gold, IV amphotericin B/glucocortic./mineralocortic.& stimul.laxat. incr.risk of low K+lev.effs., digox.tox. effs.favour.by low.K+lev., reduc.urin.Ca eliminat., poss. incr.Ca lev.with Ca salts, cyclospor.may incr. creatinine lev., sacubitril/valsartan incr.angioed.risk, fluoroquinolone.may precipitat.ac.kidn.injur.
 XE "Ramipril Hexal" RAMIPRIL HEXAL, Sandoz [P/S]
Ramipril

Indications: Mild to mod.hypertens., card.fail. follow.MI., reduc.proteinur.& glomerul.filtrat.rate in pts.with diabet.nephropathy & hyperten., reduc. risk. of.MI. stroke, or card.vasc.death & reduc.need for revascularisat.proced.in pts with incr.CV risk, reduc. risk.of.MI.stroke,or card.vasc.death in.diab. pt.

(S3) TABS. 37/7.1.3/0511, 0512

704374-001: 2,5 mg, 30, R148,33
704375-001: 5 mg, 30, R222,63
Dosage: Hypertens: Init.2,5 mg dly in pts.not on diuret. Incr.to 5 mg and max.10 mg dly.at 2-4 wks. interv.depend.on respons.

Post MI: Init. 2,5 mg 2xdly x2 days 3-10 days aft.ac.MI if heart fail manifests & pt. haemodynamic stable. incr.to 5 mg 2xdly if well tol. If init.dos.of 2,5 mg not tol.init.with 1,25 mg 2xdly incr.to 2,5 mg 2xdly.

Non-diabet.& diabet.nephropathy: Init.1,25 mg dly. Accord.to respons.doubl.dos.at 2-3 wk.interv. Max. 10 mg dly. Consid.discont.diuret.for 2-3 days bef. init.treatm.or at least reduc.diuret.dos.

High risk. indiv: Discont.diuret.2-3 days bef.init therap. Where diuret.cannot.be discont.init.with. reduc. diuret.dos. Subseq.dos.adjustm.depend. therapeut. respon.
MI/stroke/CV death risk reduct.: Init: 2,5 mg once dly. Incr.grad.depend.on tol.in which case dos. should be doubl.aft.one wk & doubl.again aft. 3 wks. to usual maint.dos.of 10 mg once dly.
Contraindications: Angioed.hist.with prev.ACE/ ARB ther., heredit./idiopathic angioed., aort. stenos., hypertrop.obstruct.cardiomyopathy, sev imp. ren funct., ren.artery stenos.in pts.with sngl. kidn., concom.K+ spar.diuret.ther., porphyr., dialysis. pts., pregn.& lactat., safety & effic in childr.not est.

Side effects: Angioed., bld.dyscras., orthostat. effs., tachycard., dizz., headache, fatig, mood.alt, sleep disturbs., hyperkalaem., hyponatraem., GI-disturbs., ren.dysfunct., ac.ren.fail., hepatit., asthen., cough.,bronchosp.,skin reacts.incl tox.. epiderm. necrolysis/Stev.Johns.syndr.& erythema multif., allerg.reacts.

Special precautions: Cerebrovasc./ischaem. heart dis., salt/vol.deplet. pts., sev.autoimmune dis., ac.MI with evid.of ren.fail./at risk of hypotens., bone marrow.depress., diab.mellit., hyperkalaem., imp. ren. funct., anaplylact.reacts. with desensitis.protocols/high flux membr.dialys., incr. incid.of angioed.in black pts., surg.& anaesth.

Drug interactions: Diuret.& antihypertens. potent. respons., antihypertens.eff.decr.by NSAIDs, Li-conc.incr., K+-supplem./-spar.diuret. incr. hyperkalaem.risk.
 XE "Rampil" RAMPIL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Ramipril

Indications: Mild to mod.hypertens., card.fail. follow.MI., reduc.proteinur.& glomerul.filtrat.rate decline in diabet.nephropathy & hypertens., reduc. risk. of.MI./stroke, or card.vasc.death & need for revascularisat.proced.in pts with incr.CV risk, reduc.risk. of.MI, stroke, or card.vasc.death in. diab. pt.

(S3) CAPS, A39/7.1.3/0141, 0142, 0143, 0144

705426-001: 1,25 mg, 30, R118,21
705427-001: 2,5 mg, 30, R143,50
705428-001: 5 mg, 30, R216,88
705429-001: 10 mg, 30, R218,94
Dosage: Admin.at approx.same time each day with/-out food.

Hypertens: Init.2,5 mg dly in pts.not on diuret. Incr.to 5 mg and max.10 mg dly at 1-2 wk. interv.depend.on respon. Dos.range: 2,5-10 mg. Full therapeut.eff.may take sev.wks. If desir.eff.not achiev.within 2-4 wks.incr.dos.

MI/stroke/CV death risk reduct.: Init: 2,5 mg once dly. Incr.at 4 wk.interv.until therapeut.eff. achiev.bas.on clinic.respons. Implement incr.by doubl.dos. aft.one wk & doubl. again aft.3 wks. to norm.maint.dos.of 10 mg once dly.

Non-diabet.& diabet.nephropathy: Init. 1,25 mg dly. Adjust accord.to clinic.respons. doubl.dos.at 2-3 wk.interv. Max.10 mg dly. 

Post MI: Init. 2,5 mg 2xdly x2 days 3-10 days aft.ac.MI if heart fail manifests & pt. haemodynamic stable. Incr.to 5 mg 2xdly if well tol. If init. dos.of 2,5 mg not tol.init.with 1,25 mg 2xdly incr. to 2,5 mg 2xdly.

High risk. indiv: Diuret.treat.pts.: Discont.diuret.2-3 days bef.init ther. Where diuret.cannot.be discont.init. with 1,25 mg once dly. Subseq.dos.adjustm.depend. therapeut. respon.Renovasc.hypertens.: Lower dose & monit.pts. Not recomm.in dialys.pts.

Contraindications: Angioed.hist.relat.to ACE-I/ ARB ther., heredit./idiopathic angioed., aort.stenos., hypertrop. obstruct.cardiomyopathy, sev imp.ren funct., ren.artery stenos.in pts.with sngl.kidn., bilat.ren.artery stenos., concom.K+ spar.diuret.ther., porphyr., Li ther., concomit.aliskiren-contain.meds., concom.fluoroquinolon.in mod.-sev.renal impair.& elderly., pregn. & lactat., concom. sacubitr./ valsartan, extracorpor.treatm.where bld contact negative. charged surf., not recomm.in childr.

Side effects: Freq: Dizzin., headache, hypotens., decr.orthostat.BP,syncope, incr. bld. K+, cough, dyspn., sinusit., bronchit., diarrh., naus., GI inflammat., digest.disturbs., abdomin. discomf., dyspeps., vomit., rash, musc.sp., myalg., chest pain, fatig. Less freq: Decr.WBC/Hb & haematocrit., bone marr.depress., anaem., thrombocytopen., agranulocytos., haemolyt.anaem., decr.platelet count, eosinophil., hyponatraem., incr.bld.urea & ser.creatin., anorex., decr.appet., depress.mood, anx., nervousn., restlessn., sleep disord., somnol., confus., paraesthes., vertigo, ageus., dysgeus., tremor, balance disord., CVA, vis.disturbs.incl.blurr.vis., imp. hear., tinnit., myocard.ischaem., ang.pect., MI, CVA, palpitat., tachycard., periph.oed., dysrhythm., flush., vasculit., vasc.stenos., hypoperfus., bronchosp., rhinit., nas.congest., abdom. pain, indigest., dry mouth, pancreatit., vomit., small bowel angoed., taste disturbs., constip., hepat., jaund., incr.liv.enzymes, incr. ser.bilirub., urticar., diaphores., alopec., prurit., psorias., sev.skin disords., pemphig., tox. epiderm. necrolys., Stev.-Johnsyndr., erythema multiforme, photosens., hypersens., angioed.poss. fatal, hyperhidros., exfoliat. dermatit., onycholys., arthralg., uraem., oligur.,anur., ren.dysfunct., ac. ren.fail., trans.erect.impot., decr.libido, pyrex., asthen. Freq.unknown: Elev.ESR, eosinophil., leucocytos., bone marr. fail., pancytopen., posit.ANA, anaphylact./ anaphylact.reacts., SIADH, att.disturbs., cerebr.ischaem., psychomot.skills impair., burn.sensat., parosmia, Raynauds, aphtous stomatit., ac.hepat. fail., cholestat./ cytolyt. hepatit., aggravat. dermatit. psoriasiform, pemphigoid/ lichenoid exanth./ enanth., gynaecomast.

Special warnings and precautions: Discont.treatm.& switch to diff.antihyertens.class if a woman becom.pregn., cerebrovasc./ischaem. heart dis., vol.deplet. pts., correct.& monit.condits. plac.pts.at high risk of symptomat.hypotens.bef. init.treatm., sev.autoimmune dis.esp.SLE/other collag.vascdis or scleroderma,monit.WBC count and mor freq.initial phase/ impair.ren.funct./ concom.collgen dis.& meds.caus.change in bld picture, ac.MI with evid.of ren.dysfunct./ at risk of hypotens./ at risk of furth. haemodynam.deteriorat. aft.vasodilat.treatm., bone marrow.depress., diab.mellit., spec.supervis.if admin.in sev.resist.hypertens.in renovasc.dis., imp.ren.funct.,assess ren. funct. bef. & dur. treatm. & dose adjust. esp. in init. wks. of treatm. , not recomm.in dialys.pts./ impair.liv.funct., signif.activ.if RAAS to be anticipat.in eg. sev hypertens/ decompensat.CHF/ fluid or salt deplet./ liv.cirrhos.or ascites/ maj.surgery, anaphylact.reacts. with desensitis. protocols/high flux membr.dialys., discont.immed.if angioed.develops.& ACE-I/ ARB never to be re-instat., concom.mTOR-inhibits. (eg.sirolimus,everolimus,temsirolimus)/ vildagliptin/ concom.NEP inhibit.(eg.racecadotr.) incr.angioedema risk., incr.incid.of angioed.in black pts., poss. less effect. in lower. BP in black pts., concom.diuret.see incr. bld.urea & ser.creatine without appar.pre-exist. vasc.dis., maj.surg.& anaesth., cross.placenta, safety & effic in childr.not est., driv./operat.mach./ perform.complicat.tasks, safety in pregn.& lactat.not est., monit.pts. at risk of hyperkalaem./hyponatraem., ACE-I induc.cough, assess.ren.func.with concom.fluoroquinolon.

Interactions: Dual blockade of RAAS with ACE-I/ ARBs/ aliskiren incr.freq. of side eff., allow 36 hrs bef./aft.comcom.sacubitril/ valsartan, extracorporeal treatm., K+-supplem./-spar.diuret. incr. hyperkalaem.risk, diuret./alcoh.& antihypertens. potent. respons., antihypertens. eff.reduc.by indomethac.& NSAIDs, Li-conc.incr., incr.risk of angioed.with NEP inhibits.incl. racecadotril, antihypertens. meds & other meds decr. BP potentiat. hypotens. risk., incr. risk of worsen.of ren.funct./ incr kalaem.with NSAIDs, fluoroquinolones poss.precipit.ac.ren.fail., concom.mTOR-inhibits.

 XE "Ran-Perindopril 4" RAN-PERINDOPRIL 4, Ranbaxy [P/S]

Perindopril tert-butylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.by convent.ther.with diuret.& digital. & where vasodilat.indicat, CV event risk reduct.in stable coron.artery dis.without HF.

(S3) TABS, 42/7.1.3/0107
710611-001: 4 mg, 30, R55,83
Dosage: Mild to mod.hypertens:Init.4 mg dly. bef. breakf., may be incr.to 8 mg as sngl.dos.aft.1 mnth. of treatm.accord.to respons.
CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

CV event risk reduct: Init.4 mg once dly.x2wks. incr. to 8 mg once dly.depend.on ren.funct

Contraindications: Angioed.hist.relat.to prev. ACE-inhibit.ther./angiotens.recept.block., heredit./ idiopath.angioed., aortic stenos., hypertroph. obstruct. cardiomyop., sev.ren.funct.impairm., ren. artery stenos.in sngl.kidn.pts., bilat.ren.artery stenos, concom.K-spar.diuret.ther., porphyr., concom. Li ther., pregn., lactat., concom. aliskiren cont. prod., safety & effic.in childr.not est.

Side effects: Freq: Dizzin., headache, paraesthes., vertigo, vis.disturbs., tinnit., hypotens., cough, dyspn., diarrh., abdom.pain, constip., dysgeus., dyspeps., N&V, prurit., rash., musc.cramps., asthen. Less freq: Decr. haemoglob./ haematocr., thrombocytopen., leucopen., neutropen., agranulocytos., pancytopen., eosinophil., haemolyt.anaem., angioed. of face/extremit./lips/muc.membran./ tong./ glott./larynx., hyperkalaem., hyponatraem., hypoglycaem., mood disturbs., sleep disord., somnol., syncope, confus., palpitat., tachycard., ang.pect., dysrhythm., MI, vasculit, stroke, bronchosp., rhinit., eosiniphil.pneumon., dry mouth, pancreatit., hepatit., urticar., photosens., pemphig., hyperhidros., erythema multifome, arthralg., myalg., ren,insuffic., ac.ren.fail., erect.dysfunct., chest pain, malaise, periph.oed., pyrex., sweat., incr. bld.urea/bld.creatin./bld.bilirub./ hepat. enzym., fall.

Warnings and special precautions: Do not re-challenge aft.angioed.react., discont.if pregn. occurs/ contemplat., assess.benef./risk if unstable ang. pect.occ.dur.1st mnth.of treatm.bef.contin. tream, symptomat.hypotens., disc.concom.diuret.2-3 days bef.init.ther. to reduc.likelihood of sudd./ sev. hypotens., ren.impairm., discont.if incr.bld. urea & ser. creatin.occur with no appar.pre-exist. ren.dis., incr ren.fail.risk esp.in CHF pts., anaphylact. reacts.exp.in pts.on ACE inhib.being desensitis.with hymenoptera venom or in haemodialys. using cert. high-flux membr./low density lipoprot.apheres.with dextr.sulfate, no exper. in rec.ren.transpl., discont.ther.immed.& appropr. treatm.if angioed./ ser.hypersens.reacts. occur, incr.angioed.incid.in black pts., sev.liv.funct. impairm., discont.ther.if jaund./mark.hepat.enzym. elev.devel., WBC monit.& pt.to report infect.signs esp. in collag. vasc. dis./concom.immunosuppress. ther./ allopurinol/ procainamide, discont.1 day bef. maj. surg./anaesthes., cerebrovasc.dis./ischaem. heart dis., hyperkalaem., diab.mellit., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./hyperkalaem.& decr.ren. funct., lact.intol., concom.K+supplem., vol.&/salt deplet. pts correct.salt/vol.deplet.bef.init.ther.& monit thereaft, incr.BP monit.when NSAID add./ discont., monit.ser.Li.conc., teratogenic aft.1st trimester, concom.diuret.

Interactions: Addit.antihypertens.eff.with diuret./ alcoh.& hypotens.produc.meds, NSAID’s & high dos. salicylate poss.reduc.antihypertens.eff., poss. hyperkalaem. with K+ supplem./K+ salt substit./K+-spar. diuret./aliskiren/ACE-inhibits./ARBs/ NSAIDs/ heparins/immunosuppress.agents, trimethoprim., Li conc.incr., incr.adverse eff.risk with estramustine, baclofen potent. antihypertens. eff., poss.excess.BP reduct.with diurets., hypoglycaem. eff.of insul.& hypoglycaem.agents incr., incr. hypotens.eff.with cert.anaesthet./ TCA’s/ anti-psychot./nitroglycer.& other nitrat./ other vasodilat., incr.angio-oed.risk with concom. gliptines., reduc.antihypertens.eff.with sympathomimets., nitritoid reacts.report.with inj.gold,
 XE "Reaptan" REAPTAN, Servier [P/S]

Perindopril arginine 5(5;10;10) mg, amlodipine besilate 5(10;5;10) mg

Indications: Hypertens.in pts.already stabilis. with perindopril & amlodipine at equiv.dos., pts. uncontr. on either perindopril or amlodipine monother.

(S3) TABS, 43/7.1.3/0929, 0930, 0931, 0932
3001150-001 5/5 mg, 30, R110,40
3001157-001 5/10 mg, 30, R140,40
3001158-001 10/5 mg, 30, R160,80
3001159-001 10/10 mg, 30, R170,70
Dosage: 1 tab.dly.as sngl.dos.pref.in morn.bef. food. Fix.dos.combin.not suit.for init.ther.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./ARB’s, heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm., aort./bil.ren.art.stenos., ren.art. stenos./ bilat.ren.art.stenos.in pts.with sngl. kidn., porphyr., concom.K+-spar.diurets./K+salts/ K+-cont. salt substit./Li/dantrolene infus., concom. aliskiren, diabet.mellit./ren.impairm., concom sacubitril/valsartan, extracorpor.treatm. lead.to contact of bld.with neg.charg.surfac , pregn., lactat., sev.hypotens., shock incl. cardiogen., left ventr.outflow-tract obstruct., unstab. HF aft.ac.MI, safety & effic.of amlodipine in hypertens.cris.not est., effic.& tol.not est.in childr.& adolesc., concom.sacubitril/valsartan & fluoroquinolon.

Side effects: V.common: Oed. Common: Dysgeus., paraesthes., diplop., palpitats., flush., joint swell., musc.cramps, fatig., dizzin., headache, vis. disturbs., tinnit., vertigo, hypotens., dyspn., cough, abdom.pain, N&V, dyspeps., alter.bowel habits, diarrh., constipat., prurit., rash, exanthema, asthen. Uncommon: Rhinit., eosinopil., hypersens., allerg.reacts., hypoglycaem., hyperkalaem., hyponatraem., insomn., mood changes, depress., sleep disturbs., somnol., trem., hypoaesthes., syncope, tachycard., dysrhythm., vasculit., bronchosp., dry mouth, angioed.of face/extremit./lips/mucous membr./ tong./glott.&/larynx, alopec., purpura, skin discolourat., hyperhidros., urticar., photosens. reacts., pemphig., arthralg., myalg., back pain, micturit.disord., noctur., incr.urin.freq., ren. impairm., erect.dysfunct., gynaecomast., periph. oed., chest pain, pain, malaise, pyrex., weight incr./-decr., bld.urea & ser.creatin.incr., fall; Rare: Psorias.aggrav., confus.state, ser. bilirubin & liv.enzym.elev. V rare: Hyperglycaem., hyperton., periph.neuropathy, MI/ cerebrovasc. accid. poss.second.to excess.hypotens.in high risk pts, ang.pector. gastrit., hepatit., jaund., hepat. enzymes incr., Quincke’s oed., erythema multif., exfoliat.dermatit., ac.ren.fail., haemoglob. & haematocrit decr., leucopen./neutropen., agranulocytos./pancytopen., thrombocytopen., haemolyt.anaem.in congenit. G-6PDH defic., eosinophil., pneumon., gingiv.hyperplas., pancreatit., Stev.-John.syndr., hepatit. Unknown: Extrapyramid.disord., tox.epiderm.necrolys., Raynauds phenomenon

Warnings and special precautions: No rechalleng. aft.angioed.react., pass.through placenta, discont.treatm.& switch.to diff. antihypertens. class if a woman becom.pregn., discont. ther.if angioed.assoc.with laryng. oed. occurs & init.appropr.monit./emerg.ther., angioed. hist.unrelat.to ACE-inhib.ther., intest. angioed., no sacubitril/valsartan within 36 hrs.of perindopril ther., benef.-risk.assessm.bef.init. concom. NEP inhibits.as angioed.risk poss.incr., anaphylact. reacts.dur.low-dens.lipoprot. aphores. with dextr.sulph./dur.hymenoptera desens. treatm., collag.vasc.dis./ immunosuppress. ther./concom. allopurinol/ procainamide esp.in case of pre-exist.imp.ren. funct., white bld.cell monit.advis./pt.to report infect. signs, prim.hyperaldosteronism, CF, hepat. impairm., elderly, concom.NSAID/other meds.with antihypertens. eff., adeq.hydrat., concom. diurets., vol./salt deplet., avoid in pts.suscept.to malign. hypertherm., concom.grapefruit juice not recomm., congen.G-6PDH defic., monit.ciclosporin lev.in ren. transpl.pts.on amlodipine, ren.funct./ BP/ ser. K+ monit.in pts.at high risk of sympt. hypotens., ischaem.heart/cerebrovasc.dis., mitral valve stenos., discont.ther.in case of jaund.& mark. hepat. enzym.elev., black pts., maj.surg./ dur. anaesthes., hyperkalaem.risk, diab.glycaem. contr. monit.esp.dur.1st mnth., concom.CYP3A4 induc./ inhibits., dual blockade of the RAAS, limit dos. of concom.simvastatin in pts.on amlodipine to 20 mg/day, Lapp lact.defic./gluc.-galact. malabsorpt.

Interactions: Poss.incr.Li lev.& toxic., incr. adverse eff.risk with estramustine, NSAID’s & high dos. salicylate poss.reduc.antihypertens. eff., hypoglycaem.eff.of insul.& hypoglycaem. agents incr., incr.angioed.risk with concom.mTOR inhibits (eg.sirolimus, everolimus, temsirolimus)/ gliptines (eg. linagliptin, saxagliptin, sitagliptin, vildagliptin)/ ACE-inhibits/racecadotril, poss. excess. BP reduct.with diurets., poss.reduc. antihypertens. eff.with sympathomimets., nitritoid reacts.with concom.inject.gold, grapefruit juice incr.bioavail., concom.tacrolimus bld. lev.incr., concom.simvastatin expos.incr., baclofen potent.antihypertens.eff., incr.eff.with nitroglycer./ other nitrat./vasodilat./amifostine, reduc. eff.with corticoster./tetracosactide, incr. orthostat. hypotens. risk/incr.antihypertens.eff. with alpha blocks./TCA’s/antipsychot./anaesthet., sacubitril/valsartan incr.angioed.risk, fluoroquinolone.may precipitat.ac.kidn.injur.
 XE "Reprex" REPREX, Aurogen [P/S]

Perindopril tert-butylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat

(S3) TABS, 43/7.1.3/1033, 1034
716505-001: 4 mg, 30, R53,79
716506-001: 8 mg, 30, R107,61
Dosage: Mild to mod.hypertens: 4 mg dly.bef. breakf. may be incr.to 8 mg as sngl. dos.aft.1 mnth. of treatm. Discont.concom.diuret.bef. init.ther.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once BP accept.

Contraindications: Angioed.hist.relat.to prev. ACE inhib./ARB ther., heredit./idiopath.oed., hyperthroph.obstruct. cardiomyopathy, sev.ren. funct.impairm. (creat.clear.<30 ml/min.), anur., bil.ren.artery stenos., ren.art.stenos.in pts.with sngl.kidn., aort.stenos., porphyr., concom.thiaz. diurets.in Addison’s dis., other sulphonam.-deriv. meds. hypersens., Li-ther., safety in childr.not est., pregn.& lactat., lact.intol.
Side effects: Hypotens., hypersens.reacts.incl. angioed.of face/ extremit./lips/tong./glott./larynx, syndr. start.with cholest.jaund.progress.to hepat. necros. & somet.death, bld.dyscras., non-product. cough, ser. K+ elev., psych./CNS effs., headache, dizzin., vertigo, paraesthes., vis. disturbs., tinnit., dysrhythm., ang. pect., MI, stroke, orthostat.eff., palpitat., dyspn., bronchosp., eosinophil.pneum., rhinit., GI disords., dry mouth, pancreatit., skin reacts. incl.erythema multiforme, musc.cramps, ren. insuffic./fail., impot., asthen., sweat., hyperkalaem.
Special precautions: No re-challenge aft. angioed. react., pass.through placenta, discont. ther./ switch to diff. class of meds.if pregn.occurs, alter. meds.if pregn. contempl., vol. &/ salt deplet., sev. renin-depend.hypertens., CHF, ischaem. heart/ CV dis., ren.impairm.(creatin.clear.< 60 ml/ min.), discont. curr.diuret.bef.init.ther., renovasc. hypertens., ac.MI, expos.to high flux membr. dialys., no exper.in rec.ren.transpl., incr. angioed. incid.in black pts., angioed.hist.unrelat.to ACE inhib. ther., anaphylact.reacts.dur.hymenoptera desensitis. treatm./low dens.lipoprot.apheres.with dextr. sulph., sev.liv.funct. impairm., discont.ther.if jaund./ mark.hepat.enzym. elevat.devel., WBC monit. & pt.to report infect. signs esp.in collag. vasc. dis./concom.immunosuppress.ther./ allopurinol/ procainamide, maj.surg./ dur. anaesthes., uncontrol.diab.mellit., concom.diuret./ other meds.assoc.with incr.ser.K+, concom.K+-spar. diurets./K+ supplem./K+ salt substit.not recomm., dehydrat.pts., monit.with concom.K+-spar. diuret. /Li lev., discont.ther.immed.& appropr.treatm.if angioed./ ser.hypersens.reacts.occur, mitral valve stenos., left ventr.outflow obstruct., bil. ren.artery stenos., stenos.of artery to solit.kidn., pts.≥ 70 yrs., hypovolaem., hyponatraem., pre-exist. hypotens., unstab. CF, concom.high-dos. vasodilat. ther., diet.salt restrict., dialys., diarrh.& vomit.

Drug interactions: Poss.Li-toxic., reduc. antihypertens. eff.with NSAIDs, poss.incr. hypoglycaem. risk with insul./oral antidiab.agents, incr. hypotens.eff.with cert.anaesthet./TCA’s/ anti-psychot./nitroglycer.& other nitrat./other vasodilat., reduc.antihypertens.eff.with sympathomimets., incr.hypokalaem.eff.with other meds. caus.hyperkalaem. e.g.ciclospor., poss. hyperkalaem. with K+ supplem./K+ salt substit./K+-spar. diuret.

 XE "Sinopren" SINOPREN, Ranbaxy [P/S]

Lisinopril
Indications: Mild to mod.hypertens., adjunct in congest.HF., aft.ac.MI

(S3) TABS. 35/7.1.3/0209, 0210, 0211

700691-001: 5 mg, 30, R30,10
700692-001: 10 mg, 30, R30,10
700694-001: 20 mg, 30, R30,10
Dosage: Admin.as sngl.dly dos.

Mild to mod.hypertens: Init.10 mg once dly. Usual effect.maint.dos 20 mg as sngl.dly.dos. Adjust accord.to respons. If therapeut.respons.not achiev.in a period of 2-4 wks.with cert.dos.lev. dos. can be incr.further. Max. 40 mg/day. Pts.on diuret: Init: 5 mg/day.

Congest.heart fail: Pts.not adeq.contr.by digital./ diuret.add init.2,5 mg dly. Adjust accord.to respons. incr.grad.at 4 wk.interv.to maint.dos.of 5-20 mg once dly. 

Ac.MI: Start treatm.within 24 hrs.of sympt.onset. Init.5 mg follow.by 5 mg aft.24 hrs., 10 mg aft.48 hrs. & then 10 mg once dly thereaft. Cont.for 6 wks.

Renovasc.hypertens: Low.dos.to 2,5 or 5 mg. Monit.pt.

Contra-indications: Pregn., safety in lactat. not est., angioneurot.oed.hist., heredit./idiopath. angioed., aort.stenos., hypertroph.cardiomyopathy, safety & effectiven.in childr.not est.

Side effects: CNS effs., fatig., cough, GI disturbs., hypotens., skin reacts. incl.epiderm.necrolys./Stev-John.syndr./erythema multiforme, asthen., hypersens. reacts., angioneurot.oed., CV effs., cerebrovasc.accid., pancreatit., resp.effs., sweat., alopec., prurit., psorias., uraem., oligur., anuria, ac.ren.fail., impot., sympt.complex incl.arthralg., myalg., posit.anti-nuclear antibody, bld.dyscras., rash, photosens.& other dermatologic.manifestat., hyperkalaem.,
Special precautions: Salt & vol.deplet.pts., where poss.discont.diuret.2-3 day bef.start. treatm., ren.impairm., renovascul.hypertens., CHF, concom.diuret., symptomat.hypotens., ischaem. heart/cerebrovas.dis., do not init.in ac.MI pts.at risk of further ser.haemodynam.deteriorat.aft. vasodilat.treatm., caref.monit.of BP follow.infarct. & poss.dos.adjustm., bil.ren.artery stenos/arter. stenos.to solit.kidn., consid.withdr.if ren.dysfunct. develops.dur.treatm., haemodialys.proced.with high flux membr., hist.of angioed.unrelat.to ACE-inhibit.ther., anaphylact.reacts.dur.hymenoptera desensitisat.treatm., surg./anaesth., diab.mellit., concom.K-spar.diuret./supplem.
Drug interactions: Other antihypertens.potent. antihypertens.eff., indomethacin dimin.act., concom. NSAID’s may furth.deteriorat.ren.funct., Li-elim. reduc.,

 XE "Spec Perindopril" SPEC PERINDOPRIL, Specpharm [P/S]

Perindopril tertbutylamine

Indications: Mild to mod.hypertens., CHF not adeq. control.with diuret.& digital.& where vasodilat. indicat

(S3) TABS, 41/7.1.3/0652, 0653
712615-001: 4 mg, 30, R61,18
712616-001: 8 mg, 30, R122,39
Dosage: Mild to mod.hypertens: 4 mg once dly., may be incr.to 8 mg once dly.aft.1 mnth. of treatm. if necess.

CHF: Init. 2 mg as sngl.dos.in morn., may be incr.to 4 mg once dly.as maint.dos.

Contraindications: Angioed.hist.assoc.with prev. ACE-inhibit.ther./angiotens.recept.block.ther., heredit./ idiopath.angioed., aort.stenos., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm., bil./sngl.ren.artery stenos., concom. K+ spar.diuret.ther., porphyr., Addison’s dis., sulphonam.-deriv.med.hypersens., concom.Li, pregn., lactat., safety & effic.in childr.not est.

Side effects: Hypersens.reacts.incl.angioed.of face /extremit./lips/tong./glottis & larynx., bld. dyscras., orthostat.effs., hypotens., MI/ CVA/ palpitat.& tachycard., CNS effs., hyperkalaem., hyponatraem., GI disords., dry mouth, pancreatit., impot., ren.insuffic.& ac.ren.fail., jaund., hepatit., asthen., musc.cramps, cough, dyspn., bronchosp., rhinit., sinusit., skin rash incl.tox.epiderm.necrolys. /Stev.John.syndr & erythema multiforme, psorias., sweat., photosens., vis.disturbs., tinnit., sympt. complex. incl.poss.antinucl.antibod.

Special precautions: Cerebrovasc.dis., ischaem. heart dis., vol.&/salt deplet., symptomat. hypotens., sev.autoimmune dis.esp.SLE/other collag. vasc.dis./scleroderma, ren.dysfunct., ac.MI, ac. MI where risk of furth.ser.haemodynam. deteriorat. exists, bonemarr.depress., diab.mellit., hyperkalaem., renovasc.dis., sngl./bilat.ren.artery stenos., ren.transplant, immunosuppress.ther., anaphylact. reacts.dur.hymenoptera desensitisat. treatm./ expos.to high flux membr.dialys./low-density lipoprot.apheres.with dextr.sulph.absorpt., incr. angioed.incid.in black pts., hyperkalaem.with K+-spar. diuret., teratogenic. report.aft.1st trimest.of pregn., elderly, CF, monit.of concom.K+-spar.diuret. /K+ supplem./K+ salt substit., surg./ anaesthes.

Drug interactions: Hypotens.eff.incr.by other antihypertens. produc.meds./alcohol & diuret., antihypertens. eff.reduc.by NSAID’s & indomethacin, poss.hyperkalaem.with K+ supplem. & K+-spar.diuret., ser.Li incr.

 XE "Spec Perindopril Plus" SPEC PERINDOPRIL PLUS, Specpharm.

Perindopril tertbutylamine salt (2)4 mg, indapamide (0,625)1,25 mg

Indications: Essent.hypertens.where pt. stabil. on indiv.compon.at same dos.range.

(S3) TABS, 41/7.1.3/0630, 0631
713762-001: 2/0,625 mg, 30, R98,34
713763-001: 4/1,25 mg, 30, R91,48
Dosage: Take once dly.in morn.bef.meal

Contraindications: Sulphon.sens., angioed. hist.link.to prev.ACE inhibit./angiotens.recept. block.ther., heredit./idiopath.angioed., aort. stenos., hypertroph.obstruct.cardiomyopathy, uncompens. card.fail., sev.ren.funct.impairm. (creatinine clear.<30 ml/min.), bil.ren.artery stenos., sngl.ren.artery stenos.in pts.with sngl. kidn., concom.Li/K+spar.diuret./supplem., porphyr., Addisons dis., hypokalaem., hepat. cirrhos., sev.liv.funct.impairm., pregn., lactat., safety &effic.in childr.not est.

Side effects: Bld.dyscras., orthostat.effs., hypotens., MI, cerebrovasc.accid., palpitat., tachycard., chest pain, CNS effs., asthen., hypokalaem., hyperkalaem., hyponatraem., rais. plasma Ca lev., precipitat.second.gout, GI disturbs., pancreatit., impot., ren.dysfunct., ac ren. fail., jaund., hepatit., musc.cramps, cough, bronchosp., rhinit., sinusit., prurit., urticar., diaphores., alopec., psorias., sev.skin disords. incl.tox.epiderm.necrolys./Stev.-John.syndr.& erythema multiforme, photosens., hypersens. reacts., vis.disturbs., sympt.complex report.incl. fev./vasculit./myalg./arthrit./arthralg.& posit. antinucl.antibod.
Special precautions: Cerebr.vasc.dis./ ischaem. heart dis., salt/vol.deplet., autoimmune dis.esp.SLE, other collag.vasc.dis., scleroderma, immunosuppress.pts., ac.MI, ac.MI pts.at risk of furth.ser.haemodynam.deteriorat.aft.vasodilat.treatm., bone marr.depress., diab.mellit., hyper-/hypokalaem., concom.K+supplem./K+-spar. diuret. / K+ salt substit./meds.assoc.with K+lev. changes, monit.K+lev.reg., renovasc.dis., ren. artery stenos., ren.funct.impairm., anaphylact. reacts.dur. hymenoptera desensitisat.treatm./ expos.to high flux membr.dialys./low-density lipoprot.apheres.with dextr.sulph.absorpt., angioed., high.angioed.incid.in black pts., foet. abnormalit.report.aft.admin.in.2nd & 3rd trimest., sev.hepat.impairm., elderly, atheroscleros., hypotens., incr.tenden.to gout., electrol.disturbs., strict Na-free diets., ensure adeq.hydrat., sev. card. insuffic./insul.depend.diab.start ther.with only 1 constit., maj.surg./anaesthes., posit.react. for athletes in drug tests.
Drug interactions: Poss.incr.Li lev., hypoglycaem. eff.of insul.& hypoglycaem.agents incr., baclofen potent.antihypertens.eff., ac.ren. insuffic.in dehydrat.pts.& concom.NSAIDS & high dos.salicylat., TCA’s/neurolept./anaesth./diuret. / alcoh.& antihyperten.agents incr.antihypertens. eff., corticoster.& tetracosactide reduc. antihypertens. eff., K+supplem./-spar.diuret.incr. K+ lev./K+ low.meds., allopurin./cytostat/ immunosuppress. /system.corticoster & procainamide incr.leucopen.risk, non anti-arrhythm. drugs which prolong QT interv./cause torsades de pointes, anti-arrhythm.drugs prod. torsades de pointes as low K+ lev.are a risk fact. for arrythm, NSAID’s & sympathomim.reduc. antihypertens. eff., card.glycosides tox.effs.fav. by low.K+lev., lact.acidos.with metformin, iodinat. contrast med.incr.risk of ac.ren.insuffic.in pres. of dehydrat., reduc.urin.Ca eliminat.poss. incr. Ca lev. with Ca salts, ciclospor.may incr. creatinine lev., anticoags.eff.decr., nondepolaris. neuromusc. block.agent block.enhanc.by induc. hypokalaem.

 XE "Tarka" TARKA, Abbott [P/S]
Verapamil HCl sust.release 180(240) mg, trandolapril 2(4) mg

Indications: Hypertens.pts.not adeq.control.by verapamil or trandolapril alone.

(S3) BILAY.TABS, 39/7.1.3/0508, 0547
714624-002: 180/2 mg, 28, R447,56
714625-002: 240/4 mg, 28, R447,56
Dosage: Adults: 1 tab.dly. Not stud.in childr. theref. not recomm.

Contraindications: Hypersens., pregn., lactat., angioneurot. oed.assoc.with ACE-inhibit., hypotens. assoc.with cardiogen.shock, complic. ac.MI, retard.AV conduct.except in pts.with funct. artific.pacemak, sinoatrial block, sick-sinus syndr. except in pts.with funct.artific.pacemak, atrial fibrillat./flutt. & concom. Wolff-Parkinson-White syndr., CHF, mod.to sev.liv.funct.impairm., mod.to sev.imp.ren.funct., aort.stenos, mitral valve stenos., hypertroph.obstruct. cardiomyopathy, bilat. ren.artery stenos., ren.arterystenos.in pres.of sngl.kidn., heredit./idiopath.angioed., concom.K+-spar. diuret.ther., porphyr., Addison’s dis., sulphonam.-deriv.med.hypersens., concom.Li ther., disopyramide admin.48 hrs.bef.or 24 hrs.aft verapamil admin.

Side effects: Cough, headache, asthen., dizzin., constipat., naus., diarrh., dry mouth, abdom.pain/ discomfort, gingiv.hyperplas., hypersens.reacts., angioed., skin reacts.incl.Stev.John.syndr., bronchit., leucopen., thrombocytopen., agranulocytos., anx., imp.bal., insomn., paraesthes., somnol., syncope, abnorm./blurr.vis., vertigo, 1st & 2nd degr.AV block, complete AV block, ang. pector., palpitat., brady-/tachycard., hypotens., flush., dyspn., sinus congest., hyperkalaem., arthralg., myalg., incr.urin.freq./ polyuria, impot., chest pain, oed., fatig., elev.liv enzyme., sinus arrest, develop./exacerbat.exist.HF, gynaecomast., hyperprolactinaem., galactorrh., alopec., fev.

S/E report.with other ACE inhibit.theref. poss.incl: pancytopen., TIA, MI, card.arrest, cerebr. haemorrh., pancreatit., erythem.multiforme, tox.epiderm.necrolys.

Special precautions: Wolff-Parkinson-White syndr., hypertroph.cardiomyopathy, avoid in sev. L.ventric.dysfunct.& in any degr.of ventric. dysfunct. if receiv.beta-adrenerg.block., imp.liv. funct, incr.risk of hyperkalaem.partic.in ren. dysfunct., ac.kidn.funct.deteriorat.esp.in pre-exist. imp.kidn.funct., CHF, renovasc.hypertens.partic.in bil.ren.arter.stenos./unilat.arter.stenos.with sole kidn.funct., symptomat.hypotens.esp.in pts.with stimulat.ren.angiotens.-aldoster.syst., vol.& salt deplet., surg./anaesthes., agranulocytos, bone marr.depress., monit.WBC & urine prot.lev.in collag. vasc.dis., discont.prompty in hypersens./ angioneurot.oed., decr.neuromusc.transmiss.in Duchenne’s musc. dystrophy prolong.recov.from neuromusc.block. agent vecuronium,

Interactions: Diuret.& other antihypertens. may potent.antihypertens.eff., K-loss caus.by thiazide diuret.poss.attenuat., bld.gluc.low.eff.of antidiabet. meds.incr., cardiodepress.meds.may prod. undesir.addit.effs., incr.leucopen.risk with cytostat./immunosuppress.agents/system.corticoster., neurolept.& TCA's incr.risk of orthostat. hypotens., Li elimin.poss.reduc., anaphylactoid reacts.to high-flux polyacrylonitrile membr.used in haemodialys., incr.digox.plasma conc., addit.eff.on myocard. contractility with flecainide, quinidine lev.incr., effs.incr.by cimetid., carbamazine/, cyclospor./theophyl./midazolam/prazosin & terazosin plasma lev.incr., verpamil lev.incr.by macrolide antibiot./protease inhibit.& grapefruit juice, rifampicin/phenytoin & phenobarbit.may reduc. effic., activ.of neuromusc.block.agents potent., incr.bleed.tendenc.with aspir., alcoh. plasma lev.elev., simvastat.& lovastat.ser. lev. incr., St John’s wort decr.plasma lev., verapamil plasma lev.elev.by CYP3A4 inhibit & decr.by CYP3A4 induc.

 XE "Trexeva Plus" TREXEVA PLUS, (Cipla Medpro) Teva

Perindopril tosilate 5 mg, indapamide 1,25 mg

Indications: Essent.hypertens.where bld.press. not adeq.control & where fix.combinat.more appropr. than monother.

(S3) 5/1,25 TABS, 48/7.1.3/1169
3003940-001: 30, R76,89
Dosage: Indiv. 1 tab./day as sngl.dos.pref.in morn.bef.meal

Contraindications: Sulphon.sens., angioed. assoc.with prev.ACE inhibit.ther., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, pregn., lactat., sev.ren.funct. impairm. (creatinine clear.<30 ml/min.), concom. aliskiren-contain prod.in diab./ren.impairm., concom. sacubitril/valsartan, extracorp. treatm. lead.to contact of bld.with negatively charg.surf., sev.hepat.impairm., aort.stenos., concom.Li may lead to toxic bld.concentr./ K+spar. diuret./supplem., porphyr., bil.ren.artery stenos./sngl.funct.kidn., concom. fluoroquinol.with mod.to sev.ren.fail.& elderly, hepat. encephalopathy, hypokalaem., concom.non-antidysrhythm. meds.caus.torsades de pointes, dialys. pts., untreat. decompens.heart fail.

Side effects: Freq: Headache, dizzin, paraesthes., dysgeus., vertigo, vis.impairm., tinnit., hypotens., cough, dyspn., diarrh., N&V, abdom. pain, dyspeps., constipat., prurit., hypersens. reacts., maculopap. rash., skin rash, musc.cramps, asthen. Less freq: Rhinit., eosinophil., leucopen., decr.Hb/ haematocrit, neutropen., aplast. anaem., thrombocytopen., agranulocytos., haemolyt. anaem., pancytopen., angioed., bronchosp., eosinophil.pneum., hyperkalaem.revers.on discont., hyponatraem., incr.bld. urea/ bilirub., incr.bld. creatinine, incr. hepat.enzym., hypercalcaem., hyponatraem., hypoglycaem., mood alterat., sleep disord., confus., , somnol., syncope, MI & stroke poss.second.to excess.hypotens.in high risk pts., palpitat., tachycard., dysrhythm. incl. bradycard., ventric.tachycard., atrial fibrillat., ang.pect. vasculit., dry mouth, pancreatit., hepatit., abnorm.hepat.funct., urticar., purpura, hyperhidros., photosens. react., pemphig., psorias.aggravat., erythema multiforme, tox.epiderm. necrolys., Stev.John.syndr., arthralg., myalg., ren.insuffic., ac.ren.fail., erect.dysfunct., chest pain, malaise, periph.oed., pyrex., fatig., fall. Freq.unknown: K+ deplet.with hypokalaem., hepat.encephalopathy in hepat.insuffic., myop., blurr.vis., torsades de pointes, Raynauds, pre-exist.ac.dissemin. lupus erythematos.worsen., incr.bld.uric acid/-gluc., ECG QT prolong.
Special warnings and precautions: Discont. & switch to diff.class if pregn occurs, do not use concom. ACE inhibit.& angiotensin II recept. block. in diab.nephropathy, collag.vasc.dis./ immunosuppress. ther./allopurin.& procainamide treatm.esp.in pre-exist.imp.ren.funct & where ser. infect.did not respond.to antibiot. ther.theref. monit. WBC & pts.to report signs of infect., high. angioed. incid.in black pts., prev. angioed.hist.not relat.to ACE inhibit.ther., 36 hr. interv.bef.init.& aft.discont.sacubitril/ valsartan ther., risk vs.benef.of NEP inhibit.ther., concom .mTOR inhibit., anaphylact. reacts.dur. hymenoptera desensitisat. treatm. /expos. to high flux membr.dialys./low-density lipoprot.apheres. with dextr.sulph., not recomm.in prim. aldosteronism, monit.ren.funct.bef.& dur.concom. fluoroquionol.ther., discont. if hepat. encephalopathy occurs, discont. in event of photosens./ protect expos.skin if readmin. necess., discont. if ren.insuffic.develops & restart.with poss.only one activ.ingred., water & electrol. deplet., monit.K+lev.reg., safety in childr.& adolesc. not est., block.the renin-angiotensin-aldosterone syst.with ACE inhibit.may cause sudd.BP drop & funct.ren.insuffic.partic.dur.mark. water & electrol.deplet./ init.low BP/ren.arter. stenos./CHF/cirrhos.with oed.& ascites, elderly, cerebr. circulat. insuffic./ischaem.heart dis., renovasc. hypertens.pts.await.correct.surg/when surg.not poss., monit.diab. pts., surg./ anaesthes., L ventric.outflow tract obstruct., discont.if jaund./ mark.hepat.enzym.elev.develop, hyperkalaem.risk, concom. K+supplem./K+-spar.diuret./K+ salt substit./ meds.assoc.with K+lev. changes, hyponatraem.eval.partic.in elderly & cirrhot.pts., hypokalaem. risk fact., poss.reduc.Ca urin.excret., poss.incr.gout attacks in hyperuricaem.pts., posit. react.for athletes in drug tests, sulphonam./ penicill. allergy hist.poss. risk fact.for second. angle-clos.glauc., lact.intol., eval.effs. bef.driv./ perform.complicat.tasks, incr.foet.CV & CNS malformat. risk if expos.dur.pregn.
Interactions: Incr.Li lev., baclofen potent. antihypertens. eff., NSAID’s & sympathomim. reduc.antihypertens.eff., worsen.ren.funct.with NSAID’s, incr. hypotens.risk with TCA’s & neurolept., incr.advers.eff.with aliskiren, meds. induc. hyperkalaem., incr.anaphylact.risk.with extracorp. treatm.lead.to contact of bld.with negatively charg.surf., incr. angioed.risk with sacubitril/valsartan, ac.kidn.injury with fluoroquionol., ren.funct./K+ lev.& BP monit.with dual blockade, incr.advers.effs.risk with estramustine, incr. hyperkalaem.risk with co-trimoxazole, K+supplem./-spar.diuret., hypoglycaem.eff. of insul.& hypoglycaem.agents incr., excess.BP reduct.with diuret.& vol./salt deplet.pts., incr. angioed.risk with racecadotril & mTOR inhibit., antihyperten. agents/vasodilat.& anaesthet.incr. hypotens.eff., allopurin./cytostat/ immunosuppress./system. corticoster & procainamide incr.leucopen.risk, incr.angioed.risk with gliptins, nitritoid reacts.with inj.gold ther., meds.known to induc.torsades de pointes due to hypokalaem.risk, amphoteric.B/ gluco-& mineralo-corticoids incr.hypokal.risk, digox.tox.effs.fav.by low. K+lev., allopurin. hypersens. incid.incr., lact.acidos.with metformin, iodinat.contrast med.incr.risk of ac.ren.insuffic.in pres.of dehydrat., ciclospor.may incr.creatinine lev., corticoster.& tetracosactide reduc. antihypertens. eff.
 XE "Tri-Plen" TRI-PLEN, Sanofi-Aventis [P/S]
Ramipril 2,5 mg, felodipine 2,5 mg
Indications: Mild to mod.hypertens.where indiv.compon.at same dos.have normal.BP

(S3) TABS, [P/S] 31/7.1/0677.

862207-002: 30, R353,83
(S3) FORTE TABS, [P/S] 31/7.1/0678.

Ramipril 5 mg, felodipine 5 mg
862215-005: 30, R559,37
Dosage: Adults: 1 tab or 1 forte tab.once dly.

Contraindications: Angioneurot.oed., ren.art. stenos., pregn., lactat., unstab.haemodynam. condits., AV block I & II, sev.hepat./ren.impairm, childr.

Side effects: Angioneurot.oed., symptomat. hypotens., neutropen.& agranulocytos., GI disturbs., dizzin., headache, dry cough, ren.funct. impairm., hyperkalaem., hypersens.reacts., flush., fatig., periph.oed., incr.micturit.freq., lethargy, eye pain, depress., init.paradox.incr.in ischaem.chest pain, cerebr/myocard.ischaem/trans.blindn.with excess. BP fall, gingiv.hyperplas.
Special precautions: Avoid extracorpor.treatm. lead. to bld.contact with negat.charg.surf.as anaphylact. reacts.poss., discont.immed.if angio-oed. occurs., activ.renin-angiotens.syst., mild to mod. ren./hepat.impairm., haemodynamic.relev. left-ventricul. inflow/outflow impedim., ensure stable circulat.condit., wasp/bee venom hyposensitisat. as sev.anaphylact.reacts.poss., diabet., monit.WBC & urine prot.lev.with collagen vasc. dis.assoc.with imp.ren.funct.,concom. corticoster. & antimetabolit., surg., anaesthes., alcoh. incr.vasodilat., incr.diet.salt intake may attenuat. antihypertens.eff.

Drug interactions: K-spar.diuret.& K-supplem. incr. hyperkalaem.risk, enhanc.hypoglycaem.eff.of antidiabet. agents poss., antihypertens.& other subst. with BP low.potent.will potentiat.respons., sympathomimet. may reduc.antihyptertens.eff., poss. incr.in haematologic.reacts.with allopurinol, immunosuppress., corticoster., procainamide, cytostat. & other subst.that may change bld.pict., reduc. Li excret., inhibit.of cytochrome P450 enzyme syst.may incr.felodipine plasma lev.while  induc. of cytochrome P450 enzyme syst.may decr. felodipine plasma lev., NSAID’s may attentuat. ramipril eff.& incr.risk of worsen.ren.funct.
 XE "Triplixam" TRIPLIXAM, Servier

Perindopril arginine 5(5;10;10) mg, indapamide 1,25(1,25;2,5;2,5) mg, amlodipine besilate 5(10;5;10) mg

Indications: Essent.hypertens.in pts.already controll.with amlodipine & the fix.dos.combinat. perindopril/indapamide at equiv.dos.
(S3) TABS, 49/7.1.3/1248, 1245, 1246, 1247

723031-001: 5/1,25/5 mg, 30, R166,80
723034-001: 5/1,25/10 mg, 30, R204,90
723033-001: 10/2,5/5 mg, 30, R201,30
723032-001: 10/2,5/10 mg, 30, R210,00
Dosage: 1 tab.dly.as sngl.dos.pref.in morn.bef. food. 

Contraindications: Angioed.hist.link.to prev.ACE inhibit./ARB’s, heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm., 10 /2,5 /5 mg & 10/2,5/10 mg in mod.ren.funct.impairm., concomit aliskiren in pts. with ren.impairm./diabet.mellit., mod.to sev.Child Pugh (B/C) hepat.impairm., aort./bil.ren.art.stenos., ren.art. stenos. in pts.with sngl.kign., porphyr., concom. K+-spar. diurets./K+ salts/K+-cont.salt substit./ Li/dantrolene infus., dialys.pts., untreat. decompensat. HF, hepat.encephalopathy, hypokalaemia, sev.hypotens., shock incl. cardiogen., left ventr.outflow-tract obstruct., haemodynamic.unstab.HF aft.ac.MI, concom. sacubitril/valsartan. ,fluoroquinolon., extracorpor. treatm. lead.to cont.of bld.with neg.charged surf.,  safety & effic.not est.in childr.& adolesc. < 18 yrs., pregn., lactat

Side effects: V.comm: Oed. Comm: Rhinit., dizzin., headache, paraesthes., somnol., dysgeus., vis.impairm., diplop., tinnit., vertigo, palpitat., flush., hypotens., cough, dyspn., abdom.pain, constip., diarrh., dyspeps., N&V, prurit., rash, maculo-papul.rash, musc.spasms, ankle swell., asthen., fatig. Uncomm: Eosinophil., hypersens., hypoglycaem., hyperkalaem., hyponatraem., insomn., mood alter., anx., depress., sleep disord., hypoaesthes., trem., syncope, tachycard., dysrthym., vasculit., bronchosp., dry mouth, urticar., angioed., alopec., purpura, skin discolourat., hyperhidros., exanth., photosens., pemphig., arthralg., myalg., back pain, micturit. disord., noctur., pollakiur., erect.dysfunct., gynaecomast., chest pain, pain, malaise, periph. oed., pyrex., weight incr./decr., fall. Rare: Confus., psorias.aggrav. V.rare: Agranulocytos., aplast. anaem., pancytopen., leukopen., neutropen., haemolyt. anaem., thrombocytopen., hyperglycaem., hypercalcaem., hyperton., periph. neuropathy, stroke., ang.pect., MI, eosinophil. pneum., gingiv. hyperplas., pancreatit., gastrit., hepatit., jaund., abnorm.hepat.funct., eryth. multiforme., Stev-Johns.syndr., exfoliat.dermatit., tox.epiderm.necrolys., angioed., ac.ren.fail. Not known: Hypokalaem., extrapyramid.disord., hepat. encephalopathy, myop., vis.blurr., Torsade de pointes, Raynaud’s phenomen., worsen.of pre-exist.SLE, ECG QT prolong, incr.bld.gluc./ bld.uric acid

Warnings and special precautions: No rechalleng. aft. angioed.react., pass.through placenta, treatm.to be stopp.& switch.to diff. antihypertens.class if a woman becom.pregn., dual block.of RAAS with concom.ARB’s/aliskiren poss. incr. hypotens./hyperkalaem. risk & decr.ren.funct., collag.vasc.dis./ immunosuppress.ther./concom. allopurinol/ procainamide esp.in case of pre-exist. imp.ren. funct., WBC monit.advis./pt.to report infect. signs, discont.ther.if angioed.assoc.with laryng.oed.occurs & init.appropr.monit./emerg. ther., angioed.hist.unrelat.to ACE-inhib.ther., intest. angioed., delay ther.until 36 hrs.aft.last dos.of sacubitril/valsartan, mTOR inhibits. (e.g. sirolimus, everolimus, temsirolimus) incr.risk for angioed., anaphylact.reacts.dur. low-dens. lipoprot. aphores.with dextr.sulph./dur. hymenoptera desens.treatm., pts.on haemodialys. using cert.high-flux membr., not recomm.in prim. aldosteronism, discont.in hepat.encephalopathy/ photosens, risk of sudd.hypotens.in pres.of pre-exist. Na deplet., monit.plasma K+ lev.freq., urin. Ca excret.reduc.,. hypertens., ischaem.heart dis., cerebr.circulat.insuffic., safety & effic.in hypertens. cris.not est., incr.pulm.oed.incid.in NYHA III & IV HF, hepat.impairm., elderly, concom. NSAID/other meds.with antihypertens.eff., adeq. hydrat., concom.diurets., vol./salt deplet., insul. depend.diabet.mellit., ren.funct./BP/ gluc.monit.in diabet.pts, cerebrovasc.dis., mitral valve stenos., discont.ther.in case of jaund.& mark.hepat. enzym. elev., black pts., maj.surg./dur.anaesthes., hyperkalaem.risk, diab.glycaem.contr.monit. esp. dur.1st mnth.of ther., incr.risk of gout attacks in hyperuricaem., concom.grapefruit juice not recomm., concom. CYP3A4 induc./inhibits., eval. dry cough, avoid in pts.suscept.to malign. hypertherm., electrol.monit.with digoxin, limit concom.simvastatin with amlodipine to 20 mg/day.

Interactions: High.freq.of adv.eff.with concom. ARB’s/aliskiren, incr.hyperkalaem.risk with concom. aliskiren/K+ salts/K+ spar.diuret./ARBs/ NSAIDs/heparins/ciclosporin/tacrolimus/ trimethoprim/ co-trimoxazole, concom.fluoroquin. may precipit.ac.kidn injur., incr.angioed.risk with concom.sacubitril/valsartan., poss.Li toxic., incr. adverse eff.risk with estramustine, bioavail. incr. with grapefruit juice, ventric.fibrill./CV collapse/ hyperkalaem.with concom IV dantrolene, baclofen potent.antihypertens.eff., NSAID’s & high dos. salicylate poss.attenuat.antihypertens. eff., hypoglycaem. eff.of insul.& hypoglycaem. agents incr., incr.angioed.risk with concom recedontril/ mTOR inhibits. (e.g. sirolimus, everolimus, temsirolimus)/ gliptins (eg. linagliptin, saxagliptin, sitagliptin, vildagliptin)/, poss.excess.BP reduct. with diurets., incr.hypokalaem.risk with meds. induc.torsades de pointes, IV amphotericin B/ glucocortic./mineralocortic.& stimul.laxat.incr.risk of low K+lev.effs., digox.tox.effs.favour.by low. K+lev., incr.hypersens.reacts.to allopurinol, poss. incr.amlodipine plasma expos. with CYP3A4 inhib., incr. orthostat. hypotens.risk/incr.antihypertens. eff. with alpha blocks./TCA’s/antipsychot./ anaesthet., antihypertens.eff.enhanc.by other antihypertens., reduc.eff.with corticoster./ tetracosactide, incr.eff.with nitroglycer./other nitrat./vasodilat., allopurin./cytostat/ immunosuppress. /system.corticoster & procainamide incr.leucopen.risk, poss. reduc.antihypertens.eff.with sympathomimets., nitritoid reacts.with concom.inj.gold, lact. acidos. with metformin, iodinat.contrast med.incr.risk of ac.ren.insuffic.in pres.of dehydrat., reduc.urin.Ca elim.poss.incr.Ca lev.with Ca salts, ciclospor.may incr.creatinine lev., concom.tacrolimus bld.lev.incr., concom.simvastatin expos.incr.
 XE "Zestoretic" ZESTORETIC, AstraZeneca
Lisinopril as dihydrate 10(20)mg, hydrochlorothiazide 12,5 mg.

Indications: Mild to mod.hypertens.in pts. stabilis. on their indiv.compon.in same proport.

(S3) TABS. 29/7.1.3/0652, 27/7.1.3/0366
817848-002: 10/12,5 mg, 30, R62,76
797685-006: 20/12,5 mg, 30, R106,68
Dosage: Essent.hypertens: 1 tab once dly. Max 2 tabs once dly.
Contraindications: Anur., hist.of angioneurot. oed. with ACE-inhibit., heredit./idiopath.angioed., pregn. & lactat., sulphonam.sens., aortic.stenos./ hypertroph. Cardiomyopathy, concom.sacubitril/valsartan therap., concom.aliskiren-contain.prod.in diabetic-/ren.impair pts. 

Side effects: Dizzin., fatig., headache, dry cough/ mouth, hypotens., GI disturbs., rash, gout, palpitat., chest discomf., musc.cramps & weakn., paraesthes., asthen., impot., bld.disords., bone marr. depress., hyperglycaem., hypo/hyperkalaem., hyperuricaem., pancreatit., intestin.angioed., hepatit., hepat.fail., jaund., angioneurot.oed., sympt. complex, fev., vasculit., myalg., arthralg/ arthrit., photosens., sialoadenit., vertigo, xanthops., urticar.,resp. distress.incl.pneumonit./ pulm. oed./pulm.infiltrates, sensitiv./anaphylact. reacts., glycosur., electrol.imbal.incl.hyponatraem., restlessn., trans.blurr.vis., ren.fail./dysfunct., interstit. nephrit., MI & CVA second.to excess. hypotens. in high risk pts., tachycard., mood alterat., ment. confus., taste/sleep disturbs., bronchosp., rhinit., sinusit., diaphores., alopec., prurit., psorias.& sev.skin disords.incl.pemphigus/ toxic epiderm.necrolys./Stevens-Johnson syndr.& erythema multiforme, hypoaesthes., uraem./ oligur. & anur., may precipit.exacerb./activ.SLE, gluc. tol.poss.impair., urin.Ca excret.decr., incr. triglycerid./ cholestr.

Special warnigs and precautions: Monit.ser.K.freq., vol/salt deplet. pts., init.ther.in ren.insuffic., if poss. discont. diuret.2-3 day bef.start.treatm., symptomat. hypotens., fluid/electrol.imbal., ischaem. heart dis., cerebrovasc.dis., discont.if incr. bld.urea & serum creatinine occur with no appar. pre-exist.ren.dis., maj.surg./anaesth., incr, angioed.with concom.sacubitril/ valsartan(init.>36hrs aft.last dose), anaphylactoid reacts.exper.in concom. haemodialys. proced.using high-flux membran. AN 69 & densensitisat.treatm., imp.hepat.funct./ progress. liv.dis., angioneurot.oed.hist., safety in childr. not est., concom.K-supplem., K-spar./ contain. agents, poss.dos.adjustm.of anti-diab. meds.

Interactions: Sacubitril/ valsartan, K+-supplem., K+-spar.diuret./ K+-contain.salts partic.with ren.impairm.may incr. ser. K+, Li clear.reduc., addit.eff.with other anti-hypertens. agents, indomethac.may dimin. antihypertens. effic., furth.deteriorat.in ren.funct. of pts.with comprom.ren.funct.receiv NSAID’s, incr. responsiven.to tubocurar.,alcoh., barbits.& narcot. may potent.orthostat.hypotens., corticoster. & ACTH intens.electrol.deplet., NSAID may reduc. eff., poss.decr.respons.to press.amines.

 XE "Zestril" ZESTRIL, AstraZeneca [P/S]
Lisinopril dihydrate.

Indications: Mild to mod.hypertens., adjunct.in CHF, within 24 hrs.aft.ac.MI in haemodynamic. stable pts.

(S3) TABS. V/7.1.3/160, 161, 162.

781681-006: 5 mg, 30, R47,00
781703-018: 10 mg, 30, R47,00
781711-002: 20 mg, 30, R88,91
Dosage: Mild to mod.hypertens: Init.10 mg with usual maint.20 mg/day as sngl.dos. Max. 40 mg/ day. Pts.on diuret: Init. 5 mg/day then adjust accord. to respons. May be incr.at 2-4wk interv.if desir. respons.not achiev.

CHF: Pts.not adeq.contr.by digital.and/or diuret: Init. 2,5 mg once a day. Usual effect.dos.range is 5-20 mg/ day.admin.as sngl.dly.dos. May be incr.at 4wk. interv.when addit.eff.reqd.upto max.35 mg/ day

Acute MI: Start treatm.within 24 hrs.of sympt. onset. Init. 5 mg, follow.by 5 mg aft. 24 hrs., 10 mg aft. 48 hrs.& then 10 mg once dly. In case of hypotens. admin.5 mg dly.as maint.dos.reduc. tempor. to 2,5 mg if necess. Cont.for 6 wks.
Contraindications: Pregn.& nursing mothers, heredit./idiopath.angioed., aortic.stenos./ hypertroph. cardiomyopathy

Side effects: Dizz., headache, diarrh., fatig., N&V, cough, orthostat.eff., rash, asthen., hypersens. reacts., palpit., tachycard., abdom.pain, indigest., dry mouth, hepatit., jaund., pancreatit., mood alterat., ment.confus., paraesthes., vertigo, taste & sleep disturbs., bronchosp., rhinit., sinusit., urticar., diaphores., alopec., prurit., psorias.& sev.skin disords., uraemia, oligur./anuria, ren. dysfunct., ac. ren. fail., impot., sympt.complex, photosens., bld. dyscras.incl.bone marr.depress., agranulocyt.& haemolyt. anaem., hyperkalaem., hyponatraem., hypoglycaem., hepat.fail.

Special precautions: Symptom.hypotens.in vol. depl. pts.& CCF with/without ren insuffic., poss. MI/ CVA with ischaem.heart/ cerebrovasc.dis., imp. ren.funct., ren.artery stenos., concom.diuret., anaphylact. reacts.in dialys.pts.receiv. ACE inhibits. /dur.desensitisat.treatm., maj.surg./dur. anaeasth., incr.angio-oed risk in angio-oed.hist. unrelat. to ACE inhibit.& in black pts., diab.

Drug interactions: Diuret.potent.act., indomethacin dimin.act., furth.deteriorat.in ren. funct. of pts.with comprom.ren.funct.receiv. NSAID’s, Li-elim.dimin., K-supplem., K-spar.diuret. /K-contain. salts partic.in ren.dysfunct.may incr. ser. K.

7.3.9
Angiotensin receptor antagonists
CO-COPALIA (MDR Listing)

CO-DIOVAN (MDR Listing)

CO-EXFORGE (MDR Listing)

CO-MIGROBEN (MDR Listing)

CO-PRITOR (MDR Listing)

CO-TAREG (MDR Listing)

COPALIA (MDR Listing)

DIOVAN (MDR Listing)

EXFORGE (MDR Listing)

MICROGEN (MDR Listing)

TAREG (MDR Listing)

TWYNSTA (MDR Listing)

 XE "Abecard" ABECARD, (Activo Health) Forrester [P/S]

Candesartan cilexetil

Indications: Mild to mod.hypertens.as monother./ concom. with other antihypertens., reduc.mortal.& hospitalisat.due to HF & improv.sympts.in L ventr. systol.dysfunct (LVEF <40%)

(S3) TABS, 46/7.1.3/0231, 0232, 0233

721629-001: 8 mg, 30, R157,55
721630-001: 16 mg, 30, R157,55
721631-001: 32 mg, 30, R157,55
Dosage: Hypertens: Recomm.init.dos.: 8 mg once dly. Usual maint: 8-16 mg once dly. Max. antihypertens. eff.within 4 wks. Dos.may be incr. to max.32 mg once dly.

Heart fail: Recomm.init.dos: 4 mg once dly. with target dos.of 32 mg once dly.achiev. by doubl.dos. at approx. 2 wk.interv.as toler. May be admin in combinat. with other CF treatm.

Contraindications: Angioed.hist. relat.to prev. ther. with ACE inhibits./angiotens.recept.blocks., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., bilat.ren. art. stenos./ stenos.in pres.of sngl.kidn., aort. stenos., concom.K+ spar.diurets., porphyr., Li-ther., safety in pregn.& lactat.not est., safety & effic. in childr. not est.

Side effects: Resp.infects., bld.dyscras., angioed., hyperkalaem., hyponatraem., dizzin., headache, vertigo, ang.pect., MI, hypotens., pharyngit., rhinit., URTI, cough, naus., abnorm. hepat.funct., incr.liv.enzym., hepatit., skin reacts., hyperuricaem., gout, back pain, arthralg., myalg., ren.impairm.incl.ren.fail.

Warnings and special precautions: No re-challenge in case of angioed. hist.relat.to prev.ACE inhibits./ ARB ther., stop ther.& switch to diff. antihypertens. if a woman becom.pregn., discont. ther. if pregn. plann./confirm., adeq.contracept. in women of childbear.potent., excret.in milk of lactat. rats, monit.ser.Li-lev., no exper.in recent kidn. transpl., anaesthes./ surg., HF, correct intravasc. vol.deplet.bef.init.ther., bil./sngl.ren.art. stenos., monit.ser.K+ & creatin.lev.in ren. impairm. /dur. dos.titrat., elderly, mod.hepat.impairm., no exper. in sev.hepat.impairm.&/cholestas., Li-toxic., antihypertens.eff.less in black pts., ren.-angiotens.-aldost.syst.activ., excess.BP decr.in ischaem. cardiopathy/CV dis.poss.result in MI/ stroke, per.ser.K+lev.monit.in HF where concom. ACE-inhib./K+-spar.diuret.not recomm., lact.intol.

Drug interactions: Antihypertens.eff.enhanc.by other antihypertens., add.hypotens.eff.with diurets., incr.ser.K+ with K+-spar.diurets./K+-supplem./ K+-contain.salt substit./other drugs incr. K+-lev., incr.ser.Li lev./toxic.
 XE "Abecard Co" ABECARD CO, (Activo Health) Forrester Pharma [N/P/S]

Candesartan cilexetil 16 mg, hydrochlorothiazide 12,5 mg

Indications: Hypertens.when monotherap.not suffic.

(S3) TABS, 46/7.1.3/0230

3006250-001: 16/12,5 mg, 30, R170,20
Dosage: 1-2 tabs once dly with/-out food. Antihypertens. Eff.usual.achiev.within 4 wks.

Contraindications:Hist.of/ current basal cell carcin.&/or squam.cell carcin.of skin & lip, hypersens.to sulfonam.deriv meds., angioed.hist.relat.to prev.ACE-I./ ARBs, heredit./ idiopath. angioed.,hypertroph.obstruct.cardiomyopathy, aort.stenos., concom.aliskiren-cont.products, sev.imp.ren.funct., bil.ren.art. stenos., stenos.in pres.of sngl. kidn., Addison’s dis., anur., concom.K+ spar.diurets, sev.hepat.impiar.& or cholestas., porphyr., gout, refract. hypokalaem.& hypercalcaem., Li-ther., pregn.& lactat.,safety & effic.in childr.not est.,
Side effects: Freq.: Candesartan: Resp.infect., dizzin./ vertig., headache.HCTZ: Electrol.imbal., vertig./ light-headedn., glucosur., weakn., incr.cholest.& triglycer. Less freq: Candesartan: Leukopen., thrombocytopen., agranulocyt., neutropen., hyperkalaem., hyponatraem., angina pect., MI, hypotens., pharingit., rhinit., URTI, cough, naus., abnor.hepat.func., hepatit., urticar., prurit., rash, hyperuricaem./ gout, back pain, myalgia, arthralg., impair.ren.funct., incr.creatinin./ urea/ K+/ liv.enzym., decr.Hb/ haematocr. HCTZ: Hypersens.reacts.incl.skin rash./ fev./ pulmon.oed./ pneumonit., anaphylax., neutropen./ agranulocyt., thrombocytopen., granulocytopen., leukopen., bone marrow suppress., aplast.& haemolyt.anaem., anorex., gout, depress., sleep disturb., restlessn., paraesthes., trans.blurr.vis., card.dysrhythm., orthostat.hypotens., vasculit., necrotis.angiit., postur.hypotens., resp.distress, pulmon.oed.with granulocyt.infiltrat.& IgG deposit.in alveol.membr., apetit.loss, anorex., N&V, diarrh., gastr.irritat., dyspep., constipat., pancreatit., abdom.pain., upset stomach, hepat.funct.impairm., jaund., urticar.& othr.rash, photosens., TEN, cutan.lupus erythrematos.-like reacts., reactivat of cutan.lupus erythrematos, lower back-/ side pain, muscl.sp., ren.disfunct., interstit.nephrit., decr.sex.abilit., impoten., erect.dysfunct., fev., incr.urea/ ser.creatinin./ uric acid/ K+/ ALT/ AST/ bld.gluc., decr.Hb. Freq unknown: Candesartan: Angioed., diarrh. HCTZ: NMSC, glycosur., hypomagnesaem., advers.changes in plasma lipids, red.Ca excret., headache, dizzin., yellow vis., ac.myop., second.angle-clos.glauc., sialadenit., diarrh., ren.fail. 

Special warnings and precautions: Stop.treatm.& switch.to a diff.class meds.when pregn.confirm., if pregn.plann.consid.alt.meds., women of childb.age to use eff.contracept., concom. warfar., hypersens.to hctz in pts with/-out hist.of allergy/ bronch.asthma, exacerbat./activat.of SLE, incr.risk NMSC, check skin regul.for lesions, limit & protect skin from sunlight, not to be used in pts. with aortic/mitr.valve stenos./ obstruct hypertroph.cardiomyopathy, not initiat.in IV vol.deplet.pts., impair.hepat.funct./progress.liv.dis., incr.serum creatin./bld.urea in bil.ren.artery stenos.pts., monit.K+/ creatin.& uric acid in imp.ren.funct., no exper.in rec.kidn.transpl., incr.risk of S/E with concom.ACEI, monit.of ser.K+& creatin.in HF, concom.meds.that affect renin-angiotens.-aldosterone syst., pts.with primar.hyperaldosteron., hctz (sulfonam.)may cause trans.myop.& ac.angle-clos.glaucom., photosens.reacts., concom.K+-spar.diuret./K+supplem. /salt substit./ meds.that incr.or may incr.ser.K+ lev.electrol.imbalan., surg./anaesthes., poss.dos.adjustm.of anti-diab. meds., incr.uric acid and may worsen.gout., incr.cholest./triglycer.lvl., excess.BP reduct.in ischaem.heart-/cerebrovasc.dis.may result in MI/ stroke, contains lact.

Interactions:Candesartan: Aliskiren, othr.antihypertens., K+-spar.diuret., diuret., Li.HCTZ: Hypokalaem eff.incr.by kalliuret.diuret./ laxat./ corticoster./ adrenocorticotr.horm./ amphoteric./ carbenoxol./ pen.G & salicyl.acid deriv., NSAIDs may red.eff.& incr.ren.fail.risk, bioavailabil.inr.by anticholinerg.meds., pos.haemolyt.anaem.with methyldopa, ortost.hypotens.with alcoh./ barbit./narcotics, incr.amantadine tox.in comb., incr.dysrhyth.risk with amiodarone, decr.anticoag.eff of warf./anticoagul., dose adj.of antidiabet.meds, enhance antihypert.eff with baclofen/ amifostine/ TCAs/neurolept., enhanc.hyperglycaem.eff.of ß-block.& diazoxide, monit.ser.Ca lvl with Ca supplem./Vit.D, colestipol/cholestryamine decr.absorpt.admin.1hr before/4 hrs after, digoxin toxicit., dopamine incr.diuret.eff., othr. hypokalaem.caus.meds., non-depolar.neuromusc.block.meds eg.tubocurarine incr.resp.to muscl.relax., ciclosp.may incr.hyperuricaem risk, reduc.ren.excret.of cytotox.meds.& potent.myelosuppress.effs., othr.antihypertens., decr.arter.respons.to press.amines, sympathomim.may antag.eff., incr.risk of ren.insuffic.with high dos.iodinat.contrast media Meds eff.by ser.K+ disturb.: Digitalis glycosides & antidysrhyth.Class Ia (eg.quinidine/ hydro-/ disopyramide) Class III (eg.amiodarone/ sotalol/ dofetilide/ ibutilide), some antipsychotics (eg.thioridazine/ chlorpromazine/ levomepromazine/ trifluoperazine/ cyamemazine/ sulpiride/ sultopride/ amisulpride/ tiapride/ pimozide/ haloperidol/ droperidol) bepridil/ cisapride/ diphemanil/ erythromyc.IV/ halofantrine/ ketanserin/ mizolastine/ terfenadine/ pentamidine/ sparfloxacin/ vincamine IV.

 XE "Adco-Valsartan" ADCO-VALSARTAN, AI Pharm Ltd [P/S]

Valsartan

Indications: Mild to mod.hypertens., HF(NYHA class 11-1V), improv.surviv.foll.MI in clinic.stable pts. with S&S/radiolog.evid.of left ventr.fail.&/left ventr. syst.dysfunct.

(S3) TABS. 44/7.1.3/0521, 0522

723946-001: 80 mg, 30, R81,18
723947-001: 160 mg, 30, R81,18
Dosage: Hypertens: Recomm.dos: 80 mg or 160 mg once dly. Subst. eff.pres.with.2 wks.& max. eff.aft. 4 wks. Dos.incr.to 320 mg dly.or diuret. add. in pts.not adeq.control. May be admin. with other antihypertens.agents.

Post MI: May be init.as early as 12 hrs aft.MI in clinic.stab.pts. Aft.init dos. of 20 mg 2x dly., ther.to be titrat.to 40 mg, 80 mg & 160 mg 2x dly over next few wks. Start.dos provid.by 40 mg scor.tabl. Targ. dos: 160 mg 2x dly. Dos. lev.of 80 mg 2x dly. to be achiev.by 2 wks.aft.init.& targ.max.dos.by 3 mnths. depend.on.toler.dur.titrat. Cons.dos. reduct. should sympt.hypotens./ren.dysfunct. occur.

Heart fail: Recomm.dos: 40 mg 2x dly. Up-titrat.to 80 mg & 160 mg 2xdly to be done to high.dos.toler. Dos.reduct.of concom.diurets.may be cons.

Contraindications: Angioed hist. relat.to prev. ther.with ACE-inhibits./angiotens. recept.blocks, heredit./idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.liv.fail./bil.cirrhos./ cholestas., sev.ren.impairm.& dialys.pts., bil.ren. artery stenos., ren.artery stenos.with sngl.kidn., aort. stenos., concom.K+ spar.diurets., porphyr., Li-ther., safety in pregn.& lactat.not est.
Side effects: Vir.infects., URTI, bld.dyscras., hypersens. incl. ser.sickn.& angioed., psych./eye / GI disords., decr.libido, dizzin., neuralg., headache, CNS effs., conjunctivit., CF, orthostat.hypotens., vasculit., haemorrh., cough., epistax., skin reacts., back/ musc.pain, musc.cramps, arthrit., arthralg., kidn. dysfunct., ac.ren.fail., fatig., asthen., oed., elev.LFT.

Special precautions: No re-challege.aft. angioed. react., adeq.contracept.in women of childbear. potent., hyperkalaem., ther.to be stopp. & switch.to anoth.class of antihypertens.meds.if pregn. confirm./plann., symptomat.hypotens.poss occur in sod.&/ vol.deplet.pts.such as those receiv. high diuret.dos.&/in mod.or sev.ren impairm., Na &/vol.deplet.correct.bef.init.ther., monit.ser. K+conc. esp.elderly with ren.impairm., hepat. impairm. hist., post-MI, where ren.funct. depend. on renin-angiotens.-aldost.syst., incr. mortalit. in HF with concom.ACE inhib./beta-block., ren.funct. monit.in post-MI & HF, not indic.for childr.& adolesc.
Drug interactions: Tox.bld.conc.with concom.Li, antihypertens.eff.antagon.by NSAID’s, antihypertens. eff.poss.reduc.with sympathomimet., incr.ser.K+ lev with K+ spar. diurets./ K+ supplem./K+salt substit.
 XE "Amlodipine/Valsartan Biotech" AMLODIPINE/VALSARTAN BIOTECH, Biotech [P/S]

Amlodipine besilate 5 mg, valsartan 160 mg.

Amlodipine besilate 10 mg, valsartan 160 mg.

Indications: Mild to mod.essent.hypertens.in pts. whose BP normalis.on same dos.of indiv.compon.

(S3) TABS. 50/7.1.3/0851, 0852

3005431-001, 5/160 mg, 30, R171,26
3005432-001, 10/160 mg, 30, R201,73
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch. Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-I./ ARB., heredit./idiopath. angioed., hypertroph.obstruct.cardiomopathy, aort. stenos., sev.ren.impairm., bilat.& unilat.ren.artery stenos., concom.K+spar.diurets., porphyr., Li.ther., pregn.& lactat. sev. hypotens., shock incl.cardiogenic-, haemodynamic.unstable heart fail.aft.ac. MI, concom.fluoroquionolones in mod.to sev.ren. impairm.& elderly, concom. aliskiren-contain.prod.,sev.hepat.impair./ biliary cirrhos./ cholestas.
Side effects: Amlodipine/valsartan: Freq: Hypokalaem., headache, hot flush./ flush, nasopharyngit., influenza, fatig., asthen., oed., fac.-/peripher.-/pitting oed. Less freq: Hypersens., anorex., hypercalcaem., hyperlipidaem., hyperuricaem., hyponatraem., anx.,abnorm.coordinat., dizzin., somnol., postur. dizzin., paraesthes, vis.disturbs./-impair., vertigo, tinnit., tachycard., palpitat., orthostat.hypotens, hypotens., syncope, cough, pharyngolaryng.pain, diarrh., naus., upper abdom.pain/-discomf., constip., dry mouth, rash, erythema., exanthema, prurit., hyperhidros., joint swell., back pain, arthralg., musc. spasm, sensat.of heavin., pollakiur., polyur., erect. dysfunct. Amlodipine: Freq: Headache, somnol., dizzin., palpitat., flushing, naus., upper abdom.pain/-discomf., ankle swell, fatig.,oed. Less freq: Leucopen., thrombocytopen., hypersens., angioed., erythema multiforme, hyperglycaem., depress., insom./ sleep disturb., mood swing., confus., dysgeus.,hyperton., paraesthes., periph.neuropathy, neuropathy, trem., hypoesthes., vis.disturbs./-impair., dysrythm., MI, cough, vasculit., syncope, hypotens., dyspn., rhinit., change bowel habits, dyspeps., gastrit., gingiv. hyperplas., dry mouth, constip., diarrh pancreatit.,vomit.,abnorm.LFT incl bld bilirub.incr., hepatit., intrahepat.cholestas., jaund., alopec., exanthema, hyperhidros., photosens., prurit., purpura, rash, skin discolourat., urticar., exfoliat.dermatit., SJS, quincke oed., myalg., arthralg., back pain, musc.sp., micturit.,noctur., pollakiur., gynaecomast., impot., malaise, discomf., asthen., non card.chest pain, pain, incr.-/decr.weight.Freq.not known: TEN, extrapyram.syndr.Valsartan: Less freq: Vertigo, cough., upper abdom.pain/-discomf. Freq unknown: Decr.haemoglob.& haematocrit, neutropen., thrombocytopen., hypersens., vasculit., abnorm.LFT incl bld bilirub.incr., bull.dermatit., angioed., rash, prurit., myalg., incr.bld.creatinine, ren.impairm./.fail, incr,serum K+ 
Special warnings and precautions: Discont.if pregn., eff.contracept.in women of childbear.pot., no re-challenge aft.angioed.react., high.freq.of hypotens./ hyperkalaem.& decr.ren.funct.with dual block.of RAAS, symptomat.hypotens., mild-mod.hepat./ sev.ren.impairm., unilat.ren.artery stenos., no safety exp.after kidney transpl., ren.funct.monit.bef.& dur. concom./separ/fluoroquinol.treatm., bil.obstruct. disords., concom. K+-spar.diuret./K+ supplem./K+ salt substit. or meds.incr. K+lev., Na & vol.deplet. theref. correct.bef.init.ther., safety & effic.in childr.<18 yrs not est., avoid in pts with primary hyperaldosteronism, evaluate ren.funct.in HF/post MI., CHF, mitral stenos./signif.aortic stenos. 
Interactions: Other antihypertens./meds cause hypotens eff. Amlodipine: incr. bioavail. with grapefruit/-juice incr.BP low eff., strong-mod. CYP3A4 inhibit.may signific.incr. expos., inr.risk hypotens.with clarithromycin, plasma conc. vary. with CYP3A4 induc.eg. anticonvuls., rifampic., Hypericum perforatum, expos.of concom. simvastatin incr., hyperkalaem. with dantrolene, incr.tacrolimus bld lvl. Valsartan: Ser.Li conc.incr./toxic., incr.K+ lev with K+-spar.diuret./K+ supplem.or K+salt substit./ other meds.that may incr.K+ lev. antihypertens.eff.attenuat.by NSAID’s, incr.K+/ risk of ren.funct.worsen.with NSAIDs, inhibits.of uptake transporter (rifampicin, ciclosporin)/ efflux transporter (ritonavir) incr. system. expos., dual blockade of RAAS with aliskiren incr.S/E, fluoroquinol.poss.precipit. ac.kidn.injury.
 XE "Amzaar" AMZAAR, Organon
Amlodipine 5(5) mg, losartan potassium, 50(100) mg.

Indications: Essent.hypertens.in pts.stabilis.on same dos.of indiv.compon.

(S3) TABS. 46/7.1.3/0559, 0560

3000160-001: 5/50 mg, 30, R237,18
3000161-001: 5/100 mg, 30, R237,18
Dosage: May be admin.with other class.of antihypertens.meds.

Recomm.dos: 1 tab./day. Usual dos: 5/50 mg dly. Max. dose: 5/100 mg dly

Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., heredit./idiopath. angioed., hypertroph. obstruct.cardiomopathy, sev. ren. funct.impairm., bilat.& unilat.ren.artery stenos., aort.stenos., concom.K-spar.diuret (e.g. spironolactone, triamterene, amiloride)/Li.ther., porphyr., pregn.& lactat., concom.renin antagon. eg. aliskiren, hepat.impairm.

Side effects: Common: Dizzin., headache, asthen. Uncommon: Somnol., palpit., flush., orthostat. hypotens., dyspn., cough, abdom. discomf/ pain, diarrh., dyspeps., naus., reflux oesophagit., prurit., urticar., pollakiur., fatig., chest discomf., back/chest pain, early satiety, periph./ pitt. oed., oed., swell., tachycard., vertigo, musc. cramp/weakn., insomn., pharyngit., sinus disord., URTI, leukopen., purpura, thrombocytopen.., angioed., hyperglycaem., thirst, incr.appet., sex. dysfunct., nervousn., depress., abnorm.dreams, anx., depersonalisat., amnes., hypoaesthes., periph. neuropathy, paraesthes., trem., dry mouth, incr. sweat., agitat., abnorm.vis., conjunctivit., diplop., eye pain, abnorm.vis.accommodat., xerophthalm., tinnit., vertigo, dysrhythm., bradycard., card.fail., pulse irreg., extrasystol., hypotens., periph.ischaem., syncope, postur. dizzin., postur.hypotens., vasculit., epistax., rhinit., parosm., anorex., constipat., dysphag., flatul., pancreatit., vomit., gingiv. hyperplas., gastrit., taste pervers., erythema multiforme, rash/rash erythemat./ rash maculopapul., skin discolourat., skin dryn., alopec., dermatit., cold & clammy skin, arthralg., arthros., myalg., twitch., atax., hyperton., micturit.freq./disord., noctur., dysur., polyur., allerg. react., malaise, pain, rigors, weight incr./decr., migraine, apathy. Unknown: Anaphylact. reacts., angioed., vasculit.incl. Henoch-Schönlein purpura, anaem., thrombocytopen., dysgeus., hepatit., liv.funct. abnormalit., erythroderm., photosens., gynecomast., jaund. 

Warnings and special precautions: No re-challenge aft.angioed.react., safety & effic.in childr.<18 yrs.not est., ther.to be discont.if pregn. confirm. & switch to altern.class. antihypertens., dual block.of RAAS with ARB’s/ACE inhibit./ aliskiren assoc.with high. freq.hypotens./ hyperkalaem. & decr.ren.funct., correct.intravasc. vol. deplet.bef.init., ren.& hepat.impairm., address electrol.inbal.in ren.impairm.with/-out diab., hyperkalaem. with concom.meds.incr.K+lev., poss. deteriorat.of ren.funct.in suscept.indiv.as conseq. of renin-angiotens.syst.inhibit., angina/MI worsen. aft. start./ dos.incr, foet.toxic., neonat.expos.in utero, monit.for adeq.clinic.eff.with concom. CYP3A4 induc., monit.for sympts. of hypotens./ oed. with concom CYP3A4 inhibits.

Interactions: Poss.reduc.act.metabol.lev.with rifampicin/fluconazole, incr.ser.K+ lev with K--spar. diuret./ K- supplem.or K-salt substit./other meds. that may incr.K+ lev., reduc.Li excret., antihypertens. eff.poss.attenuat.by NSAIDs incl. select. COX-2 inhib., pos.incr. amlodipine plasma expos. with CYP3A4 inhib.
 XE "Annin" ANNIN, Aurogen [P/S]

Losartan

Indications: Hypertens.

(S3) TABS. 43/7.1.3/0494, 0495
716494-001: 50 mg, 30, R67,25
716495-001: 100 mg, 30, R67,25
Dosage: Init.& maint dos: 50 mg once dly. Max. eff. attain. 3-6 wks.aft.init.ther. May be incr.to 100 mg once dly. May be admin.with other antihypertens.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotens. recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, mod.to sev.ren.funct.impairm. (creatin.clear. <30 ml/min.)., bil.ren.artery/aort.stenos., ren.artery stenos.with sngl.funct.kidn., concom.K+ spar. diuret. /Li-ther., porphyr., Addison’s dis.combin. with thiaz.diurets., anur., sulphonamid.-deriv.sens., safety in pregn.& lactat. not est., safety & effic.in childr. not est., lact.intol.
Side effects: Orthostat.hypotens., dizzin., headache, skin reacts., asthen., fatig., back/chest pain, oed., palpitat., tachycard., GI disturbs., musc. cramps, insomn., migraine, URTI, cough, nas. congest., sinus disord., pharyngit., angioed., poss. ren. fail.in imp.ren.funct., hyperkalaem.

Special precautions: No re-challenge aft. angioed. react., poss.tox.Li-conc., discont.ther. when pregn.plann./confirm., adeq.contracept.for women of childbear.age, vol.deplet.to be correct. bef. init.ther./admin.low.dos., hepat.impairm.hist., where ren.funct.depend.on renin-angiotensin-aldoster. syst. eg.sev.CHF, ren.artery stenos.

Drug interactions: Eff.potent.by meds./other agents low.BP, poss.hyperkalaem. eff.with K+-spar.diuret./ K+ supplem./other agents caus. hyperkalaem., NSAID’s may antagon.eff., poss. interacts.with drugs aff.cytochrome P450 isoenzym.

 XE "Annin Co" ANNIN CO, Aurogen [N/P/S]

Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos. of these indiv.ingreds.

(S3) TABS, 45/7.1.3/1054, 1055

3007075-001: 50/12,5 mg, 30, R88,11
3007076-001: 100/25 mg, 30, R97,72
Dosage: May be admin.with antihypertens.agents Ca chann.block & beta-block. Max dose 100/25 mg once dly. Max.therapeut.eff.attain.within 3 wks.
Contraindications: Angioed.hist relat.to prev.ACE/ARB ther., heredit. / idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., bil./sngl.ren.artery stenos., aort. stenos., concom.K+-spar.diuret., porphyr., Addison dis., anuria, sulphonamide deriv. meds. hypersens., Li ther., pregn., lactat., hepat. impairm., concom.aliskiren cont.products, concom.fluoroguin.in mod.-sev.ren. impairm., hist./ current basal cell carcinoma &/ squamous cell carcinoma of skin & lip,  S&E.in paed.pts. not est.

Side effects: Freq.: Dizzin., asthen., fatig., headache, insomn., palpitat., tachycard., cough, nas.congest., pharyngit., sinus disords., URI, diarrh., abdom.pain, naus., dyspeps., back pain, muscl.cr., oed., chest pain, hyperkalaem., incr.ALT Less freq.: Orthostat.hypotens., rash, thrombocytopen., leukopen., agranulocytos., haem.anaem., anorex., hyperuricaem., hyperglycaem., paraesthes., resp. distress incl.pneumonit. & pulm.oed., vomit., constipat., pancreatit., jaund., urticar., photosens., necrotis.angitis., glycosur. Post market.: Aplast.anaem., thrombocytopen., anaphylact.reacts., angioederna, electrol.imbal.incl hyponatraem.& hypokalaem., restlessn., disgues., xanthopsia, blurr.vis., vertig., hypotens., vasculit.incl. Henoch-Schoenlein purpur., cough, gastric irritat., sialoadenit., diarrh., vomit., hepatit., purpur., prurit., TEN, cutan.lupus erythemat., urticar., erythroderm., photosens., cramp., muscl.sp., myalg., athralg., ren.dysfunct., interstit.nephrit., ren.fail., fever, weakn., malaise, liv.funct.abnorm.

Special warings and precautions: Should women become pregn.on treatm.stop immed.& switch to altern.therap., monit. angioed. pts., hepat.& ren.impairm., correct vol.deplet.bef. init., perform period.serum electrolytes, poss.dose adjust.of antidiab.meds., disc.before parathyroid funct.test, poss.incr.in cholester.& trigliserides, may precipit. gout/ hyperuricaem., no exp.in recent kidney transpl., not recomm. for primar. hyperaldosteron.pts., coronary heart- & CV dis., risk of sev.arter.hypotens.& ren.impairm.in HF pts., pts.with aortic-/ mitral stenosis or obstruct.hyperthroph. cardiomyopath., risk of NMSC, pts.to reg.check for skin les., limit sun expos., hypersens. reacts., exacerbat.of SLE, cont.lactose.

Interactions:Losartan: Reduc.lev.with rifampic.& fluconazole, concom. fluoroquinolones may cause ac.kidney injur.,concom.meds block angiotens.II, addit.hyperkalaem.eff.of K+-spar.diuret./ K+ supplem./ K+ salt substit.& other meds.caus. hyperkalaem., reduc.Li excret., NSAIDs (incl.COX-2-inhib.) may reduc. antihypertens.eff., in pts.with compromis. ren.funct.concom.NSAIDs result in further ren.deteriorat.& poss.ac.ren.fail., aliskiren. Hctz: Alcoh./ barbit.& narcot. potent. orthostat.hypotens., other antihypertensives, cholestyramine/ colestipol reduc.hydrochlorothiaz. absorpt., corticoster./ ACTH/ glycyrrhizin (in liquorice) intensif.electrol. deplet. partic. hypokalaem., poss.decr.response to amines (norepinephrine), incr.respons to muscl.relax., red.Li ren.clear., NSAIDS red. diuret., natriuret.& antihypertens.eff., safety in breastfeed.not est.

 XE "Aprovel" APROVEL, Sanofi-Aventis [P/S]
Irbesartan

Indications: Essent.hypertens.alone/combin.with other antihypertens., diabet. nephropathy with elev.ser.creatinine & proteinur.in type II diab.& hypertens.

(S3) TABS, 31/7.1.3/0633, 0634

837814-006: 150 mg, 28, R307,69
837822-009: 300 mg, 28, R301,24
Dosage: Init.& maint.dos: 150 mg once dly. If control insuffic.dos.may be incr.to 300 mg or other antihypertens.may be add.

Hypertens.with type 2 diabet.ren.dis: Pref. maint. dos: 300 mg once dly.

Contraindications: Angioed.hist.relat.to prev. ARB ther., heredit./idiopath.angioed., hypertroph. obstruct. cardiomyopathy, mod.to sev.ren.funct. impairm., bi-/ unilat.ren.art.stenos.in pres.of sngl. kidn., aort.stenos., concom.K-spar.diurets., porphyr., concom.thiaz.diurets.in Addison’s dis., anur., sulphonam.hypersens., Li-ther., safety in pregn.& lactat.not est., safety & effect.in paed. pts.not est.

Side effects: Poss.Li toxic., hypotens., dizzin, tachycard., cough, N&V, diarrh., dyspeps., sex. dysfunct., fatig., chest pain, oed., headache, hyperkalaem., hypersens. reacts., incr.liv.funct. tests, jaund., hepatit., vertigo, asthen., myalg.

Special precautions: No re-challenge aft. angioed.react., vol./Na deplet.pts., ren.funct. chang. in suscept.indiv., treatm.to be stop.& chang. if pregn. occurs, poss.foet./neonat.morbid. / mortalit., adeq.contracept.in women of child-bearing potent., excret.in milk of lactat.rats, cons. benef./risk in lactat., monit.pts.at hyperkalaem. risk, lact.intol., monit.K/creatin.lev.in imp.ren. funct., renin-angiotens.-aldosterone syst. activ.

Drug interactions: K-spar.diuret., K-supplem.or salt substit.contain.K may lead to incr.serum K.

 XE "Arlozyb" ARLOZYB, Macleods [P/S]

Amlodipine besilate 5(10) mg, valsartan 160(160) mg.

Indications: Mild to mod. essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS.: 50/7.1.3/0313, 0314

3005297-001: 5/160 mg; 30; R146,40
3005298-001: 10/160 mg; 30; R157,80
Dosage: Pts.using same compon.dos.from separ.tabs.may be switch.

Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-I./ ARB., heredit./ idiopath.angioed., hypertroph.obstruct.cardiomopathy, sev.ren.impairm., bilat.& unilat.ren.artery stenos., aort. stenos., concom.K+-spar.diuret.(eg. spironolactone, triamterene, amiloride), concom.fluoroquinol.in mild to mod.sev.ren.impairm., porphyr., Li.ther., concom. aliskiren-contain.prod., sev.hepat. impairm., bil.cirrhos./ cholestas., sev.hypotens., shock incl.cardiogen., haemodynamic.unstable HF aft.ac.MI, pregn.& lactat.

Side effects: Amlodipine/valsartan: Freq: Hypokalaem., headache, hot flush./ flush, nasopharyngit., influenza, fatig., asthen., oed., fac.-/peripher.-/pitting oed. Less freq: Hypersens., anorex., hypercalcaem., hyperlipidaem., hyperuricaem., hyponatraem., anx.,abnorm.coordinat., dizzin., somnol., postur. dizzin., paraesthes, vis.disturbs./-impair., vertigo, tinnit., tachycard., palpitat., orthostat.hypotens, hypotens., syncope, cough, pharyngolaryng.pain, diarrh., naus., upper abdom.pain/-discomf., constip., dry mouth, rash, erythema., exanthema, prurit., hyperhidros., joint swell., back pain, arthralg., musc. sp., sensat.of heavin., pollakiur., polyur., erect. dysfunct. Amlodipine: Freq: Headache, somnol., dizzin., palpitat., flushing, naus., upper abdom.pain/-discomf., ankle swell, fatig.,oed. Less freq: Leucopen., thrombocytopen., hypersens., angioed., erythema multiforme, hyperglycaem., depress., insom./ sleep disturb., mood swing., confus., dysgeus.,hyperton., paraesthes., periph.neuropathy, neuropathy, trem., hypoesthes., vis.disturbs./-impair., dysrythm., MI, cough, vasculit., syncope, hypotens., dyspn., rhinit., change bowel habits, dyspeps., gastrit., gingiv. hyperplas., dry mouth, constip., diarrh pancreatit.,vomit.,abnorm.LFT incl bld bilirub.incr., hepatit., intrahepat.cholestas., jaund., alopec., exanthema, hyperhidros., photosens., prurit., purpura, rash, skin discolourat., urticar., exfoliat.dermatit., SJS, quincke oed., myalg., arthralg., back pain, musc.sp., micturit.,noctur., pollakiur., gynaecomast., impot., malaise, discomf., asthen., non card.chest pain, pain, incr.-/decr.weight.Freq.not known: TEN, extrapyram.syndr.Valsartan: Less freq: Vertigo, cough., upper abdom.pain/-discomf. Freq unknown: Decr.haemoglob.& haematocrit, neutropen., thrombocytopen., hypersens., vasculit., abnorm.LFT incl bld bilirub.incr., bull.dermatit., angioed., rash, prurit., myalg., incr.bld.creatinine, ren.impairm./.fail, incr.serum K+
Special warnings and precautions: No re-challenge aft.angioed.react., discont.& switch to diff.class if pregn occurs, correct Na & vol.deplet.condits.prior to admin., K+-spar.diuret./ K+ supplem.or K+salt substit./other meds.poss.incr. K+ lev with freq.monit., unilat.ren.artery stenos., no exper.with rec.kidn.transplant, mild to mod.hepat.impairm., bil.obstruct.disords., do not treat prim. hyperaldosteron.pts., eval.ren.funct.in HF & post MI, CHF, mitr.valve stenos., eval.& monit.ren.funct. with concom.fluoroquinol., safety in pregn.& lactat.not est., discont.if pregn.plann./ confirm., effect.contracept.in women of child bear.age, amlodipine excret.in human milk, eval.poss.effs. bef.driv./ perform.complicat.tasks, S&E.in pts.<.18 yrs.not est.

Interactions: Amlodipine: Incr.antihypertens.eff. with antihypertens./ meds.caus.hypotens.effs., incr.BP low.effs.with grapefruit, incr.expos.with concom.strong-mod.CYP3A4 inhibit., var.plasma conc.with CYP3A4 induc., incr.simvastat.expos., ventric.fibrillat.& CV collapse assoc.with hyperkalaem. aft.verapam.& IV dantrolene admin., tacrolimus bld.lev.incr. Valsartan: Revers.incr.in ser. Li conc., incr.K+ lev with K+-spar.diuret./ K+ supplem. or K+salt substit./ other meds.that may incr.K+ lev., attentuat.of antihypertens.eff.with NSAID’s & worsen.ren.funct.& incr.ser.K+, inhibit. of uptake transport/ efflux transport.incr.syst.expos., dual block.of RAAS with ARBs/ACE-I./ aliskiren assoc.with high.advers.effs., ac.kidn.injur.precipitat.with fluoroquionol.
 XE "Atacand" ATACAND, AstraZeneca [P/S] 

Candesartan cilexetil

Indications: Mild to mod.hypertens.alone/ concom. with other antihypertens., reduc.mortality & hospitalisat.due to HF & improves sympts.in L ventric. systol.dysfunct.

(S3) TABS, 32/7.1.3/0099, 0100, A39/7.1.3/0244

856096-009: 8 mg, 28, R278,05
856118-002: 16 mg, 28, R318,89
711287-001: 32 mg, 28, R355,30
Dosage: Hypertens: Recomm.init.dos.: 8 mg once dly. Usual maint: 8-16 mg once dly. Poss.addit. benef. by incr.dos.to 32 mg once dly.

May be used as monother./combinat.with other antihypertens.

Heart fail: Recomm.init.dos: 4 mg once dly. Up titrat.to target dos.of 32 mg once dly.or high.tol. dos. is done by doubl.dos.at interv.of at least 2 wks.

May be admin.in combinat.with other HF treatm.

Contraindications: Sev.imp.ren./hepat.funct. <15 ml/ min., pregn.& lactat., bilat.ren.artery stenos. /stenos.in pres.of sngl.kidn., aortic valve stenos./hypertroph.obstruct.cardiomyopathy, angioed. to prev expos./angiotensin recept.block or ACE inhibit.expos., galact.intol.Lapp lactase defic/ gluc.-galact.malabsorpt.

Side-effects: Resp.infects., dizzin., headache, hypotens., hyperkalaem., ren.impairm., bld. dyscras., hyponatraem., liv.enzyme incr., abnorm. hepat.funct., hepatit., angioed., rash, urticar., prurit., back pain, ren.impairm.

Special precautions: Monit.ser.K & creatin.lev in sev. imp.ren.funct., antihypertens.eff.less in black pts., discont.immed.in pregn., safety & effic. in childr.not est., correct intravasc.vol.deplet.bef. init. ther., ren.art.stenos., no exper.in recent kidn. transpl., no exper.in sev.hepat.impairm./ cholestas., haemodynam.relev.aort./mitr.valve stenos., obstruct.hypertroph.cardiomyopathy, anaesthes./ surg., consid.low dos.in monit.ser.Li-lev.with concom.use, excess.BP decr.in ischaem. cardiopathy/CV dis.poss.result in MI/stroke.

Drug interactions: Incr.ser.K with K-spar.diurets. / K-supplem./K-contain.salt substit./other drugs incr.K-lev., poss.incr.ser.Li-conc., antihypertens.eff. enhanc.by other antihypertens.

 XE "Atacand Plus" ATACAND PLUS, AstraZeneca [N/P/S]

Candesartan cilexetil 32(32) mg, hydrochlorothiazide 12,5 (25) mg

Indications: Essent.hypertens. in pts.stabilis.on same dos.of indiv.compon.

(S3) TABS, 43/7.1.3/0922, 0923

717580-001: 32/12,5 mg, 28, R355,30
717723-001: 32/25 mg, 28, R355,30
Dosage: Recomm.dos: 1 tab.dly. Antihypertens. eff. gen.attain.within 4 wks.

Contraindications: Hypersens.to sulfonam. deriv meds., pregn.& lactat., mod.to sev.ren./ hepat. impairm.&/cholestas., hypokalaem., hypercalcaem., bil.ren.artery stenos., stenos.in pres.of sngl.kidn., aortic valve stenos., hypertroph. obstruct. cardiomyopathy, angioed. from prev.ARB or ACE inhib.expos., gout, Addison’s dis., porphyr.

Side effects: Bld.dyscras., hyperkalaem., hyponatraem., incr.liv.enzymes, abnorm.hepat. funct., hepatit., angioed., rash, urticar., prurit., back pain, ren.impairm., hyperglycaem., hyperuricaem., electrol.imbal., tachycard., headache, dizzin., resp.-/UT infects., cough, fatig., lightheadn., vertigo, glycosur., weakn., cholester./triglycer./ser.creatinine incr., dyslipidaem., postur.hypotens., GI disturbs., photosens., anaphylact.reacts., sleep disturbs., depress., restlessn., paraesthes., trans.blurr.vis., card. arrhythm., necrotis.angit., resp.distress, pancreatit., jaund., tox.epiderm.necrolysis, cutaneous lupus erythematosus-like reacts., re-activat. of cutaneous lupus erythematosus, musc. spasm., interstit.nephrit., fev., exacerb./activ. SLE.

Special precautions: Monit.K+/creatinine & uric acid in sev.imp.ren. funct., no exper.in ren. transplant, treatm.to be stop.& chang.if pregn. occurs, prolong.INR & bleed.complicat.with concom. warfar., Li toxic., period.monitor.of ser. K+ with concom.diuret.which induc.hypokalaem.& hypomagnesaem., safety & effic.in childr.not est., poss.adjustm.to insul./oral antidiabet.dos., allergy/ bronch.asthma hist., bld.urea & ser. creatinine incr.in bil.ren.artery stenos.& stenos.in pres. of sngl.kidn., poss.hypotens.dur.anaesthes. & surg. req.addit.IV fluids &/vasopress., vol./Na deplet. pts., haemodynamic.aort./mitral stenos.or obstruct. hypertroph.cardiomyopathy, ser. electrol. monit., mark.hypercalcaem.poss.sign of hyperparathyroid., concom.K-spar.diuret./K-supplem. /salt substit./meds.that incr.or may incr. ser.K lev., imp.gluc.tol., poss.manifestat.of latent diab.mellit., precipitat.gout in suscept.pts., concom. meds.that affect renin-angiotensin-aldosterone syst., excess.BP reduct.in pts.with ischaem. CV dis./artherosclerot.cerebrovasc.dis. may result in MI/stroke.

Drug interactions: Prolong.INR & bleed. complicat. with concom.warfar., incr.eff.of other anti-hypertens., hypokalaem eff.incr.by concom. meds. assoc. with K loss/hypokalaem., potent. cardiotox. effs.of digit.glycos.& anti-arrhythm.in diuret. induc. hypokalaem.&-magnesaem., incr.Li ser. conc.& toxic., antihypertens.& diuret.eff. weak. by NSAID’s, colestipol/cholestryamine decr. absorpt., non-depolaris.skelet.musc.relax. eff. potent., vit.D or Ca salts poss.incr.serum Ca lev., enhanc. hyperglycaem.eff.of ß-block.& diazoxide, anticholinerg.agents incr.bioavailab, incr. advers. effs.of amantadine, reduc.ren. excret. of cytotox. drugs & potent.myelosuppress. effs., steroids./ACTH incr.hypokalaem.risk., CNS depress. poss.aggrav.postur.hypotens., gluc. tol. imp., decr.arter.respons.to pressor amines, incr. risk of ren.insuffic.with high dos.iodinat.contrast media

 XE "Aterwin" ATERWIN, Zentiva [P/S]

Candesartan cilexetil

Indications: Mild to mod.hypertens.alone/concom. with other antihypertens., improv.sympts.in L ventr. systol. dysfunct (LVEF ≤40%) reduc.mortality & morbid. due to HF.

(S3) TABS, 48/7.1.3/0412, 0413, 0414

723123-001: 8 mg, 30, R160,51

723124-001: 16 mg, 30, R160,51

723125-001: 32 mg, 30, R160,51

Dosage: Hypertens: Recomm.init.dos: 8 mg once dly. Usual maint: 8-16 mg once dly. Max. antihypertens. eff.attain.within 4-6 wks of init.treatm.

Heart fail: Recomm.init.dos: 4 mg once dly.

Poss.addit.benef.by incr.dos.to 32 mg once dly.achiev. by doubl.dos.at interv.of at least 2 wks. May be used as monother./combinat.with other ther.

Contraindications: ACE inhibits./angiotens. recept. block.hypersens./prev.angioed., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., bilat.ren. art. stenos./stenos.in pres.of sngl.kidn., aort. stenos., concom.K+ spar.diurets., porphyr., Li-ther., pregn.& lactat., sev.imp.hepat.funct., concom. renin-block.e.g.aliskiren cont.prod.

Side effects: Resp.infects., bld.dyscras., angioed., hyperkalaem., hyponatraem., dizzin., headache, vertigo, ang.pect., MI, hypotens., pharyngit., rhinit., cough, liv.enzyme incr., abnorm.hepat. funct., hepatit., skin reacts., back pain, hyperuricaem., arthralg., myalg., rhabdomyolys., ren.impairm.incl.ren.fail.

Warnings and special precautions: No re-challenge in case of angioed.hist.relat.to prev.ACE inhibits./ARB ther., stop ther.& switch to diff. antihypertens. if a woman becom.pregn., do not use in diab.nephropathy, monit.ser. K+ & creatin. lev in imp.ren.funct./dur.dos.titrat., correct intravasc. vol.deplet.bef.init.ther., correct hypovolaem., prev.dehydrat., anaesthes./surg., excess. BP decr.in ischaem.cardiopathy/CV dis. poss. result in MI/stroke, no exper.in kidn. transpl./ sev. hepat.funct.impairm.&/cholestas., adeq. contracept.in women of childbear.potent., excret. in breast milk, discont.ther.if pregn.plann./ confirm., antihypertens.eff.less in black pts.

Drug interactions: Incr.ser.Li conc., antihypertens. eff. enhanc.by other antihypertens., high.freq.of hypotens./hyperkalaem.& decr.ren. funct. with dual block.of RAAS, attentuat.of antihypertens.eff.with NSAID’s, incr.ser.K+ with K+-spar. diurets./K+-supplem./K+-contain.salt substit.

 XE "Austell-Losartan" AUSTELL-LOSARTAN, Austell [P/S]

Losartan

Indications: Hypertens.

(S3) TABS. 41/7.1.3/0497, 0498
717068-001: 50 mg, 30, R66,19
717069-001: 100 mg, 30, R66,19
Dosage: Init. & maint dos: Usual.50 mg once dly. Max. eff.attain.3-6 wks.aft.init. May be incr.to 100 mg once dly. Start.dos.for pts.with intravasc. vol.-deplet: 25 mg dly. May be admin.with other antihypertens.

Contraindications: Pregn., safety in lactat.not est., safety & effic.in childr.not est.

Side effects: Symptomat.hypotens., angioed., GI disturbs., taste disturbs./loss thereof, urticar., rash, atypic.cutan.lymphoid infiltrat., palpitat., tachycard., back/leg/abdom./chest pain, musc. cramps, myalg., headache, dizzin., insomn., migraine, cough, nas.congest., URTI, pharyngit., sinus disord., sev.ac.hepatotoxic., cholestas., bld. dyscras., ac. pancreatit., asthen., fatig., oed., imp. ren. funct., hyperkalaem.

Special precautions: Hepat.impairm., discont.if pregn.suspect., adeq.contracept.for women of childbear. age, bil.ren.artery stenos., artery stenos.to sngl.kidn., aort.valve stenos., hypertroph. obstruct. cardiomyopathy, teratogen.in animals, vol.deplet., monit.ser.K+ conc., elderly, hepat. impairm., poss.ac.ren fail.
Drug interactions: NSAID’s may antagon.eff., sympathomim.may reduc.eff., poss.hyperkalaem. with K+-spar. diuret./K+-contain.meds.or K+ supplem.

 XE "Calsar" CALSAR, Pharma Dynamics [P/S]

Amlodipine besylate 5mg, valsartan 80mg.

Amlodipine besylate 5 mg, valsartan 160 mg.

Amlodipine besylate 10 mg, valsartan 160 mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. A51/7.1.3/1106; 1107; 1108

3003566-001: 5(80) mg, 30, R135,00
3003567-001: 5(160) mg, 30, R146,40
3003568-001: 10(160) mg, 30, R157,80
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch.

Recomm.dos: 1 tab./day.
Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., heredit./idiopath. angioed., hypertroph. obstruct.cardiomopathy, sev. ren.impairm., bilat.& unilat.ren.artery stenos., aort. stenos., concom.K-spar.diuret.(e.g. spironolactone, triamterene, amiloride), concom.fluoroquinol.in mild to mod.sev.ren.impairm., porphyr., Li.ther., concom.aliskiren-contain.prod., sev.hepat. impairm., bil.cirrhos./cholestas., sev.hypotens., shock incl.cardiogen., haemodynamic.unstable HF aft.ac.MI, pregn.& lactat.

Side effects: Freq: Nasopharyngit., influenza, hypokalaem., dizzin., headache, somnol., palpitat., flush., abdom.discomf.& upper pain, naus., ankle swell., asthen., fatig., fac.oed., flush., hot flush., oed., periph.oed., pitt.oed. Less freq: Leucopen., thrombocytopen.with purpura, hypersens., anorex., hypercalcaem., hyperglycaem., hyperlipidaem., hyperuricaem., hyponatraem., depress., anx., insomn., sleep disturbs., mood swings, confus., abnorm.co-ordinat., postur.dizzin., dysgeus., hyperton., paraesthes., periph.neuropathy, syncope, trem., hypoesthes., vis.disturbs., vis. impairm., tinnit., vertigo, syncope, tachycard., dysrhythm., MI, hypotens., orthostat.hypotens., vasculit., cough, dyspn., pharyngolaryngeal pain, rhinit., bowel habit changes, constipat., diarrh., dry mouth, dyspeps., gastrit., gingiv.hyperplas., pancreatit., vomit., abnorm.liv.funct., hepatit., intrahepat.cholestas., jaund., alopec., angioed., erythema, erythema multiforme, exanthema, hyperhidros., photosens., prurit., purpura, rash, skin discolourat., urticar.& other rash forms, exfoliat. dermatit., Stev.John.syndr., quincke oed., arthralg., back pain, joint swell., musc.sp., myalg., heavy sensat., micturit.disord., noctur., pollakiur., polyur., impot., erect.dysfunct., gynaecomast., discomf., malaise, non card.chest pain, pain, incr./ decr.weight. Not known: Decr.Hb & haematocrit, neutropen., extrapyramid.syndr., bullous dermatit., incr.bld.creatinine, ren.fail.&impair., incr.ser.K+, 

Special warnings and precautions: Discont. & switch to diff.class if pregn occurs, correct Na & vol.deplet.condits.prior to admin., K+-spar.diuret./ K+ supplem.or K+salt substit./other meds. that may incr.K+ lev with freq.monit., unilat.ren.artery stenos., no exper.with rec.kidn.transplant, mild to mod.hepat.impairm., bil.obstruct.disords., do not treat prim.hyperaldosteron.pts., discont & do not re-admin.if angioed.exper., eval.ren.funct.in HF & post MI, CHF, mitr.valve stenos., eval.& monit.ren. funct.with concom.fluoroquinol., safety in pregn.& lactat.not est., discont.if pregn.plann./confirm., effect.contracept.in women of child bear.age, amlodipine excret.in human milk, eval.poss.effs. bef.driv./perform.complicat.tasks, safety & effic. in pts.und.18 yrs.not est.

Interactions: Amlodipine: Incr.antihypertens.eff. with antihypertens./meds.caus.hypotens.effs., incr.BP low.effs.with grapefruit, incr.expos.with concom.strong-mod.CYP3A4 inhibit., var.plasma conc.with CYP3A4 induc., incr.simvastat.expos., ventric.fibrillat.& CV collapse assoc.with hyperkalaem. aft.verapam.& IV dantrolene admin., tacrolimus bld.lev.incr. Valsartan: Revers.incr.in ser. Li conc., incr.K+ lev with K--spar.diuret./K+ supplem. or K-salt substit./other meds.that may incr.K+ lev., attentuat.of antihypertens.eff.with NSAID’s & worsen.ren.funct .& incr.ser.K+, inhibit. of uptake transport/efflux transport.incr.syst. expos., dual block.of RAAS with ARB’s/ACE inhibit./ aliskiren assoc.with high.advers.effs., ac. kidn. injur.precipitat.with fluoroquionol.
 XE "Cardiz" CARDIZ, Innovata Pharma [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide.

(S3) TABS, A49/7.1.3/0561, 0562.

3003078-001: 40 mg, 30, R126,50

3003054-001: 80 mg, 30, R126,50

Dosage: Adults: Recomm.dos: 40 mg once dly. Incr.to max. of 80 mg once dly.as indicat.by respons.or use altern.in combinat. with low dos hydrochlorothiaz.(12,5 mg). Max. anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, bil.ren.artery stenos., ren.artery stenos.in sngl. funct.kidn., sev.ren./hepat.impairm., aort.stenos., concom. K+ spar.diuret./Li-ther., porphyr., pregn.& lactat., bil.obstruct.disords., concom.aliskiren-contain.prod., concom. fluoroquinolones in mod.-sev.ren.impairm.& elderly.

Side effects: Freq: Cough. Less freq: UTI, URTI, anaem.thrombocytopen., hypersens. incl. anaphylact.react., hyperkalaem., depress., insomn., anx., syncope, faint., vis. disturbs., vertigo, bradycard., tachycard., hypotens., orthostat. hypotens., dyspn., abdom.pain, diarrh., dyspeps., vomit., dry mouth, stomach discomf. abnorm. hepat. funct., liv.disords., incr.sweat., prurit., rash, eczema, erythema, angio-oed., drug erupt., tox.skin erupt., back pain, musc.sp., arthralg., myalg., flu-like sympts., ac.ren.fail, ren. impairm., fatig., chest pain, asthen., incr.bld. creatinine/-uric acid/-creatine phosphokin., Hb decr., hepat.enzym.incr., eosinophil. Freq.not known: Sepsis incl.fatal outcome, urticar., tendinit. like sympts., hypoglycaem.in diab.pts.

Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., incr.sev.hypotens.& ren. insuffic.risk with bil.ren.artery stenos./ren. artery stenos.sngl.funct.kidn., no exper.in ren. transplant., vol./Na deplet.to be correct.bef.init. ther., monit.ser.K & creatinine of risk pts., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc. with high.freq.hypotens./hyperkalaem.& decr. ren.funct.(incl.ren.fail), when vasc.tone & ren.funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., not recomm.in prim. aldosteronism, do not admin.in aort./mitral stenos. & obstruct.hypertroph.cardiomyopathy, concom.K spar.diuret./K supplem.or salt substit. contain. K/meds poss.incr.ser.K may lead to incr.ser.K., mild to mod.hepat.impairm., assess ren.funct.bef. init. treatm.& monit.dur.treatm.with fluoroquinolones/ ACE inhibit./angiotens.recept. block. whether used separat./concom., less eff.low. BP in black people, diabet.glycaem. contr. poss.affect., adeq.hydrat.& monit.ren.funct.at begin. of combin.treatm.with concom.NSAID’s, monit. plasma digox.& Li lev., anim.stud.shown excret.in breast milk.

Interactions: Incr.adverse eff.with concom.ACE inhibits./ARB’s & aliskiren, ac.ren.insuff.potent. with concom.NSAID’s in dehydrat.pts., reduc. antihypertens.eff.with NSAID’s, revers.incr.Li ser.conc.& toxic., syngerist.effs.with meds.act.on renin-angiotens.syst., incr.eff.of other anti-hypertens., addit.hyperkalaem.eff.with K spar. diuret./ K supplem./other meds.caus.hyperkalaem., ac. kidn.injury with concom.fluoroquinolones, poss. interacts. with meds.affect.cytochrome P450 isoenzym., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax
 XE "Ciplazar" CIPLAZAR, Cipla-Medpro [P/S]

Losartan potassium

Indications: Hypertens.

(S3) TABS, 41/7.1.3/0821, 0822
716643-001: 50 mg, 30, R78,80
716644-001: 100 mg, 30, R92,35
Dosage: Start.& maint dos: 50 mg once dly. Max. eff. attain. 3-6 wks.aft.initiat. May be incr.to 100 mg once dly. May be admin.with other antihypertens.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotensin recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cadiomyopathy, mod.to sev.ren.funct.impairm. (creatin. clear.<30 ml/min.)., bil.ren.artery stenos., ren.artery stenos.sngl.funct.kidn., aort.stenos., concom. Li/K+ spar.diuret., porphyr., Addisons dis.in combinat.with thiazide diuret.& also sulphonam. hypersens., Li ther., pregn., lactat., safety & effic.in childr.not est.

Side effects: Symptomat.hypotens., symptomat. anaem., decr.Hb, neutropen., angioed., insomn., headache, dizzin., migraine, taste disturbs./loss thereof, palpitat., tachycard., hypotens., nas. congest., pharyngit., sinus disords., cough, URTI, GI disturbs., ac.pancreatit., incr.liv.enzyme, sev. ac.hepatotoxic., cholestas., urticar., rash, atypic. cutan.lymphoid infiltrat., back & leg pain, musc. cramps, myalg., imp.ren.funct., asthen., fatig., chest pain, abdom.pain, oed./swell., thrombocytopen., vasculit., hepatit., prurit., erythroderma, photosens., arthralg., erect. dysfunct., malaise.

Special precautions: Adeq.contracept.for women of childbear.age, hepat.impairm., monit. ser. K+ conc., teratogen.in experim.animals, vol. deplet., address.electrol.disturbs.in ren.impair. with/-out diab., where ren.funct.depend.on renin-angiotensin-aldoster.syst.eg.sev.CHF.

Drug interactions: Tox.bld.Li conc., NSAID’s may antagon.eff., sympathomim.may reduc.eff., poss.hyperkalaem. with K+-spar.diuret./K+-contain. meds.or K+ supplem.

 XE "Co-Copalia" CO-COPALIA, Novartis 
Amlodipine besylate 5(5;10;10)mg, valsartan 160(160;160;160)mg, hydrochlorothiazide 12,5(25;12,5;25)mg

Indications: Essent.hypertens.in pts.stabilis.on same dos.of indiv.compon.

(S3) TABS, 48/7.1.3/0872, 0873, 0874, 0875.

3001732-001: 5/160/12,5 mg, 30, R172,76
3001659-001: 5/160/25 mg, 30, R173,88
3001675-001: 10/160/12,5 mg, 30, R200,76
3001666-001: 10/160/25 mg, 30, R201,88
Dosage: Not indic.for init.ther.of hypertens.
Pts.using same compon.dos.from separ. tabs.may be switch.to Co Copalia tabs.contain.the same compon.dos.

Recomm.dos: 1 tab./day.
Contraindications: Sulphonamide hypersens., pregn.& lactat., angio-oed.with prev.ACE-inhibit./ other angiotens.recept.block., heredit./idiopath. angioed., sev.hepat.impairm., Addisons dis., anur., sev. ren.impairm., Li ther., refract.hypokalaem./ hyponatraem./hypercalcaem.& symptomat. hyperuricaem., safety & effic.not est.in childr. und.18 yrs, safety in porphyr.not est., hypertroph. obstruct. cardiomopathy, bilat.ren.artery stenos., aort. stenos., concom.K+-spar.diuret.

Side effects: V.common: Vomit., Common/freq: Headache, somnol., dizzin., palpitat., flush., abdom. pain, naus., oed., fatig., hypokalaem., incr.bld.lipids, hyponatraem., hypomagnesaem., hyperuricaem., orthostat.hypotens.aggrav.by alcoh. & CNS depress., decr.appetite, urticar., other rash forms, impot. Uncommon/less freq: Insomn., mood changes incl.anx., trem., hypoesthes., dysgeus., paraesthes., syncope, vis.impairm., diplop., tinnit., hypotens., dyspn., rhinit., dyspeps., dry mouth, constipat., diarrh., alopec., hyperhidros., prurit., purpura, skin discolourat., photosens., back pain, musc.sp., myalg., arthralg., micturit.disord., noctur., pollakiur., gynaecomast., erect. dysfunct., asthen., pain, malaise, chest pain, weight incr./decr., vertigo, cough, abdom.pain, thrombocytopen., leucopen., agranulcytos., bone marr.fail., haemolyt.anaem., aplast.anaem., hypersens. reacts., hypercalcaem., hyperglycaem., glycosur., diabet.metabol.state worsen., hypochloraem. alkalos., sleep disords., depress., ac. angle clos.glauc., dysrhythm., pancreatit., cholestas. /jaund., necrotis.vasculit., tox.epiderm. necrolys., cutan.lupus erythemat-like reacts./ reactivat.thereof, erythema multiforme, ac.ren. fail., pyrex. V.rare: Periph.neuropathy, hyperton., bradycard., atrial fibrillat., ventric.tachycard., MI, gastrit., gingiv.hyperplas., hepatit., Stev.-Johns. syndr. Freq.unknown: Vir.infects., URTI, sinusit., pharyngit., rhionit., decr.Hb & haematocrit., neutropen., decr.libido, ser.creatin.elevat., incr.bld. urea.

Warnings and special precautions: Discont.if pregn.occurs, ren.& hepat.impairm., bil.obstruct. disords., teratogenic.in experim.anim., effect. contracept.in women of child bear.age, excret.in breast milk, correct.Na & vol.deplet. bef.init.ther., no exper.in rec.ren.transpl., period.ser.electrol. partic.K+ determinat., SLE activat./exacerbat., alt. gluc.tol.& rais.ser.cholesterol/triglyceride.& uric. acid lev.

Interactions: Concom.K--spar.diuret./K- supplem./ K-salt substit.or meds.incr. K+lev., ser.Li lev.incr., act.of non-depolaris.musc.relax.potent., NSAID’s poss.weak. diuret.&antihypertens.activ., hypokalaem. eff.incr.by kaliuret.diuret./ corticoster./ ACTH/amphotericin/carbenoxolone/ penicill.G & salicyl.acid derivat., thiazide-induc. hypokalaem/-magnesaem.favours onset of digox.-induc.card. dysrhythm., poss.adjustm.of antidiabet. dos., anticholinerg.agents poss.incr.bioavailabil.of thiazid.diuret., haemolyt.anaem.report.with concom. hydrochlorothiaz.& methyldopa, cholestyram. decr.absorpt.of thiazide diuret., rise in ser.Ca potent.by Vit.D & Ca salts, incr. hyperuricaem. risk & gout type complicat.with ciclospor., poss.hyponatraem.with carbamazepine, incr.allopurin.hypersens.reacts., risk of amantadine advers.eff.incr., hyperglycaem.eff.of diazoxide enhanc., ren.excret.of cytotox.meds.reduc.potent. their myelosuppress.effs.
See also MDR page 493.
 XE "Co-Diovan" CO-DIOVAN, Novartis 
Valsartan 80(160) mg, hydrochlorothiazide 12,5(12,5) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, 32/7.1.3/0336, 34/7.1.3/0441

839884-002: 80/12,5 mg, 28, R340,01
891894-005: 160/12,5 mg, 28, R248,56
(S3) TABS 320/12,5, 41/7.1.3/0147

Valsartan 320 mg, hydrochlorothiazide 12,5 mg.

710048-001: 320/12,5 mg, 28, R413,54
(S3) TABS 320/25, 41/7.1.3/0148

Valsartan 320 mg, hydrochlorothiazide 25 mg.

710050-001: 320/25 mg, 28, R413,54
Dosage: Recomm.dos: One tab.dly. Use strength that is clinic.appropr. Max.eff. pres. within 2-4 wks.

Contraindications: Hist. of angioed.relat.to prev. ACE inhibit./ ARBs ther., pregn., safety in lactat. not est., sev.hepat.impairm., bil.cirrhos.& cholestas., anuria, mod.to sev.ren.impairm., refract. hypokalaem., hyponatraem., hypercalcaem. & symptomat. hyperuricaem., Addison’s dis., concom. renin inhibits.incl.aliskiren-contain prods., concom. Li./K+-spar.diuretics incl.spironolactone/ triamterene/ amiloride, safety & effic.in childr.not est., safety in bilat.ren.artery stenos./ren.artery stenos.to a sngl. kidn.not est., aort.stenos., hypertroph. obstruct.cardiomyopathy, heredit./ idiopath. angioed.

Side effects: Common: Incr.bld lipids, hypomagnesaem., hyperuricaem., decr.appet., orthostat. hypotens., N&V, urticar., rash. Uncommon: Dehydrat., parasthes., blurr.vis., tinnit., hypotens., cough, myalg., fatig., Rare: Thrombocytopen., purpura, photosens.react., decr. libido, leucopen., agranulocytos., bone marr.fail., haemolyt. anaem., necrotis. vasculit., vasc.disords, hypercalcaem., hyperglycaem., glucosur., worsen. of diabet.metabol. state, hypochloraem.alkalos., metabol. alkalos., sleep disords., depress., dysrhythm., pancreatit., cholestas., jaund., tox. epiderm. necrolys., cutan.lupus-erythematos.-like reacts., reactivat.of cutan.lupus erythematos. Very rare: Dizzin., diarrh., arthralg. Unknown: Neutropen., hypokalaem., hyponatraem., syncope, non-cardiogen.pulm.oed., ren.impairm./fail./ disord., incr.bld.uric acid/bilirub./creatinine./urea,  abdom. pain/upper abdom. pain, anx., arthrit., asthen., back pain, bronchit/ac.bronchit., chest pain, postur.dizzin., dyspeps., dyspn., dry mouth, epistax., erect.dysfunct., gastroenterit., headache, hyperhydros., hypoesthes., influenza, insomn., ligam.sprain, musc.spasms/-strain, nas.congest., nasopharyngit., neck pain, oed., periph.oed., otit. media, pain in extrem., palpitats, pharyngolaryng. pain, pollakiur., pyrex., rash, sinusit., sinus congest., somnol., tachycard., URTI, UTI, vertigo, vir. infects., vis.disturb., angioneurot.oed., prurit., hypersens./ allerg.reacts., vasculit., myalg., incr. bld.K+, aplast.anaem, angle-clos.glauc., erythema multiforme, asthen.

Warnings and special precautions: Treatm.to be stopp.& chang.should pregn.occur, consid. altern. meds.should a woman contempl.pregn., dual blockade of the RAAS with ARBs/ ACE inhibits./ aliskiren.assoc.with high.freq.of adv. vents, no rechalleng.aft.angioed.react., cross. placenta & excret.in breast milk, correct Na & vol. deplet. bef.init.ther., concom.K+-spar.diuret./-supplem./-salt substit./meds.incr.K+ lev., reg.K+ / Na/ Mg/ ser.Li- monit., diab., mark.hypercalcaem., mild-mod.hepat.impairm.incl.obstruct.bil.disords., SLE exacerbat./activat., gluc.tol.poss.alt., incr.in cholester., triglycer.& uric acid lev., monit.ren. funct of pts taking.concom.NSAIDs, poss.dos. adjustm.of insul.& oral antidiab.,
Interactions: Other antihypertens.drugs may incr. antihypertens.eff., K--spar.diuret./-supplem./-salt substit.may alt.K+ lev., rev.incr.in ser. Li conc.& toxic. dur.concur.use, act.of curare derivat. potent., antihypertens. & diuret.eff.weak. by NSAID’s, system. expos.of valsartan incr.with concom. inhibits.of hepat.uptake transport. OATP1B1 (rifampicin/ciclosporin)/ hepat.efflux transport. MRP2 (ritonavir), NSAIDs weaken diuret./ antihypertens. activ, kaliuret.diuret./corticoster./ ACTH/ amphotericin/carbenoxolone/penicill.G & salicylic acid.deriv.may incr.hypokalaem.eff., hyponatrem. eff.of diurets.poss.intensif.by concom. anti-depress./antipsychots./antiepilep., thiaz. induc. hypokalaem. & hypomagnesaem.may favour digital.-induc.card.arrhythm., incr.incid.of hypersens. reacts.to allopurinol, incr.advers.effs. from amantadine, enhanc.hyperglycaem.eff.of diazoxide, reduc.ren.excret.of cytotox.drugs & potent. myelosuppress.effs., anticholinerg.agents incr. bioavailabil., haemolyt.anaem.with methyldopa, cholestyramine/colestipol decr. absorpt., vit.D or Ca salts potent.rise in ser.Ca, cyclospor. may incr.risk of hyperuricaem.& gout type complicat., alcoh., barbits.& narcots.may potent.orthostat.hypotens.

See also MDR page 496.
 XE "Co-Exforge"  CO EXFORGE, Novartis 
Amlodipine 5(10) mg, valsartan 160(160) mg, hydrochlorothiazide 12,5(12,5) mg.

Amlodipine 5(10) mg, valsartan 160(160) mg, hydrochlorothiazide 25(25) mg.

Amlodipine 10 mg, valsartan 320 mg, hydrochlorothiazide 25 mg.

Indications: Essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 44/7.1.3/0075, 0077, 0076, 0078, 0079

717631-001: 5(160)(12,5) mg, 28, R307,74
717633-001: 10(160)(12,5) mg, 28, R350,34
717632-001: 5(160)(25) mg, 28, R307,74
717634-001: 10(160)(25) mg, 28, R350,33
719127-001: 10(320)(25) mg, 28, R413,55
Dosage: Not indic.for init.ther.of hypertens.
Pts.using same compon.dos.from separ. tabs.may be switch.to Co Exforge tabs.contain.the same compon.dos.

Recomm.dos: 1 tab./day.
Contra-indications: Sulphonamide hypersens., pregn.& lactat., angio-oed.with prev.ACE-inhibit./ other angiotens.recept.block., heredit./idiopath. angioed., sev.hepat.impairm., Addisons dis., anur., sev. ren.impairm.,Li ther., refract.hypokalaem., hyponatraem., hypercalcaem., symptomat. hyperuricaem., safety & effic.in childr.bel.18 yrs. not est., safety in porphyr.not est., hypertroph. obstruct.cardiomopathy, bilat.& unilat.ren.artery stenos., aort.stenos., concom.K+-spar.diuret.

Side-effects: Leucocytopen., thrombocytopen., allerg.reacts., angioed., hyperglycaem., insomn., mood changes, anx., CNS effs., paraesthes., syncope, periph.neuropathy, hyperton., vis. impairm., diplop., tinnit., palpitat., dysrhythm., bradycard., atrial fibrillat., ventric.tachycard., MI, flush., hypotens., vasculit., dyspn., rhinit., cough, GI disturbs., pancreatit., gingiv.hyperplas., hepatit., jaund., alopec., hyperhydros., prurit., rash, purpura, skin discolorat., photosens., urticar., erythema multiforme, Stev.-John.syndr., back pain, arthralg., myalg., musc.spasm., micturit.disords., pollakiur., noctur., gynaecomast., erect.dysfunct., oed., fatig., asthen., pain, malaise, chest pain, weight incr./decr., hepat.enzyme incr., vir.infects., URTI, pharyngit., rhinit., decr.Hb & haematocrit., neutropen., decr.libido, abdom.pain, incr.ser. creatinine/-urea/K+/cholesterol & triglycer., ren. fail & impairm., pulm.oed., hypokalaem., incr.bld. lipids, hyponatraem./-magnesaem., hyperuricaem./ -calcaem./-glycaem., worsen.of diabet.metabol.state, depress., ac.angle clos. glauc., pyrex., liv.funct.val.incl.ser.bilirub. elev., hypochloraemic alkalosis, agranulocytos., bone marr.fail., haemolyt./aplast.anaem.

Warnings and special precautions: Ren.& hepat.impairm., bil.obstruct.disords., concom.K+-spar.diuret./K+ supplem./K+salt substit.or meds. incr. K+lev., poss.adjustm.of antidiabet.dos., monit. concom. carbamazep.pts.for hyponatraem.reacts., teratogenic. in experim.anim., effect.contracept.in women of child bear.age, correct.Na & vol.deplet. bef.init.ther., no exper.in rec.ren.transpl., period. ser.electrol.determinat., SLE activat./exacerbat

Drug interactions: Ser.Li lev.incr., act.of non-depolaris.musc.relax.potent., NSAID’s poss.weak. diuret.&antihypertens.activ., hypokalaem.eff.incr. by kaliuret.diuret./corticoster./ACTH/ amphotericin/ carbenoxolone/penicill.G & salicyl. acid derivat., thiazide-induc.hypokalaem/-magnesaem. favours onset of digox.-induc.card. dysrhythm., anticholinerg.agents poss.incr. bioavailabil. of thiazid.diuret., haemolyt.anaem. report.with concom.use of hydrochlorothiaz.& methyldopa, cholestyram.decr.absorpt.of thiazide diuret., rise in ser.Ca potent.by Vit.D & Ca salts, incr. hyperuricaem. risk& gout type complicat.with ciclospor., poss.hyponatraem.with carbamazepine, incr.allopurin.hypersens.reacts., risk of amantadine advers.eff.incr., hyperglycaem.eff.of diazoxide enhanc., ren.excret.of cytotox.meds. reduc. potent.their myelosuppress.effs.
See also MDR page 499.
 XE "Co-Irbewin" CO-IRBEWIN, Zentiva
Irbesartan 150(300; 300) mg, hydrochlorothiazide 12,5(12,5; 25) mg

Indications: Essent.hypertens.in pts.stabil.on same dos.of indiv.compon.

300/25 mg tabs: Essent.hypertens.in pts.not adeq.contr.by 300/12,5 mg strength.

(S3) TABS, A40/7.1.3/0290, 0287.

712386-001: 150/12,5 mg, 28, R270,03
712386-002: 150/12,5 mg, 30, R289,18
712387-001: 300/12,5 mg, 28, R270,03
712387-002: 300/12,5 mg, 30, R289,18
Dosage: 1 tab.dly. If BP not adeq.control.another antihypertens.may be add. Dos.high.than one 300/25 mg tab./day not recomm.

Contraindications: Hypersens.to sulphonam.-deriv. drugs, anuric, angioed. hist.link.to prev.ACE inhibit./angiotens.recept.block, heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev.ren.funct.impairm., bil.ren.art.stenos., ren.art. stenos.with sngl.kidn., aort.stenos., concom.Li/K+ spar.diurets., porphyr., safety in pregn.& lactat.not est., safety & effect.in paed.pts.not est., lact.intol.

Side effects: Headache, dizzin., orthostat.dizzin., hypotens., oed., syncope, tachycard., flush., skin reacts.incl. tox.epiderm.necrolys., GI disturbs., swell. of extremit., musc./skelet./abdom./chest pain, abnorm.urinat., sex.dysfunct., fatig., weakn., hyperkalaem., anaphylact.reacts., cough, intrahepat. cholestat.jaund., hepatit., myalg., asthen., ren.dysfunct.incl.fail., abnorm.ECG, extremit. weakn., bld.dyscras., paraesthes., restlessn., vertigo, xanthops., trans.blurr.vis., resp. distress, pancreatit., sialadenit., photosens.reacts., necrotis.angit., musc.sp., interstit.nephrit., fev., electrol. imbal., glycosur., hyperglycaem., hyperuricaem., incr.ser.Ca lev., ac.gout attack in suscept.indiv.

Special precautions: No re-challenge aft. angioed. react., hypersens.reacts.more likely in allergy hist./bronch.asthma, treatm.to be stopp.& chang.if a woman plans/becom.pregn., adeq. contracept.in women of child-bearing.potent., poss. dos. adjustm.to antidiab.& antigout meds.as thiazid.elev.bld.gluc.& uric acid lev., monit.ser.Ca with concom.Ca, admin.1 hr bef./4 hrs.aft. cholestyramine resin & colestipol HCl, bld.gluc./BP monit.with concom.diazoxide, thiazide cross placent. barr., pass. into breast milk, correct Na & vol. deplet.bef.init.ther., not recomm. in sev.ren./ hepat. impairm., where ren.funct.depends on activ. of renin-angiotens.-aldosterone syst., thiaz.diuret. antihypertens.eff.incr.in post sympathectomy pt., progress. liv.dis., hyperparathyroid.risk with mark. hypercalcaem., thiaz.incr.Mg urin.excret., latent diabet.mellit.evid., monit.pts.at risk of electrol.& metab. disturbs., activat./exacerbat.of SLE.

Drug interactions: Poss.incr.ser. K+ with K+spar. diuret./ K+ supplem.or salt substit.contain.K+, diuret. induc. hypokalaem.may accent.card. dysrhythm., thiaz.diuret.decr.Ca salt excret., cholestyramine resin & colestipol HCl delay/decr. hydrochlorothiaz. absorpt., incr.risk of Li toxic., non depolaris. musc.relax./pre-anaesthet.& anaesthet. effs.potent., NSAID’s reduc.thiaz.diuret.eff., other antihypertens. act.potent., poss.interacts.with diazoxide, alcoh./barbits.& narcots.may potent orthostat. hypotens.
 XE "Co-Micardis" CO-MICARDIS, Ing.Pharm.
Telmisartan 40(80) mg, hydrochlorothiaz. 12,5 (12,5) mg

Indications: Mild to mod.hypertens.in pts.stabilis. on same dos.of indiv.compon.

(S3) TABS, 35/7.1.3/0096, 0097
894614-002: 40/12,5 mg, 28, R406,93
894621-009: 80/12,5 mg, 28, R406,93
Dosage: Admin.once dly.1st stabilis.pt.on relev. dos.of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt.max.eff. May be admin.with other antihypertens. meds. Do not exceed 40/12,5 mg once dly in pts with mild to mod.hepat.impairm. Not recomm.for pts.with severe ren.dysfunct. No data on safety & effic.in childr.up to 18 yrs.
Contraindications: Sulphonam.deriv.subst. hypersens., angioed.hist.link.to prev.ACE inhibit./ angiotensin recept.block., concom.aliskiren-contain. meds., heredit./idiopath.angioed., hypertroph.obstruct.cardiomyopathy, sev.ren. funct. impairm.(creatinine clear.<30 mL/min.)., bil. ren.artery stenos., ren.artery stenos.with sngl. kidn., aort.stenos., concom.Li/K+ spar.diuret., porphyr., Addison’s dis., sev.ren.impairm./anur., sulphonam.deriv.med.hypersens., pregn.& lactat., bil.obstruct.disords., sev.hepat.impairm., bil. cirrhos., cholestas., refract.hypokalaem./ hyponatraem./ hypercalcaem.& symptomat. hyperuricaem., fruct.intol., galactosaem., concom. fluoroquinolones in mod.-sev.ren.impairm.& elderly, hist.of prev.or curr.bas.cell Ca and/or squam.cell Ca of skin & lips.
Side effects: Common: Dizzin. Uncommon: hypokalaem., hypoglycaem., anx., syncope, paraesthes., vertigo, tachycard., card.dysrhythm., hypotens., orthostat.hypotens., dyspn., diarrh., dry mouth, flatul., back pain, musc.spasm, myalg., impot., chest pain, incr. uric acid, UTI, URTI, anaem., hyperkalaem., bradycard., ren.impairm., ac. ren.fail., asthen. Rare: Bronchit., hyponatraem., hyperuricaem., depress., sleep disturbs., insomn., abnorm.vis., trans.blurr.vis., resp. distress. incl.pneumonit.& pulm.oed., abdom. pain, constipat., dyspeps., vomit., abnorm.hepat. funct./liv.disord., angio-oed., erythema, prurit., rash, incr.sweat., urticar., arthralg., leg cramps, leg pain, flu-like sympts., pain, incr.creatinine/& liv. enzymes, incr.bld.creatine phosphokin., thrombocytopen., hypersens., hypoglycaem.in diab. pts., stomach discomf., eczema, med.erupt., tox. skin erupt., decr.Hb. Post-market: Pharyngit., sinusit., gastrit., aplast.-/haemolyt.anaem., bone marr. depress., non.melanoma skin Ca (bas.cell Ca & squam.cell Ca), leucopen., neutropaen., agranulocytos., thrombocytopaen., allergy, anaphylact. reacts., pancreatit., stomach upset, cholestat.-/hepatocell. jaund., photosens., exacerb./ reactiv./ activat.SLE, sepsis incl.fatal outcome, arthros., tendon pain, sialoadenit., loss of diab. control, anorex., loss of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit./cutan.vasculit., weakn., interstit. nephrit., ren.dysfunct., glycosur., fev., incr. triglycerides.

Poss.foet.electrol. disturbs.& other adult reacts., neonat.thrombocytopaen., foet./neonat.jaund.with matern.thiaz.ther., decr.urin.Ca excret., elev.ser.Ca, incr.urin.Mg excret.lead.to hypomagnesaem., gluc. tol. impairm., latent diab.mellit.manifestat., electrol.imbal.
Warnings and special precautions: Treatm.to be stop.& chang.if pregn.plann./occurs, adeq. contracept. in fert.women, monit.digox.lev., freq. monit.ser.K+ with concom.meds.affect.by ser.K+ disturbs., concom.K-spar.diuret./K-supplem./salt substit. contain.K/meds.that incr.K lev., hypokalaem. risk great.in liv.cirrhos./brisk diuresis/ inadeq. oral electrol.intake & concom.corticoster. /ACTH, monit.for warn.signs of fluid & electrol. imbal., adeq.hydrat.& reg.ren.funct.monit.init.& dur. treatm.with concom.NSAID’s, poss.adjustm.to insul./ oral antidiabet.dos., hypokalaem.& hypomagnesaem. may favour onset of digox.-induc. card.dysrhythm., poss.uricosur.med.dos. adjustm.as ser.uric acid lev.rais., monit.ser.Ca lev./ adjust Ca dos.if Ca supplem.need.to be prescr., discont. ther.bef.test.parathyroid funct.in case of mark.hypercalcaem., concurr.hypovolaem. poss. induc. ren.fail., thiaz.cross.placenta barrier & appear in human milk/cord bld.& may inhib.lactat., fetotox.risk dur.Co-Micardis expos.in pregn., ultrasound of foet.ren.funct./skull recomm.in case of expos.dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., mild to mod.hepat. impairm./progress.liv.dis., mild to mod.ren. impairm., per.monit.of ser.electrol.& ren.funct. advis., monit.ser.K/creatinine & uric acid of risk pts., no exper.in ren.transplant., correct vol./Na deplet. bef.init.ther., concom.meds.that affect renin-angiotensin-aldosterone syst., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./hyperkalaem.& decr.ren. funct., assess.ren.funct.bef.init.treatm.& monit.dur. treatm.with fluoroquinolones /ACE inhibit./ angiotens. recept.block.whether used separat./ concom., not recomm.in prim.aldosteronism/mitral stenos., excess.BP reduct.in pts.with ischaem. cardiopathy/ ischaem.CV dis.may result in MI/ stroke, diagnost.eval.for coron.artery dis in pts. with diab.mellit.bef.init.ther., hydrochlorothiaz.to be discont.if ac.myop.& second.angle-clos.glauc. develop, hist.of penicill.& sulphonamide allergy poss. risk fact.for develop.ac.angle-clos.glauc., advis.pts.of report.incr.non-melanoma skin Ca risk & to reg.check & report suspic.skin les., limit sunlight & UV ray expos.& adopt skin Ca prevent. meas., hypersens.more likely in allergy/bronch. asthma hist.

Interactions: Incr.Li ser.conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. ramipril AUC & Cmax, kaliuret.diuret./laxativ./ corticoster./ ACTH/amphotericin/carbenoxolone/ penicill.G & salicylic.acid & deriv.may incr. hypokalaem eff., K-spar.diuret./K-supplem./salt substit. contain.K/meds.that incr.K lev.may incr. ser.K lev., antihypertens./natriuret.& diuret.eff. weak. by NSAID’s, ac.kidn.injury with concom. fluoroquinolones, alcoh./barbits./narcots.poss. potent. orthostat.hypotens., cholestryamine/ colestipol decr.HCTZ absorpt., lact.acidos.risk with metformin, pressor.amines eff.decr., eff.of non-depolar. skelet.musc.relaxant.potent., incr.incid.of hypersens. reacts.to allopurinol, vit.D or Ca salts potent. rise in ser.Ca, enhanc.hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg.agents incr. bioavail., incr.advers.effs.from amantadine, reduc. ren. excret.of cytotox.drugs & potent. myelosuppress. effs., haemolyt.anaem.with methyldopa, cyclospor.may incr.risk of hyperuricaem. & gout type complicat., should not be used with concom.aliskiren

 XE "Co-Migroben" CO-MIGROBEN, Novartis 
Valsartan 80(160; 160) mg, hydrochlorothiazide 12,5 (12,5; 25) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, 43/7.1.3/0083, 0084

715570-001: 80/12,5 mg, 28, R158,00
715571-001: 160/12,5 mg, 28, R158,00
Dosage: Init.once pt.stabil.on same concom.dos.of indiv.compon. Recomm.dos: One tab/day. Max.eff. seen within 2-4 wks. Max dly dos: 320/25 mg.

Contraindications: Pregn., safety in lactat.not est., prev.ACE inhibit./angiotens.recept.block. angioed.hist., heredit./idiopath.angioed., sev. hepat.impairm., bil.cirrhos.& cholestas., Addison’s dis., anuria, mod.to sev.ren.impairm., Li ther., refract. hypokalaem., hyponatraem., hypercalcaem. & symptomat. hyperuricaem., safety & effic.in childr. not est., porphyr., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos. with sngl.kidn., aort.stenos., concom.K+-spar. diuret., concom.aliskiren-contain.prods.

Side effects: Common: Incr. bld lipids, hypomagnesaem., hyperuricaem., decr.appet., orthostat. hypotens., N&V, urticar., rash. Uncommon: Dehydrat., parasthes., blurr.vis., tinnit., hypotens., cough, myalg., fatig., Rare: Thrombocytopen., purpura, photosens.react., decr. libido, leucopen., agranulocytos., bone marr.fail., haemolyt. anaem., necrotis.vasculit., vasc.disords, hypercalcaem., hyperglycaem., glucosur., worsen. of diabet. metabol.state, hypochloraem.alkalos., metabol. alkalos., sleep disords., depress., dysrhythm., pancreatit., cholestas., jaund., tox. epiderm. necrolys., cutan.lupus-erythematos.-like reacts., reactivat. of cutan.lupus erythematos. Very rare: Dizzin., diarrh., arthralg. Unknown: Neutropen., hypokalaem., hyponatraem., syncope, non-cardiogen.pulmon.oed., ren.impairm./fail./ disord., incr.bld.uric acid/bilirub./creatinine./urea, abdom. pain/upper abdom.pain, anx., arthrit., asthen., back pain, bronchit/ac.bronchit., chest pain, postur.dizzin., dyspeps., dyspn., dry mouth, epistax., erect.dysfunct., gastroenterit., headache, hyperydros., hypoesthes., influenza, insomn., ligam.sprain, musc.spasms/-strain, nas.congest., nasopharyngit., neck pain, oed., periph.oed., otit. media, pain in extrem., palpitats, pharyngolaryng. pain, pollakiur., pyrex., rash, sinusit., sinus congest., somnol., tachycard., URTI, UTI, vertigo, vir. infects., vis.disturb., angioneurot. oed., prurit., hypersens./ allerg. reacts., vasculit., myalg., incr.bld.K, aplast.anaem, angle-clos.glauc., erythema multiforme, asthen.

Warnings and special precautions: Stop treatm.& chang.if pregn.occurs/plan., ensure adeq. contracept., dual block.of RAAS with ARBs/ACE inhibit./ aliskiren assoc.with high.freq.hypotens./ hyperkalaem.& decr.ren.funct., correct Na & vol. deplet. bef.init.ther., unilat./bilat.ren.art.stenos., ren. artery stenos.with sngl.kidn., aort.valve stenos., hypertroph.obstruct.cardiomyopathy, poss. azoteam.in pts.with chron.kidn.dis., mild to mod. hepat.impairm., concom.K--spar.diuret./-supplem. /-salt substit./meds.incr. K+lev., monit.ser.Mg/ K+, monit. concom.Li conc., SLE poss.activ./ exacerbat., discont.immed.if angioed.report.& do not re-chall., urin.Ca excret.decr.lead.to poss.elev. ser. Ca in absence of known Ca metabol.disords., ren. funct. assessm in post MI & HF pts., concurr. hypovolaem.poss.induc.ac.ren.fail., discont. hydrochlorothiaz.if ac.myop.& second.angle-clos.glauc.develop, digital.induc. card.arrhythm. due to hypokalaem./hypomagnesaem., concom. insulin & oral antidiabet.agents dos.adjustm., hydrochlorothiaz. cross.placenta & excret.in breast milk, gluc.tol.poss.alt., triglycer./cholesterol & uric acid lev.rais., monit.ren.funct.with concom.NSAIDs

Interactions: Other antihypertens.drugs may incr. antihypertens.eff., NSAID’s antagon. antihypertens. eff., system.expos.of valsartan incr. with concom.inhibits.of hepat.uptake transport. OATP1B1 (rifampicin/ciclosporin)/hepat.efflux transport. MRP2 (ritonavir), sympathomimet.reduc. antihypertens. eff., rev.incr.in ser.Li conc.& toxic. dur. concur.use ACE inhib.& thiazides, act.of curare derivat. potent., NSAID’s weak.diuret.& antihypertens. activ. of HCTZ, kaliuret. diuret./ corticoster. /ACTH/amphotericin/ carbenoxolone/ penicill. G & salicylic acid.deriv.may incr. hypokalaem. eff., incr.incid.of hypersens.reacts.to allopurinol, incr.advers.effs.from amantadine, enhanc. hyperglycaem.eff.of diazoxide, reduc.ren. excret.of cytotox.drugs potent.their myelosuppress. effs., anticholinerg.agents incr.bioavail.of HCTZ, prokinet. drugs (e.g.cisapride) decr.bioavail.of HCTZ, haemolyt.anaem.with methyldopa, cholestryamine decr.HCTZ absorpt., vit.D or Ca salts potent.rise in ser.Ca, cyclospor.may incr.risk of hyperuricaem.& gout type complicat., alcoh./ barbitur.& narcot.may potent.orthostat.hypotens., decr. response.to pressor amines., hyponatrem.eff. of diurets.may be intensif.by concom.anti-depress. / antipsychots./antiepilepts, high.freq.hypotens./ hyperkalaem.& decr.ren.funct asssoc.with dual block. of RAAS with ARBs/ACE inhibit./aliskiren.
See also MDR page 503.
 XE "Co-Normoten" CO-NORMOTEN, (Activo) Trinity [N/P/S]

Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos. of the indiv.ingreds.

(S3) TABS. A42/7.1.3/0857, 0858.

3000158-001: 50/12,5 mg, 30, R82,49

3000159-001: 100/25 mg, 30, R89,00

Dosage: May be admin.with other antihypertens. agents, Ca2+ chann.block & beta-block.
Start.& maint.dos: one 50/12,5 mg tab.dly. If respons. inadeq.dos.may be incr.to 100/25 mg once dly. Max.therapeut.eff.attain.within 3 wks.

Contraindications: Angioed.hist relat.to prev. ACE/ARB ther., heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm.(creatin.clear.<30ml/min)., bil.ren. arter.stenos., ren.artery stenos.with sngl.kidn., aort. stenos., concom.K+-spar. diuret., porphyr., Addison dis., anuria, sulphonamide deriv.meds. hypersens., Li ther., pregn., lactat., safety & effic.in childr.not est., lactose intol.

Side effects: Hypotens.incl.orthostat.hypotens., oed., swell., rash, palpitat., tachycard., abdom. pain, GI disturbs., musc.cramps/pain, back-/chest pain, insomn., cough, nas.congest., pharyngit., sinus disords., URTI, headache, dizzin., asthen., fatig., angioed., gastric irrit., sialadenit., jaund., pancreatit., electrol.imbal., glycosur., hyperglycaem., hyperuricaem., vertigo, paraesthes., xanthopsia, bld.disords., ren. dysfunct., interstit.nephrit., trans.blurr.vis., weakn., restlessn., photosens., purpura, urticar., vasculit., fev., resp.distress incl.pneumonit.& pulm.oed., anaphylact.reacts., cholecystit., hepatit., ALT elev.

Warnings and special precautions: No re-challenge aft.angioed.react., poss.tox.Li bld.conc. with concom.use, correct Na/vol.deplet.bef. init./ admin. low.dos., correct.electrol.imbal. bef.init. ther. & monit.periodic., teratogen.in experim. animals, ther.to be discont.immed.if pregn.confirm. & altern. ther. init.where appropr., switch to altern. antihypertens. when pregn.plann., adeq. contracept. in women of childbear.potent., hepat. funct.impairm., admin.1 hr.bef.cholestyramine /colestipol, imp.ren.funct./where ren.funct. depend. on renin-angiotensin-aldoster.syst. eg. sev.CHF, diabet.mellit./hyperglycaem., dos. adjustm. of antidiabet.agents poss.necess., decr. Ca2+ excret.lead.to poss.elev. ser.Ca2+ lev., poss. incr. in cholesterol & trigylceride lev., pts with gout/hyperuricaem., discont.bef.test.parathyr. funct., hypersens.reacts.with/without allerg./ bronch.asthma hist., SLE activ./exacerbat., cumulat. dos.-depend. assoc.betw.non-melanoma skin Ca & HCTZ

Interactions: Potent.of other antihypertens., addit. hyperkalaem.eff.of K+-spar.& thiazide diuret. /K+ supplem.& other meds.caus.hyperkalaem., alcoh./ barbit.& analges.potent.orthostat. hypotens., cholestyramine & colestipol reduc. hydrochlorothiaz. absorpt., corticoster.& ACTH intensif. electrol.deplet.partic. hypokalaem., reduc. Li clear., respons.to sympathomimet.decr., incr. resposiven. to non-depolaris.skelet.musc.relax., NSAID’s may reduc.antihypertens./diuret.& natriuret. eff.
 XE "Co-Pritor" CO-PRITOR, Ing.Pharm. 
Telmisartan 40(80) mg, hydrochlorothiaz.12,5 (12,5) mg

Indications: Mild to mod.hypertens.in pts. stabilis. on same dos.of indiv.compon.

(S3) TABS, 35/7.1.3/0347, 0348

714251-001: 40/12,5 mg, 28, R238,37
714252-001: 80/12,5 mg, 28, R238,37
Dosage: Admin.once dly. 1st stabilis.pt.on relev. dos.of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt.max.eff. May be admin.with other antihypertens. meds. Do not exceed 40/12,5 mg once dly.in pts.with mild to mod.hepat.impairm.

Contraindications: Sulphonam.deriv.subst. hypersens., angioed.hist.link.to prev.ACE inhibit./angiotensin recept.block., concom. aliskiren-contain.meds., heredit./idiopath. angioed., hypertroph.obstruct. cadiomyopathy, sev. ren.funct.impairm.(creatinine clear.<30 mL/min.)., bil.ren.artery stenos., ren.artery stenos.with sngl. kidn., aort.stenos., concom.Li/K+ spar.diuret., porphyr., Addison’s dis, sev.ren.impairm./anur., sulphonam. deriv.med.hypersens., pregn.& lactat., bil. obstruct.disords., sev.hepat.impairm., bil. cirrhos., cholestas., refract.hypokalaem/ hyponatraem./ hypercalcaem.& symptomat. hyperuricaem., fruct.intol., galactosaem., concom. fluoroquinolones in mod.-sev.ren.impairm.& elderly, prev.hist./curr.bas.cell Ca and or squam. cell Ca of skin & lip, no data on safety & effic.in childr.up to 18 yrs.

Side effects: Common: Dizzin. Uncommon: hypokalaem., hypoglycaem., anx., syncope, paraesthes., vertigo, tachycard., card.dysrhythm., hypotens., orthostat.hypotens., dyspn., diarrh., dry mouth, flatul., back pain, musc.spasm, myalg., impot., chest pain, incr. uric acid, UTI, URTI, anaem., hyperkalaem., bradycard., ren.impairm., ac. ren.fail., asthen. Rare: Bronchit., hyponatraem., hyperuricaem., depress., sleep disturbs., insomn., abnorm.vis., trans.blurr.vis., resp. distress. incl.pneumonit.& pulm.oed., abdom. pain, constipat., dyspeps., vomit., abnorm.hepat. funct./liv.disord., angio-oed., erythema, prurit., rash, incr.sweat., urticar., arthralg., leg cramps, leg pain, flu-like sympts., pain, incr.creatinine/& liv. enzymes, incr.bld.creatine phosphokin., thrombocytopen., hypersens., hypoglycaem.in diab. pts., stomach discomf., eczema, med.erupt., tox. skin erupt., decr.Hb. Post-market: Pharyngit., sinusit., gastrit., aplast.-/haemolyt.anaem., bone marr. depress., leucopaen., neutropaen., agranulocytos., thrombocytopaen., allergy, anaphylact. reacts., pancreatit., stomach upset, cholestat.-/hepatocell. jaund., photosens., exacerb./ reactiv./ activat.SLE, sepsis incl.fatal outcome, arthros., tendon pain, sialoadenit., non-melanoma skin Ca (bas.cell Ca & squam.cell Ca), loss of diab. control, anorex., loss of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit./cutan.vasculit., weakn., interstit. nephrit., ren.dysfunct., glycosur., fev., incr. triglycerides.

Poss.foet.electrol. disturbs.& other adult reacts., neonat.thrombocytopaen., foet./neonat.jaund.with matern.thiaz.ther., decr.urin.Ca excret., elev.ser.Ca, incr.urin.Mg excret.lead.to hypomagnesaem., gluc. tol. impairm., latent diab.melit.manifestat., electrol. imbal.
Warnings and special precautions: Treatm.to be stop.& chang. if pregn.plann./occurs, adeq. contracept.in fert.women, monit.Li/digox.lev., freq. monit. ser.K+ with concom.meds.affect.by ser.K+ disturbs., concom.K-spar.diuret./K-supplem./salt substit. contain. K/meds. that incr.K lev., hypokalaem. risk.great.in liv.cirrhos./brisk diuresis/inadeq.oral electrol.intake & concom. corticoster./ ACTH, monit.for warn.signs of fluid & electrol.imbal., adeq.hydrat.& reg.ren.funct. monit. init.& dur.treatm.with concom.NSAID’s, poss. adjustm. to insul./oral antidiabet.dos., hypokalaem. & hypomagnesaem.may favour onset of digox.-induc.card.dysrhythm., poss.uricosur. med. dos.adjustm.as ser.uric acid lev.rais., monit. ser. Ca lev./adjust Ca dos.if Ca supplem.need.to be prescr., discont.ther.bef.test.parathyroid funct.in case of mark.hypercalcaem., concurr.hypovolaem. poss. induc.ren.fail., thiaz.cross.placenta barrier & appear in human milk/cord bld.& may inhib.lactat., fetotox. risk dur.Co-Pritor expos.in pregn., ultrasound of foet.ren.funct./skull recomm.in case of expos. dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., mild to mod.hepat. impairm./ progress.liv.dis., mild to mod.ren. impairm., per.monit.of ser.electrol.& ren.funct. advis., monit.ser.K/creatinine & uric acid of risk pts., no exper.in ren.transplant., correct vol./Na deplet. bef.init.ther., concom.meds.that affect renin-angiotensin-aldosterone syst., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./hyperkalaem.& decr.ren. funct., assess.ren.funct.bef.init.treatm.& monit. dur.treatm.with fluoroquinolones/ACE inhibit./ angiotens.recept.blocker whether used separat/ concom., not recomm.in prim.aldosteronism, aort./ mitral stenos., obstruct.hypertroph. cardiomyopathy, excess.BP reduct.in pts.with ischaem. cardiopathy/ischaem.CV dis.may result in MI/ stroke, diagnost.eval.for coron.artery dis in pts. with diab.mellit.bef.init.ther., hydrochlorothiaz. to be discont.if ac.myop.& second.angle-clos. glauc. develop, hist.of penicill.& sulphonamide allergy poss. risk fact.for develop.ac.angle-clos. glauc., advis.pts.of report.incr.non-melanoma skin Ca risk & to reg.check & report suspic.skin les., limit sunlight & UV ray expos.& adopt skin Ca prevent.meas., hypersens.more likely in allergy/ bronch. asthma hist.

Interactions: Incr.Li ser.conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. ramipril AUC & Cmax, kaliuret.diuret./laxativ./ corticoster./ ACTH/amphotericin/carbenoxolone/ penicill.G & salicylic.acid & deriv.may incr. hypokalaem. eff., K-spar.diuret./K-supplem./salt substit. contain.K/meds.that incr.K lev.may incr. ser. K lev., antihypertens./natriuret.& diuret.eff. weak.by NSAID’s, ac.kidn.injury with concom. fluoroquinolones, alcoh./barbits./narcots.poss. potent. orthostat.hypotens., cholestryamine/ colestipol decr.HCTZ absorpt., lact.acidos.risk with metformin, pressor.amines eff.decr., eff.of non-depolar. skelet.musc.relaxant.potent., incr.incid.of hypersens.reacts.to allopurinol, vit.D or Ca salts potent. rise in ser.Ca, enhanc.hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg.agents incr. bioavail., incr.advers.effs.from amantadine, reduc. ren.excret.of cytotox.drugs & potent. myelosuppress. effs., haemolyt.anaem.with methyldopa, cyclospor.may incr. risk of hyperuricaem. & gout type complicat., should not be used with concom.aliskiren.
See also MDR page 234.
 XE "Co-Tareg" CO-TAREG, Novartis 
Valsartan 80(160; 160) mg, hydrochlorothiazide 12,5(12,5; 25) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, 35/7.1.3/0276, 41/7.1.3/0743, 0744

705068-001: 80/12,5 mg, 28, R209,48
715672-001: 160/12,5 mg, 28, R209,49
715673-001: 160/25 mg, 28, R209,49
Dosage: Recomm.dos: One tab/day. Max.eff. seen within 2-4 wks. When clinic.appropr.admin. 160(12,5)mg or 160(25)mg strengths.

Contraindications: Prev.ACE inhibit./angiotens. recept. block.angioed.hist., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, anuria, mod.to sev.ren.impairm., bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort. stenos., concom.K+-spar.diuret., porphyr., Addison’s dis., Li ther., pregn.& lactat., sev.hepat. impairm., bil.cirrhos.& cholestas., refract. hypokalaem., hyponatraem., hypercalcaem.& symptomat. hyperuricaem., safety & effic.in childr. not est., concom.renin inhibit.eg aliskrien-contain. prod.

Side effects: Common: Incr.bld lipids, hypomagnesaem., hyperuricaem., decr.appet., orthostat.hypotens., N&V, urticar., rash. Uncommon: Dehydrat., paraesthes., blurr.vis., tinnit., hypotens., cough, myalg., fatig. Rare: Thrombocytopen., purpura, photosens.react., decr. libido, leucopen., agranulocytos., bone marr. fail., haemolyt.anaem., necrotis. vasculit., vasc. disords, hypercalcaem., hyperglycaem., glucosur., worsen. of diabet. metabol. state, hypochloraem. alkalos., metabol. alkalos., sleep disords., depress., dysrhythm., pancreatit., cholestas., jaund., tox. epiderm. necrolys., cutan. lupus-erythematos.-like reacts., reactivat.of cutan. lupus erythematos. Very rare: Dizzin., diarrh., arthralg. Unknown: Neutropen., hypokalaem., hyponatraem., syncope, non-cardiogen. pulm.oed., ren.impairm./-fail./-disord., incr. bld.uric acid/bilirub./creatinine./urea, abdom. pain/upper abdom.pain, anx., arthrit., asthen., back pain, bronchit/ac.bronchit., chest pain, postur. dizzin., dyspeps., dyspn., dry mouth, epistax., erect.dysfunct., gastroenterit., headache, hyperydros., hypoesthes., influenza, insomn., ligam.sprain, musc.spasms/-strain, nas. congest., nasopharyngit., neck pain, oed., periph. oed., otit. media, pain in extrem., palpitats, pharyngolaryng. pain, pollakiur., pyrex., rash, sinusit., sinus congest., somnol., tachycard., URTI, UTI, vertigo, vir.infects., vis.disturb., angioneurot. oed., prurit., hypersens./ allerg. reacts., vasculit., myalg., incr.bld.K, aplast. anaem, angle-clos.glauc., erythema multiforme, asthen.

Warnings and special precautions: No rechalleng. aft.angioed. react., treatm.to be stop. & chang.if pregn.occurs/plan., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc. with high. freq.hypotens./hyperkalaem.& decr. ren. funct., correct Na & vol.deplet.bef.init.ther., concom. K--spar. diuret./-supplem./-salt substit., meds. that may alt.K+ lev., monit.ser.K+, mild-mod. hepat. impairm., SLE poss.activ./exacerbat., gluc. tol. poss. alt., triglycer./cholesterol & uric acid ser. lev. poss.rais., ren.funct.assessm in post MI & HF pts., concurr.hypovolaem. poss.induc. ac. ren. fail., digital. induc.card. arrhythm.due to hypokalaem/ hypomagnesaem., concom.insulin & oral antidiabet. agents dos.adjustm. discont. immed.if angioed. report.& do not re-chall., urin. Ca excret. decr.lead.to poss.elev.ser. Ca in absence of known Ca metabol.disords., concom. ser.Li monit., discont.hydrochlorothiaz.if ac. myop.& second. angle-clos.glauc.develop,

Interactions: Other antihypertens.drugs may incr. antihypertens.eff., rev.incr.in ser.Li conc.& toxic. dur.concur.use ACE inhib.& thiazides, act. of curare derivat.potent., antihypertens.& diuret. eff.weak.by NSAIDs, system.expos.of valsartan incr.with concom. inhibits.of hepat.uptake transport. OATP1B1 (rifampicin/ciclosporin)/ hepat. efflux transport. MRP2 (ritonavir), K-spar. diuret./-supplem./-salt substit.may alt.K+lev., kaliuret. diuret./ corticoster./ACTH/amphotericin/ carbenoxolone /penicill.G & salicylic acid.deriv. may incr.hypokalaem.eff., hyponatrem.eff.of diurets. may be intensif.by concom.anti-depress./ antipsychots./ antiepilepts, incr.incid.of hypersens. reacts.to allopurinol, incr.advers.effs. from amantadine, enhanc.hyperglycaem.eff.of diazoxide, reduc.ren.excret.of cytotox.drugs potent.their myelosuppress.effs., anticholinerg. agents incr.bioavail., haemolyt.anaem.with methyldopa, cholestryamine decr.thiazide diuret. absorpt., vit.D or Ca salts potent.rise in ser.Ca, cyclospor. may incr.risk of hyperuricaem.& gout type complicat., alcoh./anaesthet.& sedat.may potent. orthostat.hypotens., decr.response to pressor amines

See also MDR page 506.
 XE "Co-Telza" CO-TELZA, Forrester

Telmisartan 40(80) mg, hydrochlorothiaz.12,5 (12,5) mg

Indications: Mild to mod.hypertens.in pts. stabilis. on same dos.of indiv.compon.giv.tog

(S3) TABS, 51/7.1.3/0181, 0182
3003962-001: 40/12,5 mg, 30, R85,04
3003963-001: 80/12,5 mg, 30, R85,04
Dosage: Admin.once dly. 1st stabilis.pt.on relev. dos.of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt.max.eff. May be admin.with other antihypertens. meds. Do not exceed 40/12,5 mg once dly.in pts.with mild to mod.hepat.impairm.
Contraindications: Sulphonam.deriv.med. hypersens., curr./hist.of bas.cell carcinomas &/ squam.cell carcinoma of skin & lip, sev. ren.funct. impairm.(creatinine clear.<30 mL/min.)/anur., sev.hepat.impairm., bil.cirrhos., cholestas., refract. hypokalaem/ hyponatraem./ hypercalcaem. & symptomat. hyperuricaem., bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort. stenos. &/hypertrop.obstruct.cardiomyopathy, angioed. hist. link.to prev.ACE inhibit./angiotensin recept. block., heredit./idiopath.angioed., bil. obstruct. disords., concom.Li/K+ spar.diuret., Addison’s dis., porphyr., concom.fluoroquinolones in mod.-sev.ren. impairm.& elderly, concom. aliskiren-contain. meds., pregn.& lactat.

Side effects: Freq: Dizzin. Less freq: Bronchit., hyponatraem., hyperuricaem., hypokalaem., hypoglycaem., depress., anx., sleep disturbs., insomn., syncope, paraesthes., abnorm.vis., trans. blurr. vis., vertigo, tachycard., card. dysrhythm., hypotens., orthostat.hypotens., dyspn., resp. distress incl.pneumonit.& pulm.oed., diarrh., dry mouth, flatul., abdom.pain, constipat., dyspeps., vomit., abnorm.hepat. funct./liv.disord., angio-oed., erythema, prurit., rash, incr.sweat., urticar., back pain, musc.spasm, myalg., arthralg., leg cramps, leg pain, impot., chest pain, flu-like sympts., pain, incr.uric acid, incr.creatinine, incr. bld.creatine phosphokin. & liv.enzymes, UTI, URTI, anaem., thrombocytopen., hypersens., somnol., hyperkalaem., hypoglycaem.in diab.pts., bradycard., cough, stomach discomf., taste disturbs. & loss, eczema, drug erupt., tox.skin erupt., ren.impairm., ac.ren.fail., asthen., decr.Hb, leucopaen., neutropaen., agranulocytos., thrombocytopaen., aplast.-/haemolyt.anaem., bone marr. depress., hypersens., allergy, anaphylact. reacts., headache, pancreatit., stomach upset, cholestat.-/hepatocell.jaund., tox.epiderm. necrolys., cutan.lupus erythematos.-like reacts., photosens., cutan.vasculit. Freq.unknown: Pharyngit., sinusit., exacerb./activat.SLE, gastrit., sepsis incl.fatal outcome, eosinophil., anaphylact. react., interstit.lung dis., arthros., tendon pain, rhabdomyolys., sialoadenit., non-melanoma skin Ca (bas.& squam.cell Carcinoma, loss of diab. control, anorex., loss of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit., weakn., interstit.nephrit., ren.fail., glycosur., fev., incr. triglycerides.

Special warnings and precautions: Treatm.to be stop.& chang. if pregn.plann./occurs, concom. meds.that affect renin-angiotensin-aldosterone syst., sev.hypotens.risk in bilat./sngl.kidn.ren. artery stenos., period.monit.of K+/creatinine & uric lev.in mild to mod.ren.impairm., no exper.in ren. transplant./sev.ren.impairm., correct vol./Na deplet. bef.init.ther., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./ hyperkalaem.& decr.ren.funct., assess.ren.funct. bef.init.treatm.& monit.dur. treatm.with fluoroquinolones/ ACE inhibit./ angiotens. recept. block.whether used separat/ concom., not recomm. in prim.aldosteronism, aort./ mitral stenos., obstruct. hypertroph. cardiomyopathy, freq. monit. ser.K+ with concom. meds. affect.by ser.K+ disturbs., concom.K-spar. diuret./K-supplem./salt substit. contain. K/meds. that incr.K lev., most.elimin.in bile, poss. adjustm. to insul./oral antidiabet.dos., poss.gout in suscept. pts., hypokalaem.risk.great.in liv.cirrhos./brisk diuresis/inadeq.oral electrol. intake & concom. corticoster./ACTH, discont.ther. bef. test. parathyroid funct.in case of mark. hypercalcaem., decr.urin.Ca excret., incr.urin.Mg excret.lead.to hypomagnesaem., syst.lupus erythematos. worsen./ activ., diagnost.eval.for coron. artery dis in pts.with diab.mellit.bef.init.ther., hydrochlorothiaz. to be discont.if ac.myop.& second. angle-clos.glauc.develop, hist.of penicill.& sulphonamide allergy poss.risk fact.for develop.ac. angle-clos. glauc., alert pts.to assoc.non-melanoma skin Ca risk & to report.suspic.les.& limit.sunlight/UV expos., reduc.anithypertens.eff.in black pts., excess.BP reduct.in pts.with ischaem. cardiopathy/ischaem.CV dis.may result in MI/ stroke, hypersens.more likely in allergy/bronch. asthma hist., if aft.discont.ther.due to photosens. readmin.is neccess.protect expos.skin areas, cont. lact., monit.digox.lev., monit.ser.K+ with concom. meds. affect.by ser. K+ disturbs., adeq.hydrat.& reg.ren.funct. monit. init.& dur.treatm.with concom. NSAID’s, poss.uricosur.med. dos.adjustm. as ser.uric acid lev.rais., monit.ser.Ca lev./adjust Ca dos.if Ca supplem.need.to be prescr., adeq. contracept.in fert.women, thiaz.cross.placenta barrier & appear in human milk/cord bld.& may inhib.lactat., fetotox.risk if expos.in pregn., ultrasound of foet.ren.funct./skull recomm.in case of expos. dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., no data on safety & effic.in childr.up to 18 yrs.
Interactions: Incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. ramipril AUC & Cmax, incr.Li ser.conc.& toxic., ac.kidn.injury with concom. fluoroquinolones, kaliuret.diuret./laxativ./ corticoster./ ACTH/amphotericin/carbenoxolone/ penicill.G & salicylic.acid & deriv.may incr. hypokalaem. eff., K-spar.diuret./K-supplem./salt substit. contain.K/meds.that incr.K lev.may incr. ser. K lev., ARB’s/ACE inhibit & aliskiren incr. freq.of advers.effs., antihypertens./natriuret.& diuret. eff. weak.by NSAID’s, alcoh./barbits./ narcots.poss. potent.orthostat.hypotens., lact. acidos.risk with metformin, cholestryamine/ colestipol decr.HCTZ absorpt., hypokalaem. & hypomagnesaem.may favour onset of digox.-induc.card.dysrhythm., pressor.amines eff.decr., eff.of non-depolar. skelet.musc.relaxant.potent., incr.incid.of hypersens.reacts.to allopurinol, vit.D or Ca salts potent. rise in ser.Ca, enhanc. hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg. agents incr.bioavail., incr.advers. effs. from amantadine, reduc.ren.excret.of cytotox. drugs & potent.myelosuppress.effs., haemolyt. anaem.with methyldopa, cyclospor.may incr. risk of hyperuricaem.& gout type complicat.

 XE "Co-Zomevek" CO-ZOMEVEK, (Sandoz) Novartis

Valsartan 80(160; 160) mg, hydrochlorothiazide 12,5(12,5; 25) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, 43/7.1.3/0080, 0081, 0082

715558-001: 80/12,5 mg, 28, R185,65
715559-001: 160/12,5 mg, 28, R185,65
715560-001: 160/25 mg, 28, R185,65
Dosage: Init.once pt.stabil.at same dos.of the indiv.compon.
Contraindications: Pregn., lactat., angioed. with prev.ARB ther., heredit./idiopath.angioed., sev.hepat.impairm., bil.cirrhos.& cholestas., Addisons dis., anuria, mod.to sev.ren.impairm., concom.Li ther., refract.hypokalaem., hyponatraem., hypercalcaem.& symptomat. hyperuricaem., safety & effic.in childr. not est., safety in porphyr.not est., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort.stenos., concom.K+ spar.diuret.

Side effects: Symptomat.hypotens., headache, dizzin., naso pharyngit., fatig., URTI, cough., GI disturbs., arthralg., back/chest/abdom./neck/ extremity & leg pain, CNS effs., arthrit., asthen., bronchit., dyspn., dry mouth, hyperhidros., hypoaesthes., hypokalaem., hypotens., influenza, sprains & strains, nas./sin.congest., periph.oed., palpitat., paraesthes., pyrex., rash, tachycard., tinnit., UTI, vir.infect., blurr.vis., vertigo, hypersens. reacts.incl.ser.sickn.& vasculit., ren. impairm./fail., myalg., pulm.oed.with granulocyt. infiltrat. & IgG deposit.in alveol.membr., decr. libido, elev.LFT, urticar.& other rash, erect. dysfunct., photosensitisat., cholestas./jaund., sleep disord., depress., thrombocytopen.with purpura, necrotis.vasculit., tox.epiderm. necrolys., cutan.lupus.erythematos like reacts., bld. dyscras., bone marr.depress., pancreatit., resp. distress.incl.pneumonit.& hypomagnesaem., electrol.disords., elev.ser.Ca, activ./ aggrav.SLE

Special precautions: Correct Na & vol.deplet. bef.init.ther., concom.K--spar.diuret./-supplem. /-salt substit./meds.that may alt.K+ lev., monit.ser. K+, monit.concom.Li, incr.mortalit.in HF pts.receiv. ACE inhibit./beta-block.theref.not recomm., digital. induc. card.arrhythm.due to.hypokalaem/ hypomagnesaem., concom.insulin & oral antidiabet. dos.adjustm., hepat.impairm.hist., gluc. tol.poss.alt., triglycer./cholesterol & uric acid lev.rais.

Drug interactions: Other antihypertens.drugs may incr.antihypertens.eff., antihypertens.& diuret. eff.weak.by NSAID’s, sympathomimet. reduc.antihypertens.eff., rev.incr.in ser.Li conc.& toxic.with concur.ACE inhib.& thiazides, act.of curare derivat.potent., kaliuret.diuret./ corticoster. /ACTH/amphotericin/carbenoxolone / penicill.G & salicylic acid.deriv.may incr. hypokalaem. eff., incr.hypersens.reacts.to allopurinol, incr.advers.effs.from amantadine, enhanc. hyperglycaem.eff.of diazoxide, reduc. ren. excret.of cytotox.drugs potent.their myelosuppress. effs., anticholinerg.agents incr. bioavail., haemolyt.anaem.with methyldopa, cholestryamine decr.absorpt., vit.D or Ca salts potent. rise in ser.Ca, cyclospor.may incr.risk of hyperuricaem. & gout type complicat., alcoh./ barbitur/ narcot.may potent.orthostat.hypotens.

 XE "CoAprovel" COAPROVEL, Sanofi-Aventis 

Irbesartan 150(300) mg, hydrochlorothiazide 12,5(12,5) mg

Indications: Essent.hypertens.in pts.stabil.on same dos.of indiv.compon.

(S3) TABS, 33/7.1.3/0324, 0325

891353-004: 150/12,5 mg, 28, R367,47
898597-005: 300/12,5 mg, 28, R395,03
Dosage: 1 tab.dly. If BP not adeq.control.another antihypertens.may be add.

Contraindications: Hypersens.to sulphonam.-deriv. drugs, anuric, safety in pregn.& lactat.not est., safety & effect.in paed.pts.not est., sev. ren./ hepat.impairm.

Side effects: Headache, dizzin., fatig., GI disturbs., oed., chest pain, cough, sex.dysfunct., tachycard., orthostat.dizzin., pancreatit., sialadenit., vertigo, paraesthes., xanthops., bld. dyscras., photosens.reacts., fev., urticar., necrotis. angit., resp.distress, anaphylact.reacts., tox. epiderm. necrolys., hyperglycaem., glycosur., hyperuricaem., electrol.imbal., ren.dysfunct., interstit. nephrit., musc.sp., weakn., restlessn., trans. blurr.vis., ac.gout attack in suscept.indiv., activat./exacerbat.of SLE, incr.serum Ca lev., jaund.

Special precautions: Correct Na & vol.deplet. bef.init.ther., bi-/unilat.ren.art.stenos., sev.CHF, post sympathectomy pt., progress.liv.dis., poss. incr.insul.requirem.in diabet., latent diabet.mellit. evid., monit.pts.at risk of electrol.& metabol. disturbs., monit.serum Ca with concom.Ca

Drug interactions: Other antihypertens.drugs may incr.antihypertens.eff., K-spar.diuret., K-supplem. or salt substit.contain.K may lead to incr. serum K, alcoh,barbits.& narcots.may potent orthostat. hypotens., diuret.induc.hypokalaem. may accent.card.arrhythm., cholestyramine resin & colestipol HCl delay/decr.hydrochlorothiaz. absorpt., incr.risk of Li toxic., NSAID’s reduc. diuret.eff., non depolaris.musc.relax.eff.potent.

 XE "Copalia" COPALIA, Novartis [P/S] 
Amlodipine 5 mg, valsartan 160 mg.

Amlodipine 10 mg, valsartan 160 mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 45/7.1.3/0850, 0851

721593-001: 5(160) mg, 28, R158,76
721594-001: 10(160) mg, 28, R186,76
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch. Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomopathy, aort. stenos., sev.ren.impairm., bilat.& unilat.ren.artery stenos., concom. K+spar.diurets., porphyr., Li.ther., safety in pregn.& lactat.not est., safety & effic.in childr. & adolesc.und.18 yrs.not est.

Side effects: Nasopharyngit., flu., hypersens.incl. ser. sickn., anx., headache, dizzin., paraesthes., CNS effs., vertigo, tinnit., tachycard., palpitat., syncope, orthostat.hypotens., hypotens., cough, pharyngolaryng. pain, GI/vis.disturbs., skin reacts. incl.erythem.multiforme, hyperhidros., joint swell., back pain, arthralg., musc.cramps, heavin.sens., pollakiur., polyur., erect.dysfunct., pitt./fac./ periph./ oed., fatig., flush., asthen., hot flush., bld. dyscras., hyperglycaem., periph.neuropathy, pancreatit., hepatit., angioed., vasculit., dyspn., rhinit., gingiv.hyperplas., dry mouth, alopec., incr. sweat., incr.urin.freq., malaise, mood chang., depress., gynaecomast., incr.pulm.oed.incid.in NYHA III & IV HF of non-ischaem.aetiol., vir.infect., URTI, decr.libido, card.fail., ren.insuff., ac.ren.fail.
Warnings and special precautions: No re-challenge aft.angioed.react., concom. Li ther., discont. ther.when pregn. confirm./plann., effect. contracept. in women of childbear.potent., excret. in milk of lactat.rats, hepat./sev.ren.impairm., bil. obstruct.disords., concom. K+-spar.diuret./K+ supplem./ K+salt substit.or meds.incr. K+lev., treatm. to be stopp.& chang.if pregn.occurs, Na & vol.deplet. theref.correct.bef. init.ther.

Drug interactions: Ser.Li conc.incr./toxic., incr. K+ lev with K+-spar.diuret./ K+ supplem.or K+salt substit./other meds.that may incr.K+ lev.incl. heparin.
See also MDR page 510.
 XE "Cozaar" COZAAR, Organon [P/S] 

Losartan potassium.

Indications: Hypertens., ren.protect.in type 2 diab. with hypertens.& proteinur.

(S3) TABS. 29/7.1.3/0268, 36/7.1.3/0490
818739-002: 50 mg, 30, R144,81
710079-001: 100 mg, 30, R144,81
Dosage: May be admin.with other antihypertens./ insulin.& common hypoglycaem.agents

Hyptertens: Start.& maint.dos: 50 mg once dly. Max. eff.attain. 3-6 wks.aft.initiat. May be incr.to 100 mg once dly. Intravasc.vol.deplet: Init dos: 25 mg once dly.

Ren.protect.in type 2 diab.with hypertens.& proteinur: Usual start.dos.50 mg once dly. May be incr. to 100 mg once dly.based on BP respons. Pead.: S&E in 6 mnths.-<6yrs.not est. 6-16 yrs.weight ≥20 kg <50 kg: 25 mg dly max 50 mg dly.6-16 yrs weight ≥ 50 kg: 50 mg dly max 100 mg dly.
Contraindications: Angio-oed.relat.to ACE-inhibit./ ARBs., heredit./ idiopath.angioed., hypertroph. obstruct. cardiomyopathy, sev.ren.impairm., hepat. impairm., aortic.stenos., bilat.ren.artery stenos., ren.artery stenos. in pts.with sngl.kidn., concom.K+-spar.diuret., pregn., safety in breastfeed.not est., porphyr., Li therap., with aliskiren in diab.pts., concom. fluoroquinolones in pts.with mod.-sev.ren.impairm., paed pts.GFR <30 & in paed.hepat.impairm.
Side effects: Very common: Headache, Common: URTI, insomn., dizzin., vertigo, palpitat., tachycard., cough, pharyngit., nas.congest., sinus disords., diarrh., abdom.pain, naus., dyspeps., back pain, musc.cramps, oed./swell., chest pain, fatig./asthen., hyperkalaem., elev. ALT Uncommon: Orthostat.hypotens., rash. Post market.: Anaem., anaphylact.reacts.in some pts. prev.treat.with ACE inhibit./ ARBs., migraine, dysgeus., erect.dysfunct., impot., vasculit.incl.Henoch-Scholein purpura, cough, hepatit., abnorm.liv.funct., urticar., prurit., erythroderma, photosens., myalg., arthralg., thrombocytopen., vomit., malaise.

Special warnings and precautions: Disc.if pregnant., adeq.contracept.for women of childbear.age, monit.ser.K+ lev.reg., correct electrol./fluid imbal.bef.init.treatm., hepat. impairm., imp.ren.funct., where ren. funct.depends on renin-angiotens.-aldoster. syst.activ., ren.artery stenos., cont.lactose.

Interactions: Meds.block.angiotens.II or it’s effs./K+-spar.diuret./ K+ supplem./K+salt substit. incr. ser. K+, Li excret.reduc., effs. attenuat.by NSAID’s incl.COX2-inhibit., dual block.of RAAS, concom.fluoroquinolones poss.kidney injur., avoid grapefruit may red.therap.effect.
(S3) COZAAR COMP, [N/P/S]
Losartan potassium 50(100)mg, hydrochlorothiazide 12,5(12,5)mg.

Indications: Hypertens.in pts.est.on identic. dos.of the indiv.ingred.

TABS. 30/7.1.3/0284, 46/7.1.3/0865

828181-004: 50/12,5 mg, 30, R158,74
723331-001: 100/12,5 mg, 30, R158,74
Dosage: 1 tab. (50/12,5 mg) once dly. May be incr. to max.dos. of 2 x 50/12,5 mg tabs.once dly in pts. not respond.adeq. Max.therap.eff. attain.with. 3 wks. aft.ther.init.100/12,5 mg tabs avail.for pts.titrat.to Cozaar 100 mg where addit. contr.requir. May be admin.with other antihypertens. agents esp.Ca chann.blocks./beta blocks.

Contraindications: Angioed.hist.relat.to prev. ACE inhib./angiotens.recept.blocks., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy (HOCM), sev.ren.impairm., bil.ren. art.stenos., ren.art.stenos.in pres.of sngl. kidn., aort.stenos., concom.K+-spar.diurets., Li/ aliskiren-cont. prod., porphyr., concom. hydrochlorothiaz. not to be giv.in Addison’s dis., anur., sulphonam. hypersens., pregn.& lactat., hepat.impairm.

Side effects: Very common: Headache. Common: Dizzin., fatig., asthen., insomn., dizzin., palpitat., tachycard., cough, pharyngit., nas. congest., sinus disord., URTI, diarrh., naus., abdom. pain, dyspeps., back/chest pain, musc. cramps, oed., swell., hyperkalaem., elev.ALT. Uncommon: Orthostat. hypotens., rash, anorex., hyperuricaem., vomit., urticar. Rare: Thrombocytopen., hyperglycaem., paraesthes., jaund., photosens., glycosur., constip. Very rare: Leukopen., agranulocytos., haemolyt.anaem., resp. distress incl.pneumonit.& pulm.oed. pancreatit., necrotis.angiitis. Unknown: Erect. dysfunct./impot., aplast.anaem., anaphylact. reacts.,angioed., hyponatraem., hypokalaem., restlessn., dysgeus., xanthops., trans.blurr.vis., vertigo, vasculit.incl.Henoch-Schoenlein purpura, gastr. irrit., sialoadenit., hepatit., purpura, prurit., tox.epiderm.necrolys., cutan. lupus erythematos., erythroderma, arthralg., myalg., ren.dysfunct./ fail., interstit.nephrit., fev., weakn., malaise, liv. funct. abnorm.

Warnings and special precautions: No re-challenge aft.angioed.react., poss.Li-toxic., ther. to be discont.immed.if pregn.confirm.& altern. ther. init.where appropr., switch to altern. antihypertens. when pregn.plann., adeq. contracept. in women of childbear.potent., pass. through placenta & excret.in breast milk, hypersens., where ren.funct.depend.on renin-angiotens. syst., correct.intravasc.vol.deplet.bef. init./ low.dos., period.ser.electrol.monit., dos. adjustm. of antidiabet.agents poss., decr.urin.Ca excret. lead.to poss.elev.ser.Ca lev., incr. cholester. & trigylcer.lev., poss.hyperuricaem.&/ gout precipit. in cert. pts., safety & effic.in childr. not est., not to be giv.in lact.intol.pts., hypersens. reacts.with/without allerg./bronch. asthma hist., SLE activ./exacerbat., concom. NSAIDs in pts.with compromis.ren.funct., admin. 1 hr bef. cholestyramine/colestipol, concom. aliskiren not to be admin.in diab.pts.& avoid use in ren impairm., dual block.of RAAS with ARBs/ ACE inhib.&/ aliskiren.

Drug interactions: Poss.reduc.act.metabol.lev. with rifampicin/fluconazole, incr.ser.K+ with meds. block.angiotens.II or its eff./K+ spar. diurets./K+ supplem./ K+ salt substit., reduc.Li excret., antihypertens.eff.poss.attenuat.by NSAIDs incl select.Cox-2 inhib., alcoh./barbit./ narcot.potent. orthostat.hypotens., addit.eff./ potent.with other antihypertens., imp. hydrochlorothiaz.absorpt.in pres.of anion. exchange resins, intensif.electrol.deplet.with corticoster./ACTH/glycyrrhizin, decr.respons.to press. amin., incr.responsiven.to nondepolaris. skelet. musc.relax., NSAID’s may reduc.diuret., natriuret. & antihypertens.eff.of loop/ K+ spar./ thiazide diuret.

 XE "Dafiro" DAFIRO, Sandoz [P/S]

Amlodipine besylate 5 mg, valsartan 160 mg.

Amlodipine besylate 10 mg, valsartan 160 mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 45/7.1.3/0706, 0707

3003390-001: 5/160 mg, 28, R136,64
3004874-001: 10/160 mg, 28, R147,20
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch. Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-I./ ARB, heredit./idiopath.angioed., hypertroph.obstruct.cardiomopathy, aort.stenos., sev.ren.impairm., bilat.& unilat.ren.artery stenos., concom.K+spar.diurets., porphyr., Li.ther., safety in pregn.& lactat.not est., S&E in childr. & adolesc.<18 yrs.not est.

Side effects: Common: Nasopharyngit., influenza, hypokalaem., dizzin., headache, somnol., palpitat., abdom.discomf.& upper pain, N&V, ankle swell., asthen., fatig., fac.oed., flush., hot flush., oed., periph.oed., pitt.oed., vir.infects., neutropen., orthostat.hypotens., diarrh., Uncomm.: Dizzin., postur.dizzin., paraesthes. vertigo, tachycard., palpitats., orthostat.hypotens., cough, pharyngolaryng.pain, diarrh., abdomin.pain, constipat., rash, erythema, joint swell., back pain, arthralg., leucopen., thrombocytopen., hyperglycaem., vis.disturbs., periph.neuropathy, syncope, pancreatit., hepatit., angioed., vasculit., dyspn., rhinit., alter.bowel habits, dyspeps., gastrit., gingiv.hyperplas., dry mouth, alopec., incr.sweat., prurit., erythema multif., myalg.,  muscle cramps, incr.urin.freq., malaise, mood changes, depress., gynaecomast., impot., URTI, pharyngit., sinusit., hyperkalaem., insomn., libido decr., card.fail. Rare: Hypersens., anxiety, tinnit., hyperhidros., exanthema, muscle spasm, sensat.of heavin., pollakiur., polyur., erect.dysfunct. 

Special warnings and precautions: No re-challenge aft.angioed.react., concom.Li ther., discont.ther.when pregn. confirm./plann., effect.contracept.in women of childbear.potent., excret.in milk of lactat.rats, hepat./sev.ren.impairm., bil.obstruct.disords., concom.K+spar.diuret./K+ supplem./ K+salt substit.or meds.incr. K+lev., Na & vol.deplet. theref.correct.bef. init.ther., S&E in childr.& adolesc.<18 yrs.not est.

Interactions: Ser.Li conc.incr./toxic., incr. K+ lev with K+spar.diuret./ K+ supplem.or K+salt substit./other meds.that may incr.K+ lev.incl. heparin.
 XE "Diovan" DIOVAN, Novartis [P/S] 
Valsartan.

Indications: Mild to mod.hypertens., improv. surviv. foll.MI in clinic.stab.pts.with S&S or radiologic. evid.of left ventric.fail./left ventric. systol. dysfunct., HF (NYHA class II-IV).

(S3) TABS. 36/7.1.3/0382, 0034, 0035, 40/7.1.3/0542

705488-001: 40 mg, 28, R255,39
700000-001: 80 mg, 28, R340,02
700710-001: 160 mg, 28, R340,02
710051-001: 320 mg, 28, R413,54
Dosage: Hypertens: Recomm.dos: 80 mg or 160 mg once dly. Substant.eff.pres.within 2 wks.& max. eff.aft. 4 wks. May be incr.to 320 mg dly.or add diuret.in pts.not adeq.control. May be admin. with other anti-hypertens.

Post MI: Ther may be init.as early as 12 hrs.aft. MI. Init: 20 mg 2xdly., titrat.to 40 mg, 80 mg, & 160 mg 2xdly.over next few wks. Target.dos: 160 mg 2xdly.to be achiev.by 3 mnths.bas.on pt tol. May be used with other post MI ther.eg. thrombolyt./ acetylsalicyl.acid/beta-block & statins.

Heart fail: Init.40 mg 2xdly. Titr.up to 80 mg & 160 mg 2xdly.to high.dos.tolerat. Consid.reduc. concom. diuret. Max.dly.dos.in clinic.trails: 320 mg in div.dos.

Contraindications: Safety in pregn.& lactat.not est., mod.to sev.ren.impairm., safety & effic.in childr. & adolesc.und.18 yrs.not est.

Side effects: Common: Vir.infect., neutropen., postur.dizzin., orthostat.hypotens. Uncommon: URTI, pharyngit., sinusit., hyperkalaem., insomn., decr. libido, syncope, vertigo, card. fail., hypotens., cough, diarrh., abdom.-/back pain, fatig., asthen., oed. Rare: Dizzin. Very rare: Rhinit., thrombocytopen., hypersens.reacts.incl.ser.sickn., vasculit., headache, naus., angioneurot.oed, rash, prurit.,arthralg., myalg, ren impairm.incl.ren.fail.
Warnings and special precautions: Teratogenic. in experim.anim., discont.ther.if pregn. detect., Na & vol.deplet.theref.correct.bef. init. ther., concom.K--spar.diuret., K- supplem.or K-salt substit., ren.funct.assessm in post MI & HF pts., consid.dos.reduct.in case of symptomat. hypotens./ ren dysfunct., monit.bld.urea & ser. creatinine in pts.with bilat. & unilat.ren.artery stenos., bil.obstruct.disords., init.ther.in HF/post MI., incr.mortal.with concom.ACE.inhibit.& beta-block.in HF pts.

Interactions: Incr.ser.K+ lev with K--spar.diuret./ K- supplem.or K-salt substit.
See also MDR page 520.
 XE "Dynarb" DYNARB, Pharma Dynamics [P/S]

Irbesartan

Indications: Essent.hypertens.alone/combin.with other antihypertens., diabet.nephropathy assoc. with elev.ser.creatin.& proteinur.(>300 mg/day) in pts.with type 2 diab.& hypertens.
(S3) TABS, 43/7.1.3/0720, 0721

717793-001: 150 mg, 30, R118,26
717794-001: 300 mg, 30, R125,09
Dosage: Adults: Init.& maint.dos: 150 mg once dly. If control insuffic.dos.may be incr.to 300 mg or other antihypertens.may be add.

Hypertens.with type 2 diabet.ren.dis: Pref maint. dos: 300 mg once dly.

Adolesc.13-16 yrs: Init.150 mg dly. Titr.to 300 mg dly in pts.requir.furth.BP reduct.

Contraindications: Safety in pregn.& lactat.not est., angioed.hist.relat.to prev.ACE inhib./ angiotens. recept.block.ther., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev. ren.funct.impairm., bil./sngl.ren.art.stenos., concom.K+-spar.diurets., aort.stenos., porphyr., concom.Li, safety & effic.in childr.young.than 6 yrs.not est., rare heredit.lact.intol.probl., Lapp lact.defic., gluc.-galact.malabsorpt.

Side effects: Orthostat.dizzin./hypotens., headache, tachycard., hyperkalaem., cough, GI disturbs., sex.dysfunct., fatig., chest pain, oed., hypersens. reacts., abnorm.liv.funct.tests, jaund.

Special precautions: Treatm.to be stopp.& chang. if pregn.suspect./occurs,/pregn.contempl., hypotens., correct vol./Na deplet.bef.init.ther., infts.of mothers who receiv.med., elderly, sev.N&V/diarrh., dehydrat.risk, ren.funct.impairm., diab.ren.dis. &/HF
Drug interactions: Poss.add.hypotens.eff.with diurets., interacts.with meds.inhib./metabol.by cytochrome P450 2C9 substr., K+supplem.or salt substit.contain. K+may lead to incr.serum K+
 XE "Exforge" EXFORGE, Novartis [P/S] 
Amlodipine 5(10) mg, valsartan 160(160) mg.

Amlodipine 5(10) mg, valsartan 320(320) mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 41/7.1.3/0291, 0292, 0770, 0771

711253-001: 5(160) mg, 28, R293,66
711254-001: 10(160) mg, 28, R334,29
719125-001: 5(320) mg, 28, R413,55
719126-001: 10(320) mg, 28, R413,55
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch.

Recomm.dos: 1 tab./day.
Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., sev. ren.impairm., heredit./idiopath.angioed., aort.stenos., hypertroph. obstruct.cardiomopathy, bilat.& unilat. ren. artery stenos., concom.K-spar.diuret.(e.g. spironolactone, triamterene, amiloride)/Li.therap., porphyr., safety in pregn.not est., lactat., safety & effic. in childr.& adolesc.und.18 yrs.not est.

Side effects: Nasopharyngit., flu., hypersens. incl. ser. sickn.& vasculit., vis.disturbs., anx., CNS effs., vertigo, tinnit., tachycard., palpitat., syncope, orthostat. hypotens., hypotens., cough, pharyngolaryngeal pain, GI disturbs., rash, erythema, hyperhidros., exanthema, prurit., joint swell., back pain, arthralg., myalg., musc.spasm. heavy sensat., pollakiur., polyur., erect.dysfunct., oed., pitt.oed., fac.oed., periph.oed., fatig., flush., asthen., hot flush., leucopen., thrombocytopen., hyperglycaem., pancreatit., hepatit., angioed., dyspn., rhinit., alopec., incr.sweat., incr.urin.freq., mood changes, depress., asthen., gynaecomast., impot., incr.pulm.oed.incid.in NYHA III & IV HF of non-ischaem.aetiology, vir.infect., URTI, neutropen., hyperkalaem., decr.libido, ren. impairm., ac.ren.fail., ren.insuff., decr.Hb & haematocrit., incr. ser.creatinine/K+/total bilirub./ bld. urea, elev. liv.funct.val.

Warnings and special precautions: Teratogenic. in experim. anim., ren.& hepat. impairm., bil.obstruct.disords., Na & vol.deplet. theref. correct.bef.init.ther., concom. K--spar. diuret./K- supplem./K-salt substit.or meds.incr. K+lev.

Drug interactions: Incr.K+ lev with K--spar. diuret./ K- supplem.or K-salt substit./other meds. that may incr.K+ lev.(heparin, etc.)

See also MDR page 525.
 XE "Fortzaar" FORTZAAR, Organon [N/P/S]

Losartan potassium 100 mg, hydrochlorothiazide 25 mg.

Indications: Hypertens.in pts.est.on identic.dos. of these indiv.ingreds.

(S3) TABS. 34/7.1.3/0281

887096-005: 30, R169,03
Dosage: Max dose: 1 tab.dly. Max.therapeut.eff.attain.within 3 wks. of initiat.of ther.

Contraindications: Angioed.hist.relat.to prev. ACE inhibit./ARB., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., anur., bilat.ren. artery stenos., ren.artery stenos.in pts.with with sngl. kidn., aort.stenos., concom.K+ spar.diuret, porphyr., Addisons dis., sulphonam.-deriv.meds. hypersens., concom.Li ther., pregn.& lactat., hepat.impairm., concom.aliskiren.in diabetics/ ren.impair.pts., concom. fluoroquinolones in mod/ sev.ren.impairm., safety in childr. not est.

Side effects: Fortzaar: Common: Dizzin., asthen./ fatig. Losartan: Very common: Headache Common: URTI, insomn., dizzin., palpitat., tachycard., cough, nas.congest., pharyngit., sinus disords., diarrh., naus., abdom.pain, dyspep., back pain, musc.cramps, chest pain, oed./swell., asthen./fatig., incr.ALT, hyperkalaem. Uncommon: Orthostat. hypotens., rash HCTZ: Uncommon: Hyperuricaem, anorex., hypotens., N&V, rash, urticar. Rare: Thrombocytopen., hyperglycaem., paraesthes., headache, diarrh., constipat., jaund., photosens., glycosuria Very rare:  Leukopen., agranulocytos., resp.distress., haem.anaem., pancreatit., necrotis.agiit., Unknown (losartan or hctz): Sialadenit., aplast.anaem., electrol.imbal., restlessn., xanthopsia, trans.blurr.vis., vertigo, hypotens., postur. hypotens., gastric irritat., purpura, cramps, muscl sp., ren.dysfunct., interstit. nephrit., ren.fail., fev., weakn.
Special warnings and precautions: Adeq. contracept. for women of childbear.age & discont. immed.if pregn./suspect., dual block.of RAAS, sev. ren./hepat.impairm., correct intravasc.vol. deplet.bef.init./ start.low.dos., monit.electrol. bal.in pts.on diuret., poss.dos.adjustm.of antidiabet.agents, decr.Ca excret.lead.to poss. elev.ser.Ca levels, poss.incr.in cholesterol & trigylceride lev., poss.hyperuricaem./gout, lact.intol., monit.ser.Li lev., assess ren.funct.bef./during fluoroquinolone treatm., hypersens.with/-out hist.of allergy/ bronch.asthma, reports of SLE exacerbat., incr.risk non-melanom.skin Ca.

Interactions:Losartan:Rifampicin/ fluconazole red.activ.metabolite, incr.ser.K+ with K+ -spar.diuret./ K+ supplem./ subst., reduc.Li excret., NSAIDs may reduc.effect, NSAIDs furth.reduc.ren.funct. in ren.impairm., dual RAAS block.with ARB+ ACE-I+ aliskiren incr.s/e, concom. fluoroquinol.may precipit.ac.kidney injur. HCTZ: Alcoh./ barbit.& narcot.potent. orthostat.hypotens., adjust anti-diabet.meds., potent.of other antihypertens., cholestyramine & cholestipol resins impair.absorp., intensif. electrol. deplet.with corticoster./ ACTH/ glycyrrhizin (in liquorice), incr.responsiven.to nondepolaris. skelet. musc.relax., Li toxicity, NSAID’s may reduc.diuret./ natriuret.& antihypertens. eff. 

 XE "Gemvalaz" GEMVALAZ, Ranbaxy [P/S]

Amlodipine besylate 5 mg, valsartan 160 mg.

Amlodipine besylate 10 mg, valsartan 160 mg.

Indications: Mild to mod.essent.hypertens.in pts.normalis.bp.on same dos.of indiv.compon.

(S3) TABS. 49/7.1.3/0167, 0168

3005225-001: 5/160 mg, 30, R162,55
3005226-001: 10/160 mg, 30, R162,94
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch. Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-I./ ARB, heredit./ idiopath.angioed., hypertroph.obstruct. cardiomopathy, aort.stenos., sev.ren.impairm., bilat.-/single-kidney ren.artery stenos., concom.K+spar.diurets., concom. fluoroquinol.in ren.impair.pts/ elderly, porphyr., Li.ther., concom.aliskiren, severe hepat.impairm./ biliary cirrhos./cholestas., severe hypotens., shock, haemodynam.unstab. HF after ac.MI, pregn.& lactat.
Side effects: Freq: Nasopharyngit., influenza, hypokalaem., dizzin., headache, somnol., palpitat., abdom.discomf.& upper pain, naus., ankle swell., asthen., fatig., fac.oed., flush., hot flush., oed., periph.oed., pitt.oed., Less freq.: Hypersens., anorex., tachycard., dysrythm., MI, orthostat. hypotens., hypotens., vascullit., cough, dyspn., pharyngolaryng.pain, diarrh., constipat., dry mouth, joint swell., back pain, arthralg., leucopen., thrombocytopen.,hypercalcaem./-glycaem./-lipidaem./-uricaem./-natraem., vis.disturbs./-impairm., tinnit., vertigo, , pancreatit., hepatit., angioed., rhinit., alter.bowel habits, dyspeps., gastrit., gingiv.hyperplas., vomit., abnorm.LFT, intrahepat.cholestas., jaund.,  alopec., prurit.,purpura, erythema, erythema multif., exanthema, hyperhidros., photosens., rash, skin discolour., uritcar., exfoliat.dermatit., SJS, quincke oed., myalg.,  muscle spasm, heavin.sensat., micturit.disord., noctur., pollakiur., polyur., mood swings, depress., anx., confus., abnorm.coordinat., postur.dizzin., dysgeus., hyperton., paraesthes., peripher.neuropath., neuropath., syncope, trem., hypoesthes., gynaecomast., impot., erect.dysfunct. non-card.chest pain, pain, incr./decr. weight, insomn., discomf.& malaise Not known: Decr.hb & haematocrit, neutropen., extrapyram.syndr., bull.dermatit., TEN, incr.bld.creatin., ren.fail & impair.,incr.serum K+
Special warnings and precautions: Dual block.of RAAS., poss.sympt.hypotens.in volume-&/or salt depleted pts/on high dos diuretic, concom.K+spar.diuret./K+ supplem./ K+salt substit.or meds.incr. K+lev., unilat.artery stenos., no experien.in kidn.transpl., no re-challenge aft.angioed.react., stop.& switch ther.when pregn. confirm./plann., effect.contracept.in women of childbear.potent., excret.in human milk, hepat./ren.impairm., bil.obstruct.disords.,primar.hyperaldosteron., assess.ren.funct.in HF/post MI/before treatm.with fluoroquin., CHF pts., mitral-/aortic stenos., S&E in childr.& adolesc.<18 yrs.not est.
Interactions: Ser.Li conc.incr./toxic., incr. K+ lev with K+spar.diuret./ K+ supplem.or K+salt substit./other meds.that may incr.K+ lev., reduc.antihypert.eff./incr.risk worse.ren.funct/incr.serum K+ with NSAID’s incl.COX-2-I, acetylsal.acid, valsartan exp.incr. with rifampic./ciclopspor./ritonav., incr adver.eff.with aliskiren, poss.kidn.injur.with concom.fluoroquinol.
 XE "Hylokat" HYLOKAT, MACLEODS [N/P/S]

Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos.of the indiv.ingreds.

(S3) TABS, 47/7.1.3/0887, 0888

3005295-001: 50/12,5 mg, 30, R82,50
3005296-001: 100/25 mg, 30, R91,51
Dosage: May be admin.with other antihypertens. agents, Ca chann.block & beta-block.

Start.& maint.dos: one 50/12,5 mg tab.dly. If respons. inadeq.dos. may be incr.to 100/25 mg once dly. Max.therapeut.eff.attain. within 3 wks.

Contraindications: Angioed.hist relat.to prev. ACE/ ARB ther., heredit./ idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm.(creatin. clear.<30ml/min)., bil.ren.arter. stenos., ren.artery stenos.with sngl.kidn., aort.stenos., concom.K+-spar.diuret., porphyr., Addison dis., anuria, sulphonamide deriv.meds.hypersens., Li ther., pregn., lactat., S&E in childr.not est., hepat.impairm., concom.direct renin inhibits.incl.aliskir.contain.meds., concom.fluoroquinolones, lactose intol.

Side effects: Losartan: Freq: Dizzin., asthen., URTI, insomn., headache, palpitat., tachycard., cough, pharyngit., nasal congest., sinus disor., sinusit., diarrh., nausea, abdom.pain, dyspeps., back pain, musc.cramps, leg pain, myalg., ren.impairm./-fail., oed., chest pain, hyperkalaem., elev.ALT, mild reduct.haematocrit & haemoglobin, hypoglycaem.

Less freq: Anaem., Henoch Schönlein purpura, ecchymos., haemolys., hypersens.incl.anaphylact.reacts & angioed., anorex., gout, anx., panic disord., confus., depress., abnorm.dreams, sleep disord., somnol., mem.impair., nerv., paraesthes., periph. neurop., tremor, migraine, syncope, trans. blurr. vis., burn./ sting.in eye, conjunctivit., decr.vis.acuity, vertigo, tinnit., hypotens., orthostat.hypotens., sternalg., ang.pect., grade II-AV block, cerebrovasc event, MI, arrhythm.(atrial fibrillat., sinus bradycard., ventric.tachycard./- fibrill.), vasculit., pharyng.discomfort, laryngit., dyspn., bronchit., epistax., rhinit., resp.congest., constipat., dent.pain, dry mouth, flatul., gastrit., vomit., obstipat., rash, alopec., dermatit., dry skin, erythem., flush., photosens., prurit., urtic., sweat., arm-/ knee-/ musc-/ should.pain, joint swell., stiffn., arthralg., arthrit., coxalg., fibromyalg., musc.weakn., noctur., urin.freq., UTI, decr.libido, erect.dysfunct., fev., mild incr.urea & creatinine, incr.hep.enzym. & bilirubin. Unknown freq.: Thrombocytopaen., dysgeus., restlessn., pancreatit., gastrit.irritat., liv.funct.abnorm., purpur., rhabdomyolys., musc.spasm, flu-like sympts., malais., hyponatraem. HCTZ: Less freq: Non-melanoma skin CA (basal cell CA, squam.cell CA.), thrombocytopaen., leucopaen., agranulocytos., haemolyt. anaem., aplast.anaem., purpur., anorex., hyperuricaem., hyperglycaem., hypokalaem., hyponatraem., insomn., paraesthes., headache., trans.blurr.vis., xanthops., hypotens.(incl. orthostat.-), necrotiz.angiit. (vasculit., cutan.vasculit.), resp.distress incl.pneumonit. & pulm. oed., nausea, vomit., diarrh., constipat., pancreatit., sialoadenit., spasms, jaund.(intrahepat. cholestat.-), rash, urticar., photosens., TEN, musc.cramps, glycosur., interstit.nephrit., ren.dysfunct./-fail., fev., dizzin., weakn. Freq.unknown: Anaphylact.reacts., restlessn., vertigo, gastrit. irritat., cutan. lupus erythematos.-like reacts., purpur.

Special warnings and precautions: No re-challenge aft.angioed.react., poss.tox.Li bld.conc.with concom.use, correct Na/ vol.deplet.bef.init./ admin.low.dos., correct.electrol.imbal.bef.init. ther.& monit.periodic., teratogen.in experim.animals, ther.to be discont.immed.if pregn.confirm.& altern.ther.init.where appropr., switch to altern. antihypertens.when pregn.plann., adeq.contracept.in women of childbear.poten., hepat.funct.impairm., admin.1 hr.bef.cholestyramine / colestipol, imp.ren.funct./ where ren.funct. depend.on renin-angiotensin-aldoster.syst.eg.sev.CHF, DM/ hyperglycaem., dos. adjustm.of antidiabet.agents poss.necess., decr.Ca excret.lead.to poss.elev.ser.Ca lev., poss.incr.in cholesterol & trigylceride lvl., pts with gout/ hyperuricaem., discont.bef.test.parathyr.funct., hypersens.reacts.with/- out allerg./ bronch.asthma hist., SLE activ./ exacerbat., cumulat. dos.-depend. assoc.betw.non-melanoma skin CA & HCTZ

Interactions: Potent.eff.of other antihypertens., fluconazole incr.conc., NSAIDs may antagon.antihypertens./ diuret.& natriuret.eff., sympathomimet.reduc.antihypertens.eff., elev.ser.K+ with K+-spar.diuret./K+ contain.meds/K+ supplem., alcoh./ barbit.& analges.potent.orthostat.hypotens., cholestyramine & colestipol reduc. HCTZ.absorpt., corticoster./ ACTH & amphoteric.B intensif.electrol.deplet.partic.hypokalaem., reduc. Li clear., HCTZ reduc.respons. to sympathomimet., incr.resposiven.to non-depolaris.skelet.musc.relax., poss.incr.in probenecid/ sulfinpyraz.dos., incr.hypersens.reacts.to allopurinol, antihcolinerg.agents incr. HCTZ bioavail., myelosuppress.eff.of cytotox.potent., tox.eff.of high dos.salicylates enhanc., haemolyt. anaem.report.with methyldopa, incr.hyperuricaem.risk with ciclospor., poss.digital.induc.card.dysrhythm.with induc.hypokalaem./ hypomagnesaem., period.ser.K+& ECG monit.with concom.meds.affect.by ser.K+ disturbs., poss.symptomat.hyponatraem.with carbamazepine, ac.ren.fail.risk with I contrast med.if pt.dehydrat.

 XE "Irbewin" IRBEWIN, Zentiva [P/S]
Irbesartan

Indications: Essent.hypertens.alone/combin.with other antihypertens., diabet. nephropathy with elev.ser.creatinine & proteinur.in type II diab.& hypertens.

(S3) TABS, A40/7.1.3/0288, 0289

712385-001: 150 mg, 28, R139,58
712385-002: 150 mg, 30, R149,67
712384-001: 300 mg, 28, R160,09
712384-002: 300 mg, 30, R171,61
Dosage: Init.& maint. dos: 150 mg once dly. If control insuffic.dos.may be incr.to 300 mg or other antihypertens.may be add.

Hypertens.with type 2 diabet.ren.dis: Pref.maint.dos: 300 mg once dly.

Contraindications: Angioed.hist.relat.to prev. ARB ther., heredit./idiopath.angioed., hypertroph. obstruct. cardiomyopathy, mod.to sev.ren.funct. impairm., bi-/unilat.ren.art.stenos.in pres.of sngl. kidn., aort.stenos., concom.K-spar.diurets., porphyr., concom.thiaz.diurets.in fix.dos.combinat. in Addison’s dis., anur., sulphonam.hypersens., Li-ther., safety in pregn.& lactat.not est., safety & effect. in paed.pts.not est.

Side effects: Poss.Li toxic., hypotens., dizzin, tachycard., cough, N&V, diarrh., dyspeps., sex. dysfunct., fatig., chest pain, oed., headache, hyperkalaem., hypersens.reacts., incr.liv.funct. tests, jaund., hepatit., vertigo, asthen., myalg.

Special precautions: No re-challenge aft. angioed. react., vol./Na deplet.pts., ren.funct. chang.in suscept.indiv., treatm.to be stop.& chang. if pregn.occurs, poss.foet./neonat.morbid./ mortalit., adeq.contracept.in women of child-bear. potent., excret.in milk of lactat.rats, monit.pts.at hyperkalaem. risk, lact.intol., monit.K/creatin.lev. in impair.ren.funct., renin-angiotensin-aldosterone syst.activ.

Drug interactions: K-spar.diuret., K-supplem.or salt substit.contain.K may lead to incr.ser.K.

 XE "Losaar Plus" LOSAAR PLUS, Accord [N/P/S]
Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos. of these indiv.agents.

(S3) TABS. 42/7.1.3/0325, 0326

715856-001: 50(12,5) mg, 30, R88,10
715857-001: 100(25) mg, 30, R97,70
Dosage: Usual init./maint.dos: one 50/12,5 mg tab.dly. May be chang.to one 100/25 mg tab.once dly.or two 50/12,5 tabs.once dly.which is the max. dos. Max.therap.eff.attain.within 3 wks.aft. ther.init. May be admin.with other anti-hypertens.

Contraindications: Anur., sulphonam. hypersens., prev.angioed.relat.to ACE/ARB ther., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, mod.to sev.ren.funct.impairm., bilat. ren.art.stenos., ren.artery stenos.with sngl. kidn., aort.stenos., concom. K+spar.diuret./Li ther., porphyr., Addison’s dis., pregn. & lactat.

Side effects: Bld.disords.incl.Henoch-Schonlein purp./ ecchymos., anaphylact./sens.reacts., anorex., headache, dizzin., CNS effs., paraesthes., periph. neuropathy, trem, blurr.vis., xanthops., sting. eyes, conjunctivit., decr.vis.acuity, vertigo, tinnit., card.disords.incl.sternalg./ang.pect./grade II-AV block, cerebrovasc.event, MI, palpitat., dysrhythm., vasculit., GI disturbs., hepatit., liv. funct. abnorm., alopec., skin reacts.incl.tox. epiderm. necrolys., flush., photosens., sweat, musc. cramps/weakn., myalg., leg/back/arm/knee/ should./ chest/musculoskelet./dent. pain, stiffn., arthralg., arthrit., coxalg., fibromyalg., ren./urin./ psych./sinus disords., UTI, decr.libido, impot., fac. oed., fev., hyperglycaem., hyperuricaem., hypokalaem., hyponatraem., orthostat.hypotens., sialoadenit., intrahepat.cholestas., pancreatit., photosens., glycosur., interstit.nephrit., ren. dysfunct./fail., URTI., pharyng.discomf., pharyngit., laryngit., dyspn., epistax., resp.congest./distress, pneumonit./pulm.oed.

Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stopp.& chang. if pregn.occurs/plann., adeq.contracept.in women of childbear.potent., teratogen.in experim. animals, cross.placenta, not recomm.in hepat. impairm./ sev.ren.impairm., dos.adjustm.of antidiabet. agents poss., admin.1 hr bef.anion. exchange resins intake, poss.Li-toxic., correct intravasc. vol.deplet.bef.init./low.dos., per. electrol. monit., mark.hypercalcaem., decr.Ca excret. lead.to poss.elev.serum Ca lev., poss.incr. cholester. & triglycer. lev., gout &/ hyperuricaem. poss. precipit., activat./exacerbat.of SLE, not for lact. intol.indiv.

Interactions: Eff.potent.if admin.with other antihypertens., alcoh./barbit./narcot.potent. orthostat. hypotens., absorpt.of hydrochlorothiaz. imp. in pres.of anion.exchange resins, intensif. electrol. deplet.with corticoster.& ACTH, decr. respons. to press.amin., incr.responsiven.to nondepolaris. skelet.musc.relax., reduc.clear.of Li, NSAID’s may attenuate diuret./natriuret.& antihypertens. eff., addit.hyperkalaem.eff.with K+ supplem./K+-spar.& thiazide diuret.& other meds. caus. hyperkalaem., rifampic.& fluconaz.reduc.act. metabol.

 XE "Losartan Accord" LOSARTAN ACCORD, Accord [P/S]

Losartan potassium

Indications: Hypertens., renal protect.in type 2 diabet. pts. with hypertens.& proteinur.

(S3) TABS, 52/7.1.3/0845, 0846

3003796-001: 50 mg, 30, R79,91
3003797-001: 100 mg, 30, R79,91
Dosage: Start.& maint dos: 50 mg once dly. Max. eff. attain. 3-6 wks.aft.initiat. May be incr.to 100 mg once dly. May be admin.with other antihypertens., consid.start.dos.of 25 mg once dly. in intravasc.vol.-deplet.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./angiotensin recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cadiomyopathy, sev.ren.funct.impairm.(creatin. clear.<30 ml/min.)., bil.ren.artery stenos., ren. artery stenos.sngl.funct.kidn., prim. hyperaldosteron., aort.stenos., left ventricul. outflow track obstruct., concom.Li/K+ spar.diuret., porphyr., Li ther., pregn., lactat.,concom.aliskiren-contain.prods., concom.fluoroquinolones in mod to sev.ren.funct.impairm.(creatin.clear.<30 ml/min.), elderly, sev.hepat.impairm..

Side effects: Freq: Anaem., dizzin., vertigo, hypotens., ren.impairm./fail., asthen., fatig., hyperkalaem., incr.bld urea/ser.creatinin./ser K+, hypoglycaem. Less.freq: Hypersens./anaphylact. reacts., angioed., vasculit., somnol., headache., sleep disords., paraesthes., palpitat., ang.pect., syncope, atrial fibrillat., CVA, dyspn., cough, abdom..pain, constipat., diarrh., naus., vomit., urticar., prurit., rash, oed., incr.ALT. Unknown freq: Thrombocytopen., depress., migraine, dysgeus. ,tinnit., pancreatit., hepatit., liv.funct. abnormalit., photosens., myalg., arthralg., rhabdomyolys., erect.dysfunct./impot., malaise, hyponatraem. 

Warnings and special precautions: No re-challenge aft.angioed.react., adeq.contracept.for women of childbear.age, ther.to be discont.if pregn. confirm. & switch to altern.class. antihypertens., dual block.of RAAS with ARB’s/ ACE inhibit./aliskiren assoc.with high. freq. hypotens./ hyperkalaem.& decr.ren.funct., correct. intravasc.vol.deplet.bef.init., ren.& hepat.impairm., address electrol.imbal.in ren.impairm.with/-out diab., hyperkalaem.with concom.meds.incr.K+lev., poss. deteriorat.of ren.funct.in suscept.indiv.as conseq. of renin-angiotens.syst.inhibit., excess.BP decr.in CV & cerebrovasc.dis.could result in MI/ stroke, heart fail., concom.(-blocks., angina/MI worsen.aft.start./dos.incr, poss.less effect.in black people., assess.ren.funct.bef.& dur. treatm.with concom. fluoroquinolon., no exper.in ren. transplant pts., lact.intol., monit.ser.Li if admin. concom., ensure adeq.hydrat.with concom. NSAIDs, limit.exper.in paeds.

Interactions: Eff.potent.by meds./other agents low.BP, poss.interacts.with drugs aff.cytochrome P450 isoenzym., poss.hyperkalaem.eff.with K+-spar. diuret./K+ supplem./other agents caus. hyperkalaem., concom.fluoroquinolon.may precipit. ac. kidney inj., tox.bld.Li conc., NSAID’s may antagon. eff.

 XE "Losartan Biotech 50" LOSARTAN BIOTECH 50, Biotech [P/S]

Losartan potassium

Indications: Hypertens.

(S3) TABS, A40/7.1.3/0069
3000575-001: 50 mg, 30, R80,53
Dosage: Start.& maint dos: 50 mg once dly. Max. eff. attain.3-6 wks.aft.initiat. May be incr.to 100 mg once dly. May be admin.with other antihypertens.

Contraindications: Pregn., lactat., safety & effic.in childr.not est.

Side effects: Freq: Headache, decr.Hb conc. Less freq: Diarrh., dyspeps., naus. urticar., rash, atypic. cutan.lymphoid infiltrates, back pain, musc. cramps, leg pain, rhabdomyolys., myalg.,dizzin., migraine, insomn., dry cough, nas.congest., pharyngit., sinus disord., URTI, rais.liv.enzym., sev. ac.hepatotoxic., cholestas., hepatit., symptomat. anaem., hyperkalaem., hyponatraem., abdom.pain, asthen., fatig., chest pain, fatig., oed., swell. Unknown freq: Angioed., taste disturbs., complete taste loss, ac.pancreatit., palpitat., tachycard., hypotens., orthostat.hypotens., neutropen., imp.ren.funct.

Warnings and special precautions: Adeq. contracept.for women of childbear.age, bil. ren.artery stenos., ren.artery stenos.sngl.kidn., aort. valve stenos., hypertroph.obstruct. cadiomyopathy, monit.ser.K+ conc.esp.in elderly/ ren.impairm.& concom.K+spar.diuret., where ren. funct.depend.on renin-angiotensin-aldoster.syst. eg.sev.CHF, vol. deplet., hepat.impairm., teratogen.in experim.animals,

Interactions: NSAID’s may antagon.eff., sympathomim.may reduc.eff., poss.hyperkalaem. with K+-spar.diuret./K+-contain. meds.or K+ supplem.
 XE "Losartan Comp Biotech" LOSARTAN COMP BIOTECH, Biotech [N/P/S]

Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos. of the indiv.ingreds.

(S3) TABS. A43/7.1.3/0863, 0864.

3000576-001: 50/12,5 mg, 30, R83,13
3000577-001: 100/25 mg, 30, R93,52
Dosage: May be admin.with other antihypertens. agents, Ca2+ chann.block & beta-block.
Usual dos one 50/12,5 mg tab.once dly. Max. dos:100/25 mg once dly. Max.antihypertens. eff. attain.within 3 wks.aft.init.ther.

Contraindications: Angioed.hist relat.to prev. ACE/ARB ther., heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren. funct. impairm.(creatin.clear.<30ml/min)., bil.ren. arter.stenos., ren.artery stenos.with sngl.kidn., aort. stenos., concom.K+-spar.diuret., porphyr., Addison dis., anuria, sulphonamide deriv.meds. hypersens., Li ther., pregn., lactat., safety & effic. in childr.not est.

Side effects: Freq: Headache, electrol.imbal., hyponatraem., hypochloraem.alkalos., hypokalaem. Less freq: Ac.pancreatit., dizzin., palpitat., tachycard., hypotens., oed., swell., cough, nas. congest., pharyngit., sin.disord., URTI, chest pain, abdom.pain, taste disturbs./complete taste loss, urticar., rash, atypic.cutan.lymph.infiltrates, back pain, musc.cramps, leg pain, myalg., leukopen., agranulocytos., thrombocytopen., aplast.anaem., haemolyt.anaem., anorex., hyperuricaem., weakn., restlessn., hepatit. Unknown: Angioed., symptomat. anaem., decr.Hb, neutropen., insomn., migraine, asthen., fatig., diarrh., dyspeps., naus., rais. liv.enzyme, sev.ac.hepatotox., cholestas., imp. ren.funct., purpura, photosens., rash, urticar., necrotis. angiit., cutan.vasculit., fev., resp.distress incl. pneumonit., pulm.oed., anaphylact.reacts., hyperglycaem., glycosur., vertigo, paraesthes., vis. disturbs., xanthops., gastr.irritat., N&V, cramp., diarrh., constipat., sialoadenit., jaund., musc.pain, ren. dysfunct., interstit.nephrit., ren.fail.

Warnings and special precautions: Adeq. contracept. in women of childbear.potent., teratogen. in experim.anim., ther.to be discont. immed.if pregn.confirm.& altern.ther.init.where appropr., sev.hepat.impairm., cholestas., bil. obstruct. disords., refract.hyponatraem., correct Na/ vol.deplet.bef.init./admin.low.dos., imp.ren. funct./where ren.funct.depend.on renin-angiotensin-aldoster.syst.eg. sev.CHF, mont.ser.K+ conc., avoid K+-spar.diuret., dos.adjustm.of antidiabet. agents poss.necess., decr.urin.Ca excret. lead.to poss.elev.ser.Ca lev., discont.bef. test.parathyr. funct., poss.incr.in cholesterol & trigylceride lev., poss.pecipitat.of gout/ hyperuricaem., hypersens.reacts.with/-out allerg./ bronch.asthma hist., SLE activ./exacerbat., eval. S/E bef.driv./operat.machin., lact.intol., admin. 1 hr.bef.cholestyramine /colestipol, excret.in breast milk,

Interactions: Potent.eff.of other antihypertens., fluconazole incr.conc., NSAID’s may antagon. antihypertens./diuret.& natriuret. eff., sympathomimet. reduc.antihypertens.eff., elev.ser. K+ with K+-spar.diuret./K+ contain.meds/K+ supplem., alcoh./barbit.& analges.potent. orthostat. hypotens., cholestyramine & colestipol reduc. hydrochlorothiaz.absorpt., corticoster./ACTH & amphoteric.B intensif.electrol.deplet.partic. hypokalaem., reduc. Li clear., HCTZ reduc.respons. to sympathomimet., incr.resposiven.to non-depolaris. skelet.musc.relax., poss.incr.in probenecid/ sulfinpyraz.dos., incr.hypersens. reacts. to allopurinol, antihcolinerg.agents incr. HCTZ bioavail., myelosuppress.eff.of cytotox. potent., tox.eff.of high dos.salicylates enhanc., haemolyt. anaem.report.with methyldopa, incr. hyperuricaem. risk with ciclospor., poss.digital. induc.card. dysrhythm.with induc.hypokalaem./ hypomagnesaem., period.ser.K+& ECG monit.with concom.meds.affect.by ser.K+ disturbs., poss. symptomat.hyponatraem.with carbamazepine, ac.ren.fail.risk with I contrast med.if pt.dehydrat.

 XE "Losartan Macleods" LOSARTAN MACLEODS, Macleods [P/S]

Losartan potassium
Indications: Hypertens., renal protect. in type 2 diabet. with hypertens. & proteinuria.

(S3) TABS, 46/7.1.3/0205, 0206

3000541-001: 50 mg, 30, R75,00
3000542-001: 100 mg, 30, R87,00
Dosage: Hypertens.: Start 50 mg dly. Can incr. to 100 mg dly. Ren. protect.: Start 50 mg dly. Can incr. to 100 mg dly. May be admin.with other antihypertens. For pts. with intravascular volume-deplet. (e.g. those treat. with high-dose diuretics) a start. dose of 25 mg once daily should be consid.

Contraindications: Hist.of angioed. with ACE inhibit./ARBs, heredit./ idiopath. angioed., hypertroph. obstruct. cardiomyopathy, sev.ren.funct.impairm., bil.ren.artery stenos./ aort.stenos., concom.K+ spar. diuret./ Li-ther., porphyr., pregn.& lactat., comcom. aliskiren-contain., concom. fluoroquinolones in pts. with mod. to sev. renal impair., S&E in childr. not est.

Side effects: Freq: URTI, insomn., headache, palp., tachycard., orthost. hypotens., cough, pharyng., nasal congest., sinus disord., diarrh., nausea, abdom.pain, dyspeps., back pain, musc.cramps, asthen./ fatig., oed./ swell., chest pain. Less freq: Dizzin., somnol., sleep disord., vertigo, angina pect., rash, hyperkalaem., elev. of ALT. Unknown freq.: Anaem., anaphylact.react., angio-oed.incl.swell.of larynx & glottis caus.airway obstruct.&/or swell.of face, lips, pharynx, &/or tongue, migraine, disgeus., vasculit.incl. Henoch-Schönlein purp., hepatit., urtic., prurit., erythoderm., myalg., arthralg., liv.funct.abnorm., thrombocytop., vomit.

Special warnings and precautions: No re-challenge aft.angioed.react., discont.if pregn., correct. volum-deplet.prior to start, monit.serum K+ lev., caution in liv./ren.funct.impairm., avoid dual block.of renin-angiotensin-aldoster. syst., may cause dizzin., somnol.& fatig., pts. should be caution. about operat. hazard. machinery incl. motor vehicles until they are reason. certain that they are not advers. affect.

Interactions: Eff.potent.by meds./ other agents low.BP, poss.hyperkalaem. eff.with K+-spar.diuret./ K+ supplem./ other agents caus. hyperkalaem., NSAID’s may antagon.eff., poss. interacts.with drugs aff.cytochrome P450 isoenzym., ACE inhibit., fluoroquinolones

 XE "Micardis" MICARDIS, Ing.Pharm. [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide, cardiovasc. morbidit.& mortalit.reduct.in pts.55 yrs or old.at high risk of CV dis.Benefit of treatm.evident after at least 6 mnths of contin.treatm.
(S3) TABS, 33/7.1.3/0020, 0021.

860387-003: 40 mg, 28, R410,20
860395-006: 80 mg, 28, R410,20
Dosage: Adults: Essential hypertens: Recomm. dos: 40 mg once dly. Incr.to max. of 80 mg once dly.as indicat.by respons.or use altern.in combinat. with low dos hydrochlorothiaz.(12,5 mg). Max. anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly. Treatm.benef. evid.aft.6 mnths.of contin.ther. Unknown if dos.low.than 80 mg effect.in reduc.CV morbidit.& mortalit. BP monit.recomm.when start.ther.& adjust.of BP low.meds.may be necess.
Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, bil.ren.artery stenos., ren.artery stenos.in sngl. funct.kidn., sev.ren./hepat.impairm., aort.stenos., concom. K+ spar.diuret./Li-ther., porphyr., safety in pregn.& lactat.not est., bil.obstruct.disords., fruct. intol., concom.aliskiren-contain.prod., concom. fluoroquinolones in mod.-sev.ren.impairm.& elderly, safety & effic. in childr.und.18 yrs.not est.

Side effects: Common: Cough. Uncommon: UTI, URTI, anaem., hyperkalaem., depress., insomn., syncope, faint., vertigo, bradycard., hypotens., orthostat.hypotens., dyspn., abdom.pain, diarrh., dyspeps., flatul., vomit., incr.sweat., prurit., rash, back pain, musc.spasms, leg cramps, myalg.,

ren.impairm.incl.ac.ren.fail, chest pain, asthen./ weakn., incr.bld.creatinine. Rare: Thrombocytopen., hypersens.incl.angioed.with fatal outcome, anx., vis.disturbs., tachycard., dry mouth, stomach discomf., eczema, erythema, drug erupt., tox.skin erupt., arthralg., leg pain, flu-like sympts., Hb decr., bld.uric acid/-creatine phosphokin. incr. hepat.enzym.incr. Post market: Sepsis incl.fatal outcome, eosinophil., anaphylact. react., urticar., tendonit.like sympts., hypoglycaem. in diab.pts., abnorm.hepat.funct., liv.disords.

Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit. ren.funct.at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in fertile women, human embryon./ fetotox./neonat.toxic.report., mild to mod.hepat.impairm., biliary obstruct.disords., when vasc.tone & ren.funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc. with high.freq.hypotens./hyperkalaem.& decr. ren.funct.(incl.ren.fail), incr.sev.hypotens.& ren. insuffic.risk with bil.ren.artery stenos./ren. artery stenos.sngl.funct.kidn., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./Na deplet.to be correct.bef.init.ther., assess ren.funct.bef.init.treatm.& monit.dur.treatm.with fluoroquinolones/ACE inhibit./angiotens.recept. block.whether used separat./concom., not recomm.in prim.aldosteronism, aort./mitral stenos., diagnost.eval.for coron.artery dis.in pts.with diab.mellit.bef.init.ther., obstruct. hypertroph. cardiomyopathy, concom.K spar. diuret./ K supplem.or salt substit.contain.K/meds poss.incr.ser.K may lead to incr.ser.K., less eff. low.BP in black people, ischaem. cardiopathy/ ischaem. card.vasc.dis.
Interactions: Li conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuff. potent. with concom.NSAID’s in dehydrat.pts., reduc. antihypertens.eff.with NSAID’s, incr. adverse eff.with concom.ACE inhibits./ARB’s & aliskiren, ac.kidn.injury with concom. fluoroquinolones.

 XE "Migroben" MIGROBEN, Novartis [P/S] 
Valsartan.

Indications: Mild to mod.hypertens.

(S3) TABS. 43/7.1.3/0032, 0033

715568-001: 80 mg, 28, R127,66
715569-001: 160 mg, 28, R127,66
Dosage: Recomm.dos: 80 mg or 160 mg once dly. Substant. eff.pres.within 2 wks.& max.eff.aft. 4 wks. May be incr.to 320 mg dly.or add diuret.in pts.not adeq.control. May be admin.with other anti-hypertens.agents.

Contraindications: Pregn., lactat., angioed.relat. to prev.ACE inhibit/ARB ther., Li ther., safety & effic. in childr.und.18 yrs.not est., safety in porphyr. not est., heredit./idiopath.angioed., hypertroph. obstruct.cardiomyopathy, mod.to sev. ren. impairm., bil.ren.artery stenos., ren.artery stenos. with sngl.kidn., aort.stenos., concom.K+ spar. diuret.
Side effects: Hypotens., vir.infects., URTI, pharyngit., sinusit., rhinit., neutropen., thrombocytopen., hypersens.incl.ser.sickn., hyperkalaem., insomn., decr.libido, syncope, dizzin., headache, vertigo, card.fail., vasculit., cough, GI disturbs., angioneurot.oed., rash, prurit., purpura, psorias., back pain, arthralg., myalg., ren. impairm., ac.ren.fail., fatig., asthen., oed., elev.LFT.

Special precautions: Na & vol.deplet.theref. correct. bef.init.ther., incr.mortalit.in HF pts. receiv. ACE inhibit./beta-block.theref.not recomm., incr. mortalit.report.in HF pts.on concom.ACE inhibit./ beta-block., hepat. impairm.hist., monit.bld.urea & serum creatinine in pts.with bilat.& unilat.ren. artery stenos., monit.ser.K- in elderly/ren.impairm. & concom.K--spar.diuret., bil.-obstruct.disords.

Drug interactions: Antihypertens.eff.antagon by NSAID’s, sympathomimet.reduc. antihypertens. eff., incr.ser.K+ lev with K- spar.diuret./K- supplem. or K-salt substit.

See also MDR page 561.
 XE "Mizart" MIZART, Mylan [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide.

(S3) TABS, 45/7.1.3/0606, 0607

720439-001: 40 mg, 30, R163,39
720440-001: 80 mg, 30, R179,39
Dosage: Recomm.dos: 40 mg once dly. Incr.to max. of 80 mg once dly.as indicat.by respons.or use altern.in combinat.with low dos. hydrochlorothiaz. (12,5 mg). Max.anti-hypertens. eff.is gen.attain.4-8 wks.aft.start of treatm. Do not exceed 40 mg once dly.in pts.with mild to mod. hepat. impairm.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotensin recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.impairm., bil.ren.artery stenos., ren.artery stenos. sngl.funct.kidn., aort. stenos., concom. Li/K+ spar.diuret., porphyr., pregn., lactat., sev.hepat.impairm., bil.obstruct. disords., safety & effic.in childr.und.18 yrs.not est.

Side effects: UTI, URTI, sepsis incl.fatal outcome, anaem., eosinophil., thrombocytopen., neutropen., hypersens. incl.anaphylact.react., angio-oed.also with fatal outcome, hyperkalaem., hypoglycaem., depress., insomn., anx., syncope, somnol., headache, dizzin., fatig., vis.disturbs., vertigo, bradycard., tachycard., hypotens., orthostat. hypotens., dyspn., cough, interstit.lung dis., GI disturbs., abnorm.hepat.funct.occurr.main.in Japanese pts., prurit., hyperhidros., rash, eczema, erythema, urticar., drug erupt., tox.skin erupt., back-/tendon-/chest pain, musc.spasms, arthralg., myalg., extremity pain, ac.ren.fail, ren.impairm., asthen., flu-like illn., incr.bld.creatinine/-creatine phosphokin., Hb decr., decr.uric acid, hepat.enzym.incr.,

Special precautions: Treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev. with concom.ther., adeq.hydrat.& monit.ren. funct. at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in women of childbear. potent., embroyon.toxic./foet.& neonat.morbid.& mortal., incr.sepsis report., incr.sev.hypotens.& ren. insuffic.risk with bil.ren.artery stenos./ren. artery stenos.sngl.funct.kidn., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./Na deplet. to be correct.bef.init.ther., when vasc.tone & ren.funct.depend.predomin.on renin angiotensin-aldosterone syst.activ.concom.meds. affect.that syst., not recomm.in prim. aldosteronism, concom concom.K spar.diuret./K supplem. or salt substit.contain.K/meds poss. incr. ser.K may lead to incr.ser.K not recomm., mild to mod.hepat. impairm., baseline GI dis.as GI bleed. report., less eff.low.BP in black people, excess.BP reduct.in ischaem.cardiopathy/ischaem.card.vasc. dis.may result in MI/stroke.

Drug interactions: Incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.ser.Li conc.& toxic, ac. ren.insuffic.potent.with concom. NSAID’s in dehydrat. pts., reduc.antihypertens. eff.with NSAID’s.

 XE "Mylacand" MYLACAND, Mylan [P/S]
Candesartan cilexetil

Indications: Mild to mod.hypertens.alone/ concom. with other antihypertens., reduc.mortality & hospitalisat.due to HF & improv.sympts.in L ventr. systol.dysfunct (LVEF <40%)
(S3) TABS, 45/7.1.3/0301, 0302

719209-001: 8 mg, 30, R176,47
719210-001: 16 mg, 30, R176,47
Dosage: Hypertens: Recomm.init.dos.: 8 mg once dly. Usual maint: 8-16 mg once dly. Poss.addit. benef. by incr.dos.to 32 mg once dly. Max. antihypertens. eff.attain.within 4 wks of treatm. May be used as monother./combinat.with other antihypertens.

Heart fail: Recomm.init.dos: 4 mg once dly. Up titrat.to target dos.of 32 mg once dly.or high.tol. dos. is done by doubl.dos.at interv.of at least 2 wks. May be admin. in combinat.with other HF treatm.

Contraindications: Angioed.hist. relat.to prev. ther.with ACE inhibits./angiotens.recept.blocks., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., bilat.ren. art. stenos./ stenos.in pres.of sngl.kidn., aort. stenos., concom.K+ spar.diurets., porphyr., Li-ther., safety in pregn.& lactat.not est., safety & effic. in childr. not est., galact.intol., Lapp lactase defic/ gluc.-galact. malabsorpt.

Side effects: Resp.infects., bld.dyscras., angioed., hyponatraem., dizzin., headache, vertigo, hypotens.somet.sev., naus., liv.enzyme incr., abnorm. hepat.funct., hepatit., skin reacts., back pain, arthralg., myalg., ren.impairm.incl.ren.fail., hyperkalaem.

Special precautions: No re-challenge in case of angioed. hist.relat.to prev.ACE inhibits./ ARB ther., monit.ser. K+ & creatin.lev in sev.imp.ren.funct./ dur.dos. titrat., monit.ser.Li-lev., stop ther.& switch to diff. antihypertens. if a woman becom.pregn., adeq.contracept. in women of childbear.potent., excret.in breast milk, discont.ther.if pregn. plann./confirm., concom.warfarin, no exper.in sev. hepat.funct.impairm.&/cholestas., antihypertens. eff.less in black pts., correct intravasc.vol.deplet. bef. init.ther., pts.over 70 yrs./diab./concom.other meds. in treat. HF pts., bil./sngl.ren.art.stenos., no exper.in recent kidn.transpl., per.ser.K+lev.monit.in HF esp. with concom.ACE inhibits./K+ spar.diurets., anaesthes./ surg., excess.BP decr.in ischaem. cardiopathy/ CV dis.poss.result in MI/stroke.

Drug interactions: Incr.ser.Li conc., antihypertens. eff. enhanc.by other antihypertens., incr.INH/bleed.with warfarin, incr.ser.K+ with K+-spar. diurets./K+-supplem./K+-contain.salt substit./ other drugs incr. K+-lev.
 XE "Mylacand Plus" MYLACAND PLUS, Mylan

Candesartan cilexetil 16 mg, hydrochlorothiazide 12,5 mg

Indications: Essent.hypertens. in pts.stabilis.on same dos.of indiv.compon.

(S3) TABS, 45/7.1.3/0394

719506-001: 16/12,5 mg, 30, R195,72
Dosage: Recomm.dos: 1 tab.dly. Antihypertens. eff. gen.attain.within 4 wks.

Contraindications: Hypersens.to sulfonam.deriv meds., angioed.hist.relat.to prev.ACE inhib./angiotens.recept.blocks., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, mod.to sev.imp.ren.funct., bil.ren.art.stenos., stenos.in pres.of sngl. kidn., aort.stenos., concom.K+ spar.diurets., porphyr., Li-ther., safety in pregn.& lactat.not est., mod.to sev.hepat.funct. impairm. &/cholestas., safety & effic.in childr.not est., Addison’s dis., anur., gout, galact.intol., Lapp lactase defic., gluc.-galact.malabsorpt.

Side effects: Nasopharyngit., bronchit., dyslipidaem., dizzin., headache, tachycard., resp.infect., sinusit., cough, GI disturbs., abdom. /back pain, flu-like sympt., UTI, inflic.inj., fatig., bld.dyscras., angioed., hyperkalaem., hyponatraem., vertigo, hypotens., incr.liv.enzym., abnorm.hepat.funct./hepatit., skin reacts.incl.tox. epiderm.necrolys./cutan.lupus erythrematos. reactivat., photosens., arthralg., myalg., imp.ren. funct.incl.ren. fail., anaphylact.reacts., hyperglycaem., hyperuricaem., electrol.imbal., psych. disords., CNS effs., vertigo, paraesthes., blurr./yellow vis., card.dysrhythm., post.hypotens., necrotis.angitis, resp.distress, pancreatit., jaund., musc.spasm, glycosur., interstit.nephrit., weakn., fev., cholester./triglycer.incr.

Special precautions: No re-challenge in case of angioed.hist.relat.to prev.ACE inhibits./ARB ther., discont. ther.when pregn.plann./confirm., treatm. to be stop.& switch.to a diff.class meds.when pregn.confirm.dur.ther., adeq.contracept.in women of childbear.potent., excret.in breast milk, concom. warfar., monit.ser. K+ with concom.digoxin/anti-dysrhythm., monit.ser.Ca lev.with concom.Ca supplem./Vit.D, poss.dos.adjustm.of anti-diab. meds., Li toxic., monit.K+/ creatin.& uric acid in sev.imp.ren.funct., no exper.in rec.ren.transpl., correct vol./Na deplet.bef.init.ther., bld.urea & ser. creatin. incr.in bil.ren.art.stenos.& stenos.in pres. of sngl.kidn., concom.K+-spar.diuret./K+supplem. /salt substit./meds.that incr.or may incr.ser.K+ lev., per. monit.of ser.K+ in HF, surg./anaesthes., concom. meds.that affect renin-angiotens.-aldosterone syst., excess.BP reduct.in ischaem. cardiopathy/cerebrovasc.dis.may result in MI/ stroke.

Drug interactions: Prolong.INR & bleed. complicat. with concom.warfar., antihypertens. eff.enhanc. by other antihypertens., hypokalaem eff.incr.by concom.meds.assoc.with K+ loss/ hypokalaem., potent.cardiotox.effs.of digoxin & anti-dysrhythm.in diuret.induc.hypokalaem.&-magnesaem., incr.Li ser.conc.& toxic., natriuret./ antihypertens./diuret.eff.weak.by NSAID’s, colestipol/cholestryamine decr.absorpt., non-depolaris. skelet.musc.relax.eff.potent., poss.incr.ser.Ca lev., enhanc.hyperglycaem.eff.of ß-block.& diazoxide, anticholinerg.agents incr. bioavailab., incr.risk of advers.effs.caus.by amantadine, reduc.ren.excret.of cytotox.meds.& potent.myelosuppress. effs., steroids./ACTH incr. hypokalaem.risk., concom.alcoh./barbits./ anaesthet. poss.aggrav.postur.hypotens., gluc.tol. imp., decr.arter.respons.to press.amines, incr.risk of ren.insuffic.with high dos.iodinat.contrast media.

 XE "Niosar" NIOSAR, Macleods [P/S]

Valsartan

Indications: Mild to mod.hypertens., improv.surviv.foll.MI in clinic.stable pts. with S&S/radiolog.evid.of left ventr.fail.&/left ventr. syst.dysfunct., HF(NYHA class II-IV)

(S3) TABS. 47/7.1.3/0683, 0684, 0685, 0686

3005425-001: 40 mg, 28, R82,04
3005263-001: 80 mg, 28, R82,04

3005264-001: 160 mg, 28, R82.04

3005423-001: 320 mg, 28, R261,45
Dosage: Hypertens: Recomm.dos: 80 mg or 160 mg once dly. Subst. eff.pres.with.2 wks.& max. eff.aft. 4 wks. Dos.incr.to 320 mg dly.or diuret. add. in pts.not adeq.control. May be admin. with other antihypertens.agents.

Post MI: May be init.as early as 12 hrs aft.MI. Aft.init dos. of 20 mg 2x dly., ther.to be titrat.to 40 mg, 80 mg & 160 mg 2x dly over next few wks. Start.dos provid.by 40 mg divisib.tabl. Targ. dos: 160 mg 2x dly. Dos. lev.of 80 mg 2x dly. to be achiev.by 2 wks.aft.init.& targ.max.dos.by 3 mnths. depend.on.toler.dur.titrat. Cons.dos. reduct. should sympt.hypotens./ren.dysfunct. occur.

Heart fail: Recomm.dos: 40 mg 2x dly. Up-titrat.to 80 mg & 160 mg 2xdly to be done to high.dos.toler. Dos.reduct.of concom.diurets.may be cons.Max dly dos.320 mg in divid.dos.

Contraindications: Angioed hist. relat.to prev. ther.with ACE-I/ARBs, heredit./idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.impairm., bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort.-/mitral stenos., concom.K+ spar.diurets., concom.fluoroquinol.in mod.-sev.ren.impair.pts.& elderly, porphyr., Li-ther., pregn.& lactat., concom.aliskiren-cont.meds.

Side effects:Freq: Vir.infects., postur. dizzin., hypotens./orthostat.hypotens., vasculitis Less freq: URTI, pharyngit., sinusit, rhinit., hyperkalaem., insomn., decr. libido, syncope, dizzin., vertigo, card.fail., cough, diarrh., abdom.pain, naus., back pain Unknown freq: Decr.haematocrit./ haemoglob., neutropen., thrombocytopen., hypersens. incl. ser.sickn., incr.serum K+, hyponatraem., headache, incr.liv.funct.values incl.serum bilirub., angioed., rash, prurit., ren.fail./-impair, elev.serum creatinin., fatig., asthen., oed.

Special precautions: Stop & switch treatm.in pregn., monit.ser. K+conc., pts.creatin.clear.<10 mL/min & on dialysis, mild-mod.hepat.impair.without cholestasis, symptomat.hypotens.poss occur in sod.&/ vol.deplet.pts.such as those receiv. high diuret.dos., Na &/vol.deplet.correct.bef.init.ther.,monit.ren.funct.in bil.ren.artery stenos./ stenos.to solit.kidn., no exper.in kidn.transpl., do not use in pts.with primary hyperaldosteronism, post MI& HF assess.ren.funct., triple comb.of ACE-I/ mineralcorticoid recept.antagon.& valsartan not recomm./use under specialist superv.& freq.close monit.ren.funct./ electrol./BP, impair.ren.funct., no re-admin.aft. angioed. react., dual blockade of RAAS through comb.ACE-I/ ARB/ aliskiren is contraindic., not studied in paed.creatin.clear.<30 mL/min & dialysis pts., women of childbear.pot. to use eff.contracept. 

Interactions: Dual blockade of RAAS through comb.ACE-I/ ARB/ aliskiren, concom.fluoroquinol.poss.ac.kidn.injury, tox.bld.conc.with concom.Li, K+ spar. diurets./ K+ supplem./K+salt substit.& other meds incr. K+ lvls., concom.NSAIDS attenuate antihypert.eff.& poss.incr.risk worsen.ren.funct.&incr.serum K+, concom. OATP1B1/ OATP1B3& MRP2 transporters eg. rifampicin/ ciclosporin/ ritonavir poss.incr valsartan expos. 
 XE "Niosar-Co" NIOSAR-CO, Macleods [N/P/S]
Valsartan 80(160; 160; 320; 320) mg, hydrochlorothiazide 12,5(12,5; 25; 12,5; 25) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, 48/7.1.3/0567, 0568, 0569, 0570, 0571

3005827-001: 80/12.5 mg, 28, R116,67

3005849-001: 160/12.5 mg, 28, R116,67

3005926-001: 160/25 mg, 28, R116,67

3005967-001: 320/12,5 mg, 28, R304,19

3005968-001: 320/25 mg, 28, R304,19

Dosage: Init.once pt.stabil.at same dos.of the indiv.compon.

Contraindications: Hist. of angioed. relat. to ACE inhibit./ARBs ther., heredit./ idiopath. angioed., hypertroph. obstruct. cardiomyopathy, sev. ren.funct.impairm. (creatin. clear. < 30 ml/min), bilat. ren. artery stenosis, ren. artery stenosis in pts. with a sngl. kidney, aort. stenosis, concom. ther. with K+-spar.diuretics (spironolactone, triamterene, amiloride), concom. use of fluoroquinolones in mod. to sev. ren.impairm. (creatin. clear ≤ 30mL/min) & in elderly pts., porphyria, concom. Li ther. may lead to toxic bld. Conc. of Li, pregn.& lactat., concom. use with aliskiren-contain. meds., refract. hypokalaem., hyponatraem., hypercalcaem., & symptomat. hyperuricaem.

Side effects: Valsartan/HCTZ: Less freq.: Dehydrat., dizzin., parasthes., blurr.vis., tinnit., hypotens., cough, diarrh., myalg., arthralg., fatig. Freq. unknown: Syncope, non-cardiogen.pulm.oed., ren.impairm., incr.ser.uric acid/bilirub./creatin., hypokalaem., hyponatraem., elev.bld urea N, neutropen. Valsartan: Freq. unknown: Decr. Hb/ hematocrit, thrombocytopen., hypersens./allerg.react. incl. serum sickness, incr. hyponatraem., decr. libido, vasculit., elev. liver funct. values, angioedem., rash, prurit., renal fail. Less freq.: Vertigo, abdom. Pain. HCTZ: Freq.: Hypokalaem., incr. bld lipids, postural hypotens., loss of appetite, mild N&V, urticar./ rash, impotence. Less freq.: Thrombocytopen.with purpura, agranulocytos., leucopen., haemolyt. anaem., bone marr. fail., hypersens. react., hypercalcaem., hyperglycaem., glycosur., worsen. of diabet. metabol. state, hypochloraem. alkalos., depress., sleep disturb., headache, dizzin., parasthes., visual impair., cardiac dysrhythm., respir. distress incl. pneumonit. and pulm. oed., constip., GI discomfort, diarrh., pancreatit., intrahepat. cholestas., jaund., photosens., vasculit., necrotis. vasculit.,TEN, cutan. lupus erythematos. Freq. unknown: Non-melanoma skin CA, aplast.anaem., ac. angle-closure glauc., ren.dysfunct., ac.ren. fail., erythema multiforme, muscle spasm, pyrex., asthen.

Special warnings and precautions: No rechalleng.aft.angioed.react., stop treatm.& switch class if pregn., not recomm. with concom. K+-supplem./K+-spar.diuret./salt subst.contain.K+ or meds that incr. K+ lev. (incl. heparin), freq. monit.of serum K+ advised., periodic serum electrolytes determin. recomm., observ.clin.signs of fluid/electrolyte imbal. in pts.on HCTZ, correct Na/vol. deplet. bef. start, caut in pts with stimul. of the renin-angiotensin-aldosterone syst., unilat./ bilat. ren artery stenos./ stenos. to solitary kidney, prim. hyperaldosteronism, aortic/ mitral valve stenosis, periodic monit. of serum creatinine/ uric acid lev. recommen., kidney transpl., mild to mod.hepatic impairm. without cholestasis, thiazides to be used with caution in impaired hepatic function, immed.discontinuat. if angioed. develops, thiazides may exacerb./ activate SLE, alter. glucose tolerance, incr. serum lev. of cholesterol/ triglycerides/ uric acid, pos. dos.adj. of insulin/r oral hypoglycaem., may affect calcium metabol., discont.bef. parathyroid funct. tests, stop treatm. if photosens.occ., protect against sun/ UVA if re-admin. necess., incr.risk of acute angle-clos.glauc., dual blockade of RAAS contraindicat., poss.kidney inj. with fluoroquinolones & monit. ren.funct., inf.pts of non-melanoma skin CA risk, exam. suspic.skin lesions, concom. meds induc. torsades de pointes, concom meds.affect. ser.Na+ level, gout meds (probenecid, sulfinpyrazone, allopurinol) dose adj. may be necess.

Interactions: Incr.ser.Li conc.& toxic.& monit.ser.Li if combin.necess., other antihypertens. may incr.eff., pressor amines resp.poss.decr., NSAIDs may attenuate antihypertens.eff., aual RAAS blockade assoc. with hypotens./ hyperkalaem./ decr.ren. funct., Khepat.uptake/ efflux transporters (rifampin, ciclosporin, ritonavir) may incr.valsartan expos., fluoroquinolones & ACEI/ ARBs may precip.acute kidney injury., thiazide-induc. hypoK+/ hypoMg+ may favour digitalis-induc. cardiac dysrhythm, Ca salts & vit.D may potent. rise in ser.Ca., Beta blocks may incr.risk of hyperglycaem., incr.hypersens.reacts.to allopurinol, anticholinerg.agents incr. bioavail., incr.advers.effs.from amantadine,. ion exch resins (cholestyramine, colestipol) may decr.absorp. , reduc.ren.extret. of cytotox. meds & potent.myelosuppress.eff,. act.of curare derivat.potent., cyclospor.may incr.risk of hyperuricaem. & gout type complicat., alcoh./ barbitur/ narcot.may potent.orthostat.hypotens., risk of ac ren.fail. with Iodine contrast media - rehydrate before admin.

 XE "Normoten" NORMOTEN, (Activo) Trinity [P/S]

Losartan potassium

Indications: Hypertens

(S3) TABS, 42/7.1.3/0437, 0438
721259-001: 50 mg, 30, R76,30
721260-001: 100 mg, 30, R89,42
Dosage: Init.& maint dos: 50 mg once dly. Max. eff. attain.3-6 wks.aft.init.ther. May be incr.to 100 mg once dly. May be admin.with other antihypertens.

Vol.-deplet.pts/pts.with imp.hepat.funct: Start.dos: 25 mg once dly.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./angiotens.recept.block ther., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, mod.to sev.ren.funct.impairm. (creatin. clear.<30ml/min)., bil.ren.artery/aort. stenos., ren.artery stenos.with sngl.funct.kidn., aort. stenos., concom.K+ spar.diuret./Li ther., porphyr., safety in pregn.& lactat.not est., safety & effic. in childr.not est., lact.intol.

Side effects: Orthostat.hypotens., dizzin., headache, skin reacts., asthen., fatig., back/chest pain, oed., palpitat., tachycard., GI disturbs., musc. cramps,/ pain, insomn., migraine, URTI, cough, nas. congest., sinus disord., pharyngit., angioed., poss. ren. fail.in imp.ren.funct., hyperkalaem., ALT elev.

Warnings and special precautions: No re-challenge aft. angioed.react., poss.tox.Li bld.conc. with concom.use, discont.ther.with pregn. plann./ confirm., adeq.contracept.for women of childbear. age, Na/vol.deplet.to be correct.bef.init.ther./ admin. low.dos., hepat.impairm.hist., imp.ren. funct./ where ren.funct.depend.on renin-angiotensin-aldoster.syst.eg.sev.CHF, bil.ren.art. stenos./ stenos.of art.to solit.kidn., monit.ser.K+ conc. in elderly/ren.funct.impairm.

Interactions: Eff.potent.by meds./other agents low. BP, poss.hyperkalaem.eff.with K+-spar. diuret./ K+ supplem./other agents caus. hyperkalaem., NSAID’s may antagon.eff., poss. interacts. with drugs aff.cytochrome P450 syst.

 XE "Pritor" PRITOR, Ing.Pharm. [P/S] 
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide, cardiovasc. morbidit.& mortalit.reduct.in pts.55 yrs or old.at high risk of CV dis. Benefit of treatm.evident after at least 6 mnths of contin.treatm.
(S3) TABS, 33/7.1.3/0022, 0023

714249-001: 40 mg, 28, R238,37
714250-001: 80 mg, 28, R238,37
Dosage: Adults: Essential hypertens: Recomm. dos: 40 mg once dly. Incr.to max.of 80 mg once dly. as indicat.by respons.or use altern.in combinat. with low dos hydrochlorothiaz.(12,5 mg). Max. anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. 

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly. Treatm.benef. evid. aft.6 mnths.of contin.ther. Unknown if dos.low. than 80 mg effect.in reduc.CV morbidit.& mortalit. BP monit.recomm.when start.ther.& adjust.of BP low.meds.may be necess.

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotensin recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos. sngl.funct.kidn., aort.stenos., concom. Li/K+ spar. diuret., porphyr., sev.ren.impairm., pregn., lactat., sev. hepat. impairm., bil.obstruct.disords., fruct.intol., concom.aliskiren-contain.meds., concom.fluoroquinolones in mod.-sev.ren. impairm.& elderly, safety & effic.in childr.und.18 yrs.not est.

Side effects: Common: Cough. Uncommon: UTI, URTI, anaem., hyperkalaem., depress., insomn., syncope, faint., vertigo, bradycard., hypotens., orthostat.hypotens., dyspn., abdom.pain, diarrh., dyspeps., flatul., vomit., incr.sweat., prurit., rash, back pain, musc.spasms, leg cramps, myalg., ren.impairm.incl.ac.ren.fail, chest pain,asthen./ weakn., incr.bld.creatinine. Rare: Thrombocytopen., hypersens. incl.angioed.with fatal outcome, anx., vis. disturbs., tachycard., dry mouth, stomach discomf., eczema, erythema, drug erupt., tox.skin erupt., arthralg., leg pain, flu-like sympts., Hb decr., bld.uric acid/-creatine phosphokin. incr.hepat.enzym.incr. Post market: Sepsis incl.fatal outcome, eosinophil., anaphylact. react., urticar., tendonit.like sympts., hypoglycaem. in diab.pts., abnorm.hepat.funct., liv.disords.
Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit.ren. funct.at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in fertile women, human embryon./ fetotox./neonat.toxic.report., mild to mod. hepat.impairm., biliary obstruct.disords., when vasc.tone & ren.funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., dual block. of RAAS with ARB’s/ACE inhibit./aliskiren assoc. with high.freq.hypotens./hyperkalaem.& decr. ren.funct.(incl.ren.fail), incr.sev.hypotens.& ren. insuffic.risk with bil.ren.artery stenos./ren. artery stenos.sngl.funct.kidn., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./ Na deplet.to be correct.bef.init.ther., assess ren. funct.bef.init.treatm.& monit.dur.treatm.with fluoroquinolones/ ACE inhibit./angiotens.recept. block. whether used separat./concom., not recomm. in prim.aldosteronism, aort./mitral stenos., obstruct.hypertroph.cardiomyopathy, diagnost.eval.for coron.artery dis.in pts.with diab.mellit.bef.init.ther., concom.K spar.diuret./K supplem.or salt substit.contain.K/meds poss. incr. ser.K may lead to incr.ser.K., less eff.low.BP in black people, ischaem.cardiopathy/ischaem. card.vasc.dis.
Interactions: Li conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuff. potent. with concom.NSAID’s in dehydrat.pts., reduc. antihypertens.eff.with NSAID’s, incr. adverse eff.with concom.ACE inhibits./ARB’s & aliskiren, ac.kidn.injury with concom. fluoroquinolones.
See also MDR page 254.
 XE "Ranepres" RANEPRES, Macleaods [P/S]

Candesartan cilexetil

Indications: Mild to mod.hypertens.alone/ concom.with other antihypertens., reduc.mortality & hospitalisat.due to HF & improv.sympts.in L ventr.systol.dysfunct (LVEF <40%)

(S3) TABS, 48/7.1.3/0472, 0473, 0474

3005846-001: 8 mg, 28, R156,90
3005847-001: 16 mg, 28, R156,90
3005848-001: 32 mg, 28, R156,90
Dosage: Hypertens: Recomm.init.dos.: 8 mg once dly. Usual maint: 8-16 mg once dly. Poss.addit. benef. by incr.dos.to 32 mg once dly. Max.antihypertens. eff. attain.within 4 wks of treatm. May be used as monother./ combinat.with othr antihypertens.

Heart fail: Recomm.init.dos: 4 mg once dly. Up titrat.to target dos.of 32 mg once dly.or high.tol.dos.is done by doubl.dos.at interv.of at least 2 wks. May be admin.in combinat.with othr HF treatm.

Contraindications: Angioed.hist.relat.to prev.ther.with ACE-I/ARBs, heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.funct.impairm., sev.hepat.impairm./ cholestas., bilat.ren. art.stenos./ stenos.in pres.of sngl.kidn., aort.stenos., concom.K+ spar.diurets., concom. use of fluoroquinol. with ACE-I/ ARBs contraind.in pts. with mod.to sev.ren.impair.(creatinine clear. < 30mL/min) & in elderly, porphyr., Li-ther., safety in pregn.& lactat.not est., S&E in childr. not est., concom.aliskiren. contain. products., galact.intol., lactose intol. 

Side effects: Hypertens.treatm.: Freq: Respirat.infect., dizzin./ vertigo, headache. Less freq: Agranulocytos., leukopen., neutropen., hyperkalaem., hyponatraem., angioed. cough, naus., incr.liv.enzymes, abnorm. hepat.funct., hepatit., rash, urticar., prurit., back pain, arthralg., myalg. ren.impairm./ fail. Unknown freq.: Diarrh. Heart fail.treatm.: Freq: Hyperkalaem., hypotens., ren.impairm. (incl.ren.fail.in suscept.pts.) Less freq: Leukopen., neutropen., hyponatraem., dizzin., headache, cough, naus., back pain, arthralg., myalg., angioed., rash, urticar., prurit., agranulocytos., incr.liv. enzymes, abnorm. hepat.funct./ hepatit. Unknown freq: Diarrh.

Special warnings and precautions: No re-challenge in case of angioed. hist.relat.to prev.ACE-I/ ARB ther., monit.ser. K+ & creatin.lev in sev.imp.ren.funct./ dur.dos. titrat., evaluat. of pts. with HF should incl. periodic assess. of ren. funct., esp.in elderly pts.75 yrs. or older & those with impair. ren.funct., monit.ser.Li-lev., stop ther.& switch to diff.antihypertens. if a woman becom.pregn., adeq.contracept. in women of childbear.potent., excret.in breast milk, discont.ther.if pregn. plann./confirm., concom.therapy with ACE-I in HF, heamodialys., concom.warfarin, no exper.in sev. hepat.funct.impairm.&/ cholestas., antihypertens.eff.less in black pts., dual block. of RAAS with ARBs/ACE-I/aliskiren assoc. with high.freq.hypotens./ hyperkalaem.& decr. ren.funct. (incl.ren.fail), correct intravasc.vol.deplet. bef.init.ther., pts.over 70 yrs./ diab./ concom.other meds. in treat.HF pts., bil./ sngl.ren.art.stenos., no exper.in recent kidn.transpl.,not recomm.in prim.hyperaldosteronism, per.ser.K+lev. monit.in HF esp. with concom.ACE-I./ K+ spar.diurets., anaesthes./ surg., excess.BP decr.in ischaem. cardiopathy/ CV dis.poss.result in MI/ stroke.

Interactions: Dual blockade of RAAS through comb.ACE-I/ ARB/ aliskiren assoc.with high.freq.of adverse effs.,incr.ser.Li conc., antihypertens. eff. enhanc.by other antihypertens., incr.ser.K+ with K+-spar. diurets./ K+-supplem./ K+-contain.salt substit./ othr drugs incr. K+-lev., attenuat. of antihypertens. effect with NSAIDs, incr.risk of reduc.ren. funct.with NSAIDs.

 XE "Ranepres plus" RANEPRES PLUS, Macleods [N/P/S]
Candesartan cilexetil, hydrochlorothiazide 

Indications: Essent.hypertens. in pts.stabilis.on same dos.of indiv.compon.

(S3) TABS, 48/7.1.3/0514

3005947-001: 16/12,5 mg, 28, R156,89
Dosage: Recomm.dose: 1 tab.dly. Antihypertens. eff. gen.attain.within 4 wks.

Contraindications: Hypersens.to sulfonam.deriv meds., angioed.hist. relat to prev.ACE-I/ ARB, heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, sev.imp.ren.funct., bil. ren.art.stenos., stenos.in pres.of sngl. kidn., aort.stenos., concom.K+ spar. diurets., porphyr., Li-ther., safety in pregn. & lactat.not est., mod.to sev.hepat.funct. impairm.&/ cholestas., S&E in childr.not est., Addison’s dis., anur., gout, galact. intol., lactose intol., concom. use of fluoroquinolones with ACE-I/ renin-angiotens. block. in pts. with mod -sev. ren.impairm., concom.aliskiren-contain. prods.

Side effects: Freq.: Nasopharyngit., dyslipidaem., headache, dizzin., tachycard., respirat.infect., bronchit., pharyngit., sinusit., cough, nausea, fatigue, Influenza-like sympts., UTI, inflicted inj. Less freq: Leukopen., neutropen., agranulocytos., hyperkalaem., hyponatraem., abdom. pain, incr. liv. enzymes, abnorm.hepat. funct./ hepatit., angioed., rash, urticar., prurit., back pain, ren.impairm. incl.- fail.in suscept. pts. Candesartan: Less freq: Leukopen., neutropen.& agranulocytos., hyperkalaem., hyponatraem., incr.liv. enzymes, abnorm.hepat. funct./ hepatit., angioed., rash, urticar., pruritis, back pain, ren.impairm., incl.-fail.in suscept.pts. Hctz: Freq.: Hyperglycaem., hyperuricaem., electrolyte imbal. (incl.hypokalaem., hyponatraem.), light-headedn., vertigo, glycosur., weakn., incr. cholester.& triglycerides. Less freq.: Leukopen., neutropen./ agranulocytos., thrombocytopen., aplast. anaem., bone marrow depress., haemolyt. anaem., decr. in Hb, incr. in serum AST & ALT, anaphylact.react., sleep disturb., depress., restlessn., paraesthes., trans. blurr.vis., card.dysrhythm., postur.hypotens., necrotising angitis (vasculitis, cutan.vasculitis), respirat.distress incl.pneumonitis & pulmon.oed., anorex., loss of appet., gastric irrit., diarrh., constip., pancreatit., jaund. (intrahepat. cholestat. jaund.), rash, urticar., photosens., TEN, cutan.lupus erythemat.-like react., reactiv.of cutan. lupus erythemat., muscle spasm, ren.dysfunct.& interstit.nephrit., fev., incr. urea &serum creatinine.

Special warnings and precautions: No re-challenge in case of angioed.hist.relat.to prev.ACE-I/ ARB ther., discont.ther.when pregn.plann./ confirm., treatm. to be stop.& switch.to a diff.class meds.when pregn.confirm.dur.ther., adeq.contracept. in women of childbear.potent., excret.in breast milk, concom. warfar., monit.ser. K+ with concom.digoxin/ anti-dysrhythm., monit.ser.Ca lev.with concom.Ca supplem./ Vit.D, poss.dos.adjustm.of anti-diab. meds., Li toxic., monit.K+/ creatin.& uric acid in sev.imp.ren.funct., no exper.in rec.ren.transpl., correct vol./ Na deplet. bef.init.ther., bld.urea & ser. creatin. incr.in bil.ren.art.stenos.& stenos.in pres. of sngl.kidn., concom.K+-spar.diuret./ K+supplem. / salt substit./ meds.that incr.or may incr.ser.K+ lev., per. monit.of ser.K+ in HF, surg./ anaesthes., concom. meds.that affect RAAS, excess.BP reduct.in ischaem. cardiopathy/ cerebrovasc. dis.may result in MI/ stroke., dual block. of RAAS with ARB’s/ACE-I/aliskiren assoc. with high.freq.hypotens./ hyperkalaem.& decr.ren.funct.(incl.ren.fail), concom.use of fluoroquinolones & ACE-I/ARBs may cause ac.kidney injury in pts.esp.those with mod.-sev. ren.impairm.& elderly, ren.funct.should be assessed bef.start. treat.& monit. during treat. with fluoroquinolones or ACE-I/ARBs whether used sep.or concom., pts.with haemodynam.relevant aortic/ mitral valve stenos./obstruct. hypertroph.cardiomyop.

Interactions: Prolong.INR & bleed. complicat.with concom.warfar., antihypertens., eff.enhanc.by other antihypertens., hypokalaem eff.incr.by concom.meds.assoc.with K+ loss/ hypokalaem., potent.cardiotox.effs.of digoxin & anti-dysrhythm.in diuret.induc.hypokalaem.&-magnesaem., incr.Li ser.conc.& toxic., natriuret./ antihypertens./ diuret.eff.weak.by NSAID’s, colestipol/ cholestryamine decr.absorpt., non-depolaris. skelet.musc. relax.eff.potent., poss.incr.ser.Ca lev., enhanc.hyperglycaem.eff.of ß-block.& diazoxide, anticholinerg.agents incr. bioavailab., incr.risk of advers.effs.caus.by amantadine, reduc.ren.excret.of cytotox. meds.& potent.myelosuppress. effs., steroids./ ACTH incr. hypokalaem.risk., concom.alcoh./ barbits./ anaesthet. poss.aggrav.postur.hypotens., gluc.tol. imp., decr.arter.respons.to press.amines, incr.risk of ren.insuffic.with high dos.iodinat.contrast media., dual blockade of RAAS through comb.ACE-I/ ARB/ aliskiren assoc.with high.freq.of adverse effs.,concom.use of fluoroquinolones & ACE-I/ARBs may cause ac. kidney inj.
 XE "Regoval" REGOVAL, Pharma Dynamics [P/S]

Valsartan

Indications: Mild to mod.hypertens., post MI in stable pts.with evid.of L.ventric.fail.and/or L ventric. systol.dysfunct., heart fail.(NYHA class II-IV)
(S3) TABS. A43/7.1.3/0548, 0549, A47/7.1.3/0693

3001865-001; 80 mg; 30; R102,00
3001856-001; 160 mg; 30; R102,00
3004729-001; 320 mg, 30, R257,40
Dosage: Admin.without crush./chew.
Hypertens: Recomm.dos: 80 mg or 160 mg once dly. Substant. eff.pres.within 2 wks.& max.eff.aft. 4 wks. May be incr.to 320 mg dly.or add diuret.in pts.not adeq.control. May be admin.with other anti-hypertens.agents.

Post MI: Init.as early as 12 hrs.post MI in clinic. stable pts. Init.dos: 20 mg 2xdly.then titr.to 40 mg, 80 mg & 160 mg 2xdly over next few wks. Targ. dos: 160 mg 2xdly to be achiev.by 3 mnths.bas.on toler.dur.titrat. May be used with other post MI ther. e.g.thrombolyt./acetylsalicyl.acid/beta-blocks./ statins.

Heart fail: Recomm.dos: 40 mg 2x dly. Up-titrat. to 80 mg & 160 mg 2xdly to high.dos.tol. Dos. reduct. of concom.diurets.may be cons. Max 320 mg dly. in div.dos.

Contraindications: Angioed.hist.relat.to prev. ACE-inhibit./ARB ther., heredit./idiopath.angioed., mod.to sev.ren.funct.impairm.(creatin.clear.less than 30 ml/min.), hypertroph.obstruct. cardiomyopathy, bil.ren.art./aort./mitral stenos., ren.art. stenos. with sngl.kidn., concom.K+spar. diuret./K+ supplem./K+ cont.substit., porphyr., sev. liv.impairm./ cirrhos./bil.obstruct./cholestasis, Li ther., pregn., safety in lactat.not est., concom. aliskiren-contain. prods./fluoroquinolones, safety & effic.in childr.& adolesc.bel.18 yrs.not est., primary hyperaldosteron.
Side effects: Freq: Vir.infects., neutropen., dizzin. /postur. dizzin., hypotens./orthostat.hypotens., ren. impairm. Less freq: URTI, pharyngit./sinusit, thrombocytopen., hypersens.incl.ser.sickn., angioed., hyperkalaem., hypernatraem., insomn., decr. libido, syncope, headache, vertigo, card.fail., vasculit., cough, diarrh., abdom.pain, naus., prurit., rash, back pain, arthralg./myalg., ac.ren.fail., ren. insuffic., fatig., asthen., oed., elev.liv.funct.val.in hypertens.pts. Unknown freq: Decr.haematocrit./ haemoglob., incr.ser.creatin./bilirub., rhinit., rhabdomyolys, atypic.cutan.lymph.infiltrat., psoriasis, bull.dermatit., ac.revers.hepatotox., resp. disords., migraine, decr.Hb conc.

Warnings and special precautions: No re-challenge aft.angioed.react., discont.ther.if pregn. susp/ plann. & switch.to anoth.class of antihypertens. meds, adeq.contracept.in women of child-bear.age, symptomat.hypotens.poss occur in sod. &/vol.deplet.pts.such as those receiv.high diuret. dos.&/in mod.or sev.ren impairm., mild to mod.hepat.impairm. without cholestas., correct Na & vol.deplet.bef.init.ther./admin.low.dos., assess. ren. funct.bef.initiat.treatm.& monit. dur.treatm. with fluoroquinolones/ACE inhibits./ARBs, post-MI/HF, HF pts where ren.funct.depend.on renin-angiotens.-aldost.syst., diabet.nephrop., monit. K+ as appropr., incr. mortalit.in HF pts.receiv. valsartan/ ACE inhibit./beta-block.concom., ren.funct.monit.in post-MI & HF, dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./hyperkalaem. & decr.ren. funct., triple combo of ACE inhibit./MRA/ valsartan not recomm., lactose intol.
Interactions: High.freq.of adv.events with concom. ACE inhib./ARBs/aliskiren, poss.incr.ser. K+ with K+ spar.diurets./K+ supplem./salt substit. & incr. ser.creatin.lev.in HF, reduc.Li clear., antihypertens. eff.potent.by meds./agents low.BP, incr. mortalit.in HF pts.with concom.ACE inhib.& beta-blocks., poss.incr.system.expos.with rifampicin/ ciclospor./ ritonavir, NSAID reduc. antihypertens.eff., concom.fluoroquinolon.may precipit. ac.kidney damage
 XE "Regoval Co" REGOVAL CO, Pharma Dynamics

Valsartan 80(160; 160) mg, hydrochlorothiazide 12,5(12,5; 25) mg.

Indications: Mild to mod.hypertens.in pts.stabil. on same dos.of indiv.compon.

(S3) TABS, A44/7.1.3/0018, 0019, 0020

719204-001: 80/12,5 mg; 30; R125,40
719205-001: 160/12,5 mg; 30; R125,40
719206-001: 160/25 mg; 30; R125,40
Dosage: Init.once pt.stabil.at same dos.of the indiv.compon. Recomm.dos: 1 tab/day. Max.eff. seen in 2-4 wks.

Contraindications: Pregn., lactat., angioed.with prev. ARB/ACEI ther., heredit./idiopath.angioed., sev. hepat.impairm., bil.cirrhos.& cholestas., Addisons dis., anuria, sev.ren.funct.impairm., concom. Li ther., refract.hypokalaem., hyponatraem., hypercalcaem.& symptomat. hyperuricaem., safety & effic.in childr.not est., safety in porphyr.not est., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos. with sngl.kidn., aort.stenos., concom.K+ spar. diuret., concom.aliskiren-contain.prods., concom. fluoroquinolone in pts.with mod.to sev. ren. funct.impairm./elderly, prim.hyperaldosteron., hist. of /curr.basal cell Ca &/or squam.cell Ca of skin& lip.

Side effects: Common: Incr.bld lipids, hypomagnesaem., hyperuricaem., decr.appet., orthostat. hypotens., N&V, urticar., rash. Uncommon: Dehydrat., parasthes., blurr.vis., tinnit., hypotens., cough, myalg., fatig., Rare: Thrombocytopen., purpura, photosens.react., decr. libido, leucopen., agranulocytos., bone marr.fail., haemolyt. anaem., necrotis.vasculit., vasc.disords, hypercalcaem., hyperglycaem., glucosur., worsen. of diabet. metabol.state, hypochloraem.alkalos., metabol. alkalos., sleep disords., depress., dysrhythm., pancreatit., cholestas., jaund., tox. epiderm. necrolys., cutan.lupus-erythematos.-like reacts., reactivat. of cutan.lupus erythematos. Very rare: Dizzin., diarrh., arthralg. Unknown: Neutropen., hypokalaem., hyponatraem., syncope, non-cardiogen.pulm.oed., ren.impairm./fail./ disord., incr.bld.uric acid/bilirub./creatinine./urea, abdom. pain/upper abdom.pain, anx., arthrit., asthen., back pain, bronchit/ac.bronchit., chest pain, postur.dizzin., dyspeps., dyspn., dry mouth, epistax., erect.dysfunct., gastroenterit., headache, hyperydros., hypoesthes., influenza, insomn., ligam.sprain, musc.spasms/-strain, nas.congest., nasopharyngit., neck pain, oed., periph.oed., otit. media, pain in extrem., palpit, pharyngolaryng. pain, pollakiur., pyrex., rash, sinusit., sinus congest., somnol., tachycard., URTI, UTI, vertigo, vir. infects., vis.disturb., angioneurot.oed., prurit., hypersens./ allerg.reacts., vasculit., myalg., incr. bld.K, aplast.anaem, angle-clos.glauc., erythema multiforme, asthen., non-melanoma skin Ca.
Warnings and special precautions: Discont. immed.if angioed.report.& do not re-chall., stop treatm. & chang.if pregn.occurs/plan., ensure adeq. contracept., symptomat.hypotens.poss occur in sod.&/ vol.deplet.pts.such as those receiv.high diuret. dos.&/in mod.or sev.ren impairm., correct Na & vol.deplet. bef.init.ther, concom.K--spar. diuret./-supplem./-salt substit./meds.that may alt. K+ lev., monit.ser. K+/Mg, urin.Ca excret.decr.lead. to poss.elev. ser.Ca in absence of known Ca metabol. disords., concom.insulin & oral antidiabet. dos.adjustm.poss.req., gluc. tol.poss. alt., triglycer./cholesterol & uric acid lev.rais. assess. ren. funct.bef.init.treatm.& monit.dur. treatm. with fluoroquinolones/ACE inhibits./ARBs, mod. to sev.ren.impairm., hepat.impairm.hist., mild to mod. hepat.impairm., bil.obstruct.disords., post-MI/HF, HF pts where ren.funct.depend.on renin-angiotens.-aldost.syst., incr.mortalit.in HF pts. receiv. valsartan/ACE inhibit./beta-block.concom., dual block.of RAAS with ARB’s/ACE inhibit./ aliskiren assoc.with high.freq.hypotens./ hyperkalaem. & decr.ren.funct., dehydrat., SLE poss. activ./exacerbat., discont.if photosens. react.occ., discont.hydrochlorothiaz.if ac.myop.& second. angle-clos.glauc.develop, no exper.in kidn. transpl.pts., incr.risk of non-melanoma skin Ca, lactose/ sorbitol intol., monit.concom.Li, incr. mortalit. in HF pts.receiv.ACE inhibit./beta-block.theref.not recomm., digital.induc. card. arrhythm.due to.hypokalaem/hypomagnesaem., monit. ren.funct.with concom.NSAIDs, concom. meds. that may induce torsades de pointes incl. Class IA/Class III antidysrhythmics & antipsychots. incl. haloperidol/thioridazine/pimozide.

Interactions: Other antihypertens.drugs may incr. antihypertens.eff., antihypertens.& diuret. eff. weak.by NSAID’s, sympathomimet. reduc. antihypertens. eff., rev.incr.in ser.Li conc.& toxic. with concur.ACE inhib.& thiazides, concom. fluoroquinolon.may precipit.ac.kidney damage, system. expos.of Regoval Co incr.with concom. inhibits.of hepat.uptake transport. OATP1B1 (rifampicin/ciclosporin)/hepat.efflux transport. MRP2 (ritonavir), kaliuret.diuret./ corticoster. /ACTH/amphotericin/carbenoxolone/penicill.G & salicylic acid.deriv.may incr.hypokalaem.eff., vit.D or Ca salts potent.rise in ser.Ca, incr.risk of lact. acidos.with metformin, enhanc. hyperglycaem. eff.of diazoxide/ß-blockers., haemolyt.anaem.with methyldopa, cholestryamine decr.absorpt., cyclospor. may incr.risk of hyperuricaem. & gout type complicat., act.of curare derivat.potent., incr. hypersens.reacts.to allopurinol, incr.advers.effs. from amantadine, reduc.ren.excret.of cytotox.drugs potent. their myelosuppress.effs., anticholinerg. agents incr.bioavail., alcoh./barbitur/narcot.may potent. orthostat.hypotens., incr.respons.to non-depolaris. musc.relax.
 XE "Tareg" TAREG, Novartis [P/S] 
Valsartan.

Indications: Mild to mod.hypertens.

(S3) TABS. 36/7.1.3/0067, 0068

705060-001: 80 mg, 28, R169,58
704696-001: 160 mg, 28, R169,58
Dosage: Recomm.dos: 80 mg once dly. Substant. eff.pres.within 2 wks.& max. eff.aft. 4 wks. May be incr.to 160 mg dly.or add diuret.in pts.not adeq. control. May be admin.with other anti-hypertens.

Contraindications: Pregn., safety in lactat.not est., mod.to sev.ren.impairm.

Side effects: Freq: Headache, dizzin., vir.infect., URTI, cough, GI disturbs., fatig., rhinit., sinusit., back/ abdom.pain, pharyngit., arthralg. Less freq: Oed., asthen., insomn., rash, decr.libido, vertigo. Unknown freq: Hypersens.reacts.incl. angioed./ ser. sickn. & vasculit., neutropen., elev. liv. funct. values.
Warnings and special precautions: Teratogenic. in experim.anim., discont if pregn. detect., correct. Na & vol.deplet.bef.init.ther., safety & effic.in childr.not est., monit.bld.urea & ser. creatinine in pts.with bilat.& unilat.ren.artery stenos., bil.-obstruct.disords., concom.K--spar. diuret., K- supplem.or K-salt substit.

Interactions: Incr.ser.K+ lev with K--spar. diuret./ K- supplem.or K-salt substit.
See also MDR page 574.
 XE "Telcard" TELCARD, Zydus [P/S]

Telmisartan

Indications: Mild to mod.hypertens.alone/ combin.with hydrochlorothiazide. Reduct.of CV morbidity & mortality in pts.> 55 at high risk of CV dis.

(S3) TABS, 47/7.1.3/0275, 0276.

3006060-001: 40 mg, 30, R143,87
3006061-001: 80 mg, 30, R143,87
Dosage: Adults: Essential hypertens: Recomm.dose: 40 mg once dly. Incr.to max. of 80 mg once dly.as indicat.by respons.or use altern.in combinat. with low dose hctz (12,5 mg). Max. anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. 

Cardiovasc.morbidit. & mortalit. reduct: Recomm.dose: 80 mg once dly. Treatm.benef.evid.aft.6 mnths.of contin.ther. Unknown if dos.low.than 80 mg effect.in reduc.CV morbidit.& mortalit. BP monit.recomm.when start.ther.& adjust.of BP low.meds.may be necess

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Adults: Recomm. dose: 40 mg once dly. Incr. to max. of 80 mg once dly. as indicat. by respons. Max. anti-hypertens. eff. gen. attain. 4-8 wks. aft. start of treatm. 

Contraindications: Angioed.hist.link.to prev. ACE-I./ARB, heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, bil.ren.artery stenos., ren.artery stenos.in sngl. funct.kidn., sev.ren./ hepat.impairm., aort.stenos., concom. K+ spar.diuret./ Li-ther., porphyr., pregn.& lactat., bil.obstruct.disords., concom.aliskiren-contain.prod., concom. fluoroquinolones in mod.-sev.ren.impairm.& elderly.

Side effects: Freq.: Cough. Less freq.: UTI, URTI.incl. pharyngit.& sinusit., anaem., thrombocytopen., hypersens., angio-oed., hyperkalaem., depress., insomn., anxiety, syncope/ faint., somnol., vis. disturb., vertigo, bradycard., tachycard., hypotens., orthostat. hypotens., dyspn., interstit. lung dis., abdom.pain, diarrh., dyspeps., flatul., vomit., dry mouth, stomach discomf., dysgeus., hyperhidros., prurit., rash, eczema, erythema, drug erupt., toxic skin erupt., back pain, muscle spasms., myalg., arthralg., pain in extremity, ren. impairm.incl.ac.ren.fail., chest pain, asthen., flu-like sympts., bld. creatinine incr., haemoglobin decr., bld.uric acid incr., hepat.enzymes incr., bld.creatine phosphokinase incr. Freq.unknown: Sepsis, eosinophil., anaphylact. react., hypoglycaem., hepatic funct. abnorm./ liv.disord., urticar., tendon pain.

Special warnings and precautions: No re-challenge aft. angioed.react., treatm. to be stop.& chang.if pregn. occurs/ plan., incr.sev. hypotens.& ren. insuffic. risk with bil.ren. artery stenos./ ren.artery stenos.sngl.funct.kidn., no exper.in ren.transplant., ren.impairm., monit. ser.K & creatinine of risk pts., vol./ Na deplet. to be correct.bef.init. ther., dual block. of RAAS with ARB/ ACE-I/ aliskiren assoc. with high. freq. hypotens./ hyperkalaem.& decr.ren. funct. (incl.ren.fail), when vasc. tone & ren.funct.depend. predomin. on renin angiotensin-aldosterone syst. activ., not recomm. in prim.aldosteronism, do not admin. in aort./ mitral stenos. & obstruct. hypertroph. cardiomyopathy, concom. K spar. diuret./K supplem. or salt substit. contain. K/ meds poss.incr. ser. K may lead to incr.ser.K, mild to mod. hepat. impairm., assess ren. funct. bef. init. treatm. & monit. dur. treatm. with fluoroquinolones/ ACE-I/ ARB whether used separat./concom., less eff. low. BP in black people, contains sorbitol/ lactose, diabet. glycaem. contr. poss. affect., adeq. hydrat. & monit. ren. funct. at begin. of combin. treatm. with concom. NSAIDs, monit. plasma digox. & Li lev., anim. stud. shown excret.in breast milk.

Interactions: Incr.adverse eff.with concom.ACE-I/ARB & aliskiren, ac.ren.insuff.potent. with concom. NSAIDs in dehydrat.pts., reduc. antihypertens.eff.with NSAIDs/ corticoster., revers.incr.Li ser.conc.& toxic., syngerist.effs.with meds.act.on renin-angiotens.syst., incr.eff.of other anti-hypertens., addit.hyperkalaem. eff.with K spar. diuret./ K supplem./ other meds.caus. hyperkalaem., ac.kidn.injury with concom. fluoroquinolones, poss. interacts. with meds.affect.cytochrome P450 isoenzym., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax, incr.risk of volume deplet./ hypotens.with diuretics.

 XE "Telgen" TELGEN, Ranbaxy [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide.

(S3) TABS, 45/7.1.3/0610, 0611

720592-001: 40 mg, 30, R152,86
720593-001: 80 mg, 30, R152,86
Dosage: Recomm.dos: 20 mg or 40 mg once dly. Max: 80 mg once dly. May be used in combin.with low dos. thiaz.diuret. Max.antihypertens.eff.is gen. attain.4-8 wks.aft.start of treatm.

Mild to mod.hepat.impair: Do not exceed 40 mg once dly.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./angiotens.recept.blocks., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev. ren. impairm., bil.ren.artery stenos., ren.artery stenos. to sngl.kidn., aort.stenos., concom.Li/K+ spar. diurets., porphyr., safety in pregn.& lactat.not est.

Side effects: UTI, URTI, bld.dyscras., angioed., psych./ GI disords., CNS effs., abnorm.vis., vertigo, tachycard., bradycard., hypotens., cough, dyspn., skin reacts., incr.sweat., arthralg., myalg., back pain, leg cramp/pain, tendonit./flu-like sympt., weakn., chest pain, lack of effic., dizzin., drowsin., hyperkalaem.

Warnings and special precautions: No re-challenge aft.angioed.react., Li/digox.ther., treatm. to be stopp.& chang.if pregn.occurs/plan., ensure effect.contracept.in women of childbear.age, mild to mod.hepat.impairm., safety & effic.in childr. und. 18 yrs.not est., incr.sev.hypotens.& ren.insuff. risk with bil.ren.artery stenos./ren.artery stenos.to sngl. funct.kidn., vol./Na deplet.to be correct.bef. init. ther., not recomm.in prim.aldosteronism, when vasc.tone & ren.funct.depend.predomin.on renin angiotens.-aldosterone syst.activ., concom. meds. affect.that syst., per.monit.K+/creatin.lev.of risk pts., no exper.in ren.transplant., concom. K+spar. diuret./K+ supplem.or salt substit.contain. K+/ meds.poss.incr.ser.K+ lead.to incr.ser.K+not to be admin.concom., bil.obstruct.disords./hepat. insuff., baseline GI dis.as GI bleed.report., less eff. in low.BP in black people, excess.BP reduct.in ischaem. cardiopathy/ischaem.card.vasc.dis.may result in MI/stroke, unsuit.for fruct.intol.pts.

Drug interactions: Incr.eff.of other antihypertens., incr.digox.plasma conc., incr.ser.Li conc. & toxic.
 XE "Telmisartan Teva" TELMISARTAN TEVA, (Cipla) Teva [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide, cardiovasc. morbidit.& mortalit.reduct.in pts. 55 yrs or old.at high risk of CV dis.

(S3) TABS, 48/7.1.3/0824, 0825

3003300-001: 40 mg; 30; R147,33
3003301-001: 80 mg; 30; R147,33
Dosage: Adults: Essential hypertens: Recomm. dos: 40 mg once dly. Incr.to max. of 80 mg once dly. as indicat.by respons.or use altern.in combinat. with low dos hydrochlorothiaz. (12,5 mg). Max.anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. 

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly. Treatm. benef. evid.aft.6 mnths.of contin.ther. 

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Contraindications: Angioed.hist.link.to prev. ACE inhibit./angiotensin recept.block., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos. sngl.funct.kidn., aort.stenos., concom.Li/K+ spar. diuret., porphyr., sev.ren.impairm., pregn., lactat., sev.hepat.impairm., bil.obstruct.disords., sorbitol intol., concom.aliskiren-contain.meds., concom. fluoroquinolones in mod.-sev.ren. impairm. & elderly, safety & effic.in childr.und.18 yrs.not est.

Side effects: Common: Cough. Uncommon: UTI, URTI, anaem., thhrombocytopen., hypersens. incl. angioed.with fatal outcome, hyperkalaem., depress., insomn., anx., syncope, faint., somnol., vis. disturbs., vertigo, bradycard., tachycard., hypotens., orthostat.hypotens., dyspn., interstit. lung dis., abdom.pain, diarrh., dyspeps., flatul., vomit., dry mouth, stomach discomf., dysgeus., abnorm.hepat.funct., liv.disords, incr.sweat., prurit., rash, eczema, erythema, drug erupt., tox. skin erupt., back pain, musc.spasms, leg cramps, myalg., arthralg., leg pain, ren.impairm. incl.ac.ren.fail, chest pain,asthen./weakn., flu-like sympts., incr.bld.creatinine., pain in extremities, Hb decr., bld.uric acid/-creatine phosphokin. incr. hepat.enzym.incr. Unknown.freq: Urticar., tendon pain, hypoglycaem. in diab.pts.

Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit.ren. funct. at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in fertile women, human embryon./ fetotox./neonat.toxic.report., mild to mod. hepat.impairm., biliary obstruct.disords./ cholestasis/ hepat.insuff., when vasc.tone & ren. funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., not to be used in pts.with diab.nephropathy, dual block. of RAAS with ARB’s/ ACE inhibit./aliskiren assoc.with high.freq. hypotens./ hyperkalaem.& decr. ren.funct.(incl. ren.fail), incr.sev.hypotens.& ren.insuffic.risk with bil.ren.artery stenos./ren.artery stenos.sngl. funct.kidn., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./Na deplet.to be correct. bef.init.ther., assess ren. funct.bef.init. treatm.& monit.dur.treatm.with fluoroquinolones/ ACE inhibit./angiotens.recept.block.whether used separat./concom., not recomm.in prim. aldosteronism, aort./mitral stenos., obstruct. hypertroph.cardiomyopathy, concom.K spar. diuret./ K supplem.or salt substit.contain.K/meds poss.incr.ser.K may lead to incr.ser.K., monit.ser. K+conc., less eff.low.BP in black people, excess.BP reduct.in ischaem.cardiopathy /ischaem.card.vasc. dis.may result in MI/stroke, monit.BP & adjust. meds. that lower BP if appropr.when init.ther.for CV morbid.& mortal.prevent.

Interactions: Incr.ser.Li conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., K+spar. diuret./K+ supplem.or salt substit.contain. K+lead.to incr.ser.K+, incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuff.potent.with concom. NSAID’s in dehydrat.pts., reduc. antihypertens.eff. with NSAID’s, incr. adverse eff.with concom.ACE inhibits./ARB’s & aliskiren, ac.kidn.injury with concom. fluoroquinolones, vol.deplet.& hypotens. risk with diuret.meds., reduc.antihypertens. eff.with corticoster, baclofen/amifostine poss. potent. hypotens.eff., alcoh./barbits./narcot./ antidepress. aggrav.orthost. hypotens.

 XE "Telpres" TELPRES, Sandoz [P/S]

Telmisartan

Indications: Mild to mod.hypertens. alone/ combin. with hctz, cardiovasc. morbidit.& mortalit.reduct.in pts.55 yrs or old.at high risk of CV dis. Benefit. evid.aft.at least 6 mnths of contin.treatm.

(S3) TABS, 46/7.1.3/0938, 0939

3004888-001: 40 mg, 28, R82,04

3004888-002: 40 mg, 30, R87,90

3004889-001: 80 mg, 28, R82,04

3004889-002: 80 mg, 30, R87,90

Dosage: Essential hypertens: Adults: Recomm. dos: 40 mg once dly. Incr.to max. of 80 mg once dly. Addit.BP lower.eff.can be achiev .in combinat. with low dos. hctz. (12,5 mg). Max. anti-hypertens. eff.is gen.attain.4-8 wks.aft.start of treatm. Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly.

Contraindications: Angioed.hist.relat.to prev.ACE-I./ARBs., heredit./idiopath. angioed., hypertroph.obstruct. cardiomyopathy, bil. ren.artery stenos., ren.artery stenos.in sngl. funct. kidn., sev.ren./hepat.impairm., aort.stenos., concom. K+ spar.diuret./Li-ther., porphyr., pregn.& lactat., bil. obstruct. disords.& cholestas., concom.aliskiren-contain. prod., concom.fluoroquinolones in mod.-sev. ren.impairm.& elderly, safety & effic.in childr. und.18 yrs.not est.
Side effects: Freq.: Cough. Less.freq: UTI, URTI, anaem., thrombocytopen., hypersens., angioed., anaphylactic react., hyperkalaem., hypoglycaem., anx.,depress., insomn., syncope, somnol., vis.disturb., vertigo, tachycard., bradycard., hypotens./ orthostat. hypotens., dyspn., interstit.lung dis., abdom.pain, diarrh., flatul., N&V, dyspeps., stomach discomf., dry mouth, abnorm.hepat.funct., liv.disord., hyperhidros., erythema, prurit., eczema, rash, drug erupt., tox.skin erupt., arthralg., myalg., back pain, musc.cramp, extremity pain, ren.impairm.incl. ac.ren. fail., chest pain, flu-like sympt., asthen., incr.bld creatinine./ bld uric acid/ hepat.enzyme/ bld creat.phosphokin., decr hb. Unknown freq: Sepsis incl. fatalit., eosinophil., neutropen., dysgeus., urticar., tendon pain.
Special warnings and precautions: Treatm.to be stop.& chang.if pregn. occurs, mild to mod. hepat.impairm., bil.obstruct.disords./ cholestas./ sev. hepat.insuff., incr.risk of sev.hypotens.& ren.insuff.in pts.with bilat.ren.artery stenos./stenos.of artery to single funct. kidn., when vasc.tone & ren. funct. depend.predomin.on renin angiotensin-aldosterone syst.(RAAS) activ., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high.freq. hypotens./hyperkalaem.& decr. ren.funct.(incl. ren.fail),., monit.ser.K & creatinine of pts.with imp.ren.funct, no exper.in ren.transplant., vol./Na deplet.to be correct.bef.init.ther., assess ren.funct. bef.init. treatm.& monit.dur.treatm.with fluoroquinolones/ ACE-I/ARB.whether used separat./concom., not recomm.in prim.aldosteronism, aort./mitral stenos., obstruct.hypertroph.cardiomyopathy, poss.hypoglycaem.in diabet.pts., hyperkalaem.risk facts.(DM, ren. impairm., >70yrs, concom.meds affecting RAAS, meds poss.incr.ser.K, salt substit. contain.K, K spar. diuret., NSAID’s, heparin, immunosuppress.& trimethoprim, dehydrat., ac.card. decompensat., HF, metabol.acidos., worsen.ren.funct./cond., cellul.lysis, less eff.low.BP in black pts., ischaem. cardiopathy/ ischaem.card.vasc.dis., not to be taken by pts.with rare hereditary cond.of galact.intol, Lapp lact.deficien., gluc.-galact.malabs./ fruct.intol.
Interactions: Li conc.& toxic.incr, incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. hyperkalaem.risk with K+-contain.salt substit./ K+-spar. diurets./ ACE-I./ARB’s/ NSAID’s, heparin, immunosuppress.& trimethoprim., concom.ACE-I./ARB’s & aliskiren, incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuffic. potent. with concom.NSAID’s in dehydrat.pts., incr.risk of hypotens.with prior high dose.diuret., ac.kidn.injury with concom. fluoroquinolones., hypotens.eff. potent. with baclofen/ amifostine, ortostat. hypotens.aggrav.by alcohol/ barbit./ narcot./antidepress., reduc. antihypertens.eff. with concom. corticoster.

 XE "Telpres Plus" TELPRES PLUS, Sandoz.
Telmisartan 40(80) mg, hydrochlorothiaz.12,5(12,5) mg

Indications: Mild to mod.hypertens.in pts. stabilis. on same dos.of indiv.compon.

(S3) TABS, 46/7.1.3/0930.927, 0931.928.

3000422-001: 40/12,5 mg, 28, R85,40
3000423-001: 80/12,5 mg, 28, R85,40
Dosage: Admin.once dly.with/without food. Two dos.strengths are provid.1st stabilis.pt.on relev. dos. of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt. max.eff. May be admin.with other antihypertens. meds.Do not exceed 40/12,5 mg once dly in pts with mild to mod.hepat.impairm.

Contraindications: Angioed.hist.link.to prev.ACE inhibit./angiotensin recept.block.in which case pts. never to receiv.these meds again, heredit./ idiopath. angioed., hypertroph.obstruct. cadiomyopathy, sev.ren.funct.impairm.(creatinine clear.<30 mL/min.)., bil.ren.artery stenos., ren. artery stenos.with sngl. kidn., aort.stenos., concom. Li/K+ spar.diuret./K+supplem/salt substit./ meds incr. K+lev., porphyr., pregn.& lactat., concom. renin inhibit.eg aliskiren-contain.meds., bil.obstruct.disords., sev.hepat.impairm., bil. cirrhos., cholestas., refract.hypokalaem./ hyponatraem./hypercalcaem.& symptomat. hyperuricaem.,

Side effects: Bronchit., pharyngit., sinusit., angio-oed., exacerb./activat.SLE, hypokalaem., hypoglycaem., hyponatraem., hypochloraem., anx., depress., dizzin., syncope, paraesthes., sleep disturbs.,insomn., vis.disturbs., vertigo, tachycard., card.dysrhythm., hypotens., orthostat.hypotens., dyspn., resp. distress. incl.pneumonit.& pulm.oed., GI disturbs. incl.gastrit., abnorm.hepat.funct./ liv. disord., erythema, prurit., rash, incr.sweat., urticar., back/leg/chest pain, musc.spasm, myalg., arthralg., leg cramps, impot., flu-like sympts., UTI, URTI, sepsis incl.fatal outcome, bld.dyscras., somnol., hypersens.reacts.incl.anaphylax., hyperkalaem., hypoglycaem.in diab.pts., bradycard.,stomach discomf., eczema, drug erupt., tox. skin erupt., arthros., tendon pain, ren. impairm., ac.ren.fail., asthen., decr.Hb, sialoadenit., inadeq.diab.control, electrol.imbal., vol. deplet., anorex., loss.of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit., pancreatit., stomach upset, cholestat.-/hepatocell. jaund., photosensit., skin reacts. incl.tox.epiderm.necrolysis, weakn., interstit. nephrit., ren.dysfunct., glycosur., fev., decr. urin.Ca excret., elev.ser.Ca, incr.urin.Mg excret.lead.to hypomagnesaem., gluc.tol.impairm., latent diab.melit.manifestat., incr. cholester./ triglycerides, hyperuricaem., gout precipitat., poss. foet. electrol.disturbs.& other adult reacts., neonat. thrombocytopaen., foet./neonat.jaund. with matern.thiaz.ther.
Warnings and special precautions: Treatm.to be stop.& chang.if pregn.plann./confirm., dual block. of RAAS with ARB’s/ACE inhibit./aliskiren assoc. with high.freq.hypotens./hyperkalaem.& decr. ren. funct., concom.meds.that affect renin-angiotensin-aldosterone syst., mild to mod.ren. impairm., per.monit.of ser.electrol.& ren.funct. advis., no exper.in ren.transplant., correct vol./Na deplet. bef.init.ther., not recomm.in prim. aldosteronism/mitral stenos., monit.ser.K/ creatinine & uric acid of risk pts., contain.K/meds. that incr.K lev., hypokalaem.risk great.in liv. cirrhos./brisk diuresis/ inadeq.oral electrol.intake & concom.corticoster. ACTH, discont. ther.bef.test. parathyroid funct.in case of mark.hypercalcaem., monit. for warn.signs of fluid & electrol.imbal., mild to mod.hepat.impairm./progress.liv.dis., poss. adjustm.to insul./oral antidiabet.dos., in diabet. with addit.CV risk fatal MI& unexpect.CV death incr. with with BP low.med., diagnost.eval.for coron. artery dis in pts.with diab.mellit.bef. init.ther., SLE exacerbat./activat., excess.BP reduct. in ischaem.cardiopathy/ischaem.CV dis. may result in MI/stroke, hypersens.more likely in allergy/ bronch.asthma hist., hydrochlorothiaz.to be discont. if ac.myop.& second.angle-clos.glauc. develop, hist.of penicill.& sulphonamide allergy poss. risk fact.for develop.ac.angle-clos.glauc., lact. intol., concurr.hypovolaem.poss.induc. ren. fail., monit.ser.Ca lev./adjust Ca dos.if Ca supplem. reqd., adeq.contracept.in women of childbear. age, fetotox.risk dur.expos.in pregn., ultrasound of foet.ren.funct./skull recomm.in case of expos.dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., thiaz.cross. placenta barrier & appear in human milk/cord bld. & may inhib.lactat., no data on safety & effic.in childr.up to 18 yrs., monit.digox.lev., concom.K-spar.diuret./K-supplem./salt substit., adeq.hydrat. & reg.ren.funct.monit.init.& dur., freq.monit. ser.K+ with concom.meds.affect.by ser.K+ disturbs., treatm.with concom. NSAID’s.

Interactions: Incr.Li ser.conc.& toxic., incr.eff.of other anti-hypertens., antihypertens./natriuret.& diuret. eff. weak.by NSAID’s, incr.digox.plasma conc., incr.ramipril AUC & Cmax, reduc.ren.excret.of cytotox. drugs & potent. myelosuppress.effs., haemolyt. anaem.with methyldopa, incr.advers. effs. from amantadine, alcoh./barbits./narcots. poss. potent.orthostat.hypotens., cholestryamine/ colestipol imp.HCTZ absorpt., lact.acidos.risk with metformin, pressor.amines eff.decr., hypokalaem. & hypomagnesaem. may favour onset of digox.-induc. card.dysrhythm., eff.of non-depolar.skelet. musc. relaxant. potent., poss.uricosur.med.dos. adjustm.as ser.uric acid lev.rais., incr.incid.of hypersens. reacts. to allopurinol, vit.D or Ca salts potent.rise in ser.Ca, enhanc.hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg.agents incr.bioavail., cyclospor. may incr.risk of hyperuricaem. & gout type complicat., kaliuret. diuret./ laxativ./corticoster./ ACTH/amphotericin/ carbenoxolone/ penicill.G & salicylic.acid & deriv. may incr.hypokalaem.eff., K-spar.diuret./K-supplem./ salt substit.contain.K/meds.that incr.K lev. may incr.ser.K lev.

 XE "Telza" TELZA, Forrester [P/S]

Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide., cardiovasc. morbidit.& mortalit.reduct.in pts.55 yrs or old.at high risk of CV dis.

(S3) TABS, 50/7.1.3/0486, 0487

3004122-001: 40 mg, 30, R124,20
3004123-001: 80 mg, 30, R124,20
Dosage: Essential hypertens: Adults: Recomm. dos: 40 mg once dly. Incr.to max. of 80 mg once dly. Addit.BP lower.eff.can be achiev .in combinat. with low dos. hydrochlorothiaz. (12,5 mg). Max. anti-hypertens. eff.is gen.attain.4-8 wks.aft.start of treatm.

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly. Treatm.benef. evid.aft.6 mnths.of contin.ther. 

Contraindications: Angioed.hist.link.to prev.ACE inhibit./angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, bil. ren.artery stenos., ren.artery stenos.in sngl. funct. kidn., sev.ren./hepat.impairm., aort.stenos., concom. K+ spar.diuret./Li-ther., porphyr., safety in pregn.& lactat.not est., sev.hepat.impairm., bil. obstruct. disords., lactose intol., concom.aliskiren-contain.prod., concom.fluoroquinolones in mod.-sev. ren.impairm.& elderly, safety & effic.in childr. und.18 yrs.not est.

Side effects: Less.freq: UTI, URTI, bld.dyscras., hypersens., angioed., hyperkalaem., anx.,depress., insomn., syncope, faint., somnol., abnorm.vis., vertigo, tachycard., bradycard., hypotens./ orthostat. hypotens., cough, dyspn., interstit.lung dis., GI disords.,abnorm.hepat.funct., liv.disord., hyperhidros., erythema, prurit., eczema, rash, drug erupt., tox.skin erupt., arthralg., myalg., back pain, musc.cramp, extremity pain, ren.impairm.incl. ac.ren.fail., chest pain, flu-like sympt., asthen. Unknown freq: Sepsis incl. fatalit., anaphylact. react., hypoglycaem., urticar., tendon pain.

Warnings and special precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit. ren. funct.at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in fertile women, human embryon./ fetotox./neonat.toxic.report., mild to mod. hepat.impairm., bil.obstruct.disords./ cholestas./ hepat.insuff., when vasc.tone & ren. funct. depend.predomin.on renin angiotensin-aldosterone syst.activ., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high.freq. hypotens./hyperkalaem.& decr. ren.funct.(incl. ren.fail), incr.sev.hypotens.& ren.insuffic.risk with bil. ren.artery stenos./ren.artery stenos.sngl.funct. kidn., monit.ser.K & creatinine of pts.with imp.ren. funct, no exper.in ren.transplant., vol./Na deplet.to be correct.bef.init.ther., assess ren.funct.bef.init. treatm.& monit.dur.treatm.with fluoroquinolones/ ACE inhibit./angiotens.recept.block.whether used separat./concom., not recomm.in prim. aldosteronism, aort./mitral stenos., obstruct. hypertroph. cardiomyopathy, concom.K spar. diuret./ K supplem.or salt substit.contain.K/meds poss. incr.ser.K may lead to incr.ser.K., hyperkalaem. risk facts., less eff.low.BP in black people, ischaem. cardiopathy/ischaem.card.vasc. dis., monit.BP & adjust.meds.that low.BP if appropr. when init.ther.for CV morbid.& mortal. prevent.

Interactions: Li conc.& toxic.incr, incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuffic. potent. with concom.NSAID’s in dehydrat.pts., reduc. antihypertens.eff.with NSAID’s, incr. adverse eff.with concom.ACE inhibits./ARB’s & aliskiren, ac.kidn.injury with concom. fluoroquinolones., incr.ser.K+ with K+-spar. diurets./ K+-supplem./K+-contain.salt substit./ other drugs incr. K+-lev., reduc.antihypertens.eff. with concom.corticoster., incr.risk of hypotens.with concom.diuret., hypotens.eff.potent.with baclofen/ amifostine, ortostat.hypotens.aggrav.by alcohol/ barbit./ narcot./antidepress.

 XE "Tesamolot" TESAMOLOT, Dr Reddy’s [P/S]
Telmisartan 40(40; 80; 80) mg, amlodipine besilate 5(10; 5; 10) mg

Indications: Essent.hypertens.in pts. stabilis. on same dos.of indiv.compon., add-on ther.in pts.not adeq.control.on amlodipine monother.

(S3) TABS, 53/7.1.3/0250, 0251, 0252, 0253

3006579-001: 40/5 mg, 28, R136,64
3006580-001: 40/10 mg, 28, R147,28
3006581-001: 80/5 mg, 28, R136,64
3006582-001: 80/10 mg, 28, R147,28
Dosage: Admin.once dly.

Replacem.ther: Admin.1 tab./day contain.the same compon. of the telmisartan & amlodopine dos.when tak.separately.

Add-on ther: Start.dos: Usual.40/5 mg once dly. Dos.may be titrat.up to a max.of 80/10 mg once dly if addit.BP lower.need.aft.at least 2 wks of ther.

Contraindications: Dihydropyrid. derivat.hypersens., angioed.hist.link.to prev.ACEI/ ARB., concom. fluoroquin. in mod.-sev.ren. impairm.& elderly, heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, sev.ren./ liv.funct. impairm., bil.ren. artery stenos., ren.artery stenos.with sngl.kidn., aortic & mitral valve stenosis, concom.K+ spar.diuret., Li-ther., concom.aliskiren-contain. products, porphyr., bil.obstruct. disords., cardiogen.shock, pregn.& lactat.

Side effects: Freq.: Dizzin. Less freq.: Cystit., depress., anx., insomn., somnol., migraine, headache, paraesthes, syncope, periph. neuropathy, hypoaesthes., dysgeus., trem., vertigo, bradycard., palpitat., hypotens., orthostat.-, flush., cough, abdom.pain, diarrh., N&V, gingiv. hypertrophy, dyspeps., dry mouth, prurit., eczema, erythema, rash, arthralg., myalg., musc.spasm, back pain, extremity-, noctur., erect. dysfunct., periph oed., asthen., chest pain, fatig., oed., malaise, incr. hepat. enzym., incr.bld.uric acid. Telmisartan monother.: Freq.: Sepsis somet.fatal, UTI, URTI Less freq.: Anaem., eosinophil., thrombocytopen., angioed., anaphylact.reacts., hypersens., hypoglycaem.(in DM), hyperkalaem., vis.disturbs., tachycard., dyspn., flatul., stomach discomf., abnorm.hepat.funct./ liv. disord., hyperhidros., urticar., drug-/ tox.skin erupt., angioed., tendon pain, imp.ren.funct.incl.ac.ren.fail., flu-like illn., Hb decr., CPK incr., incr.bld. creatinine. Amlodipine monother.: Less freq.: Thrombocytopen., leucocytopen., hypersens., hyperglycaem., mood chang., confus., extra pyramid.syndr., vis.impairm., tinnit., MI, arrhythm., ventr. tachycard., atrial fibrillat., vasculit, dyspn., rhinit., bowel habit changes, pancreatit., gastrit., jaund., hepatit., hepat. enzyme elev., hyperhidros., urticar., alopec., purpura, skin discolourat., erythema multiforme, angioed., exfoliat. dermatit., SJS, photosens., micturit.disords., pollakiur., gynaecomast., weight chang.

Special warnings and precautions: Discont.& chang.to diff.meds.class if pregn.occurs/ if pregn.plann., dual block.of RAAS with ARBs/ ACEI/ aliskiren assoc. with high.freq. hypotens./ hyperkalaem.& decr.ren. funct., not for pts.with diabet. nephropathy, mild to mod.liv. funct. impairm., monit.ser.K+-/ creatin.lev.in pts.with impair.ren. funct.&/ HF, no exper.in recent kidn.transpl., not dialysable, correct. vol./ salt deplet. bef.init.ther., when vasc.tone & ren. funct.depend. predomin.on renin-angiotensin-aldosterone syst.activ., not recomm.in prim.aldosteronism, assess.ren. funct.bef.init.treatm.& monit.dur. treatm.with fluoroquin./ ACEI/ ARB whether used separat/ concom., no data with unstab.ang. pect./ within 1 mnth.of MI, incr. pulmon.oed.in HF pts., concom.K+ spar.diuret./ K+ supplem./ salt substit. contain.K+/ meds.that incr.K+ lev., incr. MI risk & unexpect.CV death in diabet. pts.if coexist.coron.arter.dis asymptomat./ undiagn. theref. appropr. diagnos. eval.necess., excess.BP reduct.in pts.with ischaem.cardiopathy/ ischaem. CV dis.may result in MI/ stroke, contains mannitol (mild laxat.), adeq. contracept. in women of childbear. pot., no data on S&E in childr.< 18 yrs.

Interactions: Incr.Li ser.conc.& toxic., incr.eff.with other anti-hypertens., baclofen/ amifostine/ neuroleptics/ antidepress.poss. potent.hypotens. eff., alcoh./ barbits./ narcot./ antidepress.aggrav.orthost.hypotens., reduc.eff.with system.corticoster. Telmisartan: Incr.ramipril/ ramiprilat AUC & Cmax, poss.ac.ren.insuffic.in dehydrat.pts./ reduc. antihypertens. eff.with NSAID, dual block.of RAAS with ARBs/ACEI/aliskiren assoc.with high.freq.hypotens./ hyperkalaem.& decr.ren.funct., ac.kidn.injury with concom.fluoroquinolones. Amlodipine: BP low.effs.with grapefruit juice, diltiazem.inhibit.amlodipine metabol., decr.amlodipine plasma conc. with CYP3A4 induc.eg.anticonvuls. (carbamazepine/ phenobarbitone/ phenytoin/ fosphenytoin/ primidone)/ rifampicin/ Hypericum perf., incr. simvast.expos.limit simvast.dose to 20 mg daily, incr.expos.of concom.tacrolimus/ ciclosporin.
 XE "Tesar" TESAR, Pharma Dynamics [P/S]
Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hydrochlorothiazide.

(S3) TABS, 45/7.1.3/0978, 0979

721678-001: 40 mg, 30, R145,62
721679-001: 80 mg, 30, R159,88
Dosage: Recomm.dos: 40 mg once dly. Max: 80 mg once dly. Addit.BP lower.eff.can be achiev .in combinat.with low dos. hydrochlorothiaz. (12,5 mg). Max.anti-hypertens. eff.is gen.attain.4-8 wks. aft.start of treatm.

Mild to mod.hepat.impair: Do not exceed 40 mg once dly.

Contraindications: Hyperkalaem, angioed. hist. link.to prev.ACE inhibit./angiotensin recept.block., heredit./idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev.ren.impairm., bil. ren. artery stenos., ren.artery stenos.sngl.funct.kidn., aort. stenos., concom.Li/K+ spar.diuret., porphyr., pregn., lactat., fruct.intol., sev.hepat.impairm., bil. obstruct. disords., safety & effic.in childr.und.18 yrs. not est.

Side effects: UTI, URTI, eosinophil., thrombocytopen., neutropen., hypersens.reacts., angio-oed., depress., insomn., anx., headache, dizzin., fatig., vis.disturbs., vertigo, CHF, bradycard., tachycard., hypotens., chest pain, MI, hypotens., dyspn., cough, sinusit., prurit., sweat., rash, eczema, erythema, urticar., weakn., myalg., musc. pain/cramps, tendinit.-like sympts., asthen., flu-like illn., hepat.enzym.incr., hyperzotaem., oligur, ren.fail., dehydrat.

Warnings and special precautions: Treatm.to be stop.& chang. if pregn.occurs/plan., monit. plasma digox.& Li lev.with concom.ther., adeq. hydrat.& monit.ren.funct.at begin.of combin. treatm.with concom.NSAID’s, adeq.contracept.in women of childbear.potent., embroy.toxic./foet.& neonat.morbid.& mortal., incr.sepsis report., incr. sev.hypotens.& ren.insuffic.risk with bil.ren.artery stenos./ren.artery stenos.sngl.funct.kidn., pts.with mitral valve stenos., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./Na deplet. to be correct.bef.init.ther., when vasc.tone & ren.funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., concom.meds.affect.that syst., not recomm.in prim.aldosteronism, concom.K spar.diuret./K supplem.or salt substit.contain.K/ meds poss.incr.ser.K lead to incr.ser.K not recomm., mild to mod.hepat.impairm., baseline GI dis.as GI bleed.report., less eff.in low.BP in black people, excess.BP reduct.in ischaem.cardiopathy/ ischaem.card.vasc.dis.may result in MI/stroke.

Drug interactions: Incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.ser.Li conc. & toxic, ac.ren.insuffic.potent.with concom. NSAID’s in dehydrat.pts., reduc.antihypertens. eff. with NSAID’s.

 XE "Tesar Co" TESAR CO, Pharma Dynamics
Telmisartan 40(80) mg, hydrochlorothiaz.12,5 (12,5) mg

Indications: Mild to mod.hypertens.in pts. stabilis. on same dos.of indiv.compon.

(S3) TABS, 48/7.1.3/0106, 0107

3003570-001: 40/12,5 mg, 30, R91,50
3003582-001: 80/12,5 mg, 30, R91,50
Dosage: Admin.once dly. 1st stabilis.pt.on relev. dos.of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt.max.eff. May be admin.with other antihypertens. meds. Do not exceed 40/12,5 mg once dly.in pts.with mild to mod.hepat.impairm.
Contraindications: Sulphonam.deriv.med. hypersens., curr./hist.of bas.cell carcinomas &/ squam.cell carcinoma of skin & lip, sev. ren.funct. impairm.(creatinine clear.<30 mL/min.)/anur., sev.hepat.impairm., bil.cirrhos., cholestas., refract.hypokalaem/ hyponatraem./ hypercalcaem. & symptomat. hyperuricaem., bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort. stenos.&/hypertrop.obstruct.cardiomyopathy, angioed.hist.link.to prev.ACE inhibit./angiotensin recept.block., heredit./idiopath.angioed., bil. obstruct. disords., concom.Li/K+ spar.diuret., Addison’s dis., porphyr., concom.fluoroquinolones in mod.-sev.ren.impairm.& elderly, concom. aliskiren-contain.meds., pregn.& lactat.

Side effects: Freq: Dizzin. Less freq: Bronchit., hyponatraem., hyperuricaem., hypokalaem., hypoglycaem., depress., anx., sleep disturbs., insomn., syncope, paraesthes., abnorm.vis., trans.blurr.vis., vertigo, tachycard., card. dysrhythm., hypotens., orthostat.hypotens., dyspn., resp.distress incl.pneumonit.& pulm.oed., diarrh., dry mouth, flatul., abdom.pain, constipat., dyspeps., vomit., abnorm.hepat. funct./liv.disord., angio-oed., erythema, prurit., rash, incr.sweat., urticar., back pain, musc.spasm, myalg., arthralg., leg cramps, leg pain, impot., chest pain, flu-like sympts., pain, incr.uric acid, incr.creatinine, incr. bld.creatine phosphokin. & liv.enzymes, UTI, URTI, anaem., thrombocytopen., hypersens., somnol., hyperkalaem., hypoglycaem.in diab.pts., bradycard., cough, stomach discomf., taste disturbs. & loss, eczema, drug erupt., tox.skin erupt., ren.impairm., ac.ren.fail., asthen., decr.Hb, leucopaen., neutropaen., agranulocytos., thrombocytopaen., aplast.-/haemolyt.anaem., bone marr. depress., hypersens., allergy, anaphylact. reacts., headache, pancreatit., stomach upset, cholestat.-/hepatocell.jaund., tox.epiderm. necrolys., cutan.lupus erythematos.-like reacts., photosens., cutan.vasculit. Freq.unknown: Pharyngit., sinusit., exacerb./activat.SLE, gastrit., sepsis incl.fatal outcome, eosinophil., anaphylact. react., interstit.lung dis., arthros., tendon pain, rhabdomyolys., sialoadenit., non-melanoma skin Ca (bas.& squam.cell Carcinoma, loss of diab. control, anorex., loss of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit., weakn., interstit.nephrit., ren.fail., glycosur., fev., incr. triglycerides.

Special warnings and precautions: Treatm.to be stop.& chang. if pregn.plann./occurs, concom. meds.that affect renin-angiotensin-aldosterone syst., sev.hypotens.risk in bilat./sngl.kidn.ren. artery stenos., period.monit.of K+/creatinine & uric lev.in mild to mod.ren.impairm., no exper.in ren. transplant.sev.ren.impairm., correct vol./Na deplet. bef.init.ther., dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./ hyperkalaem.& decr.ren.funct., assess.ren.funct. bef.init.treatm.& monit.dur.treatm.with fluoroquinolones/ ACE inhibit./ angiotens.recept. block.whether used separat/concom., not recomm. in prim.aldosteronism, aort./mitral stenos., obstruct. hypertroph. cardiomyopathy, freq. monit. ser.K+ with concom.meds.affect.by ser.K+ disturbs., concom.K-spar.diuret./K-supplem./salt substit. contain. K/meds. that incr.K lev., most.elimin.in bile, poss. adjustm. to insul./oral antidiabet.dos., poss.gout in suscept.pts., hypokalaem.risk.great.in liv.cirrhos./brisk diuresis/inadeq.oral electrol. intake & concom. corticoster./ACTH, discont.ther. bef. test.parathyroid funct.in case of mark. hypercalcaem., decr.urin.Ca excret., incr.urin.Mg excret.lead.to hypomagnesaem., syst.lupus erythematos. worsen./activ., diagnost.eval.for coron. artery dis in pts.with diab.mellit.bef.init. ther., hydrochlorothiaz.to be discont.if ac.myop.& second. angle-clos.glauc.develop, hist.of penicill.& sulphonamide allergy poss.risk fact.for develop.ac. angle-clos. glauc., alert pts.to assoc.non-melanoma skin Ca risk & to report.suspic.les.& limit.sunlight/UV expos., reduc.anithypertens.eff.in black pts., excess.BP reduct.in pts.with ischaem. cardiopathy/ischaem.CV dis.may result in MI/ stroke, hypersens.more likely in allergy/bronch. asthma hist., if aft.discont.ther.due to photosens. readmin.is neccess.protect expos.skin areas, cont. lact., monit.digox.lev., monit.ser.K+ with concom. meds. affect.by ser. K+ disturbs., adeq.hydrat.& reg.ren.funct. monit. init.& dur.treatm.with concom.NSAID’s, poss.uricosur.med. dos.adjustm. as ser.uric acid lev.rais., monit.ser.Ca lev./adjust Ca dos.if Ca supplem.need.to be prescr., adeq. contracept.in fert.women, thiaz.cross.placenta barrier & appear in human milk/cord bld.& may inhib.lactat., fetotox.risk if expos.in pregn., ultrasound of foet.ren.funct./skull recomm.in case of expos. dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., no data on safety & effic.in childr.up to 18 yrs.
Interactions: Incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. ramipril AUC & Cmax, incr.Li ser.conc.& toxic., ac.kidn.injury with concom. fluoroquinolones, kaliuret.diuret./laxativ./ corticoster./ ACTH/amphotericin/carbenoxolone/ penicill.G & salicylic.acid & deriv.may incr. hypokalaem. eff., K-spar.diuret./K-supplem./salt substit. contain.K/meds.that incr.K lev.may incr. ser. K lev., ARB’s/ACE inhibit & aliskiren incr. freq.of advers.effs., antihypertens./natriuret.& diuret. eff. weak.by NSAID’s, alcoh./barbits./ narcots.poss. potent.orthostat.hypotens., lact. acidos.risk with metformin, cholestryamine/ colestipol decr.HCTZ absorpt., hypokalaem. & hypomagnesaem.may favour onset of digox.-induc.card.dysrhythm., pressor.amines eff.decr., eff.of non-depolar. skelet.musc.relaxant.potent., incr.incid.of hypersens.reacts.to allopurinol, vit.D or Ca salts potent. rise in ser.Ca, enhanc. hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg. agents incr.bioavail., incr.advers. effs. from amantadine, reduc.ren.excret.of cytotox. drugs & potent.myelosuppress.effs., haemolyt. anaem.with methyldopa, cyclospor.may incr. risk of hyperuricaem.& gout type complicat.

 XE "Tesminol" TESMINOL, Macleods [P/S]

Telmisartan

Indications: Mild to mod.hypertens.alone/ combin.with hctz., cardiovasc.morbidit.& mortalit.reduct.in pts.≥ 55 yrs at high risk of CV dis 

(S3) TABS, 47/7.1.3/1120, 1121.

3005681-001: 40 mg, 30, R124,20
3005682-001: 80 mg, 30, R124,20
Dosage: Adults: Ess. hypertens: Recomm. dos: 40 mg once dly.incr.to max. of 80 mg once dly. as indicat.by respons.or use altern.in combinat. with low dos hctz. (12,5 mg). Max.anti-hypertens. eff.gen.attain.4-8 wks.aft.start of treatm. 

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dos: 80 mg once dly. Treatm. benef. evid.aft.6 mnths.of contin.ther. 

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Contraindications: Angioed.hist.link.to prev. ACEI./ARB., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, bil.ren.artery stenos., ren.artery stenos. sngl.funct.kidn., aort.stenos., concom.Li/K+ spar. diuret., porphyr., sev.ren.impairm., pregn., lactat., sev.hepat.impairm., bil.obstruct.disords., concom.aliskiren-contain.meds., concom. fluoroquinolones in mod.-sev.ren. impairm. & elderly, S&E in childr.<.18 yrs.not est.

Side effects: Freq: Cough. Less Freq.: UTI, URTI, anaem., thhrombocytopen., hypersens. incl. angioed.with fatal outcome, hyperkalaem., depress., insomn., anx., syncope, faint., somnol., vis. disturbs., vertigo, bradycard., tachycard., hypotens., orthostat.hypotens., dyspn., interstit. lung dis., abdom.pain, diarrh., dyspeps., flatul., vomit., dry mouth, stomach discomf., dysgeus., incr.sweat., prurit., rash, eczema, erythema, drug erupt., tox. skin erupt., back pain, musc.spasms, leg cramps, myalg., arthralg., leg pain, ren.impairm. incl.ac.ren.fail, chest pain,asthen./weakn., flu-like sympts., incr.bld.creatinine., pain in extremities, Hb decr., bld.uric acid/-creatine phosphokin.incr., hepat. enzym.incr. Unknown.freq: Urticar., tendon pain, hypoglycaem. in diab.pts., abnorm.hepat.funct., liv.disords, sepsis, eosinophil., anaphylax.

Special warnings and precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang. if pregn.occurs/plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit.ren. funct. at begin.of combin.treatm.with concom. NSAID’s, adeq.contracept.in fertile women, human embryon./ fetotox./neonat.toxic.report., mild to mod. hepat.impairm., biliary obstruct.disords./ cholestasis/ hepat.insuff., when vasc.tone & ren. funct.depend.predomin.on renin angiotensin-aldosterone syst.activ., not to be used in pts.with diab.nephropathy, dual block. of RAAS with ARB/ ACEI./aliskiren assoc.with high.freq. hypotens./ hyperkalaem.& decr. ren.funct.(incl. ren.fail), incr.sev.hypotens.& ren.insuffic.risk with bil.ren.artery stenos./ ren.artery stenos.sngl. funct.kidn., monit.ser.K & creatinine of risk pts., no exper.in ren.transplant., vol./ Na deplet.to be correct. bef.init.ther., assess ren. funct.bef.init. treatm.& monit.dur.treatm.with fluoroquinolones/ ACEI/angiARB whether used separat./ concom., not recomm.in prim. aldosteronism, aort./ mitral stenos., obstruct. hypertroph.cardiomyopathy, concom.K spar. diuret./ K supplem.or salt substit.contain.K/ meds poss.incr.ser.K may lead to incr.ser.K., monit.ser. K+conc., less eff.low.BP in black people, excess.BP reduct.in ischaem.cardiopathy / ischaem.card.vasc. dis.may result in MI/stroke, monit.BP & adjust. meds. that lower BP if appropr.when init.ther.for CV morbid.& mortal.prevent., diabet.pts treat. with insulin/ antidiabets.

Interactions: Incr.ser.Li conc.& toxic., incr.eff.of other anti-hypertens., incr.digox.plasma conc., K+spar. diuret./K+ supplem.or salt substit.contain. K+lead.to incr.ser.K+, incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuff. potent.with concom. NSAIDs in dehydrat.pts., reduc. antihypertens.eff. with NSAIDs, incr. adverse eff.with concom.ACEI./ARBs & aliskiren, ac.kidn.injury with concom. fluoroquinolones, vol.deplet.& hypotens. risk with diuret.meds., reduc. antihypertens. eff.with corticoster, baclofen/ amifostine poss. potent. hypotens.eff., alcoh./ barbits./ narcot./ antidepress. aggrav.orthost. hypotens.

 XE "Ticarda" TICARDA, Accord [P/S]

Telmisartan

Indications: Mild to mod.hypertens.alone/ combin. with hctz., cardiovasc.morbidit.& mortalit.reduct.in pts.≥55 yrs.at high risk of CV dis.

(S3) TABS, 47/7.1.3/1094, 1095

3003656-001: 40 mg, 30, R132,63
3003655-001: 80 mg, 30, R132,63
Dosage: Essential hypertens: Adults: Recomm.dose: 40 mg once dly. Incr.to max. of 80 mg once dly. Addit.BP lower.eff.can be achiev .in combinat.with low dos. hctz (12,5 mg). Max anti-hypertens.eff.is gen.attain.4-8 wks.aft.start of treatm.

Mild to mod.hepat.impairm: Do not exceed 40 mg once dly.

Cardiovasc.morbidit. & mortalit. reduct: Recomm. dose: 80 mg once dly. Treatm.benef. evid.aft.6 mnths.of contin.ther.

Contraindications: Angioed.hist.link.to prev.ACE-I /ARB, heredit./ idiopath.angioed., hypertroph.obstruct.cardiomyopathy, bil.ren.artery stenos., ren.artery stenos.in sngl. funct. kidn., sev.ren./ hepat.impairm., aort.stenos., concom. K+ spar.diuret./ Li-ther., porphyr., safety in pregn.& lactat.not est., sev.hepat.impairm., bil.obstruct. disords., lactose intol., concom.aliskiren-contain.prod., concom.fluoroquinolones in mod.-sev.ren.impairm.& elderly, S&E in childr.<.18 yrs.not est.

Side effects: Freq:Cough Less.freq: UTI, URTI, bld.dyscras., hypersens., angioed., hyperkalaem., anx., depress., insomn., syncope, faint., somnol., abnorm.vis., vertigo, tachycard., bradycard., hypotens./ orthostat. hypotens., dyspn., interstit.lung dis., GI disords., hyperhidros., erythema, prurit., eczema, rash, drug erupt., tox.skin erupt., arthralg., myalg., back pain, musc.cr., extremity pain, ren.impairm.incl.ac.ren.fail., chest pain, flu-like sympt., asthen. Unknown freq: Sepsis incl.fatalit., eosinophil., anaphylact.react., hypoglycaem., urticar., tendon pain., abnorm.hepat.funct., liv.disord.

Special warnings and precautions: No re-challenge aft.angioed.react., treatm.to be stop.& chang.if pregn.occurs/ plan., monit.plasma digox.& Li lev.with concom.ther., adeq.hydrat.& monit. ren.funct.at begin.of combin.treatm.with concom NSAID, adeq.contracept.in fertile women, human embryon./ fetotox./ neonat.toxic.report., mild to mod.hepat.impairm., bil.obstruct.disords./ cholestas./ hepat.insuff., when vasc.tone & ren.funct. depend.predomin.on renin angiotensin-aldosterone syst.activ., dual block.of RAAS with ARB/ ACE-I./aliskiren assoc.with high.freq. hypotens./ hyperkalaem.& decr. ren.funct.(incl.ren.fail), incr.sev.hypotens.& ren.insuffic.risk with bil.ren.artery stenos./ ren.artery stenos.sngl.funct.kidn., monit.ser.K+ & creatinine of pts.with imp.ren.funct, no exper.in ren.transplant., vol./ Na deplet.to be correct.bef.init.ther., assess ren.funct.bef.init.treatm.& monit.dur.treatm.with fluoroquinolones/ ACE-I/ ARB.whether used separat./ concom., not recomm.in prim. aldosteronism, aort./ mitral stenos., appropr.bld gluc.monitor.in diabet.pts., obstruct. hypertroph. cardiomyopathy, concom.K+spar. diuret./ K supplem.or salt substit.contain.K/meds poss. incr.ser.K may lead to incr.ser.K., hyperkalaem. risk facts., less eff.low.BP in black people, ischaem. cardiopathy/ischaem.card.vasc. dis., monit.BP & adjust.meds.that low.BP if appropr. when init.ther.for CV morbid.& mortal. prevent., contains mannitol

Interactions: Li conc.& toxic.incr, incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr.in ramipril & ramiprilat AUC & Cmax, ac.ren.insuffic. potent. with concom.NSAID’s in dehydrat.pts., reduc. antihypertens.eff.with NSAID’s, incr. adverse eff.with concom.ACE-I./ARBs & aliskiren, ac.kidn.injury with concom. fluoroquinolones., incr.ser.K+ with K+-spar. diurets./ K+-supplem./K+-contain.salt substit./ other drugs incr. K+-lev., reduc.antihypertens.eff. with concom.corticoster., incr.risk of hypotens.with concom.diuret., hypotens.eff.potent.with baclofen/ amifostine, ortostat.hypotens.aggrav.by alcohol/ barbit./ narcot./antidepress.

 XE "Ticarda plus" TICARDA PLUS, Accord [N/P/S]
Telmisartan 40(80) mg, hydrochlorothiaz.12,5 (12,5) mg

Indications: Mild to mod.hypertens.in pts. stabilis. on same dos.of indiv.compon.giv.tog

(S3) TABS, 52/7.1.3/0848, 0849

3003656-001: 40/12.5 mg, 30, R96,76
3003657-001: 80/12.5 mg, 30, R96,76
Dosage: Admin.once dly. 1st stabilis.pt.on relev. dos.of indiv.compon.giv.tog.then change to appropr. combinat. Cont.for at least 4-8 wks.to obt.max.eff. May be admin.with other antihypertens. meds. Do not exceed 40/12,5 mg once dly.in pts.with mild to mod.hepat.impairm.
Contraindications: Sulphonam.deriv.med. hypersens., curr./hist.of bas.cell carcinomas &/ squam.cell carcinoma of skin & lip, sev. ren.funct. impairm. (creatinine clear.<30 mL/min.)/ anur., sev.hepat.impairm., bil.cirrhos., cholestas., refract. hyponatraem./ hypokalaem, hypercalcaem. & symptomat. hyperuricaem./gout, bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., aort.valve stenos. &/hypertrop.obstruct.cardiomyopathy, angioed. hist. link.to prev.ACE-I/ARB., heredit./ idiopath.angioed., bil. obstruct. disords., concom.Li/K+ spar.diuret., Addison’s dis., porphyr., poss.Li toxic.with concom. Li ther., concom.fluoroquinolones in mod.-sev.ren. impairm.& elderly, concom. aliskiren-contain. meds., pregn.& lactat.

Side effects: Freq: Dizzin. Less freq: Bronchit., hyponatraem., hyperuricaem., hypokalaem., hypoglycaem., depress., anx., sleep disturbs., insomn., syncope, paraesthes., abnorm.vis., trans. blurr. vis., vertigo, tachycard., card. dysrhythm., hypotens., orthostat.hypotens., dyspn., resp. distress incl.pneumonit.& pulm.oed., diarrh., dry mouth, flatul., abdom.pain, constipat., dyspeps., vomit., abnorm.hepat. funct./liv.disord., angio-oed., erythema, prurit., rash, incr.sweat., urticar., back pain, musc.spasm, myalg., arthralg., leg cramps, leg pain, impot., chest pain, flu-like sympts., pain, incr.uric acid, incr.creatinine, incr. bld.creatine phosphokin. & liv.enzymes, UTI, URTI, anaem., thrombocytopen., hypersens., somnol., hyperkalaem., hypoglycaem.in diab.pts., bradycard., cough, stomach discomf., taste disturbs. & loss, eczema, drug erupt., tox.skin erupt., ren.impairm., ac.ren.fail., asthen., decr.Hb, leucopaen., neutropaen., agranulocytos., thrombocytopaen., aplast.-/ haemolyt.anaem., bone marr. depress., hypersens., allergy, anaphylact. reacts., headache, pancreatit., stomach upset, cholestat.-/hepatocell.jaund., tox.epiderm. necrolys., cutan.lupus erythematos.-like reacts., photosens., cutan.vasculit. Freq.unknown: Pharyngit., sinusit., exacerb./ activat.SLE, gastrit., sepsis incl.fatal outcome, eosinophil., anaphylact. react., interstit.lung dis., arthros., tendon pain, rhabdomyolys., sialoadenit., non-melanoma skin Ca (bas.& squam.cell Carcinoma, loss of diab. control, anorex., loss of appetite, hypercholesterolaem., hyperglycaem., restlessn., light-headedn., xanthops., ac.myop., ac.angle clos. glauc., vasculit., weakn., interstit.nephrit., ren.fail., glycosur., fev., incr. triglycerides.

Special warnings and precautions: Treatm.to be stop.& chang. if pregn.plann./ occurs, concom. meds.that affect renin-angiotensin-aldosterone syst., sev.hypotens.risk in bilat./sngl.kidn.ren. artery stenos., period.monit.of K+/ creatinine & uric lev.in mild to mod.ren.impairm., no exper.in ren. transplant./ sev.ren.impairm., correct vol./ Na deplet. bef.init.ther., dual block.of RAAS with ARB’s/ACE-I./ aliskiren assoc.with high. freq.hypotens./ hyperkalaem.& decr.ren.funct., assess.ren.funct. bef.init.treatm.& monit.dur. treatm.with fluoroquinolones/ ACE-I./ ARB.whether used separat/ concom., not recomm. in prim.aldosteronism, aort./ mitral stenos., obstruct. hypertroph. cardiomyopathy, freq. monit. ser.K+ with concom. meds. affect.by ser.K+ disturbs., concom.K-+spar. diuret./K+supplem./ salt substit. contain. K+/ meds. that incr.K+ lev., most.elimin.in bile,  hepat.impairm., poss. adjustm. to insul./oral antidiabet.dos., poss.gout in suscept. pts., hypokalaem.risk.great.in liv.cirrhos./ brisk diuresis/ inadeq.oral electrol. intake & concom. corticoster./ACTH, discont.ther. bef. test. parathyroid funct.in case of mark. hypercalcaem., decr.urin.Ca excret., incr.urin.Mg excret.lead.to hypomagnesaem., syst.lupus erythematos. worsen./ activ., diagnost.eval.for coron. artery dis in pts.with diab.mellit.bef.init.ther., hydrochlorothiaz. to be discont.if ac.myop.& second. angle-clos.glauc.develop, hist.of penicill.& sulphonamide allergy poss.risk fact.for develop.ac. angle-clos. glauc., alert pts.to assoc.non-melanoma skin Ca risk & to report.suspic.les.& limit.sunlight/UV expos., reduc.anithypertens.eff.in black pts., excess.BP reduct.in pts.with ischaem. cardiopathy/ischaem.CV dis.may result in MI/ stroke, hypersens.more likely in allergy/bronch. asthma hist., if aft.discont.ther.due to photosens. readmin.is neccess.protect expos.skin areas, cont. lact., monit.digox.lev., monit.ser.K+ with concom. meds. affect.by ser. K+ disturbs., adeq.hydrat.& reg.ren.funct. monit. init.& dur.treatm.with concom. NSAID’s, poss.uricosur.med. dos.adjustm. as ser.uric acid lev.rais., monit.ser.Ca lev./adjust Ca dos.if Ca supplem.need.to be prescr., adeq. contracept.in fert.women, thiaz.cross.placenta barrier & appear in human milk/cord bld.& may inhib.lactat., fetotox.risk if expos.in pregn., ultrasound of foet.ren.funct./ skull recomm.in case of expos. dur.pregn., infts.whose mothers receiv. ther. to be observ.for hypotens., no data on safety & effic.in childr.up to 18 yrs.
Interactions: Incr.eff.of other anti-hypertens., incr.digox.plasma conc., incr. ramipril AUC & Cmax, incr.Li ser.conc.& toxic., ac.kidn.injury with concom. fluoroquinolones, kaliuret.diuret./laxativ./ corticoster./ ACTH/ amphotericin/ carbenoxolone/ penicill.G & salicylic.acid & deriv.may incr. hypokalaem. eff., K+-spar.diuret./ K+-supplem./ salt substit. contain.K+/ meds.that incr.K+ lev.may incr. ser. K+ lev., ARB’s/ ACE-I & aliskiren incr. freq.of advers.effs., antihypertens./natriuret.& diuret. eff. weak.by NSAID’s, alcoh./barbits./ narcots.poss. potent.orthostat.hypotens., lact. acidos.risk with metformin, cholestryamine/ colestipol decr.HCTZ absorpt., hypokalaem. & hypomagnesaem.may favour onset of digox.-induc.card.dysrhythm., pressor.amines eff.decr., eff.of non-depolar. skelet.musc.relaxant.potent., incr.incid.of hypersens.reacts.to allopurinol, vit.D or Ca salts potent. rise in ser.Ca, enhanc. hyperglycaem.eff.of beta-block.& diazoxide, anticholinerg. agents incr.bioavail., incr.advers. effs. from amantadine, reduc.ren.excret.of cytotox. drugs & potent.myelosuppress.effs., haemolyt. anaem.with methyldopa, cyclospor.may incr. risk of hyperuricaem.& gout type complicat.

 XE "Trobet" TROBET, Macleods [P/S]

Irbesartan

Indications: Essent.hypertens.alone/ combin.with other antihypertens., diabet.nephropathy assoc. with elev.ser.creatin.& proteinur.(>300 mg/day) in pts.with type 2 diab.& hypertens.

(S3) TABS, 46/7.1.3/0252, 0253

3005389-001: 150 mg, 28, R72,80
3005399-001: 300 mg, 28, R72,80
Dosage: Adults: Init.& maint.dos: 150 mg once dly. If control insuffic.dos.may be incr.to 300 mg or other antihypertens.may be add.

Hypertens.with type 2 diabet.ren.dis: Pref maint. dos: 300 mg once dly.

Contraindications: Angioed.hist.relat.to prev.ACEI./ ARB ther., heredit./ idiopath.angioed., hypertroph.obstruct. cardiomyopathy, sev. ren.funct.impairm., mod.to sev.ren.impairm.& concom.fluoroquinol., bil.ren. art. stenos., ren.art.stenos.with sngl./ transpl.kidn., aort.stenos., concom.K+-spar.diurets., porphyr., concom.Li, pregn.& lactat., concom.aliskiren-cont.prods.

Side effects: Freq: Dizzin., headache, N&V, fatig., orthostat.dizzin., orthostat.hypotens., musculoskelet. pain, hyperkalaem., incr.plasma creatine. Less freq: Tachycard., flush., cough, diarrh., dyspeps., heartburn, jaund., sex.dysfunct., chest pain. Post market.freq.unknown: Thrombocytopen., hypersens.reacts., hyperkalaem., vertigo, headache, tinnit., dysgeus., abnorm.liv.funct., jaund., hepatit., leukocytoclast. vasculit., arthralg., myalg., musc.cramps, imp.ren. funct.incl.ren.fail.in at risk pts., asthen.

Special warnings and precautions: Treatm.to be stopp.& chang. if pregn.suspect./ occurs/ pregn. contempl., correct vol./Na deplet.bef.init.ther., K+ & creatin.ser.monit.in imp.ren.funct.& in at risk pts., ren.assessm.& monit.with concom. fluoroquinolones, do not use concom.in diab. nephropathy, not recomm.in prim.aldosteronism, pts.whose vasc.tone & ren.funct.depend.predomin. on renin-angiotensin-aldosterone syst.activ., lact. intol., safety & effic.in paed.not est., adeq. contracept. in women of child bear.age, excret.in rat’s milk.

Interactions: Ac.kidn.injury with concom. fluoroquinolones, K+supplem./salt substit.contain. K+or meds.incr.ser.K+ lev.may lead to incr.ser.K+, revers.ser.Li conc.incr.& toxic., attenuat.of antihypertens. eff.with NSAID’s, incr.risk of worsen. of ren.funct.with NSAID’s, poss.addit. hypotens. eff.with other antihypertens.meds., high.freq.of advers.effs.with dual block.of renin-angiotens-aldoster.syst.(RAAS), effs.of CYP2C9 induc.not eval.

 XE "Trobet Co" TROBET CO, Macleods [N/P/S]
Irbesartan 150(300) mg, hydrochlorothiaz.12,5(12,5) mg

Indications: Essent.hypertens.in pts.stabil.on indiv.compon.at same dosage

(S3) TABS, 46/7.1.3/0831, 0832

3005381-001: 150/12,5 mg, 28, R225,90
3005382-001: 300/12,5 mg, 28, R225,90
Dosage: Admin.once dly. Use in pts.adeq.control.on indiv.compon.at same dos. If ther.alone dos not control BP adeq.another antihypertens.may be added.

Contraindications: Sulphonam.deriv.med. hypersens., angioed.hist.relat.to prev.ACEI./ ARB ther., heredit./ idiopath. angioed., hypertroph.obstruct. cardiomyopathy, sev. ren.funct.impairm., bil.ren.art.stenos., ren.art. stenos.with sngl.kidn., aort.stenos., concom.K+-spar. diurets., porphyr., Addison’s dis., concom.Li, pregn.& lactat., concom.aliskiren-cont.prods., anur.pts.

Side effects: Freq: Incr.bld.urea/creatin.& creatin. kinase, dizzin., N&V, abnorm.urinat., fatig. Less freq: Ser.K+ & Na decr., syncope, hypotens., tachycard., oed., orthostat.dizzin., headache, tinnit., cough, diarrh., dyspeps., dysgeus., imp.ren.funct.& isolat.ren.fail., hyperkalaem., flush., hypersens.react., jaund., hepatit., abnorm.liv.funct., sex.dysfunct., libido changes, chest pain, electrol.imbal.incl.hypokalaem., hyperuricaem., glycosur., hyperglycaem., cholesterol & triglycerid.incr., card.dysrhythm., aplast.anaem., bone marr.depress., neutropen., agranulocytos., haemolyt.anaem., leucopen., thrombocytopen., vertigo, paraesthes., light-headedn., restlessn., trans.blurr.vis., xanthops., resp.distress, pancreatit., anorex., constipat., gastric.irrit., sialadenit., loss of appet., interstit. nephrit., ren.dysfunct., anaphylact.reacts., TEN, necrotis.angit., cutan.lupus erythematos.-like reacts./-reactivat., photosens., rash, urticar., weakn., musc.sp., postur.hypotens., fev., depress., sleep disturbs.
Special warnings and precautions: Treatm.to be stopp.& chang. if pregn.suspect./ occurs/ pregn. contempl., correct vol./Na deplet. bef.init.ther., ren.funct. depend.predomin. on renin-angiotensin-aldosterone syst.activ., incr.hydrochlorothiaz. antihypertens.eff.in postsympathect.pts., K+/ creatin. & uric acid ser. monit.in imp.ren. funct., mild to mod.ren.impairm., imp.hepat. funct./ progress. liv.dis., discont.bef. parathyr. funct.tests, poss.precipit.of gout in cert.pts., inadeq.oral electrol. intake/ concom.corticoster/ACTH ther., diabet.insul.requirem., manifestat.of latent.diab., monit.of lab.paramet.in electrol./ metabol.disturb. risk pts., SLE exacerbat./activat., not recomm.in prim. aldosteronism, posit.anti-doping analyt. result, sulphonam./ penicill.allergy hist.risk fact.for ac.angleclos.glauc. developm., poss.MI/stroke with excess.BP decr.in ischaem.cardiopathy/-CV dis., hypersens reacts more likely with allergy/ bronch.asthma hist., discont.if photosens. occurs & UV protect.advis.if re-admin.necess., lact.intol., safety & effic.in paed.not est., adeq.contracept. in women of child bear.age, excret.in rat’s milk.

Interactions: High.freq.of advers.effs.with dual block.of renin-angiotens-aldoster.syst.(RAAS), Li clear.reduc. incr.toxic.risk, poss.addit. hypotens. eff.with other antihypertens.meds., K+spar.diuret./ K+supplem./salt substit.contain. K+or meds.incr. ser. K+ lev.may lead to incr.ser.K+, attenuat.of antihypertens. eff.with NSAID’s, incr.risk of worsen. of ren.funct.with NSAID’s, alcoh./ barbitur./ narcot.potent.orthostat. hypotens., poss. dos. adjustm.of antidiabet./antigout meds.due to elev.bld.gluc./-uric acid lev., digox.& other antidysrythm. meds.as card.dysrhythm. accent.by diuret.induc.hypokalaem., decr.excret.of Ca req. poss. dos.adjustm.of prescrib.Ca, absorpt.delay./ decr.by cholestyramine & colestipol, effs.of non-depolaris.musc.relax.potent., electrol. deplet.by corticoster/ACTH incr., pressor amines effs.decr. but not suffic.to preclud.use, incr.risk of symptomat. hyponatraem.with carbamazepine, hydrochlorothiaz.bioavailabil.incr.by anticholinerg., amantadine advers.effs.risk incr., cytotox. myelosuppress.effs.potent.

 XE "Twynsta" TWYNSTA, Ing.Pharm. [P/S] 
Telmisartan 40(40; 80; 80) mg, amlodipine 5(10; 5; 10) mg

Indications: Replacem.ther.in essent.hypertens. in pts. stabilis. on same dos.of indiv.compon., add-on ther.in pts.not adeq.control.on amlodipine monother.

(S3) TABS, 44/7.1.3/0857, 0858, 0859, 0860

717366-001: 40/5 mg, 28, R328,60
717367-001: 40/10 mg, 28, R374,06
717368-001: 80/5 mg, 28, R328,60
717369-001: 80/10 mg, 28, R374,06
Dosage: Admin.once dly.

Replacem.ther: Admin.1 tab./day contain.the same compon. of the telmisartan & amlodopine dos.when tak.separately.

Add-on ther: May be admin.if BP not adeq.contr. with amlodipine alone. Start.dos: Usual.40/5 mg once dly. Dos.may be titrat.up to a max.of 80/10 mg once dly if addit.BP lower.need.aft.at least 2 wks of ther.

Contraindications: Dihydropyrid.derivat. hypersens., angioed.hist.link.to prev.ACE inhibit./ angiotensin recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomyopathy, sev.ren./liv.funct.impairm., bil.ren.artery stenos., ren.artery stenos.with sngl.kidn., obstruct.of outflow tract of left ventric. eg high grade aort.stenos., concom.K+ spar.diuret., porphyr., Li-ther., pregn.& lactat., concom.aliskiren-contain. products, bil.obstruct.disords., sev.hypotens., shock incl.cardiogen.shock, haemodynamic. unstable HF after ac. MI, concom. fluoroquinolones in mod.-sev.ren.impairm., elderly.

Side effects: Common: Dizzin., periph oed. Uncommon: Somnol., migraine, headache, paraesthes., vertigo, bradycard., palpitat., hypotens., orthostat.hypotens., flush., cough, abdom.pain, diarrh., naus., prurit., arthralg., myalg., musc. spasm, back pain, erect.dysfunct., asthen., chest pain, fatig., oed., incr.hepat.enzym., UTI, URTI, anaem., hyperkalaem., dyspn., flatul., hyperhidros., imp.ren.funct., incr.bld.creatinine. Rare: Cystit., depress., anx., insomn., syncope, periph.neuropathy, hypoaesthes., dysgeus., trem., vomit., gingiv.hypertrophy, dyspeps., dry mouth, eczema, erythema, rash, extremity pain, noctur., malaise, incr.bld.uric acid, sepsis somet.fatal, eosinophil., thrombocytopen., angioed., anaphylact. reacts., hypersens., hypoglycaem., vis. disturbs., tachycard., stomach discomf., abnorm. hepat.funct./liv.disord.,urticar., drug/tox. skin erupt., tendon pain, flu-like illn., Hb decr., CPK incr. Freq.unknown: Leucopen., hyperglycaem., mood chang., confus.state, extra pyramid.disord., vis. impairm., tinnit., MI, dysrhythm., ventr.tachycard., atrial fibrillat., vasculit., rhinit., bowel habit changes, pancreatit., gastrit., jaund., hepatit., hepat. enzyme elev., alopec., purpura, skin discolourat., erythema multiforme, exfoliat. dermatit., Stev.-John.syndr. photosens., micturit. disords., pollakiur., gynaecomast., weight chang.

Warnings and special precautions: Discont.& chang.to diff.meds.class if pregn.occurs/if pregn. plann., no re-challenge aft.angioed.react., bil. obstruct.disords., hepat.insuffic., mild to mod.liv. funct.impairm., incr.sev.hypotens.risk/ren.insuff.in bil.art.stenos./art.stenos.to sngl.kidn., no exper.in kidn.transpl., monit.ser.K+-/creatin.lev.in pts.at risk, correct.vol./salt deplet.bef.init.ther., when vasc.tone & ren.funct.depend.predomin.on renin-angiotensin-aldosterone syst.activ., assess.ren. funct.bef.init. treatm.& monit.dur.treatm.with fluoroquinolones/ACE inhibit./angiotens. recept. block. whether used separat/concom., not recomm. in prim.aldosteronism, no data with unstab.ang.pect./within 1 mnth.of MI, heart fail., monit.ser.K+ in pts.at risk.esp.in pres.of ren. impairm.&/or HF, concom.K+ spar.diuret./K+ supplem./ salt substit.contain.K+/meds.that incr.K+ lev., incr.MI risk & unexpect.CV death in diabet. pts.if coexist.coron.arter.dis asymptomat./undiagn. theref. appropr. diagnos.eval.necess., excess.BP reduct.in pts.with ischaem.cardiopathy/ischaem. CV dis.may result in MI/stroke, incr.dos.with care in elderly pts, fruct.intol., embryon.toxicit.& foet./ neonat. morbid./mortal.dur.pregn., adeq. contracept. in women of childbear.potent., telmisartan excret.in milk of lactat.anim.& amlodipine detect.in breastf.infts.of treat.women, no data on safety & effic.in childr.bel.18  yrs., monit. digox./Li/tacrolimus/ciclosporin lev., monit. ren.funct./adeq.hydrat.when init.ther.& concom. NSAID, monit.BP with poss.dos. adjustm.dur. treatm.& aft.withdr.with cert.anticonvuls./ rifampicin/Hypericum perforatum, limit dos.of concom.simvastatin to 20 mg/day, dual block.of RAAS with ARB’s/ ACE inhibit./aliskiren assoc. with high.freq.hypotens./hyperkalaem.& decr.ren. funct., concom.grapefruit juice not recomm.

Interactions: Incr.Li ser.conc.& toxic., incr. eff.with other anti-hypertens., baclofen/ amifostine poss.potent.hypotens.eff., alcoh./ barbits./ narcot./antidepress.aggrav.orthost. hypotens., reduc.eff.with corticoster., incr.digox. plasma conc., incr.ramipril AUC & Cmax, poss.ac. ren. insuffic.in dehydat.pts./reduc.antihypertens. eff. with NSAID, poss.incr.amlodipine plasma conc.with CYP3A4 inhibits., K+ spar.diuret. /K+ supplem./salt substit.contain.K+/meds.that incr. K+ lev.may incr.ser.K+ lev, diltiazem.inhibit. amlodipine metabol., varied.amlodipine plasma conc. wirh CYP3A4 induc.e.g.cert.anticonvuls./ rifampicin/ Hypericum perforatum, dual block.of RAAS with ARB’s/ACE inhibit./aliskiren assoc.with high. freq.hypotens./hyperkalaem.& decr.ren. funct., ac.kidn.injury with concom. fluoroquinolones, incr.BP low.effs.with grapefruit juice, poss. leth.ventric.fibrillat./CV collaps/ hyperkalem. with concom.dantrolene, incr.conc.of concom.tacrolimus, expos.of concom.mTOR inhibits./ simvastatin incr.

See also MDR page 263.
 XE "Valduo" VALDUO, Forrester [P/S]

Amlodipine 5 mg, valsartan 160 mg.

Amlodipine 10 mg, valsartan 160 mg.

Amlodipine 10 mg, valsartan 320 mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 51/7.1.3/0068, 0069. 53/7.1.3/0180
3000682-001, 5/160 mg, 30, R146,51
3000683-001, 10/160 mg, 30, R176,41
3003233-001: 10/320 mg, 30, R308,20
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch. Recomm.dos: 1 tab./day.

Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomopathy, aort. stenos., sev.ren.impairm., bilat.& unilat.ren.artery stenos., concom.K+spar.diurets., porphyr., Li.ther., safety in pregn.& lactat.not est., sev. hypotens., shock, haemodynamic.unstable heart fail.aft.ac. MI, concom.fluoroquionolones in mod.to sev.ren. impairm., concom.renin inhibits.incl.aliskiren-contain.meds.

Side effects: Amlodipine/valsartan: Freq: Hypokalaem., headache, hot flush., nasopharyngit., influenza, fatig., asthen., oed. Less freq: Hypersens., anorex., hypercalcaem., hyperglycaem., hyperlipidaem., hyperuricaem., hyponatraem., anx., dizzin., somnol., postur. dizzin., paraesthes, vis.disturbs., vertigo, tinnit., tachycard., palpitat., orthostat.hypotens, hypotens., syncope, cough, pharyngolaryng.pain, diarrh., naus., vomit., abdom.pain, constip., dry mouth, rash, erythema., exanthema, prurit., hyperhidros., joint swell., back pain, arthralg., musc. spasm, sensat.of heavin., pollakiur., polyur., erect. dysfunct. Amlodipine: Freq: Headache, somnol., dizzin., migraine., palpitat., tachycard., flushing, naus., vomit., abdom.pain. Less freq: Leucopen., thrombocytopen., angioed., erythema multiforme, hyperglycaem., depress., mood chang., periph.neuropathy, trem., vis.disturbs., eye pain, vertigo, angina, bradycard., vasculit., syncope, hypotens., orthostat. hypotens., dyspn., rhinit., altered bowel habits, dyspeps., gastrit., gingiv. hyperplas., dry mouth, constip., pancreatit., hepatit., jaund., alopec., prurit., rash, myalg., arthralg., back pain, musc.cramps, incr.urin.freq., micturit., gynaecomast., impot., incr.sweat., malaise, asthen. Valsartan Freq: Vir.infect., postur. dizzin., orthostat.hypotens., neutropen. Less freq: Thrombocytopen., hypersens.incl.ser. sickn., angioed., hyperkalaem., insomn., dizzin., headache., blurr.vis., vertigo, card.fail., hypotens., vasculit., syncope., URTI, pharyngit., sinusit., rhinit., cough., diarrh., abdom.pain, naus., rash, prurit., alopec., urticar., back pain, arthralg., myalg., rhabdomyolys., ren.impairm./ insuffic., ac.ren.fail, decr.libido., fatig., asthen., oed. Freq unknown: Hepatit.

Warnings and special precautions: No re-challenge aft.angioed.react., high.freq.of hypotens./ hyperkalaem.& decr.ren.funct.with dual block.of RAAS, symptomat.hypotens., concom. Li ther., discont.if pregn.confirm./plann., effect. contracept.in women of childbear.potent., hepat./ sev.ren.impairm., ren.funct.monit.bef.& dur. concom./separ/fluoroquinol.treatm., bil.obstruct. disords., concom. K+-spar.diuret./K+ supplem./K+ salt substit. or meds.incr. K+lev., Na & vol.deplet. theref. correct.bef.init.ther., avoid concom. dantrolene/pts.suscept.to malign.hypertherm.or treatm.thereof, safety & effic.in childr.18 yrs.& young.not est., assess.effs.bef.driv./perform. complic.tasks

Interactions: Ser.Li conc.incr./toxic., incr.K+ lev with K+-spar.diuret./K+ supplem.or K+salt substit./ other meds.that may incr.K+ lev.incl.heparin., hyperkalaem. with dantrolene, incr.amlodipine bioavail. with grapefruit/-juice incr.BP low eff., strong-mod. CYP3A4 inhibit.may signific.incr. amlodipine expos., poss.low.amlodipine plasma conc.with CYP3A4 induc., expos.of concom. simvastatin incr., antihypertens.eff.attenuat.by NSAID’s, incr.K+/ risk of ren.funct.worsen.with NSAIDs, inhibits.of uptake transporter (rifampicin, ciclosporin)/ efflux transporter (ritonavir) incr. system.valsart.expos., fluoroquinol.poss.precipit. ac.kidn.injury

 XE "Vasovan" VASOVAN, Unicorn [P/S]

Valsartan

Indications: Mild to mod.hypertens., heart fail. (NYHA class II-IV)

(S3) TABS. A46/7.1.3/0951, 0952
723770-001 80 mg, 28, R107,65

723771-001 160 mg, 28, R107,65

Dosage: Hypertens: Recomm.dos: 80 mg or 160 mg once dly. Substant.eff.pres.within 2 wks.& max. eff.aft. 4 wks. May be incr.to 320 mg dly.or add diuret.in pts.not adeq.control. May be admin. with other anti-hypertens.agents.

Heart fail: Recomm.init.dos: 40 mg 2x dly. Up-titrat. to 80 mg & 160 mg 2xdly to high.dos.tol. Dos. reduct.of concom.diurets.may be cons. Max. 320 mg dly. in div.dos. 

Contraindications: Pregn.& lactat., sev.ren. impairm.(creatin. clear.less than 30 ml/min.), angioed.hist.relat.to prev. ACE-inhibit./ARB ther.in which case no re-challange aft.angioed.react., heredit./idiopath.angioed., hypertroph. obstruct. cardiomyopathy, bil.ren.art.stenos., ren.art.stenos.with singl.kidn., aort.stenos., concom. K+ spar.diuret., porphyr., Li ther., concom. aliskiren.
Side effects: Freq: Vir.infects., neutropen., postur. dizzin., post.hypotens. Less freq: URTI, pharyngit., sinusit., rhinit., thrombocytopen., hypersens. incl.ser.sickn., hyperkalaem., insomn., decr. libido, syncope, dizzin., headache, blurr. vis., vertigo, CF, poss.hypotens.in vol.deplet.pts., vasculit., cough, GI disords., angioed., skin reacts., back pain, arthralg., myalg., rhabdomyolys., ren. insuff., ac.ren.fail., fatig., asthen., oed. Freq. unknown: Hepatit., alopec.
Warnings and special precautions: Safety & effic. in childr.& adolesc.bel.18 yrs.not est., discont. ther.if pregn.plann./confirm., adeq. contracept. in women of childbear.potent., Na & vol. deplet. correct.bef.init.ther., where ren.funct. depend.on renin-angiotens.-aldost.syst.activ., bil. obstruct. disords., not recomm.in sev.hepat. impairm., monit.ser.K+ lev.esp.in elderly/ren. impairm., init.ther.in HF, ren.funct.assessm. dur. eval. of HF pts., lact.intol., dual block.of RAAS with concom. ARB’s/ACE inhib./aliskiren incr.risk of hypotens./ hyperkalaem.& decr.ren.funct., adeq. hydrat./ren.funct.monit.with concom.NSAID
Interactions: High.freq.of adv.events with concom. ACE inhib./ARBs/aliskiren, poss.incr.ser. K+ with K+ spar.diurets./K+ supplem./salt substit.& incr. ser. creatin.lev.in HF, reduc.Li clear., antihypertens. eff.potent.by meds./agents low.BP, incr. mortalit.in HF pts.with concom.ACE inhib.& beta-blocks., NSAID reduc.antihypertens.eff.
 XE "Zartan" ZARTAN, Pharma Dynamics [P/S]

Losartan.

Indications: Hypertens.

(S3) TABS, 41/7.1.3/0287, 0289
709225-001: 50 mg, 30, R78,00
709964-001: 100 mg, 30, R90,00
Dosage: Init & maint dos: 50 mg once dly. Max.eff.attain. 3-6 wks.aft.initiat. May be incr.to 100 mg once dly. May be admin.with other antihypertens.

Contraindications: Pregn., lactat., safety & effic.in childr.not est.

Side effects: Symptomat.hypotens.,angioed., GI disturbs., taste disturbs./loss thereof, urticar., rash, atypic.cutan.lymphoid infiltrat., palpitat., tachycard., back & leg pain, musc.cramps, myalg., headache, insomn., migraine, cough, nas. congest., pharyngit., sinus disords., URTI, cholestas., symptomat.anaem., decr.Hb, ac. pancreatit., abdom.pain, asthen., chest pain, fatig., oed., imp.ren.funct., hyperkalaem.

Special precautions: Adeq.contracept.for women of childbear.age, bilat./sngl.ren.artery stenos., aort.valve stenos., hypertroph.obstruct. cardiomyopathy, hepat./ren.impairm., vol.deplet., elderly, monit.ser.K+ conc., where ren.funct. depend. on renin-angiotensin-aldoster.syst.eg. sev.CHF.

Drug interactions: NSAID’s may antagon.eff., sympathomim.may reduc.eff., poss.hyperkalaem. with K+-spar.diuret./K+-contain.meds.or K+ supplem.

 XE "Zartan Co" ZARTAN CO, Pharma Dynamics [N/P/S]

Losartan potassium 50(100) mg, hydrochlorothiazide 12,5(25) mg.

Indications: Hypertens.in pts.est.on identic.dos. of these indiv.ingreds.

(S3) TABS. A42/7.1.3/1068, 1069

716216-001: 50/12,5 mg, 30, R82,50
716217-001: 100/25 mg, 30, R91,50
Dosage: May be admin.with antihypertens.agents Ca chann.block & beta-block.
Start.& maint.dos: one 50/12,5 mg tab.dly. If respons. inadeq.dos.may be incr.to 100/25 mg once dly. Max.therapeut.eff.attain.within 3 wks.

Contraindications: Anuria, sulphonamide deriv. meds. hypersens., mod to sev.ren.funct.impairm., hepat. funct.impairm., safety & effic.in paed.pts. not est., angioed.hist relat.to prev.ACE/ARB ther., heredit. /idiopath.angioed., hypertroph.obstruct. cardiomyopathy, bil./sngl.ren.artery stenos., aort. stenos., concom.K+-spar.diuret., porphyr., Addison dis., Li ther., pregn., lactat., Lapp-lact.defic/gluc. galact.malabsorpt.

Side effects: Bld.disords., rhabdomyolys., ac. pancreatit., hyperkalaem., hyponatraem., headache, dizzin., asthen., fatig., insomn., migraine, palpitat., tachycard., hypotens.incl. orthostat.-/symptomat.hypotens., oed., swell., cough, nas.congest., pharyngit., sinus disords., URI, chest pain, abdom.pain, taste disturbs., complete taste loss, GI disturbs., rais.liv.enzymes, sev. ac. hepatotox., cholestas., hepatit., jaund., skin disords.incl.urticar., rash, atypic.cutan.lymph. infiltrat., vasculit., musc.cramps, back-/leg-/musc. pain, myalg., imp.ren.funct., photosens., resp. distress incl.pneumonit.& pulm.oed., anaphylact. reacts., electrol.imbal., hyperuricaem., hyperglycaem., vertigo, paraesthes., vis.disturbs., xanthopsia, sialadenit., weakn., restlessn., arthralg.

Special precautions: Correct Na/vol.deplet.bef. init./admin.low.dos., correct electrol.imbal., diab. mellit./hyperglycaem./gout/ hyperuricaem. & SLE poss.exacerb., hypersens.more likely in allerg./ bronch.asthma pts., dos.adjustm.of antidiabet. agents poss.necess., admin.1 hr.bef. cholestyramine /colestipol, poss.ren.fail.if ren. funct. depend. on renin-angiotens.syst.esp.CHF pts., monit.ser.K+ esp.in elderly & in ren.impairm., avoid K+-spar.diuret., poss.dos.adjustm.of anti-diabet.agents, decr.Ca excret.lead.to poss.elev. ser.Ca lev., poss.incr.in cholesterol & trigylceride lev., diuret.induc.hyperuricaem.attenuat., adeq. contracept.for women of childbear.age,

Drug interactions: Potent.of other antihypertens., reduc.lev.with rifampic.& fluconazole, NSAID’s may reduc.antihypertens./diuret.& natriuret.eff., addit.hyperkalaem.eff.of K+-spar.diuret./K+ supplem./ K+ salt substit.& other meds.caus. hyperkalaem., alcoh./barbit.& narcot.potent. orthostat.hypotens., bld.gluc.conc.incr., cholestyramine/ colestipol reduc.hydrochlorothiaz. absorpt., corticoster.& ACTH intensif.electrol. deplet. partic. hypokalaem., beta2-agon.enhanc.K+ deplet.effs., respons.to sympathomimet.decr., block. of non-depolaris. neuromusc.block.agents enhanc., reduc.Li clear.

 XE "Zomevek" ZOMEVEK, Sandoz [P/S]

Valsartan.

Indications: Mild to mod.hypertens.

(S3) TABS. 43/7.1.3/0036, 0037

715555-001: 80 mg, 28, R150,01
715556-001: 160 mg, 28, R150,01
Dosage: Recomm.dos: 80 mg or 160 mg once dly. Substant. eff.pres.within 2 wks.& max. eff.aft. 4 wks. May be incr.to 320 mg dly.or add diuret.in pts.not adeq.control. May be admin.with other anti-hypertens.agents.

Contraindications: Pregn., lactat., angioed. relat. to prev.ACE inhibit/ARB ther., Li ther., safety & effic.in childr.not est., safety in porphyr. not est., heredit./idiopath.angioed., hypertroph. obstruct. cardiomyopathy, mod.to sev.ren. impairm., bil.ren.artery stenos., ren.artery stenos. with sngl.kidn., aort.stenos., concom.K+spar. diuret.
Side effects: Hypotens., vir.infects., URTI, pharyngit., sinusit., rhinit., neutropen., thrombocytopen., hypersens.incl.ser.sickn., hyperkalaem., insomn., decr.libido, syncope, dizzin., headache, vertigo, card.fail., vasculit., cough, GI disturbs., angioneurot.oed., rash, prurit., Henoch Schonlein purpura, psorias., back pain, arthralg., myalg., ren.impairm., ac.ren.fail., fatig., asthen., oed., elev.LFT.

Special precautions: Na & vol.deplet.theref. correct. bef.init.ther., incr.mortalit.in HF pts. receiv. ACE inhibit./beta-block.theref.not recomm., monit.bld.urea & serum creatinine in pts. with bilat.& unilat.ren.artery stenos., monit. ser. K- in elderly/ren.impairm.& concom.K--spar. diuret., bil.-obstruct.disords., hepat.impairm. hist., incr.mortalit.report.in HF pts.on concom. ACE inhibit./beta-block.& Zomevek.

Drug interactions: Antihypertens.eff.antagon by NSAID’s, sympathomimet.reduc. antihypertens. eff., incr.ser.K+ lev with K- supplem. or K-salt substit.

 XE "Zyvasc" ZYVASC, Zydus [P/S]

Amlodipine besilate 5(10) mg, valsartan 160(160) mg.

Indications: Mild to mod.essent.hypertens.in pts. stabilis.on same dos.of indiv.compon.

(S3) TABS. 52/7.1.3/0611, 0612

3004574-001: 5/160 mg; 30; R146,38
3004575-001: 10/160 mg; 30; R157,79
Dosage: Pts.using same compon.dos.from separ. tabs.may be switch.

Recomm.dos: 1 tab./day.
Contraindications: Angio-oed.with prev.ACE-inhibit./ angiotens.recept.block., heredit./idiopath. angioed., hypertroph.obstruct.cardiomopathy, sev. ren.impairm., bilat.& unilat.ren.artery stenos., aort. stenos., concom.K-spar.diuret.(e.g. spironolactone, triamterene, amiloride), concom.fluoroquinol.in mild to mod.sev.ren.impairm., porphyr., Li.ther., concom. aliskiren-contain.prod., sev.hepat. impairm., bil.cirrhos./cholestas., sev.hypotens., shock incl.cardiogen., haemodynamic.unstable HF aft.ac.MI, pregn.& lactat.

Side effects: Freq: Nasopharyngit., influenza, hypokalaem., dizzin., headache, somnol., palpitat., flush., abdom.discomf.& upper pain, naus., ankle swell., asthen., fatig., fac.oed., flush., hot flush., oed., periph.oed., pitt.oed. Less freq: Leucopen., thrombocytopen.with purpura, hypersens., anorex., hypercalcaem., hyperglycaem., hyperlipidaem., hyperuricaem., hyponatraem., depress., anx., insomn., sleep disturbs., mood swings, confus., abnorm.co-ordinat., postur.dizzin., dysgeus., hyperton., paraesthes., periph.neuropathy, syncope, trem., hypoesthes., vis.disturbs., vis. impairm., tinnit., vertigo, syncope, tachycard., dysrhythm., MI, hypotens., orthostat.hypotens., vasculit., cough, dyspn., pharyngolaryngeal pain, rhinit., bowel habit changes, constip., diarrh., dry mouth, dyspeps., gastrit., gingiv.hyperplas., pancreatit., vomit., abnorm.liv.funct., hepatit., intrahepat.cholestas., jaund., alopec., angioed., erythema, erythema multiforme, exanthema, hyperhidros., photosens., prurit., purpura, rash, skin discolourat., urticar.& other rash forms, exfoliat. dermatit., Stev.John.syndr., Quincke oed., arthralg., back pain, joint swell., musc.sp., myalg., heavy sensat., micturit.disord., noctur., pollakiur., polyur., impot., erect.dysfunct., gynaecomast., discomf., malaise, non card.chest pain, pain, incr./ decr.weight. Not known: Decr.Hb & haematocrit, neutropen., extrapyramid.syndr., bullous dermatit., incr.bld.creatinine, ren.fail.&impair., incr.ser.K+
Special warnings and precautions: Discont.& switch to diff.class if pregn occurs, correct Na & vol. deplet.condits.prior to admin., K--spar.diuret./ K- supplem.or K-salt substit./other meds.poss. incr. K+ lev with freq.monit., unilat.ren.artery stenos., no exper.with rec.kidn.transplant, mild to mod.hepat. impairm., bil.obstruct.disords., do not treat prim. hyperaldosteron.pts., discont & do not re-admin.if angioed.exper., eval.ren.funct.in HF & post MI, CHF, mitr.valve stenos., eval.& monit.ren. funct. with concom.fluoroquinol., safety in pregn.& lactat. not est., discont.if pregn.plann./confirm., effect.contracept.in women of child bear.age, amlodipine excret.in human milk, eval.poss.effs. bef. driv./perform.complicat.tasks, safety & effic. in pts.und.18 yrs.not est.

Interactions: Amlodipine: Incr.antihypertens.eff. with antihypertens./meds.caus.hypotens.effs., incr.BP low.effs.with grapefruit, incr.expos.with concom.strong-mod.CYP3A4 inhibit., var.plasma conc.with CYP3A4 induc., incr.simvastat.expos., ventric.fibrillat.& CV collapse assoc.with hyperkalaem. aft.verapam.& IV dantrolene admin., tacrolimus bld.lev.incr. Valsartan: Revers.incr.in ser. Li conc., incr.K+ lev with K--spar.diuret./K+ supplem. or K-salt substit./other meds.that may incr.K+ lev., attentuat.of antihypertens.eff.with NSAID’s & worsen.ren.funct.& incr.ser.K+, inhibit. of uptake transport/efflux transport.incr.syst. expos., dual block.of RAAS with ARB’s/ACE inhibit./ aliskiren assoc.with high.advers.effs., ac. kidn. injur.precipitat.with fluoroquionol.
7.3.10
Others
 XE "Caduet" CADUET, (Viatris Healthcare) Upjohn [P/S] 
Amlodipine besylate, atorvastatin calcium

Indications: Incr.CV risk due to concom. hypertens. & dyslipidaem.and/or ang.& concom. dyslipidaem. 

(S4) TABS. A39/7.0/0326, 0327, 0330, 0331, 0332.

705837-001: 5/10 mg, 30, R331,53

705838-001: 5/20 mg, 30, R468,04

705835-001: 10/10 mg, 30, R366,18

705836-001: 10/20 mg, 30, R481,56

708835-001: 10/40 mg, 30, R581,94

Dosage: Init.& contin.appropr.non pharmacolog. meas.incl.diet/exerc.ther.bef.& dur.treatm. Monit. eff.2-4 wks.aft.init.& adjust accord.

Indiv.start..& maint.dos.on effectiven.& tol.for each indiv.compon., may be used eith.alone/in combinat. with oth.anti-hypertens./anti-angin. drugs

Init.ther: Bas.on appropr.combinat.of recommendat. for each compon.separtely. Max. amlodipine compon:10 mg once dly & atorvastat. compon.80 mg once dly.

Substit.ther: May be substit.for indiv.titrat. compon. Give the equiv.dos.of Caduet or Caduet dos. with incr.amlodipine/atorvastat.or both for addit. effs. When init.for one indicat.& continuat. of treatm.of other indicat.recomm.start.dos should be select.on continuat.of compon already being used and recomm.start.dos.of the compon.being added.

Prim.hypercholesterolaem.& mix. hyperlipidaem: Maj.pts.control.on 10 mg atorvastatin once dly

Homozygous familial hypercholesterolaem: Most respond.on 80 mg atorvastatin once dly.

Contraindications: Hypersens.to dihydropyridines, act.liv.dis., persist.unexpl. elev. ser. transaminas.exceed.3xULN, myopathy, pregn., breastfeed., women of childbear.potent.not using appropr.contracept.methods.

Side effects: Amlodipine: Common: Flush., abdom. pain, naus., oed., fatig. Uncommon: Insomn., mood changes, trem, taste pervers., syncope, hypoaesthes., paraesthes., vis.disturbs., tinnit., hypotens., dyspn., rhinit., vomit., dyspeps., alter.bowel habits, dry mouth, alopec., purpura, skin discolorat., incr.sweat, prurit., rash, arthralg., myalg., musc.cramps, back pain, micturit.disord., noctur., incr.urin.freq., impot., gynaecomast., chest pain, asthen., pain, malaise, weight incr./decr. V.rare: Leucopaen., thrombocytopaen., allerg. react., hyperglycaem., hyperton., periph. neuropathy, myocard.infarct., arrhythm., vasculit., cough., pancreatit., gastrit., gingiv.hyperplas., hepatit., jaund., hepat.enzyme elev., angioed., erythema multiforme, urticar. Atorvastatin: Common: Allerg.react., insomn., hypoaesthes., paraesthes., dizzin., headache, nausea, diarrh., abdom. pain, dyspeps., constip., flatul., prurit., rash, myalg., arthralg., back/chest pain, asthen. Uncommon: Thrombocytopaen, hypo-/hyperglycaem., anorex., weight gain, periph. neuropathy, amnes., tinnit., vomit., alopec., urticar., impot., malaise. Rare: Pancreatit., hepatit., cholestat. jaund., bullous rash., myosit., musc. cramps, periph.oed. Very rare: Stev.-Johns. syndr., tox.epiderm.necrolys., erythema multiforme, rhabdomyolys., myopathy.
Warnings and pecial precautions: Safety & effic. in childr.not est., heart fail., imp.hepat.funct., monit. liv. funct.bef.& dur.treatm., reduc.dos./ discont. ther.if ALT/AST >3xULN persist, heavy alcoh. ingest., liv.dis.hist., discont.if CPK lev.are mark. elev.or if myopathy is diagn./susp., pt.to report any musc.pain/-weakn./-tendern./-cramp esp. if accompan.by malaise & fev., withdr.in ac./ ser. condit.suggest.of a myopathy/having a risk fact. predispos.to ren.fail.developm.second.to rhabdomyolys, predispos.facts.for rhabdomyolys., meas.CPK bef.init.ther.in ren. imairm. /hypothyroid./ musc.disord.hist./hist.of musc. toxic. with statin or fibrate, liv.dis.hist./substant. alcoh. consumpt.& in elderly>70 yrs, do not init. ther if CPK lev.>5xULN at baseline but re-meas. aft.5-7 days to re-confirm result, do not meas.CPK aft. stren.exerc./if alternat.cause of CPK incr.poss., cosid. discont.if musc.sympts.sev.& cause dly. discomf., discont.if CPK >10xULN or rhabdomyolys. diagn./ suspect., monit.concom.warfar./digox., concom. cytochrome P450 3A4 inhibit.e.g. cyclospor./ macrolide antibiot./nefazodone/azole antifung./& HIV prot.inhibit.

Interactions: Atorvastatin: Myopathy risk incr. with concom.cyclospor./fibric acid derivat. /erythromyc./ niacin or azole antifung., oral antacids contain Mg & Al decr.plasma conc., plasma conc.decr.with colestipol although LDLC reduct. was great.in combin.than when either med was giv.alone, steady-state plasma conc.of digox. poss.incr., erythromyc./clarithromycin incr.plasma conc., itraconazole incr.plasma conc., AUC values of norethindrone & ethinyl estradiol incr., cyclospor./ macrolide antibiot./nefazodone/azole antifung./ & HIV prot.inhibit.poss.incr.plasma lev., P-glycoprot. inhibit.poss.incr.bioavail., small decr. in prothrombin time dur.first days of dos.with concom. warfarin, risk of atorvastatin-induc. myopathy incr.with gemfibrozil/fibric acid derivats., incr.risk of myopathy with niacin

 XE "Triveram" TRIVERAM, Servier [P/S]

Atorvastatin calcium, perindopril arginine, amlodipine besilate
Indications: Essent.hypertens.&/or stable coron.artery dis.in associat.with prim.hypercholesterolaem./ mix.hyperlipidaem.in adult pts.adeq.controll.on indiv.compon.at the same dos.lev.

(S4) TABS. 50/7.1.3/0893, 0894, 0895, 0896, 0897

3005329-001: 10/5/5 mg, 30, R150,00
3005330-001: 20/5/5 mg, 30, R151,50
3005331-001: 20/10/5 mg, 30, R202,50
3005332-001: 20/10/10 mg, 30, R212,00
3005333-001: 40/10/10 mg, 30, R223,00
Dosage: 1 tab.once dly., Not suit.for init.ther., Use individ.components if dos.titrat.requir.

Contraindications: Hypersens.to dihydropyridines/ ACE inhibits/ statins, act.liv.dis., persist.unexpl.elev.ser. transaminas.exceed.3xULN, pregn., breastfeed., women of childbear .potent.not using appropr.contracept. methods., sev.hypotens., shock incl.cardiogen.shock., obstruct.of outflow tract of left ventricle, haemodynamic. unstable HF after ac.MI, hered./ idiopath.angioed., hypertroph. obstruct.cardiomyopathy, sev.ren.funct.impairm., bilater.ren.artery stenos., ren.artery stenos.in pts with single kidney, hist.of angioed.relat.to prev.ther.with ACE-I./ ARB’s, porphyr., concom.Li.ther., concom.aliskiren-contain.products in pts. with diabet.mellit./ ren.impairm., concom.sacubitril/valsartan, extracorpor.treatm. lead.to contact of bld. with neg.charged surfac., concom.fluoroquinolon.in pts.with mod.to sev.ren.impairm.& elderly pts.

Side effects: Atorvastatin: Comm.: Nasopharyngit., hypersens., hyperglycaem., headache, pharyngolaryng.pain, epistax., naus., dyspeps., diarrh., constipat., flatul., joint swell., pain in extrem., arthralg., muscle spasms, myalg., back pain, LFT abnorm., bld.creatine kinase incr. Uncomm.: Hypoglycaem., anorex., insomn., nightmar., dizzin., dysgeus., hypoaesthes., paraesthes., amnes., vis.blurr., tinnit., vomit., abdomin.pain, pancreatit., eructat., hepatit., rash, prurit., urticar., alopec., neck pain, muscle fatig., asthen., fatig., chest pain, malaise, periph.oed., pyrex., incr.weight, WBC urine posit. Rare: Thrombocytopen., neuropathy peripher., vis. impairm., cholestas., angioed., Stevens-Johnson syndr., tox.epiderm.necrolys., erythema multif., myopathy, myosit., rhabdomyolys., tendinopathy. Very Rare: Anaphylax., hear.loss, hepat.fail., gynaecomast. Unknown: Immune-mediat.necrotis.myopathy. Perindopril: Comm.: Dizzin., headache, dysgeus., paraesthes., vis.impairm., tinnit., vertigo, hypotens., cough, dyspn., N&V, abdomin.pain, dyspeps., diarrh., constipat., rash, prurit., muscle spasms, asthen. Uncomm.: Eosinophil., hypoglycaem., hyponatraem., hyperkalaem. (reversible), mood alter., sleep disord., somnol., syncope, tachycard., palpitats., vasculit., bronchosp., dry mouth, urticar., hyperhidros., angioed., pemphigoid, photosens. reacts., arthralg., myalg., ren.fail., erect.dysfunct., chest pain, malaise, oed.periph., pyrex., bld.urea incr., bld.creatin.incr., fall. Rare: Psorias. aggravat., hepat.enzym.incr., bld.bilirub.incr. Very rare: Rhinit., thrombocytopen., leucopen./neutropen., agranulocytos./ pancytopen., haemolyt.anaem.in pts.with congenit.defic.of G-6PDH, confusion.state, stroke/MI possible second.to excess.hypotens.in high-risk pts., angina pector., dysrthythm., eosinophil.pneumon., pancreatit., hepatit., erythema multif., ac.ren.fail, haemoglob./heamatocrit decr. Unknown: Raynaud’s phenomen. Amlodipine: Very Comm.: Oed. Common: Somnol., dizzin., headache, vis.impairm., diplop., palpitats., flush., dyspn., naus., abdomin.pain, dyspeps., diarrh., constipat., change of bowel habit, ankle swell., muscle spasms, asthen., fatig. Uncomm.: Rhinit., insomn., mood alter., depress., tremor, dysgeus., syncope, hypoaesthes., paraesthes., tinnit., dysrthythm., hypotens., cough, vomit., dry mouth, rash, prurit., urticar., purpura, skin discolourat., hyperhidros., exanthema, alopec., arthralg., myalg., back pain, micturit.disord., noctur., pollakiur., erect.dysfunct., gynaecomast., chest pain, pain, malaise, weight incr./-decr. Rare: Confusion.state. Very rare: Thrombocytopen., leucopen./neutropen., hypersens., hyperglycaem., hyperton., neuropathy peripher., MI second.to excess.hypotens.in high-risk pts., vasculit., pancreatit., gastrit., gingiv.hyperplas., hepatit., jaund., angioed., exfoliat.dermatit., Stevens-Johnson syndr., photosens.reacts., erythema multif., hepat.enzymes incr. Unknown: Extrapyramid.disord., tox.epiderm.necrolys.

Special warnings and precautions: Ren./ hepat.impairm., safety & effic.not est.in childr.& adolesc.< 18 yrs., do not rechall.after angioed., discont. ther./ switch to diff.meds.if pregn.occurs./ pregn.contempl., monit.liv.funct.bef.& dur.treatm., reduc.dos./ discont.ther.if ALT/AST >3xULN persist, heavy alcoh.ingest., liv.dis.hist., discont.if CPK lev.are mark.elev.or if myopathy is diagn./susp., pt.to report musc.pain/-weakn./-tendern./-cramp esp.if accompan.by malaise & fev., withdr.in ac./ ser.condit.suggest.of a myopathy/having a risk fact.predispos.to ren.fail.developm.second.to rhabdomyolys, predispos.facts.for rhabdomyolys., meas.CPK bef.init.ther.in ren.impairm./hypothyroid./ musc.disord.hist./hist.of musc.toxic.with statin/fibrate, liv.dis.hist./ substant.alcoh.consumpt.& in elderly>70 yrs, do not init. ther if CPK lev.>5xULN at baseline but re-meas.aft.5-7 days to re-confirm result, do not meas.CPK aft.stren.exerc./if alternat.cause of CPK incr.poss., cosid.discont.if musc.sympts.sev.& cause dly.discomf., discont.if CPK >10xULN or rhabdomyolys. diagn./ suspect., monit.concom.warfar./digox., concom. cytochrome P450 3A4 inhibit.(eg.cyclospor./ macrolide antibiot./nefazodone/azole antifung./ HIV prot.inhibit.), incr. myopathy risk with concomit.gemfibrozil/ erythromyc./ niacin/ ezetemibe/ telaprevir/ tipranavir + ritonavir, concom.fucid.acid or within 7 days of discont., interstit.lung dis., diab.mellit., card.fail., hypotens., aort./mitral valve stenos., no exper.in rec. kidney transpl., renovasc.hypertens., monit.K+ & creatin.routinely in ren.impairm., haemodialysis., discont.in case of allerg.react., compare benef.vs risk bef.NEP inhibit.treatm., incr.angioed.risk with concom.mTOR inhibits., anaphylact.reacts.dur. LDL apheres./ desensitisat.treatm., pts. with collag.vascul.dis./ immunosuppress.ther./ treatm.with allopurin./ procainamide or combinat.of these  facts.espec.in pre-exist.impair.ren.funct., higher rate of andioed.in black pts., ACE-I.poss. less effect.in lower.BP in black pts., discont.ther.1 day prior to surgery, hyperkalaem. risk with concom. meds.associat.with incr.ser.K+, dual block.of RAAS with concom.ARB’s/ ACE-I/aliskiren poss.incr. hypotens./ hyperkalaem.risk & decr.ren.funct, assess.ren.funct.bef.init.treatm & dur.treatm.with fluoroquinolones., prim.aldosteron., lactose intol.

Interactions: High.freq.of adv.eff.with concom. ARB’s/aliskiren, incr.hyperkalaem.risk with concom. aliskiren/K+ salts/K+ spar.diuret./ARB’s/ NSAID/ heparins/ ciclosporin/ tacrolimus/ trimethoprim/ co-trimoxazole, concom.fluoroquin. may precipit.ac.kidn injur., incr.angioed.risk with concom.sacubitril/valsartan., poss.Li toxic., incr.atorvastat.plasma conc.with potent/moder.CYP3A4 inhibits., steady-state plasma conc.of digox. poss.incr., risk of myopathy incl.rhabdomyolys.with concom.fucid.acid., risk of atorvastat.-induc. myopathy incr.with gemfibrozil/fibric acid derivats., incr.risk of myopathy with niacin, inhibits. of transp.prots.(eg. ciclosporin) may incr. system.expos.of atorvastat., incr. adverse eff.risk with estramustine, bioavail.incr.with grapefruit juice, ventric.fibrill./ CV collapse/ hyperkalaem.with concom IV dantrolene, baclofen potent.antihypertens.eff., NSAID’s & high dos.salicylate poss.attenuat.antihypertens.eff., hypoglycaem.eff.of insul.& hypoglycaem. agents incr., incr.angioed.risk with concom recedontril/ mTOR inhibits.(eg. sirolimus, everolimus, temsirolimus)/ gliptins (eg. linagliptin, saxagliptin, sitagliptin, vildagliptin)/, poss.excess.BP reduct.with diurets., incr.hypokalaem.risk with meds. induc.torsades de pointes, IV amphoteric.B/ glucocortic./ mineralocortic.& stimul.laxat.incr.risk of low K+lev.effs., digox.tox.effs.favour.by low.K+lev., incr.hypersens.reacts.to allopurinol, poss.incr.amlodipine plasma expos.with CYP3A4 inhib., incr.orthostat.hypotens.risk/ incr.antihypertens.eff.with alpha blocks./ TCA’s/ antipsychot./ anaesthet., antihypertens.eff.enhanc.by other antihypertens., reduc.eff.with corticoster./ tetracosactide, incr.eff.with nitroglycer./ other nitrat./ vasodilat., allopurin./ cytostat/ immunosuppress. / system.corticoster & procainamide incr.leucopen.risk, poss.reduc.antihypert. eff.with sympathomimets., nitritoid reacts.with concom.inj.gold, lact. acidos.with metformin, iodinat.contrast med.incr.risk of ac.ren.insuff.in pres.of dehydrat., reduc.urin.Ca elim.poss.incr.Ca lev.with Ca salts, ciclospor.may incr.creatinine lev., concom.tacrolimus bld.lev.incr., concom.simvastat.expos.incr, concom.colchicine incr.myopathy risk.
7.4
Anti-anginal agents
(See also 7.3)
7.4.1
Calcium channel blockers
 XE "Adalat" ADALAT, Bayer [P/S]

Nifedipine
Indications: Chron.stable ang.pect.prophylax., mild to mod.hypertens.

(S3) XL TABS, A39/7.1/0634, Y/7.1/314,315.

711607-001: 20 mg, 28, R239,11
793124-026: 30 mg, 28, R100,80
793124-018: 30 mg, 30, R108,01
Dosage: Swallow whole with glass of fluid at approx.24 hr.interv.pref.in morn. Init.recomm.dos: 30 mg once dly. Incr.if necess.accord.to indiv. requirem.to max. 90 mg once dly. Titrate over 7-14 days.

Contraindications: Pregn., breastfeed/lactat., CV shock., aort.stenos., unstab.ang., dur./within 1 mnth.of MI, care in very low BP/manifest HF, hepat.impairm., GI obstruct hist., oesophag. obstruct., decr.diamet.of GI tract lumen, Kock pouch, inflamm.bowel dis., concom.rifampicin, safety & effic.in childr.und.18 yrs.not est.

Side effects: Allerg./anaphylact.reacts., prurit., urticar., skin rash, anx.reacts., sleep disords., headache, vertigo, migraine, dizzin., trem., somnol., par-/dysaesthesia, eye pain, vis.disturbs., amblyop., tachycard., palpitat., chest pain, oed., vasodilat., hypotens., syncope, nose bleed, nas. congest., GI disturbs., gingiv.hyperplas., trans.liv. enzyme incr., erythema, palpable purpura, musc. cramps, joint swell., arthralg, myalg., polyur., dysur., erect.dysfunct., feel.unwell., unspec.pain, chills. Post market.: agranulocytos., hyperglycaem., hypoaesthes., dyspn., bezoar, dysphag., intestin. obstruct., intestin.ulc., jaund., tox.epiderm. necrolys., photosens.allerg.react., gynaecomast.
Warnings and special precautions: Grapefruit juice, drugs known to either inhib./induc. cytochrome P450 3A4 as nifedipine 1st pass or clear. poss.alter., obstruct.sympts.without known GI disord.hist., combin.with IV Mg.sulph.poss. causes. excess.BP fall, discont.if "steal"eff.exper., do not switch once pt.stabilis.on XL tabs., dialys. pts with malign.hypertens. & irrevers.kidn.fail.with hypovolaem.as BP fall poss., ang.pts.with hypotens., HF, sev.aort.stenos., poor card.reserve, diabet.mellit.as trans.rise in bld.gluc., poss.false posit. effs.with Ba contrast X-ray, consid.if in-vitro fertilizat. rep.unsuccessf.due to poss.imp.sperm funct., poss.enhanc./supplem.BP low.eff.of ß-blocks. & diuret., BP monit.dur.init.& titrat.esp. with antihypertens.ther., monit.concom.tacrolimus plasma conc., withdr.grad., does not replace nitroglycerines in ac.attack

Interactions: Rifampicin weak.effic., poss. incr. plasma conc.with grapefruit juice/quinupristin/ dalfopristin/cisapride/erythromycin/fluoxetine/ amprenavir/indinavir/ritonavir/saquinavir/ nefazodone & valproic acid, poss.incr.in system. bioavailabil.with ketoconazole/itraconazole & fluconazole, antihypertens.eff.potent.by cimetidine., reduc.eff.with phenytoin, poss.decr. plasma conc.with carbamazepine & phenobarb., act. of BP low.preps.enhanc., reduc.digox.clear., incr. plasma conc.of quinidine, clear.decr.by diltiazem, tacrolimus metab.by cytochrome P450 3A4, exacerbat.of other concom.antihypertens.
 XE "Adco-Zildem" ADCO-ZILDEM, AI Pharm Ltd [P/S]
Diltiazem HCl.
Indications: Prophylax.of ang.pect.incl. Prinzmetal’s ang., mild to mod.hypertens.

(S3) TABS, [P/S] 30/7.1/0287, 0288.

822213-029: 60 mg, 60, R255,76
824364-007: 90 mg, 60, R586,70
Dosage: Ang.& hypertens: Using 60 mg tabs: 30-60 mg 3-4xdly., may be incr.by 30-60 mg increm.in 3-4 div.dos./day. Using 90 mg tabs: 90-180 mg 2x/day, dos may be incr.by 90 mg increm.in 2 div.dos./day.

(S3) SR CAPS, 30/7.1/0183, 0184.

839183-003: 180 mg, 30, R368,47
839191-006: 240 mg, 30, R369,90
Dosage: To meet pt.needs titrate with an immed. release prepar.& substit.with SR caps.once dly. dos. optimis. Swallow intact with liq.

180 mg (1 cap) 1-2xdly. 240 mg (1 cap) once dly.

Contraindications: Pregn., women of child bear. age, lactat., decompens.card.insuff., sick sinus syndr., conduct.disturbs., bradycard., sev.liv.& kidn. funct.impairm., porphyr., safety in childr.not est.

Side effects: GI disturbs., dizzin., confus., headache, erythema multiforme, ankle oed., hypotens., bradycard.<55/min, 1st degr.AV-block, flush., gynaecomast., hyperactiv.with assoc.psych. sympts., hypersens., incr.liv.enzymes, hepatit.

Special precautions: Elderly, imp.liv./kidn. funct., decr.dos.in bradycard.& discont.if persists., pre-exist.hypotens., imp.L ventric.funct., concom. ß-recept.block./digital.glycosid., anaesthes.

Drug interactions: Poss.synergist.hypotens.in combinat.with alpha block., incr.propranol.ser.lev., inhibit.of digital.glycos.metabol., bld.lev.of carbamazepine, cyclosporine & theophylline poss incr., incr.diltiazem plasma conc.with cimetid.

 XE "Amloc" AMLOC, Pharma Dynamics (Pty) Ltd
See Section 7.3.7
 XE "Amlodipine Biotech" AMLODIPINE BIOTECH, Biotech Laboratories (Pty) Ltd
See Section 7.3.7
 XE "Amlodipine Unicorn" AMLODIPINE UNICORN, Unicorn Pharmaceuticals (Pty) Ltd
See Section 7.3.7
 XE "Amtas" AMTAS, Accord  Healthcare (Pty) Ltd
See Section 7.3.7
 XE "Bio Nifedipine" BIO-NIFEDIPINE, Biotech [P/S]
Nifedipine

Indications: Treatm.& prophylax.of ang.pect.

(S3) CAPS, X/7.1./0102

826863-019: 5 mg, 100, R68,64
Dosage: Init.10 mg 3xdly.then titrat.over 7-14 days to control angin.sympts. Usual dos: 10-20 mg 3xdly.

Contraindications: Safety in pregn.& lactat. not est., hepat.impairm., GI/oesophag.obstruct. hist., inflamm.bowel.dis., childr.

Side effects: Headache, GI disturbs., flush., lethargy, dizzin., periph.oed., allerg.reacts., hypotens., palpitat., ang.pain precipitat., hypersens. reacts., gingiv.hyperplas., syncope, tachycard., perspirat., nervousn., MI, arthralg., insomn., “steal eff”, hyperglycaem.

Special precautions: Bite caps.& keep contents in mouth for more rapid onset of act., monit.BP, poor card.reserve, diabet., discont.if ischaem.pain experienc.

Drug interactions: Enhanc.anti-hypertens.eff.of ß-adrenoceptor block.agents., interacts.poss.with other meds.shar.same metabol.pathway & enzyme induc./inhibit.

 XE "Bio Nifedipine XL" BIO-NIFEDIPINE XL, Biotech [P/S]

Nifedipine

Indications: Mild to mod.hypertens., prophylax.of chron.stable ang.pect.
(S3) XL TABS, 43/7.1/0558, 0559

718083-001: 30 mg, 30, R115,37
718085-001: 60 mg, 30, R165,53
Dosage: Swallow whole with glass of fluid at approx.24 hr.interv.pref.in morn.

Recomm.dos: 30 mg once dly. Incr.if necess. accord. to indiv.requirem.to max.90 mg once dly.

Contraindications: Pregn.& lactat., porphyr., CV shock., aort.stenos., unstab.ang., dur./within 1 mnth.of MI, hepat.impairm., GI/oesophag. obstruct. hist., decr.oesophag.lumen, inflamm. bowel.dis., concom.rifampicin, childr., men involv. in in vitro fertilisat.

Side effects: Dizzin., flush., headache, hypotens., periph./fac.oed., tachycard., palpitat., asthen, malaise, pain, dry mouth, hypersens.reacts., chest pain, ang.pect., vasodilat., CV disord., GI disturbs., hyperglycaem., weight loss, insomn., nervousn, paraesthes., somnol., vertigo, anx., hyposthes., sleep disord., trem., leg/musc.cramps & pain, arthralg., joint disord., myalg., dyspn., epitax., nas.congest., skin & subcut.disords., dysur., urin.freq., eye pain, abnorm./blurr.vis., eye pain, bld dyscras., gynaecomast., erect.dysfunct.
Special precautions: Poss.sev.hypotens.& isolat. HF with concom.ß-recept. blocks., diab.mellit., dialys.pts.with malign.hypertens.& irrevers.kidn.fail with hypovol., GI obstruct.sympts. in GI disord.hist., poor card.reserv, ang.pect.with hypoten., HF, Kock pouch
Drug interactions: BP low.act.enhanc.by other antihypertens.meds., meds.inhibit./induc. cytochrome P450 3A4 syst.may alter first pass/ clear., rifampicin low.effic., incr. plasma conc.with /quinupristin/dalfopristin/ cimetidine/ cisapride/macrolide antibiot./fluoxetine/ amprenavir/indinavir/nelfinavir/ritonavir/saquinavir/grapefruit juice/ ketoconazole/ itraconazole/fluconazole/nefazodone & valproic acid, poss.decr.plasma conc.with carbamazepine & phenobarb., reduc.digox.clear., reduc.eff.with phenytoin, poss.dos.reduct.with quinidine, poss.tacrolimus dos.reduct., diltiazem reduc.hepat.metabol.& dos.reduct.for both agents poss.reqd.
 XE "Cipalat" CIPALAT RETARD, Cipla Medpro [P/S]

Nifedipine.

Indications: Chron.stable ang.pect.prophylax., mild to mod.hypertens.

(S3) RETARD TABS, 32/7.1/0660

864153-007: 20 mg, 60, R76,73
Dosage: Admin.bef.meals. Recomm.dos: 20-40 mg 2xdly. Dos.interv.about 12hrs., not less than 2-4 hrs.

Contraindications: Pregn.& lactat., CV shock, hepat./ren.funct.impairm., concom.rifampicin, porphyr.

Side effects: Headache, flush., dizz., hypotens., oed., dyspn., polyur., weakn., warm feel., tiredn., GI disturb., incr. micturit.freq., lethargy, eye pain, blurr.vis., depress., paraesthes., skin reacts.incl. exfolat.dermatit., unilat.gynaecomast., paradox. ischaem.chest pain incr., ang.exacerbat.with sudd. withdraw., MI, syncope, tachycard., palpitat, perspirat., nervousn., incr.ang.freq., fev., hypersens. reacts., revers.gingiv.hyperplas., incr. proteinur.& ren.dysfunct.in diab. pts.with ren. insuffic.

Special precautions: Teratogen.in anim., grad. withdr., monit.BP reg.esp.with concom. antihypertens. ther., sev.hypotens.with systol.BP less than 90mm Hg, manifest HF & sev.aortic stenos., dialys. pts. with malign.hypertens.& irrevers. kidn.fail.with hypovolaem., imp.liv.funct., antidiabet.ther., monit.with oestrog./ß-blocks./ NSAID ther.esp.indomethacin, concurr. disopyramide.

Drug interactions: Act.of BP low.preps.enhanc., alcoh.inhibit.metabol., enhanc.hypotens.eff.with inhalat.anaesthet., incr.ser.Ca conc.from Ca supplem. reduc.respons., concom.highly prot.-bound meds., antihypertens.eff.potent.by cimetidine., sympathomimets.reduc.anti-hypertens. eff., serum quinidine lev.suppress., reduc.digox. clear., clear.decr.by diltiazem.

 XE "Cipalat XR" CIPALAT XR, Cipla Medpro (Pty) Ltd
See Section 7.3.7
 XE "Fedaloc SR" FEDALOC SR, Pharma Dynamics (Pty) Ltd
See Section 7.3.7
 XE "Gitsalat" GITSALAT, Sanofi-Aventis (Pty) Ltd
See Section 7.3.7
 XE "Isoptin" ISOPTIN, Abbott [P/S]

Verapamil HCl.

Indications: Ang.pect., supraventric. tachydysrhythm.

(S3) TABS, H646

734071-001: 40 mg, 100, R138,05
Dosage: ½ hr.bef.meals. 40-120 mg 3xdly.

Contraindications: Retard.AV conduct., ac. stage of MI, sick-sinus syndr., disopyramide within 48 hrs.bef.or 24 hrs.aft., breast feed.

Side effects: AV block, symptomat.hypotens.in normotens. pts., headache, dizz., mild trem., sev. facial pain, palpit., 1st & 2nd degree, SA block, flush., GI disturbs., gum burn., urticar., skin rash, fatig., incr.urinat., exacerbat.of arthrit., revers. incr. of transaminas.&/or alkaline phosphatase.

Special precautions: Avoid in sev.ventric. dysfunct./any degr.of ventric.dysfunct.if receiv. beta-adrenerg.block., 1st control mild ventric. dysfunct. with digital./diuret., poss.digital.toxic., 

WPW or Low-Ganong-Levine syndr., poss.dos. reduct./ discont.if mark./progress.AV block occurs, hypertroph. cardiomyopathy, avoid concom. quinidine in hypertroph.cardiomyopathy, concom.Li ther., inhalat.anaesthet., decr.dos./dos.of neuromusc. block.agents when used concom., pregn. only if clearly indicat., pass.into breast milk, imp.hepat.funct.

Drug interactions: Addit.neg.eff.on heart rate/ AV conduct and or card.contractility with ß-adrenerg. block., ser.digox.lev.incr., intensif.BP low.eff.with other antihypertens., addit.negat. inotrop.eff.& AV conduct.prolongat.with flecainide, signfic.hypotens.with concom.quinidine in hypertroph. cardiomyopathy, quinidine lev.incr., incr. carbamazepine conc., rifampicin mark.reduc. oral verapamil bioavailabil., phenobarbitone incr. verapamil clear., incr.cyclosporin ser.lev., may potent. activ.of neuromusc. block.agents, simvastatin & lovastatin ser.lev.incr., grapefruit juice incr.plasma lev.

 XE "Isoptin SR" ISOPTIN, Abbott [P/S]
Verapamil HCl.

Indications: Ang.pect., mild to mod.hypertens., supraventric. tachydysrhythm., prophylax.of relapses aft. electro-cardiovers.

(S3) SR TABS, V/7.1/280.

734373-007: 240 mg, 30, R270,69
734373-015: 240 mg, 100, R902,44
Dosage: Ang.pect.& supra-ventric. dysrhythm: ½ -1 tab. 12 hrly.

Hypertens: 1 tab/day. If desir.respons.not obt. within 7 days.dos.may be incr.to 1 tab.in the morn. & half a tab at night. Max.recomm.dos: 1 tab 12 hrly.

Contraindications: Hypotens.assoc.with cardiogen.shock, HF, retard.AV conduct.(2nd & 3rd degr.AV block), ac. stage of MI, sick-sinus syndr., disopyramide within 48 hrs.bef.or 24 hrs.aft., breast feed.

Side effects: Symptomat.hypotens.in normotens. pts., headache, dizz., mild trem., sev.facial pain, palpit., 1st & 2nd degree AV block, SA block, flush., GI disturbs., gum burn., urticar., skin rash, fatig., incr.urinat., exacerbat.of arthrit., revers.incr.of transaminas.&/or alkaline phosphatase.

Special precautions: Avoid in sev.ventric. dysfunct./any degr.of ventric.dysfunct.if receiv. beta-adrenerg.block., 1st control mild ventric. dysfunct. with digital./diuret., WPW or Low-Ganong-Levine syndr., poss.dos.reduct./discont.if mark./progress.AV block occurs, hypertroph. cardiomyopathy, poss.digital.intoxic., avoid concom. quinidine in hypertroph.cardiomyopathy, concom.Li ther., inhalat.anaesthet., pregn.only if clearly indicat.. pass.into breast milk, imp.hepat./ ren.funct., attenuat.neuromusc.transmiss.

Drug interactions: Addit.neg.eff.on heart rate/ AV conduct and or card.contractility with ß-adrenerg. block., ser.digox.lev.incr., intensif.BP low.eff.with other antihypertens., addit.negat. inotrop.eff.& AV conduct.prolongat.with flecainide, signfic.hypotens.with concom.quinidine in hypertroph. cardiomyopathy, quinidine lev.incr., incr. carbamazepine conc., rifampicin mark.reduc. oral verapamil bioavailabil., phenobarbitone incr. verapamil clear., incr.cyclosporin ser.lev., may potent. activ.of neuromusc. block.agents, simvastatin & lovastatin ser.lev.incr., grapefruit juice incr.plasma lev.

 XE "Norvasc" NORVASC, Viatris Healthcare (Pty) Ltd
See Section 7.3.7
 XE "Pendine" PENDINE, Activo Health
See Section 7.3.7
 XE "Pharma-Q Verapamil" PHARMA-Q VERAPAMIL INJECTION 5 mg/2 ml Pharma-Q [P/S]

Verapamil HCl.
Indications: IV indic.where oral ther.not feas.in supraventr.tachyarrhythm., managem.of class.& variant ang.pect., hypertens. 

(S3) INJ, 29/7.1.4/0666. 5 mg/2 ml

703896-001: 10x 2 ml amps, R204,08
Dosage: IVI giv.und.contin.ECG monit.esp.in infancy.

Adults: 5-10 mg giv.IV over per.of 30 sec.follow.by furth.5 mg if necess.aft.5-10 min.interv.

Childr: Suggest.IV dos. Neonates: 0,75-1 mg. Infts: 0,75-2 mg. Childr.1-5 yrs: 2-3 mg. 6-15 yrs: 2,5-5 mg. Small.dos.may be adeq. Stop inj.when respons. obtain.

Contraindications: Hypotens.assoc.with cardiogen.shock, mark.bradycard., part./compl. atrioventric.block, uncompensat.HF, sick-sinus syndr.unless pacemak.fitt., atrial flutt./fibrillat., access.pathway with anterogr.conduct.eg.WPW syndr., safety in pregn.not est., lactat., IV in digital. toxic., disopyramide within 48 hrs bef.or 24 hrs.aft.
Side effects: Sympt.hypotens.in normotens.pts., pulm.oed.&/sev.hypotens./sinus bradycard./AV block/sinus arrest in pts.with hypertroph. cardiomyopathy, atrioventric./sinoatr.nodal funct. depress., 1st degr.AV/SA block, trans.bradycard, nod. escape rhythms, precipit./worsen. HF, trans. asystole., constip., nausea, dizzin., flush., headache, abnorm.liv.funct.

Special precautions: May precipit./worsen HF, excret. in breast milk, sev.(L) ventric.dysfunct./any degr. thereof if receiv.ß-adrenerg.blocks, contr. mild. ventric.dysfunct.1st with digital.&/diurets. bef. init.treatm., hypertroph.cardiomyopathy, monit. for abnorm.PR interv.prolongat., imp. hepat./ ren.funct., poss.digital.toxic., decr. neuromusc. transmiss. in Duchenne’s musc. dystroph., reduc.dos.in pts.with attenuat. neuromusc.transmiss., signfic.hypotens.with concom.quinidine in hypertroph.cardiomyopathy, monit. with concom.Li ther., WPW or Low-Ganong-Levine syndr., poss. dos. reduct./discont.if mark./ progress.AV block occurs, inhalat.anaesthet.

Drug interactions: Addit.negat.effs.on heart rate/ AV conduct.&card contractility with ß-adrenerg. blocks., incr.digoxin plasma lev., intensif. BP low.eff.with other antihypertens., addit. effs.on myocard.contractil. /AV conduct./ repolarisat.with flecainide, quinidine plasma lev. incr., low.ser.Li lev.& incr.sens.to Li effs., carbamazepine conc.incr., rifampicin mark. reduc. oral verapamil bioavailabil., phenobarbitone incr. verapamil clear., cyclosporin ser.lev.incr., may potent. activ.of neuromusc.block.agents.

 XE "VeraHexal" VERAHEXAL 240 SR, Sandoz [P/S]

Verapamil HCl.

Indications: Mild to mod.hypertens., ang.pect. prophylax., supraventric.tachydysrhythm., prophylax. of supraventric.relapses aft. electrocardiovers.

(S3) SR TABS. 31/7.1/0637

700071-003: 240 mg, 30, R184,45
700071-006: 240 mg, 100, R615,30
Dosage: Hypertens: 1 tab.dly.pref.in morn. If desir. respons. not obtain.within 7 days dos.may be incr.to 1 tab.in the morn.& ½ tab.at night. Recomm. max.1 tab.12 hrly.

Ang.pect.& supra-ventric. dysrhythm: ½-1 tab 12 hrly.

Contraindications: Hypotens.assoc.with cardiogen. shock, HF, 2nd & 3rd degr.AV block., ac. stage of MI, sick-sinus syndr., pregn., lactat.
Side effects: Symptomat.hypotens.in normotens. pts., incr.transaminas.&/or alkaline phosphat.& bilirub., GI disturbs., headache, fatig., palpit., worsen. HF, trans.asystole, 1st & 2nd AV & SA block, bradycard., dizz., urticar., skin rash., flush.
Special precautions: HF, contr.mild ventr. dysfunct. 1st with digit.&/diuret., atrial fibrillat., poss. dos.reduct./discont.on developm.of signific. 1st & progress.to 2nd /3rd degree block, hypertroph. card. myopath., pulm.oed and/or sev.hypotens., imp. hepat./ren.funct., attenuat.neuromusc. transmiss., poss.digit.intoxic., do not admin. disopyramide within 48 hrs.prior to/24 hrs.aft. verapamil, concom.quinidine in hypertroph. cardiomyopathy.

Drug interactions: Cumulat.effs.on heart rate with ß-block., incr.digoxin serum conc., intens.BP low.eff.of other anti-hypertens., addit.effs.on AV node conductiv./myocard.contractil./repolarisat.& on negat.inotrop.eff.with flecainide, quinidine plasma lev.incr., low.of serum Li lev.& incr. sensitiv. to Li effs., conc.of carbamazepine incr., rifampicin.reduc.oral bioavail., phenobarbit.may incr. clear., ciclospor.ser.lev.incr., excess.CV depress. with inhalat.anaesthet., effs.of neuromusc. block.agents.potent.

 XE "Verapamil 40 Oethmaan" VERAPAMIL 40 OETHMAAN, Oethmaan Biosims [P/S]

Verapamil HCl.

Indications: Ang.pect., supraventric. tachydysrhythm.

(S3) TABS, Q/7.1.4/161
775789-003: 40 mg, 30, R19,87
775789-039: 40 mg, 84, R55,63
Dosage: 1-2 tabs 3xdly.
Contraindications: Cardiogen.shock, ac.phase of card.infarct, complete AV block, card.insuffic. without preceed.digitalisat., part.AV block, (L) bundle branch block, bradycard., hypertens., as an inj.together with/to a pt.who has recently receiv. beta-block.agent.

Side effects: N&V, constipat., dizzin., flush., arthrit.exacerbat., incr.urinat., epigastr.pain, gum burn.sensat., headache, fatig., palpitat., 1st & 2nd degree AV block, SA block, mild trem., sev.fac. pain, tempor.skin rash, urticar., complete AV-block & asystole aft.IV inj., hypotens., card.fail. precipitat., allergy, hepat.impairm., poss.ventric. fibrillat.precipitat.in atrial fibrillat.& simultan.WPW syndr.

Warnings and special precautions: IV verapamil to pts.receiv.digital., lact.intol., glycaem. control of diabet.poss.affect., do not use in pregn.

Interactions: Addit.eff.with card.depress.meds. &/meds.with inhibit.eff.on AV conduct., intensif.BP low.eff.with other antihypertens., plasma digox. lev.incr.

7.4.2
Beta-receptor blockers
 XE "Adco-Atenolol" ADCO-ATENOLOL, AI Pharm Ltd [PWR]

Atenolol.
Indications: Ang.pect., hypertens.

(S3) TABS. W/5.2/115, 116.

786578-017: 50 mg, 30, R20,70
786586-001: 100 mg, 28, R31,08
Dosage: Ang.pect: 100 mg dly.as sngl./div.dos.

Hypertens: 100 mg dly as sngl.dos.
Contraindications: 2nd & 3rd degr.heart block, myocard.depress.agents, verapamil ther., prolong. fast., metabol.acidos., CF (unless signs of fail. controll.with digital.&/diuret.), concom.ether, chloroform, cyclopropane & trichloroethylene.

Side effects GI disturbs., CNS eff., CV effs.incl. heart block., periph.vasc.dis.exacerbat.incl.gangr. precip., Raynauds & paraesthes., impot., hypoglycaem., skelet.musc. weakn., vis.disturbs., bronchosp., bld.disords., skin rash, floppy inft. syndr. if giv.shortly bef.birth/dur.labour, excret.in breast milk.

Special precautions: Asthma, bronchit., chron. resp. dis., bradycard.(<50 beats/min), periph.vasc. dis., phaeochromocyt. without concom.(-adrenocept. block, safety dur.longt.admin.not est., peri-op.period., clonidine transf., grad.withdr., ren. dysfunct., lactat., poss.digitilisat.of cert.pts.on longt. ther.esp.those in whom CCF may devel.

Drug interactions: Concom.hypoglycaem. agents, phenothiaz.& var.anti-arrhythm.agents poss.life threaten.conseq., eff.dimin.by ß-adrenerg. stimulat. agents, hypotens.eff.poss.revers.& periph. vasoconstrict.eff.enhanc.by (-adrenerg. stimulat. agents, eff.enhanc.by adrenerg.neurone block. agents & diuret., card.eff.of digit.enhanc./ dimin., eff.of myocard.depress.agents poss. enhanc.

 XE "B-Block" B-BLOCK, (Unicorn) Be-Tabs [PWR]
Atenolol.

Indications: Ang.pect., hypertens., MI early intervent. in ac.phase.
(S3) TABS. 31/5.2/0332, 32/5.2/0670.

704653-001: 50 mg, 30, R20,70
704651-001: 100 mg, 30, R33,30
Dosage: Ang.pect: 100 mg dly.as sngl./div.dos.

Hypertens: 100 mg dly as sngl.dos. May be combin. with other antihypertens.agents.
Contraindications: Pregn.& lactat., 2nd/3rd degree heart block, concom.verapamil., aft. prolong. fast., metabol.acidos., CF (unless signs of fail.controll. with digital.&/diuret.), uncontroll.CF (excl.that due to hypertroph.obstruct. cardiomyopathy), cardiogen. shock.

Side effects CV effs.incl.CHF & bradycard., HF/ heart block, reduc.periph.circulat., periph.gangrene precip., CNS effs., neuropsych.disords., GI disturbs., bld.disords., skin rash., revers.alopec., prurit., paraesthes., periph.neuropathy, myopathies incl.musc.cramps, vis.disturbs., bronchosp., pneumonit., pulmon. fibros., pleurisy, lupus like syndr., male impot., scleros.peritonit., retroperiton. fibros., hypo-/hyperglycaem., sex.impot

Special precautions: Asthma, bronchit., chron. resp. dis., bradycard.(<50 beats/min), periph.vasc. dis., Raynaud’s phenomen., pts.with hist. anaphylact. reacts.may have more sev.react.on rep.chall.& be unrespons.to adrenaline, elderly, ren. dysfunct., peri-op. period, digitilisat.in longterm ther.where CCF may devel., Ca chann. block.& atenolol.not to be admin.within 48 hrs.of discont.the other, accumulates in breast milk, poor card reserve, phaeochromocyt.req.concom.(-adrenerg. block.ther., may mask hyperthyroid. sympts., myasthen.grav.unmask., poss.aggrav. psorias., grad.discont., physic.activ.limit.dur. discont.period, concom verapamil in pts.with imp.ventricul.funct./clonidine transf., avoid. anaesthet. agents caus.myocard.depress., haemodialys.
Drug interactions: Incr.risk myocard.depress.& hypotens.with anaesthet.agents, hypoglycaem. agents/phenothiaz.& var.anti-arrhythm.agents poss. life threaten. conseq., negat. inotrop.effs.of verapamil & diltiazem.exaggerat.partic.in imp. ventricul. funct./SA & AV conduct.abnorm., poss. decr.hypotens.eff.with.prostagland.synthet.inhibit.drugs., eff.counteract.by sympathomimet.agents, eff. dimin.by ß-adrenerg.stimulat.agents

 XE "Bilocor" BILOCOR, Pharma Dynamics (Pty) Ltd
See Section 7.3.3
 XE "Bio Atenolol" BIO-ATENOLOL, Biotech [PWR]

Atenolol

Indications: Hypertens., ang.pect., to improve CV mortal.in clinic.stable pts.who surviv.ac.MI phase

(S3) TABS, W/5.2/0439, 0440

826898-025: 50 mg, 30, R19,50
826901-034: 100 mg, 30, R30,00
Dosage: Hypertens: 100 mg dly.as sngl./div. dos.

Ang.pect: 100 mg dly.as sngl./div.dos.
Contraindications: Metabol.acidos., sinus bradycard., part.heart block, phaeochromocyt. without -adrenerg.block.ther., verapamil ther., periph. vasc.dis., Raynauds.

Side effects: GI disturbs., CNS eff., CCF, bradycard., heart block, hypotens., cold extremit., Raynauds, paraesthes., bronchoconstrict., bld. disords., skin rash, fluid retent., weight gain, musc. cramps, dry mouth, impot., floppy inft.syndr.if giv. prior/dur.labour.

Special precautions: Bronch.asthma & other obstruct.airway dis., digitalisat.of CCF pts., peri-op period, masks hyperthyroid., clonidine transf., grad. withdr., ren.impairm.

Drug interactions: Eff.dimin.by ß adrenocept. stimul., hypotens.eff.revers.& periph. vasoconstrict. eff.enhanc.by -adrenocept.stimul. (eg.adrenal.& nor-adrenal), concom.hypoglycaem. agents, phenothiaz., various anti-arrythm.agents can be life threat., eff.of myocard.depress., phenytoin & meds.interfer.with Ca transport may be enhanc., effs.enhanc.by adrenerg.neurone block. agents., hypotens.eff.enhanc.by diuret., digitalis card.effs.enhanc./dimin.

 XE "Inderal" INDERAL, AstraZeneca [PWR]

Propranolol HCl.

Indications: Ang.pect., essent.& ren.hypertens., essent., senile & Parkinson trem., anx.relat. autonom. sympts., & anx.tachycard., card. dysrhythm. esp.supraventr.tachydysrhythm., dysrhythm.trigg.by sympathet.over-stimulat., reduc. CV mortal.post MI, thyrotoxicos.& thyrotox. crisis adjunct, hypertroph.obstruct. cardiomyopathy, phaeochromocyt., migraine prophylax.

(S3) TABS, G/5.2/2863.

732567-009: 10 mg, 50, R131,16
Dosage: Take bef.food.

Ang., hypertens., anx.& essent.trem: Recomm. init.dos: 40 mg 2-3xdly. Adeq.respons.in anx.& essent.trem.seen at 80-160 mg/day & for ang.& hypertens.at 120-320 mg/day. Further BP reduct.in hypertens.poss.with addit.diuret./antihypertens.

Card.dysrhythm., anx.tachycard., hypertroph. obstruct.cardiomyopathy, thyrotoxicos., migraine prophylax: 10-40 mg 3-4xdly.

Post MI: Beg.5-21 days aft.MI 180-240 mg dly.in 3 div.dos. 

Phaeochromocyt: In conjunction with alpha recept. block. Pre-op. 60 mg dly x 3 days, malign. cases: 30 mg dly. Elderly: Reduc.dos.
Contraindications: Bronchosp., asthma, obstruct. airway.dis.hist., bradycard., cardiogen.shock, pres.of hypotens., metabol.acidos., aft.prolong. fast., sev.periph.arter.circulat.disturbs., 2nd & 3rd degr.heart block., sick sinus syndr., untreat. phaeochromocyt., uncontr.HF, Prinzmetal’s ang., pts.prone to hypoglycaem., pregn.& lactat.

Side effects: Hypoglycaem.in non diabet.pts., neonates, infts., childr., elderly, haemodyalys.pts., concom. anti-diab.ther., prolong.fast.& chron. liv. dis., pts.suffer.from overdos., sev.hypotens., hypoglycaem., fatig., lassit., bradycard., cold extremit., Raynaud’s phenomen., CNS eff., GI disturbs, dizzin., thrombocytopen., deteriorat.of HF, heart block precipitat., postur.hypotens., exacerbat. intermitt.claudicat., CCF, purpura, alopec., psoriasiform skin reacts., psorias exacerbat., skin reacts., paraesthes, dry eyes, vis. disturbs., bronchosp.in bronch.asthma pts./hist of asthmat. complaints, myasthen.grav.-like syndr./ exacerbat. mysthen.grav., sex.impot.

Special precautions: Phaeochromocyt.start.in pres. of effect.(-block.ther.,peri-op per., poor card. reserve., avoid.in card.fail.unless/until signs of fail. control.with digital./diuret., may aggrav.less sev. periph.arter.circulat.disturbs.& sev.periph.vasc. dis., periph.gangr.precipit., 1st degr.heart block pts., may block/modify hypoglycaem.S&S. esp. tachycard., concurr.use of hypoglycaem.ther.in diabet. pts., may mask signs of thyrotoxicos.& hypoglycaem., bradycard.less than 55 beats/min., pts. with hist.of anaphylact.reacts.may have more sev. react.on rep.chall.& be unrespons.to adrenal., port. hypertens.pts.poss.liv.funct.deteriorat.& devel. hepat.encephalopathy, avoid IV admin.of Ca chann. block.& propanol. within 48 hrs.of discont. the other, poss.CF in pts.with latent card.insuffic., concom. sympathomimet.agents, avoid concom. lignocaine, clonidine transf., discont.grad., avoid anaesthet. agents caus.myocardial depress., incr. card. & pulm.complicat.in neonates in post natal peroid, hepat./ren.impairm., elderly, discont.if bradycard./hypotens.occur, exacerbat.of ang.pect. aft. abrupt discont.in ischaem.heart dis.pts., physic. activ.limit.dur.withdr.per., decompens. cirrhos., sex.impot., HF foll.MI to be controll.bef. treatm.

Drug interactions: Poss.prolong hypoglycaem. respons. to insul., life-threat.eff.with concom. hypoglycaem.agents, phenothiazines, class 1 anti-arrhythm., digital.glycosid.incr.AV conduct.time, exagger.neg.inotrop.eff.of Ca chann.block.partic.in pts.with impair.ventricul.funct.&/SA/AV conduct. abnormalit., incr.hypotens.risk with nifedipine, poss. eff.counteract.by sympathomimet., plasma conc. of lignocaine incr.with IV admin., may incr. plasma lev.with cimetidine & hydralazine, alcoh. incr. plasma lev., rebound hypertens.exacerbat. poss. foll.clonidine withdr., concom.ergotamine, dihydroergotamine /relat.cmpds., antihypertens. eff.reduc.by prostaglan.synthetase inhibit., incr. plasma lev. of both meds.with concom. chlorpromazine, attenuat.of reflex tachycard.& incr. hypotens.risk with (-blocks & cert.anaesthet. agents, bld.conc.of quinidine, propafenone, rifampicin, theophylline, warfarin, thioridazine & dihydropyridine Ca chann.blocks.poss.aff.

 XE "Tenopress" 
 XE "Tenopress" TENOPRESS, Austell Pharmaceuticals (Pty) Ltd
See Section 7.3.3
 XE "Tenormin" TENORMIN, AstraZeneca [PWR]
Atenolol.
Indications: Hypertens., ang.pect.

(S3) TABS. 27/5.2/0251, P/5.2/174, J/5.2/120.

797693-009: 25 mg, 30, R182,91
769584-004: 50 mg, 30, R304,37
769576-001: 100 mg, 30, R494,88
Dosage: Ang.pect: 100 mg dly.or 50 mg 2x dly

Hypertens: 50-100 mg sngl.dly.dos. Further BP reduct.poss.with addit.antihypertens.
Contraindications: Cardiogen.shock, 2nd & 3rd degr.heart block., hypotens., metabol.acidos., bradycard., sev.periph.arter.circulat.disturbs., untreat. phaeochromocyt., sick sinus syndr., prolong. fast., uncontr.HF, revers.obstruct.airways dis.

Side effects: CCF, bradycard., incr.intermitt. claudicat., cold extremit., deteriorat.of HF, heart block, hepat.toxic.incl.intra-hepat.cholestas., postur. hypotens., Raynaud’s, CNS eff., GI disturbs., bld.dyscras., skin reacts., alopec., dry eyes, psorias. exacerbat., paraesthes., bronchosp. in bronch.asthma pts., vis.disturbs., fatig., impot.
Special precautions: Poor card.reserve., HF to be controll.bef.treatm., asthma, bronchit., chron. resp. dis., peri-op period, Prinzmetal ang., may aggrav. less sev.periph.arter.circulat.disturbs.& sev. periph.vasc.dis., precipit.gangrene, 1st degr. heart block pts., may mask signs of thyrotoxicos., pts. with hist.of anaphylact.reacts.may have more sev.react.on rep.chall.& be unrespons.to adrenaline, lactat., elderly, hepat./ren.impairm., consid. discont.if inexplic.skin reacts.occur, phaeochromocyt.req. concom.(-adrenerg.block.  ther., masks hypoglycaem.sympt., discont.grad., physic. activ.limit.dur.withdr.period., bradycard. less than 50-55 beats/min., clonidine transf., eval. risk:benef.ratio bef.admin.in pregn.esp.1st & 2nd trimest., avoid anaesthet.agents caus.myocard. depress.

Drug interactions: Life-threat.eff.with concom. hypoglycaem.agents, phenothiazines, class 1 anti-arrhythm., eff.counteract.by sympathomimet., antihypertens.eff.reduc.by prostaglan.synthetase inhibit.e.g.ibuprofen & indomethacin, incr. hypotens. risk with cert.anaesth.agents & dihydropyridines, neg.inotrop.effs.poss.exagger.by verapamil & diltiazem.
7.4.3
Organic nitrates
 XE "Ismo" ISMO, Pharmaco [P/S]

Isosorbide-5-mononitrate

Indications: Long-term ang.pect.prophylax.

(S3) TABS, R/7.1.4/136

734055-005: 20 mg, 60, R328,04
Dosage: Grad.incr.dos.to 1 tab.8-12 hrly.

Contraindications: Hypoton.states of collapse, shock, pregn.

Side effects: Headache, naus., dizz., tachycard., hypotens.

Special precautions: Strict med.supervis.in ac. MI

Drug interactions: Act.of hypertens.intensif.

Warnings: Not for ac.sympts.

 XE "Isosorbide Dinitrate Kiara" ISOSORBIDE DINITRATE 5;10 KIARA, Kiara [P/S]
Isosorbide dinitrate

Indications: Ac.ang.pect.attacks
(S3) SUBLING. TABS, [P/S] W/7.1.4/336

784192-006: 5 mg, 50, R54,20
Dosage: 1-2 tabs subling.2-3 hrly.
(S3) TABS, [P/S] V/7.1.4/358

Indications: Ang.pect.prophylax.

784206-007: 10 mg, 50, R48,03
Dosage: 5-20 mg 3xdly.as reqd. Max. 120 mg dly in div.dose.
Contraindications: Mark.anaem., head trauma, cerebr.haemorrh., ac.coron.thrombos., incr.IC press., childr., pregn.(unless card.emerg.when low. dose to be admin.), shock, hypoton.collapse, only under strict medic.supervis.for MI, ac.ang. pect. sympts.(10 mg tab.)

Side effects: Headache, fac.flush., dizzin., tachycard., methaemoglobinaem., cold skin, imp. resp., bradycard., post.hypotens., drug rash, incr./ decr. in IOP of pts.with clos.angl.glauc., toler., paradox.S/E.

Special precautions: Incr.dos.grad., poss. ischaem. card.pain/periph.ischaem.with rapid withdr.

Drug interactions: Alcoh.may enhanc.hypotens. eff., act.of antihypertens.intensif., physiolog. antagon. to adrenaline, acetylcholine, histamin.& other agents.

 XE "Monicor SR" MONICOR 60 mg SR, Pharma Dynamics [P/S]

Isosorbide-5-mononitrate

Indications: Ang.pect.prophylax.

(S3) SR TABS, A37/7.1.4/0340
710251-001: 60 mg, 30, R197,42
Dosage: Tab.may be brok.in half. Do not chew/ crush. As monother.or in combin.with chron.beta-block.ther. Not indicat.for relief of ac.angin. attacks.
Recomm.dos: 60 mg dly.in the morn.which may be incr.to 120 mg once dly.in morn. May be init.at 30 mg dur.1st 2-4 days. 

Contraindications: Sev.hypotens., hypovolaem., mark.anaem., HF due to obstruct.incl.constrict. pericardit., rais.ICP due to head trauma/cerebr. haemorrh., angle clos.glauc., concom.sildenafil & other phosphodiesterase type 5 inhibit., not for ac.ang.attack, safety in pregn. & lactat.not est., lact.intol.

Side effects: Drowsin., methaemoglobinaem., restlessn., blurr. vis., tachycard., bradycard., dizzin., hypotens., syncope, sev./prolong.headache, imp.resp., GI disturbs., flush., cyanos., skin reacts., myalg.
Warnings and special precautions: Incr.IOP in angl.clos.glauc., sev.cerebro.arterioscleros. & hypotens., sev.imp.ren./hepat.funct., hypothyroid., malnutrit., hypotherm.

Drug interactions: Hypotens.eff.of alcoh./ vasodilat. & other hypotens.meds.enhanc., sildenafil & other phosphodiesterase type 5 inhibit. potent.eff.

 XE "Nitrocine" NITROCINE, GSK [P/S]

Nitroglycerin

Indications: Unrespons.systol.L-ventric.fail. second. to MI & unrespons.L-ventric.fail.in aetiolog. where afterload reduct.indic., unstable ang.

(S3) IV SOL, W/7.1/392. 1 mg/ml
791776-018: 10x10 ml amps, R595,94
Dosage: Admin.undil.by slow IV infus/IV as admix. in NaCl/Dextr. to reqd.concentrat.

Indiv. Recomm.dos.range 10-50 µg/min.
Contraindications: Anaem., uncorrect. hypovolaem./ hypotens., predisposit.to clos.angle glauc., rais.IC-press.due to head trauma/cerebr. haemorrh., constrict.pericardit.

Side effects: Headaches, flush., N&V, hypotens., tachycard., apprehens., restlessn., musc. twitch., retrostern.discomfort, palpitat., dizz., abdom.pain, paradox.bradycard., incr.IOP in clos.angle glauc.

Special precautions: Hypothyroid., liv./ren.dis., hypotherm., malnutrit., monit.pulse & BP dur.infus.

Warnings: Incompat.with PVC infus.bags.

7.4.4
Others
 XE "Coralan" CORALAN, Servier [P/S]
Ivabradine

Indications: Chron.stable ang.pect.in pts.with norm. sinus rhythm & heart rate ≥70 bpm as monother./in combinat. with beta-block.(also indic.in pts.already treat. with beta-block), to reduc.CV events in adults in sinus rhythm with mild to mod.symptomat.HF & heart rate of >77 bpm in combinat.with std.ther.incl.beta-block./ when beta-block.C/I or not tol.

(S3) TABS. A39/7.1.4/0410, 0411

710620-001: 5 mg, 56, R338,32
710621-001: 7,5 mg, 56, R338,32
Dosage: Coron.artery dis: Recomm.start.dos: 5 mg 2xdly. May be incr.aft.2-4 wks.to 7,5 mg 2xdly.depend.on therapeut. respons. Titrat.dos. downwards.if heart rate decr.bel.50 bpm at rest/ sympts.relat.to bradycard.exper.

Chron.HF: Recomm.start.dos: 5 mg 2xdly. May be incr.aft.2 wks.to 7,5 mg 2xdly.if rest.heart persist.above 60 bpm or decr.to 2,5 mg 2xdly.if rest.heart persist.below 50 bpm/bradycard. sympts. exper.
Contraindications: Pregn.& lactat., not stud. with rapid conduct. disords.(ie.WPW), card. dysrhythm., sick sinus syndr., sino-atrial block, 3rd degr. AV block, pacemak.depend., rest.heart rate bel.70 bpm, sev.hypotens.<90/50 mm Hg, cardiogen. shock, unstable/ac.HF, ac.coron. syndr., unstable ang.pect., concom.strong cytochrome P450 inhibit., St John’s Wort, sev.liv. dysfunct., meds.prolong.QT-interv., immed.aft. stroke, 2nd degr.AV-block, no data avail.in childr. bel. 18 yrs., lact.intol.

Side effects: Trans.vis.sympts.mainly phosphenes. of mild to mod.intens., sinus bradycard., eosinophil., hyperuricaem., headache, dizzin., syncope, blurr.vis., vertigo, bradycard., AV 1st degr.block, ventricul. extrasystol., palpitat., supraventric. extrasystol., hypotens., dyspn., GI disturbs., rash, erythema, prurit., musc.cramps, malaise, elev. creatin.

Special precautions: Teratogen.in anim. studies & excret.in breast milk, not recomm.in mod. liv.dysfunct., HF to be stable bef.consid. ther., heart rate below 50 bpm, discont.if heart rate bel.50 bpm.persists, concom.heart rate reduc. Ca chan.block.not recomm., addit.effic.in combinat. with dihydropyridine Ca chan.block. not est., avoid with congenit.QT syndr.as QT prolongat. poss.exacerbat., not recomm.in atrial fibrillat./ with other card.arrhythm.interfer.with sinus node funct., reg.clinic.monit.for atrial fibrillat., eff.on vis.& retin.funct.beyond 1 yr unknown, discont.in unexpect.vis.funct. deteriorat., retinitis pigmentosa, not recomm.in sev. aortic &/mitr.valvul.dis., poss.downward dos. titrat.with mod.CYP3A4 inhibit., concom. antipsychot. & TCA’s, concom.amiodarone, elderly, creatinine clear.bel.15 ml/min.
Drug interactions: CYP3A4 inhibit.incr.plasma conc., CYP3A4 induc.decr.plasma conc., grapefruit juice incr.expos., QT prolongat.of quinidine/ disopyramide/bepridil/sotalol & ibutilide exacerbat.

 XE "Ivacor" IVACOR, Forrester

Ivabradine

Indications: Chron.stable ang.pect.in pts.with norm. sinus rhythm & heart rate ≥70 bpm as monother./in combinat. with beta-block., in adults in sinus rhythm with mild to mod.symptomat.HF (NYHA II & III class) & heart rate of ≥77 bpm to reduc.CV events in combinat.with std.ther.incl. beta-block./ when beta-block.C/I or not well tol.

(S3) TABS. 50/7.1.4/1004; 1005

3003702-001: 5 mg, 60, R299,00
3003703-001: 7,5 mg, 60, R299,00
Dosage: Admin.with food

Chron.stable ang.pect: Pts.< 75 yrs: Recomm. start. dos.should not exceed 5 mg 2xdly. May be incr.aft.2-4 wks.to 7,5 mg 2xdly.if well tol.& rest. heart rate remains above 60 bpm. If no improvem. within 3 mnths.discont.ther. Also consid. discont.if only limit.symptomat.respons.& no clinic.relev. reduct.in rest.heart rate. Titrat.dos. downwards.if heart rate decr.bel.50 bpm at rest/ sympts.relat.to bradycard.exper.to low.dos.of 2,5 mg 2xdly. Discont. if heart rate remains below 50 bpm./ bradycard.sympts.persist.

Chron.HF: Pts.< 75 yrs: Recomm.start.dos: 5 mg 2xdly. May be incr.aft.2 wks.to 7,5 mg 2xdly.if rest.heart persist.above 60 bpm or decr.to 2,5 mg 2xdly.if rest.heart persist.below 50 bpm/bradycard. sympts. exper. If heart rate is betw.50-60 bpm maint.dos.of 5 mg 2xdly. If dur.treatm.heart rate decr.persist.below rest.50 bpm/bradycard. sympts. exper. titrat.dos.to next low.dos. If heart rate incr.persist.above 60 bpm titrat.up to next high dos.in pts.receiv.2,5/5 mg 2xdly. Discont.if heart rate remains below 50 bpm./bracycard.sympts. persist.
Contraindications: Pregn.& lactat.as teratogen. in anim.stud., 3rd degr. AV block, pacemak.depend., rest.heart rate bel.70 bpm, sev.hypotens.<90/50 mm Hg, cardiogen. shock, unstable/ac.HF, ac. coron. syndr., unstable ang.pect., congenit.long QT syndr./meds.prolong.QT-interv., concom.strong cytochrome P450 inhibit., St John’s Wort, sev.liv. dysfunct., concom.verapamil/diltiazem, women of child.bear.potent.not using appropr.contracept., concom. grapefruit juice, not stud.with rapid conduct. disords.(ie.WPW)/card.dysrhythm./sick sinus syndr./sino-atrial block, 2nddegr.AV-block.

Side effects: Freq: Headache, dizzin., luminous phenomena, blurr.vis., bradycard., AV 1stdegr. block (ECG prolong.QT interv.), ventric.extrasystol., atrial fibrillat., incr.BP, dyspn. Less freq: Eosinophil., hyperuricaem., syncope,vertigo, palpitat., supraventric.extrasystol., AV 2nd & 3rd degr.block, sick sinus syndr., naus., constip., diarrh., musc.cramps, elev.creatinine, ECG prolong. QT interv. Unknown freq: Diplop., vis.impairm., hypotens.poss.relat.to bradycard., abdom.pain, angioed., rash, erythema, prurit., urticar., asthen., malaise, fatig

Special warnings and precautions: Discont.if ang.pect.sympts.do not improve within 3 mnths, no benef. on CV outcome, serial heart rate monit. recomm. bef. init./titrat.ther., HF to be stable bef.consid. ther., do not init.with pre-treatm.heart rate <70 bpm, discont.if heart rate bel.50 bpm. persists, addit. effic.in combinat.with dihydropyridine Ca chan.block.not est., avoid in congenit.QT syndr./QT prolongat.meds.admin., QT prolongat.poss.exacerbat. giv.rise to sev.dysrhytm. in partic.torsade de pointes, not effect.in treat./ prev. of card.dysrhythm.likely loss.effic.when tachydysrhythm.occurs, not recomm.in atrial fibrillat./ with other card.arrhythm.interfer.with sinus node funct., reg.clinic.monit.for atrial fibrillat., closely monit. chron.HF with intraventric. conduct.defects & ventric. dyssynchrony, eff.on vis.& retin.funct. beyond 1 yr unknown, discont.in unexpect.vis. funct. deteriorat., caut.in retinitis pigmentosa, not recomm.in sev. aortic &/mitr. valvul. dis., poss.downward dos. titrat.with mod. CYP3A4 inhibit., poss.dos. adjustm. with CYP3A4 induc., monit.BP, mild to mod. hypotens., no data avail.for use immed. aft. stroke, no data avail.for creatinine clear.bel.15 ml/min., not recomm.in mod. liv.dysfunct., elderly, no data avail.in childr. bel. 18 yrs., lact.intol., adeq.contracept.in women of child bear.potent., excret.in milk, poss.luminous phenomena when driv./using mach.

Interactions: CYP3A4 inhibit.incr.plasma conc., CYP3A4 induc.decr.plasma conc., grapefruit juice incr.expos., CV & non CV QT prolong.meds as QT prolongat.poss.exacerbat.by heart rate reduct., hypokalaem.from K+ deplet.diuret.poss. incr. dysrhythm.risk with bradycard.

 XE "Ivolan" IVOLAN, Pharma Dynamics [P/S]

Ivabradine

Indications: Chron.stable ang.pect.in pts.with norm. sinus rhythm & heart rate ≥70 bpm as monother./in combinat. with beta-block., in adults in sinus rhythm with mild to mod.symptomat.HF (NYHA II & III class) & heart rate of >77 bpm to reduc.CV events in combinat.with std.ther.incl. beta-block./ when beta-block.C/I or not tol.

(S3) TABS. A51/7.1.4/0921

3003505-001: 5 mg, 56, R257,53
Dosage: Admin.with food

Chron.stable ang.pect: Pts.< 75 yrs: Recomm. start. dos.should not exceed 5 mg 2xdly. May be incr.aft.2-4 wks.to 7,5 mg 2xdly.if well tol.& rest. heart rate remains above 60 bpm. If no improvem. within 3 mnths.discont.ther. Also consid. discont.if only limit.symptomat.respons.& no clinic.relev. reduct. in rest.heart rate. Titrat.dos. downwards.if heart rate decr.bel.50 bpm at rest/ sympts.relat.to bradycard.exper.to low.dos.of 2,5 mg 2xdly. Discont. if heart rate remains below 50 bpm./ bradycard. sympts.persist.
Chron.HF: Pts.< 75 yrs: Recomm.start.dos: 5 mg 2xdly. May be incr.aft.2 wks.to 7,5 mg 2xdly.if rest.heart persist.above 60 bpm or decr.to 2,5 mg 2xdly.if rest.heart persist.below 50 bpm/bradycard. sympts. exper. Discont.if heart rate remains below 50 bpm./bracycard.sympts.persist.
Contraindications: Pregn.& lactat.as teratogen. in anim.stud., 3rd degr. AV block, pacemak.depend., rest.heart rate bel.70 bpm, sev.hypotens.<90/50 mm Hg, cardiogen. shock, unstable/ac.HF, ac. coron. syndr., unstable ang.pect., congenit.long QT syndr./meds.prolong.QT-interv., concom.strong cytochrome P450 inhibit., St John’s Wort, sev.liv. dysfunct., concom.verapamil/diltiazem, women of child.bear.potent.not using appropr.contracept., concom. grapefruit juice, not stud.with rapid conduct. disords.(ie.WPW)/card.dysrhythm./sick sinus syndr./sino-atrial block, no data avail.immed. aft. stroke, 2nddegr.AV-block.

Side effects: Freq: Headache, dizzin., luminous phenomena, blurr.vis., bradycard., AV 1stdegr. block (ECG prolong.QT interv.), ventric.extrasystol., atrial fibrillat., incr.BP, dyspn. Less freq: Eosinophil., hyperuricaem., syncope, palpitat., supraventric.extrasystol., AV 2nd & 3rd degr.block, sick sinus syndr., naus., constipat., diarrh., musc.cramps, elev.creatinine, ECG prolong.QT interv. Unknown freq: Diplop., vis.impairm., hypotens.poss.relat.to bradycard., abdom.pain, angioed., rash, erythema, prurit., urticar., asthen., malaise, fatig

Special warnings and precautions: Discont.if sympts.do not improve within 3 mnths, no benef. on CV outcome, serial heart rate monit.recomm. bef. init./titrat.ther., HF to be stable bef.consid. ther., do not init.with pre-treatm.heart rate <70 bpm, discont.if heart rate bel.50 bpm.persists, addit. effic.in combinat.with dihydropyridine Ca chan.block.not est., QT prolongat.poss.exacerbat. giv.rise to sev.dysrhytm.in partic.torsade de pointes, not recomm.in atrial fibrillat./with other card.arrhythm.interfer.with sinus node funct., reg.clinic.monit.for atrial fibrillat., closely monit. chron.HF with intraventric.conduct.defects & ventric. dyssynchrony, eff.on vis.& retin.funct. beyond 1 yr unknown, discont.in unexpect.vis. funct. deteriorat., caut.in retinitis pigmentosa, not recomm.in mod. liv.dysfunct., not recomm.in sev. aortic &/mitr.valvul.dis., poss.downward dos. titrat.with mod.CYP3A4 inhibit., poss.dos. adjustm. with CYP3A4 induc., monit.BP, mild to mod. hypotens., creatinine clear.bel.15 ml/min., elderly, no data avail.in childr. bel. 18 yrs.,

Interactions: CYP3A4 inhibit.incr.plasma conc., CYP3A4 induc.decr.plasma conc., grapefruit juice incr.expos., hypokalaem.from K+ deplet.diuret.poss. incr.dysrhythm.risk.

7.5
Other vasodilators
 XE "Entresto" ENTRESTO, Novartis 
Sacubitril, valsartan

Indications: 2nd-line ther.replac.ACE inhibit./ARB for symptomat.HF (NYHA class II-IV) in pts.with systol.dysfunct. Admin.in combinat.with other HF ther.as appropr.

(S3) TABS. 50/7.6/1016, 1017, 1018

723103-001: (24/26 mg), 50 mg, 28, R889,27
723104-001: (49/51 mg), 100 mg, 28, R889,27
723104-002: (49/51 mg), 100 mg, 56, R1 778,57
723105-001: (97/103 mg), 200 mg, 56, R1 778,57
Dosage: Do not start ther.until 36 hrs.aft.discont. ACE inhib.ther.

Start.dos.for pts.prev.using high dos.ACE/ ARB: 100 mg 2xdly. Start.dos.for pts.curr.on low dos.ACE/ARB: 50 mg 2xdly. Dos.up titrat.by resembl.dos.every 3-4 wks.recomm.until targ.dos. of 200 mg 2xdly achiev.of tol. Each dos.increm.to be preced.by hypotens./ren.funct.& ser.K+ eval.
Contraindications: Concom.ACE inhibit, angioed. hist. relat.to prev.ACE inhib/ARB ther., hered./ idiopath. angioed, hypertroph.obstruct. cardiomopathy, bil.ren.art.stenos., ren.arter. stenos. with sngl.kidn., aort.valve stenos., concom. K+-spar. diuret., porphyr., Li ther., concom.ren. antagon. eg aliskiren, pregn.& lactat., sev.ren. funct. impairm., concom.aliskiren/aliskiren cont. prod.

Side effects: Anaem., hypersens., hyper-/hypokalaem., hypoglycaem., dizzin., postur.dizzin., headache, vertigo, hypotens., syncope, orthostat. hypotens., cough, diarrh., naus., gastrit., prurit., rash, angioed., ren.impairm., ren.fail., fatig., asthen., gynaecomast., fall, back pain, influenza, nasopharyngit.

Warnings and special precautions: Discont.if pregn. occurs/contemplat., do not admin with another ACE inhibit./ARB, 36 hrs.to elapse betw last dose of ACE/ARB or last dose of Entresto & init.ACE/ARB, consid.adjust diuret./other concom. antihypertens.med.dos.& treat other hypotens. causes if hypotens.occurs, correct vol/Na deplet./ bef.init., discont./down titrat.if ren.funct.signif. decr., implement meas.to decr.any hyperkalaem., monit.ser.K+ in pts.at risk, discont.immed.if angioed. report.& do not re-chall., incr.angio-oed. susceptibil.poss.in black pts., caut.with concom. statins/PDE-5 inhibit., no stud.in sev.hepat. impairm. theref.not recomm.,safety in pts.bel.18 yr.not est., low.start.dos in pts.over 65 yrs.

Drug interactions: Incr.system.expos.of statins, sildenafil incr.BP reduct., incr.ser.K+ lev with K--spar. diuret./K- supplem.or K-salt substit., NSAID’s incr.risk of worsen.ren.funct.& incr.BP, system. expos.incr.with OATP1B1/ OATP1B3/ OAT3 inhibit. (eg rifampicin/ciclosporin) or MPR2 (eg ritonavir).
See also MDR page 523.
 XE "Maklitio" MAKLITIO 20 MG, Macleods [P/S] 

Sildenafil citr.

Indications: Pulm.arter.hypertens.

(S4) TABS, 51/7.1.5/0406

3005883-001: 20 mg, 90, R1 155,73
Dosage: Adults: Recomm.dos: 20 mg 3xdly. Effic.not est.in suffic.number of pts.beyond 12 wks.treatm.

Poss.dos.adjustm.with co-admin. bosentan/ other CYP3A4 induc.
Contraindications:Use of nitric oxide donors/ org.nitrates/ nitrites, concom.potent CYP3A4 inhibit.eg. ritonavir/ erythromycin/ saquinavir/ ketoconazole/ itraconazole, sev.hepat./ ren.impairm., syst.BP<90/50, not recomm.in pulm.veno-occlus.dis., inadeq.data for use in pregn., breast feed., S&E.not demonstrat.in childr.

Side effects: Freq: Cellulit., influenza, sinusit., anaem., fluid retent., insomn., anxiety, haeadache, migr., trem., paraesth., burn. sensat., hypoaesth., vis. acuity reduc., retin. haem., vis. disturb., photoph., diplop., chromatops., cyanops., abnorm. sensat. in eye, eye irrit., hyperaem., vertigo, flush., epistax., cough, nasal rhinit., diarrh., dyspeps., gastrit., gastroenterit., GORD, haemorrh., abdom. distens., alopec., erythem., night sweats, limb pain, myalg., back pain, gynaecomast., pyrexia. Less freq: Penile haem., haematosperm. Unknown freq: Leukopen., shock, allerg. react., thirst, oed., gout, unstab. diabetes, hyperglycaem., periph. oed., hyperuricem., hypoglycaem. react., hypernatrem., depress., somnol., abnorm. dreams, atax., hypertonia, neuralg., neuropath., trem., reflexes decr., dizzin., syncope, NAION, retin. vascular occlus., vis. field defect, abnorm. vis., temp. vis. loss/ decr. vis., ocular redn./ bloodshot appear., ocular burn., ocular swell./ press., incr. IOP, retin. vascular dis./ bleed., vitreous detach./ tract. & paramac. oed., conjunct., photoph., eye haem., cataract, dry eyes & eye pain, sudden hear. loss, tinnitus, deafn., ear pain, angina pect., AV block, tachycard., palp., cardiac arrest, heart fail., abnorm. ECG, cardiomyopath., hypotens., postur. hypotens., asthma, dyspnoea, laryngit., pharyngit., sinusit., sputum incr., vomit., glossit., colit., dysphag., gastrit., esophagit., stomatit., dry mouth, rect. haem., gingivit., liver funct. tests abnorm., rash, urtic., herpes simpl., prurit., sweat., skin ulcer, contact dermatit., exfoliat. dermatit. photosens. react., arthritis, arthros., tendon rupt., tenosynovit., bone pain, myasthen., synovit., haematur., cystit., noctur., urin. freq., urin. incont., priapism, erect. incr., breast enlarg., abnorm. ejac., genit. oed., anorgasm., face oed., asthen., pain, chills, accid. fall, chest pain, accid. injury.
Special warnings and precautions: MI/ stroke/ life threaten. arrhythm.with.last 6 mnths., rest.hypotens. (<90/50)/ hypertens.(>170/110), card.fail.or coron.artery dis.caus.unstable ang., retinit. pigmentosa (minority have genet.retin. phosphodiesterase disords.), underly.CV dis.poss. affect.by vasodilat.effs.esp.in combinat.with sex. activ., anatomic.deform.of penis, condits. predispos. to priapism, sev.hepat.impairm., ensure pts.on alpha-block. ther.are haemodynamic.stable bef.init. treatm., pts. with pulm. hypertens. sec. to sickle cell anaem., bleed.disords., act.pept.ulcerat., epitax. incid.high.in pulm.arter.hypertens. second.to connect. tiss.dis.& in pts.treat.with concom.oral vit K antagon., pulmon. veno-occlus. dis., prev.non-arterit.anter. ischaem. optic neuropathy (NAION) or NAION risk fact., S&E with other PDE5 inhib. not studied in PAH pts. & such concom. use not recomm., S&E with other PAH treatm. (eg. ambrisentan, iloprost) not studied.

Interactions: Anti-aggregat.eff.of Na nitroprusside potent., clear.reduc.by inhibit of cytochrome P450 & isoforms 3A4 & 2C9 & induc. of these isoenzym.incr.clear., clear.reduc.with CYP3A4 substrates & combinat.of- & beta-block., co-admin. with ritonavir/ erythromycin/ saquinavir led to incr. in sildenafil Cmax & AUC., bosentan decr. sildenafil AUC & Cmax and sildenafil incr.AUC and Cmax of bosentan, cimetidine incr. plasma sildenafil conc. when co-admin. with sildenafil. incr., symptomat. hypotens.in a few suscept. indiv. with alpha-block.ther., potent. hypotens. eff.of nitr.

 XE "Nimotop" NIMOTOP, Bayer [P/S]

Nimodipine.

Indications: Prophylax.& treatm.of ischaem. neurologic. deficits caus.by cerebr.vasosp.follow. subarachn.haemorrh.of aneurysmal origin

(S3) TABS, [P/S] T/7.1/229.

793353-009: 30 mg, 100, R1 319,99
Dosage: Follow.IV admin.2 tabs 4 hrly x21 days. Tot.dly dos: 360 mg.

(S3) IV INFUS, [P/S] T/7.1/230.

793361-001: 10 mg/50 ml, 1x50 ml, R485,99
Dosage: Admin.via 3-way stopcock into running drip using infus.pump via centr.cathet. Do not add to infus.bag/bottle/mix.with other meds. Admin. x5-14 days,

For 1st 2 hrs.infus. 1 mg (i.e. 5 ml) each hr., incr. aft.2 hrs.to 2 mg/hr (i.e.10 ml about 30 µg/kg bm) provid.no decr.in BP observ.

For pts.with body mass of <70 kg/unstable BP start with 0,5 mg/hr or less if necess.

Dos.reduct.reqd.and discont.consid.in sev.imp.liv. funct.

Prophylact.admin: Start.ther.no lat.than 4 days aft.haemorrh & cont.dur.period of max.vasosp.risk. If haemorr.source treat.surgic.cont.IV ther.x5 days post-op then contin.with oral admin.xfurth.7 days.

Therapeut.admin: If ischaem.neurologic.disturbs. caus. by vasosp.aft.aneurysmal subarachnoid haemorrh. pres.treat as early as poss.cont.for at least 5 days upto max.14 days then cont.with oral ther. to complete 21 day treatm per. If haemorr. source treat.surgic.cont.IV ther.x5 days post-op.

Contraindications: Safety in pregn.& lactat.not est., concom.rifampicin/phenytoin/phenobarb.& carbamazepine 
Side effects: Hypotens., vasodilat., thrombocytopen., allerg.reacts., rash, headache, hyperkines., tachycard., GI disturbs., bradycard., ileus., loc reacts.with inj.admin., trans.incr.in liv.enzymes
Special precautions: Imp.liv.funct.& discont.if hypotens.occurs, do not admin.tabs & IV infus. concom., cerebr. oed., sev.rais.IC-press., systol.BP <100 mmHg, consid.potent.risk of reduc.coron. artery perfus.& myocard.ischaem.vs.benef.in unstable ang./within 1st 4 wks.aft.ac MI, monit. ren. funct.dur.treatm.with IV sol.in ren.dis./ nephrotox. drug use, due to alcoh.content of IV sol. poss.harmf.in alcohol./imp.alcoh.metabol./pregn./ breastfeed.childr./liv.dis./epilep.or alcoh. incompat. meds., avoid grapefruit juice, poss.imp. sperm funct., IV sol.reacts with PVC, use polyethylene/ polypropylene dur.infus.,do not substit. tubes supplied with IV sol.

Interactions: Rifampicin/phenytoin/phenobarb. & carbamazepine reduc.effic., plasma conc.incr.by known inhibit.of cytochrome P450 3A4, alcoh. content. may alt.other meds effs., incr.plasma conc. with quinupristin/dalfopristin/cimetidine/ valproic acid, potent.hypotens.eff.of antihypertens., grapefruit juice may incr. plasma conc., IV ß-block. may lead to mutual potent.of negat. inotrop.act., high.plasma conc.with fluoxetine, decr.plasma conc.with nortriptyline, high. zidovudine AUC with reduc.vol.distribut.& clear., potent.nephrotox.meds poss.deterior. ren.funct.also if ren.funct.already impair.
 XE "Prostin VR" PROSTIN VR, Pfizer [P/S] 
Alprostadil.
Indications: Palliat.ther.to temp.maint.patency of ductus ateriosus in neonates having duct.-depend. congenit.heart defect until correct./palliat.surg. can be perform.

(S4) INJ. Q/7.1/32. 0,5 mg/ml.

757802-028: 5x1 ml amps, R21 619,28
Dosage: 0,1 mcg/kg/min.by contin.IV infus.till desir.respon. Then decr.to lowest maint.dose.
Contraindications: Hyaline membr.dis.

Side effects: Flush., bradycard., hypotens., tachycard., card.arrest, oed., CHF , hyperaem., pneumopericardium, second degr.heart block, shock, (R) ventr.infundibulum spasm, supra ventr. tachycard., ventr.fibrill.& ventr.hypertrophy, fev., apnoea, seiz., cerebr.bleed., neck hyperextens., hyperirrit., hypotherm., jitteriness, lethargy, microcephaly, stiffn., bradyponea, bronch.wheez., hypercapn., hypoplast. lungs, pneumothorax, resp. depress./ distress, tachypnoea, diarrh., bil.atresia, gastr. regurgitat., hyperbilirubinaem., dissem. intravasc. coagulat., hypochrom.anaem., thrombocytopen., bleed., anur., haematur., ren. fail., polycyst.kidn., sepsis, peritonit., hypo/ hyperkalaem., hypoglycaem., tachyphylax.

Warnings and special precautions: Bleed. tenden., monit arter.press., ventilat., facilit.to be immed. avail., cortic.proliferat.of longbones (long-term infus.), gastric outlet obstruct.second.to antral hyperplas.
See also MDR page 685.
 XE "Revatio" REVATIO, (Viatris Healthcare) Upjohn [P/S] 
Sildenafil citr.

Indications: Pulm.arter.hypertens.

(S4) TABS. A40/7.1.5/0131

714128-001: 20 mg, 90, R6 212,40

Dosage: Adults: Recomm.dos: 20 mg 3xdly. Effic.not est.in suffic.number of pts.beyond 12 wks.treatm.

Poss.dos.adjustm.with co-admin.bosentan/other CYP3A4 induc.
Contraindications: Reg.or intermitt.concom. use of nitric oxide donors/organ.nitrates or nitrites, concom.potent cytochrome P450 3A4 inhibit.eg.ritonavir/erythromycin/saquinavir/ketoconazole & itraconazole, sev. hepat../ren.impairm., not recomm.in pulm.veno-occlus.dis., inadeq.data for use in pregn., breast feed., safety & effic.not demonstrat.in childr.

Side effects: Ser.CV events mostly in pts.with pre-exist.CV risk fact., non-arterit.anter. ischaem. optic neuropathy, headache, flush., dyspeps., back/ limb pain, diarrh., cellulit., influenza, sinusit., anaem., fluid retent., insomn., anx., migraine, trem., paraesthes., burn.sensat., hypoaesthes., reduc.vis.acuity, retin.haemorrh., vis. disturbs., photophob., diplop., chromatopsia., cyanopsia, abnorm.eye sensat., eye irrit., vertigo, bronchit., epitax., rhinit., cough, GI disturbs., haemorrh., alopec., erythema, myalg., gynaecomast., pyrex., incr. weight, uni-.or bilater. decr./loss of hear.with /without assoc.vestibul. sympts.

Report.S/E but not assoc.with PAH incl: dizzin., postur.hypotens./hypotens., ang.pector., AV block, migraine, syncope, tachycard., palpitat., card. arrest, heart fail., abnorm.ECG, cardiomyopathy, abnorm.vis.predomin.col tinge, diplop., tempor.vis.los./decr.vis., ocul. redn./-swell./-press.,/-burn., bloodshot appear., incr.IOP, retin.vasc.dis/-bleed., virtreous detachm./ -tract., paramacul.oed., conjunctivit., photophob., eye haemorrh., cataract., dry eyes, eye pain, priapism., cystit., noctur., urine freq./ incontin., breast enlargem., abnorm.ejaculat., genit.oed., anorgasm., haematur., face oed., photosensitiv.react., shock, asthen., pain, chills, accident.fall/injury, allerg.reacts., chest pain, leukopen., thirst, oed, gout, unstable diab., hyper-/hypoglycaem., hyperuricaem., hypernatraem., arthrit., arthros., tend.rupt., tenosynovit., bone pain, myasthen., synovit., CNS & nerv.syst.effs., nas.congest., asthma, dyspn., laryngit., pharyngit., bronchit., cough, incr. sputum, skin disords., tinnit., deafn., ear pain.

Warnings and special precautions: MI/ stroke/life threaten. arrhythm.with.last 6 mnths., rest.hypotens. (<90/50)/hypertens.(>170/110), card.fail.or coron.artery dis.caus.unstable ang., retinit. pigmentosa (minority have genet.retin. phosphodiesterase disords.), underly.CV dis.poss. affect.by vasodilat.effs.esp.in combinat.with sex. activ., anatomic.deform.of penis, condits. predispos. to priapism, ensure pts.on alpha-block. ther.are haemodynamic.stable bef.init. treatm., bleed.disords., act.pept.ulcerat., epitax. incid.high.in pulm.arter.hypertens. second.to connect. tiss.dis.& in pts.treat.with concom.oral vit K antagon., prev.non-arterit.anter. ischaem. optic neuropathy (NAION) or NAION risk fact.

Drug interactions: Anti-aggregat.eff.of Na nitroprusside potent., clear.reduc.by inhibit of cytochrome P450 & isoforms 3A4 & 2C9 & induc. of these isoenzym.incr.clear., clear.reduc.with CYP3A4 substrates & combinat.of CYP3A4 substrates & beta-block., bosentan decr. sildenafil AUC & Cmax and sildenafil incr.AUC and Cmax of bosentan, incr., symptomat.hypotens.in a few suscept. indiv. with alpha-block.ther., potent. hypotens. eff.of nitr.

 XE "Volibris" VOLIBRIS, GSK

Ambrisentan

Indications: To improve exerc.capac./decr.PAH sympts & delay clinic.worsen.in pulm.arterial hypertens.(PAH).

(S4) TABS, 45/7.1.3/0106, 0107
723036-001: 5 mg, 30, R7 327,45
723038-001: 10 mg, 30, R7 327,45
Dosage: Treatm.by exper.physic.only.

Init.5 mg once dly. May be incr.to 10 mg once dly.if tol.

Concom.ciclospor.A: Limit dos.to 5 mg once dly,

Contraindications: Pregn.& lactat., sev.hepat. impairm., idiopath.pulm.fibros.with/without pulm.hypertens.
Side effects: Anaem.poss.req.transfus., hypersens., headache, palpitat., flush., nas. congest., sinusit., nasopharyngit., abdom.pain, constipat., fluid retent., periph.oed., HF assoc.with fluid retent., dyspn.with worsen.from unclear aetiology, N&V, incr.hepat.transamin., hepat.injury, auto-immune hepatit.

Warnings and special precautions: Eval.hepat. funct.bef.init.& monit.for aminotransfer.elev. discont. if S&S of hepat.injury pres., auto-immune hepatit.& hepat.injury report., concom.meds. known to be assoc.with hepat.injury, optimis.auto-immune hepatit.managem.prior & dur.ther.discont. if hepatit.S&S/exacerbat.observ., monit.Hb prior to init./aft.1 mnth.& period. thereaft., manage pre-exist. fluid overload prior to init.ther., determine cause of fluid retent.if develops, consid.poss. pulm. veno-occlus.dis.if ac.pulm.oed.develops, lact. intol., teratogen.in anim.stud., excl.pregn.bef. init. ther.& practice reliable contracept.methods, testic.tubul.atrophy in male anim.with chron. admin. but eff.on human fertil.not known, not recomm. in pts.und.18 yrs., hepat.impairm.

Drug interactions: Ciclospor.A incr.expos.
 XE "Vymada" VYMADA, Novartis [P/S] 
Sacubitril, valsartan

Indications: 2nd-line ther.replac.ACE inhibit./ARB for symptomat.HF (NYHA class II-IV) in pts.with systol.dysfunct. Admin.in combinat.with other HF ther.as appropr.

(S3) TABS. 50/7.6/1019, 1020, 1021

3003698-001: (24/26 mg), 50 mg, 28, R475,00
3003712-001: (49/51 mg), 100 mg, 28, R475,00
3003714-001: (97/103 mg), 200 mg, 28, R475,00
Dosage: Do not start ther.until 36 hrs.aft.discont. ACE inhib.ther.

Start.dos.for pts.prev.using high dos.ACE/ ARB: 100 mg 2xdly. Start.dos.for pts.curr.on low dos.ACE/ARB: 50 mg 2xdly. Dos.up titrat.by resembl.dos.every 3-4 wks.recomm.until targ.dos. of 200 mg 2xdly achiev.of tol. Each dos.increm.to be preced.by hypotens./ren.funct.& ser.K+ eval.
Contraindications: Concom.ACE inhibit, angioed. hist. relat.to prev.ACE inhib/ARB ther., hered./ idiopath. angioed, hypertroph.obstruct. cardiomopathy, bil.ren.art.stenos., ren.arter. stenos. with sngl.kidn., aort.valve stenos.,concom. K+-spar. diuret., porphyr., Li ther., concom.ren. antagon. eg aliskiren, pregn.& lactat., sev.ren. funct. impairm., concom.aliskiren cont. prod.

Side effects: V.common: Hyperkalaem., hypotens., ren.impairm., Common: Anaem., hypokalaem., hypoglycaem., dizzin., headache, vertigo, syncope, orthostat. hypotens., cough, naus., gastrit., ren.fail., fatig., asthen. Uncommon: Hypersens., postur.dizzin., prurit., rash, angioed. Other but causal relationsh. undetermin: Gynaecomast., fall, back pain, influenza, nasopharyngit.

Warnings and special precautions: Discont.if pregn. occurs/contemplat., do not admin with another ACE inhibit./ARB, 36 hrs.to elapse betw last dose of ACE/ARB or last dose of Vymada & init.ACE/ARB, consid.adjust diuret./other concom. antihypertens.med.dos.& treat other hypotens. causes if hypotens.occurs, correct vol/Na deplet./ bef.init., discont./down titrat.if ren.funct.signif. decr., implement meas.to decr.any hyperkalaem., monit.ser.K+ in pts.at risk, discont.immed.if angioed. report.& do not re-chall., incr.angio-oed. susceptibil.poss.in black pts., caut.with concom. statins/PDE-5 inhibit., no stud.in sev.hepat. impairm. theref.not recomm., safety in pts.bel.18 yr.not est., low.start.dos in pts.over 65 yrs.

Interactions: Incr.system.expos.of statins, sildenafil incr.BP reduct., incr.ser.K+ lev.& ser. creatinine with K--spar. diuret./K- supplem.or K-salt substit., NSAID’s incr.risk of worsen.ren.funct.& incr.BP, system. expos.incr.with OATP1B1/ OATP1B3/ OAT3 inhibit. (eg rifampicin/ciclosporin) or MPR2 (eg ritonavir).

See also MDR page 583.
7.5.1
After-load reducers
 XE "Isoket" ISOKET 0,1%, GSK [P/S]

Isosorbide dinitrate

Indications: Sev.ang.pect.(unstable/vasospast.), ac.myocard.infarct., ac.(L) ventric.fail.

(S3) SOL FOR INFUS, W/7.1.4/360. 1 mg/ml
791806-006: 10x10 ml amps, R548,24
Dosage: Admin.aseptic.dil.sol.as IV admixture in 0,9% NaCl/5% dextr.with aid of syr.pump in hosp. und.contin.CV monit. Never inj.direct.as bolus. Consid.Na overload if 0,9% NaCl used. Use invas.haemodynam.measurem.in follow-up examinat.
Init: 1-2 mg/hr adjust.indiv. Max.dos.not exceed. 12 mg/hr. Heart fail.pts.may req.dos.up to 20 mg/hr.

Contraindications: Nitrates/nitrites hypersens., low L ventric.fill.press., hypertrophy.obstruct. cardiomyopathy, cardiogen.shock, sev.hypotens., mark. anaem., head trauma, cerebr.haemorrh., hypovolaem., clos.angle glauc., dis.assoc.with incr. IC-press., constrict.pericardit., card.tamponade, circulat.collapse, aortic/mitr.stenos., concom. phosphodiesterase 5 inhibit., sol.guanylate cyclase stimulat.riociguat
Side effects: Freq: Headache, light headedn.in upright posit., dizzin., drowsin., reflex tachycard., hypotens.on stand., feel.of weakn. Less.freq: Sev.hypotens.poss. lead.to ang.pect.exacerbat., circulat.collapse somet.accomp.by bradydysrhythm. & syncope, N&V, heartburn, allerg. skin reacts., flush., angioed., Stev.-John. syndr. Freq.unknown: Hypotens.with sympt.of cerebr. ischaem./mark.BP drop/cyanos./ methaemoglobinaem./cold skin/imp.resp.& bradycard., hypox., exfoliat.dermatit.
Special warnings and precautions: Do not use PVC infus.mat.as signific.activ.loss.with prolong. contact, hypothyroid., hypotherm., malnutrit., sev. liv/ ren.dis., orthostat.hypotens., use simultan.with eith.posit.inotrop.meds/assist.circulat.& contin. haemodynam.monit when infus.absolut.need.with init. hypotens.& low ventric.fill.press., poss. tol. theref.contin.high dos.to be avoid., monit.BP & pulse, hypoxaem.& ventilat.perfus.imbal.due to lung dis./ischaem.HF, avoid alcoh., phosphodiesterase inhibit.contain.prod.not to be taken dur.maint./ac.ther., control.Na diet, safety in pregn.& lactat.not est, excret.in breast milk poss.caus. methaemoglobinaem.in infts., safety & effic.in childr. not est., sev.ren./hepat.impairm., eval.effs.bef.driv./perform.complicat.tasks.
Interactions: Enhanc.hypotens.eff.with phosphodiesterase type 5 inhibits., hypotens.eff.of meds. with BP low.propert.potent.& poss. neurolept. & TCA's, dihydroergotamine bld.lev. incr., hypotens.with riociguat, concom.sapropterin cont.meds.with any vasodilat.act.subst.affect. nitric-oxide metabol./act.
7.5.2
Peripheral vasodilators
PAPAVERINE 60 (MDR Listing)
 XE "Dyna Pentoxifylline SR" DYNA PENTOXIFYLLINE SR, Pharma Dynamics [P/S]
Pentoxifylline

Indications: Symptomat. relief of intermitt. claudicat.assoc.with chron.occlus. arter.limb disords & trophic ulc., Raynaud syndr.

(S2) SR TABS, A36/8/0282

709077-001: 400 mg, 30, R304,77
Dosage: 1 tab 2-3xdly aft.meals.

Contraindications: Cerebr./extens.retin. haemorrh., ac.MI, concom.ketorolac as bld.risk incr.&/prothromb.time prolong, safety in pregn.& lactat.not est.

Side effects: Naus., GI disturbs., dizzin., headache, flush., ang.pect., palpitat., card. arrhythm., hypersens.reacts., bleed.events in assoc.with bleed.risk fact.

Special precautions: Ischaem.heart dis., hypotens., cirrhos., imp.ren./liv.funct., unstable circulat., pts.at risk from BP reduct.
Drug interactions: Eff.of antihypertens.agent potent., high parenter.dos.may enhanc. hypoglycaem. act.of insul/oral antidiabet.

 XE "Serc" SERC, Abbott Laboratories South Africa (Pty) Ltd
See Section 1.8
7.6
Vasoconstrictors
GLYPRESSIN (MDR Listings)
 XE "Akrinor" AKRINOR, AI Pharm Ltd

Cafedrine HCl 100 mg, theodrenaline HCl 5 mg

Indications: Circulat.weakn./collapse, prim.-/second.-& orthostat.hypotens.

(S3) TABS, G2904

701513-004: 30, R291,63
Dosage: Swallow whole. Adults: 1-2 tabs.1-2xdly. Reduc.dos.aft.5-10 days. Childr.: 1 tab.in morn.

Contraindications: Mitral stenos., glauc., beta-block.ther.

Side effects: Palpit., poss.intens.angin.effs.

Special precautions: Ang.pts., pregn.

Drug interactions: Poss.major fall in heart rate with beta-block.
 XE "Effortil" EFFORTIL, Pharmaco [N/P/S in C]

Etilefrine HCl.
Indications: Hypotens.in circulat.fail., dur. anaesth., post-op.

(S2) AMPS. F/5.1/197. 10 mg/ml.
722359-004: 5x1 ml, R228,71
Dosage: Adults: 3-6 amps dly. Childr.und. 1 yr: ½-1 amp dly. 4 yrs: up to 1½ amps dly. 8 yrs: 1-2 amps.dly. 13 yrs: 1½-3 amps dly. Admin.IVI, IV infus, IM, SC.
Contraindications: Phaeochromocyt., narr.angl. glauc., thyrotoxic., prostat.hypertrophy with urin. retent., hypertens., coron.heart fail., hypertroph. obstruct.cardiomyopathy, 1st trimest.pregn., lactat.

Side effects: Palpitat., tachycard., anx., sweat., insomn., naus., trem., press.sensat.in head, in hypersens. pts.angin.pain, card.arrhythm.& unwant. B/P incr.

Special precautions: Excl.heart valve/centr. arter.stenos.as cause of hypotens.1st., card. arrhythm., tachycard., sev.CV disords., safety in 2nd & 3rd trimest.of pregn.not est.

Drug interactions: Eff.enhanc.by guanethid., mineralocorticoids, sympathomimet./subst.with sympathomimet.activ., halogen.aliphat.hydrocarb. may enhanc.eff.of sympathomimet.agents on the heart, effs.part./complet.abolish.by adrenerg. block. agents.

 XE "Glypressin" GLYPRESSIN, Ferring 
Terlipressin

Indications: Bleed.oesophag.varices.

(S4) SOL.FOR INJ. 43/21.13/0829.

722839-001: 0,1 mg/ml, 5x8,5 ml amps, R2 341,32
Dosage: Init.IV inj.of 17 ml (2 amps) giv.4 hrly. Ther. to be maint.until bleed.contr.for 24 hrs.but up to max. of 48 hrs. Dos.may be adjust.to 8,5 ml (1 amp) IV 4 hrly.in pts.with bm< 50 kg or in case of adverse eff.
Contraindications: Sept.shock where card. output low, childr., mix.with other meds., pregn.

Side effects: Paleness, incr.BP, GI disturbs., headache, hyponatraem., card. disords.incl.MI/CF, chest pain, fluid overload with pulm.oed., periph. vasoconstrict./ ischaem./cyanos., hypertens., intest. ischaem., hot flush., resp.distress/fail., dyspn., skin/inj.site necros., uter.constrict., decr. uter.blood flow.

Warnings and special precautions: Monit. BP/heart rate/fluid bal., hypertens./recogn.heart dis., contr.sod.diet, elderly, special.supervis.with facilit. for CV/haemat./electrol.monit., do not use in breast feed.women.

Drug interactions: Incr.hypotens.eff. of non-select. β-blocks. on port.vein, low.heart rate/card. output with concom.meds.with a known bradycard. eff.
See also MDR page 284.
7.7
Hipolipidaemic agents
7.7.1
Fibrates
 XE "Bezalip" BEZALIP, Teva [P/S]

Bezafibrate.

Indications: Prim.hyperlipidaem.type 11a, 11b, 111, 1V & V (Fredrickson class) when diet & lifestyle improvem.not adeq., second hyperlipidaem. when improvem.insuffic.aft. correct. underly.disords.

(S3) RETARD TABS, S/7.5/270

779644-018: 400 mg, 30, R247,50
Dosage: Swall.whole.1 tab.in morn.or even.with/ aft. meals.
Contraindications: Liv.dysfunct., dialys., dialys. with imp.ren.funct., nephrot.syndr., other fibrate hypersens., concom.HMG CoA reduct.inhibit.in pts. with myopathy predispos.facts., known photoallerg. /phototox.reacts.to fibrates, insuffic. exper.in childr., MAOI with hepatotox.potent., pregn. & lactat., Retard Tabs: elderly.

Side effects: Gallston., musc.weakn./cramps, myalg., rhabdomyolys.prim.with imp.ren.funct., GI disturbs., pancytopen., thrombocytopen., hypersens. reacts., dizzin., headache, cholelithias., cholestas., skin reacts.incl.thrombocytopen., purpura/ erythema multiforme/Stev.-Johns.syndr. & tox.epiderm.necrolys., photosens.reacts., alopec., erect.dysfunct., ac.ren.fail.
Special warnings and precautions: Fatty liv., gall.bladd.dis. with/ without cholelithias., concom.oestrog. contracept., poss.rhabdomolys.risk with HMG CoA reduct. inhibits.theref.admin.in except.case only & monit. clos.for myopathy sympts., discont.combin. ther. immed.in case of myopathy, pts.receiv.with cholestyramine 2 hrs.interv betw.medic., monit. bld. clott.status with concom.coumarin, imp.ren. funct. with concom.immuno-suppress.ther.in transpl. pts., instit.diet.meas., grad.dos.incr.in gastric sensit., adjust dos.accord.to ser.creatin. lev. in ren.insuffic., monit.liv.funct.& triglycer.lev. 3x dur.1st 8 wks.(discont.if no signif.reduct.), elderly.

Interactions: Poss.incr.lipid lev.with oestrogs., cholestyramine imp.absorpt., poss. interact. with oral coumarin anticoags., act.of insul. & sulphonylureas poss.potent., poss.myopathy with dos.reduct.

 XE "Dyna Bezafibrate 400 SR" DYNA BEZAFIBRATE 400 SR, Pharma Dynamics [P/S]

Bezafibrate.

Indications: Prim.hyperlipidaem.type IIa, IIb, IV (Fredrickson class)

(S3) SR TABS, 36/7.5/0280

710122-001: 400 mg, 30, R267,75
Dosage: Instit.diet.meas.,
1 tab.in even.aft.meal.
Contraindications: Sev.liv./kidn.dysfunct., prim. bil.cirrhos/gallstones or gallbladd.disords., safety in pregn.& lactat.not est., MAOI with hepatotox. potent.

Side effects: GI disturbs., headache, dizzin., fatig., drowsin., skin rash, prurit., alopec., impot., anaem., leucopen., hepatomegaly.
Special precautions: Hypoalbuminaem.states, reduc.concom.anticoag.dos., monit.triglycer./tot. cholester.& HDL lev.3x dur.1st 8 wks.& discont.if no signif.triglycer.& tot.cholester.reduct., pts.to consult dr.if musc.pain/tendern./weakn.develop, 2 hr.interv.betw. cholestyramine & bezafibrate admin.

Drug interactions: Cholestyramine imp. absorpt., poss.interact.with oral coumar.anti-coagul., act.of insul.& sulphonylureas poss. potent.

 XE "Lipanthyl" LIPANTHYL, Abbott [P/S]

Fenofibrate (micronis.)

Indications: Hyperlipoproteinaem.type IIa, IIb, III & IV when appropr.diet not suffic.& assoc.risk fact. pres.

(S3) CAPS, 30/7.5/0494.
705708-001: 200 mg, 30, R416,74
Dosage: 1 cap dly dur.main meal.in conjunct. with indiv.diet.meas. Discont.ther.if adeq. respons.not achiev.within 3 mnths.
Contraindications: Pregn., lactat., ren.lithias., imp.ren./liv.funct.

Side effects: GI disords., skin reacts., headache, vertigo, fatig., alopec., sex.asthen., musc.cramps incl.myositis/myopathy & mark.CPK elev., rhabdomyolys., gallstones report.but caus. relationship inconclus., hepatit.
Special precautions: Reduc.dos.accord.to creatinine clear.in ren.dysfunct., monit.ser. transamin.3 mnthly.dur.1st 12 mnths.discont.if SGPT elev.>100 IU, reduc.concom.anticoag.dos. by 1/3 when init. ther.grad.adjust.if necess., monit. pts.at risk of musc.toxic., discont.if myopathy suspect./CPK rises to 10xULN, concom. HMG CoA reduct.inhibit.&other fibrates incr.risk of ser.musc.toxic., monit.gluc.tol.
Drug interactions Poss.interact.with drugs metabol. by microsom.mix.-funct.oxidases., poss. interact.with oral hypoglycaem.agents., anticoag. act.potent.

 XE "Sandoz Bezafibrate" SANDOZ BEZAFIBRATE 400, Sandoz [P/S]

Bezafibrate.

Indications: Prim.hyperlipidaem.type IIa, IIb, III, IV & V, second.hyperlipidaem.

(S3) TABS. 29/7.5/0435.
828300-003: 400 mg, 30, R243,30
Dosage: 200 mg 3xdly with/aft.food. 

Maint: 400 mg dly.
Contraindications: Pregn., lactat., sev.ren. dysfunct., liv.dysfunct., prim.bil.cirrhos., gallston. & gall-bladd.disords., nephrot.syndr., dialys.with ren.dysfunct., MAOI with hepatot.potent.

Side effects: GI disords., mass gain, CNS eff., skin rash, alopec., impot., bld.dyscras., myosit.-like pains or musc.weakn., CV disords incl.card. arrhythm., cholecystit., gallstones, pancreatit.

Special precautions: Adjust dos.accord.to ser. creatinine lev.in ren.insuffic., monit.liv.funct.& triglycer.lev.3xdur.1st 8 wks.(discont.if no signific. reduct.), with cholestyramine 2 hrs.interv.betw. medic.

Drug interactions: Cholestyramine imp.absorpt., poss.dos.reduc.with coumarin, act.of insul.& sulphonylureas poss.potent.

7.7.2
HMG-CoA reductase inhibitors (Statins)
 XE "Adco-Simvastatin" ADCO-SIMVASTATIN, AI Pharm Ltd [P/S]
Simvastatin.
Indications: Reduct.of elev.tot.cholester.& LDL-cholester.in prim. hypercholesterolaem.when respons. to diet & other nonpharmacolog.meas. inadeq.,  reduc.coron.death/non-fat.MI/risk for undergo.myocard.revasculat.proced.& slow. coron.artheroscleros.progress in pts.with est. coron. heart dis.& hypercholesterolaem. unrespons. to diet.

(S4) TABS. 35/7.5/0277,0278,0279

701276-003: 10 mg, 30, R31,52
701279-003: 20 mg, 30, R33,30
701281-003: 40 mg, 30, R37,20
Dosage: Cholester.-low.diet prior to & dur.treatm.
Hypercholesterolaem: 10 mg/day in even. Adjust dos.if reqd., at interv.of not less than 4 wks., to a max.of 40 mg/day in even.

Coron.heart dis: 20 mg/day in even. Adjust dos. as above if reqd.

Concom.ther: Bile acid sequestr: Admin.1 hr. bef./ 4hrs.aft.cholestyramine.

Contraindications: Ac.liv.dis., unexplain. persist. ser.transaminas.elev., porphyr., pregn. & lactat., female pts.of child-bear.potent., safety & effic.in paed. pts.not est.

Side effects: GI disturbs., CNS effs., skin reacts., prurit., bld.dyscras., alopec., myalg., paraesthes., blurr.vis., rhabdomyolys., hepatit., jaund., pancreatit., myopathy, mass gain, periph. neuropathy, hypersens.reacts.
Special precautions: Not effect.in homozygous  famil. hypercholesterolaem./hypertriglyceridaem., concom.immunosuppress./fibric acid derivat./ niacin with HMG-CoA-reduct.inhibit.result.in rhabdomyolysis, liv.funct.tests.recomm.bef. start. treatm.& period.thereaft., substant.alcoh. consumpt., liv.dis.hist., monit.for myopathy & discont. if myopathy occurs/suspect., withdr. tempor .in pts receiv.cyclospor.if system.azole derivat.antifung.reqd., with concom.coumar. anticoags. monit.prothrom.lev.when init.ther.& dur.early ther.

Drug interactions: Anticoag.eff.of coumar. anticoags. potent., digoxin lev.incr., propranolol decr.mean max.conc., mibefradil incr.conc.

 XE "Aspavor" ASPAVOR, (Viatris SA) Upjohn [P/S] 
Atorvastatin

Indications: Adjunct.to diet for reduc.of elev.tot.-cholester., LDL-cholester., apolipoprot.-B & triglyceride lev. & to mod.incr.HDL-cholester.lev.in prim. hypercholesterolaem.(heterozygous famil.& non-famil.hypercholesterolaem.) & combin./mix. dyslipidaem., reduc.tot.-C & LDL-C in homozygous familial hypercholesterolaem.as adjunt.to other lipid low.treatm.or if such treatm. unavail., in paed. pts. 10-17 yrs.as adjunct.to to diet reduc.total-C, LDL-C & apo B lev.in boys/postmenarch.girls with heterozyg.famil.hypercholesterolaem.if aft.adeq. diet ther.trial foll.pres: LDL-C remain.≥ 4,98 mmol/L (190 mg/dL) or LDL-C remain.≥ 4,04 mmol/L (160 mg/dL) and posit.fam.hist.of prem.CV dis./ 2 or more other CVD risk fact.pres, CV complic. prevent.reduc.risk of ischaem.CV & cerebrovasc. dis.where no clinic.evid.of CV dis.& with/ -out dyslipidaem.but with multipl.CHD risk fact. second.prevent.of CV events prev.in pts.with clinic. evid.CHD & incr.cholestr.lev.

(S4) TABS. A39/7.5/0017, 0018, 0019, 43/7.5/0837

708121-001: 10 mg, 30, R30,00

708122-001: 20 mg, 30, R31,50
710912-001: 40 mg, 30, R39,52

720211-001: 80 mg, 30, R108,59
Dosage: Cholest.-low.diet bef.init.& dur.ther. 10 mg once dly. Indiv.accord.to basel.LDL-C lev., therap.goal, pt.respons. Adjust dos.only aft. 4 wks.or more. Max.recomm.dos: Depend.on indic.

Prim. hypercholesterolaem.& combin.(mix.) hyperlipidaem: 10 mg once dly. Therap.respons. evid.within 2 wks.& max.respons.achiev.with. 4 wks. & maint. dur.chron.ther.

Heterozygous famil.hypercholesterolaem: Paed.pts. (> 10-17 yrs): Init.10 mg/day with max. recomm.dos. 20 mg/day.

Homozygous famil. hypercholesterolaem: Adults: Most pts.respond to 80 mg.

CV complic.prevent: Dos.range: 10-80 mg once dly.
Contraindications: Act.liv.dis., persist.unexpl. elev. ser.transaminas.exceed.3x ULN, concom. diltiazem/rifampicin/grapefruit juice, Child-Pugh B & C, pregn., breastfeed., women of childbear. potent.unless adeq.contracept., lact.intol.
Side effects: Rhabdomyolys.with/without ren. impairm., flu-syndr., headache, accid.inj., GI disturbs., back/chest pain, myalgia, arthralg., allerg. reacts. incl.anaphylax., asthen., sinusit., pharyngit., skin reacts. incl.Stev.Johns.syndr./tox. epiderm. necrolys./erythem.multiforme, bld. dyscras., tinnit., pancreatit., malaise, periph.oed., fatig., hepatit., cholestat. jaund., tendon rupt., hyper./-hypoglycaem., anorex., weight gain, CNS eff., dizzin., periph.neuropathy, dysgeus., hypoaesthes., paraesthes., myosit., musc.cramps, myopathy, insomn., impot., alopec., immune mediat. necrotis.myopathy.

Warnings and special precautions: Inform.pts. of potent.hazards to foet., monit.liv.funct. bef.init. ther.& per.as clinic.indic., withdr.ther.in case of ser. liv.inj. with clinic.sympt.&/hyperbilirubinaem./ jaund., heavy alcoh.ingest.&/ liv.dis.hist., monit. with digoxin/OC’s/warfar./fusidic acid, concom. colchicine, avoid grapefruit juice, report.unexpl. musc. pain./tend./weakn.esp.if accomp.by fev./ malaise, discont.ther. if CPK lev.are marked.elev.or myopathy is diagn./susp., withdr.in ac./ser.condit. suggest.of a myopathy/having a risk fact. predispos. to ren.fail. developm.second.to rhabdomyolys., avoid concom.telaprevir/tipranavir plus ritonavir, concom.protease inhibits.combinat., excl. second.caus.& perf.lipid profile bef.init.ther., lipid low.ther.to be comp.of multip.risk-fact.interv. where artherosclerot. vasc.dis.pres., lipid alter. agents to be used in addit.to diet restrict.in satur. fat & cholestr.only when respons.to diet & non-pharmacolog. meas.been inadeq., temp.susp.with concom. fusid.acid ther., incr.haemorrh.stroke risk in pts.who had haemorrh.stroke/TIA with.preced. 6 mnths., concom.rifampicin not recomm., limit. exper.in paed.pts.with sev.dyslipidaem.

Drug interactions: Myopathy risk incr.with concom.immunosuppress.agents/fibric acid derivat./ niacin/cytochrome P450 3A4 inhibits., poss. incr.plasma conc.with concom.cytochrome P450 3A4 inhibits., poss.incr.bioavail.with OATP1B1 inhibit.e.g.ciclosporin, steady-state plasma conc.of digox.incr., AUC values of norethindrone & ethinyl estradiol incr., poss. myopathy with colchicine, poss.incr.AUC & Cmax with itraconazole, grapefr.juice poss.inhib. CYP 3A4 & incr.plasma conc., decr.plasma conc.with oral antacids cont. Mg & Al, sev.musc.probl.incl. rhabdomyolys. with fusid.acid, incr.plasma conc. with protease inhibits./erythromycin, incr.AUC with diltiazem HCl, plasma conc.decr.with colestipol although LDL-C reduct.was great.in combin. than when either med was giv.alone., reduc. plasma conc.with cytochrome P450 3A4 induc.
 XE "Aspen Pravastatin" ASPEN PRAVASTATIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Pravastatin sod.
Indications: In combinat.with diet to decr. elev. ser.tot.cholesterol & LDL cholesterol in prim. hypercholesterolaem./ heterozyg.familial hypercholesterolaem/ mix.hyperlipidaem.when respons.to diet/ other non pharmacolog.meas. alone not adeq., to reduc.tot.mortality by reduc. coron. death/reduc.risk of non-fat.MI/ reduc.risk of undergoing myocard. revascularizat.proced.& slow.progress.of coron. atheroscleros.in pts. with CHD & hypercholesterolaem.unrespons.to diet.
(S4) TABS, 38/7.5/0123, 0139, 0140

705212-001: 10 mg, 30, R240,50
705213-001: 20 mg, 30, R307,10
705214-001: 40 mg, 30, R358,73
Dosage: In combinat.with cholesterol-low. diet. Is effect.in combinat.with bile acid sequestrants.
Adults: Hypercholesterolaem: 10 mg/day as sngl. even. dos. Reduc.if LDL-cholesterol falls bel. 1,94 mmol/L or tot.plasma chol. lev. fall bel.3,6 mmol/L
Cor.heart dis: Init.20 mg/day as sngl.even.dos.

If necess.adjust dos.at interv.of not less than 4 wks. up to max.80 mg/day as sngl. even.dos.

Contraindications: Other HMG-CoA reduct. inhibit.hypersens., ac./chron. liv.dis., unexplain. persist. elev.ser. transaminas., pregn.& lactat., women of child bear.potent., safety in porphyr. not est.

Side effects: Freq: Myalg., musc.cramps, skin rash, alopec., headache, dizzin., fatig., paraesthes., periph.neuropathy. Less freq: myopathy, myosit., rhabdomyoloys., hypersens. reacts.incl.angioed., constipat., diarrh., N&V, flatul., dyspeps., abdom pain & cramps pancreatit., mass gain, anaem., neutropen.

Warnings and special precautions: Act. metabol.fetotox.& teratogen.in rats, safety & effic.in paed.pts.not est., subst.alcoh.ingest., liv.dis.hist., predisposit.to ren.fail.second.to rhabdomyolysis, sev.ren.insuffic., monit.liv.funct. bef. init. ther.& reg.dur.ther.discont.if rise in transaminase lev.persist./incr.3x or more of upper limit of norm., pt.to report.unexplain. sympts. indicat. myopathy, discont.ther.if myopathy diagnos./suspect., lact.intol., safety in pregn.& lactat.not est., admin.1 hr.bef./4 hrs.aft. cholestyramine.

Interactions: Incr.plasma lev.with meds. that inhibit.cytochrome P450 isoenzyme CYP3A4 (e.g. cyclospor./itra-/ketoconazole/erythro-/clarithromycin/ HIV prot.inhibit.& nefazodone) incr. myopathy risk, incr.myopathy risk.with other meds. known to cause myopathy (e.g fibrates & niacin) when max.10 mg dly recomm., discont. ther. tempor.in pts.receiv.cyclospor.if system. azole antifung.ther.reqd., digox.lev.incr., anticoag. eff.of coumar. anticoags. poss.incr., monit. INR bef.init.& reg.dur.concom. anticoag. ther., concur.cholestyramine decr.bioavail.

 XE "Aspen Simvastatin" ASPEN SIMVASTATIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Simvastatin.
Indications: Reduct.of elev.tot.cholester.& LDL-cholester.in prim.hypercholesterolaem./ heterozygous familial hypercholesterolaem./mix. hyperlipidaem.when respons.to diet & other nonpharmacolog.meas.inadeq., reduc.coron. death/non-fat.MI/risk for undergo.myocard. revasculat.proced.& slow.coron.artheroscleros. progress in pts.with est. coron. heart dis.& hypercholesterolaem. unrespons.to diet.

(S4) TABS. 37/7.5/0335, 0336, 0337

706714-001: 10 mg, 30, R44,01
706715-001: 20 mg, 30, R44,01
706716-001: 40 mg, 30, R44,01
Dosage: In combinat.with cholester.low.diet. Concom.ther: Bile acid sequestr: Admin.1 hr. bef./ 4hrs.aft.cholestyramine.

Hypercholesterolaem: Init: 10 mg/day as sngl. dos. in even.

Coron.heart dis: Init: 20 mg/day as sngl.dos.in even.

Dos.adjustm: Adjust dos.if reqd.at interv.of not less than 4 wks., to a max.of 80 mg/day as sngl. dos.in even.

Contraindications: Other HMG-CoA reduct. inhibit.hypersens., ac./chron.liv.dis., unexplain. persist.serum transaminas.elev., porphyr., pregn. & lactat., female pts.of child-bear.potent.

Side effects: GI disturbs., anaem., neutropen., skin reacts., alopec., myalg., musc.cramps, myopathy, rhabdomyolys., CNS effs., paraesthes., periph. neuropathy, hypersens.reacts.incl.lupus-like syndr., mass gain.
Special precautions: Fetotox.& teratogen.in rats, incr.myopathy risk with concom.meds. caus. myopathy, outweigh benef.-risk with concom. immunosuppress./ fibrates/lipid.low.niacin.dos.& do not exceed dos of 10 mg/day, determ.INR when init. ther.& monit.dur.early ther.with interv.usually recomm.for pts.on coumar.anticoags., sev.ren. impairm., substant.alcoh.consumpt., liv.dis.hist., predisposit.to develop. ren.fail.second.to rhabdomyolys., LFT advis. bef.start.treatm.& period. until 1 yr.aft.last dos.escalat., discont.in case of persist.ser.transamin.lev.incr., monit.for myopathy & discont.if myopathy occurs/suspect., withdr. tempor.in pts receiv.cyclospor.if system. azole derivat.antifung.reqd., concom.meds.inhibit. P450 CYP3A4 e.g. cyclospor./itraconazole/ ketoconazole/erythromyc/clarithromyc./HIV proteas. inhibit.not recomm., lact.intol.

Drug interactions: Meds.inhibit.P450 CYP3A4 poss.incr.plasma lev., digoxin lev.incr., anticoag. eff.of coumar.anticoags.incr., bile acid sequestr. decr.bioavail., myopathy/rhabdomyolys.risk incr.by concom.amiodarone/verapamil at high simvastat. dos. when max.simvastat.dos.of 20 mg/day recomm.

 XE "Astor" ASTOR, (Cipla) Watson [P/S]

Atorvastatin

Indications: Adjunct.to diet to reduc.elev.tot.-cholesterol/ LDL-cholesterol/ apolipoprot.B & triglyceride levs.in prim.hypercholesterolaem./ heterozygous familial hypercholesterolaem. & mix. dyslipidaem., reduc.tot.-cholesterol & LDL-cholesterol in homozygous familial hypercholesterolaem. as adjunct to other lipid low.treatm.or if such treatm.unavail.

(S4) TABS. 44/7.5/1054, 1055, 1056, 1057

719185-001: 10 mg, 30, R30,00
719186-001: 20 mg, 30, R31,50
719187-001: 40 mg, 30, R51,60
719189-001: 80 mg, 30, R108,59
Dosage: Cholester.low.diet in place.
Heterozygous familial hypercholesterolaem. & mix.dyslipidaem: Init.10 mg dly. May be adjust. at 4 wk.interv.up to max.80 mg dly.
Homozygous familial hypercholesterolaem: 10-80 mg once dly. As adjunct to lipid-lower. treatm.such as LDL apheres.or if such treatm.are unavail.

Cardiovasc.complic.prevent: Usual dos: 10 mg once dly.

Contraindications: Other HMG-CoA reductase inhibit. hypersens., act.liv.dis./persist.unexpl.elev. ser. aminotransferase exceed.3 times norm.value, safety & effic.in pregn., lactat.& childr.not est., plann. pregn., pts.with Child-Pugh B & C liv.impairm., concom.rifampicin/diltiazem/ grapefruit juice.
Side effects: Incr.ser.transamin.lev., myopathy, rhabdomyolys. with/without ren.impairm., bld. dyscras., hypersens.reacts.incl.angioed./ anaphylax., hypo-/hyperglycaem., weight gain, anorex., insomn., dizzin., headache, paraesthes., hypoaesthes., periph.neuropathy, CNS effs.incl. cognit. impairm., blurr.vis., vis.disturbs., tinnit., hear. loss, periph.oed., sinusit., pharyngit., GI disords., dysgeus., pancreatit., hepatit., cholestat. jaund., hepat.fail., skin reacts.incl.erythema multiforme/ Stev.John.syndr./tox.epiderm. necrolys., alopec., arthralg., myalg., back/chest pain, myopathy, myosit., musc.cramps/weakn., tend. rupt., impot., gynaecomast., fatig., asthen., infect., malaise.

Special precautions: Lipid lower.ther.to be compon.of multip.risk fact.intervent.where atherosclerot. vasc.dis.risk pres., lipid-alter.agents used in addit.to diet restrict.in saturat.fat & cholester. only when respons.to diet & other non-pharmacol. meas.inadeq., excl.second.caus.prior to init. ther. & meas.lipid profile, adeq.contracept.in women of childbear.potent., allow 1 mnth.interv. aft. discont.ther. bef.plann.pregn., monit.liv.funct bef. & dur.treatm.discont.if rise in transamin.lev. persist./ incr.to 3xULN, substant.alcoh.consumpt., liv. dis./ ren.impairm.hist., rhabdomyolys.risk, concom. meds.incr.Astor plasma conc., pts.to report unexpl. musc.pain/tendern./weakn.esp.if accomp. by malaise/fev., discont.ther.if CPK lev. mark. elev.or if myopathy is diagn., concom. immunosuppress./ fibrat./lipid-lower.niacin dos., concom. ciclospor./ itraconazole/ ketoconazole/ erythromycin/ clarithromycin/ HIV-protease inhibits./ nefazodone not recomm., withdr.ther. with concom.ciclosporin, monit.with concom. fucid. acid & withdr.ther.if appropr., concom. warfar./ digoxin/OC, admin.1 hr.bef.or 4 hrs.aft. cholestyram., pts.without coron.heart dis.who had stroke/ TIA with.preced.mnths.& were init.on Astor 80 mg , haemorrh.stroke pts.on entry appear to be at risk for recurr.haemorrh.stroke, withdr. ther. in case of ser.liv.inj.with clinic.sympt.&/ hyperbilirubinaem./ jaund.occurs, risk fact. predispos. to ren.fail.second.to rhabdomyolys., CK lev. to be meas.if pt.develop.musc. tendern.dur. ther./ with concom.niacin.or immunosuppress. agents., sev.ren.funct.impairm., lact.intol.
Interactions: Incr.plasma lev.with cytochrome P450 3A4 inhibits./erythromycin, reduc.plasma conc.with cytochrome P450 3A4 induc., incr.AUC with diltiazem, sev. musc.probl.with concom.fucid. acid, incr.warfar.anticoag.eff., plasma conc.of digox. incr., bioavailabil.decr.with bile acid sequest., myopathy risk incr./myosit./ rhabdomyolys./ ac.ren.fail.with concom. immunosuppress./ azole antifung./ciclospor./ gemfibrozil/ other fibrat./macrolide antibiot./ niacin, decr.plasma conc.with antacids, incr.AUC of norethindrone/ethinyloestrad., poss.incr. bioavailabil. with inhibits.of OATP1B1 transp.syst., incr. conc.by 2,5-3,3 fold with grapefruit juice.

 XE "Atorvastatin Winthrop" ATORVASTATIN WINTHROP, Zentiva [P/S]

Atorvastatin.

Indications: Adjunct.to diet & where other non-pharmacolog. meas.inadeq.to reduc.elev.tot.-cholesterol/ LDL-cholestrol/apolipoprot.B & triglyceride levs.in prim.hypercholesterolaem. /mix. dyslipidaem.& heterozygous familial hypercholesterolaem., reduc.tot.-cholesterol & LDL-cholesterol in homozygous familial hypercholesterolaem.as adjunct to other lipid low. treatm.or if such treatm.unavail.

(S4) TABS. 43/7.5/0480, 0481, 0482

716615-001: 10 mg, 30, R36,70

716616-001: 20 mg, 30, R38,95

716617-001: 40 mg, 30, R68,24

Dosage: Cholesterol low.diet in place. Dos. determin. indiv.accord.to start.LDL cholestrol lev., treatm.aim & pt.respons.

Usual start.dos: 10 mg as sngl.dly.dos. Adjust dos. at interv.of 4 wks.or more. Max.dos: 80 mg once dly.

Concom.ciclosporine: Dos.not to exceed 10 mg.

Prim.hypercholesterolaem.& combin.(mix.) hyperlipidaem: 10 mg once dly. Therap.respons. within 2 wks.& max.respons.usual.achiev.within 4 wks. Respons.maint.dur.chron.ther.

Heterozygous familial hypercholesterolaem.: Init.10 mg dly. Indiv.& adjust every 4 wks.to 40 mg dly. Thereaft.bile acid sequestr.maybe combin.

Homozygous familial hypercholesterolaem: As compass.use in uncontrol.study most pts. Respond. to 80 mg.

Contraindications: Act.liv.dis./persist. unexplain. elev.ser.transaminas.exceed.3x norm.value, pregn., lactat., women of childbear.potent.not using adeq.contracept., safety & effic.in childr. not est., heredit.galact.intol., Lapp lactase defic., gluc-galact.malabsorpt.

Side effects: GI disords., thrombocytopaen., allerg. reacts.incl.anaphylax., alopec., hypo-/hyperglycaem., pancreatit., insomn., amnes., headache, light-headedn., paraesthes., hypoaesthes., periph.neuropathy, hepatit., cholestat.jaund., skin reacts.incl.erythema multiforme/Stev.John.syndr./tox.epiderm. necrolys., angioneurot.oed., tinnit., arthralg., myalg., myopathy, miosit., rhabdomyolys.with/ without ren.impairm., impot., asthen., chest & back pain, periph.oed., malaise, weight gain, hypoaesthes., dizzin., tinnit.

Special precautions: Excl.second.caus.& meas. lipid profile prior to init.ther., monit.liv.funct.bef.& dur.treatm., withdr.if ALT & AST persist.>3 times ULN, substant.alcoh.consum., liv.dis.hist., discont. if CPK lev.mark.elev.or if myopathy is diagn./susp., withdr.in ac./ser.condit.suggest.of myopathy/risk fact.predispos.to ren.fail.second.to rhabdomyolys., cons.benef./risk with predispos.rhabdomyolys. fact., CK lev.to be meas.bef.init.& dur.ther.in high risk rhabdomyolys. pts., monit.lipid lev.with diltiazem init./aft.dos.adjustm., large quantit. grapefr. juice, incr.atorvastatin-induc.myopathy risk with fibrat.esp.gemfibrozil, concom.digoxin/OC /warfar.& cytochrome P450 3A4 inhibits., allow 1 mnth. interv.aft.discont.ther.bef.plann.pregn.

Drug interactions: Myopathy risk incr.with concom. immunosuppress.agents incl.ciclospor./ fibric acid derivat./nicotin.acid/azole antifung./ macrol. antibiot.incl.erythromycin & ezetimibe, incr.plasma lev.with cytochrome P450 3A4 inhibits. eg.ciclosporine/macrolide antibiot.incl. erythromycin & clarithromycin/nefazodone/azole antifung.incl.itraconazole & ketoconazole/ amiodarone/ verapamil/HIV protease inhibits./ grapefruit juice, incr.AUC with diltiazem, reduc. plasma conc.with cytochrome P450 3A4 induc. eg.efavirenz/ rifampicin/phenytoin/St John’s Wort & oral antacids contain.Mg & Al, plasma conc.of digox.incr., rais.norethisterone & ethinyl oestradiol plasma lev., plasma conc.decr.with colestipol although LDL-C reduct.was great.in combin.ther. than when either med was giv.alone.

 XE "Austell-Simvastatin" AUSTELL-SIMVASTATIN, Austell [P/S]
Simvastatin.

Indications: Reduct.of elev.ser.tot.cholester.& LDL-cholester.in prim.hypercholesterolaem./ heterozyg.familial hyperacholesterolaem./mix. hyperlipidaem. when respons. to diet & other non pharmacolog.meas.inadeq., reduc.risk of tot. mortal. by reduc.coron.death/reduc.risk of non-fat. MI/reduc.risk of undergo.myocard. revasculat. proced.& slow.coron.artheroscleros. progress in pts.with coron.heart dis.& hypercholesterolaem. unrespons.to diet.
(S4) TABS. A38/7.5/0477, 0478, 0479

705464-001: 10 mg, 30, R32,66
705465-001: 20 mg, 30, R35,01
705467-001: 40 mg, 30, R39,21
Dosage: Adhere to cholester.-low.diet bef.init.& dur.ther.
Hypercholesterolaem: Init.10 mg/day as sngl. dos.in even. Reduc.dos.if LDL-cholester.lev. falls below 1,94 mmol/L or tot.plasma cholester. lev. falls below 3,6 mmol/L

Coron.heart dis: Init. 20 mg/day as sngl.dos.in even. Adjust dos.if reqd.at interv.of not less than 4 wks.to a max.of 80 mg/day as sngl.dos. in even.

Concom.ther: Bile acid sequestr: Admin.1 hr. bef. / 4 hrs.aft.cholestyramine.

Contraindications: Ac./chron.liv.dis., unexplain. persist.serum transaminas.elev., porphyr., pregn. & lactat., female pts.of child-bear.potent., safety & effic.in paed.pts.not est., concom.meds.inhibit. P450 CYP3A4 e.g. cyclospor./itraconazole/ ketoconazole, erythromyc./clarithromyc/HIV proteas. inhibit.& nefazodone not recomm.

Side effects: GI disturbs., bld.dyscras., skin reacts., alopec., myalg., musc.cramps, myopathy, myositis, rhabdomyolys., CNS effs., paraesthes., periph. neuropathy, hypersens.reacts.incl.lupus-like syndr., mass gain.
Special precautions: Fetotox.& teratogen.in animals, incr.myopathy risk with concom.meds. caus.myopathy, outweigh benef.-risk with concom. immunosuppress./fibrates/lipid.low. niacin. dos.& do not exceed dos of 10 mg/day, determine INR when init.ther.monit.dur.early ther. with concom.coumar. anticoags.& when adjust.dos., sev.ren.insuffic., substant.alcoh. consumpt., liv.dis.hist., predisposit.to develop. ren.fail.second.to rhabdomyolys., LFT advis.bef. start. treatm.& period.until 1 yr.aft.last dos. escalat., discont.in case of persist.ser.transamin. lev. incr./incr.3x or more of upper limit of norm., monit. for myopathy & discont.if it occurs/ suspect., withdr.tempor.in pts receiv.cyclospor.if system. azole derivat.antifung.reqd.

Drug interactions: Meds.inhibit.P450 CYP3A4 poss.incr.plasma lev.incr.myopathy risk, digoxin lev.incr., anticoag. eff.of coumar.anticoags.incr., bile acid sequestr. decr.bioavail.

 XE "Caduet" CADUET, Viatris Healthcare (Pty) Ltd
See Section 7.3.10
 XE "Choleste" CHOLESTE, (Unicorn) Be-Tabs [P/S]
Simvastatin.

Indications: In combinat with diet to decr.elev. ser.tot.cholester.& LDL-cholester.in prim. hypercholesterolaem./ heterozyg.familial hypercholesterolaem./mix.hyperlipidaem.when respons.to diet & other nonpharmacolog.meas. inadeq., reduc.risk of tot.mortal.by reduc.coron. death/reduc.risk of non-fat.MI/reduc.risk of myocard. revasculat. proced.& slow.coron. artheroscleros. progress in pts.with coron.heart dis.& hypercholesterolaem. unrespons.to diet.
(S4) TABS. 41/7.5/0391, 0392, 0393

715708-001: 10 mg, 30, R30,00

714705-001: 20 mg, 30, R33,00

714706-001: 40 mg, 30, R37,00

Dosage: Cholestr.low.diet bef.init.& dur.ther. 
Hypercholesterolaem: Adults: Init.10 mg/day as sngl.dos. in even. Reduc.dos.if LDL-cholester lev. falls below 1,94 mmol/L or tot.plasma cholester. lev.falls below 3,6 mmol/L.

Coron.heart dis: Adults: Init.20 mg/day as sngl. dos.in even. Adjust dos.if reqd.at interv.of not less than 4 wks.up to a max.of 80 mg/day as sngl.dos. in even.

Concom.ther: Bile acid sequestr: Admin.1 hr. bef./ 4 hrs.aft.cholestyramine. Cyclosporine, fibrates or niacin: Max.recomm.dos: 10 mg/day.

Contraindications: Ac./chron.liv.dis., unexplain. persist.serum transaminas.elev., safety in porphyr. not est., female pts.of childbear. potent., safety & effic.in paed.pts.not est., safety in pregn.& lactat. not est., concom.meds.inhibit.P450 CYP3A4 e.g. cyclospor./ itraconazole/ketoconazole/erythromyc. / clarithromyc /HIV proteas.inhibit.& nefazodone not recomm.

Side effects: Bld.dyscras., mass gain, CNS effs., headache, dizzin., paraesthes., periph.neuropathy, fatig., GI disturbs., pancreatit., skin reacts., alopec., myalg., musc.cramps, asthen., myopathy, rhabdomyolys., myositis, hypersens. syndr.incl. angioed./lupus-like syndr.incl.polymyalg. rheumat./ vasculit./incr.ESR, thrombocytopen./ eosinophil./ arthralg./urticar./photosens./fev./ flush./malaise dyspn.

Special precautions: Fetotox.& teratogen.in animals, INR with concom.coumar.anticoags./ when init.ther.unt.stabilis.& dos.adjustm., sev.ren. insuff., substant.alcoh.consumpt., liv.dis.hist., predisposit. to develop.ren.fail.second.to rhabdomyolys., incr.ren.fail.risk in rhabdomyolys., sev. ren. impairm., LFT recomm.prior to init.ther.& period.until 1 yr.aft.last dos.elev., discont.in case of persist.ser.transamin.lev.incr., incr.myopathy risk with concom.meds.caus.myopathy, unexpl. musc. pain/weakn./tendern., outweigh benef.-risk with concom.immunosuppress./fibrates/lipid.low. niacin. dos.not exceed Choleste 10 mg/day, monit. for myopathy & discont.if myopathy occurs/ suspect., withdr.tempor.in pts receiv.cyclospor.if system. azole derivat.antifung.reqd.

Drug interactions: Meds.inhib.P450 CYP3A4 poss.incr.plasma lev., digoxin lev.incr., anticoag. eff. of coumar.anticoags.incr., bile acid sequest. poss. decr.bioavail.

 XE "Cipla Simvastatin" CIPLA SIMVASTATIN, Cipla Medpro [P/S]

Simvastatin

Indications: Decr.elev.ser.tot.cholester.& LDL-cholester.in prim.hypercholesterolaem./ heterozygous familial hypercholesterolaem/mix. hyperlipidaem. when respons.to diet & other nonpharmacolog. meas.inadeq., reduc.risk of non-fat.MI/tot.mortality by reduc.coron.death/ slow. progress.of coron.atheroscleros.& reduc. risk of undergo.myocard.revasculat. proced.in coron. heart dis.& hypercholesterolaem. unrespons. to diet.

(S4) TABS, A40/7.5/0397, 0398, A38/7.5/0370, 0371

708307-001: 10 mg, 30, R31,20
708308-001: 20 mg, 30, R33,30
710511-001: 40 mg, 30, R36,64
710513-001: 80 mg, 30, R117,27
Dosage: Cholest.low.diet bef.init.& dur.ther. Adjust dos.if reqd.at interv.of not less than 4 wks., to max.80 mg dly.in even.as sngl.dos.

Hypercholesterolaem: Adults: Init.10 mg dly. in even.as sngl.dos. Reduc.dos.if LDL-cholester. lev. fall bel.1,94mmol/L or tot.plasma lev.fall bel. 3,6 mmol/L.

Coron.heart dis: Adults: Init.20 mg dly.as sngl. dos. in even.

Contraindications: Ac./chron.liv.dis., unexplain. persist.serum transaminas.elev., pregn. & lactat., porphyr., female pts.of child-bear.potent., safety & effic.in paed.pts.not est.

Side effects: Bld.dyscras., mass gain, CNS effs., paraesthes., periph.neuropathy, GI disturbs., pancreatit., skin reacts., alopec., myalg., musc. cramps, myopathy, rhabdomyolys., hypersens. reacts. incl.lupus-like syndr.
Special precautions: Fetotox.& teratogen.in rats, myopathy risk incr.with other meds.caus. myopathy e.g. fibrates/niacin & immunosuppress. theref.max.10 mg/day recomm., monit.INR.lev.& liv.funct.when init.ther. & dur. ther.until stabil., sev.ren.insuffic., substant. alcoh.consumpt., liv.dis.hist., pre-disposit. to develop. ren.fail.second.to rhabdomyolys., incr. risk of ren.fail.if rhabdomyolysis occurs., monit.for myopathy & discont.if myopathy occurs/suspect., concom. cyclosporin/itraconazole/ketoconazole/ erythromycin/clarithromycin/HIV-protease inhibit & nefazodone not recomm., withdr.tempor.in pts receiv.cyclospor.if system.azole deriv.antifung. reqd.

Drug interactions: Meds.inhibit.cytochrome P450 isoenzyme CYP3A4 incr.plasma lev., digoxin lev.incr., anticoag.eff.of coumar.anticoags.incr., bioavailabil.decr.with cholestyramine theref. admin. 1 hr.bef./4 hrs.aft.simvastatin admin.

 XE "Crestor" CRESTOR, AstraZeneca [P/S] 
Rosuvastatin.

Indications: CV event risk reduct.in adult pts.with incr.risk of atherosclerot.CV dis.bas.on CV dis.risk mark.to reduc.risk of non-fatal stroke/non-fatal MI & need for arter.revascularisat., prim. hypercholesterolaem./ mix.dyslipidaem./isolat. hypertriglyceridaem. incl.Fredrickson Type IIa/IIb/& IV & heterozygous familial-& non-familial hypercholesterolaem. as adjunct.to diet & exerc. when respons.inadeq., prim. dysbetalipoproteinaem (Fredrickson Type III), reduc. tot.cholester.& LDL-C in homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm.

Childr.10-17 yrs: Tot.cholester./LDL-C & APO B reduct.in heterozygous familial hypercholesterolaem.

(S4) TABS. 41/7.5/0298, 36/7.5/0349, 0350, 0351
710892-002: 5 mg, 28, R156,64
710892-001: 5 mg, 30, R167,83
705989-002: 10 mg, 28, R323,59
705989-001: 10 mg, 30, R346,70
705988-002: 20 mg, 28, R468,39
705988-001: 20 mg, 30, R501,84
705990-001: 40 mg, 28, R569,29
705990-002: 40 mg, 30, R609,95
Dosage: Init.& contin.diet ther.bef.& dur.treatm. Indiv.ther.accord.to ther.goal & pt.respons.

Recomm.start.dos: 5 mg once dly. Dos.range 5-40 mg once dly. Maj.pts.control.on 10 mg dos. If necess. make dos.adjustm.at 2-4 wk.interv.

Prim.hypercholesterolaem.incl.heterozygous familial hypercholesterolaem./mix. dyslipidaem./ dysbetalipoproteinaem. & isol. hypertriglyceridaem: Init.dos: 5 mg once dly. Start. dos.of 20 mg may be consid.in sev. hypercholesterolaem. incl. heterozygous familial hypercholesterolaem.

Homozygous familial hypercholesterolaem: Init. recomm.dos: 20 mg once dly.

Heterozygous familial hypercholesterolaem. in childr.10-17 yrs: Usual dos.range: 5-20 mg once dly. Titr.to achieve treatm.goal. Safety & effic. of dos.> 20 mg not stud.

Concom.ther: Addit.effic.shown.with concom. fenofibrate in low.triglycerid.& with niacin in incr. HDL-C lev. Can be used with bile acid sequestrant. & ezetimibe. With concom.gemfibrozil init.ther. with 5 mg once dly.& do not exceed 20 mg once dly.
Contraindications: Act.liv.dis., severe ren.impair., concom. ciclospor., myopathy, 40 mg dose with pre-disp.fact.for myophathy/rhabdomyolis.(e.g. mod.ren.impair./ hypothyroid./ heredit.muscul.dis.hist./ hist.of muscul.tox.with othr HMG-COA red.inhib.or fibrate/ alcoh.abuse/ incr.plasma levels/ Asian pts./ concom.fibrate), safety in pregn.& lactat.not est.

Side effects: Headache, dizzin., GI disturbs., pancreatit., myalgia, myopathy incl.myosit., rhabdomyolys. occas.report.with ren.impairm., asthen., rash, prurit., urticar., hypersens.reacts. incl. angio-oed., jaund., hepatit., incr.liv. transaminas. & CK, arthralg., memory loss.

Special warnings and precautions: Consid.40 mg admin.only und. specialist supervis.in sev. hypercholesterolaem. & high CV risk when treatm. goal not achiev.on 20 mg treatm./alternat.ther., monit. concom.warfar., HIV infect.pts.receiv. protease inhibit.in combinat.with ritonavir, women of childbear.potent.to use adeq.contracept., exper. limit. to small numb.of childr.8 yrs & old.with homozygous familial hypercholesterolaem., dos. above 10 mg once dly in sev.hepat./ren.impairm., consid. 5 mg start.dos in Asian pts.as plasma conc. incr., consid.incr.system.expos.in Asian pts.not adeq. control.at dos.up to 20 mg dly., adverse drug reacts. incr.with incr.dos., CK elev.& musc.sympts. follow. exerc./incr.activ.which resolv.with cont. treatm.observ.more freq.in childr.& adolesc., excess. alcoh.ingest., liv.dis.hist., monit.ren.funct. in pts. treat.with 40 mg, monit.CPK lev.if S&S suggest. of myopathy pres.& discont.ther if myopathy is diagn./susp., incr.myosit.& myopathy incid. report.in pts.receiv. othr HMG-COA red.inhib tog.with ciclospor./fibric acid derivat. incl.gemfibrozil/nicotin.acid/azole antifung. & macrolide antibiot., predispos. myopathy fact.e.g. ren.impairm. heredit.muscul.dis.hist./ hist.of muscul.tox.with othr HMG-COA red.inhib.or fibrate / age>70/ hypothyroid./ alcoh.abuse/ situat.where incr.plasma lev.poss./concom.fibrate, withdr. in ac.ser.condit.suggest.of myopathy/ pre-dispos. to ren.fail.developm.second.to rhabdomyolys, paed.height/BMI & second.sex. maturat. eval.limit.to 1 yr., lact.intol.
Interactions: Steady state AUC (0-t) incr. with concom.ciclosporin., Cmax & AUC (O-t) incr. with gemfibrozil, incr.system.expos.with var. protease inhibit.in combinat.with ritonavir, oral antacids contain Mg & Al decr. plasma conc.

 XE "Crevas" CREVAS, Pharma Dynamics [P/S]

Rosuvastatin.

Indications: CV event risk reduct.in adult pts.with incr.risk of atherosclerot.CV dis.bas.on CV dis.risk mark. to reduc.risk of non-fatal stroke/non-fatal MI & need for arter.revascularisat., prim.hypercholesterolaem./ mix.dyslipidaem./isolat. hypertriglyceridaem. incl.Fredrickson Type IIa/IIb/& IV & heterozygous familial-& non-familial hypercholesterolaem. as adjunct.to diet & exerc. when respons.inadeq., prim. dysbetalipoproteinaem (Fredrickson Type III), reduc. tot.cholester.& LDL-C in homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm.

Childr.10-17 yrs: Tot.cholester./LDL-C & APO B reduct. in heterozygous familial hypercholesterolaem.

(S4) TABS. 46/7.5/0313, 0314, 0315, 0316, 55/7.5/0453,0454
3005357-001: 5 mg, 30, R90,21
3005358-001: 10 mg, 30, R144,05
3005359-001: 20 mg, 30, R221,89
3005360-001: 40 mg, 30, R264,53
3006904-001: 15 mg, 30, R144,05
3006905-001: 30 mg, 30, R221,89
Dosage: Cholester.low.diet in place. Indiv.accord. to ther.goal & pt.respons. Recomm.start.dos: 5 mg once dly. Dos.range: 5-40 mg once dly. Maj. pts. control.on 10 mg dos. Dos.adjustm.can be made at 2-4 wk interv.

Prim.hypercholesterolaem.incl.heterozygous familial hypercholesterolaem./mix. dyslipidaem./ dysbetalipoproteinaem.& isol. hypertriglyceridaem: Recomm.start.dos: 5 mg once dly. Pts.of Asian ancestry & pts. requir.a small.LDL-C reduct.to achiev.treatm.target: 5 mg start.dos.recomm. Start.dos.of 20 mg may be cons. in sev.hypercholesterolaem.

Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Heterozygous familial hypercholesterolaem. in childr.10-17 yrs: Usual dos.range: 5-20 mg once dly. Titr.to achieve treatm.goal. Safety & effic. of dos.> 20 mg not stud.

Concom.ther.: Addit.effic.shown with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant.or ezetimibe can be used. Max.dos.of 10 mg/day when used with protease inhibits.

Init.ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom.gemfibrozil.

Contraindications: Act.liv.dis., sev.ren.impairm., concom. ciclospor., myopathy, safety in pregn.& lactat. not est. women of childbear.potent.not using. adeq.contracept. 40 mg also: Predispos. myopathy/ rhabdomyolys.fact.eg. mod.ren. impairm./ hypothyroid./heredit.musc.disords or hist. thereof/prev.musc.toxic.hist.with anoth.HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/ situat. where incr.plasma lev.poss.occur/Asian pts./ concom. fibrat.

Side effects: Freq: Diab.mellit., headache, constip.,myalg., asthen. Less freq: Thrombocytopen., hypersens.reacts. incl.angioed., dizzin., N&V, jaund., hepatit., incr.hepat.transaminas./CK, prurit., oed., myopathy, haematur., gynaecomast., flu syndr. Freq.unknown: Depress., periph.neuropathy., polyneuropathy, memory loss, dyspn., cough, abdom.pain, pancreatit., rash, urticar., Stev.-Johns.syndr., rhabdomyolys., arthralg., Lupus-like syndr., muscle rupt., arthralg., tendon disords., immune- mediat. necrotis.myopathy,  rhabdomyolys. assoc.with ren.funct.impairm., proteinur., 

Special warnings and precautions: Consid. 40 mg admin.only in sev.hypercholesterolaem.& high CV risk who do not achiev.treatm.goal on 20 mg treatm./alt.ther., sev.hepat.insuffic., women of childbear. potent. to use adeq.contracept., ren.funct.monit.& specialist supervis.dur.40 mg dos., monit.CK lev.if S&S suggest.of myopathy pres.& discont.ther if myopathy is diagn./susp., incr.myosit.& myopathy incid. report.in pts.on other HMG-CoA reduct.inhibit.tog.with ciclospor./fibrates/ fenofibrate/gemfibrozil/nicotin.acid/azole antifung. & macrolide antibiot., do not init.ther if CK lev.>5xULN but re-meas.aft.5-7 days to re-confirm result, do not meas.CK aft.stren.exerc./if alternat.cause of CK incr.poss., predispos. myopathy/ rhabdomyolys. fact.eg.ren.impairm./ hypothyroid./heredit.musc.disords or hist.thereof/ hist of musc.toxic.with another HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/>70 yrs., situat. where incr.plasma lev.poss./concom.fibrat., withdr. in ac.ser.condit.suggest.of myopathy/pre-dispos.to ren.fail.developm.second.to rhabdomyolys., concom.fusid.acid not recomm., excess. alcoh.consumpt., liv.dis.hist., LFT prior to init./ 3 mnths aft., discont./reduc.ther.if ser. transaminas. lev.> 3xULN, treat.underly. hypothyroid./ nephrot.syndr.bef.init.ther., incr. system. expos.in Asian pts., concom.protease inhibits. in HIV infect.pts., discont.in case of suspect. interstit.lung dis., diab.mellit., monit.INR with warfar.., lact.intol., admin.antacid 2 hrs.aft. ther., paed.exper.limit.to small no.of childr.8 yrs.& old. with homozyg.famil.hypercholesterolaem., var. protease inhibits.concom.with ritonavir.

Interactions: Incr. plasma.conc.with OATP1B1/ BCRP inhibits., AUC on avg.7xhigh.with concom. ciclosporin, Cmax & AUC 2x incr.with gemfibrozil, incr. AUC with ezetemibe, incr.system.expos.& adverse effs.with var. protease inhibit.in combinat. with ritonavir, antacids cont.Mg & Al decr.plasma conc., decr. Cmax with concom.erythromyc., incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff.with HRT cannot be excl.

 XE "Dynator" DYNATOR, Pharma Dynamics [P/S]

Atorvastatin.

Indications: Adjunct.to diet for reduc.of elev.tot.-cholesterol, LDL-cholestrol, apolipoprot.-B & triglyceride lev.in prim.hypercholesterolaem./mix. dyslipidaem., heterozygous familial hypercholesterolaem., reduc.tot.-C & LDL-C in homozygous familial hypercholesterolaem.as adjunt. to other lipid low. treatm.or if such treatm. unavail., in paed. pts. 10-17 yrs.as adjunct.to diet reduc. total-C, LDL-C & apo B lev.in boys/ postmenarch. girls with heterozyg.famil. hypercholesterolaem. if aft.adeq.diet ther.trial foll. pres: LDL-C remain.≥ 4,98 mmol/L (190 mg/dL) or LDL-C remain.≥ 4,04 mmol/L (160 mg/dL) and posit. fam.hist.of prem.CV dis./2 or more other CVD risk fact.pres, CV complic.prevent.where no clinic. evid.of CV dis.& with/-out dyslipidaem.but with multipl.CHD risk fact., second.prevent.of CV events prev.in pts.with clinic.evid.CHD & incr. cholestr.lev.

(S4) TABS, A43/7.5/0167, 0168, 0169, 0170

718218-001: 10 mg, 30, R30,00
718219-001: 20 mg, 30, R31,50
718220-001: 40 mg, 30, R51,60
718221-001: 80 mg, 30, R102,00
Dosage: Init.& contin.diet ther.bef.& dur.treatm. Init.10 mg once dly. Dos.indiv.accord.to baseline LDL-C lev.& pt.respons. Adjust dos.only aft.4 wks. or more. Max.recomm.dos.depend.on indicat.

Prim.non-famil.hypercholesterolaem.& combin. (mix.) hyperlipidaem: 10 mg once dly. Therap.response within 2 wks.& max.respons usual.within 4 wks.
Heterozygous familial hypercholesterolaem: Adults: Init.10 mg once dly. Dos.indiv.& adjust. every 4 wks. up to 40 mg dly. Paed.pts. (> 10-17 yrs): Init.10 mg/day with max.recomm.dos.20 mg/ day.

Homozygous familial hypercholesterolaem: Adults: Most respond to 80 mg.Limit.exper.in childr.

CV complic.prevent: Dos.range: 10-20 mg once dly.

Contraindications: Act.liv.dis./persist.unexpl. elev.ser.transaminas.conc., pregn.& lactat., women of childbear.potent.unless contracept. adeq., safety & effic.not est.in childr., Child-Pugh B & C (liv.cirrhosis), concom.rifampicin/diltiazem & grapefruit juice, herdit.probl./hist.of galact./ fruct.intol., Lapp lact. defic./gluc.-galact. malabsorpt./ sucrase-isomalt insuffic., porphyria

Side effects: Freq: Infect., nasopharyngit., insomn., headache, sinusit., pharyngolaryng. pain, epistax., LFT abnormal. Less freq: Allerg.reacts., pancreatit., hyperglycaem., hypoglycaem., weight gain, anorex., incr.appet., nightmares, dysgeus., blurr. vis., tinnit., diarrh., abdom.pain, dyspep., constip., flatul., hepatit., cholestat.jaund., incr. transaminas., hepat.fail., alanine aminotransferase incr., rash, Stev.- Johns.syndr., tox. epiderm. necrolys., erythema multiforme, bullous rash., myalg., myopathy, rhabdomyolys., arthralg., back/neck/extremity pain, musc.spasms, joint swell., tendonopathy, musc.fatig., gynecomast., asthen., flu syndr., fatig., flu syndr. Freq unknown: UTI, thrombocytopen., lymphadenopathy, anaem., depress.,emot.lability, somnol,, amnes., revers.cognitive impairm., dizzin., fac. paralys., hypoaesthes., incoordinat., migraine, paraesthes., periph.neuropathy, syncope, taste loss & pervers., torticoll., amblyop., dry eyes, glauc., eye haemorrh., refract.disord., vis.disturb., deafn., angina pect., dysrhythm., palpitats, chest pain, phlebit., postur.hypotens., vasodilat., flush., vasculit., asthma, bronchit., dyspn., rhinit., pharyngit., pneumonit., interstit.lung dis., oesophagit., gastrit., gastroenterit., melaena, colitis, N&V, tenesmus, upper and lower abdom. pain, eructat., dysphag., dry mouth, glossit., alopec., prurit., urticar., cheilitis, contact dermatit., dry skin, ecchymos., eczema, petechiae, seborrh., angioneurot. oed., acne, photosens., incr.creatine phosphokinase, tendinous contracture, bursit., gout, hyperton., leg cramps, myasthen., myosit., neck rigidity, tenosynovit., hyperkines., immune-mediat.necrotis. myopathy, arthrit., albuminur., cystit., dysur,, haematur., kidney calculus, nephrit., noctur., urin.incontin./-retent./-urgency, impot., breast enlargem., epididymit., fibrocyst.breasts, metrorrhag., peripher.oed., malaise, fev., taste loss, taste pervers., tendon rupture, accident.inj.

Warnings and special precautions: Excl. second. caus.prior to init.ther.& meas.lipid profile., use in addit.to diet restrict.in saturat.fat & cholesterol only when response to diet & other non-pharmacolog.meas.inadeq., to be component of multipl-risk-fact.intervent.where risk of atherosclerot. vasc.dis.incr., 1 mnth.interv.betw. discont. ther.& concept.in event of plann.pregn., LFT bef.init.ther./aft.each dos.incr./period. thereaft., incr.transaminas.lev.should be monit. unt. stable, withdr.ther.if ALT/AST incr.> 3x ULN persist, substant.alcoh.consum., liv.dis.hist., discont. if CPK lev.are marked.elev.or if myopathy is diagn./ susp., report unexpl.musc.pain/tender./ weakn. esp. if accomp.by fev./malaise, withdr.in risk fact. predispos.to ren.fail.developm.second.to rhabdomyolys/ with ac.serious condit.indicat. myopathy, monit.concom.digoxin/warfarin/ ezetemibe, monit.ren.& skelet.musc.funct., haemorrh. stroke/lacunar infarct hist., discont.ther. if interstit.lung dis.susp, monit.pts.at high risk of future diab.mellit., concom.fusid.acid not recomm., may affect glycaemic control in pts with diabet. mellit.
Interactions: Myopathy risk incr.with concom. immunosuppress. agents incl.cyclospor./fibric acid derivat./ nicotin.acid/boceprevir/ezetimibe/ telaprevir/ tipranavir+ritonavir/azole antifung.or erythromycin & cytochrome P450 inhibits., poss. incr. plasma conc.with protease inhibits./ erythromycin, incr.plasma lev.& rhabdomyolys.risk with cytochrome P4503A4 inhibit., incr.AUC with diltiazem HCl, poss.reduc.plasma conc.with cytochrome P450 3A4 induc., Mg & Al oral antacids decr.plasma conc., colestipol  decr. plasma conc.although LDLC reduct.was great.in combin. than when either med was giv.alone, digox. steady-state plasma conc. incr., poss.incr. plasma conc.with prod.from/juice of grapefruit, AUC values of norethindrone & ethinyl estradiol incr.

 XE "Dynator Plus" DYNATOR PLUS, Pharma Dynamics (Pty) Ltd
See Section 7.7.4
 XE "Inegy" INEGY, Organon South Africa (Pty) Ltd
See Section 7.7.4
 XE "Lestavor" LESTAVOR, Activo [P/S]

Atorvastatin

Indications: Adjunct.to diet & where other non-pharmacolog. meas.inadeq.to reduc.elev.tot.-cholesterol/ LDL-cholestrol/apolipoprot.B & triglyceride levs.in prim.hypercholesterolaem. /mix. dyslipidaem.& heterozygous familial hypercholesterolaem., reduc.tot.-cholesterol & LDL-cholesterol in homozygous familial hypercholesterolaem.as adjunct to other lipid low. treatm. or if such treatm.unavail.

(S4) TABS. 44/7.5/1058, 1059, 1060, 1061

719366-001: 10 mg, 30, R29,90
719367-001: 20 mg, 30, R31,05
719368-001: 40 mg, 30, R50,60
719369-001: 80 mg, 30, R108,10
Dosage: Cholesterol low.diet in place. Dos. determin. indiv.accord.to start.LDLcholestrol lev., treatm.aim & pt.respons. Do not admin.with grapefruit juice.
Heterozygous famil.hypercholesterolaem.& mix.dyslipidaem: Usual start.dos: 10 mg dly. May be adjust.at interv.of 4  wks.up to max.of 80 mg dly.
Homozygous familial hypercholesterolaem: 10-80 mg once/day. Use as an adjunct.to other lipid-lower.treatm.such as LDL apheres.or if such treatm. unavail.

Cardiovasc.complic.prevent: Usual dos: 10 mg once/day.
Contraindications: Plann.pregn., safety & effic.in pregn.& lactat.not est., act.liv. dis./persist.unexpl. elev.ser. transaminas.exceed.3x norm. value, Child-Pugh B & C liv.impairm., concom.rifampicin/grapefruit juice/diltiazem.

Side effects: Bld dyscras., hypersens.incl. angioed./anaphylax., hypo-/hyperglycaem., weight gain, anorex., psych./CNS/eye disords., dizzin., headache, paraesthes., periph.neuropathy, cognit./ memory impair., blurr.vis., tinnit., hear.loss, periph. oed., sinusit., pharyngit., GI disturbs., pancreatit., hepatit., hepat.fail., cholestat.jaund., skin reacts. incl. erythema multiforme/Stev.John.syndr./tox. epiderm. necrolys., arthralg., myalg., back/chest pain, myopathy, rhabdomyolys.with/without ren. impairm., miosit., musc.cramps, tend.rupt., impot., gynaecomast., fatig., asthen., infect., malaise.

Special precautions: Excl.second.caus.& meas. lipid profile prior to init.ther., chron. alcoh.liv.dis., substant. alcoh.consum., ren.impairm.hist., monit. liv.funct.bef.& dur.treatm., predispos.to devel.ren. fail. second.to rhabdomyolys., meds.relat.mark. CK conc. incr., rhabdomyolys.risk, concom.cytochrome P450 inhibits./warfar., not for lact.intol.indiv., discont. if ALT & AST persist.>3 times ULN, monit. with fucid.acid, admin.1 hr.bef./4 hrs.aft. cholestyramin., discont.if CPK lev.mark.elev.or if myopathy diagn., cons.benef.vs. risk with concom. immunosuppress./fibrat./lipid-lower.niacin dos., concom. itraconazole/ ketoconazole/erythromycin/ clarithromycin/ HIV-prot.inhibits./nefazodone not recomm., discont.ther.tempor.in case of concom. ciclospor., stroke without.coron.heart dis./TIA, haemorrh. stroke hist., safety & effic.in paed.pts. not est., adeq.contracept.advis.in women of childbear. potent., allow 1 mnth.interv.aft.discont. ther. bef.plann. pregn.

Interactions: Incr.plasma conc.with cytochrome P450 3A4 inhibits.& grapefr.juice, incr AUC with diltiazem, sev.musc.probl.with fucid.acid, incr. bioavailabil.with OATP1B1 transport syst.inhibits., incr. warfar.anticoag.eff., elev.in ser.digox.conc., decr. bioavail.with cholestyramin., azole antifung./ ciclospor./gemfibozil/other fibrat./ immunosuppress./ macrolide antibiot./niacin assoc. with incr.myopathy/miosit./rhabdomyolys. /ac. ren.fail.risk, decr.plasma conc.with antacids, incr. norethindrone/ethinyl oestrad.AUC, incr. plasma conc.with erythromycin/clarithromycin, reduc. plasma conc.with cert.cytochrome P450 3A4 induc./ rifampicin.

 XE "Lipitor" LIPITOR, (Viatris Healthcare) Upjohn [P/S] 
Atorvastatin calcium

Indications: Adjunct.to diet for reduc.of elev.tot.-cholesterol, LDL-cholestrol, apolipoprotein-B, triglyceride levs. & to moderat.incr. HDL-cholesterol in pts.with prim.hypercholesterolaem. & combin./mix.dyslipidaem., to reduc. total-C and LDL-C in homozygous familial hypercholesterolaem. as adjunt.to other lipid low. treatm.or if such treatm.unavail., adjunct to diet to reduc.total-C, LDL-C & apo B levs in boys & postmenarch. girls >10-17 yrs with heterozygous familial hypercholesterolaem.if aft.an adeq.trial of diet ther.LDL-C remains ≥ 190 mg/dL(4,98 mmol/L) or LDL-C remains ≥160 mg/dL(4,04 mmol/L & positiv. family hist of premat.CV dis.or 2 or more other CVD risk facts pres.in paed.pts., reduc.risk of ischaem.CV & cerebrovasc.dis.in pts.without clinic. evid.CV dis.& with/without dyslipidem.but with multiple risk factors for coron.heart dis., second. reduct.of cardiovasc. events.in pts.with clinic. evid. coron.heart dis.& incr.cholestr.levs.

(S4) TABS. 31/7.5/0357, 0358, 0359, 37/7.5/0210

831484-006: 10 mg, 30, R293,14

831492-008: 20 mg, 30, R455,32

886015-008: 40 mg, 30, R455,68

704186-001: 80 mg, 30, R455,32

Dosage: Init.& contin.diet ther.bef.& dur.treatm.

Init.10 mg once dly. indiv. accord. to baseline LDL-C lev/ goal of ther. & pt. resp. Adjust dos.only aft.4 wks.or more. Max.recomm.dos: Depend.on indicat.

Prim.hypercholesterolaem.& combin.(mix.) hyperlipidaem: 10 mg once dly. Therap.response within 2 wks.& max.respons achiev.within 4 wks.

Heterozygous familial hypercholesterolaem in paed.pts.(>10-17 yrs.): Init.10 mg dly. Max. recomm. dos.20 mg/day.

Homozygous familial hypercholesterolaem: Most pts.respond to 80 mg.

Reduct.of CV complicats.: Dos.range 10-80 mg once dly.

Contraindications: Act.liv.dis./persist.unexpl. elev. ser.transaminas.> 3x ULN, concom.use with rifampicin, diltiazem & grapefruit juice, pts.with Child-Pugh B & C (liv.cirrhosis), pregn.& lactat., breastfeed., women of childbear.potent.unless adeq. contracept.precaut.taken.

Side effects: Rhabdomyolys.with/without ren. impairm., myalgia, myopathy, thrombocytopaen., tinnit., GI disords., sinusit., pharyngit., pancreatit., asthen., accid.injury, flu syndr., abdom./chest & back pain, malaise., periph.oed., fatig., hepatit., cholestat. jaund., allerg.reacts.incl.anaphylax., tendon rupture, hypo./hyperglycaem., anoxer., weight gain, hypoaesthes., paraesthes., dizzin., headache, periph.neuropathy, amnes., dysgeus., arthralg., myosit., musc.cramps, insomn., impot., prurit., rash, alopec, urticar., bullous rash, Stev. John. syndr., tox.epiderm.necrolys., erythem. multiforme., infects., cognitive impairm., immune-mediat. necrotis.myopathy

Warnings and special precautions: Ther.with lipid low.agents should be component of multiple-risk-fact. intervent.in individ.at risk of atherosclerot. vasc.dis. due to hypercholesterolaem., lipid low.agents used in addit. to diet restrict.in saturat.fat & cholesterol only when response to diet & other non-pharmacolog.meas.inadeq., excl.second.caus.prior to init.ther., monit.liv.funct.bef.& dur.treatm., withdr. recomm.if incr.ser.transminas.>3 ULN persist., interr.treatm.if ser.liver injur.with clin. sympts. &/or hyperbilirubinaem./jaund.occurs & do not restart if altern.aetiol.not found, substant. alcoh. consum., liv.dis.hist., discont.if CPK lev.are marked.elev.or if myopathy is diagn./susp., monit. pts. with hist.of ren.impairm.for skelet.musc.effs./ rhabdomyolys., advis.pt.to report unexpl.musc. pain/ tendern or weakn.esp.if accompan.by malaise/fev., temp.withdraw.recomm.dur.fusidic acid ther., withdr.in ac./ser.condit.suggest.of a myopathy/ risk fact.predispos.to ren.fail. developm. second.to rhabdomyolys, haemorrhagic. stroke pts.on entry appear.to be at incr.risk for recurr. haemorrhagic stroke, OC, HbA1c & fast. ser. gluc.incr., monit.concom.warfar., lact.intol.

Drug interactions: Myopathy risk incr.with concom. immunosuppress.agents incl.cyclospor./ fibric acid derivat./nicotin.acid/azole antifung.or macrolide antibiot./colchicine & cytochrome P450 3A4 inhibits., inhibits. of OATP1B1 e.g. ciclosporin incr. bioavail., erythromycin/clarithromycin/ grapefruit juice incr.plasma conc., cytochrome P450 3A4 induc.reduc.plasma conc., incr.plasma conc. with protease inhibit./cytochrome P450 3A4 inhibitors/ combinats. of HIV protease inhibits., incr. AUC with diltiazem/itraconazole, oral antacids contain Mg & Al decr.plasma conc., plasma conc.decr.with colestipol although LDLC reduct.was great.in combin.than when either med was giv. alone, steady-state plasma conc.of digox. incr., AUC values of norethindrone & ethinyl estradiol incr.
 XE "Lipogen" LIPOGEN, Ranbaxy [P/S]

Atorvastatin.

Indications: Adjunct.to diet for reduc.of elev.tot.-cholesterol, LDL-cholestrol, apolipoprotein-B & triglyceride levs.in pts.with prim. hypercholesterolaem. /mix.dyslipidaem.& heterozygous familial hypercholesterolaem., adjunct to diet to reduc.total-C, LDL-C in homozygous familial hypercholesterolaem.as adjunct to other lipid low.treatm.or if such treatm. unavail.

(S4) TABS. 42/7.5/0556, 0557, 0558, 0559

714071-001: 10 mg, 30, R30,52
714072-001: 20 mg, 30, R32,04
714073-001: 40 mg, 30, R52,47
714074-001: 80 mg, 30, R103,75
Dosage: Init.& contin.diet ther.bef.& dur.treatm.

Init.10 mg once dly. Adjust dos.only aft.4 wks.or more. Max.recomm.dos.depend.on indicat. 

Prim.hypercholesterolaem.& combin.(mix.) hyperlipidaem: 10 mg once dly. Therap.response within 2 wks.& max.respons.within 4 wks.

Heterozygous familial hypercholesterolaem.: Init.10 mg dly. Max.recomm.dos: 20 mg.

Homozygous familial hypercholesterolaem: Most pts.respond to 80 mg.

Contraindications: Act.liv.dis./persist.unexplain elev.ser.transaminas., pregn., safety & effic.in childr. not est., concom.rifampicin/diltiazem & grapefruit juice, Child-Pugh B & C (liv.cirrhosis), heredit.galactose intol./Lapp lactase defic/gluc-galact.malabsorpt., breastfeed., women of childbear. potent.unless adeq.contracept.precaut. taken.

Side effects: Rhabdomyolys.with/without ren. impairm., myalgia, myopathy, insomn., headache, GI disords., asthen., hypo./hyperglycaem., periph. neuropathy, paraesthes., pancreatit., cholestat. jaund., rash, alopec., prurit., myosit., musc.cramps, impot., thrombocytopaen., allerg.reacts.incl. anaphylax., weight gain, hypoaesthes., dizzin., amnes., tinnit., Stev.John.syndr., tox.epiderm. necrolys., erythem.multiforme., bullous rash, urticar., arthralg., chest & back pain, malaise., periph.oed.,

Special precautions: Ther.with lipid lower. agents should be component of multiple-risk-fact. intervent.in individ.at risk of atherosclerot. vasc. dis.due to hypercholesterolaem., use in addit.to diet restrict.only when response to diet & other non-pharmacologic. meas.inadeq., excl.second. caus. prior to init.ther., monit.liv.funct.bef.& dur. treatm., withdr.if ALT & AST incr.>3 times ULN persist, substant.alcoh.consum., liv.dis.hist., discont. if CPK lev.are marked.elev.or if myopathy is diagn./susp., withdr.in ac./ser.condit.suggest.of a myopathy/having a risk fact.predispos.to ren.fail. developm.second.to rhabdomyolys., haemorrhagic. stroke pts.on entry appear.to be at incr.risk for recurr. haemorrhagic stroke, OC, monit.concom. warfar., allow 1 mnth.interv.aft.discont.ther.bef. plann.pregn.

Drug interactions: Incr.plasma conc.with protease inhibit./cytochrome P450 3A4/ erythromycin /grapefruit juice, myopathy risk incr. with concom.immunosuppress.agents incl. cyclospor. /fibric acid derivat./nicotin.acid/azole antifung. or erythromycin & cytochrome P450, incr. AUC with diltiazem, reduc.plasma conc.with P450 3A4 induc.& oral antacids contain Mg & Al, plasma conc.decr.with colestipol although LDL-C reduct. was great.in combin.ther.than when either med was giv.alone, steady-state plasma conc.of digox. incr., AUC values of norethindrone & ethinyl estradiol incr.

 XE "Lypovas" LYPOVAS, Innovata [P/S]

Rosuvastatin calcium eqv.to rosuvastatin.

Indications:Adults: Red.CVE risk: Adults with incr.artheroscler.CV dis.risk based on markers, to red.risk of non-fatal stroke, -MI & arter.revascularisat.need.

Hypercholesterolaem.: Prim. hypercholesterolaem., mix. dyslipidaem./ isolat. hypertriglyceridaem.(incl. Fredrickson Type IIa, IIb & IV & heterozygous fam.& non-fam.hypercholesterolaem.) adjunct.to diet & exerc.when respons.inadeq., prim.dysbetalipoptoteinaem.(Fredrickson Type III), to red.TC & LDL-C in homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm., 40 mg only severe cases not achiev.goal on 20 mg/alt.therap., specialist supervis.recomm.when initiat.40 mg.

Childr.10-17 yrs.: To red.TC/ LDL-C and Apo-B in heterzygous fam. hypercholesterolaem.(HeFH).
(S4) TABS. 55/7.5/0563, 0564, 0565, 0566

3006385-001: 5 mg, 30, R72,50
3006386-001: 10 mg, 30, R110,44
3006387-001: 20 mg, 30, R167,53
3006388-001: 40 mg, 30, R203,09
Dosage: Cholester.low.diet in place. Indiv.accord. to ther.goal & pt.respons. Recomm.start.dos: 5 mg once dly. Dos.range: 5-40 mg once dly. Maj. pts. control.on 10 mg dos. Dos.adjustm.can be made at 2-4 wk interv.

Prim.hypercholesterolaem.incl.heterozygous familial hypercholesterolaem./mix. dyslipidaem./ dysbetalipoproteinaem.& isol. hypertriglyceridaem: Recomm.start.dos: 5 mg once dly.. Start.dos.of 20 mg may be cons. in sev.hypercholesterolaem.

Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Heterozygous familial hypercholesterolaem. in childr.10-17 yrs: Usual dos.range: 5-20 mg once dly. Titr.to achieve treatm.goal. Safety & effic. of dos.> 20 mg not stud.

Severe hepat.impairm.: Start with 5 mg, carefull.consid.dose >10 mg.

Race: Pts.of Asian ancestry incr.plama concentr. 5 mg start.dos.recomm. 
Concom.ther.: Addit.effic.shown with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant.or ezetimibe can be used. Max.dos.of 10 mg/day when used with protease inhibits.

Init.ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom.gemfibrozil.

Contraindications: Act.liv.dis., sev.ren.impairm., concom. ciclospor., myopathy, safety in pregn.& lactat. not est. women of childbear.potent.not using. adeq.contracept., 40 mg also: Predispos. myopathy/ rhabdomyolys.fact.eg. mod.ren. impairm./ hypothyroid./heredit.musc.disords or hist. thereof/prev.musc.toxic.hist.with anoth.HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/ situat. where incr.plasma lev.poss.occur/Asian pts./ concom. fibrat.

Side effects: Freq.: Diab.mellit., headache,dizzin., constip., naus., abdom.pain, myalg., asthen. Less freq: Thrombocytopen., hypersens.reacts. incl.angioed., polyneuropathy, memory loss, pancreatit., jaund., hepatit., incr.hepat.transaminas., prurit,. rash, urticar., myopathy, rhabdomyolys, arthralg., haematur., gynaecomast. Freq.unknown: Depress., periph.neuropathy., sleep.disturb., dyspn., cough, diarrh., Stev.-Johns.syndr., tendon disord., immune- mediat. necrotis.myopathy., oed.

Special warnings and precautions: Ren.funct.monit.& specialist supervis.dur.40 mg dos., skelet.muscl.eff.partic.doses>20 mg, rhabdomyol.with concorr.ezetimibe & doses> 40 mg, do not meas.CK aft.stren.exerc./if alternat.cause of CK incr.poss., do not init.ther if CK lev.>5xULN but re-meas.aft.5-7 days to re-confirm result, predispos. myopathy/ rhabdomyolys. fact.eg.ren.impairm./ hypothyroid./heredit.musc.disords or hist.thereof/ hist of musc.toxic.with another HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/>70 yrs./ situat. where incr.plasma lev.poss.occur/concom.fibrate, pts.to report muscle pain/weakn./cramps, if CK lev.>5xULN or muscl.sympts.severe disc.therap., incr.myosit.& myopathy incid. report.in pts.on other HMG-CoA reduct.inhibit.tog.with ciclospor./fibrates/ fenofibrate/gemfibrozil/ nicotin.acid/azole antifung. & macrolide antibiot., avoid concom.system.fusidic acid/7 days aft.stopp., withdr. in ac.ser.condit.suggest.of myopathy/pre-dispos.to ren.fail.developm.second.to rhabdomyolys., excess. alcoh.consumpt., liv.dis.hist., LFT prior to init./ 3 mnths aft., discont./reduc.ther.if ser. transaminas. lev.> 3xULN, treat.underly. hypothyroid./ nephrot.syndr.bef.init.ther., incr. system. expos.in Asian pts., concom.protease inhibits. in HIV infect.pts., discont.in case of suspect. interstit.lung dis., monit.bld.gluc.in diab.pts., CK elevat.& muscl.sympt.aft.exercise more freq.in childr., cont.lactose.

Interactions: Incr. plasma.conc. with OATP1B1/ BCRP inhibits., plasma concentr.7xhigh.with concom. ciclosporin, protease inhibit.incr.expos., plasma concentr. 2-fold incr.with gemfibrozil, fibrates & niacin incr.myopathy risk, 40 mg dose C/I with fibrate, incr. plasma concentr. with ezetemibe, antacids cont.Mg & Al decr.plasma conc.with 50 %, decr. plasma concentr. with concom. erythromyc., initiat.or up titrat.of statin in pts.on vit.K antagonist will incr.INR & disc./down titrat.decr.INR, incr.ethinyl oestrad.& norgestrel plasma concentr. with oral contracept.& simil.eff.with HRT cannot be excl, myopathy risk incr.with concon.system.fusid.acid.
 XE "Mezibe Plus" MEZIBE PLUS, Ranbaxy (SA) Pty Ltd
See Section 7.7.4
 XE "Novatin" NOVATIN, Novagen [P/S]
Simvastatin

Indications: Reduct.of elev.ser.tot.cholester.& LDL-cholester.in prim. hypercholesterolaem./ heterozyg.famil. hyperacholesterolaem./mix. hyperlipidaem. when respons.to diet & other non pharmacolog.meas.inadeq., reduc.risk of tot. mortal. by reduc.coron.death/reduc.risk of non-fat. MI/ reduc.risk of undergo.myocard. revasculat. proced. & slow.coron.artheroscleros. progress in pts.with coron.heart dis.& hypercholesterolaem. unrespons.to diet.

(S4) TABS. 41/7.5/0382, 0383, 0384

710868-001: 10 mg, 30, R31,20
710869-001: 20 mg, 30, R33,32
710870-001: 40 mg, 30, R37,32
Dosage: Adhere to cholester.-low.diet bef.init.& dur.ther.

Hypercholesterolaem: Adults: Init.10 mg/day as sngl. dos.in even. Reduc.dos.if LDL-cholester.lev.falls below 1,94 mmol/L or tot.plasma cholester.lev. falls below 3,6 mmol/L.

Coron.heart dis: Adults: Init. 20 mg/day as sngl.dos.in even. Adjust dos.if reqd.at interv.of not less than 4 wks.to a max.of 80 mg/day as sngl.dos. in even.

Concom.ther: Bile acid sequestr: Admin.1 hr. bef./ 4 hrs.aft.cholestyramine. Max. dly dos.of 10 mg recomm.with concom.niacin. Max.dly.dos. of 10 mg not to be exceed. with concom.diltiazem or verapamil. Max.dly.dos.of 20 mg not to be exceed. with concom.amiodarone or amlodipine.

Contraindications: Ac./chron.liv.dis., unexpl. persist.ser.transaminas.elev., safety in pregn.& lactat./ porphyr.not est., concom.strong CYP3A4 inhibits., concom.gemfibrozil/ciclospor./danazol,

Side effects: Less freq: Anaem.,hypersens. reacts, incr.HbA1c & fast.gluc.lev., diab.mellit., insomn., headache, paraesthes., dizzin., periph. neuropathy, memory impairm., blurr.vis., vis. impairm., atrial fibrillat., constipat., abdom.pain, flatul., dyspeps., diarrh., N&V, pancreatit., cramps, gastrit., hepatit., jaund., fatal & not fatal hepat. fail., skin rash, prurit., alopec., eczema, lichen.drug erupt., myopathy, myosit., rhabdomyolys.pres.as musc.pain with elev.creat.phosphokin.& myoglobinur. lead.to ren.fail., myalg., musc. cramps, musc.rupt., arthralg., gynecomast., asthen., fatig., oed., swell., incr.ser.transamin.& alkal.phosphat.& gamma-glutamyl transpeptidase, abnorm.LFT, incr.CK lev. Freq.unknown: Neutropen., mass gain, depress., cognit.impairm., myasth.grav., ocul.myasth., interstit.lung dis., resp. infect., bronchit., sinusit., tendinopathy, immune-mediat.necrotis.myopathy, erect.dysfunct. Addit. effs: Sleep disturbs., sex.dysfunct., diab.mellit.
Special warnings and precautions: Monit. diab.mellit.risk pts., discont.ther.if interstit. lung dis.susp. report.unexpl.musc.pain/tendern./ weakn., myopathy/rhabdomyolys,risk dos.relat., low.dos.necess.for Asian pts., reduc.hepat.OATP transport prot.funct.poss.as a result of inhibit.by interact.meds./pts carry.SLCO1B1 c521T>C genorypte incr.system.expos.& incr.rhabdomyolys. risk, CK lev.not to be taken follow.stren.exerc./ pres.of other causes of CK incr., remeas.CK lev. aft.5-7 days if elev.at baseline, predispos. rhabdomyolys.fact., if musc.disord.prev.exper.on fibrate/statin init.treatm.with a diff.member of same class with caut., discont.if musc.sympts. sev.caus.dly.discomf.even if CK lev.<5x ULN/ myopathy diagnos.or suspect., statin ther.maybe reintroduc.at low.dos.& close monit.if musc. sympts resolv.& CK lev.return to norm., stop ther. temporar.few days prior to elect.maj.surg./if any maj.medic./surgic.condit.supervenes, temporar. discont.where pt.predispos.to develop.ren. fail.second.to rhabdomyolys., concom.potent CYP3A4 inhibit.contraindic. while excerc.caut.with less potent CYP3A4 inhibit., avoid grapefr.juice, concom.fenofibrate, concom.fusid.acid not recomm., do not exceed 20 mgdos.in pts.receiv. meds.contain.elbasvir/grazoprevir, eval.benef. vs.risk with concom.lipid.modify.dos.of.niacin but not recomm.in Asian pts., tempor.suspend.ther.in pts.tak.daptomycin, combinat.with colchicine in ren.impairm., LFT advis.bef.init.treatm.& thereaft.if clinic.indic., discont.if transaminase.lev.rise to 3xULN & persist, substant. alcoh.consumpt.&/liv. dis.hist., sev.ren.impairm., de novo myasth.grav./ aggravat.of exist.myasth.grav./ocul.myasth.report., lact.intol., effic.& safety of treatm.per.>48 wks.not stud.in pts.<18 yrs., fetotox.& teratogen.in rats, not to be taken by breast feed.women

Interactions: Meds./herb.prod.inhibit.CYP3A4 &/transport.pathways (eg. OATP1B) poss.incr. plasma lev.incr.myopathy & rhabdomyolys. risk, incr.myopathy risk with fibrates/lipid modif.niacin dos./amiodarone/verapamil/diltiazem/amlodipine/lomitapide/grapefruit juice/concom.colchicine in ren. impairm.& daptomyc., BCRP inhibit.incr. plasma conc., Cmax & AUC incr.by ticagrelor, digoxin lev.incr., anticoag.eff.of warfar. incr., bile acid sequestr.decr.bioavail.,

 XE "Pixeta" PIXETA, Accord [P/S]

Pravastatin sod.
Indications: In hypercholesterolaem.pts. without clinic. evid.coron.heart dis.to reduc.MI risk/reduc. risk of undergoing myocard.revascularizat.proced./ reduc. CV mortality riskwith no incr.in death from non-CV causes, in hypercholesterolaem.pts.with clinic. evid.coron.heart dis.incl.prior MI to slow. progress. of coron.atheroscleros.& reduc.risk of ac. coron. events,with prev.MI & norm.cholester.lev. to reduc.risk of recurr.MI/reduc. risk of undergo. myocard. revascularizat.proced./reduc.risk of stroke or TIA’s, In combinat.with diet to reduc.elev. ser. tot.cholesterol & LDL cholesterol in prim. hypercholesterolaem.

(S4) TABS, 42/7.5/0372, 0373, 0358

715709-001: 10 mg, 30, R201,96
715710-001: 20 mg, 30, R221,28
715711-001: 40 mg, 30, R304,87
Dosage: In combinat.with cholesterol-low. diet. Effect.enhanc.in combinat.with bile acid bind.resin.
Adults: 

Hypercholesterolaem: 10 mg/day as sngl.even. dos. Reduc.if LDL-cholesterol falls bel.1,94 mmol /L or tot.plasma chol.lev.fall bel.3,6 mmol/L. If ser. cholesterol mark.elev.may init.at 40 mg/day.

Cor.heart dis: Init. 20 mg/day as sngl.even. dos. Max.eff.seen within 4 wks. Dos.range: 10 mg to max.40 mg once dly.at bedt.

Contraindications: Other HMG-CoA reduct. inhibit. hypersens., ac./chron.liv.dis., unexplain. persist. elev.ser.transaminas., pregn., breast feed., porphyr., women of child bear.potent., safety & effic. in pts.und. 18 yrs.& in ren.impairm.not est.

Side effects: CNS effs., periph. polyneuropathy, paraesthes., vis.disturbs., GI disturbs., pancreatit., skin rash, alopec., abnorm.urinat., sex.dysfunct., fatig., mass gain., non card.& card.chest pain, arthralg., myalg., musc. cramps/-weakn., rhabdomyolys., myopathy, myosit., isol.tend. disords. poss.with rupt., hypersens.reacts.incl. angio-oed. & lupus like syndr., jaund., hepatit., fulmin. hepat.necros., upper resp.infect., rhinit.
Special precautions: Act.metabol.fetotox. & teratogen.in rats, admin.1 hr.bef./4 hrs.aft. cholestyramine/colestipol, monit.INR bef.init./reg. dur.& with dos. adjustm.of concom.anticoag.ther., 10 mg/day recomm.with concom.cyclospor.titrat. with caut., not suit.for hypercholesterolaem.due to elev. HDL cholester., combinat.with fibrat.not recomm., eval.risk vs.benef.in childr.bef.puberty, discont. if rise in transaminase lev.persist./incr.3x or more of upper limit of norm., liv.dis.hist., heavy alcoh.ingest., pt.to report.unexplain.sympts.indicat. myopathy, discont.ther.if myopathy diagnos./ suspect., concom.nicotin.acid., incr.myopathy report. with other statins combin.with cytochrome P450 metabol.inhibit., ren.impairm., hypothyroid., statin/ fibrate assoc.musc.toxic hist., person./ heredit. musc.disord.hist., meas.CK lev.in pts.over 70 yrs./ predispos.fact., do not init.ther.or discont. ther.if CK lev.>5xULN.

Drug interactions: Cholestyramine/colestipol decr. bioavail., incr.plasma lev.with meds.that inhibit. cytochrome P450 isoenzyme CYP3A4 (e.g.cyclospor./itra-/ketoconazole/erythro-/ clarithromycin/ HIV prot.inhibit.& nefazodone) incr.myopathy risk, digox.lev.incr.
 XE "Rosuvastatin Adco" ROSUVASTATIN ADCO, AI Pharm [P/S]

Rosuvastatin.

Indications: CV event risk reduct.in adult pts.with incr.risk of atherosclerot.CV dis.bas.on CV dis.risk mark. to reduc.risk of non-fatal stroke/non-fatal MI & need for arter.revascularisat., prim. hypercholesterolaem./ mix.dyslipidaem./isolat. hypertriglyceridaem. incl.Fredrickson Type IIa/IIb/& IV & heterozygous familial-& non-familial hypercholesterolaem. as adjunct.to diet & exerc. when respons.inadeq., prim. dysbetalipoproteinaem (Fredrickson Type III), reduc. tot.cholester.& LDL-C in homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm.

Childr.10-17 yrs: Tot.cholester./LDL-C & APO B reduct. in heterozygous familial hypercholesterolaem.

(S4) TABS. 47/7.5/0896, 0897, 0898, 0899
3004374-001: 5 mg, 30, R100,44
3004377-001: 10 mg, 30, R157,84
3004378-001: 20 mg, 30, R242,69
3004379-001: 40 mg, 30, R288,92
Dosage: Cholester.low.diet in place. Indiv.accord. to ther.goal & pt.respons. Recomm.start.dos: 5 mg once dly. Dos.range: 5-40 mg once dly. Maj. pts. control.on 10 mg dos. Dos.adjustm.can be made at 2-4 wk interv.

Prim.hypercholesterolaem.incl.heterozygous familial hypercholesterolaem./mix. dyslipidaem./ dysbetalipoproteinaem.& isol. hypertriglyceridaem: Recomm.start.dos: 5 mg once dly. Pts.of Asian ancestry & pts. requir.a small.LDL-C reduct.to achiev.treatm.target: 5 mg start.dos.recomm. Start.dos.of 20 mg may be cons. in sev.hypercholesterolaem.
Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Heterozygous familial hypercholesterolaem. in childr.10-17 yrs: Usual dos.range: 5-20 mg once dly. Titr.to achieve treatm.goal. Safety & effic. of dos.> 20 mg not stud.

Concom.ther.: Addit.effic.shown with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant.or ezetimibe can be used. 

Init.ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom.gemfibrozil.

Contraindications: Act.liv.dis.incl.unexplain. persist. ser.transamin.elev.& those exceed.3xULN, sev.ren.impairm., concom. ciclospor., safety in pregn. & lactat. not est.& women of childbear. potent.not using. adeq.contracept., myopathy, 40 mg also: Predispos. myopathy/ rhabdomyolys. fact.eg. mod.ren. impairm./ hypothyroid./heredit. musc.disords or hist. thereof/prev.musc. toxic. hist.with anoth.HMG-CoA reduct.inhibit.or fibrate/ alcoh.abuse/ situat. where incr.plasma lev.poss. occur/ Asian pts./concom.fibrat.

Side effects: Freq: Diab.mellit., headache, abdom.pain, constip., naus., myalg., asthen. Less freq: Thrombocytopen., hypersens.reacts. incl.angioed., polyneuropathy, memory loss, 

pancreatit., incr.hepat.transaminas., jaund., hepatit., prurit., rash, urticar., myopathy, rhabdomyolys., lupus-like syndr., musc.rupt., arthralg., haematur., gynaecomast., oed. Freq.unknown: Depress., periph.neuropathy., cough, dyspn., diarrh., Stev.-Johns.syndr., tendon.disord.incl.rupture, immune-mediat. necrotis. myopathy, proteinur.

Warnings and special precautions: Consid. 40 mg admin.only und.special.supervis.in sev. hypercholesterolaem.& high CV risk who do not achiev.treatm.goal on 20 mg treatm./alt.ther., do not exceed 10 mg once dly.in sev.ren./hepat. impairm., incr.system.expos.in Asian pts., ren. funct.monit.with 40 mg dos., monit.CK lev.if S&S suggest.of myopathy pres.& discont.ther if myopathy is diagn./susp., incr.myosit.& myopathy incid. report.in pts.on other HMG-CoA reduct. inhibit.tog.with ciclospor./fibrates/ fenofibrate/ gemfibrozil/nicotin.acid/azole antifung. & macrolide antibiot., predispos.myopathy/ rhabdomyolys. fact., do not meas.CK aft.stren. exerc. /if alternat.cause of CK incr.poss., do not init.ther if CK lev.>5xULN but re-meas.aft.5-7 days to re-confirm result, situat.where incr.plasma lev. poss./concom.fibrat., pts.to report inexplicab. musc. pain/weakn/cramps & CK lev.monit., do not admin.with concom.syst.fusid.acid/within 7 days of stop.fusid.acid ther., do not admin.in ac.ser. condit. suggest.of myopathy/pre-dispos.to ren. fail.developm.second.to rhabdomyolys., excess. alcoh.consumpt., liv.dis.hist., LFT prior to init./ 3 mnths aft., discont./reduc.ther.if ser. transaminas. lev.> 3xULN, treat.underly. hypothyroid./ nephrot. syndr.bef.init.ther., var.concom.protease inhibits. combin.with ritonavir, concom.protease inhibits. in HIV infect.pts., discont.if interstit.lung dis.suspect., type 2 diab.mellit./at risk pts., lact.intol., admin. antacid 2 hrs.aft. ther., monit.INR with warfar., women of childbear. potent. to use adeq. contracept., excret.in milk of rats, paed.exper. limit. to small no.of childr.8 yrs.& old. with homozyg. famil.hypercholesterolaem., 

Interactions: Incr. plasma.conc.with OATP1B1/ BCRP inhibits., AUC on avg.7xhigh.with concom. ciclosporin, incr.system.expos.& adverse effs.with var. protease inhibit.in combinat. with ritonavir, Cmax & AUC 2x incr.with gemfibrozil, incr. AUC with ezetemibe, antacids cont.Mg & Al decr.plasma conc., decr.AUC & Cmax with erythromyc., INR rais. with warfar., incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff.with HRT cannot be excl., myopathy risk incr.with syst.fusid.acid.
 XE "Rosuvastatin Unicorn" ROSUVASTATIN UNICORN, (Unicorn) Sandoz [P/S]

Rosuvastatin.

Indications: CV event risk reduct.in adult pts.with incr.risk of atherosclerot.CV dis.bas.on CV dis.risk mark. to reduc.risk of non-fatal stroke/non-fatal MI & need for arter.revascularisat., prim. hypercholesterolaem./ mix.dyslipidaem./isolat. hypertriglyceridaem. incl.Fredrickson Type IIa/IIb/& IV & heterozygous familial-& non-familial hypercholesterolaem. as adjunct.to diet & exerc. when respons.inadeq., prim. dysbetalipoproteinaem (Fredrickson Type III), reduc. tot.cholester.& LDL-C in homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm.

Childr.10-17 yrs: Tot.cholester./LDL-C & APO B reduct. in heterozygous familial hypercholesterolaem.

(S4) TABS. 46/7.5/0307, 0308, 0309, 0310

3000400-001: 5 mg, 30, R95,84
3000401-001: 10 mg, 30, R147,81
3000402-001: 20 mg, 30, R227,26
3000403-001: 40 mg, 30, R270,55
Dosage: Cholester.low.diet in place. Indiv.accord. to ther.goal & pt.respons. Recomm.start.dos: 5 mg once dly. Dos.range: 5-40 mg once dly. Maj. pts. control.on 10 mg dos. Dos.adjustm.can be made at 2-4 wk interv.

Prim.hypercholesterolaem.incl.heterozygous familial hypercholesterolaem./mix. dyslipidaem./ dysbetalipoproteinaem.& isol. hypertriglyceridaem: Recomm.start.dos: 5 mg once dly. Pts.of Asian ancestry & pts. requir.a small.LDL-C reduct.to achiev.treatm.target: 5 mg start.dos.recomm. Start.dos.of 20 mg may be cons. in sev.hypercholesterolaem.
Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Heterozygous familial hypercholesterolaem. in childr.10-17 yrs: Usual dos.range: 5-20 mg once dly. Titr.to achieve treatm.goal. Safety & effic. of dos.> 20 mg not stud.

Concom.ther.: Addit.effic.shown with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant.or ezetimibe can be used. Max.dos.of 10 mg/day when used with protease inhibits.

Init.ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom.gemfibrozil.

Contraindications: Act.liv.dis., sev.ren.impairm., concom. ciclospor., myopathy, safety in pregn.& lactat. not est. women of childbear.potent.not using. adeq.contracept. 40 mg also: Predispos. myopathy/ rhabdomyolys.fact.eg. mod.ren. impairm./ hypothyroid./heredit.musc.disords or hist. thereof/prev.musc.toxic.hist.with anoth.HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/ situat. where incr.plasma lev.poss.occur/Asian pts./ concom. fibrat.

Side effects: Freq: Diab.mellit., headache, dizzin., diarrh., abdom.pain, constip., N&V, asthen. Less freq: Thrombocytopen., hypersens.reacts. incl.angioed., polyneuropathy, memory loss, angina pect., chest pain, hypertens., periph.oed., dyspn., rhinit., sinusit., cough, pancreatit., gastrit., dyspeps., prurit., rash, urticar., myalg., rhabdomyolys., myopathy, haematur., gynaecomast., flu syndr. Freq.unknown: Depress., periph.neuropathy., sleep disturbs., jaund., hepatit., Stev.-Johns.syndr., arthralg., rhabdomyolys. assoc.with ren.funct.impairm., proteinur., oed., incr.hepat.transaminas./CK

Warnings and special precautions: Consid. 40 mg admin.only in sev.hypercholesterolaem.& high CV risk who do not achiev.treatm.goal on 20 mg treatm./alt.ther., women of childbear. potent. to use adeq.contracept., ren.funct.monit.& specialist supervis.dur.40 mg dos., monit.CK lev.if S&S suggest.of myopathy pres.& discont.ther if myopathy is diagn./susp., incr.myosit.& myopathy incid. report.in pts.on other HMG-CoA reduct.inhibit.tog.with ciclospor./fibrates/ fenofibrate/gemfibrozil/nicotin.acid/azole antifung. & macrolide antibiot., do not init.ther if CK lev.>5xULN but re-meas.aft.5-7 days to re-confirm result, do not meas.CK aft.stren.exerc./if alternat.cause of CK incr.poss., predispos. myopathy/ rhabdomyolys. fact.eg.ren.impairm./ hypothyroid./heredit.musc.disords or hist.thereof/ hist of musc.toxic.with another HMG-CoA reduct. inhibit.or fibrate/alcoh.abuse/>70 yrs., situat. where incr.plasma lev.poss./concom.fibrat., withdr. in ac.ser.condit.suggest.of myopathy/pre-dispos.to ren.fail.developm.second.to rhabdomyolys., concom.fusid.acid not recomm., excess. alcoh.consumpt., liv.dis.hist., LFT prior to init./ 3 mnths aft., discont./reduc.ther.if ser. transaminas. lev.> 3xULN, treat.underly. hypothyroid./ nephrot.syndr.bef.init.ther., incr. system. expos.in Asian pts., concom.protease inhibits. in HIV infect.pts., diab.mellit., monit.INR with warfar.., lact.intol., admin.antacid 2 hrs.aft. ther., paed.exper.limit.to small no.of childr.8 yrs.& old. with homozyg.famil.hypercholesterolaem., var. protease inhibits.concom.with ritonavir.

Interactions: Incr. plasma.conc.with OATP1B1/ BCRP inhibits., AUC on avg.7xhigh.with concom. ciclosporin, Cmax & AUC 2x incr.with gemfibrozil, incr. AUC with ezetemibe, incr.system.expos.& adverse effs.with var. protease inhibit.in combinat. with ritonavir, antacids cont.Mg & Al decr.plasma conc., incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff.with HRT cannot be excl.
 XE "Rosuzet" ROSUZET, Cipla Medpro (Pty) Ltd
See Section 7.7.4
 XE "Rosvator" ROSVATOR, Ranbaxy [P/S]

Rosuvastatin.

Indications: Diet.adjunct.in prim. hypercholesterolaem. /mix.dyslipidaem./isolat. hypertriglyceridaem.(incl.Fredrickson Type IIa, IIb & IV and exclud.heterozyg.familial hypercholesterolaem.) when respons.to diet & exerc. inadeq., homozygous familial hypercholesterolaem. either alone or as adjunct.to diet & other lipid low.treatm.

(S4) TABS. 45/7.5/0955, 0956, 0957, 0958

719249-001: 5 mg, 30, R92,33
719251-001: 10 mg, 30, R140,06
719252-001: 20 mg, 30, R212,50
719253-001: 40 mg, 30, R257,62
Dosage: Init.& contin.cholest.low.diet bef.& dur. treatm. Dos.range 5-40 mg once dly. Recomm. start.dos: 5 mg once dly. Indiv.accord.to ther.goal & pt.respons. Maj.pts.control.on 10 mg dos. Dos. adjustm.can be made at 2-4 wk interv.in necess.

Prim.hypercholesterolaem./mix.dyslipidaem. & isol.hypertriglyceridaem: Recomm.start.dos: 5 mg once dly. also for pts.of Asian ancestry. Start. dos.of 20 mg may be consid.in sev. hypercholesterolaem.
Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Concom.ther.: Addit.effic.shown.with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant. or ezetimibe can be used. Max.dos.10 mg/ day when used with protease inhibits. Init. ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom. gemfibrozil.

Contraindications: Other HMG-CoA reduct. inhibit.hypersens., act.liv.dis., concom.ciclospor., myopathy, not recomm.in childr.due to insuffic. data on safety & effic., safety in pregn.& lactat.not est., lact.intol.
Side effects: Myalg., myopathy, rhabdomyolys., hypersens.incl.angioed., incr.ser.gluc.lev., headache, dizzin., CNS effs., GI disturbs., abd.pain, pancreatit., jaund., hepatit., incr.hepat.transamin., skin reacts., arthralg., proteinur., asthen., glycaem. contr.worsen., cognit.impairm.

Special precautions: Consid.40 mg admin.only in sev. hypercholesterolaem.& high CV risk who do not achieve treatm.goal on 20 mg treatm./alt. ther., women of childbear.potent.to use adeq. contracept., meas.CK lev./discont.ther.if myopathy diagn./suspect., incr.myosit.& myopathy incid. report.in pts.on other HMG-CoA reduct.inhibit.tog. with ciclospor./fibr.acid derivats.incl.gemfibrozil/ nicotin. acid/azole antifung.& macrolide antibiot., predispos. myopathy fact.such ac.ren.impairm./ advanc. age/hypothyroid./heredit.musc.disord. hist./ musc.toxic.hist.with anoth.statin/fibrate, alcoh.abuse &/chron.liv.dis.hist., situat.where plasma lev.incr.may occur, condit.suggest.of myopathy/ pre-dispos.to ren.fail.developm. second.to rhabdomyolys., monit.INR with warfar., cons. benef./risk with concom.fenofibrat., sev.ren./ hepat.funct impairm., incr.plasma conc.in Asian pts., liv.enzym.monit.bef.end & at 12 wks.follow. ther. init.& any dos.elev./per.thereaft., interr.ther. in case of ser.liv.injury with clinic.sympt.&/ hyperbilirubinaem./jaund., Type 2 diab., incr. fast. ser.gluc.lev., concom.agents decr.activ.lev.of ster. horm.such as ketoconazole/spironolactone/ cimetidine, ren.funct.assessm.dur.follow up of pts. treat.with 40 mg dos., concom.lopinavir/ ritonavir.

Drug interactions: Poss.INH incr.with concom. warfarin, AUC on aveg.7xhigh.with concom. ciclosporin, Cmax & AUC 2x incr.with gemfibrozil, incr. system.expos.& adverse effs.with var. protease inhibit.in combinat.with ritonavir, antacids contain Mg & Al decr.plasma conc., enhanc. skelet.musc.eff.with niacin, decr.AUC (o-t) & Cmax with erythromycin, incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff. with HRT cannot be excl., rhabdomyolys.report. with concom.ezetimibe, incr.AUC & Cmax with liponavir/ ritonavir.

 XE "Simcard" SIMCARD, iPharma [P/S]

Simvastatin

Indications: Decr.elev.ser.tot.cholester.& LDL-cholester.in prim.hypercholesterolaem./ heterozygous familial hypercholesterolaem/mix. hyperlipidaem. when respons.to diet & other nonpharmacolog. meas.inadeq., reduc.risk of non-fatal MI/tot.mortality by reduc.coron.death/slow. progress.of coron.atheroscleros.& reduc.risk of undergo.myocard.revasculat.proced.in coron.heart dis. & hypercholesterolaem.unrespons.to diet.

(S4) TABS, 36/7.5/0215, 0216

705281-001: 10 mg, 30, R31,20
705282-001: 20 mg, 30, R33,30
Dosage: Cholest.low.diet bef.init.& dur.ther. Adjust dos.if reqd.at interv.of not less than 4 wks., to max.80 mg dly.in even.as sngl.dos.

Hypercholesterolaem: Adults: Init.10 mg dly. in even.as sngl.dos. Reduc.dos.if LDL-cholester. lev. fall bel.1,94mmol/L or tot.plasma lev.fall bel. 3,6 mmol/L.

Coron.heart dis: Adults: Init.20 mg dly.as sngl. dos. in even.

Contraindications: Ac./chron.liv.dis., unexplain. persist.ser.transaminas.elev., pregn.& lactat., porphyr.

Side effects: Constipat., diarrh., N&V, flatul., dyspeps., abdom.pain, cramps, pancreatit., anaem., neutropen., skin rash, alopec., myalg., musc.cramps, myopathy, myosit., rhabdomyolys., headache, dizzin., fatig., aesthen., paraesthes., periph.neuropathy, hypersens.reacts. incl.angioed. & lupus-like syndr., mass gain, LFT abnornalit.

Warnings and special precautions: Fetotox.& teratogen.in rats, female pts.of child-bear.potent., safety & effic.in paed.pts.not est., myopathy risk incr.with other meds.caus.myopathy e.g. fibrates/ niacin & immunosuppress.theref.max.10 mg/day recomm., monit.INR.lev.& liv.funct.when init.ther. & dur. ther.until stabil., admin.cholestyramine 1 hr. bef./4 hrs.aft.simvastatin admin., sev.ren.insuffic., incr. risk of ren.fail.if rhabdomyolysis occurs., substant. alcoh.consumpt., liv.dis.hist., condits. pre-dispos. to develop. ren.fail.second.to rhabdomyolys., discont.if transamin.lev.incr. persist. /3x or more ULN, monit.for myopathy & discont.if myopathy occurs/suspect., concom. cyclosporin/itraconazole/ketoconazole/ erythromycin/ clarithromycin/HIV-protease inhibit & nefazodone not recomm., withdr.tempor.in pts receiv. cyclospor.if system.azole deriv.antifung. reqd.

Interactions: Meds.inhibit.cytochrome P450 isoenzyme CYP3A4 incr.plasma lev., digoxin lev. incr., anticoag.eff.of coumar.anticoags.incr., bioavailabil. decr.with cholestyramine

 XE "Simvacor" SIMVACOR, Pharma Dynamics [P/S]
Simvastatin.

Indications: In combinat with diet to decr.elev. ser.tot.cholester.& LDL-cholester.in prim. hypercholesterolaem./heterozyg.familial hypercholesterolaem./mix.hyperlipidaem.when respons.to diet & other nonpharmacolog.meas. inadeq., reduc.risk of tot.mortal.by reduc.coron. death/reduc.risk of non-fat.MI/reduc.risk of myocard. revasculat.proced.& slow.coron. artheroscleros. progress in pts.with coron.heart dis.& hypercholesterolaem. unrespons.to diet.
(S4) TABS, 35/7.5/0237,0238, 39/7.5/0132

700519-002: 10 mg, 30, R31,08
700520-002: 20 mg, 30, R33,30
708463-001: 40 mg, 30, R37,20
Dosage: Cholestr.low.diet bef.init.& dur.ther. 

Hypercholesterolaem: 10 mg/day as sngl.dos.in even. Reduc.dos.if LDL-cholester.lev.falls below 1,94 mmol/L or tot.plasma cholester.lev.falls below 3,6 mmol/L

Coron.heart dis: Init. 20 mg/day as sngl.dos.in even. 

Dosage adjustm: Adjust dos.if reqd.at interv.of not less than 4 wks.to a max.of 80 mg/day as sngl. dos. in even. In sev.ren.insuffic.implement dos. above 10 mg/day with caut.

Concom.ther: Bile acid sequestr: Admin.1 hr. bef./ 4 hrs.aft.cholestyramine. Cyclosporine, fibrates or niacin: Max.recomm.dos: 10 mg/day 

Contraindications: Ac./chron.liv.dis., unexplain. persist.ser.transaminas.elev., pregn.& lactat., porphyr., female pts.of child-bear.potent., safety & effic.in paed.pts.not est., concom.meds.inhibit. P450 CYP3A4 e.g. cyclospor./itraconazole/ ketoconazole, erythromyc/clarithromyc/ HIV proteas. inhibit.& nefazodone not recomm.

Side effects: GI disturbs., bld.dyscras., skin reacts., alopec., myalg., musc.cramps, myopathy, myositis, rhabdomyolys., CNS effs., paraesthes., periph. neuropathy, hypersens. reacts.incl.lupus-like syndr., mass gain.
Special precautions: Incr.myopathy risk with concom.meds. caus.myopathy, determine INR when init.ther.& monit.dur.early ther.with concom. coumar.anticoags., substant.alcoh.consumpt., liv. dis.hist., predisposit.to develop.ren. fail.second.to rhabdomyolys., sev.ren.impairm., LFT recomm. prior to init.ther.& period.until 1 yr.aft.last dos. elev., discont.in case of persist.ser.transamin. lev. incr., monit.for myopathy & discont.if myopathy occurs/suspect., outweigh benef.-risk with concom. immunosuppress./fibrates/lipid.low. niacin. dos.& do not exceed dos of 10 mg/day, withdr.tempor.in pts receiv.cyclospor.if system. azole derivat.antifung.reqd.

Drug interactions: Meds.inhibit.P450 CYP3A4 poss.incr.plasma lev., digoxin lev.incr., anticoag. eff.of coumar.anticoags.incr., bile acid sequestr. decr.bioavail.

 XE "Storwin" STORWIN, Sanofi Aventis [P/S]

Rosuvastatin.

Indications: Adjunct.to diet & exerc.when respons. inadeq in prim. hypercholesterolaem.( Type IIa excl.heterozyg.familial hypercholesterolaem.)/ mix. dyslipidaem.(Type IIb)/ hypertriglyceridaem. Type IV), homozygous familial as adjunct. to diet & other lipid low.treatm./if these treatm.not appropr.

(S4) TABS. 45/7.5/0502, 0503, 0504

719194-001: 10 mg, 30, R159,23
719195-001: 20 mg, 30, R240,45
719197-001: 40 mg, 30, R292,45
Dosage: Init.& contin.diet ther.bef.& dur.treatm. Indiv.ther.accord.to ther.goal & pt.respons. Admin. low.dos. provid.ther.benef.
Recomm.start.dos: 5 mg (ie.half 10 mg tab) once dly. Dos.adjustm.to next lev.aft.4 wks.if necess. Maj.pts. control.on 10 mg dos.

Fin.titrat.to max.40 mg dos.only aft.another 4-wk period. Max.dos.of 40 mg only to be consider.in sev.hypercholesterolaem.with high CV risk. Specialist supervis.then recomm.

Prim.hypercholesterolaem./mix.dyslipidaem. & isol.hypertriglyceridaem: Recomm.start.dos: 5 mg (ie.half 10 mg tab) once dly. Start.dos.of 20 mg may be consid.in sev. hypercholesterolaem

Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Concom.ther.: Addit.effic.shown.with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev. with niacin. Bile acid sequestrant.can be used.

Init. ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom.gemfibrozil.

Contraindications: Other HMG-CoA reduct. inhibit.hypersens., act.liv.dis., unexplain.persist. ser.transaminas.elev/if elev.exceed.3XULN, sev.ren.impairm., myopathy, concom. cyclospor., pregn.& lactat., women of childbear.potent.not using adeq.contracept., predispos.myopathy/ rhabdomyolys. fact.eg. ren.impairm./hypothyroid./ heredit.musc.disords or hist.thereof/hist of musc. toxic.with another HMG-CoA reduct.inhibit.or fibrate/alcoh.abuse, situat.where incr.plasma lev.poss./Asian pts./concom.fibrates, concom. protease inhibit.in HIV pts not recomm., 40 mg dos.with concom.fibrate, not recomm.in childr.due to insuffic.data on safety & effic., 40 mg dos.in mod.ren.impairm.

Side effects: Anaem., hypersens.incl.angioed., infect., diab.mellit., psych.disords., headache, dizzin., vertigo, vomit., polyneuropathy, paraesthes., cognit.impairm.incl.amnes., ang. pect., hypertens., vasodilat., pharyngit., asthma, bronchit., dyspn., dyspeps., rhinit., sinusit., GI disturbs., pancreatit., incr.ser.gluc.lev., jaund., hepatit., prurit., rash, urticar., ecchymos., Stev.-John. syndr., myalg., myopathy incl.myosit., rhabdomyolys., arthralg., arthrit., back pain, hyperton., haematur., proteinur., asthen., incr. liv.transaminas.& CK.
Special precautions: Consid.40 mg admin.only in sev. hypercholesterolaem.(excl.heterozygous familial hypercholesterolaem) & high CV risk who do not achiev.treatm.goal on 20 mg treatm./alt. ther., women of childbear.potent.to use adeq. contracept., risk vs.benefit predispos.myopathy/ rhabdomyolys.fact.eg. ren.impairm./hypothyroid./ heredit. musc.disords or hist.thereof/hist of musc. toxic. with another HMG-CoA reduct.inhibit.or fibrate/ alcoh.abuse/>70 yrs., situat.where incr. plasma lev.poss./concom.fibrates, monit.INR with warfar., incr.myosit.& myopathy incid.report.in pts.on other HMG-CoA reduct.inhibit.tog.with ciclospor./fibrates/ fenofibrate/gemfibrozil/nicotin. acid/azole antifung.& macrolide antibiot., rhabdomyolys. with ezetimibe report., ser. congenit. defects.poss.if taken dur.pregn., excret. in rats breastmilk, dos.above 10 mg in sev.hepat. impairm.as incr.in system.expos.observ., incr. system. expos.in Asian pts., excess.alcoh. consumpt., liv.dis.hist., treat.underly.hypothyroid./ nephrit. syndr.bef.init.ther., ren.funct.monit.in pts. treat. with 40 mg dos., monit.CK lev.if S&S suggest. of myopathy pres.& discont.ther if myopathy is diagn./susp., condit.suggest.of myopathy/ pre-dispos.to ren.fail.developm. second. to rhabdomyolys., discont.if interstit.lung dis. developm.suspect., type 2 diab.as worsen. glycaem. control report., memory loss/impairm. report. in pts.over 50 gen.revers.upon discontinuat.
Drug interactions: AUC on aveg.7xhigh.with concom. ciclosporin, incr.INR with vit.K antagon. (eg.warfar.), Cmax & AUC 2x incr.with gemfibrozil, incr.system.expos.& adverse effs.with var. protease inhibit.in combinat.with ritonavir, antacids contain Mg & Al decr.plasma conc., decr. AUC (o-t) & Cmax with erythromycin, incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff.with HRT cannot be excl.

 XE "Tryzetor Plus" TRYZETOR PLUS, Pharma Dynamics (Pty) Ltd
See Section 7.7.4
 XE "Vaticol XL" VATICOL XL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Fluvastatin sod.equiv.to fluvastatin
Indications: Adjunct.to diet for reduct.of elev.tot.& LDL-cholesterol lev. in prim. hypercholesterolaem. when respons.to diet & other meas.inadeq., slow.of coron.arteroscleros. progress.in prim. hypercholesterolaem. & coron. heart dis.who do not respond.to diet.

(S4) TABS, 42/7.5/0805
718208-001: 80 mg, 28, R297,07
Dosage: Admin.in the even. & swallow whole. Init.& contin.cholesterol-low.diet ther.bef.& dur. treatm.tog.with weight contr.& physic.exerc. program

Admin.80 mg once dly.at night. Dos.adjustm. accord. to respons. at interv.of 4 wks or more. 

Contraindications: Act.liv.dis., persist.unexpl. elev. ser.transaminas.& creatine-phosphokin., sev. ren.insuffic., pregn., lactat., concom.fibrates or gemfibrozil, no data avail.in homozygous famil. hypercholesterolaem., not test.in pts.<18 yrs.

Side effects:Freq.: Headache, insomn., dyspeps., naus., abdom.pain Less freq.: Revers. incr.ser.transamin.lev., hepatit., skin rash, urticar., myalg., myosit., rhabdomyolys., ac.ren.fail. assoc.with rhabodmyolys.
Warnings and special precautions: Hepat.dis.hist., alcoholism, monit.liv.funct. bef.& dur.treatm., discont.if ser. transamin.lev.progress. partic.if rise to 3xULN, discont. if CK lev.are marked.elev.or if myopathy is diagn./ suspect., concom. immunosuppr.agents /cyclosporin/ gemifibrozil/ fibrates/niacin/ macrolide antibiot.or azole antifung. assoc.with incr. myopathy risk, pts.to report unexplain.musc. pain/ weakn./ tendern.esp.if accompany.by malaise & fev., withhold tempor.in ac./ ser.condit. predispos. to ren.fail. developm.second.to rhabdomyolysis, freq.INR/ prothromb.monit.with concom. warfar./ other coumar.deriv., admin.2-4 hrs. aft. cholestyramine/ colestipol, adeq. contracept. in women of childbear.potent., discont. ther. if a woman becom.pregn.
Interactions: INR incr.with warfarin, poss. elev.of ser.digox.lev., bioavailabil.reduc.with rifampicin.
 XE "Vusor" VUSOR, (Cipla Medpro) Teva [P/S]

Rosuvastatin.

Indications: Adjunct.to diet & exerc.when respons. inadeq in prim. hypercholesterolaem., mix. dyslipidaem./ isolat. hypertriglyceridaem. (incl. Fredrickson Type 11a, 11b & 1V), homozygous familial hypercholesterolaem.alone or as adjunct. to diet & other lipid low.treatm.

(S4) TABS. 45/7.5/0310, 0311, 0312, 0313

719081-001: 5 mg, 30, R98,07
719082-001: 10 mg, 30, R156,60
719083-001: 20 mg, 30, R241,60
719084-001: 40 mg, 30, R287,62
Dosage: Cholester.low.diet in place. Indiv. accord. to ther.goal & pt.respons. Recomm.start.dos: 5 mg once dly. Dos.range: 5-40 mg once dly. Maj. pts. control.on 10 mg dos. Dos.adjustm.can be made at 2-4 wk interv.

Prim.hypercholesterolaem./mix.dyslipidaem. & isol.hypertriglyceridaem: Recomm. start.dos: 5 mg once dly. Pts.of Asian ancestry & pts.requir.a small.LDL-C reduct. to achiev.treatm.target: 5 mg start.dos.recomm. Start.dos.of 20 mg may be cons. in sev.hypercholesterolaem.
Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Concom.ther.: Addit.effic.shown with concom. fenofibrate in lower.triglycerid.& may incr. HDL-C lev.with niacin. Bile acid sequestrant.or ezetimibe can be used. Max.dos.of 10 mg/day when used with protease inhibits.

Init. ther.with 5 mg once dly.& do not exceed 20 mg once dly with concom. gemfibrozil.

Contraindications: Predispos.myopathy/ rhabdomyolys. act.eg. mod.ren.impairm./ hypothyroid./ heredit.musc.disords or hist.thereof /prev. musc.toxic.hist.with anoth.HMG-CoA reduct. inhibit. or fibrate/ alcoh.abuse/ situat.where incr. plasma lev.poss.occur/Asian pts./concom.fibrat., other HMG-CoA reduct.inhibit.hypersens., act. liv. dis., concom.ciclospor., myopathy, safety & effic.in childr. not est., safety in pregn.& lactat.not est., sev. ren.impairm., concom.comb.of sofosbuvir/ velpatasvir/ voxilaprevir.

Side effects: Freq: Headache, dizzin., constip., naus., abdom.pain, asthen., oed., myalg., prurit., rash, urticar., incr.serum gluc.lvl, DM Less freq:  Thrombocytopen., cough, dyspn., hypersens. pneumonit., hypersens. reacts.incl.anaphylax., angioed., depress., cognit.impairm.eg.memory loss, forgetfuln., amnes., meomory impairm., confus., polyneuropath., peripher.neuropath., sleep disturb.incl.insomn./nightmare/ fever, photosens., flush., alopec., incr.hepat.transaminas., hepatit., jaund., cholestas., myopathy (incl. myositis), rhabdomyolys., lupus-like syndr., muscl.rupt., arthralg., pancreatit., diarrh., proteinur., nephrit., haematur., sex.dysfunct., gynaecomast. Unknown freq.: MG, ocul.myasthen., SJS, DRESS, tendon disord.immune -med.necrotis.myopath.
Special warnings and precautions: Consid. 40 mg admin.only in sev.hypercholesterolaem.& high CV risk who do not achiev.treatm.goal on 20 mg treatm./alt.ther., women of childbear. potent.to use adeq.contracept., assess.ren.funct.dur.follow-up for pts on 40 mg as proteinuria poss., eff.on skelet.muscle eg.myalg./ myopathy/ rhabdomyolys.reports higher with dose & caut.if comb.with ezetimibe, do not initiat.if baseline CK>5xULN, before treatm: Caut.in pts with predispos.myopathy/ rhabdomyolys. fact.eg.ren. impairm./ hypothyroid./ heredit.musc.disords or hist.thereof/ hist of musc.toxic.with another HMG-CoA reduct.inhibit.or fibrate/ alcoh. abuse/>70 yrs./ situat. where incr.plasma lev.poss./ concom.fibrat., dur.treatm.: Pt.to report inexplicab.muscle pain/ cramps part.if assoc.with malaise/ fev., meas.CK lvl & disc.therap.if elevat., if resolv.reintrod.at lowest dose, reports of immun.-mediat.necrotis. myopathy (IMNM), incr.myosit.& myopathy incid.report.in pts.on other HMG-CoA reduct.inhibit. tog.with fibric acid deriv.incl. ciclospor./ gemfibrozil/ nicotin.acid/ azole antifung.& macrolide antibiot., do not co-admin with system.fusidic acid/ within 7 days, pts.taking var. prot.inhibits.concom.with ritonavir, concom. protease inhibits.in HIV infect., excess.alcoh.consumpt., liv.dis.hist., recomm.LVT before treatm.& 3 months after, ther.to be interrupt.if ser.liv.injur.with clinic.sympt.&/ hyperbilirubinaem.or jaund. occurs, reports of cognitive impairm.gen.not serious & revers.upon disc., incr. syst.expos.in Asian pts., disc.if interstit.lung dis.suspect., pts with & at risk of Type 2 diab., S&S of severe cutan.advers. reacts.incl.SJS/ DRESS, incr.CK lev.& muscle sympts.aft.exercise more freq.in children, induce/ aggrav.pre-exist.MG/ ocul.myasthen., contains lactose.

Interactions: Plasma conc.on avg.7xhigh.with concom. ciclosporin, Cmax & AUC 2x incr.with gemfibrozil, incr.system.expos.& adverse effs.with var. protease inhibit.in combinat.with ritonavir, antacids cont.Mg & Al decr.plasma conc., decr. AUC & Cmax with erythromycin, incr.ethinyl oestrad. & norgestrel AUC with oral contracept.& simil.eff. with HRT cannot be excl., poss.rhabdomyolys.with concom. ezetimibe, ticagrelor might aff.ren.extret., disc./down-titrat.may result in decr.INR, co-admin with system.fusidic acid incr.myopathy risk.
 XE "Xartigen" XARTIGEN, Accord [P/S]

Rosuvastatin as rosuvastatin ca.

Indications: To reduce risk of non-fatal stroke/-MI & need for arter.revascularisat. Adjunct.to diet & exerc.when respons. inadeq in prim.hypercholesterolaem/ mix.dyslipidaem.& isolated hypertriglyceridaem.Prim.dysbetalipoproteinaem. To reduce tot.cholester.& LDL-C in pts with homozygous famil. hypercholesterolam.alone or as adjunct to diet and other treatm. Childr.10-17 yrs: Reduce tot.cholester., LDL-C & Apo B scores in heterozygous family. hypercholesterolaem.pts.
(S4) TABS. 50/7.5/0649, 0650, 0651, 0652

3003483-001: 5 mg, 30, R98,60
3003547-001: 10 mg, 30, R157,84
3003577-001: 20 mg, 30, R242,69
3003602-001: 40 mg, 30, R288,91
Dosage: Init std.cholester.-lower.diet. bef.& dur.treatm.Dose range 5-40 mg dly. Recomm.start.dose 5 mg once dly. Indiv.dose.accord.to ther.goal & pt. respons.Maj.pts.controll on 10 mg but can adjust dose 2-4 wkly interv. 40 mg only for severe hypercholesterolam.& CV risk where goal not achiev.on 20 mg rosuvastat.or alt.therap. Specialist supervis.then recomm.
Adults: Prim.hypercholesterolaem., mix.dyslipidaem., dysbetalipoproteinaem & isol.hypertriglyceridaem: Recomm.start.dos: 5 mg dly.Asian pts & pts.req.small reduct.in LDL-C recomm. start dose is 5 mg dly. Start.dos.of 20 mg may be consid.in sev. hypercholesterolaem.

Homozygous familial hypercholesterolaem: Start.recomm.dos: 20 mg once dly.

Renal impair.:Usual start dos for mild-mod ren.impairm. Do not exceed 10 mg dly in severe cases. Hepatic impair.: Usual start dos for mild-mod hepat.impairm. Severe hepat.impairm. start with 5 mg dly.consid.dos.above 10 mg with care. Concom.ther.: Addit. effic.shown.with concom. fenofibrate in lower.triglycerid.& incr.HDL-C lev. with niacin. Ezetimibe/bile acid sequestrant. can be used. Childr.10-17 yrs: Homozygous familial hypercholesterolaem: Dose range 5-20 mg.
Contraindications: Act.liv.dis., unexplain.persist.ser.transaminas.elev/if elev.exceed.3XULN, sev.ren.impairm., concom. cyclospor., pregn.& lactat., women of childbear.potent.not using adeq.contracept., myopathy, 40 mg in pts wit predispos.myopathy/ rhabdomyolys. fact.incl. mod.ren.impairm./hypothyroid./ heredit.musc.disords or hist.thereof/hist of musc. toxic.with another HMG-CoA reduct.inhibit.or fibrate/alcoh.abuse, situat.where incr.plasma lev.poss./Asian pts./concom.fibrates.
Side effects:Freq.: Diabet.mellit., headache, dizzin., constip., naus., abdom.pain, myalg., asthen. Less freq.: Thrombocytopen., hypersens.incl. angioed., polyneuropathy, memory loss, pancreatit., incr.hepat.transaminas., jaund., hepatit., prurit., rash, urticar., myopathy incl.myosit., rhabdomyolys., Lupus-like syndr., muscle rupt., arthralg., haematur., gynaecomast., oed. Freq.unknown: Depress., PN, cough, dyspn., diarrh., SJS, tendon disord., IMNM, proteinur., sex.dysfunct., interstit.lung dis.
Special warnings and precautions: Assess routine ren.funct.of pts on 40 mg, risk vs.benefit predispos.myopathy/ rhabdomyolys.fact.eg.ren.impairm./hypothyroid/ heredit.musc.disords or hist. thereof/hist of musc.toxic.with another HMG-CoA reduct.inhibit.or fibrate/ alcoh.abuse/ >70 yrs./ situat.where incr.plasma lev.poss./ concom.fibrates, timing of CK measurem., disc.if CK lvl.>5xULN or severe musc.sympts., reports of immune-mediat.necrotis. myopathy (IMNM), incr.myosit.& myopathy incid.report.in pts.on other HMG-CoA reduct.inhibit.tog.with ciclospor./ gemfibrozil/nicotin. acid/azole antifung./protease inhibit.& macrolide antibiot., concom.system.fusidic acid, excess.alcoh.consumpt., liv.dis.hist., incr.system.expos.in Asian pts., disc.if interstitial lung dis.suspect., type 2 diab. poss incr.bld.gluc., contains lactose monohydr., women of childbear.potent.to use adeq. contracept.
Interactions:Incr.plasma conc.with OATP1B1 & BCRP transp.prot., AUC on aveg.7xhigh.with concom.ciclosporin, incr.system.expos.& adverse effs.with var.protease inhibit.in combinat.with ritonavir, Cmax & AUC 2x incr.with gemfibrozil., niacin ≥ 1 g/day incr. myopath.risk., 40 mg contraindicated with fibrate, 1-2xAUC incr.with 10 mg rosuvastat.& 10 mg ezetimibe, antacids contain Mg & Al 50% decr.plasma conc., decr.AUC & Cmax with erythromycin, incr.AUC with concom.regorafenib/ atazanav.& ritonav./ velpatasv./ ombitasv./paritaprev./ ritonav./ dasabuv./ grazoprev./ elbasv./ glecaprev./ pibrentasv./ lopinav.& ritonav./ clopidogrel / eltrombopag/ darunav.& ritonav./ tipranav.& ritonav./ dronedarone/ itraconaz., decr.AUC with concom. baicalin, concom.warfarin may rise INR, incr.ethinyl oestrad.& norgestrel AUC with oral contracept.& simil.eff.with HRT cannot be excl., poss.incr.risk of myopathy with systemic fusidic acid.
7.7.3
Cholesterol absorption inhibitors
 XE "Ezentia" EZENTIA 10, Forrester [P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.ttotal-C and LDL-C in homozyg.familial hypercholesterolaem.

(S4) TABS, 51/7.5/0106

3004104-001: 10 mg, 30, R204,70
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.

Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., with concom. statin.in pts with act.liv. dis./unexplain.persist. elev.ser.transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom.pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq.: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Warnings and special precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom.statin do LFT at init.of ther. & then accord.to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.< 10 yrs of age, long-term eff.of ther.in pts < 17 yrs to reduc. morbidity & mortality in adulthood not stud, safety & effic. with concom.fibrates other than fenofibrate not stud., consid.gallblad.studies/alt.lipid low.ther. if cholelithias. suspect.in pts.receiv.concom. fenofibrate, concom.cyclospor., monit.INR with concom.warfarin/coumarin anticoags/ fluindione, lactose intol., excret.in anim.breast milk

Interactions: INR incr.with warfar./fluindione, mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.

 XE "Ezetimibe 10 Teva" EZETIMIBE 10 TEVA, (Cipla) Teva[P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.tot. cholester. & low-density lipoprot. cholester. in homozyg.familial hypercholesterolaem.

(S4) TABS, 50/7.5/0760

3003403-001: 10 mg, 30, R223,25
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., with concom. statin.in pts with active liv. dis./unexplain.persist. elev.ser.transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom.pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq.: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Special warnings and precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom.statin do LFT at init.of ther. & then accord.to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.< 10 yrs of age, long-term eff.of ther.in pts < 17 yrs to reduc. morbidity & mortality in adulthood not stud, safety & effic. with concom.fibrates other than fenofibrate not stud., consid.gallblad.studies/alt.lipid low.ther. if cholelithias. suspect.in pts.receiv.concom. fenofibrate, initiat.concom.ciclospor., monit.ciclospor.concentr., monit.INR with concom.warfarin/coumarin anticoags/ fluindione, lactose intol.

Interactions: INR incr.with warfar./fluindione, mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.

 XE "Ezetrol" EZETROL 10 MG, Organon [P/S]

Ezetimibe

Indications: Prim.hypercholesterolaem.as adjunct. ther.to diet admin.alone/ with statin to reduc.elev.Tot.Cholester. & LDL.

Reduc.risk of CV events in CHD & hist.of ACS when added to statin. Homozyg.fam. hypercholesterolaem. with statin to red.elev.Tot.Cholester.& LDL.

(S4) TABS, 37/7.5/0413

704378-001: 10 mg, 30, R246,91
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 6 yrs., mod.to sev.hepat.impairm., safety & effic. with concom.fibrates other than fenofibrate not stud.

Side effects: Headache, fatig., GI disturbs., myalg., incr.ALT/AST & CPK, vir.infects., URTI, arthralg., back pain, cough., chest pain, dizzin., paraesthes., depress., thrombocytopen., hypersens. reacts.incl.angioed., pancreatit., hepatobil. disords., myopathy, rhabdomyolys., erythema multiforme.

Special precautions: Monit.INR when add.to warfar./other coumar.anticoags., admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom. statin, do LFT at init.of ther.& then accord.to statin. recomm., pts.to report S&S of myopathy & ther. and statin if applic to be discont.if confirm., consid. gallblad. studies/alt.lipid low.ther.if cholelithias. suspect., concom.cyclospor.

Drug interactions: INR incr.with warfar., mean AUC decr.with cholestyramine, fenofibrate/ gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.
 XE "Ezotak" EZOTAK, Aurogen [P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.(total C) & low-density lipoprot cholester.(LDL-C), with statin to reduc. elev.total-C and LDL-C in homozyg.familial hypercholesterolaem. (H0FH)

(S4) TABS, 52/7.5/0279

3006551-001: 10 mg, 30, R218,92
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.

Contraindications: Pregn.& lactat., childr.< 10 yrs., mod.- sev.hepat.impairm., with concom. statin.in act.liv. dis./ unexplain.persist.elev.ser. transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck-/ chest pain, pain, incr.ALT &/AST/CPK/ GGT, abnorm. LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom. pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax. / rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.
Special warnings and precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom. statin do LFT at init.of ther.& then accord. to statin.recomm., pts.to report S&S of myopathy & concom.ther.and statin if applic.to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud. in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.<10 yrs of age, long-term eff.of ther.in pts <17 yrs to reduc.morbidity & mortality in adulthood not stud, S&E with concom.fibrates other than fenofibrate not stud., consid.gallblad.studies/ alt.lipid low.ther.if cholelithias. suspect.in pts.receiv.concom. fenofibrate, concom.cyclospor., monit.INR with concom. warfarin/ coumarin anticoags/ fluindione, lactose intol., excret.in rat breast milk, eval.effs. bef.driv./ perform. complicat.tasks.

Interactions: Mean AUC decr.with cholestyramine, fenofibrate/ gemfibrozil incr.tot. conc., cyclospor.incr.mean AUC for total ezetimibe, INR incr.with warfar./ fluindione,
 XE "Mezibe" MEZIBE 10 MG, Ranbaxy [P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.tot. cholester.& low-density lipoprot. cholester.in homozyg.familial hypercholesterolaem.

(S4) TABS, 48/7.5/0637

3003378-001: 10 mg, 30, R209,98
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., safety & effic. with concom.fibrates other than fenofibrate not stud., concom. statin.in pts with active liv.dis./ unexplain.persist.elev.ser.transaminas.
Side effects: Monother.: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq.: decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/ CPK/ gammaglutam.transfer., abnormal LFT. With concom.statins: Freq.: Pharyngit., sinusit., URTI, headache, dizzin., abdom. pain, constip., diarrh., flatul., naus., myalg., arthralg., back/chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar/angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Warnings and special precautions: Monit.INR when add.to warfar./other coumar.anticoags./ fluindione, admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom. statin do LFT at init.of ther. & then accord.to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., consid.gallblad.studies/alt.lipid low.ther. if cholelithias. suspect.in pts.receiv.concom. fenofibrate, concom.cyclospor., co-admin.with simvastatin dos. > 40 mg dly., not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud. in paeds.< 10 yrs of age, long-term eff.of ther. in pts < 17 yrs to reduc.morbidity & mortality in adulthood not stud., lactose intol.

Interactions: INR incr.with warfar., mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.

 XE "Tactus" TACTUS 10 MG, Sandoz [P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.tot. cholester. & low-density lipoprot. cholester. in homozyg.familial hypercholesterolaem.

(S4) TABS, 47/7.5/0175

3003423-001: 10 mg, 30, R250,49
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., safety & effic. with concom.fibrates other than fenofibrate not stud., with concom. statin.in pts with active liv. dis./unexplain.persist.elevat.ser.transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., muscle spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdomin.pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq.: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Warnings and special precautions: Monit.INR with concom.warfarin/coumarin anticoags/ fluindione, admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom.statin do LFT at init.of ther. & then accord.to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., consid.gallblad.studies/alt.lipid low.ther. if cholelithias. suspect.in pts.receiv.concom. fenofibrate, concom.cyclospor., co-admin.with simvastatin dos.> 40 mg dly., not studied in paeds aged 10-17 yrs., co-admin.with simvastatin not studied in paeds. < 10 yrs of age, long-term eff.of ther.in pts < 17 yrs to reduc. morbidity & mortality in adulthood not studied, lactose intol.

Interactions: INR incr.with warfar., mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.

 XE "Toleze" TOLEZE, AI Pharm[P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.tot.C & LDL-C. in homozyg.familial hypercholesterolaem.

(S4) TABS, 54/7.5/0617

3004519-001: 10 mg, 30, R189,89
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recomm.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., 

Side effects: Monother: Freq: Abdom.pain, diarrh., flatul., headache, fatig. Less freq: Decr. appet., hot flush, hypertens., cough, dyspeps., GORD, naus., arthralg., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. Addit.with concom. statins: Freq: Headache, myalg., incr.ALT &/ AST. Less freq: Paraesthes., abdom.pain, constip., dry mouth, flatul., gastrit., naus., prurit., rash, urticar., back pain, musc.weakn., pain in extremit., asthen., fatig., periph.oed. Post market.with/-out statin: Thrombocytopen., hypersens.incl.anaphylax.& angioed., depress., dizzin., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myalg., myopathy, rhabdomyolys.

Warnings and special precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with statin co-admin.refer.prof.info of that partic.med., with concom.statin do LFT at init.of ther. & then accord. to statin.recomm., pts.to report S&S of myopathy & ther./any other meds.and statin if applic to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., safety & effic. with concom.fibrates other than fenofibrate not stud., gallblad.stud.indicat.if cholelithias. suspect.in pts.receiv.concom. fenofibrate & discont. ther., concom.cyclospor., monit.INR with concom.warfarin/coumarin anticoags/ fluindione, lactose intol., secret.in rat breast milk, poss. lithogenic. risk, monit.concom.ciclospor.conc., monit. INR with concom.warfar./other coumar. anticoag./fluindione, eval effs.when driv./perform. complicat.tasks

Interactions: Mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe, INR incr. with warfar./fluindione.

 XE "Trezecol" TREZECOL 10, Accord [P/S]

Ezetimibe

Indications: In prim. hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev.ttotal-C and LDL-C in homozyg.familial hypercholesterolaem.

(S4) TABS, 49/7.5/0797

3003893-001: 10 mg, 30, R222,65
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.

Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., with concom. statin.in pts with act.liv. dis./ unexplain.persist. elev.ser.transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom.pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq.: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., dizzin., paraesthes., dyspn., pancreatit., constipat.,hepatit., cholelithias., cholecystit., erythema multiforme, myalg., myopathy/ rhabdomyolys., asthen.,

Special warnings and precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., ref.to product info of concom.statin if co-admin., with concom.statin do LFT at init.of ther. & then accord.to statin. recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.< 10 yrs of age, long-term eff.of ther.in pts < 17 yrs to reduc. morbidity & mortality in adulthood not stud, safety & effic. with concom.fibrates other than fenofibrate not stud., consid.gallblad.studies/alt.lipid low.ther. if cholelithias. suspect.in pts.receiv.concom. fenofibrate, concom.cyclospor., monit.INR with concom.warfarin/coumarin anticoags/ fluindione, lactose intol., excret.in anim.breast milk

Interactions: INR incr.with warfar./ fluindione, mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe.

 XE "Tryzetor" TRYZETOR 10 MG, Pharma Dynamics [P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot. cholester.& low-density lipoprot cholester., with statin to reduc. elev.tot. cholester. & low-density lipoprot. cholester. in homozyg.familial hypercholesterolaem.

(S4) TABS, A52/7.5/0169

3004468-001: 10 mg, 30, R199,84
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.
Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., with concom. statin.in active liv. dis./unexplain.persist. elev.ser. transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. Concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom.pain, constip., diarrh., flatul., naus., myalg., arthralg., back/ chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. Concom. fenofibrate: Freq: Abdom.pain. Post market: Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Warnings and special precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom. statin do LFT at init.of ther.& then accord. to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., co-admin. with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.< 10 yrs of age, long-term eff.of ther. in pts < 17 yrs to reduc.morbidity & mortality in adulthood not stud, safety & effic.with concom. fibrates other than fenofibrate not stud., consid. gallblad.studies/alt.lipid low.ther.if cholelithias. suspect.in pts.receiv.concom.fenofibrate, concom. cyclospor., monit.INR with concom.warfarin/ coumarin anticoags/fluindione, lact.intol., excret.in rat breast milk.

Interactions: INR incr.with warfar./fluindione, mean AUC decr.with cholestyramine, fenofibrate/gemfibrozil incr.conc., incr.cholesterol excret.into bile lead.to cholelithias.with fibrates, cyclospor.incr.mean AUC for total ezetimibe.

 XE "Zytezo" ZYTEZO, Zydus[P/S]

Ezetimibe

Indications: In prim.hypercholesterolaem.as adjunct. ther.to diet admin.with HMG-CoA reduct. inhibit.or alone to reduc.elev.tot.cholester.& low-density lipoprot cholester., with statin to reduc. elev. tot. cholester. & low-density lipoprot. cholester. in homozyg.familial hypercholesterolaem.

(S4) TABS, 51/7.5/0833
3003902-001: 10 mg; 30; R231,32
Dosage: Lipid low.diet & weight loss program. where indic.to contin.dur.ther.

Recom.dos: 10 mg once dly.alone/with statin or fenofibrate.

Contraindications: Pregn.& lactat., childr.und. 10 yrs., mod.to sev.hepat.impairm., with concom. statin.in pts with active liv. dis./unexplain.persist. elev.ser.transaminas.

Side effects: Monother: Freq: Vir.infects., pharyngit., sinusit., cough, abdom.pain, diarrh., flatul., arthralg., back pain, headache, fatig. Less freq: Decr.appet., hot flush, hypertens., dyspeps., GORD, naus., musc.spasms, neck/chest pain, pain, incr.ALT &/AST/CPK/ gammaglutam. transfer., abnorm.LFT. With concom.statins: Freq: Pharyngit., sinusit., URTI, headache, dizzin., abdom. pain, constip., diarrh., flatul., naus., myalg., arthralg., back/chest pain, fatig., incr.ALT &/ AST. Less freq: Paraesthes., dry mouth, gastrit., prurit., rash, urticar., musc.weakn., pain in extremit., asthen., periph.oed. With concom. fenofibrate: Freq.: Abdom.pain. Freq.unknown: Thrombocytopen., hypersens.reacts.incl. anaphylax./ rash/urticar./angioed., depress., dyspn., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy/ rhabdomyolys.

Special warnings and precautions: Admin.bile acid sequestrant 2 hrs.bef.or 4 hrs.aft., with concom. statin do LFT at init.of ther.& then accord. to statin.recomm., pts.to report S&S of myopathy & ther.and statin if applic to be discont., co-admin.with simvastatin dos.> 40 mg dly.not stud.in paeds aged 10-17 yrs., co-admin.with simvastatin not stud.in paeds.< 10 yrs of age, long-term eff.of ther.in pts < 17 yrs to reduc.morbidity & mortality in adulthood not stud, safety & effic.with concom. fibrates other than fenofibrate not stud., consid. gallblad.studies/alt.lipid low.ther.if cholelithias. suspect. in pts.receiv.concom. fenofibrate, concom. cyclospor., monit.INR with concom. warfarin /coumarin anticoags/ luindione, lactose intol.

Interactions: INR incr.with warfar./fluindione, mean AUC decr.with cholestyramine, fenofibrate/ gemfibrozil incr.conc., cyclospor.incr.mean AUC for total ezetimibe

7.7.4
Others
REPATHA (MDR Listing)

 XE "Dynator Plus" DYNATOR PLUS, Pharma Dynamics [P/S]

Ezetimibe 10(10; 10; 10) mg, atorvastatin 10(20; 40; 80) mg

Indications: Adjunct.ther.to diet for reduct.of elev. tot.cholester.(tot.C)/low density lipoprot.cholest.( LDL-C) in adults with prim.(heterozygous familial & non-familial) hypercholesterolaem., adjunct.ther.to diet for reduct.of elev.tot.-C and LDL-C lev. in adults with homozyg. familial hypercholesterolaem.(HoFH).
(S4) TABS, 54/7.5/0330.326, 0331.327, 0332.328

3006351-001: 10/10 mg, 30, R186,12
3006352-001: 10/20 mg, 30, R186,12
3006353-001: 10/40 mg, 30, R201,16
Dosage: Pt to be on appropr. lipid low.diet which is to be cont.dur. treatm. Consid.pts. LDL-C lev/ coron. heart risk status & respons.to curr.ther. Adjust. at interv.of 4 wks./more.

Primary Hypercholesterolaem.and mix.hyperlipidaem.: Dos range:10/10 mg – 10/40 mg/day. Typic. dos.10/10 mg/day. Max.response achieved within 4 wks. Homozyg.familial hypercholesterolaem: Dos range:10/10 mg – 10/40 mg dly. May be used as adjunct. to other lipid low.treatm./ if such treatm. are unavail. Other med.co-admin: Admin.2 hrs.bef.or 4 hrs aft.bile acid sequestrant. Dos.not to exceed. 10/20 mg/ day with hepatit.C antivir.agents elbasvir/ grazoprevir

Contraindications: Pregn.& lactat., women of child bear.potent.not using adeq.contracept., mod.to sev.liv.dysfunct., unexplain.persist. ser.transaminas.elev. exceed 3xULN, pts. with Child-Pugh B & C, concom. rifampicin/ diltiazem/ grapefruit juice, concom. hepatit.C antivir. glecaprevir/pibrentasvir

Side effects: Ezetimibe: Freq: Abdom. pain, diarrh., headache. Less freq: Vir. infect., pharyngit., sinusit., URTI, cough., arthralg., back pain, myalgia, fatig., chest pain, dizzin. Freq. unknown: Thrombocytopen., hypersens., anaphylax., rash, urticar., angioed., paraesthes., N&V, pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy, rhabdomyolys., incr. ALT/ AST/CPK. Atorvastatin: Freq: Allerg.react., insomn., hypoesth., paraesthes., dizzin., N&V, diarrh., abdom.pain, flatul., dyspeps., constip., prurit., rash, myalg., arthralg., back pain, asthen., chest pain, headach. Less freq: Infect., flu synd., sinusit., pharyngit., thrombocytopen., hypoglycaem., hyperglycaem., anorex., weight gain, peripher. neurop., amnes., dysgeus., tinnitus, vomit., pancreatit., hepatit., cholest.jaund., alopec., urticar., bul.rash, SJS, TEN, erythem., myosit., musc.cramps, rhabdomyolys., myopath., impot., malaise, peripher.oed., fatig., tend.rupt., accid.injury. Freq.unknown: Immune-mediat. necrot.myopath., cognit.impairm. (eg. mem.loss, forgetf., amnes., mem.impairm., confus.). Ezetimibe/atorvastatin: Freq: Abdom. pain, constip., diarrh., flatul., N&V, myalg., fatig., incr. ALT/ AST. Less freq: Influen., bronchit., sinusit., hyperkalaem., depress., insomn., sleep disord., dizzin., dysgeus., paraesthes., headach., sinus bradycard., hot flush., dyspnoea, cough., abdom.discomf., freq bowel mvmts.,stomach discomf., ups.stomach, abdom.distens., dyspeps., acne, urticar., arthralg., back pain, musc.fatig., musc.weakn., pain in extr., musc.sp., musculosk.stiffn., asthen., oed., malaise, incr.weight, incr.alk.phosph., gamma-glutamyl trans. & liv.enzym., abn.liv.func.test, incr.blood CK. Freq.unknown: Nasopharyngit., UTI, infect., pharyngit., thrombocytopen., hypersens., anaphylax., angioed., rash, urticar., decr.appetite, anorex., hyper-./ hypoglycaem., nightmares, hypoesth., amnes., peripher.neurop., vis.blurr., tinnitus, deafn., immune-mediat.necrot.myopath., myopath./ rhabdomyolys. , neck pain, joint swel., musc.pain, myosit., gynaecomast., erect.dysfunct., chest pain, pain, peripher.oed., pyrex., positive WBC in urine, tend.rupt., injury, hypertens., haemorrh.stroke, pharyngolaryng.pain, epistax., asthma, pancreatit., GORD, eruct., vomit., dry mouth, hepatit., cholelithias., cholecystit., hepat.fail., cholestat., prurit., skin rash, bul.rash., (incl.erythema multiforme, SJS, TEN), alopec.
Special warnings and precautions: Other concom. meds.known to be assoc.with incr. rhabdomyolys.risk, pre-dispos. rhabdomoyolys.fact. where CPK lev.should be meas. to est.ref.baseline value, advis.pts.to report S&S of myopathy & meas.CPK if pres.& consid./ discont.if myopathy occurs/ suspect., discont.if CPK markedly elevat., avoid concom.meds.with potent CYP3A4 inhibit.eff./ consid.low.start.dos.with close monit., incr.myopathy risk with gemfibrozil/ othr fibric acid derivat./ hepatit.C antivir./ erythromyc.or niacin/ immunosupr.meds./ azole antifung./ colchicine/ combinat.of HIV protease inhibits., do not admin.with/ within 7 days of stop. syst. fusidic acid treatm./ discont.statin.dur.ther.durat.if consid.essent., only consid.concom.fusidic treatm.in except.circumstan.on a case by case basis und.close supervis., concom.daptomycin, monit.liv.funct.when init.ther.& dur.ther., monit. caref.if ser.transamin.lev.elev.& if show.progress. partic.to 3xULN persist.reduc.dos./ discont.ther., withdr.ther.in case of ser.liv.inj. with clinic.sympt.&/ hyperbilirubinaem./ jaund., substant.alcoh. consumpt., liv.dis.hist., not recomm. in mod-sev.hepat.insuffic., concom. fibrates not recomm., gallbladd.stud.indicat. if cholelithias. suspect.in pts receiv.concom. fenofibrate., monit.ciclospor.conc.if admin. concom., monit.INR with concom. warfar./ another coumar.anticoag./ fluindione, incr.risk of haemorrhag.stroke in pts.with prior haemorrhag. stroke/ lacunar infarct in stroke prev.by aggress. cholesterol reduct.study init.on atorvastat.80 mg, discont.with evid.of interstit.lung dis., monit.pts.at risk of diab.mellit., congenit. abnormalit.follow. HMG-CoA intrauter.expos., ezetimibe secret.in rat breast milk, S&E in childr.not est., lactose intol.

Interactions: Inhibit.of cert.enzym.(eg CYP3A4)&/ OATP1B1 transport.may incr.atorvastat.plasma conc. incr.myopathy risk which may also be applic. to othr meds.with myopathy potent.eg.fibric acid derivat.& ezetimibe, mean ezetimibe AUC decr. with cholestyramine, incr.ezetimibe conc.with fenofibrate/ gemfibrozil, conc.mean ezetimibe AUC incr. with ciclospor., BCRP inhibit.eg.elbasvir/ grazoprevir incr.atorvastat.conc., delay.atorvastat. admin.aft.rifampic.reduces atorvastat.plasma conc. signific, decr.absorpt. with concom.antacids, inhibit.of transport prot.(eg ciclospor.) incr.atorvastat.syst.expos., colestipol low.atorvastat.plasma conc., myopathy report. with colchicine, incr.myopathy risk with daptomycin, incr.atorvastat.conc.with combinat.of HIV protease inhibits., incr.atorvastat. AUC with diltiazem/ itraconazole, atorvastat.expos.incr.with boceprevir theref.dos. not to exceed 10/20 mg/day, digox. steady states slightly incr.with atorvastat., norethister. & ethinylestrad.plasma conc.incr.with atorvastat., atorvastat.decr.prothromb.time slightly with warfar.
 XE "Ezesim" EZESIM, Forrester [P/S]

Ezetimibe 10(10; 10; 10) mg, simvastatin 10(20; 40; 80) mg

Indications: Adjunct.ther.to diet to reduc.elev. tot. cholester.(tot.C)/low density lipoprot.cholest. (LDL-C)/apolipoprot.B (Apo B) triglycerid.(TG) & non-high-density lipoprot.cholester.(non-HDL-C) and to mod.incr.high density lipoprot.cholester. (HDL-C) in prim.(heterozygous familial & non-familial) hypercholesterolaem.or mix. hyperlipidaem., reduc.elev.tot.-C and LDL-C lev.in homozyg.familial hypercholesterolaem.(HoFH)

(S4) TABS, 51/7.5/0949; 0950; 0951

3003965-001: 10/10 mg, 30, R174,80
3003966-001: 10/20 mg, 30, R174,80
3003986-001: 10/40 mg, 30, R174,80
Dosage: Cholest.low.diet bef.init.& dur.ther. Indiv. dos.accord.to baseline LDL-C lev, recomm.ther. goal & respons. Admin.as sngl.dly.dos.in the even.

Hypercholesterolaem: Recomm.init.dos.10/20 mg/day. Dos.range: 10/10 mg through 10/80 mg/ day. Analyse lipid lev. 2 wks.aft.init.or titrat.of dos. & adjust dos.as reqd.

Homozyg.familial hypercholesterolaem: Recomm. dos.10/40 mg/day or 10/80 mg/day in the even. Adjunct. to other lipid low.treatm./if such treatm.are unavail.

Contraindications: Act.liv.dis., unexplain. persist. ser.transaminas.elev., mod.to sev.hepat. impairm., pregn.& lactat., safety & effic.in childr. not est., concom.potent CYP3A4 inhibit.& meds. contain.cobicistat, concom.gemfibrozil/ciclospor.or danazol, concom.lomitapide with dos.>10/40 mg 
Side effects: Freq: Headache, flatul., myalg., limb pain, incr. ALT/AST.bld.CK, vir.infect., pharyngit., sinusit. URTI, cough., abdom.pain, diarrh., back pain, fatig., chest pain, GI disturbs. Less freq: Decr.weight, sleep disord., insomn., dizzin., paraesthes., abdom.discomf., dyspeps., dry mouth, gastroesophag.reflux dis., prurit., rash, urticar., arthralg., musc.sp., musc.weakn., musculoskelet. pain & discomf., neck pain, extremity pain, asthen., malaise, periph.oed., incr.bld.bilirub./uric acid/gamma-glutamyl transferase & INR, urine prot.pres., hypersens., anaphylax., thrombocytopen., depress., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy, rhabdomyolys., incr.CPK & liv. enzym., anaem., periph.neuropathy, memory impairm., hepat.fail., alopec., dermatomyosit., polymyosit., myasth.grav. Freq.unknown: Confus., nightmares, hot flush, hypertens., tendinopathy, tend. rupt., immune-mediat.necrotis.myopathy, ED, sex.dysfunct., pain, elev.alkal.phosphat., amyopath. dermatomyosit., vesiculobull.erupt., incr.HbA1c & fast. ser.gluc., diab.mellit., proteinur., ren. fail., impot., decr.libido, testic.pain, hyperglycaem.

Special warnings and precautions: Dos.above 10/10 mg /day in sev.ren.insuffic., admin.2 hr.bef. or 4 hrs.aft.bile acid sequestrant, dos.not to exceed 10/10 mg dly.with concom.cyclospor./ danazol or niacin great.or equal to 1 g/day but pref. to avoid.combin.use, dos.not to exceed 10/20 mg dly. with concom.amiodarone/verapamil and high.dos. to be avoid., monit.ciclospor.conc.if admin.concom., if itraconazole/ketoconazole/ erythromycin/ clarithromycin or telithromycin unavoid. suspend Ezesim ther.dur.course of treatm., avoid concom.meds.with potent CYP3A4 inhibit.eff., concom.fibrates esp.gemfibrozil to be avoid., advis.pts.of S&S & monit.for myopathy & discont.if myopathy occurs/suspect., pre-dispos. rhabdomoyolys.fact.where CK lev.should be meas. to est.ref.baseline value, any prev.musc.disord. while on fibrate or statin treatm., do not start treatm. if CK lev.>5xULN, myopathy risk incr.by high HMG-CoA reduct.inhibit.activ.plasma lev., sympts.&/CK lev.>10xULN indic.myopathy, CK lev.not to be meas.aft.stren.exerc.& if >5xULN remeas.5-7 days later, other concom.meds.known to be assoc.with incr.rhabdomyolys.risk, musc. relat. tox.effs.simil. to niacin poss.with Acipimox, monit.concom. fusidic acid, tempor.discont.prior to elect.surg.and any maj.medic./surgic.condit. supervenes/ concom.daptomycin, reduc.hepat. OATP transport prot.as result of inhibit.by interact. meds./in SLC01B1 c521T>C genotype carriers incr. myopathy risk, avoid high dos.in those carry.CC genotype, dos.not to exceed 10/20 mg dly.with concom. meds. contain.elbasvir/grazoprevir, monit. INR with concom. warfar./another coumar. anticoag./ fluindione, monit.liv.funct.when init. ther.& dur. ther. esp.if titrat.to 10/80 mg dos., monit.caref.if ser. transamin.lev.elev.& if show progress.partic.to 3xULN persist.discont.ther., interupt ther.in pres.of clinic.sympts of ser.liv. injury & do not restart if alt.aetiology not found, substant.alcoh. consumpt., liv.dis.hist., monit.pts. at risk of diab.mellit., discont.with evid.of interstit. lung dis., simvastat.prob.porphyrinogen., lact. intol., congenit. abnormalit.follow.HMG-CoA intrauter. expos.

Interactions: Myopathy risk incr.by fibrates & niacin at dos.great.than/equal to 1 g/day, potent CYP3A4 inhibit.incr.myopathy risk eg.itraconazole/ erythromycin./HIV prot.inhibit./ciclospor./danazol/ amiodarone/verapamil/diltiazem/fusidic acid & grapefruit juice, myopathy risk incr.with concom. lomitapide, BCRP inhibit.incl.prod.contain. elbasvir/ grazoprevir incr.simvastat.conc., mean ezetimibe AUC decr.with cholestyramine, fibrates poss.incr.cholesterol excret.into bile, incr. myopathy risk with amlodipine theref.dos.not to exceed 10/20mg dly., incr.myopathy risk with mod. CYP3A4 inhibit.at high. dos., inhibit.of OATP1B1 transport prot.incr. simvastat.conc., myopathy report. with colchicine & simvastat.in ren. impairm., loss of simvastat.effic.with long term rifampic., incr.myopathy risk with daptomycin, simvastat.mod.potent.coumar.anticoags.effs.

 XE "Inegy" INEGY, Organon [P/S]

Ezetimibe 10(10; 10) mg, simvastatin 10(20; 40) mg

Indications: Reduc.CVE risk in CHD & hist.of ACS with prev.statin/not. Adjunct. ther.to diet in prim. hypercholesterolaem.for red.of elev. Tot.Cholester/ LDL/ apolipoprot.B (Apo B)/ TG & non-HDL-C, moder.incr. HDL in pts with prim. hypercholesterolaem./mixed hyperlipidaem. Reduc.elev.tot.-C and LDL lev.in homozyg.familial hypercholesterolaem 

(S4) TABS, A39/7.5/0031; 0032; 0033

715237-001: 10/10 mg, 30, R239,55
715238-001: 10/20 mg, 30, R239,55
715240-001: 10/40 mg, 30, R239,55
Dosage: Place pt.on std.cholest.low.diet bef.init.& dur.ther. Indiv. dos.accord.to baseline LDL-C lev, recomm.ther. goal & respons. Admin.as sngl.dly.dos.in the even.with/-out food.

Prim./mixed hyperlipidaem.: Dose range 10/10 mg-10/80 mg/day. Recomm.start.dos.: 10/20 mg/day.Consid.10/10 mg for less aggress.LDL red.For >55 % LDL red.start on 10/40 mg. Analyse lipid lev.2 wks.aft.init.or titrat.of dos.& adjust dos.as reqd. 10/80 mg only recomm.for high risk CV pts.not achiev.goals on lower dose.

CHD & ACS hist.: Start dose 10/40 mg.in even. 10/80 mg only recomm.for pts. not achiev.suitab.LDL red.

Homozyg.familial hypercholesterolaem: Recomm. dose 10/40 mg/day or 10/80 mg in even.adjunct. to other lipid low.treatm./if such treatm.are unavail.

Co-admin othr meds:Admin.2/more hrs.bef. or 4/more hrs.aft.bile acid seq.Do not exc.10/20 mg dly with concom.amiodarone/ verapamil/ diltiazem/ elbasvir/ grazoprevir. Do not exc.10/40 mg dly with concom.amlodipine.

Pead pts.: Recomm.start dose 10/10 mg in even. Max 10/40 mg.Indiv.dose. Not recomm.< 10 yrs.
Contraindications: Act.liv.dis., unexplain. persist. ser.transaminas.elev., mod.to sev.hepat. impairm., pregn.& lactat., safety & effic.in childr. not est.

Side effects: Ezetemibe+simvastatin: Common: Myalg., incr.ALT/ AST/ bld.CPK Uncommon: Sleep disord., insomn., dizzin., headache, paraesthes., abdom.pain/-discomf./ -distens./ -upper pain, dyspep., flatul., diarrh., N&V, dry mouth, GORD, prurit., rash, urticar., arthralg., muscl.sp., muscul.weakn./-discomf./-pain, neck -/back-/ extrem.pain, asthen., fatig., malaise, chest pain, periph.oed., bld.bilirub./ bld.uric acid/ GGT/ INR incr., protein in urin., weight decr. 

Ezetemibe: Less freq.: Decr.apetit., hot flush, hypertens., cough, gastrit., pain, abnorm.LVT Post market.:Thrombocytopen., depress., constipat., pancreatit., hepatit., jaund., cholelithias., cholecystit., hypersens.incl. rash/ urticar./ anaphylax.angioed/ erythem.multif., myopath./ rhabdomyolys.
Simvastatin: Less freq.: Constip., anaem., periph.neuropath., cough, interstit.lung dis., hepatit., jaund., hepat.fail., alopec., muscl.cr., erect.dysf., hypers.syndr.Post market.: Revers.cognit.impairm.
Special warnings and precautions: Dos.not to exceed 10/10 mg dly.with concom.cyclospor./danazol or niacin great.or equal to 1 g/day but pref.to avoid. combin.use, dos.not to exceed 10/20 mg dly.with concom.amiodarone/verapamil and high.dos.to be avoid., avoid concom.potent CYP3A4 inhibit. unless combin.ther.benefits outweigh risk, if itraconazole/ ketoconazole/ erythromycin/ clarithromycin or telithromycin unavoid.suspend Inegy ther.dur. course of treatm., advis.pts.of S&S & monit.for myopathy & discont.if myopathy occurs/suspect., concom.fibrates not recomm., congenit. abnormalit.follow.HMG-CoA intrauter. expos., dos.above 10/10 mg /day in sev.ren. insuffic., admin.2 hr.bef.or 4 hrs.aft.bile acid sequestrant, monit.liv.funct.when init.ther.& dur. ther. esp.if titrat.to 10/80 mg dos., monit.caref.if ser. transamin.lev.elev.& if show progress.partic.to 3xULN persist.discont.ther., stop treatm.if serious liv.injury sympts./ hyperbilirubinaem/ jaund., substant.alcoh. consumpt., liv.dis.hist., monit.INR with concom. warfar./ another coumar.anticoag/fluindione, cont.lactose.
Interactions: Potent CYP3A4 inhibit. reduc. simvastat.eliminat.incr.myopathy risk, myopathy risk incr.by fibrates & niacin at dos. great. than/ equal to 1 g/day, myopathy risk incr.by cyclospor./ danazol/ amiodarone/ verapamil/diltiazem & fusidic acid, mean ezetimibe AUC decr.with cholestyramine, fenofibrates & gemfibrozil incr. ezetimibe conc., simvastat.mod.potent. coumar. anticoags.effs, mean ezetimibe AUC incr.with cyclospor., incr.myopath./rhabdomyolys.with concom.daptomycin, concom.BCRP inhib.eg.elbasvir/ grazoprevir incr.plasma conc.of simvastatin, monit.concom.colchicine, avoid grapefr.juice.
 XE "Liptruzet" LIPTRUZET Organon[P/S]

Ezetimibe 10(10; 10) mg, atorvastatin 10(20; 40) mg

Indications: Reduc.risk of CV events in CHD & hist. of ac.coron.syndr.eith.where prev.treat.with a statin or not, adjunct.ther.to diet in adults with prim.(heterozygous familial & non-familial) hypercholesterolaem. or mix. hyperlipidaem.where combinat. prod appror.in pts.not adeq.control.with statin alone or pts.already treat.with statin & ezetimibe, adjunct.ther.to diet in adults with homozyg. familial hypercholesterolaem.(HoFH) who may also receive adjunct.treatm.

(S4) TABS, 50/7.5/1171; 1172; 1173

3004078-001: 10/10 mg, 30, R299,06
3004079-001: 10/20 mg, 30, R299,41
3004080-001: 10/40 mg, 30, R323,00
Dosage: Hypercholesterolaem.and/or coron.heart dis.with ACS hist: Pt to be on appropr. lipid low.diet which is to be cont.dur. treatm. Dos range:10/10 mg – 10/40 mg/day. Typic. dos.10/10 mg/day. Consid.pts. LDL-C lev/ coron. heart risk status & respons.to curr.ther. Adjust. at interv.of 4 wks./more.

Homozyg.familial hypercholesterolaem: Dos range:10/10 mg  – 10/40 mg dly. May be used as adjunct. to other lipid low.treatm./if such treatm. are unavail.

Other med.co-admin: Admin.2 hrs.bef.or 4 hrs aft.bile acid sequestrant. Dos.not to exceed. 10/20 mg/ day with hepatit.C antivir.agents elbasvir/grazoprevir

Contraindications: Pregn.& lactat., women of child bear.potent.not using adeq.contracept., act. liv.dis., unexplain.persist. ser.transaminas.elev. exceed 3xULN, concom. hepatit.C antivir. glecaprevir/pibrentasvir

Side effects: Common: Diarrh., myalg. Uncommon: Influenza, depress., insomn., sleep disords., dizzin., dysgeus., headache, paraesthes., sinus bradycard., hot flush, dyspn., abdom. discomf./ -distent./-pain/-upper & low.pain, constipat., dyspeps., flatul., freq.bowel movem., gastrit., naus., stomach discomf., acne, urticar., arthralg., back pain, musc.fatig., musc.sp., musc. weakn., extremity pain, asthen., fatig., malaise, oed., incr.ALT/-AST/-alkal.phosphat./-bld.creatine phosphokin./-gamma-glutamyltransfer./-hepat. enzym./-weight, abnorm.LFT. Not known: Nasopharyngit., thrombocytopen., hypersens.incl. anaphylax.angioed., rash, decr.appetite, anorex., hyperglycaem., hypoglycaem., nightmares, hypoesthes., amnes., periph.neuropathy, blurr.vis., vis. disturbs., tinnit., hear.loss, hypertens., cough, pharyngolaryng.pain, epitax., pancreatit., GORD, eructat., vomit., dry mouth, hepatit., cholelithias., cholecystit., cholestas., fatal & non fatal hepat. fail., alopec., skin rash, prurit., erythema multiforme, angioneurot.oed., dermatit., bull.incl. erythema multiforme, Stev.Johns.syndr., tox. epiderm. necrolys., myopathy/rhabdomyolys., musc. rupt., tendinopathy, neck pain, joint swell., myosit., lupus-like syndr., immune-mediat.necrotis. myopathy, gynaecomast., chest pain, pain, periph. oed., pyrex., post.urine WBC. Advers.eff.with some statins: Sex.dysfunct., interstit.lung dis.esp.with long term ther., diab.mellit.depend.on risk fact.

Special warnings and precautions: Other concom. meds.known to be assoc.with incr. rhabdomyolys.risk, pre-dispos. rhabdomoyolys.fact. where CPK lev.should be meas. to est.ref.baseline value, do not start treatm. if CPK lev.>5xULN, CPK lev.not to be meas.aft.stren.exerc.& if >5xULN remeas. 5-7 days later, advis.pts.to report S&S of myopathy & meas.CPK if pres.& consid./discont.if myopathy occurs/suspect., discont.if CPK lev. >10xULN, avoid concom.meds.with potent CYP3A4 inhibit.eff./consid.low.start.dos.with close monit., incr.myopathy risk with gemfibrozil/other fibric acid derivat./hepatit.C antivir./erythromyc.or niacin, do not admin.with/within 7 days of stop. syst. fusidic acid treatm./discont.statin.dur.ther. durat.if consid.essent., only consid.concom.fusidic treatm.in except.circumstan.on a case by case basis und.close supervis., concom.daptomycin, monit.liv.funct.when init.ther.& dur.ther., monit. caref.if ser.transamin.lev.elev.& if show.progress. partic.to 3xULN persist.reduc.dos./discont.ther., substant.alcoh. consumpt., liv.dis.hist., not recomm. in mod-sev.hepat.insuffic., concom. fibrates not recomm., monit.ciclospor.conc.if admin. concom., monit.INR with concom. warfar./ another coumar.anticoag./fluindione, incr.risk of haemorrhag.stroke in pts.with prior haemorrhag. stroke/lacunar infarct in stroke prev.by aggress. cholesterol reduct.study init.on atorvastat.80 mg, discont.with evid.of interstit.lung dis., monit.pts.at risk of diab.mellit., congenit. abnormalit.follow. HMG-CoA intrauter.expos., ezetimibe secret.in rat breast milk, safety & effic.in childr.not est.

Interactions: Inhibit.of cert.enzym.(eg CYP3A4)&/ OATP1B1 transport.may incr.atorvastat.plasma conc. incr.myopathy risk which may also be applic. to other meds.with myopathy potent.eg.fibric acid derivat.& ezetimibe, mean ezetimibe AUC decr. with cholestyramine, mean ezetimibe AUC incr. with ciclospor., BCRP inhibit.eg.elbasvir/ grazoprevir incr.atorvastat.conc., delay.atorvastat. admin.aft.rifampic.reduces atorvastat.plasma conc. signific, inhibit.of transport prot.(eg ciclospor.) incr.atorvastat.syst.expos., colestipol low.atorvastat.plasma conc., myopathy report. with colchicine, incr.myopathy risk with daptomycin, atorvastat.expos.incr.with boceprevir theref.dos. not to exceed 10/20 mg/day, digox. steady states slightly incr.with atorvastat., norethister. & ethinylestrad.plasma conc.incr.with atorvastat., atorvastat.decr.prothromb.time slightly with warfar.
 XE "Mezibe Plus" MEZIBE PLUS, Ranbaxy [P/S]

Ezetimibe 10(10; 10) mg, simvastatin 10(20; 40) mg

Indications: Adjunct.ther.to diet to reduc.elev. tot. cholester.(tot.C)/low density lipoprot.cholest. (LDL-C)/apolipoprot.B (Apo B) triglycerid.(TG) & non-high-density lipoprot.cholester.(non-HDL-C) and to mod.incr.high density lipoprot.cholester. (HDL-C) in prim.(heterozygous familial & non-familial) hypercholesterolaem.or mix. hyperlipidaem., reduc.elev.tot.-C and LDL-C lev.in homozyg.familial hypercholesterolaem.(HoFH)

(S4) TABS, 50/7.5/0640; 0641; 0642

3003826-001: 10/10 mg, 30, R188,91
3003828-001: 10/20 mg, 30, R188,91
3003897-001: 10/40 mg, 30, R188,91
Dosage: Cholest.low.diet bef.init.& dur.ther. Indiv. dos.accord.to baseline LDL-C lev, recomm.ther. goal & respons. Admin.as sngl.dly.dos.in the even.

Hypercholesterolaem: Recomm.init.dos. 10/20 mg/day. Dos.range: 10/10 mg through 10/80 mg/day. Analyse lipid lev. 2 wks.aft.init.or titrat.of dos.& adjust dos.as reqd.

Homozyg.familial hypercholesterolaem: Recomm. dos.10/40 mg/day or 10/80 mg/day in the even. Adjunct. to other lipid low.treatm./if such treatm.are unavail.

Contraindications: Act.liv.dis., unexplain. persist. ser.transaminas.elev., mod.to sev.hepat. impairm., pregn.& lactat., safety & effic.in childr. not est., concom.potent CYP3A4 inhibit.& meds. contain.cobicistat, concom.gemfibrozil/ciclospor.or danazol, concom.lomitapide with dos.>10/40 mg in HoFH.
Side effects: Freq: Headache, dizzin., flatul., myalg., limb pain, incr. ALT/AST.bld.CK, vir.infect., pharyngit., sinusit. URTI, cough., abdom.pain, diarrh., back pain, fatig., chest pain, GI disturbs. Less freq: Decr.weight, sleep disord., insomn., paraesthes., abdom.discomf., dyspeps., dry mouth, gastrooesophag.reflux dis., N&V, prurit., rash, urticar., arthralg., musc.sp., musc.weakn., musculoskelet. pain & discomf., neck pain, extremity pain, asthen., malaise, periph.oed., incr.bld.bilirub./uric acid/gamma-glutamyl transferase & INR, urine prot.pres., hypersens., anaphylax., thrombocytopen., depress., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy, rhabdomyolys., incr.CPK & liv. enzym., anaem., periph.neuropathy, memory impairm., hepat.fail., alopec., dermatomyosit., polymyosit., myasth.grav. Freq.unknown: Decr.appetite, confus., nightmares, hot flush, hypertens., tendinopathy, tend. rupt., immune-mediat.necrotis.myopathy, ED, sex.dysfunct., elev.alkal.phosphat., incr.HbA1c & fast. ser.gluc., diab.mellit., vesiculobull.erupt., ren. fail., impot., decr.libido, testic.pain, hyperglycaem.

Special warnings and precautions: Dos.above 10/10 mg /day in sev.ren.insuffic., admin.2 hr.bef. or 4 hrs.aft.bile acid sequestrant, dos.not to exceed 10/10 mg dly.with concom.ciclospor./ danazol or niacin great.or equal to 1 g/day, monit. ciclospor.conc.if admin.concom., dos.not to exceed 10/20 mg dly.with concom.amiodarone/verapamil and high.dos. to be avoid., if itraconazole/ ketoconazole/ erythromycin/clarithromycin or telithromycin unavoid. suspend Mezibe Plus ther. dur. course of treatm., concom.fibrates esp. gemfibrozil to be avoid., advis.pts.of S&S & monit. for myopathy & discont.if myopathy occurs/ suspect., pre-dispos. rhabdomoyolys.fact.where CK lev.should be meas. to est.ref.baseline value, any prev. musc.disord.while on fibrate or statin treatm., do not start treatm.if CK lev.>5xULN, musc. relat.tox.effs.simil.to niacin poss.with Acipimox, monit.concom.fusidic acid, tempor. discont.prior to elect.surg.and any maj.medic./ surgic.condit.supervenes/concom.daptomycin, reduc. hepat.OATP transport prot.as result of inhibit. by interact.meds./in SLC01B1 c521T>C genotype carriers incr.myopathy risk, dos.not to exceed 10/20 mg dly.with concom.meds. contain. elbasvir/grazoprevir, monit.INR with concom. warfar./another coumar.anticoag/fluindione, monit. liv.funct.when init.ther.& dur.ther.esp.if titrat.to 10/80 mg dos., monit.caref.if ser. transamin. lev.elev.& if show progress.partic.to 3xULN persist.discont.ther., substant.alcoh. consumpt., liv.dis.hist., monit.pts.at risk of diab. mellit., discont.with evid.of interstit.lung dis., simvastat. prob.porphyrinogen., lact.intol., congenit. abnormalit.follow.HMG-CoA intrauter. expos.

Interactions: Myopathy risk incr.by fibrates & niacin at dos.great.than/equal to 1 g/day, potent CYP3A4 inhibit.incr.myopathy risk eg.itraconazole/ erythromycin./HIV prot.inhibit./ciclospor./danazol/ amiodarone/verapamil/diltiazem/fusidic acid & grapefruit juice, fibrates poss.incr.cholesterol excret. into bile, incr.myopathy risk with amlodipine theref.dos.not to exceed 10/20mg dly., mean ezetimibe AUC decr.with cholestyramine, incr.myopathy risk with mod.CYP3A4 inhibit.at high. dos., inhibit.of OATP1B1 transport prot.incr. simvastat.conc., BCRP inhibit.incl.prod.contain. elbasvir/grazoprevir incr.simvastat.conc., myopathy report.with colchicine & simvastat.in ren. impairm., loss of simvastat.effic.with long term rifampic., incr.myopathy risk with daptomycin, simvastat.mod.potent.coumar. anticoags. effs.
 XE "Praluent" PRALUENT, Sanofi [P/S]
Alirocumab

Indications: Prim.hypercholesterolaem./mix. dyslipidaem.in adults as diet.adjunct.in combinat. with statin/statin with other lipid low.ther.in pts. unable to reach LDL-C goals with max.tol.statin dos or alone or in combinat.with other lipid–low. ther. where statin not tol/contra-indicat. Safety & effic.not demonstsrat.beyond 18 mnths.

(S4) SOL FOR SC INJ, 50/7.5/1094, 1095

3002315-001: 75 mg, 2x1 ml sngl.use pre-fill.pen, R6 846,17
3002316-001: 150 mg, 2x1 ml sngl.use pre-fill.pen, R6 846,17
Dosage: Individ. Self admin.poss. Admin.at room temp. Time out of refridgerat.not to exceed 24 hrs at 25 degr.C.

Usual start.dos: 75 mg SC once every 2 wks. Pts requir.larg.LDL-C lev.reduct: 150 mg SC once every 2 wks. Assess lipid lev.4 wks.aft.init./titrat.& adjust dos.accord.

Miss.dos: Admin.as soon as poss resum.treatm.2 wks.from the day of the miss.dos. Do not inj.into areas of act.skin dis/injury & do not co-admin.with other inj.at same inj.site.

Contraindications: Safety & effic.not est.in paed. pts.young.than 18 yrs.

Side effects: Common: Loc.inj.site reacts.incl. erythema/itch./swell./pain&tender., upper resp. tract S&S main.oropharyng.pain/rhinorrh./sneez., prurit. Rare: Hypersens., hypersens.vasculit., urticar., nummul.eczema, anti-drug antibod.report. with maj.hav. trans.low titre ADA respons.with no neutralis.activ., high.incid.of inj.site reacts.in those develop.ADA respons.

Warnings and special precautions: Discont.& init.appropr.symptomat.treatm.if ser.allerg. reacts. occur., sev.ren.impairm., sev.hepat.impairm., effs. of very low LDL-C lev.unknown, fruct.intol., gluc.-galactomalabsorpt., sucr.isomaltase insuffic., poss eff.on diab.glycaem. control., not recomm.dur. pregn., expect.to cross placent.barr., excret.in breast milk.

Interactions: As a biologic.no pharmacokinet. effs. on other meds.anticipat.

 XE "Pravafen" PRAVAFEN, Austell [P/S]

Pravastatin sod.40 mg, fenofibrate 160 mg

Indications: As diet.adjunct & non pharmacolog. meas. for mix.hyperlipidaem.in high carvasc.risk adult pts to reduc.triglycerid. & incr.HDL-C when LDL-C lev.adeq.control.with pravastatin 40 mg monother.

(S4) CAPS 57/7.5/0769

3002371-001: 40/160 mg, 30, R287,15
Dosage: In combinat.with cholesterol & triglyceride.-low.diet

Adults: Recomm.dos: 1 cap.dly.dur.even.meal. Discont.if adeq.respons.not obtain.within 3 mnths.

Contraindications: Sev.hepat.impairm.incl.bil. cirrhos./ act.liv.dis.incl.unexplain.persist.LFT elev.exceed.3XULN, childr.& adolesc.<18 yrs., mod. to sev.ren.impairm., photo allergy/ phototoxic. dur.fibrate or ketoprof.treatm., gallbladd. dis., ac./chron.pancreatit.except if due to sev. hypertriglyceridaem., pregn.& breast feed., myopathy/ rhabdomyolys.with statin.&/fibrates or confirm. creatine phosphokinase elev.5xULN und. prev. statin treatm., concom.fusid.acid.

Side effects: Common: Abdom.distent.& pain, constip., diarrh., dry mouth, dyspeps., eructat., flatul., N&V, abdom.discomf., incr.transaminas. Uncomm: Hypersens.reacts., aggrav.diab.mellit., obesity, sleep disturbs.incl.insomn.& nightmares, dizzin., headache, paraesthes., palpitat., hepat. pain, incr.gammaglutamyl transferase, prurit., urticar., arthralg., back pain, incr.bld.creatine phosphokinase, musc.sp., musculoskelet.pain, myalg., extremity pain, incr.bld.creatin., decr./ incr.ren.creatin.clear., ren.fail., asthen., fatig., influenza like illn., incr.bld.cholester., incr.bld. triglycerid., incr.low-density lipoprot., incr.weight. Less. freq: Decr.Hb, decr.WBC, fatig., vertigo, periph. polyneuropathy, vis.disturbs., thromboembol., cholelithias., jaund., fumin.hepat. necros., skin rash, scalp/hair abnormalit., photosens., musc.disord., rhabdomyolys.poss. assoc. with ren.fail., myopathy, myosit., tendon. disords.with poss.rupture, abnorm.urinat., sex. dysfunct., fatig., incr.bld.urea. Not known: Interstit. pneumopath., immune mediat.necrotis. myopathy. Events report.with statins: Nightmares, memory loss, depress., interstit.lung dis.esp.with long term.ther., diab.mellit.depend.on risk fact.

Warnings and special precautions: Pts>75 yrs., not recomm.in mod.hepat.impairm., musc. toxic.risk incr., unexplain.sympts.indicat.myopathy when CK lev.to be meas., meas.CK bef.init.ther. where musc.toxic.risk incr.(eg >70 yrs./ren.or hepat.impairm./hypothyroid./musc.tox.hist.with fibrates or statin/fam.hist.or heredit.musc. disords./ alcoh.abuse), discont.ther.if myopathy diagnos./suspect., if fusid.acid treatm.necess. discont.Pravafen treatm.re-introduc.only 7 days aft.last fusid.acid dos., meas.CK lev.prior to init. treatm.rep.test.aft.5-7 days if signific.elev.(ie >5XULN) & do not init.treatm.if result confirm., meas.CK 3 mnthly dur.1st 12 mnths & then at least annually, discont.if musc.sympts.sev./cause dly.discomf., monit.transamin./creatin.clear.3 mnthly dur.1st 12mnths.& at interv.determin.by physic.thereaft., discont.if AST/ALT lev.3XULN persist.long.than 30 days, discont.if creatin. clear.<60 ml/min., liv.dis.hist., alcoh.abuse, discont.if interstit.lung dis.suspect., discont.if gallstones pres., pulm.embol.hist., monit.for poss.diab.mellit.onset, lact.intol., admin.1 hr.bef/4 hrs aft.cholestyramine or 1 hr.bef.colestipol, adeq.contracept.in women of childbear.potent., monit effs.bef.driv./perform.complicat.tasks.

Interactions: Cholestyramine/colestipol decr. bioavail., ciclospor.incr.pravastat.expos., erythromyc. & clarthromyc.incr.AUC, plasma conc. of both pravastat.& fusid.acid incr.with concom. admin., fenofibrate incr.anticoag.eff., revers.ren. funct.impairm.with ciclospor.
 XE "Questran Lite" QUESTRAN LITE, Equity [P/S]
Anhydr.Cholestyramine. (16,8 mg Phenylalanine from aspartame as sweetner).
Indications: Serum, low density cholester.& lipoprot. lev.reduct.in prim.hypercholesterolaem.in conjunct.with appropr.diet or as adjunct.to diet when respon.is not adeq., low.elevat.cholester.in combin.hypercholesterolaem.& hypertriglyceridaem., prurit.in part.bil.obstruct., diarrh. assoc.with bile acid malabsorpt.

(S2) POWD. D/7.5/39.

836559-002: 4 g/sachet, 50 sachets, R477,69
Dosage: Mix with fluid.

Cholesterol reduct: Adults 4 g. Recommend. dos.sched.is 2 dly.but may be admin.in 1-4 dos./ day, may be incr.to 8 g in the morn.& even. Incr.if necess.to max.24 g/day. Incr.dos.gradual.with period.assess.of lipid/ lipoprot.levels at interv.of not less than 4 wks.

Prurit: 4-8 g dly.

Bile acid malabsorpt.diarrh: Init. 4 g 3xdly. adjust.as need.

Contraindications: Compl.bil.obstruct., phenylketonur., safety in pregn.& lactat.not est., exudat./bldy.diarrh.

Side effects: Constip., other GI disturbs., delay. absorpt.of comcomitt.medic.& fat sol.vits., bleed. tendenc.due to hypoprothrombinaem., musculo-skelet.effs., CNS effs., tinnit., syncope, femor. nerve pain, paraesthes., uveit., ren.disturbs., weight loss/gain, incr.libido, swoll.glands, oed., dent.bleed./caries, GI rect./haemorrhoid.bleed., known duod.ulc.bleed., ulc.attack, pancreatit., rect. pain, diverticulit.eructat., hyperchloraem. acidos.in childr.(with prolong.use), osteoporos., skin rash/ tong.& perin.area irritat., intestin.obstruct., calcif. mat.in bil.tree, calcif.gall bladd., decr./incr. prothromb.times, ecchymos., anaem., hypersens. reacts.

Special precautions: Treatm.of dis.contribut.to incr.bld.cholestr., contr.serum cholestr.& reduce weight bef.init.of therapy, red.dos.in constip., coron.artery dis., supplem.Vit.A, D & K if necess. NEVER ingest dry form, always pre-mix. Take concomitt.medic.1 hr.bef.or 4-6 hrs aft. Questran. On discont.adjust dos.of digit.pts.pept.ulc., seek altern.therapy in diarrh.induc.by bile acid if no respon.with.3 days, consid.folic acid treatm. where reduc.serum/red cell folate report., fluid & elctrol.deplet.in pts.with diarrh., discont.therapy if adeq.reduct.not attain.

Drug interactions: Delay/red.absorpt.eg. phenylbutaz., warfar., chlorothiaz., propranolol, tetracycl., pen.G, phenobarb., aspir., thyroid & thyroxine preps.& digit., pharmacokinet.of meds. undergo enterohepat.recirculat.poss.interfer. with.

 XE "Rosuzet" Rosuzet, Cipla Medpro [P/S]

Ezetimibe 10(10; 10; 10) mg, rosuvastatin 5(10; 20; 40) mg

Indications: Substit.therap.in adults adeq.control.on indiv.meds. Adjunct.ther. to diet for reduct.of elev. tot.cholester. (tot.C)/ low density lipoprot.cholest.( LDL-C) in prim.(heterozygous familial & non-familial) hypercholesterolaem., red.incr.risk of CV dis.based on CV markers, red.risk of non-fatal stroke/ -MI & need for arter.revascularizat.

(S4) TABS, 55/7.5/0224, 0225, 0226, 0227

3007066-001: 10/5 mg, 30, R227,70
3007207-001: 10/10 mg, 30, R227,70
3007208-001: 10/20 mg, 30, R246,10

3007209-001: 10/40 mg, 30, R295,99

Dosage: Pt to be on appropr.lipid low.diet and to be cont.dur.treatm. Not suit.for initial therap. Recomm.dose: 1 tab.daily. 
Primary hypercholesterolaem.: Usual start dose 10/10 mg once daily. Pts with sev hypercholesterolaem.consid. 20 mg rosuvastatin daily. CV events prevent.:
Usual dose 10/20 mg once a day. Other med.co-admin: Admin.2 hrs.bef.or 4 hrs aft.bile acid sequestrant, concom. atazanavir/ ritonavir/ lopinavir & ritonavir or simeprenavir: Init. 5/10 mg once daily do not exceed 10/10 mg daily, concom.elbasvir/ grazoprevir: do not exceed 10/10 mg daily. Elderly: Init.5 mg rosuvastatin for >70 yrs. Asian pts.: Recomm.start dose 5 mg rosuvastatin.

Contraindications: Act.liv.dis.incl. unexplain.persist. ser.transaminas.elev. exceed 3xULN, pregn., breastfeed., women of child bear.potent.not using adeq.contracept., sev.ren.impairm. (CrCl<30 ml/min.), myopath., concom. ciclosporin, mod.-sev.hepat.impairm. (Child-Pugh ≥7), pts.taking fucidic acid. 10/40 mg C/I in pts.predisp.factors for myopathy/ rhabdomyolys.incl: Mod.ren. impairm.( CrCl<60 ml/min.), hypothyroid., person./ fam.hist.of heredit.muscul. disord., previous.muscul.toxic.hist.with othr.statin/ fibrate, alcoh.abuse, where incr.plasma lvl.of rosuvast.may occur, Asian pts., concom.fibrates.
Side effects: Freq.: DM, headache, dizzin., constip., naus., abdom. pain, diarrh., flat., myalgia, fatig., incr. ALT &/ AST. Less freq: Thrombocytopen., hypersens.incl angioed., decr.appetit., paraesthes., polyneurop., memory loss, hypertens., hot flush, cough, dyspeps., GORD, dry mouth, gastrit., pancreatit., incr.hep.transamin., jaund., hepatit., prurit., rash, urticar., arthralg., musc.sp., back-/neck pain, musc.weakn., extrem.pain, myopath.incl. myosit., rhabdomyolys., lupus-like syndr., arthralg., musc.rupture, haematur., gynecomast., chest pain, aesthen., periher.oed., bld.CPK incr., incr.GGT, abnorm.LFT Freq.unknown: Depress., sleep disturb.incl.insomn.& nightmare, dyspn., cholelithias., cholecystit., erythema multiforme, SJS, immune-mediat. necrot.myopath., tendon disord., oed.
Special warnings and precautions: Pts.to report unexpl.muscle pain/ tendern./ weakn., discont.if myopathy occurs/ suspect.,do not meas,creatine kinase aft.strenous exercise if signif.incr.repeat test & if >5xULN do not start treatm., pre-dispos. rhabdomoyolys./ myopatht.risk fact incl. ren.impairm./ hypothyroid., person.or fam.hist.of heredit.muscul. disord./ previous.muscul.toxic.hist.with othr.statin or fibrate/ alcoh.abuse/ >70 yrs/ where incr.plasma lvl.may occur/ concom.fibrate, reports of immune-mediat. necrot.myopath., monit. caref.if ser.transamin.lev.elev.& if show.progress. partic.to 3xULN persist.reduc.dos./ discont.ther., treat underlying dis.prior therap., not recomm.hepat.insuff., assess ren.funct.in pts.on 40 mg., disc.if interstit. lung dis.suspect., monitor pts.at risk of diabet., parasomnias reported, monit.INR with concom. warfar./ another coumar.anticoag./ fluindione, concom. protease inhibits, S&E <18 yrs.not est., contains lactose.

Interactions: Protease inhibits incr.rosuvast.plama lvl., concom. OATP1B1 & BCRP transport.inhibit.(eg. elbasvir/ grazoprevir ) incr.rosuvastat. conc. & myopathy risk, incr.ezetimibe & rosuvastatin conc.with gemfibrozil, fenofibrate incr.ezetimibe conc.& risk of myopathy/ cholelithiasis & galbladd.dis., fucidic acid incr.rhabdomyolys. & myopathy risk, decr.absorpt. with concom.antacids cont.Al & Mg., erythromycin decr.rosuvastatin lvl., concom.vit K antagonist.incr.INR, incr. ethinyl estradiol & norgestrel with concom.OC, mean ezetimibe AUC decr. with cholestyramine, myopathy report. with colchicine, incr.myopathy risk with daptomycin, rhabdomyolys.reports with ticagrelor, adjust.dose of meds that incr.rosuvastatin exposure.
 XE "Tryzetor Plus" TRYZETOR PLUS, Pharma Dynamics [P/S]

Ezetimibe 10(10; 10) mg, simvastatin 10(20; 40) mg

Indications: Adjunct.ther.to diet to reduc.elev. tot. cholester.(tot.C)/low density lipoprot.cholest. (LDL-C)/apolipoprot.B (Apo B) triglycerid.(TG) & non-high-density lipoprot.cholester.(non-HDL-C) and to mod.incr.high density lipoprot.cholester. (HDL-C) in prim.(heterozygous familial & non-familial) hypercholesterolaem.or mix. hyperlipidaem., reduc.elev.tot.-C and LDL-C lev.in homozyg.familial hypercholesterolaem.(HoFH)

(S4) TABS, A51/7.5/1007; 1008; 1009

3003518-001: 10/10 mg, 30, R179,85
3003530-001: 10/20 mg, 30, R179,85
3003632-001: 10/40 mg, 30, R179,85
Dosage: Cholest.low.diet bef.init.& dur.ther. Indiv. dos.accord.to baseline LDL-C lev, recomm.ther. goal & respons. Admin.as sngl.dly.dos.in the even.

Recomm.init.dos.10/20 mg/day. Dos.range: 10/10 mg through 10/80 mg/day. Analyse lipid lev. 2 wks.aft.init.or titrat.of dos.& adjust dos.as reqd.

Homozyg.familial hypercholesterolaem: Recomm. dos.10/40 mg/day or 10/80 mg/day in the even. Adjunct. to other lipid low.treatm./if such treatm.are unavail.

Contraindications: Act.liv.dis., unexplain. persist. ser.transaminas.elev., mod.to sev.hepat. impairm., pregn.& lactat., safety & effic.in childr. not est., concom.potent CYP3A4 inhibit.& meds. contain.cobicistat, concom.gemfibrozil/ciclospor.or danazol, concom.lomitapide with dos.>10/40 mg in HoFH.
Side effects: Freq: Headache, flatul., myalg., limb pain, incr. ALT/AST.bld.CK, vir.infect., pharyngit., sinusit. URTI, cough., abdom.pain, diarrh., back pain, fatig., chest pain, GI disturbs. Less freq: Decr.weight, sleep disord., insomn., dizzin., paraesthes., abdom.discomf., dyspeps., dry mouth, gastroesophag.reflux dis., prurit., rash, urticar., arthralg., musc.sp., musc.weakn., musculoskelet. pain & discomf., neck pain, extremity pain, asthen., malaise, periph.oed., incr.bld.bilirub./uric acid/gamma-glutamyl transferase & INR, urine prot.pres., hypersens., anaphylax., thrombocytopen., depress., pancreatit., hepatit., cholelithias., cholecystit., erythema multiforme, myopathy, rhabdomyolys., incr.CPK & liv. enzym., anaem., periph.neuropathy, memory impairm., hepat.fail., alopec., dermatomyosit., polymyosit., myasth.grav. Freq.unknown: Confus., nightmares, hot flush, hypertens., tendinopathy, tend. rupt., immune-mediat.necrotis.myopathy, ED, sex.dysfunct., elev.alkal.phosphat., incr.HbA1c & fast. ser.gluc., diab.mellit., vesiculobull.erupt., ren. fail., impot., decr.libido, testic.pain, hyperglycaem.
Special warnings and precautions: Dos.above 10/10 mg /day in sev.ren.insuffic., admin.2 hr.bef. or 4 hrs.aft.bile acid sequestrant, dos.not to exceed 10/10 mg dly.with concom.cyclospor./ danazol or niacin great.or equal to 1 g/day but pref. to avoid.combin.use, monit.ciclospor.conc.if admin.concom., dos.not to exceed 10/20 mg dly. with concom.amiodarone/verapamil and high.dos. to be avoid., if itraconazole/ketoconazole/ erythromycin/ clarithromycin or telithromycin unavoid. suspend Tryzetor Plus ther.dur.course of treatm., concom.fibrates esp.gemfibrozil to be avoid., advis.pts.of S&S & monit.for myopathy & discont.if myopathy occurs/suspect., pre-dispos. rhabdomoyolys.fact.where CK lev.should be meas. to est.ref.baseline value, any prev.musc.disord. while on fibrate or statin treatm., do not start treatm. if CK lev.>5xULN, musc.relat.tox.effs.simil. to niacin poss.with Acipimox, monit.concom. fusidic acid, tempor.discont.prior to elect.surg.and any maj.medic./surgic.condit.supervenes/concom. daptomycin, reduc.hepat.OATP transport prot.as result of inhibit.by interact.meds./in SLC01B1 c521T>C genotype carriers incr.myopathy risk, dos.not to exceed 10/20 mg dly.with concom. meds. contain.elbasvir/grazoprevir, monit.INR with concom. warfar./another coumar.anticoag/ fluindione, monit.liv.funct.when init.ther.& dur. ther. esp.if titrat.to 10/80 mg dos., monit.caref.if ser. transamin.lev.elev.& if show progress.partic.to 3xULN persist.discont.ther., substant.alcoh. consumpt., liv.dis.hist., monit.pts.at risk of diab.mellit., discont.with evid.of interstit.lung dis., simvastat.prob.porphyrinogen., lact.intol., congenit. abnormalit.follow.HMG-CoA intrauter. expos.
Interactions: Myopathy risk incr.by fibrates & niacin at dos.great.than/equal to 1 g/day, potent CYP3A4 inhibit.incr.myopathy risk eg.itraconazole/ erythromycin./HIV prot.inhibit./ciclospor./danazol/ amiodarone/verapamil/diltiazem/fusidic acid & grapefruit juice, mean ezetimibe AUC decr.with cholestyramine, fibrates poss.incr.cholesterol excret. into bile, incr.myopathy risk with amlodipine theref.dos.not to exceed 10/20mg dly., incr.myopathy risk with mod.CYP3A4 inhibit.at high. dos., inhibit.of OATP1B1 transport prot.incr. simvastat.conc., BCRP inhibit.incl.prod.contain. elbasvir/grazoprevir incr.simvastat.conc., myopathy report.with colchicine & simvastat.in ren. impairm., loss of simvastat.effic.with long term rifampic., incr.myopathy risk with daptomycin, simvastat.mod.potent.coumar. anticoags. effs.
7.8
Plasma expanders
 XE "Albumin Human 20% Octapharma" ALBUMIN HUMAN 20 % OCTAPHARMA, Octapharma

Human albumin 200 g/1000 ml

Indications: Restorat.& maint.of circulat.bld.vol. where vol.defic.demonstrat. & use of a colloid appropr.

(S4) IV INFUS. 36/30.3/0057

713087-001: 20%, 50 ml, R476,88
713088-001: 20%, 100 ml, R953,76
Dosage: Admin.IV.,warm preparat.to body/room temp.

Conc., dos.& infus.-rate should be adjust.accord. to pt. indiv.requirem. Req.dos.depends on size of pt./ severity of trauma or illness/cont.fluid & prot. loss. Meas.adequacy of circulat.vol.& not plasma albumin lev.to determ.the dose reqd. Monit. haemodynam.perform.reg.

Contraindications: Do not mix with other meds./ whole bld. & packed red cells., do not dil.with water for inj.
Side effects: Anaphylact.react./shock, confus. state, headache, tachycard., bradycard., hypo-/hypertens., flush., dyspn., naus., urticar., angioneurot. oed., erythematos.rash, incr. sweat., fev., rigors.

Warnings and special precautions: Discont.& instit. appropr.treatm.if allerg./anaphylact.reacts. occur, observ.curr.medic.standards for treatm.in case of shock, condits.where hyper-volaem.& its conseq./ haemodilut.could repres.a spec.risk for pt. incl.decompensat.card.insuffic./hypertens./ oesophag. varices/pulm.oed./haemorrh.diathes./ sev. anaem./ren.& post-ren.anuria, sev.traumat. brain inj., adeq.hydrat.when concentrat.albumin is admin.& monit.careful.to guard against circulat. overload & hyper-hydrat., monit.electrol. & take appropr.steps to restore/maint.electrol. bal., control coagulat.& haematocrit if comparativ. large vol. o be replac.& take care to ensure adeq.substitut. of other bld.constit.incl. coagulat. facts./electrol./platelets & erythrocytes., hyper-volaem. poss.if dos.& rate of infus.not adjust.to circulat. situat., discont.at first clinic.signs of CV overload or incr.BP/rais. ven.press.& pulm.oed., controll.Na/ K diet, reduc. kidn.funct., infect.dis.due to transmiss.of infect. agents cannot be total.excl., use in pregn.& lactat. not est.although clinic.exper.sugg.no harmful eff.expect.
 XE "Albusol" ALBUSOL 4%, 20%, NBI 

Human plasma albumin deriv.from pool.human plasma, steril., pasteur., test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 virus.
Indications: Hypovolaem.shock assoc.with bld loss, trauma & surg., sev.burns (>15% body surf. area) aft.24 hrs.if hypoproteinaem.develops/to maint. plasma vol., in conjunct.with diuret.to promot. diures.in hypoproteinaem.caus.by plasma prot.loss, maint.CV funct.follow.drain.large vol.of ascit.fluid. Albusol 20% only: As adjunct.in long-term dialys.pts.suscept.to shock & hypotens./ dialys.pts.who are hypovolaem.& intoler.of large vol.of crystalloid infus. 

(S4) IV INFUS. T/30.3/738, 739.

802840-019: 4%, 8 g/200 ml, 200 ml, R577,04
802867-006: 20%, 10 g/50 ml, 50 ml, R483,85
802859-003: 20%, 20 g/100 ml, 100 ml, R967,71
Dosage: Admin.IV. at rate of about 1 ml/min. Infus. rate & tot.vol.to be infused depend.on indicat. & haemodynam.respons. Whole bld./pack. cells transfus.may be neccess.aft.admin.of large vol.of albumin 20 %. Dos.guidelines: 

Hypovolaem. & ascites: Adults: Init.dos: Approx. 25 g as IV infus. If clinic.respons.not achiev. within 15-30 mins., addit.dos.may be giv. Paed.dos: Init.approx.2,5-12,5 g in tot.or 0,5-1 g/kg bm as IV infus. If adeq.respons.not achiev. within 15-30 mins., addit.dos.may be giv.

Burns: Adults & paed.dos: Recomm.therapy start with admin. of large vol.of crystalloid infus.to maint.plasma vol. Albumin may be add.aft.24 hrs. at init.dos.of 25 g, adjust dos.theraft.

Hypoproteinaem: Adults: 50-75 g admin.IV

Plasma exchange/dialys: 20% sol.only: Adults: Admin.25 g as IV infus.with rate not exceed.30 ml/ min.dur.plasma exchange.

Contraindications: Where hypervolaem./ haemodilut. represents spec.risk

Side effects: N&V, incr.salivat., febr.reacts., chills, flush., urticar., fev., pulm.oed.

Special precautions: In burns & sev.shock.pts. defer admin.till phase of maxim.capill.permeabil. to albumin molecul.is over ie.first 24 hrs., discont. immed. in case of ac.allerg.shock, card.insuffic. pts., monit.coagulat.& haematocrit if large vols. replac., serum gluc.monit.in diab.when using 4% sol., reg.bld.monitor.to ensure substitut.of other bld. constit., poss.infect.dis.due to transmiss.of infect. agents, benef.-risk ratio in pregn., 20% also: maint.adeq.hydrat.& monit.to guard against circulat. overload & overhydrat., if reqd.vol.of albumin 20 % exceeds 200 ml admin.addit.electr. sol. to maint.norm.fluid bal./cont.therapy with albumin 4 %,.eosinophilia myalg.syndr.assoc.with L-tryptophan intake, , safety in pregn. not est.

 XE "Gelofusine" GELOFUSINE, B Braun Medical
Succinylat.gelatin (20)40 g, NaCl (3,51)7,01 g, Na Hydrox. (0,68)1,36 g, Na+ (77)154 mmol, Cl- (60) 120 mmol/(500)1 000 ml.

Indications: Prevent.& treatm.of hypovolaem., haemodilut.

(S3) IV INFUS. 31/8.4/0360.

704084-002: 20x500 ml ecobags, R6 832,22
Dosage: Tot.dos., durat.& rate determ.by bld./ plasma loss & pts.condit.to be adjust.accord.to clinic.paramet. Warm to no more than 37ºC bef.admin. Infus. 1st 20-30 ml slowly & careful observat.to determine anaphylax.risk.

Hypovolaem.& hypotens.prevent.& mild hypovolaem: 500-1 000 ml.

Sev.hypovolaem: 1 000-2 000 ml.

Emerg.& life threaten: 500 ml rapidly und. press. then aft.improv.of CV parameters admin. quantity equiv.to vol.loss.

Haemodilut: Admin.equiv.of plasma removed. Gen.no more than 20 ml/kg bm/day. Therapeut. limit is depend.on dilut.eff. If haematocrit falls bel. 25% (in CV/pulmon.risk pts 30%) erythocytes/ full bld.to be consid. Max.rate of infus.depend.on state of card. circulat. Rate may be incr.by apply.press.to contain./use of pump set.

Contraindications: Hypervolaem./hydrat., sev. card.insuffic., sev.bld.clott.disords., childr.und. 1 yr., safety in pregn.& lactat.not est.

Side effects: Anaphylactoid/anaphylact.reacts.

Special precautions: Bear in mind poss.risk of circulat.overload by too rapid infus./inappropr. large dos. Infus:1st 20-30 ml slowly & und.caref. observat.to determine anaphylax.risk, hypernatraem., dehydrat., contr.fluid electrol.& fluid bal., replace electrol.as reqd., bld.clott. disturbs., ren.insuffic., chron.liv.dysfunct., check compatibil.if mix.with other drugs.

 XE "Volulyte" VOLULYTE, Fresenius Kabi

Poly (O-2-hydroxyethyl) starch 60 g, Na acet. trihydrat. 4,63 g, NaCl 6,02 g, KCl 0,30 g, Mg chlor. hexahydr.0,30 g/ 1 000 ml

Indications: In conjunct.with crystall.for ac. hypovolaem. assoc.with trauma &/ surg.in adults and paed.pts.excl.neonates to restore haemodynam. stabil.

(S3) INFUS.SOL, 41/8.4/0211

715726-001: 1x500 ml, R481,29
Dosage: IV infus.only. Infus.rate determ.by sev.of hypovolaem. Max.dos.30 ml/kg/24 hrs for adults & treatm. dur. of 24 hrs.not to be exceed. Infus.init. 10-20 ml slow.und.clos.observat.for poss. anaphylact. reacts. Childr.<12 yrs: Dos.should not exceed 15 ml/kg/24 hrs.
Contraindications: Critic.ill pts.with/without sepsis/ septicaem., sev.burns, mod.to sev.ren. impairm./ dehydrat., sev.hepat.impairm., overhydrat. with/without pulm.oed., CCF, ren.fail. with oligur./anur.not due to hypovolaem., concom. dialys., IC bleed., sev.hypernatraem./ hyperchloraem., starch allergy, safety in pregn.& lactat. not est., safety & effic.in pts.over 65 yrs not est., pre-exist.coagulat./bleed.disords.
Side effects: Bld.coagulat.disturbs.depend.on dos., anaphylact.reacts.e.g.flu-like sympt./ bradycard. /tachycard./bronchosp./non-card.pulm. oed., prurit.aft.prolong.admin., incr.amylas.conc., poss. result.bld.compon.dilut.with dilut.eff.dur. high dos.admin.

Warnings and special precautions: Correct underly. hypovolaem.cause & pt.monit.contin., discont. ther.if hypersens.reacts.occur & init. appropr. emerg.treatm., organ transpl.pts., bleed. tend.&/ coagulopathy, poss.bleed.risk dur. cardiothorac. surg., avoid fluid overload esp.in card. insuff./sev.kidn.dysfunct., admin.crystall. sol.1st in cases of sev.dehydrat., avoid mix.with other drugs, sev. electrol.imbal.e.g.hyperkalaem./ hypernatraem./ hypermagnesaem./ hyperchloraem., reg.kidn.funct./ser.electrol. monit., sev.liv dis., sev.bld.coagul.disords.incl.von Willebrand’s dis., suffic.fluid intake, concom.prod. caus.Na/KCl retent., incr.amylase ser.conc.poss. interfer.with pancreatit.diagn., simil.prod.contain. hydroxyethyl starch 130/0,4 in isoton.NaCl sol. prefer.in metabol.acidos./clinic.situat.where alkalisat. should be avoid.

 XE "Voluven" VOLUVEN, Fresenius Kabi

Poly (O-2-hydroxyethyl) starch 60 g, NaCl 9 g/ 1 000 ml

Indications: In conjunct with crystalloids for ac. hypovolaem.assoc.with trauma &/surg.in adult and paed. pts.excl.neonates, to restore haemodynam. stabil.

(S3) INFUS.SOL, 34/8.4/0417

897303-001: 1x500 ml, R481,08
Dosage: Not recomm.in pts.more than 65 yrs of age.

IV infus.only. Infus.init.10-20 ml slow.und.clos. observat. for poss.anaphylact.reacts. Infus.rate determ. by sev.of hypovolaem. Do not exceed max. dos. of 30 ml/kg/24 hrs.for adults & treatm.durat. not exceed. 24 hrs. Ensure compatabil.bef.mix.with other drugs. Childr.<12 yrs: Do not exceed 15 ml/ kg/24 hrs.
Contraindications: Critic.ill pts.with/without sepsis/ septicaem., sev.burns, mod.to sev.ren. funct. impairm./dehydrat., sev.hepat.impairm., overhydrat. with/-out pulm.oed., CCF, starch allergy, ren.fail.with oligur., anur., intracran. bleed., sev.hypernatraem.or sev.hyperchloraem., pts. receiv.dialys., safety & effic.in pts.over 65 yrs. not est., safety in pregn.& lactat.not est., interacts. with other meds.not stud., pre-exist.coagulat./ bleed. disords.
Side effects: Dos.depend.bld coagulat.disturbs., anaphylact. reacts.eg flu-like sympts./bradycard./ tachycard./ bronchosp./non-card.pulm.oed., prurit. aft. prolong.admin., incr.amylas.conc., bld. compon. dilut.with dilut.eff.dur.high dos.admin.
Warnings and special precautions: Correct underly. cause for hypovolaem. & monit.pt.contin., hypernatraem., hyperchloraem., organ transpl., bleed. tenden. &/ with coagulopathy, poss.bleed. risk dur. cardiothorac.surg., avoid fluid overload esp. in card.insuffic./sev.kidn.dysfunct., admin. crystalloid sol.1st in cases of sev.dehydrat., pulm. oed., sev.liv dis., sev.bleed.disords., monit.kidn. funct./ fluid bal./ser.electrol./Hb/haematocrit/ coagulat. fact/bld.platel.& plasma prot.bef./dur.& aft. treatm., discont.immed.in case of anaphylact. react. & init.appropr.treatm., poss.ser.amylas.conc. incr. which may interfer.with pancreatit.diagn.
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BLOOD AND HAEMOPOEITIC
8.1
Haemostatics
CYCLOKAPRON (MDR Listing)

DDAVP (MDR Listing)

 XE "Bio Tranexamic" BIO-TRANEXAMIC , Biotech [P/S] 

Tranexamic acid.

Indications: Short-term use in hyphaema & in pts.with establish.coagulopath. underg.minor surg., managm.of dent.extract.in haemophil., heredit.angioed., menorrhag.

(S4) TABS, 42/8.1/0837

3004102-001: 500 mg, 30, R141,37

3004102-002: 500 mg, 100, R471,22
Dosage: Adults: Traumat.hyphaem: 1,0-1,5 g 8 hrly.x6-7 days.

Est.coagulopathy pts.undergo.min.surg: Cerv. conisat.: 1,0-1,5 g 8-12 hrly x12 days post-op.

Dent.proced.: 25 mg/kg 2 hrs pre-op with factor VIII and factor IX. Aft op 25 mg/kg 3-4 xdly for 6-8  days post-op.

Heredit.angioed.: 1,0-1,5 g 2-3 xdly for some days for pts.aware of onset. Other pts.contin.at this dos. 

Menorrhag.: 2-3 tabs.3-4 xdly giv.at onset of heavy bleed.for durat.of per.

Contraindications: Act.thromboembol. dis., hist. of ven./ arter. thrombosis, fibrinolyt.condits.post-consump. coagulop., hist. of convuls., massive upper urin.tract haemorrh. (risk of ureter.obstruct.), colour vis.disord., impair.liver funct., subarachnoid bleed.

Side effects: Less freq.: Hypersens.react. incl.anaphylax., dizzin., colour vis.disturb., retinal/ artery occlus., thromboemb.event, arter./ven.thromb. at any site, N&V, diarrh.(digest.eff.may disapp. with dose reduc.), allergic skin react.

Special warnings and precautions: Avoid in ren.haematur.as poss. risk of mech. anuria/ ureter.clot., reg. eye exams (vis. acuity, slit lamp, IOP, vis. fields) & LFTs in long-term hered.angioneurot. oed. treatm., not for use in irreg. menstr. bleed. without diagnos.cause & consid. alternat. if inadeq., OC as poss.incr. thrombos.risk., use only under strict med. supervis. & if simultan.anticoags can be giv.in pts.with thromboemb.hist./ fam. hist., dos.red.recom.in ren insuffic., not adv. in incr.fibrinolysis from dissemin. intravasc. Coagul., ophthalm. exam adv. bef.& reg. during treatm.in treatm.cont. > sev.days, discont. if vis. disturb. occurs., clinic.exp. in menorrhag.childr. <15 yrs not avail.

Interactions: Meds.with act.on haemostas.,eg oestrog.incr.thrombus format./ act.of antifibrinolyt. antagon., concom.anticoags.und.strict med. supervis., poss.counteract. of thrombolyt. eff.of fibrinolyt.preps.

 XE "Bioplasma FDP" BIOPLASMA FDP, NBI [P/S]

Fresh human plasma deriv.from pool.human plasma, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses, prepar. using solv.-deterg.treatm.process, inactivat. lipoprot.-coat.virus.incl.HIV, hepatit.B & C.

Indications: Where plasma and/or coagulat.fact. reqd.

(S4) LYOPHILIS.IV INFUS POWD, 28/30.3/405. Min.0,4 IU/ml of each coagulat.fact.(II, V, VIII, IX, & XI), 4-6 g/100 ml plasma prot.

854522-018: 50 ml bot., R402,95
820342-009: 200 ml bot., R1 611,81
Dosage: Reconstit.as per manufact.instructs. Dos. & infus.rate based on clinic.pic.& results of coagulat. tests. Coagulat.factor levels should be maintain. above 30% of norm.values. Init:12-15 ml/ kg is gen.adeq. Admin.suffic.vol.to stop bleed. & maint.haemostas. In massive transfus. one plasma unit aft.every three units of pack.cells is advis. Monit.clinic.respon.& meas.PT/PTT/ specif. fact.assays, Vol.& freq.of plasma exchng. vary depen.on indiv.pt./clinic.situat./preferr. treatm. regimen. Plasma vol.exchanged is usual. equiv.to the plasma vol.of the pt. As guideline a course of 4-5 plasma exchange procedures within 7-10 days is gen.follow. Due to poss.citrate toxic. infus.rate should not exceed 1 ml/kg bm/min.

Contraindications: Hypersens.to plasma prot. incl. pts.with IgA defic., sev.prot.S defic.

Side effects: Cutan.manifestat., dysphon., agitat., GI disturbs., citrate toxic.(hypocalcaem.), hypotens., card.-resp.collapse from infus.prot. hypersens./anti-IgA, tachycard., flush.skin, vasodilat., pulm.manifaestat.incl.brochosp.& dyspn., chills with/without fev., back/substern. pain., allerg.reacts., anaphylact.reacts.

Warnings and special precautions: CV effs. with high infus. rates., resuscitat.equipm.& meds. avail., dimin.card.reserve because of circulat. overload & pulm.oed., not for use as vol.expand. where no coagulat.defic.is pres/in coagulat.fact. defic. where req.specif.fact.conc.avail., poss. Parvovirus B19 infect.risk.with benefit vs risk in pregn., consid.appropr.routine vaccinat.bef.admin. human bld./plasma prod.to prev.poss.infect.dis. also of unknown/emerging vir.transmiss.

Interactions: Do not mix or use concom.with other meds.as inactivat./precipitat., sol.contain Ca should not be admin. through the same IV line because of poss.clot format.,
 XE "Cyklokapron" CYKLOKAPRON, Pfizer [P/S] 
Tranexamic acid.
Indications: Short-term haemorrh./haemorrh.risk in fibrinolys.or fibronogenolys., treatm.of dent. extract. in haemophil., heredit.angioneurot.oed., menorrhag.

(S4) IV INJ, [P/S] H/8.1/806. 500 mg/5 ml.

717150-003: 5x5 ml, R564,61
(S4) TABS, [P/S] H/8.1/807.

717134-016: 500 mg, 100, R941,56
Dosage: Admin.orally/by slow IV inj/infus. When applicable change from parenter.admin.to oral admin.aft.a few days. IVI slow.over at least 5 mins. & when infus. IV mix.with electrol. / carbohydr.sol., Aminosol & dextr.sols. Heparin sol. may be add.to Cyclokapron so.of inj.
Haemorrh./ haemorrh.risk in fibrinolys. or fibronogenolys: Loc.fibrinolys. std.treatm: 0,5-1 g slow IVI/infus.2-3xdly.OR alternat.1-2 tabs.2-3xdly. Gen.fibrinolys.std. treatm: 1 g slow IVI/infus.6-8 hrly.OR alternat.2 tabs. 6 hrly.dly. Prostatect./bladd.surg: 0,5-1 g slow IVI/infus.2-3xdly.with 1st dos.dur.op x3 days aft.surg.thereaft.2-3 tabs.2-3xdly. Epitax: 2-3 tabs 8-12 hrly.x10 days. Cerv.conizat: 2-3 tabs.8-12 hrly x12 days post-op. Traumat.hyphaem: 2-3 tabs.8 hrly.x6-7 days.

Dent.proced: 25 mg/kg orally 2 hrs pre-op with Factor VIII and Factor IX then 25 mg/kg 3-4 xdly for 6-8  days post-op.

Heredit.angioneurot.oed: Pts. aware of onset: 2-3 tabs 2-3 xdly for some days. Other pts: Treat continually at this dos.

Menorrhag: 2-3 tabs.3-4 xdly giv.at onset of bleed. & durat.of per.
Contraindications: Massive upper urin.tract. haemorrh.avoid antifibrinolytic.to reduc. ureter. obstruct.risk, thrombot.tenden., col.vis.disord., thrombophlebit., imp.liv.funct., subarachn.bleed., arter./ven.thromboembol.hist., act.intravasc.clott., hypercoagulopathies. 

Side effects: Common: N&V diarrh. Uncommon: Allerg.skin reacts. Rare: Thromboembol. events, trans.col.vis.disturbs./ impairm., giddin., dizzin./hypotens.with rapid IVI
Special warnings and precautions: Ren. impairm./ fail., 1st est.cause of menorrhag., thrombo-embol.dis.hist., ophthalm.exam.advis. bef.start.& dur.treatm.if long.than few days, antifibrinolyt.ther., concom.anticoag.ther.und.strict supervis.of exper.physic.as interact.stud.absent, discont. if col.vis.disturbs.exper., safety in pregn.& lactat.not est., pass.into breast milk, 

Interactions: No stud.conduct.

See also MDR page 613.
 XE "DDAVP" DDAVP, Ferring [P/S] 
Desmopressin.

Indications: Mild haemophil.A & von Willebrand’s dis.(type l), diabet.isipidus, urinary concentrat. capacity test

(S4) INJ. S/8.1/360. 4 µg/ml.

717754-006: 10x1 ml, R1 257,16
Dosage: See prod. lit. for directs.for use.

Mild Haemophilia A and Von Willebrand`s Disease: Admin.antifibrinolyt.agent concurr. Diluent used: Adults & childr 10 kg or more: 50ml NaCl. Childr.weigh.10 kg or less: 10 ml NaCl. When using dos. < 4 µg draw dos. up from amp. as a fract. of a millilitre using a 1 ml syr. & not prepared by dilut./ given by infus.IV admin: 0,3 µg/kg infus.slow.over 15-30 mins.If used pre-op admin.30 mins.bef.proced. 

Centr.Diabet. Insipid.: Inject.to be used when intranas. administrat. unsuit.; Admin.by direct IV inject; Determ.dos.for each pt. & adjust.accord. to pattern of response; Response.to be estimat. by 2 paramets.: adeq. durat. of sleep & adeq.water turnover.

Adults: 1 - 4 µg 1 – 2 x dly;  Childr.> 1yr: 0,4 - 1 µg  1 – 2 x dly.;  Childr.< 1yr: 0,2 – 0,4 µg  1 – 2 x dly.; 

Urin. Concentrat.Capacity Test: Intranas.present.recommen.in childr.
Adults: 4 µg IMI/SC; Childr.> 1yr: 1 – 2 µg; Childr.< 1yr: 0,4 µg  

Contraindications: Safety in pregn.& lactat.not est., Type llB Von Willebrand’s dis.

Side effects: Tachycard., headaches, mild abdom. cramps, N&V, fac.flush., vulv.pain, water intoxicat. from overhydrat.

Warnings and Special precautions: Overhydrat., not suit.for infts.und.3 mnths., monit.factor VIII assay bef.& 20 mins.post infus. for respons.& if activ.less than 5% of normal DDAVP should not be relied upon, monit.BP/pulse dur. infus., fluid overload.in haemophil., heart dis., hypertens., cyst.fibros., sensitiv. test in pts. hypersens. to ADH, large dos. pressor eff.in anaesth./ pts.tak.ganglion/adrenerg. neur. block.or sympathet.outflow defects, myocard. ischaem. induc./exacerb., pregn.

Drug interactions: Indomethac.incr.magnit.of respons., glibenclamide may reduc.antidiuret. respons., carbamazepine may prolong act.

See also MDR page 281.
 XE "Fibtin" FIBTIN, (Aspen Pharmacare) Pharmacare [P/S]
Tranexamic acid.

Indications: Short-term use for treatm.of hyphaema/ pts.with est.coagulopathies undergo. min.surg., managem.of dent.extract.in haemophil., heredit. angioed., menorrhag.

(S4) TABS, 48/8.1/1133

3003844-001: 500 mg, 30, R190,80
3003844-002: 500 mg, 100, R636,00
(S4) SOL FOR INJ, 48/8.1/0251
3006600-001: 500 mg/5 ml, 1 vial; R244,09
Dosage: Adults: Traumat.hyphaem: 1,0-1,5 g 8 hrly.x 6-7 days.

Est.coagulopathy pts.undergo.min.surg: Cerv. conisat: 1,0-1,5 g 8-12 hrly x12 days post-op.

Dent.proced: 25 mg/kg 2 hrs pre-op with factor VIII and factor IX. Aft op 25 mg/kg 3-4 xdly for 6-8  days post-op.

Heredit.angioed: 1,0-1,5 g 2-3 xdly for some days Other pts.contin.at this dos.

Menorrhag: 1,0-1,5 g 3-4 xdly giv.at onset of heavy bleed.for durat.of per.

See prod.lit for recomm.dose in ren.impairm.

IV: Given by slow IV inj.over at least 5 min., may add heparin, do not mix with bld./ penicill.

Contraindications: Massive urin.tract haemorrh., pronounc.thrombot.tendenc./colour vis.disords., thrombophlebit., imp.liv.funct.& subarachn.bleed., fibrinolyt. condits. follow.consumpt.coagulopathy except those with predomin.activat.of fibrinolyt. syst.with ac.sev.bleed. IV also: Ac.venous/arter.thrombos., hist.of convuls.

Side effects:TAB: Freq: N&V diarrh. Less.freq: Hypersens. incl.anaphylax., trans.col.vis.disturbs., retin.art.ocluss., thromboembol.events., arter./ ven.thrombos.at any sites, malaise with hypotens.with/-out loss of consciousn.gen.follow. too fast IV admin., allerg.skin reacts. Freq. unknown: Giddin., convuls.partic.with misuse IV: Freq: N&V diarrh., Less.freq: Allerg.dermatit. Freq. unknown: Hypersens.incl.anaphylax., dizzin., convuls.partic.with misuse, colour vis.distrub., retin./artery occlus., malaise with hypotens.with/-out consciousn.loss, arter./venous thrombosis.  

Special warnings and precautions: Slow IV admin. max 1 ml/min, not for IM/ intrathecal/intraventricul./ intracerebr.,IV not concom.with Factor IX complex conc./anti-inhib.coagulant concentr.incr.thrombos.risk., ren. impairm., no data avail.in menorrhag.childr.und.15 yrs.(TAB), avoid antifibrinolyt. in massive upper urin. tract haematur.to reduc. ureter.obstruct.risk, convuls. report. where in coron.artery bypass graft surg.mostly report.follow.IVI admin.at high dos., admin.only in thromboembol. dis.hist./fam.hist.if strong med.indicat.pres.& und. strict medic. superivs., haematur.of ren.origin.risk of mechanic.anur.due to form.of ureter.clot. (TAB), haematur.from upper unrin.tract risk of urethr.obstruct., est.cause of irreg.menstr.bleed.& if menstr.bleed. not adeq.reduc.consid.alternat.treatm., only consid. in dissem.intravasc. coagulat.when appropr. lab.& med.expertise avail., bef.init.& dur.treatm.reg.eye exam.incl.vis. acuity/col.vis./ eye-grounds & field of vis.& LFT advis.dur.long term ther., discont.if vis.disturbs.exper., concom. OC’s, crosses the placenta & into breast milk, eval.effs.bef.driv./perform.complic.tasks.

Interactions: Meds.with act.on haemostas.,eg oestrog.incr.thrombus format./act.of antifibrinolyt. antagon., concom.anticoags.und.strict med. supervis.

 XE "Haemosolvate Factor VIII" HAEMOSOLVATE FACTOR VIII, NBI [P/S]

Lyophilis.conc.with a high specific.factor VIII & von Willebrand factor prepar.from pooled fresh human plasma., test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 virus. The manufact. method incl.process of solv.deterg. treatm. develop.to inactivat.envelop.virus. Efficacy of process has been demonstr.against hepatit. B, hepatit.C & HIV
Indications: Haemophilia A, acquir./congenit. factor VIII defic.with low levels of factor VIII inhibit, von Willebrand dis.with fact.VIII defic.

(S4) LYOPHIL.POWD.FOR IV INJ 31/30.3/392, Y/30.3/292.

841560-005: 300 IU, 1x300 IU vial+dil., R1 331,42
800759-028: 500 IU, 1x500 IU vial+dil., R2 094,46

813648-009: 1000 IU, 2x500 IU vials+dil., R4 188,90
For further details refer to prof.info or Tel. (011) 787-6710.

 XE "Haemosolvex Factor IX" HAEMOSOLVEX FACTOR IX, NBI [P/S]

Lyophilis.conc.of coag.factors II (prothrombin), VII (proconvertin), IX (Christmas factor) & X (Stuart-Prower factor) deriv.from pooled fresh human plasma., test.& found non-react.for HBs Ag & antibodies to HCV, HIV-1 & HIV-2 viruses. Manufactur.meth.incl.process of solv.deterg. treatm.develop.to inactiv.lipid-envelop.viruses, efficacy of which has been test.against hepatit.B, C & HIV
Indications: Congenit.(Haemophila B)/ acquir. fact.IX coagulat.disords.(sev.bleed.from oral coumar. derivat.anticoags.overdos.)

(S4) LYOPHIL.POWD.FOR IV INJ, W/30.3/191. 

800767-004: 500 IU,1x10 ml vial+dil. R2 459,42
For further details refer to prof.info or Tel. (011) 787-6710.

 XE "Haemostop" HAEMOSTOP, Equity [P/S] 
Tranexamic acid.
Indications: Short-term use in hyphaema & in pts.with establish.coagulopath.underg.minor surg., managm.of dent.extract.in haemophil., heredit.angioed., menorrhag.

(S4) IV INJ, 52/8.1/0073.

3003531-001: 500 mg/5 ml; 5x5 ml, R243,80
Dosage: Admin.by slow IV inj./ inf.over at least 5 min. Usual.change to oral aft.a few days. May mix.with electrol.-/ carbohydr./ amino acid -/dextr.sol. Heparin sol. may be add.to Haemostop.
Traumat.hyphaem.: 1,0-1,5 g 8 hrly.x6-7 days.
Establish.coagulopath. underg.minor surg.: Cerv.conizat: 1,0-1,5 g 8-12 hrly x12 days post-op.

Dent.proced.in haemophil.: 25 mg/kg orally 2 hrs pre-op with Factor VIII and Factor IX then 25 mg/kg 3-4 xdly for 6-8  days post-op.

Heredit.angioed: Pts. aware of onset: 1,0-1,5 g 2-3 xdly for some days. Other pts: Treat continually at this dos.

Menorrhag: 1,0-1,5 g 3-4 xdly (normally as oral dos.form) giv.at onset of bleed.& durat.of per.

Contraindications: Massive upper urin.tract.haemorrh.avoid antifibrinolytic.to reduc.ureter.obstruct. risk, ac.venous/ arter.thrombos.hist., fibrinolyt.condits. follow.consumpt. coagulopathy except those with predomin.activat.of fibrinolyt.syst.with ac.sev.bleed., intrathec./ intraventricul. inject.intracerebr.applicat., convuls.hist., col.vis.disord., thrombophlebit., imp.liv.funct., subarachn.bleed.

Side effects: Freq.: N&V, diarrh. Less freq.: Allerg.dermatit. Unknown.freq.: Hypersens.incl.anaphylax., convuls., vis.disturbs.incl.impair.colour.vis., malaise with hypotens., arter./ven. thrombos.at any sites.
Special warnings and precautions: Ren.impairm./ -fail., S&E.in childr.not est., convuls., vis disturbs. incl.vis. impairm./ blurred vis./ impair.colour vis., reg.eye exam.incl.vis.acuity/ vis.fields/ fundis/ colour.vis.advis.dur.longt.ther., discont.if colour.vis.disturbs.exper., ureter.obstruct.risk with upper UT haematur., thrombo-embol.dis.hist./ risk facts., potent.thrombos.risk with concom.oral contracepts., when dissem.intravasc.coagulat.in progr., concom.anticoag.ther.und.strict supervis.of exper.physic.as interact.stud.absent, concom.meds. act.on haemostas., antifibrinolyt.ther., safety in pregn.& lactat.not est., pass.into breast milk, ophthalm.exam. advis.bef.start.& dur.treatm.if long.than few days.

Interactions: No stud.conduct., give meds act.on haemostas.with caut., theoretic.risk incr.thrombus-form.with oestrogen., thrombolytic meds.

 XE "Klotigo" KLOTIGO, Pharma Dynamics [P/S]
Tranexamic acid.

Indications: Short-term use for treatm.of hyphaema & pts.with est.coagulopathies undergo. min.surg., managem.of dent.extract.in haemophil., heredit. angioed., menorrhag.

(S4) SOL FOR INJ/ INFUS. 52/8.1/0806, 0807

3004476-001: 500 mg/5 ml, 5x5 ml, R259,00
Dosage: Admin by slow IV infus./inj.at max.1 ml/min over at least 5 mins. Do not mix.with bld/infus.sols contain.penicillin.

Traumat.hyphaem: 1-1,5 g 8 hrly.x6-7 days. Est coagulopathy pts.undergo.min.surg: Cerv.conisat:1-1,5 g 8-12 hrly.x12 days post-op. Dent.ops/extract in haemophill.: 2 hours bef.op: 25 mg/kg with Factor VIII and Factor IX After op: 25 mg/kg 3-4xdly.x6-8 days (norm.as oral dosage form).

Heredit.angioneurot.oed: Pts.aware of illn: 1-1,5 g 2-3xdly.for some days or contin.in some pts. Menorrhag: 1-1,5 g 3-4xdly.(norm.oral dosage form)admin.at onset of heavy bleed for dur.of period.

Mod -sev.ren.impairm.: See prod.lit for dose reduct.

Contraindications: Massive upper UT haemorrh.to avoid risk of ureteric obstruct., pronounced thrombot.tendency/ colour vis.disord., thrombophlebit., impair.liv.funct., subarachn.bleed., fibrinolyt.condits.follow.consumpt. coagulopathy except those with predomin. activat. of fibrinolyt. syst.with ac.sev.bleed., convuls.hist.

Side effects: Freq: N&V, diarrh. Less freq: Vis.disturbs.incl. imp. col.vis., malaise with hypotens.with/-out consciousn. loss, arter./ven. thrombos. at any sites, thrombot.complic.due to inapprop.use., allerg. dermatit. Freq.unknown: Hypersens. incl.anaphylax., convuls., dizzin., musculoskelet.pain
Special warnings and precautions: Not for IM/ intrathecal/ intraventricul.inj./ intracerebral applic.due to risk of cerebr.oed.& convuls., convuls. report.in CABG surg. follow. high dos.IV inj., reg.eye exam. incl.(vis.acuity/ col.vis./ fundus/ vis.field etc.) with contin.long term use, determ. necessity of long-term use in pres.of ophthalm. changes partic.of retina, urethral obstruct.risk with haematur.from upper urin.tract, only admin.in thromboembol. dis./fam.hist.if strong med.indicat. & und.strict med.supervis., do not admin. in most cases of dissemin. intravasc. coagulat.restrict.use to predomin. activat. of fibrinolyt.syst.with ac.sev. bleed., only use for menorrh.once cause of irregular. been est., not concom.Factor IX or anti-inhib.coagul.concentr.as incr thrombos. risk, not in pts with hist.of thromboembol.dis. unless simult.coagulant., LVT for long-term, ren.fail.as risk of accumulat., red.dose in ren.impairm., effect. contracept.in women of child.bear .potent., safety not est.in pregn., pass.into breast milk.

Interactions: Concom.meds.act.on haemostas., concom.coagul.under strict supervis., potent.thrombus format.poss. incr.with concom.oestrog., antagon.effs.with concom.thrombolyt.
 XE "Konakion" KONAKION, Pharmaco [P/S]

Phytomenadione (synthetic Vit.K1)

Indications: Prophylax.& treatm.of haemorrh.dis. in newborn.

(S3) MM PAED.AMPS, [P/S] 29/22/0492. 

866539-018: 2 mg/0,2 ml, 5 amps + 5 dispens., R118,64

Dosage: Admin.cont.of amp.into babies mouth.

Prophylax: Healthy neonates: 2 mg orally at birth, follow.by 2 mg 4-7 days later. A sngl.1 mg dos.admin.I.M.recomm.in childr.not assur.of receiv. 2nd oral dos/breast-fed childr.not assured of 3rd dos. Breast-fed babies: In addit.to above recomm. admin.2 mg orally at mnth.interv.until end of breast-feed.period. Neonates at spec.risk: 1 mg IM/IV at birth/soon thereaft.if oral route not suit. Do not exceed 0,4 mg/kg (i.e. 0,04 ml/kg) in prem.infts.weight.less than 2,5 kg. Size & freq.of furth.dos.depend.on coagulat.status.

Therapy: Init.1 mg I.V.,with furth.dos.as reqd. depend. on clinic.pic.& coagulat.status.

Side effects: Anaphylact.reacts.aft. parenter. use, loc.reacts.

Special precautions: Parenter.admin.incr. risk of kernicterus in prem.infts.weigh. <2,5 kg, ensure amps. content clear.

Drug interactions: Eff.of coumarin-type anticoags. antagon.
(S3) MM AMPS, [P/S] H2250

826219-004: 10 mg/1 ml, 10 amps, R315,02
Indications: Haemorrh./threaten.haemorrh. assoc.with vit.K defic.of coagulat.fact. II, VII, IX, &X(10)

Dosage: Amps for IV.inject.or oral use.
Sev./life-threat.haemorrh. e.g. dur.anticoag. ther: Withdr.coumarin anticoag.and admin. 5-10 mg IV inject.slowly (over at least 30 sec.) with fresh frozen plasma or prothrombin complex concentrate. Dose can be repeat.as need.

Refer to product lit.for specif.IV/oral dos.recomm. in pts.with asymptom.high INR with/-out mild haemorrh., or maj.life-threat.bleed. Dos.in elderly should be at low.end of recom.ranges.

Oral use: Admin.solut.direct.into pts.mouth with syring.aft. remov.needle.

Contraindications: MM amps: Safety in pregn. & lactat.not est.

Side effects: Anaphylact.reacts.aft. parenter.use, loc. reacts.

Special precautions: In life-threat.haemorrh. ther. should be accompan.by more immed.effect. treatm. e.g.whole bld./bld.clott.fact.transfus., elderly, advis.any other consult.physic.of use, ensure amps.content clear, monit.coagulat. paramet. in sev.imp.liv.funct., avoid large dos.if continuat. of anticoag. ther.intend., not an antidote to heparin, in case of recur.thrombos.dur.Konakion treatm. IV heparin admin.is recom.

Drug interactions: Eff.of coumarin-type anticoags. antagon., anticonvuls.poss.imp.act.
 XE "Kovaltry" KOVALTRY, Bayer [P/S]
Recombin.antihaemophilic Factor VIII (octocog alfa)

Indications: Treatm.& prophylax.of bleed.in haemophilia A. (congenit.factor VIII defic) for all age groups

(S4) LYOPHILIS.POWD., 52/8.1/0266, 0267

3002088-001: 250 IU, 1 vial, R1 886,12
3002103-001: 500 IU, 1 vial, R3 772,28
Dosage: Admin.by IV inj. Indiv.dos.accord.to pts. need (weight/ severity of disord.of haemostat. funct./ site & extent/sever.of bleed./ titre of inhibit.& fact.VIII lev.desir). Indiv.rate of admin.to indiv. pt.respon. Eval.effectiven.by clinic.eff. If calcul. dos. fails to attain expect.fact.VIII lev.or if bleed. not control.susp.pres.of circulat.inhibit. Pres.& lev. of inhibit.to be substant.by lab.tests.

Usual single dos: 10 - 30 IU/kg bw; high.dos. recomm. for life threaten./maj.haemorrh. Ref.to prod. lit. for complete dos.guidance.in min./mod./ maj/ life-threat. haemorrh., min./maj.surg.& prophylax. treatm.

Contraindications: Mouse/hamster prot. hypersens.

Side effects: V.common: FVIII PUPs/MTP Common: Abdom.pain/discomf., dyspeps., pyrex., inj.site reacts., headache, dizzin., insomn., prurit., rash, urticar., allerg.dermatit. Uncomm: Lymphadenopath., palpit., sinus tachycard., chest discomf., hypersens. FVIII inhib.PTPs, , dysgeus., allerg.dermatit., flush.

Special warnings and precautions: Not indicat. for von Willebrand’s dis., pt.to be made aware of S&S of poss.hypersens.& anaphylact. reacts., discont.infus.if allerg./anaphylact.reacts. occ., careful monit.for FVIII antibody developm., fructose intol., no anim.reproduct.stud conduct., use only dur.pregn.& lactat.if clearly indicat., cathet.-relat.infects.with centr.ven.access devices but not assoc.with product itself.
 XE "NovoSeven" NOVOSEVEN, Novo Nordisk [P/S]

Activat.recombinant coagulat.factor VIIa (eptacog alfa) produc. in BHK cells.

Indications: Haemophil.with inhibitors to coagulat. fact.VIII & IX in life/limb threaten. bleeds/ requir. surg. & in home treatm.for early intervent. treat.mild to mod.bleed.episod., bleed.episod. treatm./ prevent.of bleed.in pts.with congenit. fact.VII defic.undergo.surg./invas.proced., treatm. of bleed.episod.& prevent.of bleed.in pts.undergo. surg./invas.proced.with Glanzmann’s thrombasthen. with antibod.to GP IIb-IIIa &/HLA & with past/ pres.refractorin.to platel.transfus., bleed. episod.treatm./bleed.prevent.in pts.with acquir. haemophil.undergo.surg./invas.proced.

(S4) POWD. FOR INJ, 44/8.1/0550, 0551, 0552

717176-001: 1 mg vial + 1,1 ml solv.in pre-fill.syr., R13 500,80
717182-001: 2 mg vial + 2,1 ml solv. in pre-fill.syr, R27 001,60
717183-001: 5 mg vial + 5,2 ml solv. in pre-fill.syr, R67 504,00
Dosage: IV bolus inj.only. Not to be mix.with infus. sol./giv.as infus. Clinic.results observ.aft. admin. dos: 3-6 KIU (60-120 µg)/kg bm giv.at interv. of 2 hrs or more accord.to bleed.type & eff. obtain. in treatm.of life-& limb-threat.bleeds & in connect.with surg.

Haemophil. A or B with inhibitors: Ser.bleed. episod: Dos.var.accord.to type & haemorrh.sev. Init. dos.of 4,5 KIU (90 µg)/kg bm recomm. Init.dos. freq. every 2nd hr until clinic.improvem.observ. Dos. interv. may be incr.to 3 hrs for 1-2 days. Thereaft. may be incr.success.to every 4, 6, 8 or 12 hrs.for as long as treatm.indic. Maj.bleed.episod.may be treat. for 2-3 wks but extend.if clinic.need.

Surg./invas.proced: Init.dos: 4,5 KIU (90 µg )/kg bm should be giv.immed.bef.proced. Dos.repeat. aft. 2 hrs & then 2-3 hr interv.for first 24-48 hrs depend. on surg.& pt.clinic.status. In maj.surg.dos. should be contin.at 2-4 hr interv.for 6-7 days. Dos. interv.may then be incr.to 6-8 hrs for anoth.2 wks. Pts.undergo.surg.may be treat.for up to 2-3 wks until. heal.occur.

Fact.IX inhib./acquir.antibod.to Fact.VIII: Exper. in minor surg.only.

Mild to mod.bleed. episod.incl.home treatm: Early interv. in mild to mod.joint/musc./ mucocutan.bleeds: Recomm.dos.regimens: 1-3 inj.of 90 µg (4,5 KIU)/kg bm admin.at 3 hrly interv.with an addit.dos.of 90 µg/kg bm admin.if requir.OR Sngl.inj. of 270 µg/kg bm. Home treatm.durat.not to exceed 24 hrs.

Childr: Gen.differentiat.betw.adult & childr. dos. not warrant.although childr.have fast.clear. theref. high.dos.of rFVIIa may be need.in childr.to achieve similar plasma conc.as in adults.
Fact.VII defic: Recomm.15-30 µg/kg bm 4-6 hrly unt. haemostas.achiev. Dos.& inj.freq.indiv.

Glanzmann’s thrombasthen: 90 µg (range 80-120 µg)/kg bm bolus inj.at 2 hrly.interv. (1,5-2,5 hrs). At least 3 dos.to be admin.for effect. haemostas. Platelets are first line treatm.if pt.not refractory.

Acquir.haemophil: Admin.as soon as poss.aft. bleed. episod.start. Recomm.init.dos: 90 µg/kg bm by IV bolus. Furth.inj.may be giv.if reqd. Treatm. durat.& interv.betw.inj.accord.to sever.of haemorrh./ invas.proced./surg. Init.dos.interv.2-3 hrs. May be incr.success.to 4,6,8,12 hrly for as long as treatm.need.once heamostas.achiev.

Contraindications: Known mouse/hamster or bovine prot.hypersens.

Side effects: Uncomm: Ven.thromboembol. events incl. DVT/thrombos.at IV site/pulm.embol./ thromboembol. events of liv.incl.portal vein thrombos./ ren.vein thrombos./thrombophlebit./ superfic. thrombophlebit./intest ischaem., rash, prurit., urticar, decr.ther.respon., pyrex. Rare: Disseminat. intravasc.coagulat., elev.D-dimer, decr. AT-III, coagulopathy, hypersens., naus., headache, arterial thromboembol.events incl.MI/ cerebr. infarct./ cerebr.ischaem./cerebr.artery occlus/ CVA/ ren.artery thrombos./periph. ischaem./ periph.arter.thrombos./intest.ischaem., ang. pect., inj.site reacts., incr. alanine amino transfer./alkaline phosphat./lactate dehydrogen./ prothrombin lev., incr.fibrin degradat.prods. Unknown: Anaphylact.react, intracard. thrombus.,  flush., angioed.,

Warnings and special precautions: Consid. benef./ risk dur.breast feed., arter.thromboembol. events risk outside approv.indicats., thrombot. event/ dissemin. intravasc.coagulat.(DIC) induct. developm. poss.aft.maj.surg./in condits.in which tiss. fact.may be express.more extensively theref. monit.for untoward activat.of coagulat.syst./ thrombos., consid.benef.vs.risk in coron.heart./liv. dis./ neonat./pts.at risk of thromboembol.phenom. /DIC, pt.monit.of early signs & advis.to discont. ther. immed.in case of allerg./anaphylact.type reacts., sev.bleeds admin in specialis. hosp. /monit.by haemophil.spec. physic., mild to mod. bleed.poss.treat.at home with reg.monit.by haemophil. centre, no clinic.exper.with sngl.dos.of 270 µg/kg bodyweight in elderly, durat.of home treatm. not to exceed 24 hrs., hosp.care mandat.if bleed. not kept und.control., avoid simultan. prothrombin complex.conc.use, limit.exper.with concom. anti-fibrinolyt.treatm., not known if reproduct. capacity in women affect., childr., monit. fact.VII defic.pts.for antibod./prothromb. time/ fact.VII anticoag.activ.bef.& aft.ther.admin., antibod. developm.risk., risk of thrombos.in fact.VII defic.pts.unknown, safety in pregn.& lactat. not est., rare heredit.fruct.intol.probl., gluc. malabsorpt./ sucrose-isomalt.insuff.

 XE "Octanate" OCTANATE, Octapharma [P/S]
Human coagulation factor VIII

Indications: Treatm.& prophylax.of bleed.in pts.with haemophilia A (congenit.fact.VIII defic.), acquird. fact. VIII defic. &  haemophilia with antibod. against fact. VIII 

(S4) POWD.FOR SOL FOR INJ. 36/30.3/0344, 0345, 0346

713085-001: 250 IU, 5 ml, R863,14
713086-001: 500 IU, 10 ml, R1 726,27
713084-001: 1000 IU, 10 ml, R3 452,55
Dosage: Admin.slow.IV(not more than 2 - 3 ml/ min.), measur.to treat anaphylax.must be avail., dos.& durat.of substitut.ther.depends on severity of disord.of haemostat.funct./locat.and extent of bleed., type of surg.& pt.clinic.condit.

Refer to prod.lit.for dos.calc.
If expect.fact.VIII activity plasma lev.not attained/ bleed.not controll.with appropr.dos. perform assay to determ.pres.of fact.VIII inhibit., If inhibit.is pres. at levels < 10 BU/ml: Admin. addit.human coagulat. fact. VIII may neutral.the inhibit.

If inhibit.titr.> 10 BU/with high anamnest. respons.: Consid.use of (activat.)prothromb. complex conc.(PCC)/recombin.activat.fact.VII (rFVIIa) preps.
Contraindications: Do not use unless fact.VIII defic.has been verif., do not use to correct fact.IX defic., not for monother.of disseminat.IV coagulat. (DIC)., childr.<6 yrs., pregn.& lactat., do not mix. with other.meds.
Side effects: Hypersens.reacts., anaphylact. shock, fev., fact.VIII antibods.in bld.

Warnings and special precautions: Discont.if allerg./anaphylact.reacts.occur, implem.std.med. treatm. in case of shock, careful.monitor.for developm. of inhibit.antibod.by appropr.clinic. observat. & lab.tests., exam.pt.for pres.of fact. VIII inhibits.if allerg.reacts.occur as pts.with fact. VIII inhibits.potent.at incr.risk of anaphylax.with subseq. treatm.with fact.VIII., first fact.VIII admin. should be perform.und.med.supervis. where appropr.med.care for allerg.reacts.avail., transmis. of infect.agents incl.unknown/emerg. virus. & other pathog.cannot be totally excl., consid. appropr. vaccinat. (hepatit.A & B) for pts. receiv. reg./repeat.human plasma-deriv.fact.VIII prods.
 XE "Octanine F" OCTANINE F, Octapharma [P/S]

Human coagulation factor IX 250 (500)(1000) IU, heparin 25 (50)(100) IU/vial

Indications: Treatm.& prophylax.of bleed.in pts. with haemophilia B (congenit.fact.IX defic.)

(S4) POWD.& SOLV.FOR SOL FOR INJ. 37/30.3/0645, 0646, 0647

713054-001: 250/25 IU, 5 ml, R953,47
713100-001: 500/50 IU, 5 ml, R2 002,28
713099-001: 1000/100 IU, 10 ml, R4 004,57
Dosage: Admin.slowly (not more than 2 - 3 ml/ min.) & IV, meas.to treat anaphylax.must be avail., dos.& durat.of substitut.ther.depends on severity of fact.IX defic./locat./extent of bleed.& pt clinic. condit.

Refer to prod.lit.for dos.calc.
If expect.fact.IX activity plasma lev.not attained/ bleed. not controll.with appropr.dos.perform assay to determ.pres.of fact.IX inhibit. If inhibit.is present.at levels < 10 BU/ml: Admin.of addit. coagulat. fact.IX may neutral.the inhibit.

If inhibit.titr.> 10 BU/with high anamnest. response: consid.use of (activat.)prothromb. complex concentr (PCC)./activat.fact.VII (rFVIIa) preps.

Contraindications: Known allergy relat.reduct. of thrombocyt.dur.heparin treatm.(heparin induc. thrombocytopen.[HIT] type II), pregn.& lactat., do not mix.with other meds., childr.<6 yrs.
Side effects: Hypersens.reacts., anaphylact. shock, thrombo-embol.event, nephrot.syndr., heparin induc.thrombocytopen., pyrex., anti-fact. IX antibody positive

Warnings and special precautions: Discont.if sympts.of hypersens.occur, implem.std.medic. treatm. in case of shock, monit.aft.repeat treatm. for developm.of neutralis.antibod.using appropr. biologic. tests., eval.pt.for pres.of fact.IX inhibits. if allerg. reacts.occur as pts.with fact.IX inhibits. potent. at incr.risk of anaphylax.with subseq. challeng with fact. IX., init.admin.should be perform. und.medic.supervis.where appropr.med. care for allerg.reacts.avail., init.clin.surveill.for early signs of thrombot.& consumpt.coagulopathy with appropr.biolog.test. & weigh.benef:risk in liv. dis./ post-op.pts./neonates/pts at risk of thrombot. phenom./disseminat.IV coagulat (DIC), consid. risk of CVAD-relat, complicats.incl.loc. infects./ bacteraem./cathet.site thrombos.if centr. venous access device (CVAD) is reqd., transmis. of infect.agents incl.unknown/emerg. virus. & other pathog.cannot be totally excl., appropr. vaccinat.(hepatit.A & B) should be consid. for pts.receiv.reg./repeat.human plasma-deriv. fact.IX concentrats., controll.Na diet, no clinic. stud.perform.in childr.<12 yrs./prev. untreat. pts., perf.recov.& half-life in childr.6-12 yrs. in order to adjust indiv.dos., monit.bld. platelet count closely esp.at init.of treatm.
8.2
Anticoagulants
PRADAXA (MDR Listing)
 XE "Arixtra" ARIXTRA, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Fondaparinux sod.

Indications: Reduct.risk of ven.thromboembol. events (VTE) in pts.undergo.maj.orthopaed.surg.of low.limbs (e.g.hip fract./maj.knee /hip replacem. surg.)/ pts undergo.abdom.surg who are at risk of thromboembol.complicats., treatm.of unstable ang./non-ST segment elevation MI (UA/NSTEMI) ac.coron.syndr.for prev.of death/MI & refract. ischaem., treatm.of ST segment elevation MI (STEMI) ac.coron.syndr.for prev.of death & MI in pts. manag.with thrombolyt./who init.to receive no other form of reperfus.ther.

(S4) SOL FOR INJ, 36/8.2/0364. 2,5 mg/0,5 ml

709669-001: 10 x prefill.syr., R1 386,94
Dosage: Admin.by SC/IV inj. Do not mix.with other meds. See prod.lit.for detail.admin. det.

Orthopaed./abdom.surg: Recomm.dos: 2,5 mg SC once dly.post-op. for at least 7 ± 2 days and for as long as VTE risk persists. Admin.init.dos.6 hrs. follow.surg.clos. provid.haemostas.est. Admin.bef. 6 hrs.has been assoc.with incr.bleed.risk.

Unstable ang./non-ST segment elevation MI (UA/NSTEMI): Recomm.dos: 2,5 mg SC once dly. Init.treatm.as soon as poss.follow.diagn. & contin. for upto 8 days/hosp.discharge. If pt.undergoes PCI while on ARIXTRA admin.UFH dur. PCI as per std. pract.taking pt’s potent. risk of bleed.incl.time since last dos.into acc. Timing of restart.SC treat. aft. sheath remov.should be based on clinic. judgement., in UA/NSTEMI clinic.trial treatm.was not restart.within 2 hrs. aft.sheath remov. Do not giv. dur.24 hrs.prior to CABG surg. May be re-start. 48 hrs.post-op.

Treatm.of ST segment elevation MI (STEMI): Recomm.dos: 2,5 mg once dly.with 1st dos.admin. IV & subseq.dos.SC. Init.treatm.as soon as poss. follow. diagn. & contin.for upto 8 days/hosp. discharge. If pt.undergoes non-prim.PCI while on ARIXTRA admin.UFH dur. PCI as per std pract. taking pt’s potent.risk of bleed.incl.time since last dos. into acc. Timing of restart.SC treatm.aft. sheath remov.should be based on clinic. judgement., in STEMI clinic.trial treatm.was not restart. within 3 hrs. aft.sheath remov.,do not giv. dur.24 hrs.prior to CABG surg. May be re-start.48 hrs.post-op.

(S4) PRE-FILLED SYR, 43/8.2/0021, 0022, 0023. 12,5 mg/ml

Indications: Treatm.of ac.deep vein thrombos. (DVT) & ac.pulmon.embol.(PE) except in haemodynamic. unstab.pts.req.thrombolys./pulm. embolect.

719320-001: 5 mg/0,4 ml, 10’s, R1 690,17
719321-001: 7,5 mg/0,6 ml, 10’s, R2 535,26
719322-001: 10 mg/0,8 ml, 10’s, R3 380,34
Dosage: Admin.by SC inj.only.

Treatm.of DVT & PE: Body weight < 50 kg: 5 mg SC 1x dly. Body weight 50-100 kg: 7,5 mg SC 1x dly. Body weight > 100 kg: 10 mg SC 1x dly. Cont.treatm.for at least 5 days & until adeq. oral anticoagulat.est.(INR 2-3). Usual treatm.durat.: 5-9 days. Initiate concom.treatm.with vit.K antagon. as soon as poss.(usual.within 72 hrs).

Contraindications: Act.maj.bleed., sev.ren. impairm., infect.endocardit., pregn.& lactat., pts.who have undergone surg.of the brain/eye/ear or spinal cord or who have injur.of the brain/eye/ear or spinal cord, safety & effic.in paed.pts.not stud.

Side effects: Post-op wound infects., anaem., bleed., purpura, thrombocytopen., thrombocythaem., abnorm.platel., coagulat. disords., allerg.reacts., hypokalaem., insomn., headache, anx., confus., dizzin., somnol., vertigo, GI disturbs., hypotens., dyspn., cough., abnorm. liv.funct.test, incr.hepat.enzym., bilirubinaem., UTI, urin.retent., rash, prurit., loc.bull.erupt., wound secret., oed., periph.oed., fev., inj.site reacts., chest /leg pain, fatig., flush., syncope.

Warnings and special precautions: Epidur./ spin. haematom.result.in long-term/perman. paralys. cannot be excl.with concurr.use and spin./ epidur. anaesthes or spin.punct., epidur./spin. haematoma risk high.with post-op use of indwell. epidur. catheters or concom.meds.affect. haemostas. incl.NSAID’s/ acetylsalicyl.acid & other platel. inhibit., remove epidur.& spin. cathet.at end.of surg. proced., not interchang.unit for unit with hepar./low molecul.weight hepar./ heparinoids, not recom.prior/dur.PCI in STEMI pts. undergo. prim.PCI for reperfus., not recom.as sole anticoag. dur.PCI in UA/NSTEMI & STEMI pts. undergo.non-prim.PCI, limit.data on UFH use dur. non-prim.PCI in Arixtra treat.pts., incr.risk of guid. catheter thrombus in pts.treat.solely with Arixtra for anticoagulat.dur.PCI, plasma clear.decr.with sev. of ren.impairm., maj bleed.episod.& VTE risk incr. with ren.impairm., assess ren.funct.period. dur. treatm. & discont.immed.if sev.ren.impairm./ labile ren.funct.develops, anticoag.eff.persists aft. discont., elderly/pts.und.50 kg, sev.hepat.impairm., condits./ concom.meds.with incr.haemorrh.risk, strict. adher.to tim.of 1st dos., admin.bef.6 hrs.post surg. has been assoc.with incr.bleed.risk, discont. in unexpect.changes in coagulat.paramet./maj. bleed. occurs/platel.count falls bel.100 000/mm3, mod. ren.impairm., pts.with hist of HIT, monit.clos. for any degree of thrombocytopen., needle shield of pre-fil.syr.may cont.dry natur.latex rubber & has potent.to cause allerg.reacts.in latex sensit.indivs., pt. may self-inj.only if med.practit.determ.aprop.& with med.follow-up as necess., ., IM admin., safety & effic.in HIT-type II not form.stud.

 XE "Aspen Warfarin" ASPEN WARFARIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Warfarin sodium clathrate equiv.to warfarin sod.

Indications: Prevent.& managem.of DVT & pulm. embol. Prevent.of thromboembol.in atrial fibrillat., prosthet.heart valves, post MI., treatm.of trans. ischaem.attacks.

(S4) TABS. H/8.2/0742.

778362-019: 5 mg, 100, R244,31
Dosage: Indiv.dos. as indicat.by INR.INR should be carried out bef.treatm., on 2nd & 3rd days of treatm. and then on alt.days until the maint.dos.is est. Thereaft.monit.mnthly. Maint.INR lev.vary accord.to condit.& thromboembol.risk.

INR 2,0-2,5 (PT ratio 1,3-1,5): DVT prophylax., surg.in high risk pts.

INR 2,0-3,0 (PT ratio 1,3-1,5): DVTprophylax.in hip surg.& fract.fem.ops, thromboembol.prevent.in MI, mitral stenos.with embol, atrial fibrillat., tiss. prosthet.heart valves, DVT/pulm.embol./TIA & syst. embol.treatm., 

INR 3,0-4,5 (PT ratio 1,5-2,0): Recurr.DVT & pulm.embol, arter.dis.incl.MI, prosthet.heart valves. Correlat.betw.INR & PT ratio is bason thromboplast.with internat.sensitiv.index of 2,3

Commenc.treatm.with 5 mg dly. titrat.accord.to INR results, desir.INR & condit. Maint. dos.range: 2-10 mg dly. Give dos. at same time each day

Contraindications: Haemorrhag.stroke, clinic. signific.bleed., within 72 hrs.of maj.surg.with sev. bleed.risk, pept. ulc./other GI dis.involv.bleed., condits.involv. bleed. from resp./genito-urin.tract., sev.wounds (incl. surg.), infect.endocardit., imp. liv./ kidn.funct., hypertens., cerebrovasc.haemorrh., cerebr./aort. aneurysm., pericardit., pericard.effus., recent/ contemplat. neuro/ophthal.surg., surg. involv. large expos.raw surf., within 48 hrs.post part., polyarthrit., vit.C defic., maj.reg.block. anaesth., inadeq.lab.facilit./ poor pt.co-op., threaten. abort., safety in childr.young.than 18 yrs. not est., interact.with meds.poss.lead.to signific. bleed.risk, fibrinolyt.meds., concom.OTC miconazole oral gel use, pregn.& lactat.

Side effects: Freq: Haemorrh.with conseq. haematomas. Less freq: Anaem., hypersens. reacts., intracran.haemorrh., haemothorax, epistax., GI haemorrh., rect.haemorrh., haematemes., pancreatit., diarrh., N&V, melaena, jaund., hepat.dysfunct., rash, alopec., purpura, purple toe sypndr., erythemat.swoll.skin patches lead.to ecchymos., infarct.& skin necros., skin reacts., osteoporos., haematur., priap., fev., unexplain. haematocrit drop, decr. haematocrit.

Warnings and special precautions: No abrupt. cessat.taper dos.over 3-4 wks., reg.ther.review, indiv. dos.with reg.INR determinat., monit.INR more freq.where over-coagulat.a risk, monit.pts. find.adher.diffic.more freq., prot.C-defic., pts.at ser. risk of haemorrh., report.S&S of bleed.immed., concom.anti-platel.meds., investig.unexpect. bleed. at therapeut.lev., treatm.break aft.ischaem. stroke, discont.bef.surg.to prov.for appropr.INR attainm., if cont.anticoagulat.necess.when surg. necess.discont.warfar.when INR reduc.to <2 & init.hepar., if ther.cannot be discont.3 days bef. surg. revers.anticoagul.with vit.K to INR of <2, aft.surg.re-instat.ther.to be bas.on post-op haemorrh. risk, act.pept.ulc., pts.to consult Dr.bef. any addit.meds./OTC preps./herb.remed.or vit preps.are start., hyper-/hypothyroid., poss.dos. adjustm. in weight loss/ac.illn./smok.cessat./ weight gain/prolong.diarrh.or vomit., poss.acquir./ heredit.warfar.ther.resist., pts.to carry anticoag. ther. identific., genet.variabil.in relat.to CYP2C9 & VKORC1 can affect.dos.requirem., elderly, incr. osteoporos.& fract.risk with long term ther., discont. if skin les.appear & admin.vit.K to reduc. eff. with hepar.admin.to prov.anticoagulat.& poss. surg.intervent.if necros.develop., neovasc.(wet) age-relat.macul.degenerat., lact.intol., as hepar. prolong INR allow suffic.time aft.admin.bef. perform.test, teratogen., effect.contracept., excret. in breast milk, 
Interactions: Caref.considerat.& monit.when commenc.any new ther., meds.for prophylax./ treatm. of thrombos.& meds.advers.affect. haemostas. may incr.eff., some interact.meds.do not produc.predict.effs., admin.clopidogrel/ NSAID’s/thromb.inhibit./dipyridamole/unfractionathepar & hepar.derivat & low weight hepar./ fondaparinux/rivaroxaban/ glycoprot.IIb/IIIa recept. antagon./SSRI’s/SNRI’s/meds.inhibit.haemostas., clott or platel.act.to be avoid.or admin.with caut. and incr.clinic.& lab.monitor., meds.that compete as substrates of CYP450 cytochromes or inhibit. their activ.may incr.warfar.plasma conc.& INR, & convers.those that induc.these pathways decr. plasma conc.tak.care when stop.or reduc.their dos.once pts.stable on the combinat.(offset act.).
Meds.potent.warfar.eff: Allopurin./capecitab./ erlotinib/ disulfiram/azole antifung./omepraz./ paracet./profafenone/amiodarone/tamoxif./meythylphenid./zafirluk./fibrates/statin predom.fluvastat./ erythromyc./telithromoyc./co-trimoxaz./ metronidaz. /chloramphenic./cimetid./clofibr./ danaz./ glucoagon/quinidine/thyr.horm./tramad.

Meds.antagon.warfar.eff: Barbitur./primidone/ carbamazep./griseofulv./OC’s/rifampic./azathioprine/phenyt./phytomenadione.

Meds. with variable eff: Corticoster./nevirap./ ritonav.

Other interact: Broad spectr.antibiot.potent.eff., orlistat.reduc.vit.K absorpt., cholestyram.& sucralfate decr.absorpt., incr.INR with glucosamine, St John’s Wort decr.plasma conc., ac. large alcoh.intake inhibit.metabol.while convers. chron. heavy alcoh.intake induc.metabol., incr.INR with cranberry juice & mod.INR rise with grapefruit juice.
 XE "Cipla Warfarin" CIPLA WARFARIN, Cipla Medpro [P/S]

Warfarin sodium

Indications: Prevent.& managem.of DVT & pulm. embol., prevent.of thromboembol.in atrial fibrillat./ prosthet.heart valves & post MI, treatm.of trans. ischaem.attacks.

(S4) TABS. 41/8.2/0120. A38/8.2/0422

709906-001: 1 mg, 100, R103,86
709905-001: 5 mg, 100, R180,09
Dosage: Individ.dos.accord.to PT or INR. Monit lev.bef.commenc.ther., then on 2nd & 3rd days of treatm., thereaft.on alt.days until maint.dos.est. Maint.PT/INR lev.vary accord.to condit.& thromboembol. risk.

Init.dos.usual.from 10-15 mg/day x3 days. Maint. dos.range from 2,5-10 mg/day. Admin.at same time each day.

Contraindications: Other coumar.hypersens., bleed.disords.incl.haemophil./leukemia, pept.ulc., other bleed.GI disords., bleed.from resp./genito-urin.tract., sev./large open wounds (incl.surg.), infect.endocardit., pericardit., pericard.effus., imp. liv./ kidn.funct., hypertens., cerebrovasc.bleed., cerebr./ aort.aneurysm., recent/contemplat.neuro-/ ophthal.surg., polyarthrit., vit.C defic., maj.reg. block. anaesth., lack of co-operat., inadeq.lab. facilit., pregn.(recog.teratogen.), breastfeed., threaten.abort., safety & effic.not est.in childr. und.18 yrs., concom.NSAID.

Side-effects: Haemorrh.& conseq.haematoma/ anaem./leucopen.& granulocytos., alopec., fev., GI disturbs., inhibit.vit.K synthes., lipid emboli, hypersens. & skin reacts., purple toe syndr., skin necros., mouth & throat sores & white spots, ren. damage, hepatotox.

Special precautions: No abrupt.cessat., elderly, vit.K defic., hyperthyroid., indiv.dos.with reg. prothrombin.time determinat., close liaison betwn. drs. in pts.undergo.surg./dent.proced., prolong. diet. defic., infect.dis., intestin.flora disturbs., candidias., antibiot.ther., diab., vasculit., polycythaem. vera, allerg./anaphylact.disords., incr. risk of osteoporot.fract.due to vit.K defic.esp. on long-term treatm., ven.limb gangrene syndr. poss. precipit., good pt.instruct.incl.women contempl. pregn. Prothromb.time poss.incr.by: collag.dis./ carcinoma/ CHF/diarrh./hepat.disords. /infect. hepatit./jaund./fev.& poor nutrit.state. Prothromb.time poss.decr.by: diab.mellit./ hyperlipidaem./ hypothyroid./oed.& heredit.resist. to warfar.ther.

Drug interactions: Agents augment.anticoag. eff: Amiodar./anabol.steroids/aspir.& other NSAIDS/ cimetidine/clofibrate/ disulfiram/ phenylbutaz. & other pyrazolones, sulphinpyraz./ sulphonam./sulphonylurea-type antidiabet.agents/ thyroid hormon. & ac/chron.alcoh.with liv.impairm. Agents reduc. anticoag.eff: Barbitur./ glutethimide/rifampic./Vit.K & chron.alcoh.without liv.impairm. Agents poss.enhanc.anticoag.eff: Alcoh./ allopurin./ aminoglycos./chloral hydr./ chloramphen./danazol/dextropropoxyph./diazoxide/erythromyc./glucagon/metronidaz./miconaz./phenyt./quinidine/triclofos & Vit.E. Agents poss. reduc. anti-coag.eff: Carbamazep./cholestyram./ glucocortic./griseofulv.& OC’s (oestrog.) Cert.herb. meds.augment anticoag.eff.

 XE "Clexane" CLEXANE, Sanofi-Aventis [P/S]

Enoxaparin sodium
Indications: Prev.post-op.venous thrombos.& embol. in high & mod.risk pts., ven.thrombo-embol. prophylax.in bedrid.pts.due to debilitat.medic.illn., treatm.of deep vein thrombos.with/-out pulm. embol., prev.of ischaem.complic.of unstable angina or non-Q-wave MI within 24 hrs of onset. comb.with aspirin (100-325)mg., prev.thrombos. format.in extracorp.circulat.dur.haemodialys., treatm. of ac.ST-segm.elevat.MI (STEMI) incl.pts.to be manag.medic./with subseq.percutan.coron. intervent. (PCI).

(S4) INJ., 39/8.2/0079, X/8.2/42, 31/8.2/0480, 0481, 0482, 32/8.2/0122
707095-001: 10x20 mg prefill.syringe, R592,50
788767-003: 10x40 mg, prefill.syringe, R837,25
851140-009: 10x60 mg, prefill.syringe, R1 198,94
851159-001: 10x80 mg, prefill.syringe, R1 476,15
851167-004: 10x100 mg, prefill.syringe, R2 017,46
859710-009: 1x300 mg, multidose vial, R571,35
Dosage: 

Post-op venous thrombos.& embol.prophylax: Orthopaed.surg.(high risk): 40 mg (0,4 ml) dly.SC with 1st inj.12 hrs.pre-op. Contin.for 7-10 days aft. surg. / as long as pt.not ambul. Contin.with 40 mg dly.x3 wks. in tot.hip replacem. Gen.surg.(mod risk): 20 mg (0,2 ml) dly.SC with 1st inj.2 hrs.pre-op. Contin.for 7-10 days aft.surg./as long as pt.not ambul.

Venous thrombos.prophylax.in medic.pts: 40 mg SC once dly.Xmin.6 days and cont.till full ambulat. Xmax.14 days.

Deep vein thrombos.treatm: 1 mg/kg SC 12 hrly. Contin.till a therapeut.anticoag.eff.achiev. Usual. 5-10 days treatm. Init.oral anticoag.ther.when appropr.

Prev.of ischaem.complic.of unstable angina or non-Q-wave MI: 1 mg/kg 12 hrly SC tog.with 100-325 mg aspirin once dly x2-8 days.

Prev.of extracorporeal thrombus.dur. haemodialys: 1 mg/kg. Reduc.dos.to 0,5 mg/kg in pts.with high risk of haemorrh.for double vascul. access or 0,75 mg/kg for sngl.vascul.access. Introduc. into arterial line of the circuit at begin.of sess. with eff.suffic.for a 4 hr.sess., a furth.dos.of 0,5-1 mg/kg if necess.

Treatm.of ac.ST-segm.elevat.MI: Single IV bolus of 30 mg plus 1 mg/kg SC dos.follow.by 1 mg/ kg SC every 12 hrs. (max.100 mg for 1st. 2 dos.only, follow.by 1 mg/kg dos.for remain.dos.). Elderly pts. > 75 yrs: No init.IV bolus. Init. dos. with 0,75 mg/kg SC every 12 hrs. (max.75 mg for 1st 2 dos.only, follow.by 0,75 mg/kg dos.for remain. dos.). If admin.in conjunct.with thrombolyt.give Clexane betw.15 mins.bef.& 30 mins.aft.start of fibrinolyt. ther. All pts.to rec.aspirin as soon as STEMI diag.& maint.appropr.1xdly.dos.unless contraindicat. Recomm.durat.of Clexane treatm: 8 days/until.hosp.disch.whichev.comes first.

Pts.manag.with Percutan.Coron. Intervent (PCI): Last Clexane SC dos. < 8 hrs. bef.balloon inflat.: no additi.dos need.  Last SC dos.> 8 hs bef.balloon inflati.: Admin.IV bolus of 0,3 mg/kg.
Contraindications: Hepar./its derivat.incl.other low weight heparin hypersens., hepar.assoc. thrombocytopen., act.bleed., benz.alcoh. hypersens., pts.at risk of haemorrh.incl.pept. ulc./haemorrhag.bld.disords./thrombocytopen./ cerebrovasc.disords./infect.endocardit.& sev./ uncontrol.hypertens., safety in pregn., lactat.& childr. not est., safety for treatm.of venous thrombos. & embol.at home not est., safety & effic.with prosthet.heart valves not est.

Side effects: Bleed.in pres.of assoc.risk fact, fatal retroperiton.& intra-cran.bleed.report., intraspin. haematoma report.with concurr.anticoag.use and spin./epidur.anaesth.result.in long-term/perm. paralys., haematoma risk incr.with high dos. regim./ postop.epidur.in-dwell.catheter/concom. agents aff.haemostas.e.g. NSAID’s & traumat.or rep.neuraxial punct., poss.thrombocytopen. with/ without arter.thrombos.which may be complic.by organ infarct./limb ischaem., loc.reacts., cutan./ syst. allerg.reacts., asymptomat.& revers.incr.in liv.enz.lev./platelet counts, hepatit., bld.dyscras., GI bleed., haematur., haemarthros.

Special precautions: Fail.ther.& conseq.clot format. & obstruct.report.in pres.of prosthet.heart valv., avoid neuraxial techniq.when pre-op dos. admin., delay placem./remov.of cathet.for 10-12 hrs. aft.DVT prophylax.admin.and for 24 hrs.in pts. receiv.high dos., admin.subseq.dos.2 hrs.aft. cathet. remov., extreme vigil.& monit.for S&S of neurolog.impairm.reqd.if anticoagulat.in context of epidur/spin.anaesth.giv., if S&S of spin.haemtoma suspect.diagnos.urgent.& init.spin.cord decompress. treatm., do not use low molecul. weight heparins interchangab., as antibody mediat. heparin-induc.thrombocytopen.risk exists. monit.platel.count at init. of ther.& reg.dur.treatm., allow vasc.access sheath used in percutan.coron. revascularisat. proced.to remain in place x6-8 hrs. aft. SC admin.then admin.next dos.no soon.than 6-8 hrs.aft.sheath remov.& observ.site for bleed./ haematoma format., no IMI admin., std.clott.tests cannot be done to monit.treatm., sev.liv./kidn. insuff., condits.with incr.bleed.potent., in elderly attent.to dos.interv./concom.meds.esp.antiplatel. meds./low body weight geriatr.pts.& those predispos. to decr.ren.funct advis., as incr. expos. with non weight adjust.prophylact.dos.observ.in low weight pts.(women:<45 kg & males: <57 kg) incr. bleed.risk caref.monit.recomm.

Drug interactions: Discont.agents that may aff. haemostas.prior to ther.unless strict.indicat.
 XE "Eliquis" ELIQUIS, Pfizer [P/S] 
Apixaban

Indications: Ven.thromboembol.event prevent.in adults who have undergone elect.hip/knee replacem. surg. Risk of stroke /syst.embol.& death prevent.in pts.with non-valvul.atrial fibrillat.(NVAF) with one or more risk fact. Treatm.& prevent of recurrent DVT & PE.

(S4) TABS. 47/8.2/0463, 0464

724018-001: 2,5 mg, 60, R884,80
724019-001:5 mg, 60, R884,80
Dosage: Convert.from or to parenteral anticoags. can be done with next sched.dos. Discont.warfar/ other vit.K antagon. (VKA) and start ther.when INR is below 2,0. When convert.to warfar./other vit.K antagon.ther.cont. Eliquis for 48 hrs.aft.1st warfar./ VKA ther.dos.May be crushed or supend.in 60 ml water/ 5 % dextrose in water/apple juice/-sauce.
VTE prevent.in elect.hip/knee replacem.surg: 2,5 mg orally 2xdly. Init.dos. 12-24 hrs.aft.surg. Recomm.durat.of treatm: Hip replacem.surg.32-38 days. Knee replacem.surg: 10-14 days.

Stroke/syst.embol.& death prevent.in NVAF: 5 mg orally 2xdly. In pts.with at least 2 of follow. Characterist.namely ≥80 yrs/body weight≤ 60 kg/ ser. creatin.clear.≥ 1,5 mg/dL admin.2,5 mg orally 2xdly.
Cardioversion: For pts.not prev.treat.with anticoags, at least 5xdoses of ELIQUIS 5mg 2xdly before cardiovers. If cardiovers.req.before 5 doses, give 10 mg loading dose follow by 5 mg 2xdly. Admin loading dose at least 2 hrs bef.cardiovers.

Treatm.DVT & PE: Recomm.10 mg 2xdly for 7 days follow by 5 mg 2xdly.
Prevent.recurr.DVT & PE: Recomm.2,5 mg 2xdly aft.at least 6 mnths of treatm.of DVT/ PE.
Contraindications: Clinic. signific.act.bleed., sev.ren. dis (CrCl <15 ml/min), hepat. dis.with assoc. coagulopathy & clinic.bleed.risk, concom. antiplatelet med.other than aspirin., pts with triple postive antiphospholipid syndr.(APS)

Side effects: Anaem., naus., thrombocytopen., hypersens., prurit., angioed., hypotens., epistax., haemoptys., gingiv.bleed., abnorm. LFT, incr.AST/ ALP/ GGT/ ALT & -bld.billirub., skin rash, alopec., musc.haemorrh., haematur.,abnorm.vag.-/urogenit.heamorrh., eye-/brain-/GI-/ rectal haemhorr., haemorrh., haematoma, intra-abdom.haemorrh., resp.tract haemorrh., haemorrhoid. haemorrh., mouth haemorrh., haematochez., retroperiton. haemorrh., applicat. site bleed., posit.occult bld., confus., post proced.haemorrh. incl.haematoma/wound haemorrh/ vessel punct./catheter site haemorrh., wound secret., incis.site haemorrh., opertiv haemorrh., traumat.haemorrh.
Special warnings and precautions: Condits with incr.risk of haemorrh.eg congenit./acquir. bleed. disords./act.ulcerat.GI dis./bact.endocardit., thrombocytopen., platel. disords./ haemorrhage. stroke hist./ uncontr. sev. hypertens., rec.brain/ spin./ ophthalmolog.surg., discont.if sev.haemorrh. occurs.& init.appropr.treatm., consid.recombin. fact. VIIa ther.if surg.haemostas./fresh frozen plasma transfus.not sucessful but no exper.with use of recombin.fact.VIIa, incr. bleed.risk with antiplatel.meds., concom. platel.aggregat.inhibit./other antithrombot.meds not recomm.follow.surg., concom.NSAIDs incl. aspirin, not recomm.in pts.with prosthetic.heart valve, pts.with APS, discont. 2-3 days bef.elect.surg./ invas.proced.& if not poss.weigh up bleed.risk vs urgency of intervent., discont.in pres.of incr. haemorrh. risk restart.12-24 hrs.aft.risk ceased, risk of epidur./spin.haematoma with neurax. anaesth./spinal punct.which is incr.with post-op indwell.epidur.cathet./ concom.meds affect.haemostas., discont.48 hrs.bef.plann.use of indwell.epidur/ intrathec. cathet., remov. epidur. cathet.at least 6 hrs.prior to admin., monit. pts.for S&S of neurolog. impairm., eval. risk vs.benef.in anticoagulat. / to be anticoagulat.pts.for thromboprophylax., not recomm.as altern.unfract. heparin for init.treatm.of PE, concom.strong CYP 3A4 & P-gp induc., S&E.not eval.in pts. undergo.hip fract.surg., clotting tests/ INR & aPTT affected by Eliquis, not recom. with dialysis/ CrCl 15 ml per min/sev. hepat.impairm., cont.lactose, not recom.in pregn/lactat., S&E.in pts.<.18 yrs.not est.

Interactions: Incr.expos.with strong CYP3A4 & P-gp inhibit.(eg.ketoconazole), reduc.expos.with strong CYP3A4 & P-gp induc.eg rifampicin/ phenytoin/ carbamazepine/ phenobarbitone & St Johns Wort., addit.eff.on anti-FXa active.with enoxaparin, co-admin with clopidogrel/ ticagrelor/ othr antiplatel. meds exc.aspirin not recomm., caut.with NSAIDs incl aspirin, meds.assoc.with ser.bleed.eg unfraction. hepar./ hepar. derivat/FXa inhibit. oligosacchar./ direct thrombin II inhibit./ thrombolytic. agents/ GPIIb/IIIa recept. antagon./ dipyridam/ dextran/ sulfinpyraz./Vit.K antagon.& other oral anticoags.not recomm.

See also MDR page 642.
 XE "Fraxiparine" FRAXIPARINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Nadroparin calcium

Indications: DVT prophylax.which may lead to pulm. embol.in pts.undergoing hip/knee replacem. surg./abdom.surg.when at risk of thromboembol. complicat., DVT treatm.

(S4) INJ, 31/8.2/0577,0578,0579,

874981-018: 2850 IU AXa, 10x0,3 ml syr., R527,93
875007-007: 3800 IU AXa, 10x0,4 ml syr., R703,91
875015-018: 5700 IU AXa, 10x0,6 ml syr., R1 055,86
Dosage: Admin SC only. In all cases contin. through risk period & until pt.ambulant. The 0,3 ml & 0,4 ml pre-fill.syr.are for unit dosages only and the entire contents of syringe should be inj. The 0,6 ml prefill.graduat.syr.may be used to admin. adjust.dos.

DVT prophylax.in abdom.surg: 0,3 ml (2850 IU AXa) 2 hrs. pre-op & 8 hrs.aft.surg.with subseq.inj.of 0,3 ml (2850 IU AXa) dly x7 days aft. surg.

DVT prophylax.in hip/knee replacem.surg: Indiv. dos.accord.to bm.admin.init.dos.12 hrs.pre-op and then 12 hrs.aft.end of surg. Recomm.dos: Days 1-3: 38 IU AXa /kg once dly. Day 4 onwards: 57 IU AXa /kg once dly. Admin.for at least 10 days.

DVT treatm: Admin.2xdly x10 days adjust.dos. accord.to body weight. < 50 kg: 0,4 ml. 50-59 kg: 0,5 ml, 60-69 kg: 0,6 ml. 70-79 kg: 0,7 ml, 80-89 kg: 0,8 ml, =90 kg: 0,9 ml.

Contraindications: Hepar.hypersens., recent sev.thrombocytopen., haemorrhag.bld.disords., act./suspect.haemorrh., childr, partic.haemorrh. risk condits.eg: aneurysm, hypertens., threat. abort., recent childbirth, infect.endocardit., pericardit., vasculit., act.cavitat.TB, viscer.Ca, any intracran.tumour, dur./aft.eye/brain/spinal cord surg. or trauma, prior to lumb.punct./reg. anaesthet. block, act.pept.ulcerat., large open surf. surgic./traumat.wounds, sev.ren./hepat.impairm., mechanic. heart valve prosthesis, pregn.& lactat., IM/IV use.

Side effects: Bleed., thrombocytopen., gen. allerg. reacts., cutan.necros., loc.reacts., SC haematoma at inj.site, eosinophil., rebound hyperlipaem., priapism, revers.hypoaldosteronism, osteoporos.& spontan/compress.fract.risk, alopec., rais.transamin.

Special precautions: Diff.low molecul.hepar. cannot be accept.as therapeutically equiv., imp. liv./kidn.funct., elderly, allerg.react.hist.exp to hepar./low molecul.weight hepar., reg.monit.of platelet count throughout treatm., consid.poss. thrombocytopen.in the event of thrombocytopen. <100 000/mm3/signific.decr.in platelet count/ worsen.of init.thrombos.while on ther./thrombos. while on treatm./dissemin.intra-vascul.coagulat., substitut.with Fraxiparine should not be consid. where thrombocytopen.has occurr.with another hepar./low molecul.weight hepar., concom.oral anticoags/agents which affect platelet funct., concom.IV nitroglycerine.

Drug interactions: Anticoag.act.poss counteract. by digital./tetracycl./nicotine & antihistamines.

 XE "Heparin Sodium Fresenius" HEPARIN SODIUM FRESENIUS AMPS & VIALS, Fresenius Kabi [P/S]
Heparin sodium.

Indications: Arterial & ven.thrombos., thromboembol. prophylax.

(S4) INJ J/8.2/405, 406

730599-019: 1 000 IU/ml, 10x1 ml amps, R210,05
782254-004: 1 000 IU/ml, 10x5 ml vials, R313,80

730602-001: 5 000 IU/ml, 10x1 ml amps, R405,41

782262-007: 5 000 IU/ml, 10x5 ml vials, R720,36

Dosage: Adults: Usual.init.IV dos: 12 500 units IVI follow.by 10 000 units 4 hrly.to keep the clott.time, test.not less than 3 hrs.aft.last inj.at about 3xpre-treatm.fig. The dos.range for this purpose is 6 000-12 000 units. For contin.infus.add 10 000-20 000 units to 1 litre NaCl 0,9 % or dextr.inj.start.at 20 drps./ min.
Childr: Init.50 units/kg bm by IV infus.in dextr.5% then incr.to 100 units/kg 4 hrlyto keep clott.time at 20-30 mins

If bld.transfus.are reqd.dur.anticoag.ther.3 units/ml may be added to transfus.bld.in addit.to dos. already being admin. Bleed.from operat.site unlikely if start.aft.4th post-op day.

Venous thromboembol: IV load.dos.of 5 000 units. (10 000 units poss.reqd.in sev.pulm. embol.) follow.by contin.IV infus.of 1 000-2 000 units/ hr.or 15 000 units SC inj.12 hrly. Alternat. intermitt.IV 5 000-10 000 units 4-6 hrly. undil./dil.in 50-100 ml Dextr5%/NaCl 0,9%. Childr. & small adults are given low.IV dos.follow.by maint. with contin.infus.of 15-25 units/kg/hr or 250 units/kg SC 12 hrly.
Postop ven.thromboembol.prophylax: 5 000 units SC 2 hrs.bef.surg.then 8-12 hrly.x7 days or till pt.ambulant. Simil.dos.used to prev. thromboembol.dur.pregn.in women with DVT or pulm. embol.hist. Dos.may need to be incr.to 10 000 units.12 hrly dur.3rd trimmest.
Contraindications: Hepar.induc.thrombocytopen., haemorrh.bld.disords.esp.thrombocytopen.& haemophil. act./suspect.haemorrh.esp. cerebrovasc. or GI except.in dissemin.intravasc. coagulat., cerebr./aortic aneurysm, sev.or uncontrol. hypertens., threat.abort., rec.childbirth, subac.bact.endocardit., pericardit., sev.vasculit., act. cavitat.TB, visc.carcinoma if intracran. metastas. poss., pept.ulcerat., dur./aft.eye/brain or spin.cord surg.or trauma, prior to lumb.punct.or region.anaesthet.block, surgic./traumat.wounds result.in large open surf., sev.ren./hepat.impairm., oesophag.varices.

Side effects: Allerg./anaphylact.reacts., trans. alopec., osteoporos., spontan.fract., haemorrh., thrombocytopaen.

Special precautions: Sev.hypertens., rec.cerebr. thrombos., elderly women.

Interactions: Caut.with concom.oral anticoags./ meds. affect.platelet.funct.(eg aspir./ dipyrimidamole), poss.incr.haemorrh.risk.with NSAID’s, meds.affect.coagulat.process.incr. haemorrh. risk incl.dextrans/streptokin./high dos.penicill./some cephalospor.& contrast med./asparagin.& epoprosternol, oral anticoag.control estim.poss.modif.by act.on prothromb., incompatibil.report.with alteplase/ amikac.sulph./amiodarone HCl/ampicill. sod./ protinin/benzylpenicill./cefalot.sod./ciprofloxac./cytarabine/dacarbazine/daunorubic.HCl/diazep./dobutam.HCl/doxorubic.HCl/droperidol/erythromyc.lactobion./gentamic.sulph./haloperid./hyaluronidase/hydrocortis.Na succin./kanamyc.sulph./meticill.sod./ netilmicin.sulph./some opiod analges./ oxytetracyc./ some phenothiaz./polymyxin B sulph./ streptomyc.sulph./tetracycl./tobramyc. sulph./ vancomyc.HCl/ vinblastine sulph./ cisatracur. besilat./labetal.HCl./levofloxac./ nicardip. HCl/reteplase and vinorelb.tartrate, inactiv. by cefmetazole.

 XE "iXarola" iXAROLA, (Sanofi) Bayer [P/S]
Rivaroxaban

Indications: Ven.thromboembol.prevent.in pts undergo.major orthopaed.surg.of lower limbs. 
(S4) TABS 10. 50/8.2/9017
3002051-001: 10 mg, 30, R918,12
Dosage: 1 tab once dly. Take init.dos.within 6-10 hrs.aft surg.prov.haemostas.est. Miss.dos: Take immed.then contin.on follow.day with once dly. dos. as bef. Treatm.durat.depends on type of surg. Aft.maj.hip surg. x5 wks.& aft.maj.knee surg.x2 wks.
Contraindications: Clinic.signific.act.bleed.(eg intracran./GI bleed.), signific.hepat.dis.assoc.with coagulopathy, pregn.& lactat.

Side effects: Common: Anaem., naus., incr.GGT, incr.transaminas., post postur.haemorrh.incl. postop anaem.& wound haemorrh. Uncomm: Wound secret., incr.lipase/amylase/bld.bilirubin/ LDH & alkaline phosphatase, extremity pain, dizzin., headache, syncope incl.loss of consciousn., ren.impairm, prurit., rash, urticar., contus., hypotens., haemorrh.incl.haematoma & rare musc. haemorrh., GIT haemorrh., haematur., genit.tract haemorrh incl.menorrhag., nose bleed. Rare: Abnorm. hepat.funct., allerg.dermatit., incr. conjugat. bilirub.with/-out concom.incr.ALT. Clinic. stud.reports: Adren.& conjunctiv. haemorrh., fat.GI ulc.haemorrh, jaund., hypersens., haemoptys.
Warnings and special precautions: Safety & effic.not est.in childr.up to 18 yrs., signific.incr.in pharmacologic.activ.in mod.hepat.impairm., sev. ren. impairm., congenit./acquir.bleed.disords., uncontr. sev.arter. hypertens., act.ulcerat.GI dis., rec.GI ulcerat., vasc.retinopathy, rec.intracran./ intracerebr.haemorrh., short.aft. brain/spin./ ophthalmolog. surg., sev.ren.impairm., not recomm. with concom.azole-antimycot./HIV prot. inhibits., monit.for bleed.complicat., concom.drugs affect.haemostas., consid.poss.bleed.in pres.of unexpl. Hb/BP decr., only use with effect. contracept. in women of childbear.potent., risk of epidur./ spin.haematoma with neurax.anaesth./ spin. punct.which is incr.with indwell.epidur. cathet./ concom.meds.affect. haemostas./traumat or rep. epidur.or spinal punct., monit.pts.freq.for S&S of neurolog.impairm., eval.risk vs.benef.of neurax. anaesthes.in anticoagulat.pts./those to be anticoagulat.for thromboprophylax., do not withdr. epidur. cathet.earl.than 18 hrs.aft.last iXarola admin., admin.not bef.6 hrs.aft.remov.of epidur. cathet., delay admin.for 24 hrs.if traumat.punct. occurs, lact.intol., cross.placenta, secret.in breast milk of anim.
Interactions: Incr.syst.expos.with strong CYP3A4 & P-gp inhibit., decr.in rivaroxaban AUC with strong CYP3A4 & P-gp induc.rifampicin, other strong CYP3A4 induc.decr.plasma conc., incr. bleed. time with clopidrogrel.

(S4) TABS 15, 20, 50/8.2/9018, 9019

Indications: Stroke & syst.embol.prevent.in pts.with non-valvul.atrial fibrillat.(SPAF), deep vein thrombos.& pulm.embol.treatm., recurr.DVT & PE prevent.

3002052-001: 15 mg, 42, R1 285,39

3002053-001: 20 mg, 28, R856,92

Dosage: No need to monit.coagulat.paramet. Admin.with food. No dos.adjustm.reqd.based on body weight.
SPAF: Recomm.dos: 20 mg once dly. Mod.ren impairm.(creatin.clear.< 50-30 ml/min): 15 mg once dly. Cont.as long as stroke & syst.embol.risk fact.persist. Miss.dos: Admin.immed. & contin.with 1x dly.intake as recomm.on foll. day. Dos.not to be doubl.to make up for miss.dos. on same day. Max. dly dos: 20 mg. Convers.from warfar: Stop warfar.init.ther.when INR ≤ 3,0. Convers. to warfar: Ensure contin.adeq. anticoag. dur.transf.to alt.anticoag. Admin.warfar. concurr. until INR ≥ 2,0. Admin.std.warfar.dos.for 1st 2 days of convers.period foll.by warfar. dos. guid. by INR test. While on both iXarola & warfar. INR do not test.earl.than 24 hrs aft.prev.dos.but prior to next iXarola dos. Once iXarola discont.INR test.may be reliably done 24  hrs.aft.last dos. Convers. from parenter.anticoags: Start ther. 0-2 hrs.bef.next sched.admin.of parenter.meds./at time of discont.of contin.admin.parenter. meds. e.g.IV heparin. Convers.to parenter.anticoags: Discont. iXarola & give 1st dos.of parenter. anticoag. at time next iXarolo dos.would have been taken.

DVT & PE treatm: Init.15 mg 2x dly for 1st3 wks. foll.by 20 mg once dly.for contin.treatm.& prev. of recur.DVT & PE. Cont.ther.as long as VTE risk persists. Miss.dos: Admin.iXarola 15 immed.to ensure 30 mg/day intake if dos.miss.dur.2x/day treatm. phase.2 x15  mg may be taken at once then cont.with reg.15 mg 2x/day as recomm.on foll. day. If dos.miss.dur.iXarolo 20 treatm.phase admin.iXarolo 20 immed.to ensure 20 mg/day intake then cont.with reg.20 mg once dly as recomm. on follow.day. Recomm.max.dly.dos: 30 mg dur.1st 3 wks.of treatm.& 20 mg in follow. treatm.phase. Convers.from warfar: Stop warfar. & init iXarolo 15 ther.once INR is ≤2,5. Convers. to warfar: Ensure cont.adeq.anticoagulat. dur.any transit.to alt.anticoag. Warfar.to be giv.concurr. until.INR ≥ 2,0. For 1st2 days of convers. per.std. warfar.dos.to be used follow.by warfar.dos.guid.by INR test while on both iXarola & warfar. INR not to be test.earlier than 24 hrs aft.prev.dos.but prior to next iXarola dos. Once iXarola discont.INR test. may be done reliabl.24  hrs.aft.last dos. Convers. from parenter.anticoag: Start iXarola 0-2  hrs. bef. next sched.admin.of parenter.meds.or at the time of discont.continuous.admin.parenter. meds. e.g.IV heparin. Convers.to parenter. anticoags: Discont.iXarola & giv.1stdos.of parenter. anticoag. at the time that the next iXarola dos.would have been taken.

Contraindications: Clinic.signific.act.bleed.(eg intracran./GI bleed.), known exist.inherit.bleed. disords., hepat.dis.with/ without coagulopathy, pregn.& lactat.

Side effects: Common: Anaem., eye haemorrh., gingiv.bleed., GI tract haemorrh., GI & abdom. pains, dyspeps., N&V, constipat., diarrh., fev., periph.oed., decr.gen.strength & energy, postproced. haemorrh.incl.postop anaem.& wound haemorrh., incr.transaminas., extremity pain, dizzin., headache, urogenit.tract haemorrh., ren. impairm., epistax., haemoptys., prurit., rash, ecchymos., cutan.& subcuat.haemorrh., hypotens., haematoma. Uncommon: Thrombocythaem., tachycard., dry mouth, feel.unwell, abnorm.hepat. funct., allerg.react., allerg.dermatit., wound secret., incr.bilirub/bld.alkaline phosphat./LDH/ lipase/amylase/GGT, haemarthros., cerebr.& intracran. haemorrh. syncope, urticar. Rare: Loc. oed., jaund., vasc.pseudoaneurysm, incr.conjugat. bilirub., musc.haemorrh.

Warnings and special precautions: Cross. placenta, secret.in breast milk of anim, no data avail. to support.that iXarola 20 (iXaralo 15 in pts. with mod.or sev.ren. impairm) prov.adeq. anti-coagul.in pts.with prosthet.heart valv., congenit./ acquir.bleed.disords., uncontr.sev.arter. hypertens., act.ulcerat.GI dis., rec.GI ulcerat., vasc. retinopathy, rec.intracran./intracerebr.haemorrh., intraspin./intracerebr.vasc.abnorm., short.aft. brain/spin./ophthalmolog.surg., bronchiectas. / pulm.bleed.hist., concom.meds affect.haemostas., consid.appropr.prophylact.treatm.in ulcerat.GI dis.risk, consid.poss.bleed.in pres.of unexpl. Hb/BP decr., if poss.discont.24 hrs.prior to invas.proced./ surg.intervent.& assess.risk.vs.benef.if proced. cannot be delay., restart ther.as soon as poss.aft. invas.proced./surg.intervent.provid.clinic.situat. allows & adeq.haemostas.est., risk of epidur./ spin. haematoma with neurax.anaesth./spinal punct. which is incr.with indwell.epidur. cathet./ concom.meds.affect. haemostas./traumat or rep. epidur.or spinal punct., monit.pts.freq.for S&S of neurolog.impairm., eval.risk vs.benef.of neurax. anaesthes.in anticoagulat.pts./those to be anticoagulat.for thromboprophylax., do not withdr. epidur. cathet.earl.than 18 hrs.aft.last iXarola admin., admin.not bef.6 hrs.aft.remov.of epidur. cathet., delay admin.for 24 hrs.if traumat.punct. occurs, mod.ren.impairm./concom.meds.incr. rivaroxaban plasma conc., limit.data in pts.with creatin.clear.< 30 to 15 ml/min., not recomm. in pts.with creat.clear.< 15 ml/min.due to no clinic.data, not recomm.with concom.azole-antimycot./HIV prot.inhibits., only use with effect. contracept.in women of childbear.potent., monit. for bleed.complicat., safety & effic.not est.in childr.& adolesc.bel.18 yrs., elderly, AUC signific.incr.in cirrhot.pts.with mod.hepat.impairm.

Interactions: Incr.syst.expos.with strong CYP3A4 & P-gp inhibit., decr.in rivaroxaban AUC with strong CYP3A4 & P-gp induc.rifampicin, other strong CYP3A4 induc.decr.plasma conc., incr.bleed.time with clopidrogrel.

 XE "Noxfibra" NOXFIBRA, Sandoz [P/S]
Enoxaparin sodium

Indications: Prev.post-op.venous thrombos.& embol. in high & mod.risk pts., ven. thrombo-embol.prophylax.in bedrid.pts.due to debilitat. medic.illn., treatm.of deep vein thrombos.with/-out pulm. embol., prev.of ischaem. complic.of unstable angina or non-Q-wave MI within 24 hrs of onset. comb.with aspirin (100-325)mg., prev.thrombus. format.in extracorp.circulat. dur.haemodialys., treatm. of ac.ST-segm.elevat.MI (STEMI) incl.pts. to be manag. medic./ with subseq. percutan. coron. intervent. (PCI).

(S4) INJ., 52/8.2/0495, 0496, 0497, 0498
3001997-001; 20 mg/0,2 ml; 10; R486,19
3002000-001; 40 mg/0,4 ml; 10; R687,03
3002001-001; 60 mg/0,6 ml; 10; R983,81
3002002-001; 80 mg/0,8 ml; 10; R1 211,28
Dosage: Post-op venous thrombos.& embol.prophylax: Orthopaed.surg.(high risk): 40 mg (0,4 ml) dly.SC with 1st inj.12 hrs.pre-op. Contin.for 7-10 days aft. surg. /as long as pt.not ambul. Contin.with 40 mg dly.x3 wks. in tot.hip replacem. Gen.surg.(mod risk): 20 mg (0,2 ml) dly.SC with 1st inj.2 hrs.pre-op. Contin.for 7-10 days aft.surg./as long as pt.not ambul.Venous thrombos.prophylax.in medic.pts: 40 mg SC once dly.xmin.6 days and cont.till full ambulat. xmax.14 days.
Deep vein thrombos.treatm: 1 mg/kg SC 12 hrly. Contin.till a therapeut. anticoag.eff.achiev. Usual. 5-10 days treatm. Init.oral anticoag.ther.when appropr. Prev.of ischaem.complic.of unstable angina or non-Q-wave MI: 1 mg/kg 12 hrly.SC tog.with 100-325 mg aspirin once dly x2-8 days. Prev.of extracorporeal thrombus.dur. haemodialys: 1 mg/kg. Reduc.dos.to 0,5 mg/kg in pts.with high risk of haemorrh.for double vasc. access or 0,75 mg/kg for sngl.vasc.access. Introduc. into arterial line of the circuit at begin.of sess. with eff.suffic.for a 4 hr.sess., a furth.dos.of 0,5-1 mg/kg if necess. Treatm.of ac.ST-segm.elevat.MI: Single IV bolus of 30 mg plus 1 mg/kg SC dos.follow.by 1 mg/ kg SC every 12 hrs. (max.100 mg for 1st 2 dos.only, follow.by 1 mg/kg dos.for remain.dos.). Elderly pts. > 75 yrs: No init.IV bolus. Init.dos. with 0,75 mg/kg SC every 12 hrs.(max.75 mg for 1st 2 dos.only, follow.by 0,75 mg/kg dos.for remain. dos.). If admin.in conjunct.with thrombolyt.give Noxfibra betw.15 mins.bef.& 30 mins.aft.start of fibrinolyt. ther. All pts.to rec.aspirin as soon as STEMI diag.& maint.appropr.1xdly.dos.unless contraindicat. Recomm.durat.of Noxfibra treatm: 8 days/until.hosp.disch.whichev.comes first. Pts.manag.with percutan.coron.intervent (PCI): Last Noxfibra SC dos.< 8 hrs.bef.balloon inflat.: no addit.dos need. Last SC dos.> 8 hrs bef.balloon inflat.: Admin.IV bolus of 0,3 mg/kg.
Contraindications: Hepar./its derivat.incl.other low weight heparin hypersens., hepar. assoc. thrombocytopen., act.bleed., benz.alcoh. hypersens., pts.at risk of haemorrh.incl.pept. ulc./ haemorrhag.bld.disords./thrombocytopen./ cerebrovasc. disords./infect.endocardit.& sev./ uncontrol.hypertens., safety in pregn., lactat.& childr. not est., safety for treatm.of venous thrombos.& embol.at home not est., safety & effic.with prosthet.heart valves not est.

Side effects: Freq: Haemorrh., haemorrhag. anaem., thrombocytopen., thrombocytos., allerg. react., headache, incr.hepat.enzymes, urtic., prurit., eryth., inj.site haemat./pain/reacts. Less freq: Eosinophil., immunoallerg.thrombocytopen. with thrombos., anaphylact.reacts.incl.shock, spin. haemat.result.in neurolog.inj.incl.long-term/or perm. paralys., hepotocellul. liv.inj., cholestat. liv. inj., bull.dermatit., alopec., cutan.vasculit., skin necros. at inj.site, inj.site nodules, osteoporos., loc. irritat., skin necros.at inj.site, hyperkalaem.

Warnings and special precautions: Avoid neuraxial techniq.when pre-op dos.admin., delay placem./ remov.of cathet.for 10-12 hrs.aft.DVT prophylax. admin.and for 24 hrs.in pts.receiv.high dos., admin.subseq.dos.2 hrs.aft.cathet.remov., extreme vigil.& monit.for S&S of neurolog. impairm. reqd.if anticoagulat.in context of epidur/ spin.anaesth.giv., if S&S of spin.haemtoma suspect. diagnos.urgent.& init.spin.cord decompress. treatm., do not use low molecul. weight heparins interchangab., history of heparin-induc. thrombocytopen. with./-out  thrombos., as antibody mediat.heparin-induc.thrombocytopen. risk exists.monit.platel.count at init.of ther.& reg. dur. treatm., allow vasc.access sheath used in percutan. coron.revascularisat.proced.to remain in place x6-8 hrs. aft.SC admin.then admin.next dos. no soon.than 6-8 hrs. aft.sheath remov.& observ. site for bleed./haematoma format., no IMI admin., std. clott.tests cannot be done to monit.treatm., sev. liv./kidn.impairm., condits.with incr.bleed. potent., in elderly attent.to dos.interv./concom. meds.esp.antiplatel. meds./low body weight geriatr. pts.& those predispos.to decr.ren.funct advis., as incr.expos.with non weight adjust. prophylact.dos.observ.in low weight pts. (women:<45 kg & males: <57 kg) incr.bleed.risk caref.monit.recomm.

Interactions: Discont.agents that may aff. haemostas. prior to ther.unless strict.indicat. eg. syst.salicylates/acetylsalicyl acid/NSAID’s incl. ketorolac & diclofenac/Dextran 40/ticlopidine/ clopidrogel/ syst.glucocortic./thrombolyt./ anticoags./ other anti-platelet meds.incl. glycoprotein IIb/IIIa antagon.

 XE "Pradaxa" PRADAXA, Ing.Pharm 
Dabigatran etexilate

Indications: Ven.thromboembol.prev.in pts undergo. hip & knee replacem.surg., reduc.stroke & system.embol.risk in pts.with atrial fibrillat., treatm.of ac.& prevent.of recurr. DVT &/ pulm. embol.

(S4) CAPS, 42/8.2/0130, 0131, 45/8.2/0162

714548-001: 75 mg, 30, R657,90
714548-002: 75 mg, 60, R1 315,80
714547-001: 110 mg, 30, R657,90
714547-002: 110 mg, 60, R1 315,80
712919-001: 150 mg, 60, R1 315,80
Dosage: Delay treatm.if haemostas.not secur. If GI sympt.dev.take with meal/PPI.

Adults: Ven.thromboembol.(VTE) prev.follow.hip & knee replacem.surg: 220 mg once dly. Mod. ren.impairm/ concom.strong P-glycoprot. inhibit. (ie.amiodarone/ quinidine & verapamil): 150 mg once dly. Init.within 1-4 hrs.of complet.surg with 75 mg thereaft.cont.with 2 caps once dly x10 days for knee replacem./28 days for hip replacem., If not init.on day of surg.init. treatm.with 2 caps.once dly.
Ven.thromboembol.(VTE) prev.follow.knee replacem.surg: Init.within 1-4 hrs.of complet. surg.with 110 mg, thereaft.contin.with 2 caps once dly.x10 days. If not init.on day of surg.init. treatm.with 2 caps.once dly. Mod.ren.impairm: Use 75 mg caps instead of 110 mg caps.

Ven.thromboembol.(VTE) prev.follow.hip replacem. surg: Init.within 1-4 hrs.of complet. surg.with 110 mg, thereaft.contin.with 2 caps once dly.x28 days. If not init.on day of surg.init. treatm.with 2 caps.once dly. Mod.ren.impairm: Use 75 mg caps instead of 110 mg caps.

Reduc.stroke & system.embol.risk in pts. with atrial fibrillat: Recomm.dly.dose: 300 mg as 150 mg 2xdly. Cont.ther.life-long. Mod.ren. impairm: No dos.adjustm.necess. Pts.80 yrs.or above & those with potent.risk of maj.bleed: Dly.dos.220 mg as 110 mg 2xdly.

Treatm.of ac.DVT &/ pulm.embol: Recomm. dly. dose: 300 mg as 150 mg 2xdly. follow. treatm. with a parenter.anticoag.for at least 5 days. Contin.ther for up to 6 mnths. Mod.ren. impairm: No dos.adjustm.necess. Pts.with potent.risk of maj.bleed: Benef.to outweigh bleed.risk

Prevent. of recurr.DVT &/ pulm.embol.: Recomm.dly.dose: 300 mg as 150 mg 2 x dly.  Cont.ther.life-long.depend.on pt. risk facts. Mod.ren.impairm: No dos.adjustm.necess. Pts.with potent.risk of maj.bleed: Benef.to outweigh bleed.risk

Contraindications: Sev.ren.impairm., haemorrhag. manifestat., bleed.diathes., spontan./ pharmacologic haemostas.impairm., mod.to sev.hepat.impairm., organ les.at risk of clinic. signific.bleed.incl.haemorrh.stroke within last 6 mnths., indwell.spin./epidur.catheter & dur.1st hr.aft.remov., concom.ketoconazole, prolong.co-admin.with warfar./ heparins,unfractionat.heparin. (but may be admin. at dos. necess.to maint.patent centr.ven/arter. catheter) /heparin derivat./low molecul.weight heparin /fondaparinux/desirudin/thrombolyt. agents/GPIIb/IIIa recept.antagon./clopidogrel/ ticlopidine/ticagrelor/dextran/sulfinpyrazone & vit.K antagon., suspect.infect. endocardit., prosthet.heart valve replacem., safety in pregn.& lactat.not est., not recomm.in childr.

Side effects: Bleed.(of var.degrees)/signs of bleed., anaem., thrombocytopen., hypersens. reacts., intracran.haemorrh., haematoma, epistax., haemoptys., GI disords. incl.haemorrh.& ulc., dysphag., abnorm.hepat.funct., skin/ urogenit. haemorrh., haemarthros., inj/cathet./ incis.site haemorrh., traumat.haematoma, post proced.haemorrh.& discharge aft.hip and knee replacem.ther., post.op.anaem. Post approv: Neutropen., agranulocytos., alopec.

Special warnings and precautions: No tests to monit.coagulat.currently avail.although a PTT tests may help determine excess anticoag.activ. in pts.who are bleed.,signif./poss.fatal bld risk., search for bleed.site in case of unexplain.fall in haemoglob./ haematocrit/ BP,discont.if haemorrhag.complic., revers.agent idarucizumab availabl., revers.expos pt.to thrombot.risk, reinitiat.PRADAXA 24h after idarucizumab., renal funct.testing in certain clinic.situat., no routine anticoagul.monitor.requir.but consider if add.risk fact/ perioperative setting/ suspect.overdose/emergenc., risk of epidur./spin.haematoma incr. in cases of traumat./rep.punct. & prolong. eipdur. cathet.use, 1 hr.interv.aft.cathet. remov. bef.admin.1st dos.& freq.neurologic.S&S observat. reqd., incr.bleed risk.in pts.with antiphospholip. syndr., concom.antiplatel./strong P-gp. inhibit incr.risk of maj.bleed.partic.in pts. ≥ 75 yrs, concom.P-gp induc., incr. bleed. risk in mod.ren.impairm., discont.in ac.ren. fail & severe ren.impairm., short-term NSAID peri-op analges.not assoc. with incr.bleed.risk, assess ren. funct. when it’s suspect.ren.funct.may deterior.& in elderly bef.init.ther., assess ren.funct.at least 1x/yr., avoid.init.verapamil ther./simultan.ther.in hip & knee replacem.pts., wait 24 hrs.in hip & knee replacement surg & 12 hrs.in stroke & system embol.risk reduct.& treatm./prevent.of DVT &/pulm.embol.aft.last dos.bef.switch.to parenter.anticoag., when switch.from parenter. anticoags. do not init.ther.0-2 hrs.bef.the next. sched. parenter.dos., discont.Vit.K antagon. ther. when switch.to PRADAXA ther.for stroke & system. embol. risk reduct./treatm.or prevent.of DVT &/ pulm. embol.as soon as INR <2,0, pt.to remain on PRADAXA in stroke & system.embol.risk reduct. ther. where cardiovers.necess./with cathet.ablat.for atrial fibrill., in hip & knee replacem. surg.pts.do not take double dos.for miss. indiv.dos., in stroke & system.embol./ treatm. or prevent.of DVT &/pulm.embol.pts.a miss. indiv.dos.may be taken upto 6 hrs.prior to next sched.dos., condits.with incr.bleed.risk, maj trauma/ bact.endocardit/rec.biopsy incr. haemorrhag. risk, pts.underg. surg./invas.proced. at incr.risk for bleed., discont.ther.24 hrs.prior to invas./ surg.proced.& 2-4 days bef.maj.surg./pts. at high.risk of bleed., discont.5 days bef.surg.if sev. ren.dysfunct.occ., if ac.intervent.req.delay. surg. if poss.untill >12 hrs.aft last dos., treatm.to be resum.post-proced.aft.complete haemostas.,neuraxial block not recomm.24h after discont., use of fibrinolyt.agents for treatm.of ac.ischaem. stroke may be consid.if pt.pres.with TT/ECT/aPTT not exceed.up.lim.of norm.accord.to loc.ref. range., appropr.meas.such as test.for occult bld. in stool/test.for drop in haemoglob.suggest.if bleed. clin.suspect., start warfarin 3 days bef. discont. when switch.from PRADAXA to warfar.in pts. with CrCl ≥ 50 mL/min, start warfar.2 days bef. discont.when switch.from PRADAXA to warfar. in pts.with CrCl ≥ 30 - < 50 mL/min, concom. dronedarone not recomm.

Interactions: Incr.bleed.risk with treatm.act.on haemostas/ coagulat.incl.Vit K antagon., AUC & Cmax incr.with quinidine & ketoconazole, peak & total expos.decr.by rifampicin/hypericum perforatum/ carbamazepine (P-gp.induc), plasma conc. incr.with concom.P-gp.inhibits.e.g. amiodarone/ verapamil/quinidine/ketoconazole/dronedarone ticagrelor/ clarithromycin/glecaprevir & pibrentasvir, concom.acetylsalic. acid/ NSAIDs & clopidogrel poss.incr.maj.bleed. risk., risk of bleed.pos incr.with unfract.heparins (except at dos.necess.to maint.patency of a centr. ven./arter.cath.)& heparin derivativ./low molecul. weight heparins/fondaparinux/ desirudin/ thrombolyt.agents/GPIIb/IIIa recept. antagon./ ticlopidine/dextran/sulfinpyrazone/ rivaroxaban/ prasugrel/Vit.K antagon & the P-gp inhibits. itraconazole/tacrolimus/ciclosporin/ ritonavir/ tipranavir/nelfinavir & saquinavir., concom. SSRIs/SNRIs may incr bleed.risk., incr. expos.with dronedarone

See also MDR page 250.
 XE "Rezalto" REZALTO, Austell [P/S]
Rivaroxaban

Indications: Ven.thromboembol.prev.in pts undergo. maj.low.limb.orthopaed.surg.

(S4) TABS 10. 53/8.2/0194

3002520-001: 10 mg, 30, R698,89
Dosage: Dos.as determin.by med.practit. Take init.dos.within 6-10 hrs.aft surg.prov.haemostas. est. Miss.dos: Take immed.then contin.on follow. day with once dly. dos. as bef. Treatm.durat. depends on type of surg. Aft.maj.hip surg. x5 wks. & aft.maj.knee surg.x2 wks.

Contraindications: Clinic.signific.act.bleed.(eg intracran./GI bleed./malign.neoplasms/rec. ophthalm. surg/arterioven.malformat./vasc. aneurysm), signific.hepat.dis.assoc.with coagulopathy/ bleed.risk, pregn.& lactat., concom. anticoag. ther., persist.triple posit.antiphospholipid syndr.

Side effects: Freq: Anaem., dizzin., headache, eye & conjunctiv.haemorrh., hypotens., haematoma, epixtax., haemoptys., gingiv.bleed., GIT haemorrh., GI & abdom.pains, dyspeps., N&V constipat., diarrh., incr.transaminas.,prurit., rash, ecchymos., cutan.&subcutan.haemorrh.syndr., extremity pain, urogenit.tract haemorrh., ren. impairm., fev., periph.oed., decr.gen.strength & energy, post postur.haemorrh.incl.postop anaem.& wound haemorrh. Less freq: Thrombocytos., allerg. react.incl.anaphylax., cerebr.& intracran. haemorrh., syncope, tachycard., dry mouth, hepat. impairm., incr.lipase/amylase/bld.bilirubin/ GGTA/ LDH & alkaline phosphatase, jaund., incr.conjugat. bilirub.with/-out concom.incr.ALT., cholestas., hepatit., urticar., Stev.-John.syndr., tox.epiderm. necros., DRESS, haemarthros., musc.haemorrh, malaise, loc.oed., vasc.pseudoaneurysm. Unknown: Compartm.syndr second.to bleed., ren. fail., ac.ren.fail.second.to bleed.suffic.to cause hypoperfus.

Warnings and special precautions: Safety & effic.not est.in childr.up to 18 yrs., signific.incr.in pharmacologic.activ.in mod.hepat.impairm., sev. ren. impairm., condits.of incr.haemorrh.risk, lab. test.to detect occult bld., monit.for S&S of bleed. complicat.& anaem., sev.ren.impairm., concom. meds. that may incr.plasma conc., not recomm. with concom.azole-antimycot./HIV prot.inhibits., concom. drugs affect.haemostas., congenit./ acquir. bleed.disords., uncontr.sev.arter. hypertens., vasc.retinopathy, bronchiectas., pulm. bleed.hist., rec.intracran./intracerebr.haemorrh., short. aft.brain/spin./ophthalmolog.surg., rec. transcathet.aortic valve replacem., thrombos.hist. with antiphospholip syndr.diagn, not an alternat. for unfractionat.hepar.in pulm.embol.who are haemodynamic.unstable/may req.thrombolys/ pulm. embolectomy, risk of epidur./spin. haematoma with neurax.anaesth./spin.punct. which is incr.with indwell.epidur.cathet./concom. meds.affect.haemostas./traumat or rep.epidur.or spinal punct., monit.pts.freq.for S&S of neurolog. impairm., eval.risk vs.benef.of neurax.anaesthes. in anticoagulat.pts./those to be anticoagulat.for thromboprophylax., placem./remov.of epidur. needle best done when anticoag.eff.estimat.to be low, at least 18 hrs.to elapse bef.withdr.epidur. cathet. aft.last dos., 6 hrs.to elapse aft.remov.of epidur. cathet.bef.next dos., delay admin.for 24 hrs. if traumat.punct.occurs, at least 24 hrs.to elapse bef.any reqd.intervent.perform., elderly, discont. at first sign of sev.skin rash/other hypersens.reacts.in pres.of mucos.les., lact.intol., cross.placenta,

Interactions: Incr.syst.expos.with strong CYP3A4 & P-gp inhibit. & to a lesser extent with act.subst. strongly inhibit.only one pathway, avoid admin. with dronedarone due to limit.data, incr.bleed. time with clopidrogrel, test rivaroxaban & warfar. pharmacodynam.effs.dur.convers.period, decr.in rivaroxaban AUC with strong CYP3A4 & P-gp induc.rifampicin, other strong CYP3A4 induc.decr. plasma conc.

(S4) TABS 15, 20, 53/8.2/0195, 0196

Indications: Stroke & syst.embol.prevent.in pts.with non-valvul.atrial fibrillat.(SPAF), deep vein thrombos.& pulm.embol.treatm., recurr.DVT & PE prevent.

3002521-001: 15 mg, 42, R978,45
3002522-001: 20 mg, 30, R698,89
Dosage: No need to monit.coagulat.paramet. Admin.with food. No dos.adjustm.reqd.based on body weight.
SPAF: Recomm.dos: 20 mg once dly. Mod.ren impairm.(creatin.clear.< 50-30 ml/min): 15 mg once dly. Cont.as long as stroke & syst.embol.risk fact.persist. Miss.dos: Admin.immed. & contin.with 1x dly.intake as recomm.on foll. day. Dos.not to be doubl.to make up for miss.dos. on same day. Max.dly dos: 20 mg. Convers.from warfar: Stop warfar.init.ther.when INR ≤ 3,0. Convers. to warfar: Ensure contin.adeq. anticoag. dur.transf.to alt.anticoag. Admin.warfar. concurr. until INR ≥ 2,0. Admin.std.warfar.dos.for 1st 2 days of convers.period foll.by warfar. dos. guid. by INR test. While on both Rezalto & warfar. INR do not test.earl.than 24 hrs aft.prev.dos.but prior to next Rezalto dos. Once Rezalto discont.INR test.may be reliably done 24  hrs.aft.last dos. 

Convers. from parenter.anticoags: Start ther. 0-2 hrs.bef.next sched.admin.of parenter.meds./at time of discont.of contin.admin.parenter. meds. e.g.IV heparin. Convers.to parenter.anticoags: Discont. Rezalto & give 1st dos.of parenter. anticoag. at time next Rezalto dos.would have been taken.

DVT & PE treatm: Init.15 mg 2x dly for 1st3 wks. foll.by 20 mg once dly.for contin.treatm.& prev. of recur.DVT & PE. Cont.ther.as long as VTE risk persists. Miss.dos: Admin.Rezalto 15 immed.to ensure 30 mg/day intake if dos.miss.dur.2x/day treatm. phase. 2 x15  mg may be taken at once then cont.with reg.15 mg 2x/day as recomm.on foll. day. If dos.miss.dur.Rezalto 20 treatm.phase admin.Rezalto immed.to ensure 20 mg/day intake then cont.with reg.20 mg once dly as recomm. on follow.day. Recomm.max.dly.dos: 30 mg dur.1st 3 wks.of treatm.& 20 mg in follow. treatm.phase. Convers.from warfar: Stop warfar. & init Rezalto 15 ther.once INR is ≤2,5. Convers. to warfar: Ensure cont.adeq.anticoagulat. dur.any transit.to alt.anticoag. Warfar.to be giv.concurr. until.INR ≥ 2,0. For 1st2 days of convers.per.std.warfar.dos.to be used follow.by warfar.dos.guid.by INR test while on both Rezalto & warfar. INR not to be test.earlier than 24 hrs aft.prev.dos.but prior to next Rezalto dos. Once Rezalto discont.INR test. may be done reliabl.24  hrs.aft.last dos. Convers. from parenter.anticoag: Start Rezalto 0-2  hrs. bef. next sched.admin.of parenter.meds.or at the time of discont.continuous.admin.parenter. meds. e.g.IV heparin. Convers.to parenter. anticoags: Discont.Rezalto & giv.1stdos.of parenter.anticoag. at the time the next Rezalto dos.would have been taken.

Contraindications: Clinic.signific.act.bleed.(eg intracran./GI bleed.), les./condit.known to be signific.maj.bleed.risk, concom.anticoag.ther. except und.specif.condits.(eg.switch.anticoag. ther./ dos.necess.to keep centr.ven or arterial catheter open, hepat.dis.with/without coagulopathy, pregn.& lactat., persist.triple posit. antiphospholipid syndr.

Side effects: Freq: Anaem., dizzin., headache, eye & conjunctiv.haemorrh., hypotens., haematoma, epixtax., haemoptys., gingiv.bleed., GIT haemorrh., GI & abdom.pains, dyspeps., N&V constipat., diarrh., incr.transaminas., prurit., rash, ecchymos., cutan.&subcutan.haemorrh.syndr., extremity pain, urogenit.tract haemorrh., ren. impairm., fev., periph.oed., decr.gen.strength & energy, post postur.haemorrh.incl.postop anaem.& wound haemorrh. Less freq: Thrombocytos., allerg. react.incl.anaphylax., cerebr.& intracran. haemorrh., syncope, tachycard., dry mouth, hepat. impairm., incr.lipase/amylase/bld.bilirubin/ GGTA/ LDH & alkaline phosphatase, jaund., incr.conjugat. bilirub.with/-out concom.incr.ALT., cholestas., hepatit., urticar., Stev.-John.syndr., tox.epiderm. necros., DRESS, haemarthros., musc.haemorrh, malaise, loc.oed., vasc.pseudoaneurysm. Unknown: Compartm.syndr second.to bleed., ren. fail., ac.ren.fail.second.to bleed.suffic.to cause hypoperfus.

Warnings and special precautions: Condits.of incr.haemorrh.risk & discont.if haemorrh.occurs, lab. test.to detect occult bld., monit.for S&S of bleed. complicat.& anaem., consid.poss.bleed.in pres.of unexpl.Hb/BP decr., sev.ren.impairm., use with caut.if creatine clear.15-29 mL/min & not recomm.if creatine clear.<15 mL/min., concom. meds. that may incr.plasma conc., not recomm. with concom.azole-antimycot./HIV prot.inhibits., concom. drugs affect.haemostas., consid.appropr. prophylact.treatm.in ulcerat.GI dis.risk, congenit./ acquir.bleed.disords., uncontr.sev.arter. hypertens., act.ulcerat.GI dis., vasc.retinopathy, bronchiectas. /pulm.bleed.hist., rec.intracran./ intracerebr. haemorrh., short.aft. brain/spin./ ophthalmolog.surg., rec.transcathet.aortic valve replacem., no data if adeq.anti-coagul.provid.in pts. with prosthet.valv., thrombos.hist.with antiphospholip syndr.diagn, limit.data.in pts.with non-valvul.atrial fibrillat.who undergo stent replacem. & no data in such pts.with stroke/TIA hist., not an alternat. for unfractionat.hepar.in pulm. embol.who are haemodynamic.unstable/may req. thrombolys/ pulm.embolectomy, risk of epidur./ spin.haematoma with neurax.anaesth./ spin. punct.which is incr.with indwell.epidur. cathet./concom. meds.affect.haemostas./traumat or rep.epidur.or spinal punct., monit.pts.freq.for S&S of neurolog.impairm., eval.risk vs.benef.of neurax.anaesthes. in anticoagulat.pts./those to be anticoagulat. for thromboprophylax., placem./ remov. of epidur. needle best done when anticoag. eff.estimat.to be low, at least 18 hrs.to elapse aft. last dos. bef.withdr.epidur.cathet., 6 hrs.to elapse aft. remov.of epidur.cathet.bef.next dos., delay admin. for 24 hrs.if traumat.punct.occurs, at least 24 hrs.to elapse bef.any reqd.intervent.perform., if poss.discont.24 hrs.prior to invas.proced./ surg. intervent.& assess.risk.vs.benef.if proced.cannot be delay., restart ther.as soon as poss.aft. invas. proced./surg.intervent.provid.clinic.situat.allows & adeq. haemostas.est., elderly, discont.at first sign of sev.skin rash/other hypersens.reacts.in pres.of mucos. les., lact.intol., cross.placenta, other anticoags. treatm., safety & effic.not est.in childr. & adolesc.bel.18 yrs., signific.incr.in pharmacolog. activ.in mod.hepat.impairm.
Interactions: Incr.syst.expos.with strong CYP3A4 & P-gp inhibit. & to a lesser extent with act.subst. strongly inhibit.only one pathway, avoid admin. with dronedarone due to limit.data, incr.bleed. time with clopidrogrel, test rivaroxaban & warfar. pharmacodynam.effs.dur.convers.period, decr.in rivaroxaban AUC with strong CYP3A4 & P-gp induc. rifampicin, other strong CYP3A4 reduc. plasma conc.

 XE "Xarelto" XARELTO, Bayer [P/S]
Rivaroxaban

Indications: Ven.thromboembol.prev.in pts undergo. maj.low.limb.orthopaed.surg., deep vein thrombos.& pulm.embol.treatm., recurr.DVT & PE prevent.

(S4) TABS 10. 42/8.2/1046

714238-001: 10 mg, 10, R376,79
714238-002: 10 mg, 30, 
R1 130,39

Dosage: VTE prevent.in maj. orthopaed. surg: 1 tab once dly. Take init.dos.within 6-10 hrs. aft surg.prov.haemostas.est. Treatm.durat. depends on type of surg. Aft.maj.hip surg. x5 wks. & aft.maj.knee surg.x2 wks.

Treatm.of DVT/ PE & prevent.of recurr.DVT/PE: Init.15 mg 2x dly for 1st 3 wks. foll.by 20 mg once dly.for contin. treatm.& prev. of recur.DVT & PE. 

Consid.short ther.durat. (at least 3 mnths) in pts with DVT/PE provok.by maj.transient risk facts. (i.e. recent maj.surg./trauma). Consid.longer durat.of ther.in pts with provok.DVT or PE not relat.to maj.trans.risk facts./unprovok.DVT or PE/ hist.of recurr.DVT or PE. When extend.prevent.of recurr. DVT & PE is indicat. (follow.complet. of min. 6 mnths ther. for DVT/PE) the recomm.dos. is 10 mg dly or 20 mg in high-risk pts. Individ.durat.of treatm.after assess.benef.vs risk.

Miss.dos: Admin.Xarelto immed.to ensure 30 mg/day intake if dos.miss.dur. 2x/day treatm. phase. 2 x15  mg may be taken at once then cont. with 15 mg 2x/day as recomm.on foll.day. If dos. miss. dur.Xarelto once dly.treatm.phase admin. Xarelto 10 immed. to ensure 20 mg/day intake then cont.with reg.20 mg once dly as recomm.on follow.day. Recomm.max.dly.dos: 30 mg dur. 1st 3 wks. of treatm.& 20 mg in follow. treatm. phase. Convers.from warfar: Stop warfar. & init Xarelto 10 ther.once INR is ≤ 2,5. Convers. to warfar: Ensure cont.adeq.anticoagulat. dur.any transit.to alt.anticoag. warfar.to be giv. concurr.until.INR ≥ 2,0. For 1st 2 days of convers. per.std.warfar.dos.to be used follow.by warfar. dos.guid.by INR test while on both Xarelto & warfar. INR not to be test.earlier than 24 hrs aft. prev.dos.but prior to next Xarelto dos. Once Xarelto discont.INR test.may be done reliabl. 24 hrs. aft. last dos. Convers.from parenter. anticoag: Start Xarelto 0-2  hrs.bef.next sched. admin.of parenter.meds.or at the time of discont. continuous.admin.parenter.meds. e.g.IV heparin. Convers. to parenter.anticoags: Discont. Xarelto & giv.1st dos.of parenter.anticoag.at the time that the next Xarelto dos.would have been taken.

(S4) TABS 15, 20, 46/8.2/0111, 0112

Indications: Stroke & syst.embol.prevent.in pts. with non-valvul.atrial fibrillat.(SPAF) with 1 or more risk fatcs., deep vein thrombos.& pulm. embol. treatm., recurr.DVT & PE prevent.

719859-001: 15 mg, 42, R1 532,15

719860-001: 20 mg, 28, R1 021,41

Dosage: Admin.with food. No dos.adjustm.reqd. based on body weight.
SPAF: Recomm.dos: 20 mg once dly. 15 mg once dly in mod.ren impairm.(creat.clear.< 50-30 ml/min). Cont.for as long as stroke & syst. embol. risk fact.persist. Miss.dos: Admin. immed. & contin.with 1x dly.intake as recomm.on foll. day. Dos.not to be doubl.to make up for miss.dos. on same day. Max.dly dos: 20 mg. Convers. from warfar: Stop warfar.init. ther. when INR ≤ 3,0. Convers.to warfar: Ensure contin.adeq. anticoag.dur.transf.to alt.anticoag. Admin. warfar. concurr.until INR ≥ 2,0. Admin. std. warfar. dos.for 1st 2 days of convers.period foll.by warfar. dos.guid.by INR test. While on both Xarelto & warfar.INR not to be test.earl. than 24 hrs aft.prev.dos.but prior to next Xarelto dos. Once Xarelto discont.INR test.may be done 24  hrs.aft.last dos. Convers.from parenter. anticoags: Start ther. 0-2 hrs.bef.next sched. admin.of parenter.meds./at time of discont.of contin.admin.parenter. meds.e.g.IV heparin. Convers.to parenter.anticoags: Discont. Xarelto & give 1st dos.of parenter. anticoag. at time next Xarelto dos.would have been taken.

DVT & PE treatm: Init.15 mg 2x dly for 1st 3 wks. foll.by 20 mg once dly.for contin. treatm.& prev. of recur.DVT & PE. 

Consid.short ther.durat. (at least 3 mnths) in pts with DVT/PE provok.by maj.transient risk facts. (i.e. recent maj.surg./trauma). Consid.longer durat.of ther.in pts with provok.DVT or PE not relat.to maj.trans.risk facts./unprovok.DVT or PE/ hist.of recurr.DVT or PE. When extend.prevent.of recurr. DVT & PE is indicat. (follow.complet. of min. 6 mnths ther. for DVT/PE) the recomm.dos. is 10 mg dly or 20 mg in high-risk pts. Individ.durat.of treatm.after assess.benef.vs risk. 

Miss.dos: Admin.Xarelto 15 immed.to ensure 30 mg/day intake if dos.miss.dur. 2x/day treatm. phase. 2 x15  mg may be taken at once then cont.with 15 mg 2x/day as recomm.on foll. day. If dos.miss.dur.Xarelto 20 treatm.phase admin.Xarelto 20 immed. To ensure 20 mg/day intake then cont.with reg.20 mg once dly as recomm. on follow.day. Recomm.max.dly.dos: 30 mg dur. 1st 3 wks.of treatm.& 20 mg in follow. treatm.phase. Convers.from warfar: Stop warfar. & init Xarelto 15 ther.once INR is ≤2,5. Convers.to warfar: Ensure cont.adeq. anticoagulat. dur.any transit.to alt.anticoag. Warfar.to be giv.concurr.until.INR ≥ 2,0. For 1st 2 days of convers. per.std.warfar.dos.to be used follow.by warfar.dos.guid.by INR test while on both Xarelto & warfar. INR not to be test.earlier than 24 hrs aft.prev.dos.but prior to next Xarelto dos. Once Xarelto discont.INR test.may be done reliabl.24  hrs.aft. last dos. Convers.from parenter. anticoag: Start Xarelto 0-2  hrs.bef. next sched.admin.of parenter.meds.or at the time of discont.continuous.admin.parenter.meds. e.g.IV heparin. Convers.to parenter.anticoags: Discont. Xarelto & giv.1st dos.of parenter. anticoag. at the time that the next Xarelto dos. would have been taken.

Contraindications: Clinic.signific.act.bleed.(eg intracran./GI bleed.), signif.hepat.dis.with/ without assoc.coagulopathy lead.to clinic. bleed. risk, pregn.& lactat., heredit.lact./galact.intol., no clinic.data avail.for childr.upto 18 yrs., known exist. inherit.bleed.disords., safety & effic.not studied in pts.with prosthet.heart valv., no data avail. to support.that Xarelto 20 (Xarelto 15 in pts. with mod.or sev.ren. impairm) prov.adeq. anti-coagul.in pts.with prosthet.heart valv., persist.triple positive antiphospholip.syndr. (APS), lesions / conditions consider.to be signific.risk for maj.bleed., concomit.treatm. with other anticoags.  

Side effects: Common: Anaem., dizzin., headache, eye haemorrh., hypotens., haematoma, epistax., haemoptys., naus., gingival bleed., GI tract haemorrh., GI/abdom.pain, dyspeps., constip., diarrh., vomit., prurit., rash, ecchymos., cutan./subcutan.haemorrh., pain in extrem., urogenit.tract haemorrh., ren.impairm., fev., peripher.oed., decr.gen.strength & energy, incr.transaminas., postprocedur.haemorrh., contus. Uncommon: Thrombocythem., thrombocytos., allerg.react., dermatit.allerg., cerebr.& intracran.haemorrh., syncope, tachycard., dry mouth, hepat.impairm., urticar., haemarthros., feel.unwell, incr.LDH/ lipase/ amylase, wound secret., incr.bld bilirubin/ ALP/ GGT. Rare: Jaund., musc.haemorrh., localis.oed., bilirub.conjugat.incr., vascul.pseudoaneurysm. Very rare: Stev.-Johns.syndr./ tox. epiderm. necrolys., DRESS syndr. Unknown freq: Compartm. syndr.second.to bleed., ren.fail.

Special warnings and precautions: Prem. discontinuat.of XARELTO incr. risk of thrombot. vents, only use with effect.contracept.in women of childbear.potent., cross.placenta, secret.in breast milk of rats, congenit./ acquir.bleed. disords., uncontr.sev.arter.hypertens., act.ulcerat. GI dis., rec.GI ulcerat., vasc.retinopathy, rec. intracran./ intracerebr. haemorrh., intraspin./ intracerebr.vasc.abnorm., aft.brain/spin./ ophthalmolog.surg., bronchiectas./pulm.bleed. hist., other GI dis.without act.ulcerat.that can potential.lead to bleed.complicats., sev.ren. impairm., risk of epidur./spin.haematoma with neurax.anaesth./spinal punct.which is incr.with indwell.epidur. cathet./concom.meds affect. haemostas/ traumat or rep.epidur.or spinal punct./ spinal deform.or spinal surg., monit. neurax. anaesthes.pts.for S&S of neurolog. impairm., eval. risk vs.benef.of neurax. anaesthes.in thromboprophylax. anticoagulat./to be anticoagulat. pts., do not withdr.epidur.cathet. earl. than 18 hrs.aft.last Xarelto admin., admin. not bef.6 hrs.aft.remov.of epidur.cathet., delay admin. for 24 hrs.if traumat.punct.occurs, monit. for bleed.complicat., consid.poss.bleed.in pres.of unexpl. Hb/BP decr., placent.chang.shown in rats & rabbits, signif.incr.pharmacolog.activ.in mod. hepat. impairm., elderly, Xarelto 15 & 20 also: discont. ther.at least 24 hrs.bef.invas. proced./ surg. if poss., cons.benef.vs.incr.bleed.risk if proced. cannot be delay., restart ther.as soon as poss. aft.proced.provid.adeq.homeostas.est., mod. ren.funct.impairm.with concom.meds. lead. to incr. Xarelto plasma conc., limit.data in pts. with creatin.clear.< 30 to 15 ml/min., not recomm. in pts.with creat.clear.< 15 ml/min.due to no clinic.data, not recomm.with concom.azole-antimycot./HIV prot.inhibits., concom.strong CYP 3A4 induc., elev.INR, INR not to be used to meas. Xarelto’s anticoag.activ., inadeq.anticoag. potent. dur.transit.from Xarelto to warfar.

Interactions: Incr.syst.expos.with strong CYP3A4 & P-gp inhibit., decr.in rivaroxaban AUC with strong CYP3A4 & P-gp induc.rifampicin, other strong CYP3A4 induc., incr.bleed.time with clopidrogrel, incr.AUC & Cmax.with ketoconazole/ ritonavir(600 mg 2x dly)., incr.risk of bleed.with concom.SSRI/SNRIs

 XE "Zyquis" ZYQUIS, Zydus [P/S]
Apixaban

Indications: Ven.thromboembol.event prevent.in adults who have undergone elect.hip/knee replacem. surg., stroke/syst.embol.& death prevent.in pts.with non-valvul.atrial fibrillat.(NVAF) with one or more risk fact.

(S4) TABS. 55/8.2/0053, 0054

3005375-001: 2,5 mg, 60, R799,25
3005376-001:5 mg, 60, R799,25
Dosage: Convert.from/ to parenteral anticoags. can be done with next sched.dos. Discont.warfar/ other vit.K antagon. (VKA) and start ther.when INR < 2,0. When convert.to warfar./other VKA.ther.cont.ZYQUIS for 48 hrs.aft.1st warfar./ VKA ther.dos. 
VTE prevent.in elect.hip/knee replacem.surg: 2,5 mg orally 2xdly. Init.dos. 12-24 hrs.aft.surg. Recomm.durat.of treatm: Hip replacem.surg.32-38 days. Knee replacem.surg: 10-14 days.

Stroke/ syst.embol.prevent.in NVAF: 5 mg orally 2xdly. In pts.with at least 2 of follow. Characterist.namely ≥80 yrs/body weight≤ 60 kg/ ser. creatin.clear.≥ 1,5 mg/dL admin.2,5 mg orally 2xdly.
Contraindications: Clinic.signific.act. bleed., sev.ren.dis (CrCl <15 ml/min), hepat.dis.with assoc. coagulopathy & clinic.bleed.risk, lesion/condit.if consid.signifc.risk for maj.bleed., concom. antiplatelet med.other than aspirin.

Side effects: Stroke/syst.embol. prevent.in NVAF:Freq.: Anaem., ocul.haemorrh. incl. conjunctiv.haemorrh., haemorrh., haematom., hypotens., epistax., naus., GI-/rect.haemorrh., gingiv.bleed., incr.GGT, haematur., contus.Less freq.: Thrombocytopen., hypersens., allerg.oed., anaphylax., prurit., brain-/ intra-abdomin.-/resp.tract.-/ haemorrhoid.-/ retroperiton -/ muscle-/ abnorm.vagin.-/ urogenit.-/ mouth haemorrh., haemoptys., haematochez., abnorm.LFT, AST/ ALP/ALT/ bld bilirub.incr., skin rash, alopec., applic.site bleed., posit.occult bld., post proced.haemorrh.incl.haematoma/wound haemorrh/ vessel punct./catheter site haemorrh., wound secret., incis.site haemorrh., opertiv haemorrh, traumat.haemorrh.DVT/PE treatm & prevent.: Freq.: Anaem., thrombocytop., haemorrh., haematom., epistax., naus., GI-/ rect.-/ abnorm.vagin.-/ urogenit. haemorrh., gingiv.bleed., incr.GGT/ ALT, haematur., contus., skin rash Less freq.:.Hypersens., allerg.oed., anaphylax., prurit., ocul.haemorrh. incl. conjunctiv. haemorrh., hypotens., brain-/ resp.tract.-/ haemorrhoid.-/ muscle-/ mouth haemorrh., haemoptys., haematochez., abnorm.LFT, AST/ ALP/ bld bilirub.incr., alopec., applic.site bleed., posit.occult bld., post proced.haemorrh.incl.haematoma/ wound haemorrh/ vessel punct./catheter site haemorrh., wound secret., incis.site haemorrh., opertiv haemorrh, traumat. haemorrh.Freq.unknw.: Intra-abdomin.-/ retroperiton haemorrh.
Special warnings and precautions: Condits with incr.risk of haemorrh.eg congenit./ acquir. bleed. disords./ act. ulcerat.GI dis./bact.endocardit., thrombocytopen., platel.disords./ haemorrhage. stroke hist./ uncontr.sev. hypertens., rec.brain/ spin./ ophthalmolog.surg., discont.if sev.haemorrh. occurs.& init.appropr. treatm., consid.recombin. fact. VIIa ther.if surg.haemostas./ fresh frozen plasma transfus.not sucessful but no exper.with use of recombin.fact.VIIa, no revers. medicat.availab., ltd.exper.with use of thromobolyt.meds.for treatm.of ac. ischaem.stroke in pts.admin.ZYQUIS, not recomm.in prosthet.heart valve pts.or in thrombos.hist.pts.diagnos.with antiphospholip.syndr., disc.at least 48 hours prior surger.with mod.-high risk of bleed.& 24 hrs if low risk of bleed., if not poss.weigh up bleed.risk vs urgency of intervent., restart asap aft.proced., do not interr.ZYQUIS in pts undergo.catheter ablat.for artr.fibrillat., disc.treatm.incr thrombos.risk, not recomm.in PE & haemodynamic.unstable/ rec. thrombolys./ pulmon.embolectomy, S&E not est.in treatm./ prevent. of DVT/ PE in pts.with activ.CA, sev.ren.impairm., not recomm.in Cr.clear.<5ml/ min or dialys., haemorrhag.risk incr.with age & in pts.with low BW (<60kg), co-admin of aspirin in elderly, not recomm.sev. hepat. impairm., caut.in mild-mod. hep.impiarm. & elev.liv.enzymes, LVT before initiat.therap., risk of epidur./ spin. haematoma with neurax. anaesth./ spinal punct.which is incr.with post-op indwell.epidur.cathet./ concom.meds. affect.haemostas., discont.48 hrs.bef.plann.use of indwell.epidur/ intrathec.cathet., remov.epidur. cathet.at least 6 hrs.prior to admin., monit.pts.for S&S of neurolog. impairm., eval.risk vs.benef.in anticoagulat./ to be anticoagulat.pts.for thromboprophylax., S&E not eval.in pts. undergo.hip fract.surg., clott.tests affected, cont. lactose, S&E in pts.bel.18 yrs.not est., not recom.in pregn/ lactat.as safety not est.

Interactions: Incr.expos.with strong CYP3A4 & P-gp inhibit.(ketoconazole), not recomm. with concom.azole-antimycot.(eg.ketoconaz./ itraconaz./ voriconazole/ posaconaz.)/HIV prot., reduc.expos.with strong CYP3A4 & P-gp induc.eg rifampicin/ phenytoin/ carbamazepine/ phenobarbitone & St Johns Wort., inhibits.(eg.ritonavir), concom.othr anticoags. contraindicat. except in spec.circumst.of switch.therap., addit.eff.on anti-FXa active.with enoxaparin, naproxen incr.mean AUC & Cmax, caut.with SSRIs/SNRIs/NSAIDs (incl aspirin) due to incr.bleed.risk, meds.assoc.with ser.bleed.eg. thrombolytic.meds./ GPIIb/IIIa recept.antagon./ thienopyrid. (eg.clopidogrel)/dipyridam/ dextran/ sulfinpyraz., activat.charcoal red.expos.

8.3
Fibrinolytics
ACTILYSE (MDR Listing)

METALYSE (MDR Listing)

 XE "Actilyse" ACTILYSE, Ing Pharm.[P/S] 
Alteplase (recombin.human tiss.type plasminogen activator) in 2333 mg dry subst.
Indications: Fibrinolyt.ther.in ac.MI within 6 hrs. of sympt.onset., thrombolyt.treatm.in pts.with ac. massive pulmon.embol.& haemodyn.instab., thrombolyt. treatm.of ac.ischaem.stroke init.within 4,5 hrs.aft.onset.of stroke sympts.& aft.excl.of intracran. haemorrh.by apprior.imag.techniq.

(S4) INFUS. U/31/229, U/32.4/230.

863548-008: 50 mg, 1 vial+ solvent, R11 504,77
Dosage: Use by exper.drs.in facilit.to monit. Std resuscitat.equipm.& meds.to be avail. Eval.benef. vs.risk. Admin.ASAP aft.sympt.onset. No exper. with re-administrat.

Dil.to conc. 1 mg/mL.with provid.solv. Do not mix with other drugs. Admin.with perfusor./pump pref.

MI: Start treatm.within 6 hrs as follows: 15 mg as IV bolus, 50 mg as infus.over 1st 30 mins., follow. by 35 mg infus.over 60 mins.until max.dos.of 100 mg. Pts. below 65 kg: Adjust dos.as: 15 mg as IV bolus, and 0,75 mg/kg bm over 30 mins.(max. 50 mg) follow.by an infus.of 0,5 mg/kg bm.over 60 mins. (max. 35 mg). Tot.dos.must not exceed 1,5 mg/kg in pts.und.65 kg.

Adjunct.ther: Antithrombot.adjunct.ther.recomm. accord.to curr.guidelines for ST-elev.MI managem.

Pulm.embol: Pulm.embol.diagnos.should be confirm.by object.means. Tot.dos of 100 mg admin. in 2 hrs., 10 mg.as IV bolus over 1-2 mins., 90 mg as IV infus.over 2 hrs. Pts.with body weight bel.65 kg: Tot.dos.must not exceed 1,5 mg/kg.

Adjunct.ther: Aft.treatm.init.or resume heparin ther. when aPTT value is less than twice upper limit of norm. Adjust.accord.to aPTT value of betw. 50-70 secs. (1,5 to 2,5 fold of ref.val.)

Ac.ischaem.stroke: Recomm.dos. 0,9 mg/kg (max. 90 mg) infus.over 60 min.with 10% tot.dos. admin as init.IV bolus. Init.as early as poss.within 4,5 hrs. aft.onset.of sympts.& aft.excl.of IC haemorrh. by appropr.imag.techniques sensit.to the pres.of haemorrh.

Adjunct.ther: Safety and effic.of regim.with concom. heparin & acetylsalicyl.acid dur.first 24 hrs. aft.sympts.onset.not investig.suffic. Acetylsalicyl. acid/IV heparin should be avoid.in first 24 hrs.aft.treatm. If heparin reqd.for other indicat. dos.not to exceed 10 000 IU/day SC.

Contraindications: High haemorr.risk situat.eg. signific. bleed.disord.present/within 6 mnths., known haemorrhag.diathes., effective oral anticoag.ther., CNS damage hist.in last 3 mnths., hist./evid./ suspic. of intracran.haemorrhag.incl sub-arachn. haemorrhag., uncontr.arter.hypertens., maj. surg./maj. biopsy/maj.fract./signific.trauma.in past 6 wks. incl.trauma assoc.with curr.ac.MI, recent trauma to head/cranium, CPR > 2 min, obstetric. deliv past 10 days, recent.punct.of noncompress. bld.ves., haemorrhag.stroke/stroke of unknown origin at any time, sev.liv.dis.incl. hepat. fail./cirrhos./port.hypertens/oesophag. varices & act.hepatit., infect.endocardit./ pericardit., ac. pancreatit., ulcerat.GI dis.last 3 mnths., arterial aneurysm, arter/ven.malformat., dissect. aort.aneurysm, known/suspect.intracran. neoplasm, neoplasm with incr bld.risk., ac.stroke in childr.& adolesc.und.18 yrs./adults over 80 yrs. Addit.C/I for ac. MI & pulm.embol.indicat: Ischaem. stroke/ TIA in preced.3 mnths.except.curr. ac. ischaem. stroke within 4,5 hrs. Addit.C/I for ac.ischaem.stroke indicat: Ischaem.attack sympts. more than 4,5 hrs prior infus./when time of sympt. onset.unknown, sympts of ac.ischaem. stroke either rapid.improv./minor bef.infus.start., sev. stroke.clinic.NIHSS >25/ assess. by appropr. imag. techniq., seiz.at onset of stroke, hist.of prev. stroke/ser.head trauma within 3 mnths., combin.of prev. stroke & diab.mellit., heparin admin.within 48 hrs. preced.onset.of stroke with elevat.aPTT at present., platelet count <100 000/mm3, systol.BP > 180/ diastol.BP > 110 mm Hg or aggress.managem.necess.to reduc. BP.to these limit., bld. gluc.<2,78 /> 22,2 mmol/L.

Side effects: V.comm: Haemorrh.incl. haematoma. Common: Gastr./gastr.ulcer/rect./ mouth/ urogenital/inj.site/punt.site/IC haemorrh., haematemes., melaena, ecchymos. Uncommon: Pharyng.haemorrh., haemoptys., epistax., gingiv. bleed., decr.BP, reperfus. dysrhythm.(MI indicat) Rare: Anaphylact.reacts., eye/pericard./hepat./ pulm./ retroperiton. haemorrh., embolism, nausea. Unknown: Incr.body temp., fat embol., vomit., transfus.

Warnings and special precautions: Safety in pregn.& lactat not est., angioed is the most common hypersens.react.& this risk poss.enhanc.in ac.ischaem.stroke indicat. and/or by concom.ACE inhibit., monit.for angioed.dur.& up to 24 hrs.aft.infus.& discont.immed.if occurs & treat.appropr.incl.poss.intubat., dos.exceed 100 mg or 90 mg in ac. ischaem.stroke assoc.with incr.in intracran.bleed., att.to all potent.bleed.sites. (eg. recent punct.sites), avoid.IM admin.& non-essent. handl. of pt.dur.treatm., venepunct.perform.caref.& only as necess., use sites accessible to man. compress. of 30 mins.if arter.punct.necess., with ac. MI antiarrhythm.ther.to be avail., discont. immed. & any concom.hepar.in event of ser. bleed.& implem.appropr.act., consid.transfus. of cryoprecipitate/ fresh froz.plasma/ platelets/ antifibrinolyt. agents with clin.& lab. assessm. after each admin., target fibrinogen lev.of 1g/L desirable with cryoprecipitate infus., haemostat. defect. incl. those second.to sev.hepat./ren.dis., rec.IMI/ trauma, resuscit.card.massage, sept. thrombophlebit., occul.AV cannula at ser.infect. site, incr.haemorrh.risk condits, oral anticoags.. With ac. MI & ac.pulm.embol: Also systolic BP >160 mm Hg, advan.age. With ac.MI: Also dysrhythm. risk assoc.with reperfus., concom. glycoprot.IIb/IIIa antagon. incr.bleed.risk, poss incr. thrombo-embol. events in pts.with left heart thombus. With ac. ischaem. stroke: Also mark. incr.risk.of IC haemorrh.as bleed.occurs.predomin. into infarct. area, all situat.involv.high. haemorrh. risk, small asymptomat.aneurysm.of cerebr.vess., late time-treatm.onset, great.IC haemorrh.risk in acetylsalicyl. acid pre-treat.pts.partic.if treatm. delay.theref.admin.max.90 mg, treatm.not to be init. lat.than 4,5 hrs.aft.sympt.onset.as posit. treatm. effs.decr.over time/mortality rate incr.with prior ASA treat,.& incr.symptomat.haemorrh.risk, monit.BP dur.treatm.& up to 24 hrs necess., IV antihypertens.ther.recom.when systol.BP >180 mm Hg/diastol >105 mm Hg, therapeut.benef.reduc.in pts. who had prior stroke/where diabet.uncontrol., do not treat mild strokes as risks outweigh expect. benefits, do not treat pts.with very sev.stroke as risk of intracerebr.haemorrh.& death high., consid. risk vs.benef.in pts with extens.infarct.as poor outcome a great.risk, reperfus.of ischaem.area poss. induc.cerebr.oed.of infarct.area, due to incr. haemorrh.risk platel.aggregat.inhibit.should not be init.within 24 hrs.foll.thrombolys.alteplase, avoid rigid cathet.use, likelihood of favour.outcome in stroke pts. decr.with incr.age/incr.stroke severity/ incr.bld.gluc.lev., limit.exper.in childr., gentamyc. allergy

Interactions: No form.interact.stud.with meds. used dur.ac.MI performed but meds.affect. coagulat./ those alter.platelet funct.may incr. bleed. risk prior to/dur/aft.ther., concom.ACE inhibit. ther. enhanc.anaphylact.react.risk

See also MDR page 229.
 XE "Fibreaker" FIBREAKER, Gen-eye [P/S]

Streptokinase

Indications: Ac. MI in adults 

(S4), INJ. 44/31/0010.

3000120-001: 1 500 000 IU, 1x5 ml, R5 990,55
Dosage: For IV / intra-arter./intracoron. Infus. as soon as poss. within first 6 hrs.aft.onset of infarct.

Short-term lysis for treatm. of acute MI: Ac. evolv. transmur.MI: IV infus.:1,5 million IU admin. over 30-60 min. Slow.infus.rate.temporar if hypotens. occurs

Contraindications: Sev.allerg.reacts., exist./ recent intern.bleed., recent hist.of pept.ulc.dis., oesophag. varic., ulcerat.colit., other bleed.GI lesions, reduc.bld.coagulabilit.esp.spontan. fibrinolys. & uncontroll.clott.disords, rec.CVA/ head trauma/ trauma, rec.intracran./intraspin. surg., intracran.neoplasm, known neoplasm with haemorrh. risk, ac.pancreatit., sev.uncontrol. hypertens. with systol.values above 200 mm Hg and/or diastol.values above 100 mm Hg, grade III & IV hypertens.retin.changes, loc.lesions with risk of bleed. (e.g. GI condits.with exist.haemorrh./ prev. translumb. aortography/punct.of large arteries/ IM injects./in-dwell.cathet./endotrach. tubes), rec.ops.depend.on proced.up to 6th - 10th postop. day, rec. organ biopsy/punct.of non-compress. vessels/IM inj./intubat., rec.deliv./ abort., dis.of urogenit.tract with exist./potent. sources of bleed., sept.thrombot.dis., suspic.of atherosclerot. vesseldegenerat./CV dis./ sev. diabet.mellit., diabet./haemorrhag.retinopathy, sev. liv./kidney damages, mitral valve defects/ atrial fibrillat., endocardit., pericardit., prev. translumb. aortography, disords.of cerebr.bld. flow / rec. cerebr.haemorrh., pregn.& partic.dur.first 18 wks. due to risk of placent.separat., dur.heavy vag. bleed., re-treatm.with streptokinase ther.> 5 days partic.betw.5 days-12 mnths.aft.init.treatm.may not be effect.because of poss.resist.due to antistreptokin.antibod.

Side effects: Freq: GI/liv./urogenit./ punct. site.haemorrhag., splenic rupt., trans.incr.in LFT/  bilirub., jaund., liv.haematoma, hypotens., fev., chills, musculoskelet./abdom.pain., headache, asthen., malais., developm.of anti-streptokinase antibods., allerg.reacts.incl.skin rash/flush.or redn. of skin/ dyspn./oed./bronchosp./anaphylact.and ser. sickn.-like sympts./hives/itch./troubled breath./ wheez. Less freq: Haemorrh.incl. intracran./ retroperiton./pericard.haemorrh., card. dysrhythm./ fail., MI, persist.ang. pector., card./ resp.. arrest., CV hypox., bradycard., uveitis, retin. artery occlus., iritis, retin.haemorrhag., resp./ thorac./ mediastin.disords., fatal ac.resp.distress syndr., ac./recurr.pulm.embol., vasculit., non-cardiogen. pulm.oed., cholester.embol, haemorrhag./ thromboembol.stroke, gangren. digits, hypertens., bowel infarct., N&V, abdom. pain., pancreatit., “purple toe”syndr., arthrit., rhabdomyolys., livedo reticularis, Guillain-Barré syndr., polyneuropath., cerebr.convuls., cerebr./ spinal cord infarct., headache., cerebr.haemorrh., nephrit., ac.ren.fail.

Warnings and special precautions: System. eff.poss.aft.loc.admin., safety dur.lactat.not establ., insuf.exper.for use in childr.,  apply press.to punct. site for 30 min follow.arter.punct., mitral valve defects associat. with atrial fibrillat., retin. bleed. risk in pts with diabet. retinopathy., unlikely to be effect.in DVT > 14 days old/ occlus. of centr.retin. artery > 6 - 8 hrs.old / thrombos. of retin. vein > 10 days old., effect poss. reduc. in pts with rec. streptococc.infects., pts. with incr.risk of bleed./ pts.in whom haemorrh.particular.danger., incr.haemorrh.risk in pts. receiv. anticoags./ substanc. act on platelet format. or funct., discont.ther.in ser.haemorrhag.complicats & admin. proteinase inhibits./ antifibrinolytics/ clott.facts. as indicat., contin.ther as plan.if ac./ recurr. pulmon. embol. occ.dur.treatm., allow.for eff.of meds. act. upon platelet format./ funct.to subside.bef.start. treatm., neutral. prev.hepar.ther.with protamine sulph., thrombin time should not be more than twice norm.contr.value bef.init. ther., in pts.prev.treat.with coumarin derivativ. INR must be < 1.7 bef.start.streptokin.infus., physical. handling of pts., elderly, re-treatm.with streptokinase ther.> 5 days partic.betw.5 days-12 mnths.aft.init.treatm.may not be effect.because of poss.resist.due to antistreptokin.antibod../rec. streptococ.infects, if thrombolyt. ther. req.dur.this period admin. an alternat. non-antigen. med., admin.anticoags.on terminat.of treatm. to prevent re-thrombos., allerg.reacts. can poss. be avoid.by giv.init. IV dos. slowly., corticoster.can be admin.prophylact., discont.in case of allerg. reacts./sev.haemorrh.complicat. & instit.appropr.ther.

Drug interactions: Incr.haemorrh.risk wih curr./ prev. anticoags./drugs which inhib.platel.format./ funct.
 XE "Metalyse" METALYSE, Ing Pharm. [P/S] 
Tenecteplase
Indications: Thrombolyt.ther.in ac.MI as soon as poss.aft.sympt.onset but within 6–9 hrs.of sympt. onset.

(S4) SOL FOR INJ. 34/31/0409, 0410, 34/32.4/0411. 5 mg/mL (once reconstit)

893007-003: 40 mg, 1 vial & pre-fill.syr, R23 168,47
893013-005: 50 mg, 1 vial & pre-fill.syr, R25 818,86
Dosage: Reconstit.vial contents using supplied pre-fill.syr. May be admin.into pre-exist.0,9% NaCl IV line. Incompat.with dextr.sol. Admin.as sngl. IV bol.over about 5-10 secs.accord.to bm. Max.dos: 50 mg.

<60 kg: 30 mg, > 60-<70 kg: 35 mg, > 70-<80 kg: 40 mg, > 80-<90 kg: 45 mg, > 90 kg: 50 mg.

Antithrombot.adjunct.ther: Recomm.accord.to curr. internat.guidelines for ST-elevat.MI managem.

Contraindications: Hepat.dysfunct.incl.hepat. fail., cirrhos., port.hypertens.(oesophag.varices), act.hepatit., no studies avail.in imp.liv.funct., pres. /recent (i.e. last 6 mnths)/sev./danger.bleed. disord., concom.anticoag.ther., CNS damage hist., haemorrhag.stroke/stroke of unknown origin at any time, ischaem.stroke/TIA in preced.6 mnths., haemorrhag.diathes., sev.uncontroll.arter. hypertens., maj.surg., biopsy of parenchymal organ., signific.trauma dur.last 2 mnths, rec.head/ cran.trauma, prolong/traumat.cardiopulm. resuscitat. (>2 min) dur last 2 wks., act.pept.ulcerat., arter.aneurysm, known arterial/ven.malformat., neoplasm with incr.bleed.risk, pregn.& lactat., parturit.within prev.3 days, prev.tenecteplase treatm., pts.>80 yrs/<18 yrs., cardiogen.shock, ac.pericarditis., subac.bact.endocardit., ac.pancreatit

Side effects: Haemorrh.as superfic./intern.bleed. at any site or body cavity incl.intracran.haemorrh., V.common: Reperfus.dysrhythm.poss.lead.to card. arrest, haemorrh., inj.site -,punct.site haemorrh., decr.BP. Common: Epistax., GI haemorrh., N&V, ecchymos., urogenit.haemorrh., incr.body temp., transfus. Uncommon: Anaphylact.reacts., intracran.embol., pulm.-, retroperiton.haemorrh. Rare: Pericard.haemorrh. V.rare: Eye haemorrh., fat embolisat.
Warnings and special precautions: For use by exper.physic.only, resuscitat.equipm.& meds always to be avail., as primary recanaliz.treatm.pts.to be transferr.to coronary intervent.capable facility., accord.to curr.relev.treatm. guidelines do not admin.Metalyse if prim.percutan.coron.intervent.sched., concom.unfraction.hepar. anticoag.may contribut.to bleed., monit.all poss. bleed.sites, systol.BP >160 mm Hg, cerebrovasc. dis., rec.(last 10 days) GI/GU bleed., high risk of L heart thrombos., haemostat.defects.incl.those second. to sev.hepat.dis., rec.(i.e.last 2 days) known IM inj., pts.>75 yrs., bm<60 kg, dysrhythmia, concom. GPIIb/IIIa antagon.incr.bleed.risk, pts.may exper.dis.relat.card. events independ.of treatm. given.

Interactions: Incompat.with dextrose, drugs that alter platel.funct./affect coagulat.may incr.bleed.risk.

See also MDR page 243.
8.4
Platelet aggregation inhibitors
ECOTRIN (MDR Listing)

 XE "Acticlop" ACTICLOP, Activo[P/S]

Clopidogrel

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat.atherosclerot.dis. defin. by ischaem.stroke from 7 days until.<6 mnths, MI from a few days until <35 days or est. periph. arter.dis.

(S3) TABS, 43/8.2/0725

719884-001: 75 mg, 30, R172,51
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in childr.<18 yrs./pregn.& lactat.not est., sev.liv. impairm., thrombocytopen., platel.dysfunct., safety in chron. concom.acetylsalicyl.acid not est., concom. warfarin, safety with concom.heparin/ other thrombolytic.not est.

Side effects: Thrombot.thrombocytopen.purpura (TTP), agranulocytos., granulocytopen., incr.bleed. time, decr.platelets, purpura, bruis., epistax., haematur., ocul./resp.tract/musculoskelet./IC bleed., sev.neutropen., leukopen., decr.neutroph., eosinoph., aplast.anaem., pancytopen., sev. thrombocytopen., haemorrh.ulc., haemothorax, operat. wound & retroperiton. haemorrh., GI disturbs., skin reacts.incl.erythema multiforme /Stev.-John.syndr.& tox.epiderm.necrolys./lichen planus, paraesthes., headache, dizzin., vertigo, syncope, CNS/psych. effs., taste disords., vasculit., hypotens., hepatit., ac.liv.fail., glomerulonephrit, fev., arthralg., arthrit., myalg., anaphylax., ser. sickn., bronchosp./interstit.pneumonit., angioed., abnorm. LFT, incr.bld.creatin.

Warnings and special precautions: Warn. pts.of TTP S&S, discont.ther.if TTP susp., dent.& surg.proced., incr.act.bleed.risk, concom.meds. incr. bleed.risk eg.anticoags./NSAID’s incl.COX-2 inhibits./heparin/ASA/glycoprot.IIb & IIIa inhibit., monit. for bleed.signs incl.occult bleed.esp.dur. first ther.wks.&/aft.invas.card.surg./proced., discont. 7 days prior to elect.surg.if antiplatel. eff. not desir., ren.impairm., mod.hepat.dis., first few days aft.MI, not recomm.in CABG & ac.ischaem. stroke ie.less than 7 days, concom.aspir.in rec. TIA/stroke, pts.to be aware that bleed.may take long.t han usual to stop & report unusual bleed.& advise other medic.practit.accord., pts.with les. with propensity to bleed/concom.meds.which poss. induce les.

Drug interactions: Eff.of acetylsalic.acid on collag. induc.platelet aggregat.potent., incr. bleed. risk with heparin/warfar./NSAIDs, poss.incr.lev.of drugs metabol.by CYP2C9 enzyme.
 XE "Aggrastet" AGGRASTET 0,05 mg/ml, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Tirofiban HCl monohydr.

Indications: In combinat.with heparin to prev. card. ischaem.events in pts.with unstab.ang.or non-Q-wave MI, coron.ischaem.syndr. undergo. coron. angioplasty or atherectomy to prev.card. ischaem. complicat.relat.to abrupt.clos.of treat. coron.artery.

(S4) SOL FOR INFUS. 34/8.2/0481

701278-001: 0,05 mg/ml, 1x 250 ml pre-mix bag, R2 576,00
Dosage: For IV use only. Avoid prolong.load.infus. Take care in calc.bolus dos.& infus.rate bas.on pts.weight.

Unstab.ang.or Non-Q Wave MI: Admin.in combinat. with heparin. Init.infus.rate: 0,4 µg/kg/ min.for 30 min., cont.at a maint.dos.of 0,1 µg/kg/ min. See lit.to calc.ml/hr.rate of infus. for bolus & maint. Infus.can be contin.through angiography & should be contin.for 12-24 hrs.post angioplasty/ atherectomy.
Angioplasty/atherectomy: Admin.in combinat. with heparin as an init.bolus of 10 µg/kg over 3 min.foll.by a maint.infus.rate of 0,15 µg/kg/min., admin.maint.infus.for 36 hrs. See lit.to calc.ml/hr. rate of infus.for bolus & maint.

Contraindications: Act.intern.bleed./hist.of diathes. bleed.within 30 days, hist.of intracran. haemorrh./ neoplasm, arterioven. malformat./ aneurysm., hist of thrombocytopen. foll. prior expos., maj.surg./trauma (within prev.mnth.), CVA hist.within 30 days or any haemmorrhag.stroke hist., hist./sympts./find. suggest.of aort.dissect., sev.hypertens., ac pericardit., concom.use of other parenter.GP llb/ llla, rec.epidur.proced., chron.haemodialys., prolong. INR, safety in pregn.& lactat./when used in combin.with thrombolyt.agents not est., safety & effic.in childr.not est.

Side effects: Incr.in minor & maj.bleed.events. incl.intracran./retroperiton.bleed., decr.platelet count, naus., fev.& headache, chills, hypersens. reacts.

Special precautions: Sev.ren.insuffic., platel. count < 150 000 cells/mm3 & haemorrhag. retinopathy, concom.meds.that inhib.haemostas., monit.potent.bleed., discont.immed.if bleed. uncontroll.with press., females, elderly, see lit.for recomm.bleed.precaut.regard.the arterial access site & femor.sheath insert., see lit.for gen.nurs. guidelin., monit.platel.count/haemoglob.prior to treatm.& 6 hrs.aft.bolus infus.& daily to excl. thrombocytopen.& if verif.discont.immed., monit. anticoag.effs.of heparin & adjust dos.accord. Do not admin.in same IV line as diazepam.

Drug interactions: Concom.heparin & aspirin assoc. with an incr.in bleed.time.

 XE "Aspirin Cardio Clicks" ASPIRIN CARDIO CLICKS, (Cipla) Teva [P/S]

Acetylsalicylic acid (aspirin)

Indications: Reduc.MI risk in pts.with unstab. angina/ pts.who have had prev.MI, reduc.risk of recurr. trans.ischaem. attacks/stroke in men who have had trans.brain ischaem.due to fibrin.platelet emboli, reduc.risk of graft occlus.follow.aorta coron. by-pass surg.

(S2) DISP.TABS. A38/8/0375

712608-001: 80 mg, 30, R29,49
Dosage: 2 tabs on 1st day follow.by 1 tab.dly.pref. at same time dly.

Contraindications: Pept.ulc., haemophil., aspir. hypersens., sev.ren.imairm., concom.oral anticoag. ther., first & last trimest.of pregn., lactat.

Side effects:Freq.: Dyspep., N&V Less freq.: Irrit.of gastric. mucosa with eros./ ulcerat./ haematemes./ melaena/ GI haemorrh.(prolong high dose), dizzin.(high doses), incr. bleed.time, bld.dyscras., iron-defic.anaem.(long term therap.), ren. papill.necros., hypersens.(skin erupt./ angioed./ paroxym.brochosp./ dyspn.)
Special warnings and precautions: Reye’s syndr., concom.other gastr.irrit. eg.NSAIDs may incr.gastric irritat.risk, imp.ren.funct., dyspeps., anaem., dehydrat., allerg.reacts.esp.in asthmat., bld.dyscras./Fe-defic. anaem./ GI haemorrh./ pept.ulcer./ ren.papill.necros.with prolong. use/ high dos., withdr.1 wk bef.surg., lact. intol., interf.with lab test: false elev.results for bld creatine/ urate & urea, false decr.for bld thyroxine/ urate & urinar.5-HIAA, false urin.VMA lvl., false neg.urin.glucose oxidase. 

Interactions: Coumar. anticoags./ methotrexate/ sulphonur./ hypoglycaem./ zafirlukast/ phenytoin/ valproate activ.enhanc., reduc.eff.of cert.uricosur. eg.probenecid/ sulphinpyrazone, incr.adverse eff.risk with other NSAIDs/alcoh., poss. incr.excret.with corticoster., concom.corticoster.with high dos.longt. salicylate ther., GI bleed./ulcer. risk incr.with corticoster., incr.excret.in alkal.urine with antacids, poss.enhanc.salicylate toxic./resp. sympt.of salicylate overdos.poss.mask.with barbits./ other sedativ.
 XE "Aviolix" AVIOLIX 75, Macleods [P/S]

Clopidogrel

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat.atherosclerot. dis. defin.by ischaem.stroke from 7 days until.<6 mnths, MI from a few days until <35 days or est. periph.arter.dis.

(S3) TABS, 47/8.2/0009

3005262-001: 75 mg, 28, R91,28
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in childr.<18 yrs./ pregn.& lactat.not est., sev.liv. impairm., thrombocytopen., platel.dysfunct., safety in chron. concom.acetylsalicyl.acid not est., concom.warfarin, safety with concom.heparin/ other thrombolytic.not est.

Side effects: Freq: Haematom., epistaxis, GI haemorrh., diarrh., abdomin.pain, dyspeps., bruising, bleed. at punct. site. Less freq: Sev. neutrop., sev. thrombocytopen. (incl. TTP), leukopen., eosinophill., headach., paraesthes., dizzin., intracran.bleed., eye bleed., vertigo, gastric/ duoden.ulcer, gastrit., nausea, constip., vomit., flatul., gynaecom., rash, prurit., skin bleed.(purpura), prolong.bleed.time, decr.neutroph./ platelet count.

Unkn.freq.: Aplast. anemia, pancytopen., agranulocyt., granulocytopen., anemia, acq. haemophilia A, serum sickn., angioed., anaphylact.react., cross-react.hypersens.among thienopyridines, drug-induc.hypersens.syndr., DRESS, hallucin., confus., taste disturb., Kounis syndr., serious haemorrh., haemorrh.of oper.wound, vasculit., hypotens., respirat.tract bleed., bronchosp., interstitial pneumonit., eosinophil. pneumonia, retroperiton. haemorrh., GI & retroperiton. haemorrh.with fatal outcome, pancreat., colitis, stomatit., abnorm.liver funct.tests, hepatit., ac.liver fail., bull.dermatit., acute generalis.exanthemat.pustulos., rash erythemat., lichen planus, urtic., eczema, haemarthros., arthrit., arthralg., myalg., glomerulonephr., incr.blood creat. levels, fever.

Special warnings and precautions: Warn. pts.of TTP S&S, discont.ther.if TTP susp., dent.& surg.proced., incr.act.bleed.risk, concom.meds. incr.bleed.risk eg.anticoags./ NSAID’s incl.COX-2 inhibits./ heparin/ ASA/ glycoprot.IIb & IIIa inhibit., monit. for bleed.signs incl.occult bleed.esp.dur. first ther.wks.&/ aft.invas.card.surg./ proced., discont. 7 days prior to elect.surg.if antiplatel.eff. not desir., discontin. 7 days prior to a neurax. proced., ren.impairm., mod.hepat.dis.with bleed.diathes., first few days aft.MI, not recomm.in CABG./ PTCA (stent.)/ & ac.ischaem.stroke ie.less than 7 days, concom.aspir.in rec. TIA/ stroke, pts.to be aware that bleed.may take long.than usual to stop & report unusual bleed.& advise other medic.practit.accord., pts.with lesions with propensity to bleed/ concom.meds.which poss. induce lesions, concom.strong/ mod. CYP2C19 inhibits.not recomm., concom CYP2C8 substrat., suspect./ confirm. acq. haemophilia, thienopyridine cross-sens., lact.intol., may aff. glycaem.control in diabet.pts., concom.morphine/ othr.opioid agonists

Interactions: Incr.bleed risk.with concom.meds.assoc.with bleed risk., poss.pharmacodynam. interact. betw.clopidogrel & glycoprot. IIb/ IIIa inhibit., poss.incr.plasma conc.of concom.meds.clear.by CYP2C8 metabolism, reduc.eff.with concom.meds.inhib. CYP2C19 activ., reduc.inhib.of platelet.aggregat.with omeprazole/ esomeprazole

 XE "Bayer Aspirin Cardio" BAYER ASPIRIN CARDIO 100, Bayer Consum. [P/S] 
Acetylsalicylic acid

Indications: Reduc.MI risk in pts.with unstab. angina/pts.who have had prev.MI, reduc.risk of recurr.trans.ischaem.attacks/stroke in men who have had trans.brain ischaem.due to fibrin. platelet emboli, reduc.risk of graft occlus.follow. aorta coron.by-pass surg., reduc.myocard. ischaem. event risk in presc.of CV risk fact.

(S0) TABS. 31/8/0413

862304-008: 100 mg, 30, R44,09
Dosage: Swall.whole. Do not chew/crush.

100-300 mg dly, pref.at same time dly.

Reduc.myocard.ischaem.events in CV risk pts: 100 mg dly., pref.at same time dly.

Contraindications: Other salicylate hypersens., hist.of asthma induc.by salicylates/ subst.with simil.act.notably NSAIDs, ac.GI ulc., haemorrhag. diathes., sev.ren./hepat.impairm., sev.card.fail., combinat.with methotrexate dos.of 15 mg/wk or more., last trimest.of pregn.

Side effects: Precipitat.brochosp., upper & low. GI disords./pain./inflammat./ulc.or haemorrh. & perforat., incr.bleed.risk incl.GI/cerebral haemorrh. esp. in pts.with uncontr.hypertens./concom. antihaemostat. agents, ac.& chron.post haemorrhag. anaem./Fe.defic.anaem., hypersens. reacts. incl.asthma syndr./skin reacts./oed./rhinit. /nasal congest./cardio-resp.distress,& anaphylact. shock., trans.hepat.impairm.

Special precautions: Hypersens.to analages./ anti-inflam.agents/antirheum.meds.& in pres.of other allergies., GI ulc.hist.incl.chron./recurr.ulc. dis./ GI bleed.hist., concom.anticoags., imp.ren./ hepat. funct., concom.ibuprofen poss.limit cardioprotect. effs.in pts.with incr.CV risk., pre-exist. asthma/hayfev./nasal polyps/chron.resp. dis., incr.bleed.tend.dur.& aft.surg., poss.trig.gout att. in predispos.pts.due to reduc.uric acid excret., poss. Reye's syndr.partic.in childr.& adolesc.with vir. infect.with/without fev, not recomm.dur.1st & 2nd trimest.of pregn., pass.into breastmilk, discont. breastfeed.if reg.use indicat.

Drug interactions: Irrevers.platel.inhibit. antagon. by ibuprofen, methotrex.ren.clear.decr. lead. to incr.haematolog.toxic., incr.bleed.risk with thrombolytics/anticoags.& other inhibit.of platel. aggregat./ haemostas., incr.GI ulc./bleed.risk with NSAID’s & SSRI’s, digox.plasma conc.incr., incr. hypoglycaem. eff.of antidiabet., diuret.decr. glomerul. filtrat., bld.lev.decr.by system. glucocortic., ACE inhibit.antihypertens.eff.decr., incr. toxic.of valproic acid, alcoh.prolongs bleed. time & incr.damage to GI mucosa, decr.uricosuric. eff.

See also MDR page 222.
 XE "Brilinta" BRILINTA, AstraZeneca [P/S]

Ticagrelor

Indications: Prevent.of thrombot.events in pts. with ac.coron.syndr.incl.those manag.medic.& with percutan.coron. intervent./coron.art.by-pass graft.

(S3) TABS, 44/8.2/1041

720214-001: 90 mg, 56, R706,30

Dosage: Init.with sngl.180 mg load.dos.& cont.at 90 mg 2x dly. Admin.with aspir. unless spec.C/I. Init.aspir.dos.to be follow.by 75 -150 mg maint. dos. dly. Miss. dos: Admin.one 90 mg tab.at sched. time. Switch.pts.from clopidogrel to Brilinta: admin. 1st 90 mg Brilinta dos.24 hrs.follow.last clopidogrel dos. Ther.recomm.for at least 12 mnths .unless discont.clinic.indicat.

Contraindications: Act.patholog.bleed., inherit. bleed.disords., sev.hepat. impairm., IC haemorrh. hist., strong CYP3A4 inhibits./induc., safety in pregn./concom.warfar. not est., safety & effic.in childr.bel.18 yrs.not est., no data avail.for treatm. long.than 12 mnths.

Side effects:Very common: Blood disord., bleed., hyperuricaem., dyspn. Common: Gout, dizzin., syncope, vertigo, hypotens., resp. syst.bleed., GI haemorrh., diarrh., naus., subcut./dermal bleed., prurit., UT bleed., incr.bld.creatine, post proced.haemorrh., traumat. bleed. Uncommon: Tumour bleed., conf., intracran.-/ eye-/ ear-/ retroperiton.haemorrh., muscul.-/reproduct.syst. bleed. Post market: Thromb.Thrombocytopen. Purpur., hypersens.incl. angioed., centr.sleep.apnoea incl.Cheyne-Stokes respirat., rash, bradyarrhythm., AV-block.
Special warnings and precautions: Not studied in mod.hepat. impairm., not recomm.dur.breastfeed., avoid laps. in ther., incr.card.events risk if ther.discont.requir., incr. CV death risk/MI due to underly.dis.in case of prem. discont.with any antiplatel.ther., pts.with bleed. propens., concom.meds.poss.incr.bleed. risk/ NSAID’s/oral anticoags./& fibrinolyt.within 24 hrs. of dos., no exist.data regard.haemostat. benef. of platel.transfus., discont.ther.5 days bef. elect. surg.if antiplatel.eff.not desir., poss.discont. ther. if new/prolong./worsen.dyspn.devel.dur. treatm., concom.high maint. aspir.dos.(300 mg) /concom. simvastat./lovastat.dos.>40 mg not recomm., incr.bleed.risk e.g.dur.spin./epidur. anaesthes./ lumb.punct., neurolog.monit.for neuroax.haematoma recomm.dur.peri/post-op per., incr. bradycard.events risk, appropr.monit.with concom. narrow therap.index P-gp depend.meds. incl. digox., post market reports of centr.sleep.apnoea.
Interactions: Incr.digox./simvastat./ atorvastat. AUC & Cmax, incr. AUC & Cmax with ketoconazole/diltiazem, decr.AUC & Cmax with rifampicin & other CYP3A4 induc.

 XE "Clopidogrel 75 Biotech" CLOPIDOGREL 75 BIOTECH, Biotech [P/S]

Clopidogrel

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat. atherosclerot.dis. defin. by ischaem.stroke from 7 days until. <6 mnths, MI from a few days until <35 days or est. periph.arter.dis.

(S3) TABS, 45/8.4/0327

721968-001: 75 mg, 28, R185,87
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in childr.<18 yrs.not est., safety & effic.in pregn.& lactat. not est., sev.liv.impairm., thrombocytopen., neutropen., other haematopoiet./haemorrh. disords.

Side effects: Thrombot. purpura (TTP), act.bleed. incl.IC haemorrh., leucopen., thrombocytopen., eosinopil., hypertens., haematoma, eye bleed., agranulocytos., pancytopen., agranulocytopen., anaem., aplast.anaem., hypersens.reacts.incl. bronchsp./angioed., psych.disords, CNS effs., headache, dizzin., vertigo, taste disturbs., insomn., paraesthes., atrial fibrillat., palpitat., oed., vasculit., hypotens., chest/back pain, upper.resp. infect., epistax., resp.tract bleed., bronchit., dyspn., cough, rhinit., GI disturbs., retroperiton. haemorrh. incl.fatal outcome, pancreatit., colit., stomatit., abnorm.liv.funct.tests, hepatit., ac. liv. fail., purpura, bruis., sev.skin reacts.incl.blister./ flak./peel., tox.epiderm.necrolys., Stev.Johns. syndr., lichen planus, gout, arthralg., haemarthros., arthrit., myalg., haematur., UTI, glomerulonephrit., admin.site condits., syncope, tooth disord., flu-like sympt., fev., asthen., fatig., bleed.time prolong., irrevers. platel.aggregat.inhibit.for 7-10 days.

Warnings and special precautions: Pts.to be advis.of TTP S&S, discont.if TTP susp., concom. other meds.incr.bleed.risk, concom.strong/mod. CYP2C19 inhibits.not recomm., discont.7 days prior to surg. if antiplatel.eff.not desir., spinal/epidur. anaesthet./lumb.punct.dur.treatm./7 days thereaft., incr.bleed.risk, pts.to be aware that bleed. may take long.than usual to stop & to advise medic.practit.accord., not init.with.first few days aft.MI, not recomm.in unstab.ang./PTCA (stent.)/CABG/ac.ischaem.stroke as lack of data, safety of concom.heparin/other thrombolyt.agents not est., incr.bleed.risk from dent./surg.proced./or other condits./ disords.requir.concom.glycoprot. IIb/IIIa inhibit.

Drug interactions: Potent.GI bleed.risk with NSAID’s incl COX-2 inhibits./aspir., poss.incr.lev.of drugs metabol. by CYP2C9 enzyme.
 XE "Clopidogrel Unicorn 75 mg" CLOPIDOGREL UNICORN 75 mg, Unicorn [P/S]

Clopidogrel

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat.atherosclerot.dis. defin. by MI from a few days until <35 days/ ischaem. stroke from 7 days until <6 mnths.or est. periph.arter.dis.

(S3) TABS, 42/8.2/0250

722438-001: 75 mg, 30, R176,40
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in pts.<18 yrs./pregn. & lactat.not est., sev.liv. impairm., thrombocytopen., platel.dysfunct.

Side effects: Thrombot.thrombocytopen.purpura (TTP), haematoma, epistax., GI/IC haemorrh., sev. neutropen./ thrombocytopen., aplast.anaem., pancytopen., bruis., haematur., ocul./resp.tract/ musculoskelet. bleed., aplast.anaem., haemorrh. ulc., haemothorax, operat.wound & retroperiton. haemorrh., ser.sickn., GI disturbs., skin reacts.incl. erythema multiforme/Stev.-John.syndr.& tox. epiderm. necrolys./lichen planus, headache, dizzin., paraesthes., vertigo, syncope, CNS effs., taste disords., atr.fibrillat., palpitat., oed., vasculit., hyper-/hypotens., URTI, bronchit., dyspn., cough, interstit.pneumonit., abnorm.LFT, hepatit., ac. liv.fail., UTI, glomerulopathy, arthralg., back/ gener./chest pain, gout, leg cramps, arthrit., myalg., flu-like sympt., fatig., asthen., oed., itch., tooth disords., hypersens.reacts.incl. bronchosp./ angioed.

Warnings and special precautions: Warn.pts. of TTP S&S, discont.ther.if TTP susp., dent.& surg. proced., incr.act.bleed.risk, concom. meds.incr. bleed. risk eg.anticoags./NSAID’s/COX-2 inhibits./ glycoprot. IIb & IIIa inhibit., safety with chron. concom. aspir./hepar./other thrombolyt.agents/ warfar. not est., monit.for bleed.signs incl.occult bleed. esp.dur.first ther.wks.&/aft.invas.card. surg./ proced., discont.7 days prior to elect.surg.if antiplatel. eff.not desir., pts.with les.with propensity to bleed/concom.meds.which poss. induce les., bleed.may take long.than usual to stop, pts.to report unusual bleed.& advise other medic. practit.accord., concom.aspir.in rec. TIA/ stroke, first few days aft.MI, not recomm.in CABG & ac.ischaem.stroke ie.less than 7 days, lact.intol., concom. omeprazole/ esomeprazole not recomm.

Drug interactions: Eff.of acetylsalic.acid on collag. induc.platelet aggregat.potent., incr. bleed. risk with heparin/aspir./warfarin/thrombolyt., poss. incr.lev.of drugs metabol.by CYP2C9 enzyme, decr. antiplatel.activ.with concom.omeprazole/ esomeprazole.
 XE "Clopiwin " CLOPIWIN 75, (Zentiva) Sanofi- Aventis [P/S]

Clopidogrel

Indications: Reduct.of atherothrombot.events as follows:

Rec.MI/stroke/est.periph.arter.dis: Reduct.of atherothrombot.events (MI/stroke/death due to vasc.causes).in pts. with hist.of symptomat. atherosclerot.dis.defin.by ischaem.stroke from 7 days until <6 mnths, MI from a few days until <35 days or est.periph.arter. dis.

Ac.coron.syndr: For pts.with non-ST segm.elev. ac.coron.syndr.(unstab.angina/non-Q-wave MI) incl.pts.to be manag.medic./those to be manag. with percutan.coron.intervent.with/without stent or CABG: in combin.with ASA decr.rate of a combin. endpoint of CV death/MI/stroke as well as the rate of a combin.endpoint of CV death/MI/ stroke/refract.ischaem., in combin.with ASA reduc. death rate from any cause & rate of combin. endpoint of death/ re-infarct./stroke in pts.with ST-segm.elev.ac.MI

(S3) TABS, A41/8.2/0051

711440-002: 75 mg, 30, R280,94
Dosage:Rec.MI/stroke/est.periph.art.dis: 75 mg once dly.

Ac.coron.syndr: Pts.with non-ST-segm.elevat. ac. coron.syndr.(unstable angina/non-Q-wave MI): Init.with sngl. 300 mg load.dos.& cont.at 75 mg once dly. Aspir.75-325 mg once dly.to be giv. in combin. Pts.with ST-segm.elevat. ac.MI: Recomm. dos.is 75 mg once dly admin.in combin.with aspir. with/without thrombolyt. May be init.with/without a load.dos.
Contraindications: Act.patholog.bleed., safety & effic.in childr.<18 yrs/pregn. & lactat.not est., sev.liv.impairm., thrombocytopen., platel.dysfunct.
Side effects: Thrombot.thrombocytopen.purpura (TTP), bleed.time prolong., bld.dyscras., neutropen. somet.sev., GI/IC/eye/nose/skin/musculoskelet./ resp.tract bleed.& at arter.punct.sites,, headache, dizzin., paraesthes., vertigo, haematoma, GI disturbs., bruis., skin reacts.incl.erythema multiforme /Stev.John.syndr./tox.epiderm. necrolys./ lichen planus, haematur., operat.wound haemorrh., bleed.with fatal outcome, retroperiton. haemorrh., anaphylact.reacts, ser.sickn., CNS effs., hallucinat., taste disords., vasculit., hypotens., bronchosp., interstit.pneumonit., colit., pancreatit., stomatit., abnorm.liv.funct.tests, hepatit., ac.liv. fail., arthrit., arthralg., myalg., glomerulonephrit., when fev./other signs of infect.demonstr.consid. events relat.to myelotoxic.
Special precautions: Pts.to be advis.of TTP S&S, not recomm.in ac.ischaem.stroke (less than 7 days), spinal/epidur.anaesthet./lumb.punct.dur. treatm./7 days thereaft., discont.7 days prior to elect.surg.if antiplatel.eff.not desir, concom.ASA/ heparin /thrombolyt.agents/NSAIDs incl.COX-2 inhibits./glycoprot.IIb/IIIa inhibit., incr.bleed.risk with warfar., concom.strong/mod.CYP2C19 inhib. (eg.omeprazole & esomeprazole) not recomm., pts. to be aware that bleed.may take long.than usual to stop & to advise other medic.practit.accord., pts.at incr.risk of bleed.from les.with propens to bleed esp. GI & intra-ocul./trauma/surg.or other patholog. condits., caref.monit.for bleed.incl.occult esp.but not limit.to dur.1st wk.of treatm.&/aft.card. proced./ surg., mod.hepat.dis., ren.impairm., cont. hydrogenat.castor oil, cons.bld.cell count &/other appropr. test.in case of clinic.bleed.sympt. dur. ther., rare heredit.galact.intol.probl., Lapp lact.defic., gluc.-galact.malabsorpt.
Drug interactions: Poss.pharmacodynam. interact. betw.clopidogrel & glycoprot. IIb/ IIIa inhibit., reduc.eff.with concom.meds.inhib. CYP2C19 activ., act.of one of the Cytochrome P450 (CYP) enzym.(CYP 2C9)poss.inhib., poss.incr. plasma lev.of phenytoin/tolbutamide (data indic. phenytoin & tolbutamide can be safely co-admin.)/ torsemide /tamoxifen/fluvastatin/NSAID metabol. by CYP 2C9, eff.of acetylsalic.acid on collag.induc. platelet aggregat.potent.

 XE "Clopiwin Plus 75/75" CLOPIWIN PLUS 75/75, Zentiva [P/S]

Clopidogrel 75mg, acetylsalicylic acid 75 mg.

Indications: Reduct.of atherosclerot.events in adults already taking both clopidogrel & acetylsalicyl.acid in ac.coron.syndr.pts.with non-ST-segm.elevat.ac.coron.syndr.(unstab.ang./non-Q-wave MI)incl.medic.manag.pts./those to be manag. with percut.coron.intervent.with/without stent or CABG & in pts.with ST-segm.elev.ac.MI.

(S3) TABS, 44/8.2/0657

720916-001: 28, R250,99
720916-002: 30, R268,80
Dosage: One tab as sngl.dly.dos. follow.init.load. dos. of clopidogrel in combin.with ASA.

In ST segm.elev.ac.MI init.ther.as soon as poss. aft.sympt.start & contin.for at least 4 wks. Init. ther.without clopidogrel load.dos.in pts.>75 yrs.
Contraindications: Act./bleed.hist., safety & effic. in childr.<18 yrs./pregn.& lactat.not est., sev. hepat.insuffic., thrombocytopen., platel.dysfunct., NSAID allerg., asthma, rhinit., nasal polyp, sev. ren. impairm., HF, prev.NSAIDs GI relat.bleed. hist./ ulcer./perforat.
Side effects: Thrombot.thrombocytopen.purpura (TTP), fluid retent., oed., HF, bleed.time prolong., skin reacts.incl.Stev.Johns.syndr./tox.epiderm. necrolys./exfol.dermatit./lichen planus, bleed. somet. fatal esp.GI/retroperiton./arter.punct.site/ skin/eye/musculoskelet./resp.tract, leucopen., eosinophil., neutropen., aplast.anaem., IC bleed., headache, dizzin., paraesthes., vertigo, haematoma, epistax., GI disturbs.incl.exacerbat. colit./ Chron’s dis., haematur., anaphylact.reacts., ser. sickn., psych./CNS/hepato-bil.disords., vasculit., hyper-/hypotens., bronchosp., interstit. pneumonit., stomatit., pancreatit., ac.liv.fail., hepatit., arthrit., arthralg., myalg., glomerulonephrit., fev., infect., anaphylax., allerg. sympt. aggravat., hypoglycaem., gout, hear.loss, tinnit., operat.wound haemorrh.

Warnings and special precautions: Pts.to be advis.of TTP S&S, recent TIA/stroke/those at high risk of recurr.ischaem.events, hypertens.&/ HF hist., elderly, asthma/allerg.disord.hist., gout, Reye’s syndr., bleed.tendenc.esp.GI/intraocul., pts.to be aware bleed.may take long.to stop & to advise medic.practit./dentist accord., mild to mod. hepat./ ren.impairm., cont.hydrogenat.castor oil, ASA excret.in human milk, poss.myelotoxic., discont. 7 days bef.elect.surg., spin./epidur. anaesth./ lumb.punct.dur.treatm./7 days theraft., incr. bleed.risk from trauma/surg./other pathalog. condits.assoc.with bleed.diasthes.& concom. NSAID’s /heparin/glycoprot.IIb/IIIa inhibit./ thrombolyt., caref.monit.for bleed.esp.but not limit. to dur.1st wks.of treatm.&/aft.invas.card.proced./ surg., discont.ther.if GI bleed./perforat./ulcer./ occurs/ when rash appears/mucos.les.& hypersens., GI dis.hist./pept.ulc./GI haemorrh./ min. upp.GI sympt., concom.thrombolyt.agents/ proton pump inhibit., concom.strong/mod. CYP2C19 inhibits./oral anticoags.not recomm., lact.intol.

Drug interactions: Incr.GI bleed.risk with SSRI’s, incr.PUBs risk with corticoster., methotrexate ren.clear.inhib.at dos.> 20 mg/wk, poss.interact. with heparin, ibuprofen poss. inhib.aspir.eff., eff.of uricosur.agents poss.inhib.by ASA, incr.eff.with concom.NSAIDs, reduc.eff.with meds.inhib. CYP2C19 activ., poss.incr.plasma lev.of cert.meds. metabol.by CYP 2C9 e.g.phenytoin/tamoxifen/ torsemide.

 XE "Clovexa" CLOVEXA, Accord [P/S]

Clopidogrel hydrogen sulphate

Indications: Reduct.of atherothromb. events in pts. with hist.of symptomat. atherosclerot.dis. defin.by ischaem.stroke from 7 days until <6 mnths, MI from a few days until <35 days or est. periph.arter. dis.

(S3) TABS, 47/8.2/0395

3003631-001: 75 mg, 30, R106,25
Dosage: 75 mg as sngl.dly.dos. Miss. dose <12hrs: take immediate.and next dose as usual.>12hrs: take next dose at regul.sched.time don’t double dose.
Contraindications: Act.patholog.bleed. such as pept.ulc.& intracran.haemorr., safety & effic.in childr.<18 yrs. pregn. & lactat not est., sev.liv.impairm.

Side effects: Freq.: Haematoma, epistax., GI haemorr., diarr., abdom.pain, dyspep., bruis., bleed.at punct.site, Less freq.: Thrombocytopen.incl.sev.-, leukopen., eosinophil., neutropen. incl.sev.-.& thrombot.thrombocytopen. purpura (TTP), aplast.anaem., pancytopen., agranulocytos., acquir.haemophil.A, granulocytopen., anaem., serum sickn., anaphylactic. reacts., thienopyridine cross sens., insulin autoimm.syndr.poss. leading to hypoglycaem., hallucinat., confus., intracran.bleed.,headache, parasethes., dizzin., taste disturb., agues., eye bleed., vertigo, Kounis syndr.,serious haemorr., haemorr.of operat.wound, vasculit., hypotens., resp.tract.bleed., bronchosp., interstit.pneumonit., eosinophil. pneumon., gastric-, duodenal ulcer, gastrit., N&V. constipat., flatul., retroperiton-, GI haemorr., pancreatit., colit., stomatit., ac.liv.fail., hepatit., abnorm LFT, rash, prurit., purpura, bullous dermatit., TEN, SJS, erythema multif., AGEP, angioed., med.-induc.hypersens.syndr., DRESS, erythemat./ exfoliat.rash, urticar., eczema., lichen planus, haemarthros., arthrit., arthralg., mylag., haematur., glomerulonephrit., incr.bld creatin., gynecomast., fev., prolong bleed.time, decr.nuetrophil/platelet count.
Special warnings and precautions: Pts.to be advis.of TTP S&S, pts.at incr.risk of bleed.from trauma/ surg./ other patholog.condits./ concom.ASA/ glycoprot.IIb/IIIa inhibit./NSAIDs incl COX-2 inhib./SSRIs/other.meds.that incr.bleed.risk eg.pentoxifyll., caref.monit.for bleed.esp.dur.1st wks.of treatm. & aft.invas.card.proced./surg., discont.7 days prior to surg.if antiplatel.eff.not desir., disc.7 days prior neuraxial procedure, reports of acq.haemophill., not recomm.during 1st 7 days after ac.ischaem.stroke., do not initiate within few days follow.ac.MI, not recomm.in unstab.angina, PTCA & CABG, poor CYP2C19 metabol.have red.med.lvl of active metabol., concom. CYP2C8 substrat., cross reactiv.among thienopyridines, ren.impair, hepat. impairm.with bleed.diatheses, contains lactose.
Interactions: Concom.meds assoc.with bleed., oral anticoag., concom.ASA/ glycoprot.IIb/IIIa inhibit./ heparin/ NSAIDs incl COX-2 inhib./SSRIs/strong CYP2C19 inhib.(eg.omeprazole/ esomeprazole/ fluvoxamine/ fluoxetine/ moclobemide/ voriconazole/ fluconazole/ ticlopidine/ carbamazepine/ efavirenz), incr. repaglinide & other CYP2C8 metabol expos., concom.opioid agonist delay & red.absorp.
 XE "Integrilin" INTEGRILIN, MSD [P/S]
Eptifibatide

Indications: Used concom.with aspir.& unfractionat. hepar.to reduc.risk of death/MI in pts. pres. with unstable angina/non-Q-wave MI in pts. manag.with std.medic.ther.and/or percutan. coron. intervent., adjunct.to percutan.translumin. coron. artery intervent.for prev.of abrupt clos.of treat. coron.vessel & relat.ac.ischaem.card. complicat.

(S4) INJ. 31/8.2/0539, 0540.

843539-003: 0,75 mg/ml, 1x 100 ml vial, R3 308,56
843520-019: 2 mg/ml, 1x10 ml vial, R882,35
Dosage: Used concom.with aspirin & unfract. hepar. unless contra-indicat.
Adults old.than 18 yrs: 

Unstable ang./non-Q-wave MI:

Creatinine clear.great.than or equal to 50 ml/min: Recomm.dos: IV bolus of 180 mcg/kg as soon as poss.follow. diagn., immed.follow.by contin.infus.of 2,0 mcg/kg /min. for up to 72 hrs.until coron.artery bypass graft surg./discharge whichever first. If PTCA perform. dur. ther.cont.infus.for 20-24 hrs.post-PTCA for overall max.durat.of 96 hrs.

Creatinine clear.< 50 ml/min: Recomm.dos: IV bolus of 180 mcg/kg as soon as poss.follow. diagn., immed.follow.by contin.infus.of 1,0 mcg/kg/ min.for up to 72 hrs.until coron.artery bypass graft surg./discharge whichever first. If PTCA perform. dur. ther.cont.infus.for 20-24 hrs. post-PTCA for overall max.durat.of 96 hrs.

Percutan.coron.intervent:

Creatinine clear. great.than or equal to 50 ml/min: Recomm.dos: IV bolus 180 mcg/kg immed.prior to proced.follow.by 2nd bolus 180 mcg/kg 10 mins.aft.1st bolus. Simultan.with 1st bolus init.contin.infus.at 2,0 mcg/kg/min. Contin.infus.until hospit.discharge/max.18-24 hrs.post PCI. Min.of 12 hrs of infus.recomm.

Creatinine clear.< 50 ml/min: Recomm. dos: IV bolus 180 mcg/kg immed.prior to proced. follow. by 2nd bolus 180 mcg/kg 10 mins.aft.1st bolus. Simultan. with 1st bolus init.contin.infus.at 1,0 mcg/ kg/min. Contin.infus.until hospit. discharge/ max.18-24 hrs.post PCI. Min.of 12 hrs of infus.recomm.

Contraindications: Clinic.signific.GI/GU bleed./ other act.abnorm.bleed.within 30 days, stroke within 30 days/haemorrhag. stroke hist., CVA hist., CNS struct.abnormalit.(e.g.intracran. neoplasm, arterioven. malformat./aneurysm), maj.surg./ trauma within past 6 wks., bleed. diathes.hist., thrombocytopen.(<100 000 cells/ mm3), developm.of ac.profound thrombocytopen. with prev.eptifibatide treatm., prothromb.time >1,2 times control/ INR>2,0, haematocrit <30%, clinic. signific. hepat.impairm., sev. ren.fail. (creatinine clear.<30 ml/min), ren.dialys.depend., sev. hypertens. (systol.BP >200 mm Hg/diastol. BP >110 mm Hg on antihypertens.ther.), concom./ plan.admin. of another parenter.GP IIb/IIIa inhibit., safety in pregn./lactat.& childr. not est.

Side effects: Min.& maj.bleed.events.incl.very rare fatalit., need.for bld.transfus.modestly incr., hypotens., atrial fibrillat., CHF, card.arrest, shock, prolong. bleed.time, thrombocytopen., back pain, inj. site reacts., anaphylax., rash, urticar., pulm haemorrh.

Warnings and special precautions: Concom. meds. affect. haemostas., do not mix.with drugs that have not been found to be compatible, termin. infus. immed.if emerg./urgent card.surg.reqd.& in the case of semi-elect.surg.discont.infus.to allow platelet funct.to return to norm., pts.weigh.<74 kg at incr.risk of bleed., discont.infus.& concom. hepar. immed. if ser.bleed.not control.with press., see lit. for recomm.bleed.precaut.regard.the arterial access site & femoral sheath insert., see lit. for gen.nurs.guidelines, observ.all potent.bleed. sites caref., monit.platelet count/ext.of hepar. anticoag. dur./follow.treatm., monit.ACT & maint. target value if coron.angioplasty/non-urg.coron. angioplasty with intracoron.stent.is to be perform., monit. pt.for poss.thrombocytopen.assoc. hypersens. signs incl.hypotens., if confirm.platelet count <100 000 cells/mm3 /profound. thrombocytopen. observ.discont.immed.& instit. treatm., hepat.impairm.where coagulat.could be affect., mod.to sev.ren.insuff., no exper.with concom. low molecul.weight hepar.
Interactions: Incr.bleed.risk when admin.with streptokinase in ac.MI study, incompat.with furosemide.

 XE "Myoprin" MYOPRIN 100 mg, iPharma. [P/S]

Aspirin

Indications: Reduc.MI risk in pts.with unstab. angina/pts.who have had prev.MI, reduc.risk of recurr.trans.ischaem.attacks/stroke in men who have had trans.brain ischaem.due to fibrin.platelet emboli, reduc.risk of graft occlus.follow.aorta coron.by-pass surg.

(S2) TABS. B/2.7/1117

721258-001: 100 mg, 30, R34,24
Dosage: Do not exceed recomm.dly.dos.

Adults: 100 mg dly.pref.at same time dly.with meals.

Contraindications: Aspir.intol.esp.aspirin.-sens.asthmat., pts.with aspirin induced nas.polyps, hist.of asthma induc.by NSAIDs, HF, hist.of GI perf./ulcerat./ bleed.(PUB) relat.to NSAID, act./ hist.of ulcer/ haemorrh./ perforat., gout, haemorrh.diathes., severe ren./ hepat.impairm., comb.mtx ≥ 15 mg/wk, from 20 wk gestat./later in pregn.or lactat. 

Side effects: Freq.: Naus., GI disord., dyspeps., GI & abdom.pain, hepatotox. partic.in juvenile arthrit.& other connect.tiss.disords. Less freq.: Cerebr. haemorrh.esp.pts.with uncontr.hypertens &/ on concom.anti-haemostat.meds.(pot.life threat.), GI tract haemorrh, GI inflamm./-ulcer, trans.hepat.impairm.with incr.liv.transamin. Freq.unknown.: Hypoprothrombinaem., incr.bleed.risk, bleed.eg.periop.haemorrh./ haematomas/ epistax./ urogen.-/ gingiv.-, haemorr.may result in ac./chron.anaem./ iron diff.anaem., hypersens.reacts.incl.skin erupt./ rash/ urticar./ prurit./ angio-oed./ rhinit./ paroxysm.bronchosp./ dyspn./ nasal congest./ cardio-resp.distr./ sev.reacts incl.anaphyl.shock, dizzin., oed., hypertens., CF, asthma syndr., heamatemes., melaena, GI ulcer haemorr.& perforat., vomit., diarrh., flatul., constipat., ulcerat.stomatit., exacerb. colitis & Crohn’s, gastrit., bull reacts.incl.SJS/ TEN/ DRESS.
Special warnings and precautions: Hist.of hypertens./ HF, signif.CV risk, elderly, GI PUBs higher with incr.doses/ hist.of ulcer/ elderly, hist.of GI dis., discont.if skin rash/ mucos.lesion/ other hypersens., bronchosp.& induce asthma attack, hypersens.to analgesics/ anti-inflam.meds./ anti-rheumatic meds./ other allergies, imp.hepat.funct., ibuprofen interfere with platel.aggregat.inhib.eff., discont.week before surgery, platel.funct.decr.1 week aft.last dose, stop for 1 week bef.neurax.region.anaesthet.proced., Reye’s syndr.risk in ≤ 18 yrs. with chickenpox & influenza, may enhance coumarin anticoags./ sulphonylurea/ hypoglycaem./ mtx/ phenytoin/ valproic acid, dimin.eff of uricosuric meds eg.probenecid & sulphinpyrazone, imp.ren.funct., dyspep., anaem., dehydrat., reports of DRESS, cont.lactose 

Interactions: Comb.mtx ≥ 15 mg/wk, ibuprofen may limit cardioprotect.eff., incr.bleed.risk with anticoags./ thrombolytics/ othr.platel.aggregat.inhib./ hemostasis, NSAIDs & high dose aspirin incr.ulcer & GI bleed.risk, SSRIs incr.bleed.risk, incr.digoxin plasma concentr., antidiabetics eg.insulin/ SU incr.hypoglyc.eff., decr.glomerul.filtr.of diuretic & high dose aspirin, decr.bld.salicylate lvl.during corticost.treatm.& salicylate overdose risk after stop., ACEI & high dose aspirin decr.glom.filtr.rate & decr.antihypert.eff., incr.valproic acid.tox., alcoh.incr.GI mucosa damage, decr.uricosuric eff of eg.benzbromarone/ probenecid.
 XE "Pharma Dynamics Clopidogrel" PHARMA DYNAMICS CLOPIDOGREL 75 mg, Pharma Dynamics [P/S]

Clopidogrel bisulfate

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat.atherosclerot.dis. defin.by ischaem.stroke from 7 days until <6 mnths, MI from a few days until <35 days or est. periph.arter.dis.

(S3) TABS, A42/8.2/0128

714293-001: 75 mg, 30, R176,40
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in childr.<18 yrs.not est., pregn. & lactat., sev.liv. impairm., thrombocytopen., platel. dysfunct.

Side effects: Thrombot.thrombocytopen. purpura (TTP), purpura, haematoma, epistax., sev. neutropen.& thrombocytopen., aplast.anaem., bruis., haematur., ocul./resp.tract./ musculoskelet. bleed., haemorrhag.ulc., haemothorax, operat.wound haemorrh., retroperiton. haemorrh., GI disturbs., skin reacts. incl. erythem multiforme/Stev.Johns.syndr.& tox. epiderm. necrolys., CNS effs., hallucinat., taste disords., chest pain, atrial fibrillat., palpitat., oed., hyper-/hypotens., vasculit., URTI, rhinit., interstit. pneumonit., abnorm.liv.funct.tests, hepatit., ac.liv.fail., UTI, arthralg., back pain, gout, leg cramps, myalg., arthrit., gen.pain, flu-like sympts., fatig., asthen., tooth disord., hypersens. reacts.

Special precautions: Pts.to be advis.of TTP S&S, discont.if TTP suspect., pts.at incr.risk of bleed. from dent./surg.proced./or other condits./ disords. requir.concom.glycoprot.IIb/IIIa inhibit., concom.meds.that incr.bleed.risk, safety of concom. acetylsalicyl.acid/heparin/thrombolyt.& warfar. not est., concom.NSAID’s incl.COX-2 inhibit., caref.monit.for bleed.esp.dur.1st wk.of treatm. & aft.invas.card.proced./surg., discont.7 days prior to surg.if antiplatel.eff.not desir., les. with propens.to bleed.eg.GI ulc., pts.to be aware that bleed.may take long.than usual to stop & to advise medic.practit.accord., where pts.at high risk of recurr.ischaem.events combinat.with aspir. not prov.to be more effect.but shown to incr. maj.bleed., do not init.treatm.within 1st few days follow.MI, not recomm.in CABG & ac. ischaem. stroke(<7 days), ren.impairm., mod. hepat. dis.with bleed.diathes.

Drug interactions: Eff.of acetylsalic.acid on collag. induc.platelet aggregat.potent., potent.GI bleed. risk with NSAID’s, incr.lev.of drugs metabol. by CYP2C9 enzyme.

 XE "Plagrol" PLAGROL, Adcock Ingram Ltd [P/S]

Clopidogrel

Indications: Reduct.of atherosclerot.events in pts. with hist.of symptomat.atherosclerot.dis. defin. by ischaem.stroke (from 7 days unt.less than 6 mnths), MI (from a few days unt. <35 days) or est. periph.arter.dis.

(S3) TABS, 40/8.2/0673

711423-001: 75 mg, 30, R97,80
Dosage: 75 mg as sngl.dly.dos.

Contraindications: Act.bleed., safety & effic.in pts. bel.18 yrs./pregn.& lactat.not est., sev.liv. impairm., thrombocytopen., platel.dysfunct., safety of chron.concom.acetylsalicyl.acid admin.not est., safety with concom.heparin/other thrombolytic./ warfar. not est.

Side-effects: Purpura, bruis., epistax., IC /GI haemorrh., sev.neutropen./thrombocytopen., haematur., ocul./resp.tract/musculoskelet.bleed., aplast. anaem., pancytopen., haemorrh.ulc., haemothorax, operat.wound & retroperiton. haemorrh., hypersens.reacts.incl. bronchosp./ angioed./anaphylact.reacts., CNS effs., dizzin., headache, paraesthes., IC bleed., vertigo, taste disords., chest/back/gen.pain, atrial fibrillat., palpitat., oed., hyper-/hypotens., vasculit., URTI, bronchit., dyspn., cough, rhinit., interstit. pneumonit., GI disturbs., tooth disords., abnorm. LFTs, hepatit., ac.liv.fail., skin reacts.incl.erythema multiforme /Stev.-John. syndr. & tox.epiderm. necrolys./lichen planus, arthralg., gout, leg cramps, myalg., arthrit., UTI, glomerulonephrit., incr.creatin.lev., flu-like sympt., fatig., asthen.

Warnings and special precautions: Warn. pts.of TTP S&S, discont.ther.if TTP susp., dent.& surg.proced., incr.act.bleed.risk, concom.meds. incr.bleed.risk eg. anticoags./NSAID’s incl.COX-2 inhibits./glycoprot. IIb & IIIa inhibit., concom.aspir. in rec.TIA/stroke, first few days aft.MI, not recomm. in CABG & ac.ischaem.stroke ie.less than 7 days, pts.to be aware that bleed.may take long. than usual to stop & report unusual bleed.& advise other medic.practit.accord., monit.for bleed.signs incl. occult bleed.esp.dur.first ther.wks.&/ aft. invas. card.surg./proced., discont.7 days prior to elect. surg.if antiplatel. eff.not desir., pts.with les. with propensity to bleed/concom.meds.which poss. induc.les., ren.impairm., mod.hepat.dis.

Drug interactions: Eff.of acetylsalic.acid on collag. induc.platelet aggregat.potent., incr.bleed. risk with heparin, incr.bleed.intens.with warfarin, poss. incr.lev.of drugs metabol.by CYP2C9 enzyme.
8.5
Sclerosing agents
No products listed
8.6
Haematinics 
(See also 20.3)

ARANESP (MDR Listing)

COSMOFER (MDR Listing)

FERINJECT (MDR Listing)

MONOFER (MDR Listing)

NPLATE (MDR Listing)

VENOFER (MDR Listing)

 XE "Autrin" AUTRIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Fe-fumarate 349,755 mg, ascorb.acid 150 mg, intrins.fact.conc.75 mg, folic acid 2 mg, Vit.B12 15 µg

Indications: Common anaem.treatm.& maint.

(S1) CAPS. H689.
705853-004: 30, R162,71
Dosage: 1 cap dly with/aft.meals.
Contraindications: Iron intol.sympts.

Side effects: GI effs., darken./black stools, epigastr.pain, diarrh., vomit., haematemes., circulat.fail.if diarrh.& haemorrh.are sev.with metabol.acidos/convuls.& coma later: 
Warnings and special precautions: Poss.Fe overload.& toxic.in pts. receiv.oral & parent. admin., period.examinat./bld.studies recomm.in pernic.anaem., folic acid may obscure periph.bld. pic. of pernic.anaem., not for correct.of ser.folic acid defic., poss.toxic.in childr.with excess.dos., do not admin.with repeat. bld.transfus./anaem.not produc. by Fe defic.unless Fe defic.present., Fe storage/ absorpt.dis./haemoglobinopath./exist.GI dis., 2 hr.interv.aft.concom.quinolones/tetracycl.

Interactions: Fe salt & tetracycl.absorpt. decr.if taken concom., antacids & tea decr.absorpt., reduc. eff.of penicillamine, quinolone absorpt.decr.

 XE "Evrenzo" EVRENZO, Astellas Pharma [N/P/S] 
Roxadustat

Indications: Anaem.in adult pts with chronic kidn.dis.

(S4) TABS., 55/8.5/0417, 0418, 0419, 0420, 0421

3005347-001: 20 mg, 12, R3 516,24
3005348-001: 50 mg, 12, R3 516,24
3005349-001: 70 mg, 12, R3 516,24
3005350-001: 100 mg, 12, R3 516,24
3005351-001: 150 mg, 12, R3 516,24
Dosage: Treatm.init.by experienc.physic. Take 3x/wk. Ensure adeq.iron stores prior init.treatm. Swallow whole.

Pts.not current.treat.with Erythropoet.Stimulat.Agent (ESA): Recomm.start dos.:<100 kg: 70 mg 3xwkly.≥100 kg: 100 mg 3x/wk.

Pts.convert.from ESA: Recomm.start dos.based on aver.ESA dose in 4 wks before convers. 1st dos.to replace next sched. ESA dos.

Darbepoet.α <25 mcg/wk or Epoet.<5000 IU/wk or Methoxy polyethyl.glycol-epoet.β<80 mcg/mnth: 70 mg 3x/wk. Darbepoet.α 25 to <40 mcg/wk or Epoet.5000-8000 IU/wk or Methoxy polyethyl.glycol-epoet.β 80-120 mcg/mnth: 100 mg 3x/wk. Darbepoet.α 40-80 mcg/wk or Epoet.>8000-16000 IU/wk or Methoxy polyethyl.glycol-epoet.β >120-200 mcg/mnth: 150 mg 3x/wk. Darbepoet.α >80 mcg/wk or Epoet.>16000 IU/wk or Methoxy polyethyl.glycol-epoet.β >200 mcg/mnth: 200 mg 3x/wk.

Indiv.maint.dos.range 20 mg-400 mg 3x/wk. Monit.Hb.lev.2 wkly until Hb.lv of 10-12g/dL & stable then every 4 wk or as clin.indic. Adj.dos.stepw.up/down 4 wk after start treatm.then 4 wkly. Ref.to literat.for dos.adj.rules. Max.recomm.dos.pts not on dialys.:lower of 3 mg/kg or 300 mg 3x/wk.Max recomm.dos.pts on dialys.: lower of 3 mg/kg of 400 mg 3x/wk.If dos.is miss.and >1day to next dos.take asap., if 1 day/less skip.miss.dos and take on next schedule.day. Resume regul.dos.sched.

Contraindications: Childr <18,pregn, breastfeed., 
Side effects: Very common: Vasc.access thrombos.(VAT) Common: Seiz., naus., DVT. 
Special warnings and precautions: Monit.pts with VAT Hb.lev.to avoid Hb lev.> 12 g/dL and rise of >2 g/dL over 4 wks.,hist.of seiz./epilep./ med.cond. assoc.with seiz.activ.eg.CNS infect., pts with S&S of infect.(most common serious reported: pneumon., seps., UTI), pts with DVT, mod./severe hepat.impairm.(Child-Pugh class B & C), contain.lact.& Allura Red AC alumin.lake.
Interactions: Sevelam.carb./Ca.acetat.decr.plasma expos., take 1hr bef./after phosph.bind./other meds.contain. multiv.cations eg. Ca/ Fe/ Mg/ Al, gemfibrozil/ CYP2C8 & OATP1B1-inhib./ probenecid/ UGT1A9 inhib.incr.plasma expos., concom. statins incr.statin plasma expos. also other substr.of BCRP/OATP1B1. 
See also MDR page 174.
 XE "Ferinject" FERINJECT, (Aspen Pharmacare) Pharmacare [P/S]  &
Iron as ferric carboxymaltose

Indications: Fe defic.in adults when oral preps. ineffect./cannot be used & where diagn.confirm.by appropr. investigat.

(S3) SOL FOR INJ/INFUS, 45/8.3/0948. 50 mg/ml

720107-001: 500 mg, 1x10 ml vial, R2 698,06
Dosage: Admin.only with 0,9% NaCl as dil.for infus. Cumulat.dos.calculat: Adeq. cumulat.dos. determ. indiv. & not to be exceed. Norm.bm/bld. vol. relat.to be assum. when determ.Fe requirem.in overweight pts. Dos.express.in mg element.Fe. Admin. test dos.of 20-30 mg dilut.Ferinject IV to new pts.bef. 1st therap.dos. Bal.of init.dos.may be admin. if no adverse react.occurs within 15  min.

See prod.lit.for formula to calc.Hb restor.& Fe defic. cumulat.dose. Pts.may cont. requir.ther.at low.dos.necess.to maint. Hb lev.

IV bolus inj: Admin.only dur.haemodialys.into ven. limb.of dialyz: Up to max.sngl.dos.of 4 ml (200 mg Fe)/day but not more than 3x/wk.

IV drip infus: May be admin.by IV infus.up to max. sngl.dos.of 20 ml (1 000 mg Fe) not exceed. 0,3 ml (15 mg Fe)/kg bm or calcul.cumulat.dos. Do not admin 20 ml (1 000 mg Fe) more than 1x/wk.

Contraindications: Anaem.not caus.by Fe defic. e.g.other microcyt. anaem., Fe overload/Fe utilisat. disturbs., safety in 1st trimest./repeat. dos. in pregn./lactat.not est., childr.und.18 yrs.as no studies, IM/SC route.
Side effects: Headache, hypersens.incl.potent. fatal anaphylact.reacts., dizzin., paraesthes., hypotens., flush., dyspn., GI disturbs., dysgeus., skin reacts., back/chest pain, myalg., arthralg., loc.reacts., pyrex., fatig., rigors, malaise, periph. oed., liv. enzym.incr.

Special precautions: Cross.placenta barrier, discont.ther.in case of paraven.leak., sod.contr. diet, resuscitat.facilit.to be avail.in case of poss. anaphylact. reacts., avoid in hepat.dysfunct.esp. in porphyr. cutan.tarda, monit.Fe status, discont. if signific.clinic.liv.enzym.chang.occur/ongo. bacteraem., ac./chron.infect., asthma, eczema, atop. allerg., do not mix.with other prod.

Drug interactions: Reduc.oral Fe absorpt.if giv. concom.

 XE "Ferrimed" FERRIMED, (Aspen Pharmacare:Consumer) Pharmacare [P/S] 
Iron (III)-hydroxide polymaltose complex equiv.to iron (Fe) 

Indications: Iron defic.and iron defic.anaem.

(S1) SYRUP, [P/S] H842. 50 mg element.Fe/5 ml.

725935-006: 100 ml, R199,53
Dosage: Adults: Take in 2-3 div.dos.with meals. Init. 2,5-5 ml dly.incr.by 2,5-5 ml increments to 20 ml dly. Childr: 6-12 yrs: 2,5-12,5 ml/day in 1-2 div.dos. with meals. 2-5 yrs: 1,5-5 ml/day in 1-2 div. dos.with meals. Infts: 6 mnths-2 yrs:. Up to 6 mg element.Fe/kg bm/day in 3-4 div.dos.with feeds. Infts.und.6 mnths: 1-2,5 ml/day in 3-4 div.dos.with feeds tak.into acc.any supplem.Fe from formula. Low birth weight infts/infts with low Fe store: Init.2 mg/kg bm/day decr.grad.to 1 mg/kg bm/day.

(S1) CAPS, [P/S] H840.

Iron (III)-hydroxide polymaltose complex equiv.to 50 mg element.Fe, folic acid 150 µg.

725927-003: 60, R337,53
Dosage: Take in div.dos.with meals.

Therapeut.dos: 2-4 caps/day.
Supplement.dos: 1-2 caps dly.

(S1) DS CHEW TABS, [P/S] L/8.3/201.

Iron (III)-hydroxide polymaltose complex equiv.to element.iron. 100 mg.
726087-009: 30, R337,05
Dosage: Chew or swallow 1-2 tabs dly.in div.dos.with meals.
Contraindications: Fe overload (e.g. haemochromatos., haemosideros., chron. haemolysis /lead induc.anaem) Fe utilisat. disturbs. (e.g.Thalassaem.or sideroblast.anaem), Fe intol., rep.bld.transfus., all forms of anaem. without Fe defic. (e.g. megaloblast.anaem.stemm. from Vit B12 defic.& pernic.anaem), inflamm. condits /malign.

Side effects: GI irrit.& disturbs., black stools, lassit., headache.

See also MDR page 108-109.
 XE "Fortihem" FORTIHEM, Sandoz [P/S]

Iron as Iron(III)-Hydroxide sucrose complex

Indications: Sev. adult Fe defic. in pts. not tol./ respond. to oral Fe. when confirmed by appropr. investigat.

(S3) INJ, 50/8.3/1051. 100 mg/5 ml

3005818-001 5x5 ml amps, R611,80
Dosage: Admin.IV only. Admin.test dos.to a new pt. of 1-2,5 ml Innofer (20-50 mg Fe) by chos. route bef.1st therap.dos. Bal.of init.dos.may be giv. if no adverse react.occurs aft.15 min.wait Infusion: Dil.1 amp./100 ml 0.9 % NaCl, 1st 25 ml of sol.must be admin.as the test dos. if no adverse reacts: 100 mg (5 ml) in at least 15 min. 200 mg (10 ml) in at least 30 min.IV inj: Admin.slow.at rate of 1 ml undilut.sol./min.not exceed.2 amps (200 mg Fe)/inj. Test dos of 1 ml(20 mg Fe) to be inj.over 1-2 mins.bef.slow IV inj.Bal.of inj.may be giv.aft.15 mins.if no adverse react. May admin.during haemodialys.direct.into venous limb of dialyser. Adults incl.elderly: Tot.cumulat. dos.determ.by Hb lev.& bm. Indiv.dos.& dos.sched. See prod.lit.for calc.of tot.Fe defic., tot.single dose not exceed 200 mg given not more than 3x/wk. Admin.to be split if tot.necess. dos.exceed.max.allow.sngl. dos. Not recomm.for use in childr.

Contraindications: Fe overload/ Fe utilisat.disturbs. (eg.haemochromatos., haemosideros.), anaemia not due to Fe defic., known hypersens. to iron mono-/ disaccharide complexes, evid.of liv.damage, infectious hepatit., ac./ chron. infects., asthma/ eczema/ allerg.disord./ anaphylact.react.hist., 1st trimest.of pregn., safety in lactat./ childr.not est., total dos infus.(TDI), not suit.for IM inj.

Side effects: Freq.: Dysgeus., palpitat., hypotens., hypertens., naus, inject./ infus.site react. Less freq.: Hypersens., headach., dizzin., paraesthes., hypoaesthes., syncope, somnol., bradycard., tachycard., Kounis synd., flush., phlebit., dyspn., vomit., abdom.pain, diarrh., constipat., prurit., rash, musc.spasm, myalg., arthralg., pain in extremit., back pain, chromatur., chills, asthen., fatig., oedema peripher./ chest pain, hyperhidros., pyrex., incr.ALAT/ ASAT/ GGT/ serum ferritin/ bld.lact.dehydrogen. Freq. not known: Anaphylactoid/ anaphylact.react., angioed., depress.lev.of.consciousn., confus., loss of consciousn., anx., trem., circulat.collapse, thrombophlebit., cold sweat, malaise, pallor, influenza-like illn., bronchosp., urticar., erythema.

Special warnings and precautions: Strictly by IV route, 200 mg max.dos.not.to be exceed., cardio-pulmon.resusc.facilit.to be avail., hypersens.risks in known medicine allerg./ sev.asthma/ eczema/ other atop.allerg./ immune/ inflamm.condits., serious anaphylactic/ allerg.reacts.disc.and admin IM adrenaline & othr.support.meas., discont.ther.in case of mild allerg.and admin antihist., discont.ther.in pts.with bacteraemia, hypotens.episod.if inj.admin.too rapidly, pts.with low Fe bind.capacit.&/ fol.acid defic.esp.at risk for allerg.react., in case of paraven.leak.rinse with small amount of NaCl, monitor Fe status to avoid Fe overload, not recomm.in liv dysfunct., not admin.with concom.oral Fe preps., do not mix with other meds.for admin., only recomm.diluent 0.9% NaCl, monitor for adverse effects for at least 30 mins post-admin., safety not establish.in porphyr.

Interactions: Concom.oral Fe prep., admin oral Fe at least 5 days aft.last inj.
 XE "Innofer" INNOFER, Innovata Pharma [P/S]

Iron as Iron(III)-Hydroxide sucrose complex

Indications: Sev.adult Fe defic.in pts.not tol./ respond. to oral Fe.when confirm.by appropr. investigat.

(S3) INJ, 50/8.3/0580.

3004640-001: 100 mg/5 ml, 5 vials, R467,69
Dosage: Admin.IV only. Admin.test dos.to a new pt. of 1-2,5 ml Innofer (20-50 mg Fe) by chos. route bef.1st therap.dos. Bal.of init.dos.may be giv. if no adverse react.occurs aft.15 min.wait Infusion: Dil.1 amp./100 ml 0.9 % NaCl, 1st 25 ml of sol.must be admin.as the test dos. if no adverse reacts: 100 mg (5 ml) in at least 15 min. 200 mg (10 ml) in at least 30 min.

IV inj: Admin.slow.at rate of 1 ml undilut.sol./min. not exceed. 2 amps (200 mg Fe)/inj. Test dos of 1 ml(20 mg Fe) to be inj.over 1-2 mins.bef.slow IV inj. Bal.of inj.may be giv.aft.15 mins.if no adverse react. May admin.during haemodialys.direct.into venous limb of dialyser.

Adults incl.elderly: Tot.cumulat.dos.determ. by Hb lev.& bm. Indiv.dos.& dos.sched. See prod.lit.for calc.of tot.Fe defic., tot.single dose not exceed 200 mg given not more than 3x/wk. Admin.to be split if tot.necess.dos.exceed.max.allow.sngl. dos. Not recomm.for use in childr.

Contraindications: Fe overload/Fe utilisat. disturbs. (e.g.haemochromatos., haemosideros.), evid.liv.damage, infectious hepatit., ac./chron. infects., asthma/eczema/anaphylact./allerg.react. hist., 1st trimest.of pregn., safety in lactat./childr.not est.

Side effects: Freq.: Trans.taste pervers.( metall.taste), dysgeus., hypotens., hypertens., admin.site reacts. Less freq.: Hypersens.reacts., headache, dizzin., paraesthes., hypoaesthes., syncope, somnol., palpitat., flush., phlebit., bronchosp., dyspn., chromatur., N&V, abdom.pain, diarrh., constipat., prurit., urticar., rash, exanthem., erythem., musc.cramps, back/extremit. pain, myalg., arthralg., shiver., fev., chest pain/tightn., fatig., asthen., malaise, incr.ALA/ AST/ GGT/serum ferritin/ bld.lact.dehydrogen.Freq.unknown: Anaphylact./anaphylactoid reacts., angioed., depress.lvl.consciousn., anx., trem., confus., loss conciousn., bradycard., tachycard., circulat.collapse, thrombophlebit., hypophosphataem.osteomalac., feel.lighthead., joint swell., hyperhidros., pallor, cold sweat, influenza-like illn.

Special warnings and precautions: Stictly by IV route, 200 mg max.dos.not.to be exceed., cardio-pulmon.resusc.facilit.to be avail., incr. hypersens.risk in known allerg. incl.meds./ sev. asthma hist./eczema or other atop.allerg./ immune or inflamm.condits., serious anaphylactic/ allerg.reacts.disc.and admin IM adrenaline & othr.support.measures, discont.ther.in case of mild allerg.and admin antihist., hypotens. episod. if inj.admin.too rapidly, pts.with low Fe bind. capacit.&/fol.acid defic.esp.at risk for allerg. react., in case of paraven.leak.rinse with small amount of NaCl, monitor Fe status to avoid Fe overload, not recomm.in liv dysfunct., not admin. with concom.oral Fe preps., do not mix with other meds.for admin., only recomm.diluent 0.9 % NaCl, monitor.serum phosphate in pts.with multiple admin at high dose /long term treatm. & those with risk fact.for hypophosphataemia (eg. vit D defic./ Ca &phosphate malab./ sec.hyperparathyroid./ heredit.hemorrhag.telangiectas./ inflamm.bowel dis./ osteoporos.), contains sucrose.

Interactions: Concom.oral Fe prep., admin oral Fe at leat 5 days aft.last inj.
 XE "Mircera" MIRCERA, Roche
Methoxy polyethylene glycol-epoetin beta.

Indications: Anaem.assoc.with chron.kidn.dis.

(S4) INJ, 42/8.3/0480, 0481, 0482, 43/8.3/0942, 42/8.3/0483, 0484, 0485, 43/8.3/0943

712562-001: 50 µg/0,3 ml, sngl.pre-fill.syr., R1 364,82
712563-001: 75 µg/0,3 ml, sngl.pre-fill.syr., R2 047,22
712564-001: 100 µg/0,3 ml, sngl.pre-fill.syr., R2 068,88
717045-001: 120 µg/0,3 ml, sngl.pre-fill.syr., R3 275,56
712565-001: 150 µg/0,3 ml, sngl.pre-fill.syr., R4 094,46
712567-001: 200 µg/0,3 ml, sngl.pre-fill.syr., R4 137,76
712568-001: 250 µg/0,3 ml, sngl.pre-fill.syr., R4 137,76
717046-001: 360 µg/0,6 ml, sngl.pre-fill.syr., R6 255,41
Dosage: Do not mix with other products. Ster.but unpreserv.prod.theref.do not admin.more than 1 dos. / pre-fill.syr. Do not shake. Reach room temp. bef.inj. init.treatm.und. supervis.of a doctor.

Admin.SC/IV accord.to clinic.pref. Monit.Hb every 2wks.till stabilis.& periodic.thereaft., SC inj can be admin.in abdom./arm/thigh, treatm.norm.long term. If dos.miss.admin.miss.dos.ASAP & restart. at prescrib.dos.freq.

Pts.curr.NOT treat.with ESA: 

Pts.not on dialys.: Recomm.start.dos: 1,2 µg/kg bw once every mnth. as a sngl.

SC inj. Alternativ.a start.dos. of 0,6 µg/kg bw may be admin.once every 2 wks.as sngl.IV/SC inj.
Pts.on dialys: Recomm.start.dos: 0,6 µg/kg bw once every 2 wks.as sngl. IV/SC inj.to incr. Hb to great.than 11 g/dL. Dos.may be incr.by approx. 25% of prev.dos.if rate of Hb rise is less than 1,0 g/dL over a mnth. Furth.incr.of approx. 25% poss.at mnthly.interv.till indiv.target Hb lev.obt. If Hb rise > 2 g/dL in 1 mnth.or Hb lev.incr.rapid (>1 g/dL in any 2-wk per.) reduc.dos.by approx. 25% or more as need.to reduc.rapid respons. Interrupt. ther if Hb lev. >11 g/dL unt.Hb lev.falls below 11 g/dL & then restart.with approx.50 % of prev. admin.dos.

Pts.treat once every 2 wks.whose Hb conc.is >11 g/dL may receive MIRCERA admin.1x/mnth. using the dos.equal to 2x the prev.once every 2 wks dos. Do not adjust dos.more often than once a mnth.

Pts.curr.treat. with an epoetin: Convert to once a mnth. or once every 2 wks.as sngl.IV/SC inj. Admin. 1st inj. at time sched.for prev.epoetin. Bas. start.dos.on prev.calc.wkly.epoetin dos.at time of substitut. as follow: <8 000 units/wk: admin. 120 µg/mnth or 60 µg every 2 wks.8 000-16 000 units/wk: admin. 200 µg/mnth or 100 µg every 2 wks. >16 000 units/wk: admin.360 µg/mnth or 180 µg every 2 wks. If dos.adjustm.reqd.to maint. target Hb conc.above 11 g/dL adjust mnthly.dos.by approx.25%. If Hb rise great.than 2 g/dL in 1 mnth. or Hb lev.incr.& approach.12 g/dL reduc.dos.by approx.25%. If Hb lev.contin.to incr.interupt. ther.until Hb.lev.starts to decr.when ther.may be re-start.at dos.approx 25% below prev.admin.dos. Do not adjust dos. more often than once a mnth.

Contraindications: Uncontr.hypertens., pregn., lactat., pts.und.18 yrs.due to lack of safety & effic. data, anaem. assoc.with hepatit.C.

Side effects: Hypertens., thrombocytopen., pure red cell aplasia, headache, hypertens. encephalopathy, maculo-papul.rash, Stev.-Johns. syndr./tox. epiderm.necrolys., vasc.access thrombos., hot flush, thrombos., pulm.embol., hypersens., anaphylact.reacts.., slight decr.in platel. count.

Warnings and special precautions: Anti-erythropoietin antibod.shown to cross react with erythropoietin stimulat.agents theref.do not switch to Mircera if erythropoietin antibod.suspect./ confirm., paradoxic.decr.in Hb & developm.of sev. anaem. assoc.with low reticuloc counts should prompt discont.of treatm.& test.for anti-erythropoietin antibod., maint.Hb conc.should not exceed. the upper limit of target Hb conc.recomm. in dosage in pts.with chron.kidn.dis., monit.BP bef.init.& dur.ther, may stimul.growth of any type of malign., safety & effic.not est.in haemoglobinopathies/ seiz./platelet lev.great. than 500x109/L, eval.Fe status & supplem.Fe ther. recomm.in all pts.with ser.ferritin values bel. 100 µg/L or transferr.saturat.bel.20%, chron.bld. loss/ bone marr.fibros./sev.Al overload from ren. fail.treatm./folic acid or Vit.B defic.& haemolysis may comprom.therapeut.effectiven., consid.poss. pure red cell aplas.(PRCA) if pt.has sudd.Hb drop assoc.with reticulocytopen.& anti-erythropoietin antibod.& all other poss.causes excl., discont.ther. & switch to other ESA if PRCA diagnos.

 XE "Rautevene" RAUTEVENE, Gen-eye [P/S]
Iron(III)-hydroxide sucrose complex.

Indications: Sev.adult Fe defic.in pts.not tol./ respond. to oral Fe.when confirm. by appropr. investigat.

(S3) INJ, 46/8.3/0849. 100 mg/5 ml

719989-001: 5x5 ml amps, R644,96
Dosage: IV admin.only by slow IV inj./IV drip infus./ into venous limb of dialyser in pts.receiv. haemodialys. Always admin.a test dos.of 1 to 2,5 ml Rautevene (20-50 mg Fe) by chos.route bef. 1st therap. dos. Bal.of init.dos.may be giv.if no adverse react.occurs with.wait.per.of at least 15 min. aft.admin. Infus: 1 amp.dilut.in 100 ml NaCl immed.prior to infus.(i.e.2 amps in 200 ml NaCl). 1st 25 ml of sol.infus.as test dos.over 15 min. Bal.of infus.to be giv.as foll.if no react.dur this time: 100 mg Fe (5 ml Rautevene) in at least 15 min. & 200 mg Fe (10 ml Rautevene) in at least 30 mins. IV inj: Admin.slow.at rate of 1 ml undilut. sol./min. (5 min./amp.)not exceed.2 amps Rautevene (200 mg Fe/inj.) 1 ml test dos.to be inj. slow.over per.of 1-2 mins. Bal.of init.dos.may be giv.if no adverse effs.with.15  mins.of compl.test dos. Dos.calculat: Adults incl.elderly: Tot. cumulativ.dos.determ.by Hb lev.& bm. Indiv.dos.& dos. sched. See prod.lit.for calc.of tot.Fe defic., numb. of amps.to be admin.& dilut.criteria. Tot. sngl. dos.not to exceed 200 mg Fe giv.not more than 3x/wk. Admin.to be split if tot.necess.dos. exceeds max.allow.sngl.dos.

Contraindications: Anaem.not caus.by Fe defic. (e.g.haemolyt. anaem.), no adeq.studies for use in childr., safety in porphyr./lactat.not est., concom. oral Fe preps., 1st trimest.of pregn., mix./simultan. admin.of other meds., SC/IM admin., tot.dos. infus., Fe storage dis.(iron overl.e.g. haemochromatos./ haemosideros.), disturbs.in iron utilisat., clinic./biochem.liv.damage evid., infectious hepatit., ac./chron.infect., asthma/ eczema/other allerg.disords./anaphylact.react. hist.

Side effects: Tachycard., palpitat., hypotens.& collapse, GI disturbs., fev., shiver., flush., chest pain & tightn., inj.site disords., fatig., asthen., malaise, hyperhidros., anaphylact./anaphylactoid reacts., periph.oed., angioed., arthralg., reduc. consciousn.lev., lighthead.feel., confus., musc. cramps, myalg., joint swell., back pain, trans.taste pervers.esp.metall.taste, headache, dizzin., paraesthes., bronchosp., dyspn., skin reacts.

Special precautions: Cons.benef.vs risk in 2/3rd trimest.of pregn. admin.to women with sev.Fe defic. anaem.where there is an inabil.to absorb/ tol.adeq.amnts of oral Fe, avoid paraven.leak.at inj. site, hypotens.episod.poss.if inj.admin.too rapidly, pts.with low bind.capacity &/folic acid defic. are at incr.risk of allerg./anaphylact.reacts., max.dly dos.of 200 mg not to be exceed., use for approv.indic.only.

Warnings: CPR facilit.to be avail.for poss. allerg./ anaphylact.reacts., discont.ther.in event of allerg. react.and init. est.resuscit.proced., pts.with low Fe bind.capacit. &/fol.acid defic.partic.at risk of allerg. reacts.

 XE "Recormon" RECORMON, Roche
Human erythropoietin (recombin.rhEPO).

Indications: Replacem.of erythropoietin in transfus. depend.pts.with ren.anaem.requir.reg. haemodialys., symptomat.ren.anaem.treatm.in non-dialysed pts.with chron.ren.fail., prev. prematurity anaem.in inft less than 34 wks.& birth weight betw 750-1500 g, treatm.of symptomat. adult anaem in non-myeloid malign.receiv. chemother., incr.yield of autologous bld.donat.by pts. sched.for elect.surg.bal.against incr.risk of thromboembol.events. Only give treatm.to pts with mod.anaemia (Hb 10 - 12 g/dl) [6,21 - 7,44 mmol/l] no iron defic.if bld conserv.proced are not avail.or insuffic. when the sched.maj.elect.surg.requires a large vol.of bld (4 or more units of blood for females and 5 or more units for males).
(S4) PRE-FILL.SYR., 37/8.3/0567, 0568, 0569, 38/8.3/0500, 39/8.3/0105

704772-001: 2 000 IU/pre-fill.syr., 6 syr., R1 130,94
704631-001: 4 000 IU/pre-fill.syr., 6.syr., R2 261,92
704630-001: 6 000 IU/pre-fill.syr., 6 syr., R3 322,74
705261-001: 10 000 IU/pre-fill.syr., 6 syr., R6 244,83
705751-002: 30 000 IU/pre-fill.syr., 1 syr., R3 645,42
Dosage: Admin.init.by experienc.physic. Admin. 1st dos.under medic.supervis., As treatm.cannot be predict. Hb & platelet.monit.imperat.
Anaem.pts.with chron.ren.fail: Admin.SC/ IV. IV admin.over 2 mins., for non-haemodialys. pts. SC admin. preferr. in order to avoid punct.of periph. veins. Haemodialysis pts: Admin.SC or IV via the arterio-venous fistula at at the end of dialysis over approx. 2 mins. Non-haemodialysed pts: SC admin. pref. In chron.kidn.dis target HB lev is 10-12 g/dl or determ.indiv.in pres.of hypertens./exist.CV, cerebrovasc/ periph.vasc.dis.

Treatm.is div.into 2 phases.(ie. correct.& maint phase)

Correct.phase: SC admin: Init: 20 IU/kg bm 3x/wk, may be incr.every 4 wks.by 20 IU/kg bm 3x/wk.if incr.of pack.cell vol.not adeq. (<0,25 g/dl per wk).Wkly.dos.can be div.into dly dos.

IV admin: Init 40 IU/kg bm 3x/wk. To achieve a pack.cell vol of betw.30-35%, the dos.may be rais. aft.1 mnth.to 80 IU/kg bm.3x/wk.furth increm.of 20 IU/kg 3x/wk.if need.at mnthly interv. Max.dos. not to exceed 720 IU/kg bm/wk.

Maint.phase: To maint.target Hb value of approx. 10-12 g/dl the dos.is init.½ the prev.admin.amount in the correct.phase. Haematocrit level of 35 % should not be exceed. Subseq.adjust.dos.at 2-4 wks indiv.

Admin.SC dos.as wkly dos.given poss.as sngl. dos/div dos.3 or 7x/wk., Switch pts.stable on once wkly dos.regim. to once every 2 wk.admin.

Prev.anaem.of prematurity: Admin.SC 250 IU/kg bm/3x/wk.x6 wks. Start treatm.ASAP pref.at day 3 of life. Infts.already transfus.at start of treatm.are not likely to benef.as much as untransfus. infts.

Symptomat.anaem.in Ca pts: Admin.SC. Admin. wkly.dos.as one inj/wk or can be in div.dos.3-7 sngl. times/wk. Recomm.init.dos. 30 000 IU/wk. (correspond.to approx.450 IU/kg bm/ wk). Treatm. indic.if Hb is <11 g/dl & not exceed 12 g/dl. If Hb value incr.by at least 1 g/dl aft.4 wks.ther.cont. curr. dos. Consid.doubl.dos.if Hb val.not incr.by at least 1 g/ dl aft.4 wks. If Hb value not incr.by at least 1 g/dl aft.8 wks.ther.respons.unlikely & discont. Cont.ther.for at least 4 wks.aft.end of chemother. Max.dos.not to exceed 60 000 IU/wk. Once therapeutic object.achiev.reduc.dos by 25-50% to maint.Hb lev. If necess.do furth.dos.reduct. to ensure Hb lev not exceed 12 g/dl. If Hb rise great. than 2 g/dl in 4 wks.reduc.dos.by 25-50%

Incr.yield of donat.autologous bld: IV admin. over approx.2 mins./SC. Admin. 2x/wk.over 4 wks. When pts.condit.allows bld. donat. (ie. PCV > 33%) admin.Recormon at end of bld.donat. Dur.entire treatm.period PCV of 48% should not be exceed. Dos. is determ.by surg.team for each indiv.pt.as funct.of the reqd.amnt.of pre-donat.bld.& endogen. red.cell reserve. See manufact.lit.for full detail.

Contraindications: Childr.und.6 yrs.as clinic. exper. insuffic., uncontr.hypertens., pregn., lactat., MI./ stroke/unstable ang.pect./DVT risk in mnth preced.treatm.for incr.yield in autolog.bld.indicat.

Side effects: Incr.in BP/aggrav.of exist. hypertens. esp.in cases of rapid PCV incr., hypertens. crisis with encephalopathy-like sympts. in pts.with norm./low BP, gen.tonoclon.seiz., headache, shunt thrombos.esp.in pts.with tenden. to hypotens./whose arterioven.fistulae exhibit complicat., fall in ser.Fe paramet., allerg.skin reacts., loc.reacts., anaphylact.reacts., flu-like sympts. partic.at start of ther., neutral.anti-erythropoietin antibod.mediated PRCA, incr.ser.K & phosph.bld. lev., dos.depend.rise in platel.count,

Warnings and special precautions: Refract. anaem. with excess blast in transformat., epilep., thrombocytos., chron.liv.fail., hypersens., rule out folic acid & vit.B12 defic.as effectiven.of ther. reduc., abuse by healthy indiv.may incr.pack. cell vol. excess.with poss.life-threaten.CV complicat., phenylketonur., eval.Fe status prior to/dur ther.& supplement.ther.institut.where necess., condits. compromis.effectiven.incl. Fe defic./chron. inflamm./ chron.bld.loss/bone marr.fibros./sev.Al overload/folic acid & vit.B12 defic./haemolys., consid. exam.of bone marr.for diagnos.of PRCA in sudd. drop of Hb assoc. with reticulocytop. & anti-erythropoiet. antibod.where other potent.caus. excl., discont.& switch to other ESA if PRCA diagnos., monit.platelet counts/ haematocrit/Hb levs. at reg.interv.in all pts, do not switch pts.with confirm. neutralis.antibodies to erythropoietin, poss. stimulat.of any malign.type, reg.BP monit. dur. dialys.& esp.start of ther., sudd.stabb. migraine-like headaches poss.warn.sign.of hypertens. cris., poss. hepar.dos.adjustm. dur. haemodialys., sev.Al overload may comprom. effectiven., occlus.of dialys.syst.if heparinisat.is not optim., monit.platel.count reg.dur.1st8 wks.of treatm., discont.treatm.if platelet.incr.by more than 150x109/l or above norm.range,for autolog.bld. donat. only pts.with PCV>33%/care with pts. <50 kg/ sngl.vol.withdr.not exceed.12% of pts.est. bld.vol., reserve treatm.for pts.where import.to avoid homolog.bld. transfus.consid.risk:benef.for homolog transfus., monit.K ser.lev.reg.in chron. kidn. dis.& discont.if K lev.elev/ris., paed.use, poss. slight rise in platelet counts particul up to day 12 - 14 of life in pts. treat.for anaem.of prematur.

 XE "Revolade" REVOLADE, Novartis 
Eltrombopag olamine

Indications: Pts.aged 1 yr.& above with prim. immune thrombocytopen.(ITP) last.6 mnths.or long. from diagnos.& refract.to other treatm.(eg. corticoster., immunoglobulins). Use only in pts. with ITP where degree of thrombocytopen.& clinic. condit. incr.bleed.risk.

Adults with acquir.sev.aplast.anaem.(SAA) either refract. to prior immunosuppress.ther./heavily pretreat.& unsuit.for haematopoet.stem cell transplant.

(S4) TABS, 44/26/0548, 0549

3000171-001: 25 mg, 28, R17 060,67
3000172-001: 50 mg, 28, R34 121,33
Dosage: Indiv.bas.on platel.counts

ITP: Use low.effect.dos.regim.to maint.platel. counts >50 000/µl. Platelet counts gen.incr.within 1-2 wks.of start ther.& decr.1-2 wks.aft. discont. Take at least 2 hrs.bef.or 4 hrs.aft.antacids/diary prod./polyval.cations contain.min.supplem. May be tak.with food contain.little/pref.no Ca. 
Adults & paed.6-17 yrs: Recomm.start.dos: 50 mg once dly. Reduc.dos.to 25 mg once dly.in pts.of E & SE-Asian ancestry. 

Paed.1-5 yrs: Recomm.start.dos: 25 mg once dly.

Monit.& dos.adjustm: Adjust dos.to achieve/ maint. platel.count ≥ 50 000/µl as necess.to reduc. bleed. risk. Do not exceed 75 mg dly. Monit.clin. haematol.& LFT reg., assess CBC incl. platel. count & periph.bld smears wkly.until stable platel.count (50 000/µl) achiev.then mnthly. thereaft. Ref.to prod.lit.for dos adjustm.guide.

Monit.platel.count wkly for 2-3 wks.aft.any dos. adjustm.wait.at least 2 wks.(3 wks.in case of liv. dis.) to see eff.aft.any dos.adjustm.prior to consider. another dos.adjustm.

Discont.treatm.if platel.count not suffic.incr.to avoid clin.imp.bleed.aft. 4 wks.at 75 mg once dly.
SAA: Init. 50 mg once dly. Reduc.dos.to 25 mg once dly.in pts.of Asian ancestry. Do not init.if cytogenet.abnormalit.of chromosome 7 exist.

Monit.& dos.adjustm: Dos.titrat.for haematolog. respons.gen.up to 150 mg tak.up to 16 wks.aft. start. ther. Adjust in 50 mg increm.every 2 wks. as necess.to achiev.targ.platel.count ≥50 000 µl. Incr. dos. to 50 mg dly.in pts.on 25 mg dly.bef.incr.dos. amnt by 50 mg. Do not exceed 150 mg.dly. Monit. haematology & liv.tests.reg.& adjust dos.bas.on platel.count. Ref.to prod.lit.for dos adjustm.guide. Pts.achiev.tri-lineage (WBC; RBC & platelet) respons.incl.transfus. independ. last.at least 8 wks. dos.may be reduc.by 50%. If counts remain stable aft.8 wks.at reduc.dos. discont.ther.& monit. bld.counts. If platlet count drops to <30 000/ul; Hb to <9 g/dl or ANC to <0,5x109/l ther.may be reinit.at prev.effect.dos.

Discont.if no haematology.respons.aft 16 wks.of ther. If new cytogen.abnormalit.occur eval.if ther. continuat.appropr. Excess.platel.count respons. (see lit)/imp.liv.test abnormalit.also necessit. discont.

Contraindications: Safety in pregn./lactat.not est.

Side effects: V.common: Nasopharyngit., URTI, cough, naus. diarrh., incr.alan.aminotransfer., Common: Pharyngit., influenza, oral herpes, pneum., sinusit., tonsillit., RTI, gingivit., anaem., eosinophil., leucocytos., thrombocytopen., decr.HB & WBC, hypokalaem., decr.appetite, incr.bld.uric acid, sleep disord., depress., paraesthes., hypoaesthes., somnol., migraine, dry eye, blurr.vis., eye pain, reduc.vis.acuity, ear pain, vertigo, DVT, haematoma, hot flush., oropharyng. pain, rhinorrh., mouth ulcerat., toothache, vomit., abdom.pain, mouth haemorrh., flatul., incr. aspart.aminotransfer., hyperbilirubinaem., abnorm. hepat.funct., rash, alopec., hyperhidros., prurit., gen.petech., myalg., musc.sp., musculoskelet.pain, bone & back pain, proteinur., incr.bld.creatin., thrombot.microangiopathy with ren.fail., menorrhag., pyrex., chest pain, asthen., incr.bld. alkal.phosphat. Uncommon: Skin infect., rectosigmoid Ca, anisocytyos., haemolyt.anaem., myelocytos., incr.band neutrophil count/-platel.count/-haemoglob., myelocyte pres., hypersens., anorex., gout, hypocalcaem., apathy, alt.mood, tearfuln., trem., bal.disord., dysaesthes., hemipares., migraine with aura, periph. neuropathy,& -sensory neuropathy, speech disord., tox.neuropathy, vasc.headache, lenticul.opacit., astigmat., cataract cortic., incr.lacriminat., retin. haemorrh.& -pigment epitheliopathy, vis.impairm., abnorm.vis.acuity tests, blepharit., keratoconjunctivit. sicca, tachycard., ac.MI, CV disord., cyanos., sin.tachycard., ECG QT prolongat., embol., superfic.thrombophlebit., flush., pulm. embol./-infarct., nas.discomf., oropharyng.blister., sinus disord., sleep apnoea syndr., dry mouth, glossodynia, abdom.tendern., discol.faeces, food poison., freq.bowel movem., haematemes., oral discomf., cholestas., hepat.les., hepatit., drug-induc.liv.injur., urticar., dermatos., cold sweat, erythema, melanos., pigmentat.disord., skin discolourat./-exfolat., musc.weakn., ren.fail., leukocytur., lupus nephrit., noctur., incr.bld.urea/-urine prot./creatin.ratio, feel hot, vessel punct.site haemorrh., feel.jittery, wound inflammat., malaise, foreign body sensat., incr.bld.albumin./-prot.total/-urine pH, decr.bld.album., sunburn.
SAA study: V.common: Headache, dizzin., cough, oropharyng.pain, rhinorrh., diarrh., naus., gingiv.bleed., abdom.pain, incr.transaminas., arthralg., extremit.pain, musc.sp., fatig., pyrex., chills. Common: Neutropen., spleen.infarct., Fe overload, decr.appet., hypoglycaem., incr. appet., anx., depress., syncope, dry eye, cataract, ocul.icter., blurr.vis., vis.impairm., vitreous float., epitax., oral mucosa blister./-pain, vomit., abdom.discomf./-distens., constipat., dysphag., discol.faec., swoll.tongue, GI motil.disord., flatul., hyperbilrubin., jaund., petechiae, rash, prurit., urticar., skin les., macul.rash, back-/bone pain, myalg., chromatur., asthen., periph.oed., malaise, incr.bld.creatin.phosphokin. Not known: Drug induc. liv.injur., skin discolourat., skin hyperpigmentat.
Special warnings and precautions: Not for attempt.to normal.platel.count., safety & effic.not est.in other thrombocytopen.condits.incl. chemother. induc.thrombocytopen.& myelodysplast. syndr., meas.ser.ALT/AST/bilirub. prior to init./every 2 wks.dur.dos.adjustm.phase & mnthly follow.est.stable dos., eval.abnorm.ser.liv. tests with repeat test.within 3-5 days. & if abnormalit. confirm.monit.ser.liv.tests until resolv./ stabilis./return.to baseline lev., discont.if ALT lev.incr.(≥3x ULN) in pts.with norm.liv. funct./ ≥3x baseline (or >5x ULN, whichev.is low.) in pts. with elev.in transaminas.bef.treatm./that are progress./ persist.for ≥4 wks./accomp.by incr. direct bilirubin/accomp.by clin.sympts of liv.inj.or evid.for hepat.decompensat., hepat.dis./-impairm., theoretic.risk of thrombot./thromboembol. complicat.in ITP with platelet counts above norm. range, monit.pts.with known thromboembol.risk fact., monit.platel.count & consid.dos.reduct./ discont.if platel.count exceeds targ.lev., incr.port. vein thrombos.risk in thrombocytopen.pts.with chron.liv.dis.in pts.on 75 mg dly.x14 days undergo. elect.invas.proced.theref.ther.not indicat.in this pt.profile., although no thromboembol.events (TEE’s) identif.in clinic.study in refract.SAA TEE’s might be expect.in this pt.populat., platel.count wkly.x 4 wks.follow.discont.as bleed.risk incr., incr. risk for dev./progress.of reticulin fibres within bone marr., est.baseline lev.of cellul.& morphologic. abnormalit.bef.init.ther.& perform mnthly complete bld.counts, discont.ther.if new or worsen.morpholigic.abnormalit./cytopen develops & consid.bone marr.biopsy.incl.stain.for fibros., monit.pts.for cataracts at intervals not exceed.6 mnths., close monit.of ren.imp.pts., for ITP limit. data in pts.>65 yrs & no clinic exper.in pts.>85 yrs., for SAA limit.data in pts.>75 yrs., E & SE Asian pts., insuffic.data on safety & effic.in childr.und.1 yr.for ITP & no data avail.for pts.<18 yrs.for SAA, excret.in rat milk, eval.adverse event profile bef. driv./perform.complic.tasks.

Interactions: Incr. rosuvastatin plasma conc., caut.with other OATP1B & BRCP substrates, decr.expos.with cyclosporine when platel.count to be monit.wkly.x2-3 wks., decr.plasma with polyval.cation-contain.antacids/Ca-rich meals, admin antacids/dairy prods. & other prods.contain. polyval.cations at least 4 hrs apart from REVOLADE, conc.decr.with lopinavir/ ritonavir when platel.count to be monit.wkly.x2-3 wks.
See also MDR page 569.
 XE "Sucrofer" SUCROFER, Pharma Dynamics [P/S]

Iron sucrose equiv.to element.Fe.

Indications: Sev.adult Fe defic.in pts.not tol./ respond. to oral Fe.when confirm. by appropr. investigat.

(S3) INJ, A45/8.3/0252. 20 mg/ml
720333-001: 5x5 ml amps, R620,12
Dosage: Admin.IV only. Admin.test dos.to a new pt. of 1-2,5 ml Sucrofer (20-50 mg Fe) by chos. route bef.1st therap.dos. Bal.of init.dos.may be giv. if no adverse react.occurs aft.15 min.wait per. Infus. rate no more than 50 ml in 15 mins.by slow IV inj./IV drip infus./into venous limb of dialyser in pts. receiv.haemodialys. Infus.pref.method of admin. Infus: 1 amp.dilut.in 100 ml NaCl/2 amps dil. in 200 ml NaCl if used.1st 25 ml of sol.must be admin.as the test dos. 

IV inj: Admin.slow.at rate of 1 ml undilut.sol./min. not exceed. 2 amps (200 mg Fe)/inj. Test dos of 1 ml(20 mg Fe) to be inj.over 1-2 mins.bef.slow IV inj. Bal.of inj.may be giv.aft.15 mins.if no adverse react.

Adults incl.elderly: Tot.cumulat.dos.determ.by Hb lev.& bm. Indiv.dos.& dos.sched. See prod.lit.for calc.of tot.Fe defic., numb.of amps.to be admin.& dilut.criter. Norm.recomm.dos.sched.is 100 mg Fe (1x 5 ml amp.) not more than 3x/wk. When rapid deliv.of Fe to body stores reqd.dos.may be incr.to 200 mg Fe admin.not more than 3x/wk. Admin.to be split if tot.necess.dos.exceed.max.allow.sngl. dos

Contraindications: Fe overload/Fe utilisat. disturbs. (e.g.haemochromatos., haemosideros.), evid.hepat.damage, infectious hepatit., ac./chron. infects., asthma/eczema/anaphylact./allerg.react. hist., anaem.not caus.by Fe defic., 1st trimest.of pregn., safety in lactat./childr.not est.

Side effects: Anaphylact./anaphylactoid reacts., pneum., bld.dyscras.incl.polycythem., angioed., Fe overload, CNS effs., dysgeus., headache, dizzin., migraine, lightheadedn., anx., trem., tachycard., palpitat., chest pain/tightn., hypotens.., collapse, periph. oed., flush., phlebit., admin.site reacts., shock, MI, dysrhythm., bradycard., hypertens., bronchosp., dyspn., GI disturbs., skin reacts., musc./ back/extremit. pain, myalg., joint swell., arthralg., limb discomf., musc.spasm, hypoton., chromatur., haematur., metall.taste, burn., swell., shiver., fev., asthen., lymphadenopathy, hyperhidros., pallor, malaise.

Warnings and special precautions: Use for approv.indic.only, emergency facilit.to be avail., incr. hypersens.risk in known allerg. incl.meds./ sev. asthma hist./eczema or other atop.allerg./ immune or inflamm.condits., discont.ther.in case of mild allerg./anaphylact.reacts., hypotens. episod. if inj.admin.too rapidly, pts.with low Fe bind. capacit.&/fol.acid defic.esp.at risk for allerg. react., avoid paraven.leak.at admin.site, not admin. with concom.oral Fe preps., not for SC/IM use/ tot.dos.infus., 200 mg max.dos.nev.to be exceed.
 XE "Venofer" VENOFER, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Iron(III)-hydroxide sucrose complex equiv.to Fe.

Indications: Sev.adult Fe defic.in pts.not tol./ respond. to oral Fe.when confirm.by appropr. investigat.

(S3) INJ, 32/8.3/0166. 100 mg/5 ml

873276-019: 5x5 ml amps, R1 094,34
Dosage: IV admin.only by slow IV inj./IV drip infus/ into venous limb of dialyser in pts.receiv. haemodialys. Max. dly.dos.of 200 mg not to be exceed. Do not mix with other meds for simultan. admin.0,9% NaCl is the only recomm. dil.for infus. Always admin.a test dos.of 20-50 mg by chos.route to new pt bef. 1st therapeut. dos.If no adverse react.occurs aft.at least 15 min.admin. bal. of init.dos.(100 mg in at least 15 mins & 200 mg in at least 30 mins.)

Tot.cumulativ.dos.determ.by Hb lev.& bm. Indiv. dos. & dos.sched. See prod.lit.for calc.of tot.Fe defic., numb.of amps.to be admin.& dilut. criteria.

Normal recomm.dos.sched.is 100 mg not more than 3x/wk. When rapid deliv.of Fe to body stores reqd.dos.may be incr.to 200 mg not more than 3x/wk.

Contraindications: Fe overload/Fe utilisat. disturbs. (e.g.haemochromatos, haemosideros.), anaem.not caus.by Fe defic.(e.g.haemolyt. anaem), clinic./biochemic.liv.damage evid., infect. hepatit., ac/chron.infect., asthma/ eczema/ other allerg.disords./anaphylact.react. hist., safety in 1st trimest.pregn./lactat and childr not est., IM/SC admin., total dos infus.(TDI), not suit.for IM inj.
Side effects: Hypotens.& collapse, tachycard., palpitat., GI disturbs., abdom.pain, fev., shiver., flush., chest pain & tightn., loc.inj.site reacts., anaphylact.reacts.involv.arthralg., periph.oed., fatig., asthen. malaise, reduc.consciousn.lev., lighthead.feel., confus., angio-oed., joint swell., hyperhidros., back pain, musc.cramps, myalg., trans.taste pervers.partic.metall.taste, headache, dizzin., paraesthes., bronchosp., dyspn., skin reacts.

Special precautions: Only admin.to pregn. women with sev.Fe defic.anaem.where there is an inability to absorb/tol.adeq.amnts of oral Fe, driv.& mach.operat.not advis if pt.dizz./ confus./ light head.

Warnings: Admin.strictly by IV route & do not exceed max.dly.dos of 200 mg, resuscitat.facilit. always to be avail.for poss.allerg./anaphylact. reacts., discont.ther.in event of allerg.react.and init. est.resuscitat.proced., poss.hypotens.episod. with too rapid admin., pts.with low Fe bind. capacit. and/fol. acid defic.partic.at risk of allerg. reacts., do not admin.with concom.oral Fe preps, safety in porphyr.not est.
Interactions: Do not admin.with concom.oral Fe preps.as absorption of oral preps.reduc
See also MDR page 164.
8.7
Others
NORMOSANG (MDR Listing)

 XE "Agrylin" AGRYLIN, Takeda [P/S] 
Anagrelide HCl monohydrate equiv.to anagrelide.

Indications: Platel.count reduc.in essent. thrombocythem., polycythem.vera & other myeloproliferat.disords.

(S4) CAPS. 33/8/0288

875112-005: 0,5 mg, 100, 

R5 785,95

Dosage: Indiv. Adults: Init.recomm.dos: 0,5 mg 4xdly.or 1 mg 2xdly.for at least 1 wk. Paed.pts: Start.dos.range 0,5 mg/day to 0,5 mg 4xdly. As data limit.init.recomm.start.dos.0,5 mg/day. 

Admin. thereaft. low. eff.dos.to reduc.& maint. platelet count below 600 000/uL Incr.by not more than 0,5 mg/day in any one wk. Maint.dos.not expect.to be diff.betw.adults & paed pts. Do not exceed 10 mg/day or 2,5 mg in a sngl.dos. Adeq. respon.norm.attain.at 1,5-3 mg/day. Respons. gen.within 7-14 days at proper dos. Time to complete respons.4-12 wks.

Contraindications: Sev.hepat.impairm.
Side effects: Common: Anaem., fluid retent., dizzin., palpitat., tachycard., N&V, diarrh., abdom.pain, flatul., rash, fatig. Uncomm: Thrombocytopen., pancytopen., ecchymos., haemorrh., oed., weight loss, paraesthes., insomn., depress., confus., hypoaesthes., nervousn., dry mouth, amnes., CHF, hypertens., arrhythm., atrial fibrillat., supraventricul.& ventricul.tachycard., syncope, dyspeps., anorex., pancreatit., constipat., GI haemorrh., GI disord., incr.hepat.enzym., alopec., skin discolourat., prurit., arthral., myalg., back pain, impot., chest pain, weakn., chills, malaise, fev. Rare: Weight gain, somnol., abnorm.co-ordinat., dysarthr., migraine, abnorm.vis., diplop., tinnit., ang.pect., MI, cardiomegaly, cardiomyopathy, pericard. effus., vasodilat., postur.hypotens., pulm. hypertens., pulm.infiltrates, colit., gastrit., gingiv. bleed., dry skin, noctur., ren.fail., incr.bld.creatin., asthen., pain, flu-like syndr. Not known: Allerg. alveolit.incl.interstit.lung dis.& pneumonit., hepatit., tubulointerstit.nephrit.

Warnings and special precautions: Known/ suspect.card. dis./ren.insuffic./hepat.dysfunct., perform platel.counts every 2 days dur.1st wk.of treatm.& thereaft.wkly.until maint.dos.reach., pre-treatm.CV exam.recomm., monit.haemoglob./ WBC/liv.funct. & ren.funct.careful while platel. count being low., platelet count gen.incr.within 4 days of abrupt. discont., anim.reproduct.toxic., 
adeq.contracept.in women of childbear.age, discont.breastfeed.

Interactions: Assess benef.vs.risk of concom. aspirin partic in high risk haemorrh.profile, limit. inhibit. activ.towards.CYP1A2 theoretic.pres. interact. potent.with concom.meds.shar.that clear. mechan., as an inhibit.of cyclic AMP PDEIII effs. of meds with simil.propert.poss.exacerbat., sucralfate poss.interfer.with absorpt.

See also MDR page 749.
 XE "Firazyr" FIRAZYR, Takeda [P/S]
Icatibant acetate

Indications: Sympt.treat. of ac. attacks of hered. angioed. (HAE) in adults/ adolesc. & childr. aged ≥2 yrs.

(S4) SOL.FOR INJ, 55/8.5/0464

3003212-001: 30 mg/3 ml, 1x prefill.syr., R2 249,22
Dosage: Admin by slow SCI pref.into abdomin.area.
Adults: 30 mg; may admin 2nd &3rd inj. at 6 hrly. intervals; max 3 inj/24 hrs. 

Children 2-17 yrs: 12-25 kg: 10 mg; 26-40 kg: 15 mg; 41-50 kg: 20 mg; 51-65 kg: 25 mg; > 65 kg: 30 mg. Admin of > 1 dose/HAE attack not studied
Side effects: V.common: Inj.site react. incl. bruising/ hematoma/ burn./ erythema/ hypoesthes/ irritat./ numbn/ oed./ pain/ press. sensat./ prurit./ swell./ urticar./ warmth. Common: Dizzin., headache, naus., rash, erythema, prurit., pyrex., transaminases incr. Unknown freq.: Urticar.
Special warnings and precautions: Childr. < 2 yrs/ < 12 kg as safety & effcic.not stud., elderly, laryng.attacks req. manag.in med.inst.post-inj.until disch.safe., caut.in Ischaem.heart dis. due to poten. bradykinin B2 recept. antagonism (poss.deteriorat.of cardiac func. & decr.coron.blood flow) esp.in acute ischaem.heart dis./ unstable angina , caut.in stroke as poss.attenuat. of posit.late phase neuroprotect.bradykinin eff., observ.recommend.in admin.wks. follow.stroke, in treatm.naïve pts. admin.1st dose in med.inst. or under HCP guid., seek med.advice if insuff.relief/ recurr. post self-treat., admin.subseq.dos. for same attack in med.inst., no data on admin.of subseq.doses in adoles./ child. for same attack., laryng.attacks req.med.advice & observ.in med.instit. even post home inj., use in pregn. only if poten. benefit justif. poten. risk to foetus (e.g., treat. of potent. life-threat. laryng. attacks), avoid breastfeed. for 12 hrs post-treatm. due to unknown excret. in human milk, Paed.popul.: Ltd. exper. with >1 HAE attack treat., no interact.studies. in childr.

Interactions: ACE inhibits. contraindicat.in HAE pts. due to poss.enhancem.of bradykinin lev.

 XE "Normosang" NORMOSANG, Equity [P/S] 
Hemin

Indications: Ac.hepat.porphyr.attacks.
(S4) SOL FOR INFUS, Z/34/19. 25 mg/ml

847143-007: 4x10 ml amps, R44 675,45
Dosage: Start ther.without delay once est.that sympts.caus.by porphyr. Dil.immed.bef.use, Admin. in large antebrach./centr.vein using in-line filter over at least 30 mins. Rinse vein with 100 ml 0,9% NaCl aft.infus.

Adults: Dly dos.3 mg/kg admin.as sngl.IV infus. gen.given for 4 days.May be prolong.in sev.cases but not for more than 1 wk. Max dose: 250 mg/day

Contraindications: Safety in childr./nurs.women not est.
Side effects: V.common: Poor ven.access. Common: Infus.site phlebit./pain/swell. Uncommon: Ser.ferrit.incr. Rare: Anaphylact. react., hypersens.react. incl dermatit.medicament./ tong. oed., pyrex. Unknown.freq: Headache, inj. site thrombos./eryth./prutit./necros., ven. thrombos., extravasat., bld.creatin.incr., skin discolorat.
Warnings and special precautions: Safety in pregn. not est., confirm.diagnos.of hepat.porpyria bef.start.treatm., monit.poss. CV/neurologic. manifestats.,  monit.ser.ferritin period.to monit. body iron stores, poss.ven.thrombos.in vein used for infus.follow.admin., may cause unusual. plasma colour., not for use as preventat.treatm.

Drug interactions: Avoid concom.meds that incr. delta-aminolaevulinic acid synthase activ., ethanol content may modify/incr.eff.of other meds., conc. of concom.meds. metabolis.by cytochr.P450 poss. incr.

See also MDR page 274.
 XE "Paroven" PAROVEN 250, GSK Consum. [P/S]

O-(ß-hydroxyethyl)-rutosides.

Indications: Troph.disturb.of venous insuffic., dermatit.& ulc., ankle oed., night cramps, paraesthes., heavy painf.swoll.legs, haemorrh., pain & oed.assoc.with varic.veins, lower limb venous insuffic., superfic.thrombophleb., adjuv.to sclerotherapy & excis.of varic.veins

(S1) CAPS. H693.

752983-008: 250 mg, 50, R421,56
Dosage: Init: 1 cap 3-4xdly. Maint: 1-2 caps dly.
Contraindications: Safety dur.pregn.not est.

Side effects: Skin allerg., minor GI disturbs., headache, flush.

 XE "Praxbind" PRAXBIND, Ing.Pharm [P/S]
Idarucizumab

Indications: Rapid revers.of Pradaxa anticoag. eff.reqd.in emerg.surg/urgent proced.& life threaten./uncontroll.bleed.

(S4) SOL FOR INFUS., 50/30.1/0315

722569-001: 2,5 g/50 ml, 2x50 ml vials, R52 836,91
Dosage: Admin.IV as 2 consecut.infus.over 5-10 mins.each/as a bolus inj. Do not mix with other med.prod./admin.other infus.in parallel via same IV access.
Recomm.dos: 5 g (ie.2x2,5g/50 ml). Consid.2nd 5 g dos. if clinic.relev.bleed.recurr.tog.with prolong. clott. times or pt.req.a 2nd emerg.surg./urgent proced. & has prolong.clott.times.

Pradaxa can be re-init.24 hrs.aft.admin.if pt.clinic. stable and & adeq.haemostas.achiev. Other antithrombot. ther.can be start at any time if pt. clinic.stable and adeq.haemostas.achiev.

Warnings and special precautions: Specific. binds to dabigatran & will not reverse effs.of other anticoags., use in conjunct.with necess.std. support. meas., eval.risk vs. benef.in known hypersens. but discont.& init.appropr.ther.if anaphylact. react./other ser.allerg.react.ocurrs, heredit. fruct.intol., pt.become expos.to thrombot. risk of underly.dis.theref.resume anticoag.ther.as soon as appropr., safety in pregn.& lactat.not est., prolongat. of clott.tests.poss.up to 24 hrs.aft. admin., safety & effic.not est.in paed.populat.
 XE "Thromboreductin" THROMBOREDUCTIN, Key Oncologics [P/S]

Anagrelide HCl monohydrate equiv.to anagrelide.

Indications: Platel.count reduc.in essent. thrombocythem.

(S4) CAPS. A39/8.5/0374

710080-001: 0,5 mg, 100, R5 411,56
Dosage: Contin.use. Indiv. Start dos: 0,5 mg dly.for at least 1 wk. Incr.by 0,5 mg/day wkly. until therap.eff.achiev. Therap.repons.seen within 2 wks.in dos.range 1-3 mg/day. Admin. tot.dly.dos.12 hrly or 8 hrly. Maint.dos.1,5 -3 mg/ dly. Do not exceed 5 mg/day or 2,5 mg in a sngl. dos.

Contraindications: Lactose intol., pts with grade 3 /4 CV dis., sev.ren /liv.dis., pregn., lactat., safety & effic.in childr.not est.
Side effects: Headache, dizzn., other CNS effs. incl.seiz., GI disturbs.incl.GI haemorrh.& ulcerat., bld.dyscras., ecchymos., lymphadenoma., palpitat., tachycard., arrhythm./haemorrh./CV dis./ cerebrovasc.accident/ang.pector./ postur. hypotens./vasodilatat./migraine/syncope/HF/MI /cardiomyop./cardio megaly/heart block/atrial fibrillat./ pericardit., elev.liv.enzym., arthralg./ myalg., leg cramps, dehydrat., pancreatit., dyspn., epistax., resp.dis., sinusit., pneumon., bronchit., asthma, pulm.infiltrat./-fibros./-hypertens., prurit., rash, skin dis., dysur., haematur., amblyop., abnorm.vis., vis.field abnormalit., diplop., tinnit., pain, fev., chest/back /neck pain, pharyngit., malaise, cough, paresthes., oed., weakn., flu sympts., chills, photosens.

Special precautions: Concom.aspirin, CV dis., ren.insuffic. & hepat.dysfunct., monit..CV effs. dur.treatm.recomm., contr.haematolog.paramet. in reg.interv., adeq.contracept.in women of childbear. age, perform platel.counts every 2 days dur.1st wk.of treatm.& thereaft.wkly.until optim. respons.reach., monit platelet count reg. dur. ther., when chang.ther.to Thromboreductin do in overlap.mann., consid.other ther.if therapeut. resist.exper., elderly, monit.liv.& kidn. funct.

9
ALCOHOLISM
 XE "Antabuse" ANTABUSE, (Cipla) Teva [P/S]

Disulfiram

Indications: Chron.alcohol.

(S3) DISPERGETTES, G2932

703737-007: 400 mg, 50, R1 328,07
Dosage: Not to be admin.unt.pt.abstain.from alcoh. for at least 12 hrs. & bld.alcoh.lev.is zero. Admin. ½-1 dispergette dly. or may be giv.at long. interv. i.e. 1 disperg.every 2 days. May be taken as an effervesc.susp.or swallow.disperg.without chew.

Contraindications: CV dis., cerebr.damage, pregn., psychos., sev.personal.disord., drug addict., pt. to have abstain.from alcoh.for at least 12 hrs.& bld. alcoh.lev.zero, other thiuram compd. hypersens., concom.paraldehyde /phenothiazine anti-emet.

Side effects: Drowsin., restlessn., fatig., GI disturbs., unpleas.taste, body odour, halitos., headache, impot., acetonaem., dizzin., allerg. dermatit., opt.atrophy, periph.neuropath., psychot. reacts., hepatoxic. incl.hepatit., bld.dyscras.

Warnings and special precautions: Pref.not to be giv.without pt. knowledge, use of after shave lot./ any preps.cont.alcoh., avoid concom.food/ meds. cont.alcoh., where contact with metal conc. in environm.poss.esp.nickel as metal conc.in bld. rise progress.dur.treatm., imp.ren./liv.funct., resp. disords., hypothyroid., diab.mellit., epilep.hist., seiz. disords., safety & effic.in childr.not est., elderly, liv.funct.monit.in pts.with liv.damage, 6 mnthly.bld.exam.advis.

Interactions: Paraldehyde metab.poss.inhib., disulfiram-alcoh.react.if used concom.with. alcoh. contain.prod.within 14 days, hepat.enzym. inhibit. poss.interfer.with other concom.meds. e.g. alfentanil/ barbits./MOAI, choreoathetos.with concom. pimozide, phenytoin anticonvuls. eff. enhanc., metabol.& excret.of rifampicin inhibit.& poss. also pethidine/morphine/amphetamin./other centr. act.drugs mediat.by noradrenal./dopamine, coumarin/ indandione anticoags. effs.poss.enhanc. theref. dos.reduct.poss.necess.

 XE "DPN" D.P.N., Alclin [P/S]

Diphosphopyridine nucleotide.
Indications: Detox.in excess.use of alcoh., amphetam., barbit., opiates & other analg. For prev./alleviat./remov.of ac.& chron.sympts.of alcoh. & drug addict.

(S3) INJ. G2931.

721298-001: 0,5 g/vial, 10 vials, R6 744,00

Dosage: 0,5-1,0 g dissol.in 200 ml NaCl inj (0,9%) admin.by slow IV infus. The sol.is admin. dly. but can be rep.sev.x.day depend.on toxic. state of pt. Normal rate ranges betw.20-140 microdrps. / min. depend.on tol. Do not exceed 140 microdrops/min.

Side effects: Abdom.discomf., shortn.of breath (too rapid admin.).

Special precautions: No drug/chem.agent to be co-admin.in the infus.line, ensure correct sol.mix.

10
RESPIRATORY SYSTEM
10.1
Coughs and colds
10.1.1
Antitussives and expectorants
CEPACOL COUGH LINCTUS (MDR Listing)

 XE "Actifed Dry Cough" ACTIFED DRY COUGH, GSK

Triprolidine HCl 1,25 mg, pseudoephedrine HCl 30 mg, cod.phos.10 mg/5 ml.
Indications: Coughs.

(S2) REG.LINCTUS G524.

700797-017: 100 ml, R45,56
Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 10 ml. 6-12 yrs: 5 ml. 2-5 yrs: Not suit.for admin in childr.und.6 yrs. except on advise of physician.
Contraindications: MAOI, asthma, thyrotoxic., bladd. dysfunct., CV disords., head injury, rais.IC-press., ulc.colit., concom.furazolidone, phaechromocyt., childr.und.2 yrs. Dry Cough Sugar Free: also: pts.at risk of develop.resp.fail., pregn., hepat./ren. impairm.

Side effects: Drowsin., GI disturbs., CNS eff., skin erupts., sweat., thirst., card.disords., diff. micturit., muscle weakn., hypertens., dry mouth, tight chest, blurr.vis., tinnit., tingl., heavin.& weakn.of hands, allergy, anaphylax., bld.dyscras.

Special precautions: Organ.heart dis., card. decompensat., hypertens., ang.of effort & digital. pts., prostat.enlargem., narr.angle glauc., sev.ren./ liv.dysfunct., halogenat.anaesth.
Drug interactions: Pseudoephedr.eff.decr.by guanethidine, reserpine & methyldopa, decr./ incr. by TCA’s, decr.eff.of guanethidine, incr.arrhythm. in digital.pts., triprolidine incr.CNS eff., eff.of anticholinerg.enhanc., incr.BP with MAOI's & sympathomimets., part.revers.hypotens.act.of agents which interfer.with sympathet.activ.
 XE "Adco-Diatussin" ADCO-DIATUSSIN, AI Pharm Ltd [P/S]

Theophyllin 56,31 mg, diphenhydram.HCl 28,15 mg, Na-citr. 113,83 mg, menthol 2,28 mg, ammon. chlor. 273,86 mg/10 ml.
Indications: Coughs.

(S2) SYRUP. G1276.

792586-018: 150 ml, R25,49
Dosage: Adults: 10 ml 4 hrly. Childr. 6-12 yrs: 2,5-5 ml 4 hrly. Not for childr.und. 6 yrs.
Contraindications: Imp.hepat./ren.funct., asthma attack, diabet., pept.ulc., gout, sev.hypotens., safety in pregn.& lactat.not est.

Side effects: CNS eff., GI disturbs., diffic. micturit., dry mouth, tight chest, tingl, weakn.& heavin.of hands, cerebr.stimulat.in some adults, precipit.convuls.in epilept., allerg.reacts., bld. dyscras., photosens., poss.masks warn.signs of damage caus.by ototox.drugs, hypernatream., GI bleed., CNS stimulat.in childr.

Special precautions: Glauc., liv.impairm., prostat. hypertrophy, urin.retent., imp.ren.funct., CF, hypertens., periph.& pulm.oed., toxaem.of pregn., alcohol., cor.pulmon., ac.febr.condit., hypox., ac.pulm.oed., other lung dis., pept.ulc., hyperthyroid., CV dis.& card.arrhythm., elderly ser. theophyll.conc.monit.

Drug interactions: Sedat.eff.of CNS depress.& alcoh.enhanc., eff.of anticholinerg.medic.poss. enhanc., MAOI poss.enhanc.anticholinerg.eff.of diphenhydramine HCl, bronchodilat.& toxic eff.of theophyll., sympathomimet.& other xanthines are addit., allopurinol, cimetidine, flu vaccine, propanolol & erythromycin incr.theophyll.serum lev., phenytoin, other anticonvuls.& cigarette smok. incr., theophyll.clear.

 XE "Adco-Tussend" ADCO-TUSSEND, AI Pharm Ltd

Cod.phosph. 10 mg, pseudoephedr.HCl 30 mg, triprolidine HCl 1,25 mg/5 ml.
Indications: Cough.

(S2) SYRUP. 27/10.1/0256.

806226-005: 100 ml, R28,82
Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 5-10 ml. Childr. 6-12 yrs: 5 ml. 2-5 yrs: 2,5 ml. Childr.und.2 yrs: not recomm.
Contraindications: CV dis., hypertens., prostat., thyrotoxicos., bladd.dysfunct., narr.angle glauc., phaeochromocyt., MAOI, ac.alcohol., ac. bronch.asthma attack, rais. IC-press., heart fail. second.to chron.lung dis., resp.depress., safety in pregn.& lactat. not est.

Side effects: Fix.drug erupt., CNS eff., GI disturbs., sweat., thirst, tachycard., precord.pain, palpitat., diffic.micturit., musc.weakn.& inco-ord.& trem., hypertens.result in intracran.haemorrh., dry mouth, tight chest, tingl., heavin.& weakn.of hands, cerebr.stimulat.esp.in childr., large dos. may precipit.fits in epilept., allergy, anaphylax., dermat.reacts., bld.dyscras., bradycard., palpitat., orthostat. hypotens., hypertherm., mios., uret./ bil. spasm, resp.depress., antidiuret.eff., card. arrhythm./ arrest, dyspn., gluc.metab.disturbs., psychot. states, depend.

Special precautions: Organ.heart dis., card. decompensat., ang.of eff., digit.therapy, shock, hypothyroid., adrenocortic.insuffic., imp.liv./ ren. funct., prostat.hypertrophy, diab.mellit., inflamm./ obstruct.bowel disords., occlus.vasc.disords., aneurysm, myasth.grav., halogen.anaesth.

Drug interactions: Triprolidine potent.act of anticholinerg.drugs, pseudoephedr.eff.dimin.by guanethidine, reserpine & methyldopa & may be dimin./ enhanc.by tricycl.antidepress., pseudoephedr. dimin.guanethidine eff.& incr.poss. of arrhythm.in digit.pts., hypotens.act.of drugs interfer. with sympathet.activ.poss.partial.revers., concom. sympathomimet.agents may cause rise in BP, sedat.eff.of CNS depress.enhanc., concom. card. glycosides, quinidine & TCA's.

 XE "Amcough" AMCOUGH, Innovata Pharma [P/S]

Diphenhydramine HCl 14 mg, Na citr. 56 mg, ammon.Cl. 136 mg/5 ml.

Indications: Cough.

(S2) SOL. 27/10.1/0013.

895032-007: 100 ml, R8,96

Dosage: Adults: 5-10 ml 3-4 hrly. Childr: 6-12 yrs: 2,5-5 ml 4 hrly. Max: 4 dos./24 hrs. Do not admin.to <6 yrs.

Contraindications: Imp.hepat./ren.funct., dur. asthma attack, safety in pregn.& lactat.not est., 

Side effects: Sedat., drowsin., inability to concentrate, lassit., dizz., hypotens., musc. weakn.& inco-ordinat., GI disturbs., headache, blurr.vis., tinnit., elat./ depress., irritab., nightmar., anorex., diffic.micturit., dry mouth, tight chest, tingl., heavin.& weakn. of hands., constip., diarrh., epigastr.pain, N&V, hypersens.reacts., epileptif. seiz., euphor., extrapyramid.effs., haemolyt. anaem., leucopen., photosens., sympts.of stimulat. incl.insomn./nervousn./tachycard./trem./musc.twitch./ convuls., thirst, hyperventilat., allerg.reacts., ment.confus., hyperchloraem.acidos., hypokalaem.

Warnings and special precautions: Concom. alcoh. enhanc.CNS depress.eff., CF, hypertens., imp. ren.funct., periph.& pulm.oed., toxaem.of pregn., CV dis., glauc., liv.impairm., prostat. hypertrophy, urin.retent., elderly, may mask warn. signs of damage caus.by ototox.meds.

Interactions: Effs.of CNS depress. incl.alcoh. enhanc., MAOIs may enhanc.anticholinerg.eff.of diphenhydramine

 XE "Benylin" BENYLIN ORIGINAL, J&J [P/S] & [PWR] 
Diphenhydramine HCl 12,5 mg, ammon.chlor. 125 mg/5 ml
Indications: Cough

(S2) COUGH SYRUP, [P/S] G829.

707627-001: 100 ml, R48,39
707627-028: 200 ml, R96,79
Dosage: Adults: 5-10 ml 3-4 hrly. Childr.6 -12 yrs: 2,5-5 ml 4 hrly.
Contraindications: MAOI, ac.asthmat.attacks, imp. ren./hepat.funct., pregn.& lactat., childr.und. 6 yrs.

Side effects: Drowsin., dry mouth, CNS/ antimuscarin. eff., GI disturbs., large dos.precipit. fits in epilept., allerg./skin reacts., anaphylax., bld. dyscras.

Drug interactions: Potent.act.of sedat.& tranquill.

BENYLIN WITH CODEINE, [P/S]
Diphenhydramine HCl 12,5 mg, cod.phos.10 mg, ammon.chlor. 125 mg/5 ml

Indications: Cough

(S2) SYRUP, [P/S] G830.
707600-006: 100 ml, R55,64
Dosage: Admin.4 hrly.

Adults: 5-10 ml. Childr.6-12 yrs: 2,5-5 ml.

Contraindications: Pregn.& lactat., MAOI, ac. asthmat. attacks, alcohol., head injur., rais.IC-press., imp.hepat./ren.funct., childr.und.6 yrs.

Side effects: CNS/antimuscarin.eff., GI disturbs., large dos.precipit.fits in epilept., allerg./ skin reacts., anaphylax., bld.dyscras., depend., bradycard., palpitat., orthostat. hypotens., hypotherm., rais.IC-press.

Special precautions: Glauc., urin.retent., prostat. hypertrophy, liv.impairm., CV dis., warn. signs. of damage from ototox.medic.poss.mask., hypothyroid., adrenocort.insuffic., shock., myasth. grav., obstruct.bowel disords.

Drug interactions: Enhanc.CNS depress.sedat. eff., anticholinerg.eff.enhanc.

BENYLIN DRY COUGH, [P/S]
Dextromethorphan hydrobromide.
Indications: Non-product.cough.

(S2) SYRUP, Z/10.1/5. 15 mg/5 ml.
789119-005: 100 ml, R53,05
789119-006: 200 ml, R106,16
Dosage: Adults: 1 medic.meas.4 hrly/2 med. meas. 6-8 hrly. Childr. 6-12 yrs: ½-1 med.meas. 6-8 hrly. 2-6 yrs: ½ med.meas. 6-8 hrly. Und.2 yrs: Do not admin.

Contraindications: Asthma, hepat.dysfunct., childr.und.2 yrs.not recomm., pregn.& lactat.

Side effects: CNS eff., GI disturbs., resp. depress. at high dos.

Drug interactions: Act.of CNS depress.potent., MAOI may cause excitat., hypertens.& hyperpyrex.
See also MDR page 383-386.
 XE "Benylin Bronchospect" BENYLIN BRONCHOSPECT, J&J 
Terbutaline sulph.1,5 mg, guaifenesin 66,5 mg/5 ml. Sugar, alcoh.& colourant free.

Indications: Coughs assoc.with bronchosp.in childr.

(S2) SOL. 31/10.1/0487

883879-004: 200 ml, R80,86
Dosage: Admin.3xdly. Do not exceed recomm. dos. Childr. 3-6 yrs: 2,5-5 ml. 7 yrs.& older: 5-10 ml.

Contraindications: Ac.porphyr., concom.asthma meds., MAOI, safety in pregn.& lactat.not est., childr. und.2 yrs.not recomm.

Side effects: CNS effs., GI disturbs., CV effs. incl. cerebr.haemorrh.& card.arrest, hypokalaem., diffic. micturit., urin.retent., dyspn., alter.metab. incl. bld.sugar chang., sweat, hypersalivat., headache.

Special precautions: Hyperthyroid., ischaem. heart dis., arrhythm., tachycard., hypertens., occlus. vasc.disords.incl.aneurysm/closed-angl. glauc., ang.pain precipit.in pts.with ang.pect., recent MI, uncontroll.diab.mellit., concom.anti-hypertens. ther.& other sympathomimets., poss. dos. adjustm.in diab.agents.

Drug interactions: Non-select.ß-block.may part. /total. inhib.ß-stimul.eff., anti-obstruct.eff.poss. intensif. & incr.S/E with other bronchodilats., incr. arrhythm. risk with card.glycosid., quinid., TCA’s.

See also MDR page 383-386.
 XE "Betalin" BETALIN, Ranbaxy [P/S]

Diphenhydram.HCl 14 mg, ammon.chlor. 136 mg, Na citr. 56 mg/5 ml.
Indications: Coughs.

(S2) SYRUP. L/10.1/415.

708054-005: 100 ml, R15,32
708054-013: 200 ml, R30,69
Dosage: Not to be admin.to childr.und.6 yrs.

Adults: 5-10 ml 3-4 hrly. Childr: 6-12 yrs: 2,5-5 ml 4 hrly.
Contraindications: Dur.ac.asthma attack, imp. hepat./ren. funct., porphyr., safety in pregn.& lactat.not est., childr.und.6 yrs.

Side effects: Sedat., inability to concentrate, lassit., dizz., hypoten., musc.weakn.& inco-ordinat., GI disturbs., headache, blurr.vis., tinnit., elat./ depress., irritab., nightmar., dry mouth, anorex., diffic. micturit., tight chest, tingl., heavin.& weakn. of hands., allerg.reacts., epileptiform seiz., euphor., extramid.effs., bld.dyscras., photosens., stimulat. sympt.incl.convuls., hyperventilat., ment. confus., hyperchloraem.acidos., hypokalaem.
Special precautions: Heart dis., CF, hypertens., investig. persist.unresolv.cough, not for chron. cough assoc.with eg.smok./asthma/emphysema/ excess. phlegm, prostat.hypertrophy, urin.retent., narr. angle glauc., emphysema/chron.bronchit., poss. hyperexcitab.in young childr., elderly, warn. signs of ototox.meds.mask., imp.ren.funct., periph. oed., toxaem.of pregn., liv.impairm.

Drug interactions: Effs of CNS depress./alcoh./ anticholin. agents & TCA’s enhanc., MAOI’s potent. drowsin.& anticholin.effs.

 XE "Bronchoped" BRONCHOPED, AI Pharm Ltd

Terbutaline sulph. 1,25 mg, ammon.Cl 60 mg, Na citr. 25 mg/5 ml.

Indications: Coughs assoc.with bronchosp.in childr.

(S2) SYRUP. 28/10.1/0206.

807893-006: 100 ml, R46,70
807893-005: 200 ml, R93,39
Dosage: Do not exceed recomm.dos.

Childr. 3-6 yrs: 2,5-5 ml 3xdly. 7 yrs & older: 5-10 ml 3xdly.

Contraindications: Hepat./ren.dis., concom. asthma medic., MAOI.

Side effects: Gastr.irrit., N&V, nervousn., headache, faint. & flush., musc.trem., tachycard., palpitat., hypokalaem.

Special precautions: Hyperthyroid., diab.mellit., ischaem. heart dis., arrhythmia, tachycard., hypertens.

Drug interactions: Non-select.ß-block.may partial/ totally inhibit ß-stimul.eff.

 XE "Broncleer" BRONCLEER, AI Pharm Ltd [P/S]
Cod.phos. 10 mg, diphenhydramine HCl 12,5 mg, ammon.chlor. 125 mg, Na-citr. 50 mg/5 ml.

Indications: Coughs.

(S2) WITH CODEINE COUGH SYRUP G/10.1/1112.

859745-007: 100 ml, R16,28
Dosage: Admin. 4 hrly. Adults: 5-10 ml. Childr: 6-12 yrs: 5 ml. 2-6 yrs: 2,5 ml. Childr.und.2 yrs: not recomm.

(S2) CHILDREN'S COUGH SYRUP [P/S] G/10.1/1110

Diphenhydramine HCl 14,07 mg, ammon.chlor. 137 mg, Na citr.57 mg/5 ml

710636-008: 100 ml, R31,09
Dosage: Admin.3-4 hrly. 2-5 yrs: 2,5 ml. 6-12 yrs: 5 ml. Childr.und.2 yrs: not recomm.
Contraindications: Imp.ren./hepat.funct., resp. depress., bil.tract ops., ac.alcohol., head injur., rais. IC press., bronch.asthma attack, HF second.to chron.lung dis., childr.und.2 yrs.

Side effects: CNS eff., cerebr.stimulat., dry mouth, tight chest, tingl., heavin.& weakn.of hands, sweat., fac.flush., orthostat.hypotens., hypotherm., miosis, diffic.micturit., ureter./bil spasm, musc.weakn.& inco-ordinat., GI disturbs. resp.depress., bradycard., palpitat., rais.IC-press., depend., large dos.may precipit.fits in epilept., hypernatraem., blurr.vis., tinnit., dysur., thrombocytopen., shortn.of breath, coma.

Special precautions: CCF, hypertens., concom. corticoster., urin.retent., poss.hypertonic./ twitch./ tetany esp.in absenc.of suffic.Ca, hypothyroid., adrenocort. insuff., imp.liv./ren.funct., prostat. hypertrophy, shock, glauc., inflamm./ obstruct. bowel disords., periph.& pulm.oed., toxaem.of pregn.

Drug interactions: Depress.eff.enhanc.by other CNS depress.& alcoh., eff.of anticholinerg.agents enhanc.

 XE "Broncol" BRONCOL COUGH LINCTUS, (Cipla Medpro) Mirren [P/S]

Dextromethorphan hydrobromide 30 mg, ammon.chlor.180 mg, panthenol 100 mg/10 ml.

Indications: Product/non-product.bronch.cough. in colds, bronchit., other resp.tract disord.

(S2) SYRUP, G0931

710652-004: 100 ml, R32,94
710652-003: 200 ml, R65,95
Dosage: Admin.2-4 x/day, pref.aft.meals.

Adults: 10 ml. Childr.6-12yrs: 5 ml. Childr.2-6 yrs: 2,5 ml.

Contraindications: Childr.und.2 yrs., safety in pregn.& lactat.not est.

Side effects: Drowsin., GI.upsets.

 XE "Brunacod" BRUNACOD, iNova [N/P in competit.)
Cod.phos. 9,2 mg, ephedr.HCl 7 mg, promethazine HCl 3 mg/5 ml.

Indications: Coughs.

(S2) SYRUP. G1064.

710881-002: 100 ml, R42,12
Dosage: Adults: 5-10 ml 3xdly. Childr: Not recomm.

Contraindications: Resp depress., ac.alcohol., diab., head injur. rais.IC press., ac.asthma, emphysema, HF second.to chron.lung dis., sev.hypertens., MAOI’s or within 14 days of stop.each treatm., safety in pregn.& lactat.not est., prem infts/neonates und.2 yrs., not recomm.in lactat.

Side effects: Promethaz.HCl: Sedat., dizzin., lassit., inco-ordinat., N&V, diarrh., constipat., epigastr. pain, anorex., incr.appetite, thick.resp. tract secret., blurr.vis., diffic. micturit., tight chest, dry mouth, dysur., hypotens., bradycard., tachycard., trans.min.hypertens., musc.weakn., tinnit., euphor., photosens., jaund., thrombocytopen., purpura, skin rash, angioed., headache, paradoxic.CNS stimulat.partic.in childr., agranulocytos., leucopen., haemolyt.anaem. Ephedr.HCl: Fear, anx., restlessn., trem., insomn., confus., irritab., weakn., psychot.states, decr. appetite, N&V, vasoconstrict.with hypertens., reflex bradycard., tachycard., card.dysrhythm., ang. pain, palpitat., card.arrest, hypotens.with dizzin.& faint., jaund., bld.dyscras., extrapyramid.effs.at high dos., diffic.micturit., urin.retent., dyspn., alt. metabol. incl.gluc.disturbs., hypersalivat., sweat., headache. Cod.phosph: N&V, constipat., drowsin., confus., diff.micturit., ureter.& bil.sp., anti-diuret.eff., dry mouth, sweat., fac.flush., bradycard., palpitat., circulat.fail., hypotens., hypotherm., restlessn., mood changes, meios., incr. ICP, euphor., prurit., urticar., psycholog.& physic. depend., withdr.sympts.with discont.aft. long term use.

Warnings and special precautions: Promethaz. assoc.with sudd.inft.death syndr., driv./perform. complicat. tasks, poss.depend.with exceed.dos./ prolong or contin.use, asthma, emphysema, chron. bronchit., CV & hepat.dis., narr.angle glauc., pyloroduod. obstruct., urin.retent., prostat. hypertrophy, hypotens.effs.of some antihypertens. potent., hyperthyroid., diab.mellit., clos.angle glauc., occlus.vasc.dis., aneurysm., poss.precipitat. of ang.pain, hypothyroid., adrenocortic.insuffic., kidn./ liv.impairm., shock, obstruct.bowel disords., myasth.grav.

Interactions: Ventricul.fibrillat.induc.with halogenat. anaesthes., incr.arrhythm.with card. glycoside/quinid.& TCA’s, complex.interacts.with alpha-/beta-block.drugs, cod.delays absorpt.of other meds., enhanc.sedat.eff.of CNS depress. & alcoh, false pregn.results with promethazine, antihistam. suppres.skin tests results, MAOI’S.
 XE "Cepacol" CEPACOL, AI Pharm Ltd [P/S] 

Dextromethorphan HBr 4,98 mg, cetylpyridinium chlor. 0,5 mg, benzocaine 1,25 mg.

Indications: Coughs due to colds, irrit.sore throats.& throat irrit.assoc.with dust/allergy/ smoke

(S2) SORE THROAT & COUGH RELIEF DISCS,  B/10.1/163.

713260-009: 16, R36,86
Dosage: Dissolv.slowly 3 hrly.

Adults & childr.over 12 yrs: 2 discs. Childr. 6-12 yrs: 1 disc.

Contraindications: Low plasma cholinesterase conc.& concom.anticholinesterases

Side effects: GI disturbs., drowsin., dizzin., excitat., CNS excitat.syst.effs.of benzocaine through large amnts absorb.through muc.membr/ damage skin/high.vasc.area, tong.& perioral reg. numbn.early sympt.of syst.toxic., CV syst.effs.with myocard.depress.& periph.vasodilat., idiosyncrat. reacts., allerg.reacts., 

Warnings and special precautions: Dr consultat. in case of fev./headache/N&V or sore throat of long.than 2 days, resp.fail.risk, poss. abuse but no evid.of morphine type depend., do not admin.to childr.und.6 yrs., sucrose content, poss.affects diab.mellit.glycaem.contr., elderly, childr., epilep., imp.card.conduct., resp.fail., shock, liv.damage, myasth.grav.loc.anaesthet.sensitiv., imp.swallow& incr.aspirat.risk, poss. methaemoglobinaem. developm.

Interactions: Poss.sev.reacts.incl.fatalit.with concom.MAOI & dextromethorphan

 XE "Clear Cough Syrup" CLEAR COUGH SYRUP, Ranbaxy [P/S]

Diphenhydramine HCl 14,1 mg, ammon.Cl. 135 mg, Na citr. 55 mg/5 ml.

Indications: Cough.

(S2) SYRUP. W/10.1/367.

803081-006: 100 ml, R7,29
803081-022: 200 ml, R14,57
803081-014: 2 500 ml, R182,55
Dosage: Max.of 4 dos./day not to be exceed.

Adults: 5-10 ml 3-4 hrly. Childr: 6-12 yrs: 2,5-5 ml 4 hrly.

Contraindications: Imp.hepat./ren.funct., not recomm. for childr.und.6 yrs.

Side effects: Sedat., inability to concentrate, lassit., dizz., hypoten., musc.weakn.& inco-ordinat., GI disturbs., headache, blurr. vis., tinnit., elat./ depress., irritab., nightmar., dry mouth, anorex., diffic. micturit., tight chest, tingl., heavin.& weakn. of hands., stimulat.sympt.incl.convuls., allerg. reacts. & anaphylax., bld.dyscras., hyperventilat., progress. drowsin.lead.to acidos.& hypokalaem.

Special precautions: CF, hypertens., imp.ren. funct., periph.& pulm.oed., toxaem.of pregn., may mask warn.signs of damage caus. by ototox.meds., glauc., prostat.hypertrophy, large antihistam.dos. may precipitat.fits in epilept.

Drug interactions: Anticholinerg.effs.of atrop.& TCA’s enhanc., may eff.metabol.of other meds.in liv., enhanc.sedat.eff.of CNS depress.incl.alcoh.

 XE "Coryx cough and cold" CORYX COUGH AND COLD, Cipla Medpro, [N/P/S/ in C]
Triprolidine HCl 1,25 mg, pseudoephedrine HCl 30 mg, dextromethorphan HBr 10 mg/5 ml.
Indications: Coughs.

(S2) SOL. 27/10.1/0490.

808717-014: 100 ml, R37,79
Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 10 ml. Childr. 6-12  yrs: 5 ml. 2-5 yrs: 2,5 ml. Infts. 6 mnths-2 yrs: 1,25 ml on advice of dr.only.
Contraindications: CV dis., hypertens., prostat., thyrotoxicos., bladd.dysfunct., narr.angle glauc., phaeochromocyt., MAOI, dur.asthma attack, safety in pregn.& lactat.not est., product.cough or those in or at risk of resp.fail., concom.quinidine & TCA's.

Side effects: CNS eff., GI disturbs., fixed drug erupt., sweat., thirst., tachycard., precord.& angin. pain, palpitat., diffic.micturit., musc.weakn.& inco-ordinat., trem., hypertens.result.in intracran. haemorrh., reflex.bradycard., card.arrhythm., card. arrest, dyspn., gluc.metab.disturbs., miosis, dry mouth, psychot.states, blurr.vis., tinnit., tight chest & tingl., heavin.& weakn.of hands, large dos.may precipit.fits in epilept., bld.dyscras., allergy, anaphylax., skin photosensitisat., may mask warn. signs of damage from ototox.agents.

Special precautions: Organ.heart dis., ang.of effort, pts.receiv.digital., prostat.enlargem., diab. mellit., occlus.vasc.disords., elderly, debilit., glauc., liv.impairm., halogen.anaesth.

Drug interactions: Pseudoephedr.eff.dimin.by guanethid., reserp.& methyldopa & dimin./enhanc. by antidepress., eff.of guanethid.poss.dimin., sedat. eff.of CNS depress.enhanc., eff.of anticholinerg. enhanc., liv.metabol.of drugs poss. affect., poss.rise in BP with concom. sympathomimet. agents, poss.part.revers of hypotens. act.of drugs which interfer.with sympathet. activ.

 XE "Coughcod Senior" COUGHCOD SENIOR, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S in C]
Mepyramine mal. 12,5 mg, cod.phos.10 mg, ephedr. HCl 10 mg, ammon.chlor.125 mg, Na citr. 50 mg/5 ml.

Indications: Cough relief.

(S2) SYRUP. G1071.

716510-015: 100 ml, R32,30
Dosage: Adults & childr.over 12 yrs: 5-10 ml 3xdly.& at night.
Contraindications: Coron.thrombos., ischaem.heart dis., clos.angle glauc., imp.hepat./ren. funct., epilep., concom.MAOI/within 14 days of discont.ther., resp.depress., asthma attack, ac.alcoholism, head injur.& raised ICP, CYP2D6 ultra-rapid metabolis., coma, risk of paral.ileus, ephedrine hypersens., ac.diarrh.conds., diarrh.by poison., hypertens., hyperthyroid., prostat.hypertrop., phaeochromocyt., breath.problems, childr.<12, childr.<18 undergo tonsillect.&/ adenoidect., pregnan.& lactat., pts.should not drive/ use machinery.

Side effects: Freq: Dizzin., sedat., inability.to concentrate, drowsin., fatig., lassitude, headache, psychomot.impair., blurr.vis., tight chest, thick.resp.tract.secret., dry mouth, constipat., incr.gastric reflux, colic, diffic.micturit., urin.retens., N&V, anx., insom., restlessn., palpitat., tachycard., precord.pain, dysrhythm. Less freq: Blood dyscras., anorex., hallucinat., irritabil., nightmare., euphor., elation, nervousn, atax., heavin.& weakn.of hands, tinnit., diarrh., epigastr.pain, jaund., photosens., splenomeg., lymphadenop., meds.depend., tremb./ uncontr.musc.movem., feel.faint/ lightheadedn., ring./ buzz.in ears, incr.BP, atelectas., bronchospast.allerg.reacts, allerg.laryng.oed., allerg.laryngosp., paral.ileus/ toxic megacolon, GI irritat., ac.pancreatit., abdom.pain, contact dermatit., burn.erythem.-vesicul.plaques, macupap.rash, false sense well-being, gen.discomf./ illn., weakn., fev., meds.toleran., giddin., trem., seiz., MI, thirst, sweat., muscl.cr., acidos., hypokalaem., progress.drowsin., hyperventilat., hypernatraem. Freq.unknown: Rash., hypersens.reacts., conf., paradox.stimulat., depress., convuls.,paraesthes., extrapyramid.eff., hypotens., hair loss, myalg., hyperglycaem., appetit.loss, mood change, dysphor., incr.ICP, vis.change, miosis, vertigo, bradycard., post.hypotens., facial flush./-oed., oed., dyspn., resp.depress.(large dos.), billiar.sp., urtic., prurit., muscl.fasciculat., rigid., ureter.sp., antidiuret.eff., sex.-/erect.dysf., decr.poten./-libid., malais., tiredn., hypotherm., fear, psychot.state., impair.circulat.to extrem., hypersalivat. 
Special warnings and precautions: Exceed dos.& prolong use may lead to depend.& addict., do not comb.with othr cough/ cold treatm., epilep.,hep.& ren.impair., poss.allerg.reacts., stop before skin test., drowsin.&impair.conc.aggrev.by alcoh.& CNS depress., antimuscar.eff., elderly, cod.toxicit., hypothyroid., adrenocort.insuff., COPD, prostat.hyperplas., hypotens., shock, infalmm./bowel dis., card.dysrhythm., ac.abdom., gallst., biliary tr.dis., urethr.stenos./-strict., convuls.dis., MG, physic.depend./withdraw., subst.abuse., asthma, concom.MAOI or 14 days aft.term., CYP2D6 enzyme defic., post-op in chrildr., comprom.resp.funct., hyperthyroid., cardiovasc.dis., DM, closed-angle glauc., phaeochromocytom., prostat.enlargem., anaesthes., concom.card.glycos., quinidine/ TCA’s, pts on antihypertens.treatm., cont.sod.citrate & sucrose.

Interactions: CNS depress.incl alcoh.enh.sedat.eff., atropine and some antidepress.(TCA’s/MAOI) poss.add.antimuscar.eff., can mark.warning signs of damage by ototox.meds., may suppr.cutan.histam.resp., MOAI and 14 day aft.discont., cimetidine incr.plasma conc.of cod., cisapride/ metoclopram./ domperidone absorp.delayed, withr.sympts.with opioid antag.(eg.buprenorph., naltrex., naloxone), ritonavir incr.plasma lvl.of cod., concom.anaesthetic &antihistam.incr.CNS-/resp. depress.&/hypotens., cod.delay absorp of mexiletine, cod.metab.&analg.activ.impair.by quinidine, red.eff.of cod.with rifampicin., incr.plasma conc.of phenytoin & poss.phenobarbit.& primidone, risk hypertens.with doxapram/ oxytocin, cyclopropane/ halothane may induce ventr.fibrillat., concom.card.glycos./ quinidine incr.risk dysrhythm., incr.risk vasoconstric./ pressor eff.with ergot.alkal., concom.theophyll.poss incr.naus./ nervousn./ insom., incr.clear.& prolong half-life of dexameht.in asthma, red.acidificat.& incr.alkalinisat.of unrine.
 XE "Dilinct" DILINCT, AI Pharm Ltd [P/S]

Etofylline 105,5 mg, diphenhydram.HCl 42,2 mg, ammon.chlor. 410,5 mg/15 ml.
Indications: Cough, facil.bronchodilat.& expector.

(S2) SYRUP. G1115. 
720003-009: 100 ml, R45,36
720003-008: 200 ml, R90,72
Dosage: All 3-4xdly.

Adults: 15 ml. Childr. 6-12 yrs: 5 ml. 2-6 yrs: 2,5 ml.Childr.und.2 yrs: not recomm.
Contraindications: Epilep., imp.ren./hepat.funct., advanc.arterioscleros., dehydrat.

Side effects: Headache, GI disturbs., CNS effs., musc.weakn.& inco-ordinat., cerebr.stimul.poss. tachycard., blurr.vis., tinnit., dry mouth.

Drug interactions: CNS depress.incl.alcoh. aggrav. sedat.

(S0) JUNIOR SYRUP, [P/S] 33/10.1/0086

Guaifenesin 

Indications: Cough alleviat.

882829-002: 200 mg/10 ml, 100 ml, R32,46

Dosage: Admin.4 hrly.

Adults,adolesc.& geriatrics: 10-20 ml. Childr.6-12 yrs: 5-10 ml. 2-6 yrs: 2,5-5 ml. 

Contraindications: Pregn., porphyr., childr.und.2 yrs unless und.medic.supervis.
Side effects: GI disturbs., CNS eff., skin reacts.

Special precautions: Persist.cough.

 XE "Dilinct Dry Cough" DILINCT DRY COUGH, AI Pharm Ltd
Dextromethorphan hydrobrom.

Indications: Dry non product.cough

(S2) SYRUP, 38/10.1/0239

708132-001: 15 mg/5 ml, 100 ml, R40,56
708132-002: 15 mg/5 ml, 200 ml, R81,12
Dosage: Adults: 5 ml 4 hrly.or 10 ml 6-8 hrly. Childr: 6-12 yrs: 2,5-5 ml 6-8 hrly. 2-5 yrs: 2,5 ml 6-8 hrly.

Contraindications: Childr.und.2 yrs., asthma, hepat.dysfunct., pts.at resp.fail.risk, product. cough., safety in pregn.& lactat.not est.

Side effects: CNS effs., confus., GI disturbs..

Drug interactions: Hypertens./hyperpyrex.& excitat. with concom.MAOI or 2-3 wks aft.discont. dry cough syrup, CNS depress.effs.enchanc.by other CNS depress.meds., ser.conc.poss.incr.by cytochrome P450 (CYP2D6) enzyme inhibit.eg. amiodarone/fluoxetine/quinidine.

 XE "Expectalin" EXPECTALIN, J&J [P/S] 
Diphenhydram.HCl 12,5 mg, ammon.Cl 125 mg/5 ml. Sugar & alcoh.free.
Indications: Cough.
(S2) LIQ, [P/S] 28/10.1/0248.

805343-008: 100 ml, R28,23
805343-016: 200 ml, R56,47
(S2) WITH CODEINE LIQ, [P/S] 28/10.1/0249.

Diphenhydr.HCl 12,5 mg, cod.phosph. 10 mg, ammon.Cl 125 mg/5 ml. Sugar & alcoh.free.

805351-019: 100 ml, R36,96
Dosage: Max.of 4 dos./day. Childr. 2-6 yrs: 2,5 ml 4 hrly. 7-12 yrs: 2,5-5 ml 4 hrly. Adults: 5 -10 ml 3-4 hrly.& in case of Expectal.with cod.only 4 hrly.
Contraindications: MAOI, ac.asthmat.attacks, imp.hepat./ren.funct., infts.und.2 yrs., safety in pregn.& lactat.not est. With cod.also: ac.alcohol., head injur., rais.IC-press.

Side effects: CNS eff., GI disturbs., blurr.vis., diffic.micturit., dysur., dry mouth, tight chest, cerebr.stimul.in childr., large dos.may precipit.fits in epilept., extrapyramid.eff., photosens., allerg. reacts., anaphylax., bld.dyscras., warn.signs of damage by ototox.medic.poss.mask., acidos., hepat.encephalopathy with excess.dos. With cod. also: Miosis, rais.IC-press., ureter./bil.spasm., antidiuret.eff., depend.

Special precautions: Glauc., urin.retent., prostat. hypertrophy, liv.impairm., CV dis. With cod.also: hypothyroid., adrenocort.insuff., shock, obstruct.bowel disords., myasth.grav.

Drug interactions: Sedat.eff.potent.by CNS depress.& alcoh., anticholinerg.eff.of atrop.& TCA's enhanc., MAOI enhanc.anticholinerg.eff., metabol.of other medic.in the liv.poss.affect.

See also MDR page 388.
 XE "Histodor" HISTODOR EXPECTORANT, (Aspen Pharmacare) Pharmacare [P/S]

Ammon.chlor. 50 mg, diphenhydramine HCl 12 mg/5 ml.
Indications: Unproduct.cough/when expectorat. need. in adults & childr.2 yrs.& old.

(S2) ELIXIR. G1222.

783145-004: 100 ml, R15,47
Dosage: Admin. 3-4xdly. Adults: 5-10 ml. Childr. 8-12 yrs: 2,5-5 ml. 2-8 yrs: 1,25-2,5 ml. Do not exceed recomm.dos.

Contraindications: Cross-sens.to other antihistam., coron.artery dis., uncontr.hypertens., resp. depress., imp.hepat./ren.funct., childr.und. 2 yrs.

Side effects: Freq: Hypersens.reacts., CNS eff. incl. headache/ dizzin., card.disords., thicken.resp. tract secret., mouth dryn., constip., urin.diffic./ retent. Less freq: Bld.dyscras., blurr.vis. Freq. unknown: Trem., convuls., sleep disturbs., paraesthes., extrapyramid.effs., confus., depress., tinnit., N&V, diarrh., epigastr.pain, incr.gastr. reflux., hair loss, sweat., musc.weakn., myalg., acidos., hypokalaem.

Warnings and special precautions: Not to be used long.than 10 days, poss.lead.to drowsin./ imp. conc.aggrav.by concom.CNS depress./alcoh., clos.-angle glauc., urin.retent., prostat.hyperplas., pyloroduod.obstruct., acidos./hypokalaem.with high dos., diab.mellit., lact.intol., contains sucrose, safety & effic.in pregn.& lactat.not est.

Interactions: Add.antimuscarin.eff.with other antimuscarin. meds., sedat.eff.of CNS depress.& alcoh. enhanc.
 XE "Lenazine Forte" LENAZINE FORTE COUGH LINCTUS, Aspen Pharma

Cod.phos. 9 mg, ephedr.HCl 7,2 mg, promethazine HCl 3,6 mg/5 ml.
Indications: Coughs.

(S2) COUGH LINCT. G533 (Act 101/1965).

736236-007: 100 ml, R28.51
Dosage: Admin. 2-3xdly.

Adults: 5-10 ml. Childr.12 yrs & over: 5-7,5 ml. 7-11 yrs: 2,5-5 ml. 2-6 yrs: 1,25-2,5 ml.
Contraindications: Resp depress., ac.alcohol., head injur. rais.IC press., MAOI’s/within 14 days of terminat., prem infts/neonates, dur.ac.asthma attacks, HF second.to chron.lung dis., childr.und. 2 yrs., safety in pregn.not est.

Side effects: Cod.phosph. Freq: Drowsin., confus., mios., resp.depress. Less freq: Euphor., restelssn., vertigo, mood changes, deepen.coma with high dos., incr.ICP, convuls.esp.infts.& childr. with high dos., bradycard., palpitat., circulat.fail., hypotens., orthostat.hypotens., prurit., urticar., sweat., musc.rigid.with high dos., diff.micturit., ureter.& bil.sp., anti-diuret.eff., fac.flush., hypotherm. Ephedr.HCl: Freq: Anx., restlessn., insomn., headache, tachycard., palpitat. Less freq: Psychot.states, trem., fear, reflex bradycard., card. dysrhythm., ang.pain, card.arrest, vasoconstrict. with hypertens., hypotens.with dizzin.& faint., decr. appetite, N&V, flush. Freq.unknown: Confus., irritab., weakn., dyspn., alt.metabol. incl.gluc.disturbs., hypersalivat., sweat., diffic. micturit., urin.retent. Promethaz.HCl: Freq:
Sedat., headache, dizzin., lassit., inco-ordinat., blurr.vis.,tight chest, dry mouth, constipat., diffic. micturit., dysur. Less freq: Agranulocytos., leucopen., haemolyt.anaem., thrombocytopen., depress., euphor., confus., paradoxic.CNS stimulat. at high dos.in childr.& elderly, tinnit., N&V, diarrh., epigastr. pain, anorex., incr.appetite, photosens., angioed. Freq.unknown: Convuls., extrapyrimid. effs., trem., sleep disturbs., hypotens., jaund., sweat., myalg.
Warnings and special precautions: Depend.& addict. with prolong.use, hypothyroid., adrenocortic. insuffic., imp.kidn./liv funct., urin. retent., prostat.hypertrophy, shock, obstruct.bowel disords., myasth.grav., hyperthyroid., CV dis., occlus. vasc.disords. aneurysm., diab.mellit., clos./ narr. angle glauc., angin.pain poss.precipitat., halogen. anaesthes., incr.dysrhythm.risk with card. glycosides/quinidine/TCA’s, CV/ hepat.dis., elderly, pregnan. & lactat., cont.sucrose/liq.gluc.& sweetn.
Interactions: Enhanc.sedat.eff.of CNS depress. & alcoh., anti-hypertens.effs.potent., addit. antimuscar. act.with other antimuscar.drugs, poss. masks warn.signs of damage from ototox.meds.,

 XE "Mucosolv Expectorant" MUCOSOLV EXPECTORANT, Cipla Medpro [P/S]

Diphenhydram.HCl 14 mg, ammon.Cl 136 mg, sod.citrate 56 mg/5 ml.
Indications: Coughs.

(S2) SOL. X/10.1/340.

789976-005: 100 ml, R18,09
789976-013: 200 ml, R36,14
Dosage: Adults: 5-10 ml 3-4 hrly. Childr: 6-12 yrs: 2,5-5 ml 4 hrly. Und.6 yrs: not recomm.
Contraindications: Imp.hepat./ren.funct., asthma attack.

Side effects: CNS eff., GI disturbs., blurr.vis., tinnit., diffic.micturit., dry mouth, tight chest, tingl., heavin.& weakn.of hands, allerg.reacts., epileptiform seiz., extrapyramid.eff., bld.dyscras., skin photosens., hyperchloraem.acidos., hypokalaem.

Special precautions: CF, hypertens., imp.ren./ liv., periph.& pulm.oed., toxaem.of pregn., CV dis., glauc., prostat.hypertroph.& urin.retent., poss. masks warn.signs of damage from ototox.agents.

Drug interactions: Eff.of CNS depress., anticholinerg. agents & TCA’s enhanc., MAOI enhanc. anticholinerg.eff.

 XE "Phensedyl" PHENSEDYL, Sanofi-Aventis

Promethazine HCl 3,6 mg, cod.phos. 9 mg, ephedr.HCl 7,2 mg/5 ml.
Indications: Coughs.

(S2) SYRUP. G603.

754846-008: 100 ml, R46,41
Dosage: Adults: 5-10 ml 3xdly. Childr: Admin.2 -3xdly. 2-5 yrs: 2,5 ml. 5-10 yrs: 2,5-5 ml. Over 10  yrs: 5-10 ml.
Contraindications: Childr.und.2 yrs., safety in pregn.&lactat not est., resp.depress.esp.in pres.of cyanos.& excess.bronch.secret., dur.bronch. asthma attack, HF second.to chron.lung dis., ac. alcohol., head injuries, rais.IC-press., MAOI.

Side effects: Warn.signs of.damage caus.by ototox.drugs poss.mask., sedat., paradoxic.CNS stimulat., extrapyramid.sympts., dry mouth, thick. resp.tract secret., tight chest, blurr.vis., urin.diffic. & retent., constipat., incr.gastr.reflux, GI disturbs., CV effs. & CNS stimulat.with high dos., hypotens, tinnit., headache, paraesthes., hypersens.reacts., photosens., bld.disords., jaund., ureter.& bil. spasm, antidiuret.eff., sweat., fac.flush, vertigo, bradycard., palpitat., orthostat.hypotens., hypotherm.,restlessn., mood changes, hallucinat., miosis, rais.IC-press., musc.rigid., dyspn., weakn., alt.metabol., hypersalivat., may precipitat.ang.pain in ang.pect.pts.

Special precautions: Depend./addict.with prolong. contin.use, warn.signs.of damage from ototox. drugs.poss.mask., antihypertens.therapy., halogen. anaesthes., elderly, clos.angle glauc., urin. retent., prostat.hypertrophy, pyloroduod. obstruct., epilep., sev.CV disords., liv.disords., stop bef. skin tests, hypothyroid., adrenocort.insuff., imp. kidn./ iv.funct., shock, inflammat./obstruct. bowel disords., myasthen.grav., prostat.enlargem., diab. mellit.

Drug interactions: Sedat.eff.of alcoh.& CNS depress.enhanc., MAOI may enhanc.antimuscarin. eff., addit. antimuscarin. eff.with other antimuscarin. drugs, depress.effs.enhanc.by CNS depress.& alcoh., poss.complex interact.with alpha-& beta-block,drugs, incr.arrhythm.risk in pts. receiv.card.glycos., guanidine or TCA’s.

 XE "Trifen" TRIFEN, Ranbaxy
Pseudoephedrine HCl 20 mg, cod.phos. 7,50 mg, triprolidine HCl 1,25 mg, guaiphenesin 100 mg/ 5 ml.
Indications: Coughs.

(S2) ADULT SOL. 27/10.1/0537.

799475-009: 100 ml, R28,66
Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 5-10 ml.
(S2) PAED.SOL. 27/10.1/0536.

Pseudoephedr.HCl 12 mg, cod.phosph. 3 mg, triprolidine HCl 0,6 mg, guaiphenesin 50 mg/5 ml.

806269-006: 100 ml, R21,57
Dosage: Admin. 3xdly.

Childr. 6-12 yrs: 5-10 ml. 2-5 yrs: 2,5-5 ml.

Contraindications: Resp.depress., ac.alcoh., rais.IC-press., CV dis., hypertens., thyrotoxicos., narr.angle glauc., MAOI, phaeochromocyt., urin. retent., prostat.hypertrophy, ac.bronch.asthma attack, HF second.to chron.lung dis., concom. furazolidone, childr.und.2 yrs.for paed.sol.

Side effects: CNS effs., diff.micturit., GI/gluc. metabol disturbs., vasoconstrict.result.in hypertens., cerebr.haemorrh., pulm.oed.& weakn., dry mouth, tight chest, tingl., heavin.& weakn.of hands, fix.drug erupt., tol.when given to asthmat., may mask warn.signs of damage from ototox. meds., resp.depress., depend., poss.fits in epilep. (large dos.), allergy, anaphylax., bld.dyscras., lichen. skin erupts., hypertherm., bil./uret.spasm, sweat., fac.flush., thirst, musc.weakn., trem., anx., restlessn., insomn., tachy-/bradycard., precord. pain, ventric.arrhythm., card.arrest, palpitat., psychot. states, orthostat.hypotens., antidiuret.eff., rais.IC-press.

Special precautions: Halogen.anaesth., aneurysm, card.arrhythm., occlus.vasc.disords., diab. mellit., hypertens., organ.heart dis., ang.of effort, card.decompensat., hypothyroid., imp.liv./ ren. funct., adrenocort.insuffic., prostat. hypertrophy, shock, obstruct.bowel disords., myasth. grav., concom.sympathomimet./ antihypertens. agents, elderly/debilitat.

Drug interactions: Triprolidine enhance.act.of atrop. & tricyclics, pseudoephedr.eff.dimin.by guanethidine/reserpine & methyldopa & may be dimin./ enhanc.by tricyclics., sedat.eff.of CNS depress. enhanc., activ.of other med.affect.due to delay. absorpt., incr.clear.rate of anti-convuls.& OC's used long-term prev.attainm.of therapeut.lev.

 XE "Tussilinct Linctus" TUSSILINCT LINCTUS, (Unicorn) AI Pharm Ltd [P/S]

Cod.phos. 5 mg, diphenhydramine HCl 14 mg, ammon.chlor. 137 mg, Na-citr. 56 mg/5 ml.

Indications: Coughs.

(S2) SYRUP. G 998 (Act 101/1965)

773115-005: 100 ml, R44,03
Dosage: Admin.4 hrly as requir. Adults & childr. over 12 yrs: 10 ml. Childr: 6-12 yrs: 5 ml. 1-6 yrs: 2,5 ml.

Contraindications: Pregn.& lactat., resp. depress. esp.in pres.of cyanos & excess. bronch. secret., dur.bronch.asthma attack, HF second.to chron. lung dis., ac.alcohol., head injur., rais. IC press., MAOI’s, ac.porphyr., prem.infts., neonat., epilep., imp.ren./hepat.funct., advanc. arterioscleros., dehydrat., metab./resp.alkalos., hypocalcaem., hypochlorhydr.

Side effects: Large dos.poss precipit.fits in epilept., drowsin., GI disturbs., sweat., fac.flush., vertigo, bradycard., palpitat., orthostat.hypotens., hypotherm., restlessn., mios., CNS eff., diffic. micturit., urin.retent., GI tract tone reduct./motilit., ureter./bil.spasm, rais.IC press., dizzin., inco-ordinat., CNS stimulat.esp.childr., trem., convuls., dry mouth, thicken.resp.tract secret., chest tightn., blurr.vis., trans.bradycard., tachycard., palpitat., arrhythm., hypersens./skin reacts., cross-sens.to relat.drugs, diures., mild acidos., thirst, sweat., fev., hypertens., ren.fail., periph./pulm.oed., resp. arrest, headache, dizzin., weakn., musc.twitch.& rigidit.

Special precautions: Hypothyroid., adrenocort. insuffic., imp.kidn./liv.funct., prostat.hypertrophy, myasth.grav., shock, inflamm./obstruct.bowel disords., elderly/debilit.pts., poss.depend.with prolong. use/high dos., epilep., CV disords., clos. angle glauc., CCF, hypertens., liv.cirrhos., pre-ecclamps., concom.corticoster.

Drug interactions: Depress.eff.enhanc.by other CNS depress.& alcoh., incompat.with amphotericin/ cephalothin sod./hydrocort. sod. succin./ sols.of alkal.or strong acids.
 XE "Tussitot" TUSSITOT, AI Pharm Ltd [P/S]
Cod.phos. 2,5 mg, diphenhydram.HCl 7 mg, ammon.chlor. 68,5 mg, Na citr. 28 mg/5 ml.
Indications: Coughs.

(S2) SYRUP. G999.

773166-009: 100 ml, R42,83
Dosage: Admin.4 hrly.

2-6 yrs: 5 ml. 6-12 yrs: 10 ml. Over 12 yrs: 15 ml. Childr.und.2 yrs: not recomm.
Contraindications: Pregn.& lactat., resp. depress. esp. in pres.of cyanos.& excess.bronch. secret., bronch.asthma attack, HF second.to chron. lung dis., ac.alcohol., head injur & condits.with rais.IC-press., MAOI’s, ac.porphyr., prem.infts./ neonates, epilept., imp.ren./hepat.funct., advanc. arterioscleros., dehydrat., metabol./resp.alkalos., hypocalcaem., hypochlorhydr.

Side effects: GI disturbs., drowsin., confus., dry mouth, sweat., fac.flush., vertigo, orthostat. hypotens., hypotherm., restlessn., mood changes, miosis, diffic.micturit., ureter./bil.sp., rais.IC-press., CNS effs., CNS stimulat.incl.hallucinat.& convuls. esp.in childr., thick.resp.tract secret., tight chest, blurr.vis., reduc.GIT tone & motility, trans. bradycard. follow.by tachycard.with palpitat.& arrhythm., skin hypersens.reacts., cross.sens.to relat. drugs, trans.diures., mild acidos., reduc. salivat. & lacrimat., fev., hypertens., ren.fail., periph.& pulm.oed., resp.arrest.

Special precautions: Hypothyroid., adrenocortic. insuffic., imp.kidn./liv.funct., prostat.hypertrophy, myasth.grav., shock/inflammat./obstruct.bowel disords., elderly & debilitat., depend.of morph.type with prolong.high dos cod., epilep., sev.CV disords., clos.angle glauc., CHF, hypertens., liv. cirrhos., pre-eclamps., periph.& pulm.oed., concom. corticoster.

Drug interactions: Sedat.effs.of alcohol.& CNS depress.enhanc., incompat.with amphotericin/ cephalothin Na/hydrocortis.Na succin/alkali sols.& strong acids report with diphenhydram.HCl.

 XE "Vicks Medinite" VICKSTM MEDINITE, P&G SA Trading

Paracet.600 mg, ephedr.sulph.8 mg, doxylamine succin.7,5 mg, dextromethomorph. hydrobrom.15 mg/30 ml.

Indications: Relief of maj.cold & influenz. sympts. eg.nas.congest./sniff./headache/min.aches & pains & cough

(S2) SYRUP, H/10.1/140

776122-029: 180 ml, R63,45
Dosage: Admin.at bedt. Do not exceed recomm. dos. Adults 12 yrs & over: 30 ml at bedt. Childr. und.12 yrs: Not to be giv.unless.recomm.by Dr.

Contraindications: Concom.MAOI’s, safety in pregn. not est.

Side effects: Sens.reacts., revers.skin rash, bld. disords., drowsin., dizzin., excitat., ment.confus., GI disturbs.incl.epigastr.pain, resp.depress.with high dos., sedat., deep sleep, inabil.to conc., lassit., hypotens., musc.weakn.& inco-ordinat., headache, blurr.vis., tinnit., elat./depress., irritabil., nightmares, anorex., diff.micturit., dry mouth, tight chest & tingl., heavin.& weakn.of hands., insomn., nervousn., tachycard., trem., musc. twitch., confus., poss.precipitat.fits in epilept., allerg.reacts., sweat., thirst, precord.pain, palpitat., anx.

Warnings and special precautions: Driv./ operat.machin.where loss of conc.poss.lead.to acid., contact nearest poison info.centre if overdos. confirm./suspect., sev.liv.damage with excess.dos., safety in lactat.not est., med.supervis. in kidn./liv dis., asthmat., glauc., prostat. hypertrophy, avoid in CV dis./hypertens./  hyperthyroid., hyperexcitabil., phaeochromocyt., clos.angle glauc., concom.halogen.anaesthet.

Interactions: Sedat.effs.of CNS depress.enhanc., effs.of anticholinerg.enhanc., metabol.of drugs.in the liv.poss.affect., ephedr.effs.diminis.by guanethid/ reserp./methyldopa & TCA’s, ephedr. dimin.gaunethid.effs.& incr.arrhythm.risk in digital.pts.
10.1.2
Decongestant, analgesic  combinations
FLUSIN TABLETS (MDR Listing)

FLUTEX COLD AND FLU CAPSULES (MDR Listing)

SINUCLEAR (MDR Listing)

 XE "Acuflu P" ACUFLU P, (Aspen Pharmacare: Pharma) Pharmacare
Triprolidine HCl 0,625 mg, pseudoephedr.HCl 15 mg, paracet. 125 mg/5 ml.

Indications: Sympt.relief such as nas.congest./ sniff.& headache assoc.with common cold & flu.

(S2) SYRUP, X/5.8/9

703853-001: 100 ml, R26,93
Dosage: Admin.3xdly.

Childr. 6-12 yrs: 5-10 ml. 2-6 yrs: 5 ml.

Contraindications: CV dis.esp.coron.insuff., hypertens., thyrotoxicos., prostat., bladd.dysfunct., clos.angle glauc., phaeochromocyt., dur.asthma attack, MAOI's, halogen. anaesth., prems. & neonat., safety in pregn. & lactat. not est., childr. und.2 yrs.

Side effects: Bld.dyscras., paradox.stimul.esp. childr., convuls., trem., CNS eff., dizzin., inco-ordinat., headache, paraesthes., eye/card./psych. disords., tinnit., hypotens., thicken.resp.tract secret., chest tightn., GI disords.incl.incr.gastr. reflux., diffic.micturit., urin.retent., reduc.appet., gluc. metab.disturbs., hypertens., cerebr. haemorrh., pulm.oed., reflex bradycard., tachycard., dysrhythm., ang.pain, card.arrest, faint., flush., dyspn., sweat., weakn., skin/allerg. reacts., pancreatit., sev.liv.damage with dos.in excess of recomm.dos.

Warnings and special precautions: Liv./kidn. funct.impairm., concom.meds.affect.liv., organ. heart dis., card.decompensat., ang.of effort, concom. digital., hyperthyroid., CV dis., occlus. vasc. disords., diab.mellit., clos.angl.glauc., ang. pain precipit. in ang.pect.pts., elderly, urin.retent., prostat. hypertrophy, pyloroduod.obstruct., epilep., avoid alcoh., concom.meds.for psych.condits./ hypertens., anaesthes., concom.antihypertens., warn. sympts.of damage caus.by ototox.meds. poss. mask, seek med.advice if no relief with recomm. dos./contin.use for long. than 10 days., cont. sorbitol & sweetn.
Drug interactions: Ventr.fibrillat.poss.induc. with halothane anaesthet., incr.dysrhythm.risk with card. glycosid./quinidine/TCA’s, antimuscar.effs. of TCA’s & atrop.enhanc., sedat.eff.of CNS depress. & alcoh.enhanc.

 XE "Adco-Flupain" ADCO-FLUPAIN, AI Pharm Ltd

Triprolidine HCl 0,625 mg, pseudoephedr.HCl 15 mg, paracet. 125 mg/5 ml.
Indications: Relief of cold & flu sympts.

(S2) SYRUP. 27/5.8/0260.

806218-002: 100 ml, R23,21
Dosage: Admin. 3xdly. Childr. 6-12 yrs: 5-10 ml. 2-5 yrs: 5 ml.
Contraindications: CV dis., hypertens., prostat., thyrotoxicos., bladd.dysfunct., narr.angle glauc., phaeochromocyt., MAOI, childr.und.2 yrs., ac.asthma attack, safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., allerg.reacts., anaphylax., pancreatit., skin rash, photosens., dry mouth, GI disturbs., psych.disords., CNS effs., palpit., arrhythm., angioed., hypotens., bronchosp., diffic.micturit., tinnnit., hair loss, reduc.appetit., alt.metabol., gluc.metabol.disturbs., trem., card. arrest, dyspn., angin.pain, card oed., pulm.oed., vasoconstrict.& hypertens., cerebr.haemorrh., sweat., urin.retent., weakn.
Warnings and special precautions: Halogen. anaesthes., concom.card.glycosid./quinidine & TCA’s, 

Drug interactions: Sedat.effs.of alcoh.& CNS depress.poss.enhanc., incr.BP with other sympathomim. /antihypertens.agents,, dos.relat. inhib.of MAOI’s with furazolidine, pseudoephedr. eff.dimin.by guanethidine/reserpine/methyldopa & TCA's, atrop.& TCA’s effs.enhanc., poss.aff. metabol. of drugs in liv., attainm.of therap.lev.with long-term use of anti-convuls.& oral steroid. contracept. poss.prev., MAOI's may enhanc. antichol.eff.,
 XE "Adco-Sinal Co" ADCO-SINAL CO, AI Pharm Ltd

Cod.phosph. 15 mg, paracet. 300 mg, phenylpropanolamine HCl 25 mg, phenyltoloxamine citr. 22 mg.
Indications: Cold & flu symptomat.relief.

(S3) TABS. Y/5.8/264.

791148-009: 20, R31,25
Dosage: Adults & childr.over 12 yrs: 1 tab 4 hrly. Max. 4 dos./day. Do not exceed recomm. dos.
Contraindications: Coron.artery dis., hypertens., hyperthyroid., CV dis., MAOI, pregn., lactat., resp. depress., ac alcohol., head injur., rais.IC-press., dur.ac.bronch.asthma attack, heart fail.second.to chron.lung dis.

Side effects: Revers.skin rash/bld.disords., haemorrh.stroke esp.at high dos.& high risk pts., poss.aggrav.cert.condit.eg diab./glauc./prostat. enlargem., CNS eff., GI disturbs., vasoconstrict., hypertens., pulm.oed., card.eff., hypotens., diffic. micturit., urin. retent., dyspn., alter.metabol., sweat., hypersalivat., blurr.vis., dysur., dry mouth, tight chest, muscul.weakn., tinnit., ureter./bil. spasm, antidiures., hypotherm., miosis, rais.IC-press., paradox.CNS stimulat.esp.childr., may precipit. seiz.in epilept., haemorrh.stroke esp.at high dos.& high risk pts.with PPA.

Special precautions: Imp.kidn./liv.funct., depend. & addict.with prolong.use, hyper-/ hypothyroid., CV dis.incl.arterioscleros.& aneurysm, diab.mellit., clos./narr.angle glauc., ang.pain poss.precip.in ang.pect.pts., prostat. hypertrophy, adrenocort.insuffic., shock, obstruct. bowel disords., myasthen.grav.

Drug interactions: Revers.act.of antihypertens. agents, poss.compl.interacts.& hypertens.cris. with & ß-blocks., poss.interacts.with guanethidine/ reserpine/digoxin/alpha-methyldopa, incr. arrhythm. risk with concom.card.glycosides/ quinidine/TCA’s, halog.anaesthes.

 XE "Adco-Sinal NS " ADCO-SINAL NS, AI Pharm Ltd

Phenylephrine HCl 5 mg, paracet. 300 mg, caff.anhydr.25 mg

Indications: Symptomat.relief.sinus/ nasal congest., cold & flu sympts.

(S1) CAPS. X/5.8/383

704043-001: 20, R31,25
Dosage: Do not exceed recomm.dos.
Adults: 1-2 caps 3xdly. Max. 8 caps/ 24 hrs. Childr.over 12 yrs: 1 cap 3xdly.
Contraindications: Sev.liv.funct.imp., coron. artery dis., hypertens., CV dis., hyperthyroid., epilep., MAOI, safety in pregn not est., phaeochromocyt., childr.und.12 yrs.

Side effects: Skin rash, allerg.reacts., fev., mucos. les., bld.disords., GI disturbs., tachycard., card. arrhythm., ang.pain, palpitat., card.arrest., CNS effs., flush., reflex.bradycard., dyspn., gluc. metabol. disturbs., miosis, dry mouth, psychot. states, sweat., trem., vasoconstrict., hypertens., cerebr.haemorrh., pulm.oed., diffic.micturit., urin. retent., vertigo

Special precautions: Sev.liv.damage with excess. dos., imp.kidn./liv.funct., hyper-/ hypothyroid., CV dis., occlus.vasc.dis., diab.mellit., clos./narr.angle glauc., elderly, pept.ulcerat., hypertens., card.arrhythm., alcohol., cor. pulmonale,, ac. febrile condits., hypox., ac. pulm. oed., lung dis., imp.resp.funct.

Drug interactions: Revers.act.of antihypertens. agents, concom.card.glycosides/quinidine/TCA’s, avoid dur cyclopropane/halothane or any other halog. anaesthes.

 XE "Advil" ADVIL COLD & SINUS, (Pfizer) Pfizer Consum.

Ibuprofen 200 mg, pseudoephedrine HCl 30 mg

Indications: Sympt.relief of colds, sinusit.& flu.

(S2) TABS, Z/5.8/248
795623-003: 20, R68,60
Dosage: Adults & childr.over 12 yrs: 1 tab 4-6 hrly, a 2nd tab.may be taken if relief not obt. Max. 6 tabs./24 hrs. Childr.und.12 yrs. not to be given.

Contraindications: MAOI, CV dis., hypertens., diab.mellit., hyperthyroid, hyperexcitabil., clos. angle glauc., phaeochromocyt., asprin.sens., pregn., lactat., bleed.disords., pept.ulcerat./hist. thereof, other pain reliev.& ibuprofen contain. prod., imp.liv.& ren.funct.

Side effects: CNS effs., GI disturbs.incl.pept ulcerat & GI bleed., thirst, tachycard., precord. pain, palpitat., diffic.micturit., musc.weakn., hypertens., ventric.arrythm., tol.with depend., dyspn., alter.metabol., skin rash, prurit., tinnit., oed., ocul.reacts., hypersens.reacts., imp.ren. funct., ac.revers.ren.fail., bld.dyscras.

Warnings and special precautions: Coumar. anticoag.ther., CV dis., prostat.enlargem., halogen. anaesth., comcom.digital., quinidine/TCA’s, incr. arrhythm. risk, imp.ren.funct.

Drug interactions: Act.of antihypertens.poss. revers.

 XE "Benylin" BENYLIN, J&J 
Diphenhydramine HCl 25 mg, paracet. 1 000 mg, pseudoephedr.HCl 45 mg/20 ml. Sugar free.

Indications: Cold & flu sympts.

(S2) FOUR FLU LIQ, 33/5.8/0345

881570-002: 100 ml, R41,08 881570-001: 200 ml, R82,21
Dosage: Adults incl.elderly & childr.over 12 yrs: 20 ml 4xdly.

(S2) FOUR FLU TABS, 33/5.8/0509

Diphenhydramine HCl 12,5 mg, paracet.500 mg, pseudoephedr.HCl 22,5 mg

704360-001: 24, R71,28
Dosage: Adults & childr.over 12 yrs: 2 tabs. 4xdly. Max.8 tabs./24 hrs. Childr.6-12 yrs: 1 tab. 4xdly. Max.4 tabs/24 hrs. Childr.und.6 yrs: Not recomm.

Contraindications: CV dis., hyperthyroid., clos. angle glauc., hyperexcitab., phaeochromocyt., MAOI’s, sev.liv.dis., halogen.anaesthes., safety in pregn.& lactat.not est., ren.dis., diab.

Side effects: CNS effs., GI disturbs., blurr.vis., diffic. micturit., dysuria, dry mouth, tight chest, hypotens., musc.weakn., tinnit., cerebr.stimulat. in infts. & childr., fits precipit.in epilept.with large dos., extrapyramid.effs., skin reacts & photosens., allerg.reacts., anaphylax., bld. dyscras., CV effs., hypokalaem., dyspn., weakn., alt. metabol., bld.sugar lev.chang., sweat., hypersalivat.

Special precautions: No other paracet.contain. prods. to be taken, concom.meds.for depress./ psych./ emot.condits or hypertens., imp.liv.& kidn. funct., prostat.hypertrophy.

Drug interactions: Effs.of other CNS depress. potent., effs.of antihypertens.agents poss. revers., poss.incr.BP with other sympathomimet. agents, incr.arrhythm.risk with card.glycos./ quinidine/ TCA’s

See also MDR page 383-386.
 XE "Benylin Daytime Flu" BENYLIN DAYTIME FLU, J&J 
Ibuprofen 200 mg, pseudoephedrine HCl 30 mg

Indications: Sympt.relief of colds, sinusit.& flu.

(S2) TABS, 36/5.8/0206
707952-001: 20, R67,07
Dosage: Adults & childr.over 12 yrs: 1 tab 4-6 hrly, a 2nd tab.may be taken if relief not obt. Max. 6 tabs./24 hrs. Childr.und.12 yrs. not to be given.

Contraindications: MAOI, pregn., lactat., childr. und.12 yrs., asprin./NSAID sens., ischaem.heart dis., HF, arrhythm., tachycard., hypertens., arterioscleros., aneurysm., diab.mellit., hyperthyroid, phaeochromocyt., clos.angle glauc., hyperexcitabil., ren./hepatic impairm., GI bleed. disords., perforat., pept.ulcerat./hist.thereof, other pain reliev.& ibuprofen contain.prod.

Side effects: Skin reacts.incl.Stev.-John.& tox. epiderm.necrolys., hypertens., card.arrhythm., precord. pain, palpitat., tachycard., imp.circulat. to extremit., CNS effs., psychot.states, tol.with depend., GI disturbs.incl.pept ulcerat & GI bleed., musc. weakn., diffic.micturit., urin.retent., dyspn., alter. metabol., sweat., blurr.vis.& other ocul. reacts., bld.dyscras., hypersens.reacts., abnorm. LFT, imp.ren. funct., ac.revers.ren.fail., oed.

Special precautions: GI bleed./perforat.risk. incr. with incr.dos./ulc.hist & elderly, GI dis.hist., coumar. anticoag.ther., hypertens./HF hist., onset of labour delay.& durat.incr., organ.heart dis., card. decompensat., imp.ren.funct., halogen. anaesth., incr.risk of advers.effs.with more than 1 NSAID, avoid x8-12 days aft.mifepristone use.

Drug interactions: Incr.arrhythm.risk,with card. glycosides/quinidine & TCA’s, press.eff.incr.with ergot alkaloids/oxytocin, pseudoephedr.effs. dimin. by reserpine/digox./guanethid.& methyldopa, pseudoephedr.absorpt.incr.by Al hydrox. contain. preps., act.of antihypertens. poss. revers., TCA’s dimin./enhanc. pseudoephedr. effs., complex interacts.with alpha-& beta-block., effs.of oral anticoags./ phenytoin & sulphonylurea enhanc., plasma conc. of Li/methotrex.& card.glycos incr., nephrotox. risk incr.with ACE inhibit./cyclospor./tacrolim.or diuret., incr.hyperkalaem.risk with ACE inhibit.& K+-spar.diuret., poss.convuls.with quinolones, ibuprof.effs.enhanc.by moclobemide, GI bleed.& ulcerat.incr.with corticoster./alcoh./ bisphosphon. or oxpentifyll., incr.haemotoxic.risk with zidovud., anti-platelet agents & SSRI’s incr. GI bleed.risk.
See also MDR page 388.
 XE "Colcaps Children's Syrup" COLCAPS CHILDREN’S SYRUP, AI Pharm Ltd. [N/P/S/in C]
Cod.phos. 5 mg, promethaz.HCl 6,5 mg, pseudoephedr. HCl 25 mg, paracetamol 120 mg/5 ml.

Indications: Colds & flu assoc.with cough in childr. 2 yrs.& old.

(S2) SYRUP. D/5.8/0054

715263-005: 100 ml, R64,84
Dosage: Childr: Admin.3xdly. 2-5 yrs: 5 ml. 5-12 yrs: 5-10 ml. Do not exceed recomm.dos.
Contraindications: Sev.liv.funct.impairm., MAOI’s, safety in pregn.& lactat.not est., childr. und.2 yrs.

Side effects: Bld. dyscras., allerg./anaphylax., skin reacts., pancreatit., psych.disords.incl. psychot. state, drowsin., mios., rais.IC press., vertigo, palpitat., orthostat.hypotens., GI disturbs, bil. spasm, sweat., fac.flush., diff.micturit., ureter. spasm, hypotherm., CNS/anticholinerg.eff., inco-ordinat., trem., musc.weakn./twitch., tinnit., headache, convuls., tingl./cerebr.stimulat., tachycard., dizzin., tight chest, heavin.& weakn.of hands., alt.metab., gluc.metab.disturbs., anx., reflex bradycard., card.arrythm./arrest, pulm.oed., dyspn., ang.pain, hypertens., cerebr.haemorrh., hypersalivat., urin.retent.

Special precautions: Liv./kidn.dis., poss.sev.liv. damage with dos.in excess of recomm.dos., hyperthyroid., CV dis., occlus.vasc.disords., diab. mellit., clos.angl.glauc., prostat.hypertrophy, concom. MAOI/meds.for depress./psych.condits./ warn. sympt.of damage caus.by ototox.drugs poss. mask., halogen.anaesthes., antihypertens.ther., adrenocort.insuff., shock, inflamm./obstruct.bowel disords., elderly/debilit.pts., poss.depend.with prolong.use/high dos., resp.depress.incl.fatal.in childr.und.2 yrs., contin. use for more than 10 days.

Drug interactions: Sedat.effs.of alcoh.& other CNS depress.enhanc., atropine/TCA’s eff.enhanc., incr.arrythm.with card.glycosid./quinidine/TCA’s, revers.act.of antihypertens.agents, compl.interact. with alpha-/beta-blocks.

 XE "Colstat" COLSTAT, Lebasi [P/S]

Phenylephr. HCl 5 mg, chlorphenamine mal.2 mg, paracet.300 mg, ascorbic acid 75 mg, caff.30 mg.
Indications: Cold and flu sympts.

(S2) CAPS, C955

715506-005: 24, R50,76
Dosage: Admin.3xdly. Childr.und.6 yrs: Not recomm.
Adults: 2 caps. Childr.6-12 yrs: 1 cap. Do not exceed recomm.dos.

Contraindications: Epilep., sev.hypertens./ coron.dis., CV dis., hyperthyroid., pregn., MAOI.

Side effects: Allerg./skin reacts., bld.disords., hypertens.

Warnings and special precautions: Safety & effic. in childr.und.6 yrs.not est., safety in porphyr./ lactat.not est., liv./kidn.dis., pept.ulc.hist., condits. charact.by tachycard.e.g.thyrotoxicos./card.insuff. or fail./in card.surg.

Interactions: Sedat.eff.enhanc.by other CNS depress. incl.alcoh., enhanc.eff.with guanethidine/ reserpine /methyldopa/TCA’s.

 XE "Corenza Cold and Flu" CORENZA COLD & FLU, AI Pharm Ltd [N/P/S in C]

Pseudoephedr.HCl 15 mg, chlorpheniramine mal.2 mg, paracet.120 mg/5 ml

Indications: Symptomat.cold & flu treatm.& relief.

(S2) SYRUP, 37/5.8/0552

714203-002: 100 ml, R60,57
714203-003: 200 ml, R121,14
Dosage: Not for use in infts.und.2 yrs.

Childr.2-5 yrs: 2,5-5 ml 3-4xdly. 6-12 yrs: 5-10 ml 3-4xdly. 

Contraindications: Hyperthyroid., pregn., lactat., ischaem.heart dis., coron.insuffic., arrhythm., tachycard. hypertens., diab.mellit., clos.angle glauc., urin.retent., prostat.hypertrophy, neonates, asthma attacks, sev.liv.impairm., MAOI’s

Side effects: Bld.dyscras., skin rash & hypersens. reacts.incl.anaphylax., hepatit., ren.colic/-fail., CNS / psych.effs.incl.hallucinat.& convuls., tachycard., irreg./slow heartbeat, shortn.of breath, card.arrhythm., imp.circulat.to extremit., hypertens., GI disturbs., dry mouth, incr.sweat., musculoskelet.weakn., diffic.& painf.urinat., extrapyramid.effs., sleep disturbs., hypotens., cholestat.hepat.& other hepat.abnorm., early menses, oed.

Special precautions: Liv.& kidn.dis., poss. mask. warn.signs of damage from ototox.meds., concom. halogen.anaesthes./card.glycosides or TCA’s.

Drug interactions: Sedat..effs.enhanc.by alcoh.& other CNS depress., effs.of anticholinerg.meds. enhanc.

 XE "Corenza-C" CORENZA-C, AI Pharm Ltd [P/S]

ABOB HCl 100 mg, phenylephrine HCl 7,5 mg, chlorprophenpyridamine mal. 2 mg, aspirin 500 mg, Vit.C 500 mg.
Indications: Colds & flu sympt., rhinit., laryngit., musc.pains,

(S2) EFFERVESC.TABS. C661.

716170-019: 10, R73,45
716170-020: 20, R146,89
Dosage: Dissolv.in water.Adults: 2 tabs.stat, 1 tab 3-4xdly as reqd. Childr.over 6 yrs: ½ tab 3-4xdly.
Contraindications: Dyspeps., gastr.mucosa lesions, ren.dysfunct., aspir.allerg.

Side effects: Drowsin.

Special precautions: Sev.hyperthyroid., high BP., heart condits.

Drug interactions: CNS depress.incl.alcoh. aggrav.drowsin.

Warnings: Reye's syndr.

(S1) PARA-C EFFERVESC.TABS, [P/S] 29/5.8/0657

Paracet.650 mg, phenylephr.HCl 10 mg, vit.C 250 mg

819964-018: 10, R60,21
Dosage: Adults & childr.over 12 yrs: 1 tab. dissolv. in water 3-4 xdly

Contraindications: Sev.liv.funct.impairm., MAOI, safety in pregn.& lactat.not est., childr.und. 12 yrs.

Side effects: Bld.dyscras., pancreatit., skin rash, allerg.reacts., CNS effs., psychot.states, reduc. appetite, N&V, vasoconstrict.with hypertens., CV effs., hypotens., ang.pain precipitat., diffic. micturit., urin.retent., weakn., dyspn., alt.metabol., sweat., hypersalivat.

Special precautions: Liv./kidn.dis., hyperthyroid., CV dis., occlus.vasc.disord., hypertens., diab.mellit., clos.-angle glauc., prostat. enlargem., concom.meds.for psych./emot.condits. & hypertens., halogen.anaesthes.
Drug interactions: Incr.arrythm.risk with card. glycos. /quinid.&TCA’s, poss.revers.of antihypertens. act., complex.interacts.with alpha-& beta-block.drugs, interacts.poss.with guanethidine / reserpine/TCA’s/digox & alpha-methyldopa, phenylephr.absorpt.incr.by Al hydrox.

 XE "Coryx" CORYX, Cipla Medpro

Chlorpheniramine mal. 4 mg, pseudoephedr.HCl. 50 mg, aspirin 600 mg, Vit.C 330 mg.
Indications: Colds & flu.

(S2) EFFERV.TAB. 27/A.5.8/0435.

797405-003: 12, R57,99
797405-004: 24, R108,49
Dosage: Adults.& childr.over 12 yrs: 1 tab 8 hrly.
Contraindications: Cor.dis., hypertens., CV dis., hyperthyroid., epilep., pregn., lactat., MAOI, pept. ulc., haemophil., sev.ren.impairm., oral anticoag. ther., childr.und.12 yrs.

Side effects: CNS eff., GI disturbs.incl.irrit.of gastr.mucosa, vasoconstrict.with hypertens., card. eff., diffic.micturit., urin.retent./freq., dyspn., alt. metabol., sweat., hypersalivat., angin.pains in ang.pts., dry mouth, throat & resp.passage, tight chest, tingl., heavin.& weakn.of hands, incr. bleed.time, decr.platel.adhesiven.

Special precautions: Hyperthyroid., CV dis., occlus.vasc.dis., diab.mellit., clos.angle glauc., halogen.anaesth., pept.ulc., hyperoxalur.

Drug interactions: Incr.arrhythm.risk in pts. receiv. card.glycosid., quinidine & TCA's, other CNS depress.enhanc.sedat., enhanc.activ.of coumar. anticoags., oral anti-diabet.& sulphonam., eff.of anti-gout preps.dimin., barbits.& other sedat. may mask resp.sympts.of aspir.OD & enhanc. aspir.toxic.
Warnings: Contains phenylalanine.

 XE "Demazin Cold and Flu" DEMAZIN COLD & FLU, iNova [N/P/S/ in C] 
Ibuprofen 200 mg, pseudoephedrine HCl 30 mg

Indications: Sympt.relief of common cold, sinusit./ flu incl.nasal congest., headache, fev., body aches & pain.

(S2) TABS, 37/5.8/0423
3004811-001: 20, R57,44
Dosage: Take with food/after meals Adults & childr.over 12 yrs: 1 tab 4-6 hrly, a 2nd tab.may be taken if sympt.not respond. Max. 6 tabs./ 24 hrs. Childr.und.12 yrs. not to be given.

Contraindications: MAOI treatm.(or within 14 days of stop.), CV dis., heart fail., hypertens., diab.mellit., hyperthyroid, hyperexcitabil., prostat.hypertrophy, phaeochromocyt., clos.angle glauc., severe allerg.reacts to asprin. imp.liv.& ren.funct., NSAID relat.GI bleed./ perf.hist., activ./hist.of recur.ulcer/haemorr./perf., bleed.-/haematolog.dis., pregn.& lactat.
Side effects: Freq: Dizzin., abdom. cramps/-pain/-discomf., epigastr.pain/-discomf., heartburn, naus., skin rash, nervousn., restlessn., insomn. Less freq.: Agranulocytos., anaem., aplast.anaem., eosinophil., haemolyt.anaem., leukopen., neutropen., thrombocytopen.,CHF/ exacerbat., card.dysrhythm., fast/pound.heartbeat, flush., hypertens., card.oed., unexpl.nose bleed., tachycard., convuls., conf., drowzin. mild to moder.headache, hallucinat., giddin., mental depress., irritabilit.,peripher.neuropath., trem., trouble in sleep., ring./buzz.in ear., decr.-/change in hear. amblyop., blurr./double-/changed vis., conjunctivit., dry/ irritat./ swollen eye, peripher.oed., constip., decr./loss of appet., diarrh., dry/ sore mouth,flatul., gastrit., GI bleed./-haemorrh./-perforat.,/-ulcerat./-irritat., gingiv.ulcerat./ aphthous stomatit., indigest., melaena, vomit, hepatit., jaund., pancreatit., allerg.rhinit., anaphylax./anaphylact.reacts., angiit., angioed., bronchospast.allerg.reacts., hepatotox., asept.meningit., hypersens. reacts., serum sickn.-like reac., SLE-like syndr., decr.haematocr. decr.haemoglob. musc.weakn., diffic./painf.urinat., fluid retent,. ren.oed., unexpl.vag.bleed., bld.in urine, cystit., polyur., renal fail., renal impairm., renal papillary/ tubul.necros., alveolit., asthma, bronchospasm., dyspn., pulmon.eosinophil., pulmon.oed., shortn. of breath/ troubl.breath., wheez., bullous erupt., erythema multif., hives, sweat., itch., SJS, TEN, indigest., melaena, haematemes. Freq.unknown: Angina pector./exacerb.of-, ecchymos., palpitat., precord.pain, ven.dysrhythm.,fear, mood-/mental change, psychot.state, toleran. with depend., ischaem.optic neuropath., colit./exacerb.of-, enterocolit., Crohn's dis.exacerb. ischaem.colit., oesophagit., thirst, ulcerat.stomatit., abnorm. LFT, alter.metabol. gluc.metab.disturb., interstit.nephrit.,nephrot.syndr., renal calculi/obstruct. urin. retent., ac.general. exanthemat.pustulos. DRESS syndr. eczema, exfoliat.dermatit., photosens.

Special warnings and precautions: Coumar. anticoag.ther., comb.other ibuprofen cont.product, hypert.and/or HF hist., GI dis.hist., elderly, stop treatm.if GI bld./ulcer., serious skin reacts (e.g. SJS/TEN). Ibuprofen: Disc.if blurr./diminish.vis./change colour vis., asept.meningit.in SLE / mix.connec. tissue dis pts., asthma/allergic dis.poss bronchosp., poss.mask infect.sympt., DRESS. Pseudoephedrine: Admin last dose few hours before bedtime, disc.if abdom.pain/ rect.bld./ other sympt.of ischaem.colitis/ vis.loss.,paed., concom.use of 2 or more cold & flu meds.

Interactions: Poss.enhance.eff.of oral anticoagulants e.g.warfarin., incr.plasma conc.of lithium/ methotrex./ digoxin, incr.hyperkalaem.risk with ACE-I/ potass.-spar.diuretics., poss.red.eff of antihypertens.meds incl.ACE-I/ β-blockers/ diuretics, poss.convul.with. quinolon., enhance.eff of phenytoin/ oral antidiabetic meds./ insulin, GI bleed.risk & ulcerat.incr.with corticoster./ SSRI/ clopidogrel/ ticlopidine/ poss.alcohol/ bisphosphonates/ pentoxifylline, avoid concom.NSAIDs incl.aspirin, poss.incr. haemotox.with zidovudine, poss.red. mifeprestone eff., caut.with halothane/ other halogenat.anaesthetics, poss.incr. dysrhythmia risk with digoxin/ quinidine/ TCA’s, incr.vasoconstric./ pressor risk with ergot alkaloids/ oxytocin, hypertens. crisis in pts on MOAI, concom.citrates inhib.urinary excret.& prolong pseudoephedr.durat.of action, CNS stimulating meds.incr.stimulat., levodopa incr.poss.cardiac dysrhythm., thyroid horm.incr.eff., concom.sympathomimet. incr.CNS stimulat.&CV eff., concom. appetite suppress.e.g.amphetamine-like psychostimul.poss incr.hypertens.risk., poss.enhance eff.of anticholinergics e.g. TCA’s.
See also MDR page 359.
 XE "Demazin Flu" DEMAZIN FLU, iNova [N/P/S/ in C]
Pseudoephedrine HCl 30 mg, dextromethorphan hydrobromide 20 mg, paracetamol 300 mg, Ascorbic acid 125 mg

Indications: Relief sympt.such as cough/ nasal congest./ minor fev./ minor pain assoc.with colds & influenza 

(S2)EFF TABS, Y/5.8/308
3007248-001: 12, R84,57
Dosage:Dissolve in glass of very hot water (not boil.)& drink while still very hot. Adults & childr.over 12 yrs: 2 tabs every 4 hours. Max 6 tabs/24 hours.Not suitable for childr.<12 yrs. 

Contraindications:Severe hypertens., severe coronary heart dis., severe impairm.of hepat./ren.funct., safety in pregnan.not est.

Side effects: Freq.unknown: Haemotology reacts incl.neutropen./ pancytopen./ leucopen., allerg.reacts., alter.metabolism incl.glucose-, anx., restlessn., insomn., confus., psychotic state, headache, faint., dizzin., trem., weakn., vasoconstrict.hypertens., tachycard., card.arrythm., angin.pain, palpitat., card.arrest, hypotens.with dizzin.& flush., dyspn., GI disturb., red.apetite, N&V, diarrh., ren.Ca.oxalate calculi, skin rash (erythemat./ urticar) with mucos.lesions, sweat., micturition, urin.retens., fear, irritabil., hypersalvat.

Special warnings and precautions:Excess dosages may cause sev.liv.damage, do not use cont.>10 days without dr.consult., do not use with MAOI/ othr.meds for depress./ psychiatr.or emot.condits./ hypertens., give pseudoephedr.with caut.to pts. hyper-suscept.to its effect.esp.with hyperthyroid./ DM/ closed angle glaucoma, caut.in pts.undergo anaeshes.with cyclopropane/ halothane/ othr.halogenated anaesthet., ascorbic acid given with care to hyperoxaluria pts.
Interactions: MOAI-do not give pseudoephedr.within 14 days of terminat., concom.pseudophedr. revers. antihypertens.therap., pseudoephedr.may enhance central stimul.eff of othr.sympatho-mimetics, incr.risk of arrythm.with pseudoephedr.in pts on card.glycosides/ quinine/ TCAs.

 XE "Efferflu-C Cold and Flu" EFFERFLU-C COLD & FLU, Pharma Dynamics

Chlorphenamine.mal. 2 mg, paracet. 500 mg, Vit.C 250 mg

Indications: Sympt.cold relief.
(S2) EFFERVESC.TABS, A39/5.8/0451

707677-001: 12, R56,78
707677-002: 20, R94,68
Dosage: Do not exceed recomm.dos. Adults & childr.over 12 yrs: 1 tab.dissolv. in water 8 hrly if neccess.

Contraindications: Sev.liv.funct.impairm, epileps., childr.und.12 yrs., MAOI’s, safety in pregn. & lactat.not est.

Side effects: Bld.dyscras., hepatit., skin reacts., ren.disords./fail., pyur., pancreatit., allerg.reacts., anaphylax., CNS effs., convuls., incr.sweat., eye disords., tinnit., CV effs., GI disturbs., cholestas., abnorm.liv.funct., oed., fatig., poss.haemolys. with large dos.in G6PD defic.pts., tol.with prolong. use of large dos.

Special precautions: Cont.treatm.long.than 10 days, ren./liv.dis., alcohol., concom.TCA’s/ guanethidine/reserpine/methyldopa/atrop., not admin.for first month aft.start.treatm.with desferrioxamin., G6PD defic., hyperoxalur., poss. mask.ototox.sympts.with ototox.meds.

Drug interactions: Sedat.eff.enhanc.by CNS depress., incr.hepatoxic.risk with hepatox.meds., poss.decr.eff./incr.hepatoxic.risk with enzyme induc.meds., poss.accelerat.absorpt.with metoclopramide, reduc.absorpt.with cholestyramine if giv.within 1 hr., incr.adverse ren.eff.risk with prolong.salicylat., prolong./ enhanc. anticholinerg.& CNS depress.eff.with MAOI’s, incr.Fe toxic.with desferrioxamin., poss. incr.ser.ethinylestrad.with OC’s, fluphenazine ser. conc.decr.

 XE "Famucaps" FAMUCAPS, Brunel

Phenylephrine HCl 5 mg, chlorphenamine mal.2 mg, paracet.300 mg, lactose 52 mg.

Indications: Sinusit., rhinit., URTI allerg.condits., hayfever, flu.

(S2) CAPS, G1235

725544-007: 20, R22,23
725544-031: 1 000, R1 111,37
Dosage: Adults: 2 caps.3xdly. Childr.6-12 yrs: 1 cap 3xdly. Not recomm.in childr.und.6 yrs.

Contraindications: Pregn., lactat., heart dis., epilep., hypertens., hyperthyroid., MAOI’s, childr. und.6 yrs., hepatit., alcohol., recuperat.from liv.dis.

Side effects: CNS effs.incl.convuls., dyspn., weakn., psychot.effs., reduc.appetite, GI disturbs., hypertens., palpitat., tachycard., reflex bradycard., ang.pain & poss.card.arrest in ang.pector., diffic. micturit., urin.retent., cerebr.haemorrh., pulm.oed., alt.metabol., extrapyramid.effs., cerebr.stimulat. esp.in childr., allergy & anaphylax., atax., blurr. vis., dry mouth & nose, thick.muc., urin.retent./ freq., dysur., reduc.GIT tone & motility, hypotens., bld. dyscras., photosens., skin rash

Special precautions: Elderly, ren.dis., sev.CV disords., liv.dis., hyperthyroid., diab.melllit., glauc., pyloroduod.obstruct., prostat.hypertrophy, emphysema, chron.bronchit., porphyr., paradoxic. hyperexcitability, epilep., nervousn., insomn.

Drug interactions: Depress.effs.enhanc.by other CNS depress., extrapyramid.& anticholinerg.effs. of such meds.potent.

 XE "Flusin " FLUSIN, (Aspen Pharmacare: Consum) Pharmacare 
Chlorphenamine mal. 2 mg, ephedr.HCl 6 mg, paracet. 200 mg, caff. 20 mg.
Indications: Symptomat.relief nas.& sinus congest. assoc.with colds & influenza 

(S2) TABS. C562 (Act 101/1965)
726885-002: 24, R49,27
Dosage: Adults & childr.over 12 yrs: 2 tabs. 4 hrly. Childr. 8-12 yrs: 1 tab.4 hrly. 
Contraindications: CV dis., safety in pregn.and lactat.not est., childr.und.8 yrs.(tabs), MAOI’s, sev.liv.impairm.

Side effects: Chlorphenamine mal: Sedat., drowsin., confus., hallucinat., convuls., headache, dizzin., tinnit., lassit., incordinat., fatig., nervousn., insomn., trem., extrapyramid.effs.with musc.sp.& dyston., N&V, epigastr.pain, diarrh., atax., flush., blurr.vis., dry mouth/-throat & resp.passages, mucus thicken., urin.retent/freq., dysur., reduct.in GIT tone & motility, palpitat., dysrhythm., hypertens., hypotens., tachycard., headache, tight chest, tingl., heavin.& weakn.of hands, photosens., skin rash, allerg.dermatit., drug fev., agranulocytos., leucopen., haemolyt.anaem., thrombocytopen., hypersens.reacts., sweat., myalg., paraesthes., sleep disturbs., depress., hair loss. Ephedr.HCl: Fear, anx., restlessn., trem., insomn., confus., irritabil., dry mouth, imp.extremit. circulat., weakn., psychot.state, reduc.appetite, N&V, vasoconstrict.with hypertens.& poss.cerebr. haemorrh., pulm.oed., reflex.bradycard., tachycard., card.dysrhythm., ang.pain, palpitat., card.arrest, hyptens.with dizzin./faint.& flush., diffic.micturit., urin.retent., dyspn., alt.metabol., sweat., hypersalivat., headache. Paracet: Pancreatit., skin rash, other allerg.reacts., agranulocytos., thrombocytopen., neutropen., pancytopen., leucopen., anaem., dermatit., hepatit., ren.col., ren.fail., sterile pyur. Caffeine: N&V, abdom.pain, GI irrit., GI bleed., insomn., headache, anx., restlessn., vertigo, palpitat.
Warnings and special precautions: Poss drowsin.& imp conc.poss.aggrav.by other CNS depress. & alcoh., eval.S/E bef.driv./operat. machin./ perform.potent.danger.tasks, consult Dr if no reliev.obt.from recomm.dos., do use for >7 days without consult.Dr. Chlorphenamine mal: Prostat. hypertrophy, narr.-angl.glauc., emphysema/ chron.bronchit., porphyr., childr./ elderly, pyloroduod. obstruct., epilep., sev.CV disords. Ephedr.HCl: Hypertens., hyperthyroid., diab. mellit., clos.angle glauc., prostat.hypertrophy, phaeochromocyt., occlus.vasc.dis.incl. arterioscleros., aneurysm. Paracet: Seek med. advice in event of OD even if no obvious.sympts. pres., poss.sev.liv.damage in dos.excess.of recomm.dos., not indic.in hepatit./alcohol./any liv.dis.form, ren.dis. Caffeine: Pept.ulc., hyperthyroid., hypertens., card. dysrhythm. poss.exacerbat.,
Interactions: Chlorphenamine mal: Sedat. potent.CNS depress.effs., sedat.eff.enhanc.by other CNS depress.& alcoh., posit.skin test results poss suppress., meds.poss.caus.extrapyramid. reacts./ anticholinerg.effs.potent. Ephedr.HCl: Revers. act.of anti-hypertens.agents, complex interacts. with alpha- & beta-block. poss.prod. hypertens. cris., poss.hypertens.cris.with MAOI, poss.interacts with TCAs/guanethidine/reserpine/ alpha-methyldopa & digoxin, ventric.fibrill.risk in. cyclopropane/halog.anaesth., incr.dysrhythm.risk with card.glycosid./ quinidine,/TCA’s, incr. vasoconstrict. eff.risk with alkaloids/ oxytocin,
(S2) FLUSIN S EFFERVS.TABS 30/5.8/0001
Chlorphenam.mal. 4 mg, paracet.500 mg, pseudoephedr. HCl 50 mg, Vit.C 330 mg

Indications: Symptomat.relief of minor aches and pains and sinus and nas.congest.assoc.with colds & flu
820806-005: 12, R59,13
Dosage: Adults & childr.over 12 yrs: 1 tab. dissolv. in water 6 hrly if neccess. 
Contraindications: CV/coron.dis.,childr.und.12 yrs., antihistamine sens., MAOIs, sev.liv.funct. impairm., haloth.anaesth.,safety in pregn.& lactat. not est.

Side effects: Paracet: Less freq: Bld.dyscras., hepatit., skin rash/allerg. reacts. Freq.unknown: Pancreatit., dermatit., ren.colic/ fail., sterile pyuria. Pseudoephedrine: Freq: Anx., restlessn., insomn. Less freq: Trem., weakn., psychot.states, headache, hypotens, tachycard., card.dysrhythm., palpit., card.arrest, reflex bradycard., dyspn., N&V, sweat., urin.retent. Freq.unknown: Alter. metabol., fear, confus., irritabil., vasoconstrict,, cerebr.haemorrh., pulm. oed., reduc.appet, hypersalivat., Chlorphenamine mal: Less freq: Bld.dyscras., CNS reacts., palpit, dysrhythm., tachycard., mucous thicken., loss of appet., GIT tone/motility reduct, rash., hypersens., urin.retent., dysur., GI disturbs., Freq.unknown: Depress., confus., hallucinat., convuls., headache, tinnit., lassit., nervousn., insomn., paraesthes., atax., blurr.vis., hyper-/hypotens., headache, chest tightn., heavin./ weakn.of hands, resp.dryness., N&V, diarrh., photosens., drug fev., hair loss, sweat., extrapyramid. effs., urin.freq. Vit.C: Freq. unknown: Haemolys.in G6PD defic., ren.calcium oxalate calculi.

Warnings and special precautions: Phenylketonur., may cause drowsin., prostat. hypertrophy, narr./clos.-angle glauc., emphys., chron. bronchit., porphyr., elderly, pyloroduod. obstruct., epilep., sev.CV disords., may suppress posit. skin test results, hypertens., hyperthroid., occlus. vasc.disords., aneurysms., diab.mellit., phaeochromocyt., ang. pect., poss.OD risk if other concom.paracet.contain.meds.admin., imp.kidn.& liv.funct., concom.meds.that affect liv.
Interactions: Sedat.eff.enhanc.by CNS depress., antihistamine cross.sensitiv., incr.risk of phenytoin toxic., potent.eff.of meds.caus. extrapyramid. reacts. /anticholinerg.effs., antihypertens.meds. act.poss.revers., incr.risk of arrhythm.with card. glycos., quinid./TCA's, Al hydrox.enhanc. pseudoephedr. absorpt., toxic.risk incr.with other potent. hepatotox.drugs/those induc.liv. microsom. enzym., absorpt.incr.by metoclopramide, plasma conc.alt.with probenecid, paracet. absorpt.reduc.if giv.<1h.of cholestyramine, Vit. C may interact with desferrioxamine./ hormon. contracept./ fluphenazine/ warfarin.

(S2) FLUSIN-C SYRUP. 27/5.8/0523.
Chlorphenamine mal. 2 mg, pseudoephedr.HCl 25 mg, Vit.C 50 mg/5 ml.

Indications: Symptomat.relief of colds & flu assoc.with nas./sinus & eustachian tube mucosal congest.
797987-002: 100 ml, R58,03
Dosage: Adults: 10 ml 4xdly. Childr.: 2-5 yrs: 2,5-5 ml 3xdly. 6 -12 yrs: 5-10 ml 3xdly.
Contraindications: CV/coron.dis., safety in pregn. & lactat.not est., childr.und.2 yrs., antihistamine sens., MAOI's
Side effects: Pseudoephedr: Alter.metabol., reduc.appet., psych./CNS disords. vasoconstrict., hypertens., cerebr.haemorrh., pulm.oed., reflex bradycard., tachycard., card.dysrhythm., ang.pain, palpit., card.arrest, hypotens., dyspn., GI disords., diffic. micturit., urin.retent., weakn., sweat. Chlorphenamine: Bld.dyscras., hypersens.reacts., psych./CNS disords., blurr.vis., tinnit., palpit.., dysrhythm., hypertens., hypotens., tachycard., flush., dry mouth/-throat/-resp.passages, thicken. of mucous, chest tightn., GI disords., photosens., skin rash, allerg.dermatit., rash, hair loss, heavin./ weakn.of hands, urin.retent./freq., dysur., lassit., drug fev., sweat. Vit.C: Haemolys.in G6PD defic., GI disturbs., ren.calcium oxalate calculi.
Warnings and special precautions: May cause drowsin./imp.conc., prostat.hypertrophy, narr./ clos.-angle glauc., emphys., chron.bronchit., porphyr.,elderly, pyloroduod.obstruct., epilep., sev. CV disords., hypertens., hyperthroid., occlus. vasc. disords., aneurysms., diab.mellit., phaeochromocyt., hyperoxalur.
Interactions: Antihypertens.meds.act.poss. revers., poss.hypertens.crisis with alpha-and beta-block., incr.arrhythm.risk with card.glycos., quinid./TCA's, Al hydrox.enhanc.pseudo-ephedr. absorpt., sedat.eff.enhanc.by CNS depress., may suppr. posit.skin test results, potent.eff.of meds. caus. extrapyramid.reacts. /anticholinerg.effs., Vit. C may interact with desferrioxamine./hormon. contracept./ fluphenazine/ warfarin.
 XE "Flustat" FLUSTAT, Ranbaxy [P/S]

Phenylephr. HCl 5 mg, chlorpheniramine mal.2 mg, paracet.300 mg, ascorbic acid 75 mg, caff.30 mg.
Indications: Cold and flu sympts.
(S2) CAPS, 28/5.8/0230.

807648-019: 24, R14,09

807648-035: 1 000, R477,48
Dosage: Admin.3xdly. Childr.und.6 yrs: Not recomm.
Adults: 2 caps. Childr.6-12 yrs: 1 cap.

Contraindications: Coron./CV dis., hypertens., hyperthyroid., epilep., pregn., MAOI, not recomm. for childr.und.6 yrs.

Side effects: Revers.skin rash, bld.disords., CNS eff., GI disturbs., vasoconstrict., hypertens., pulm. oed., cerebr.haemorrh., brady-/tachycard., card. arrhythm., ang.pain, palpitat., card.arrest, hypotens, flush., diffic.micturit., urin.retent., dyspn., alt.metabol., gluc. metabol.disturbs., sweat., hypersalivat., blurr.vis., dry mouth, tight chest & tingl., heavin.& weakn.of hands, CNS stimulat. esp.in childr., allergy, anaphylax., poss. sev. liv.damage with exceed.recomm.dos.

Special precautions: Liv./kidn./CV dis., diab. mellit., hyperthyroid., clos.angle glauc., halogen. anaesth., pept.ulc.hist., concom.TCA's/ guanethidine/reserp./methyldopa & atrop.

Drug interactions: Revers.of antihypertens.act. poss., incr.arrhythm.risk with card.glycos./ quinidine/ TCA's & antihypertens.ther., sedat.eff. enhanc.by other CNS depress.

(S2) SYRUP, 28/5.8/0231.

Phenylpropanolam.HCl 25 mg, dextromethorphan HBr 15 mg, paracet. 500 mg/20 ml.

807656-011: 100 ml, R23,01
807656-003: 200 ml, R46,05
Dosage: Adults & childr.over 12 yrs: 20 ml 4  hrly up to 4x/day. Childr.6-12 yrs: 10 ml 4 hrly up to 4xdly.
Contraindications: Asthma, MAOI, sympathomim. sens., liv.damage, CV dis., hypertens., clos.angle glauc., hyperthyroid., hyperexcitabil., phaeochromocyt., not recomm.for childr.und.6 yrs.

Side effects: CNS eff., GI disturbs., sweat., thirst, tachycard., precord.pain, palpitat., diffic.micturit., musc. weakn.& trems., hypertens., ventric. arrhythm., rebound congest.with prolong.use, skin rash, allerg.react., bld.dyscras., poss.sev.liv. damage with exceed.recomm.dos.

Special precautions: Prostat.enlargem., halogen. anaesth., diab., liv./kidn.dis., incr.risk of arrhythm.in digital.pts.

Drug interactions: Phenylpropanolamine eff. dimin. by guanethidine/reserp.& methyldopa & may be dimin./ enhanc.by TCA's, eff.of guanethidine poss.dimin.

 XE "Flutex Cold and Flu" FLUTEX COLD AND FLU CAPSULES WITH VITAMIN C, (Aspen Pharmacare: Consum) Pharmacare [P/S] 
Paracet. 100 mg, caff. 30 mg, salicylamide 75 mg, Vit.C 50 mg, chlorphenamine mal. 2 mg, phenylephr. HCl 2 mg.

Indications: Colds & flu.

(S2) CAPS, G1221.
726915-009: 20, R26,28
Dosage: Adults: 1-2 caps 3xdly aft.meals. Childr. 6-12 yrs: 1 cap 3xdly.aft.meals. Childr.und.6 yrs: Not recomm.
Contraindications: Hypertens., CV dis., pregn., hyperthyroid., MAOI’s, sev. imp.ren./hepat.funct., haemophil., other haemorrhag.disords., childr. und.6 yrs.

Side effects: Skin rashes, hypersens.reacts., bld. disords., GI disturbs.& mucos.eros., CNS effs., psych. disords., palpits., hypotens, hypersens. reacts., hepatotoxic., blurr.vis., tinnit., diffic. micturit., dry mouth, tight.chest, lassit., decr. appet., sweat., hypersalivat., tachycard., hypertens., ventric.dysrhythm.

Warnings and special precautions: Concom. meds.affect.liv., liv.dis., poss.drowsin./ imp.conc., Reye’s syndr. risk, pept.ulcerat.hist., salicylamide hepatotox.esp.in juven.arthrit.& other connect.tiss. disords., hyperoxalur., hyperthyroid., CV dis., diabet., clos.angle glauc.

Interactions: CNS depress.enhanc.sedat., incr. arrhythm. risk.with card.glycosid./quinidine/ TCA’s, guanethidine/reserpine/methyldopa & atrop.

(S1) FLUTEX JUN.COLD & FLU SYRUP, B851.
Paracet. 125 mg, phenylephr.HCl 3,5 mg/5 ml.

Indications: Colds & flu.

703310-001: 100 ml, R45,17
Dosage: Childr: 2-6 yrs: 2,5-5 ml 4 hrly, not more than 4 x/24 hrs. 6-12 yrs: 5-10 ml 4 hrly, not more than 4 x/24 hrs.
Contraindications: Sev.imp.ren./hepat.funct., MAOI’s, safety in pregn.& lactat.not est., childr. und.2 yrs., fruct.intol.
Side effects: Paracet: Pancreatit., skin rash., allerg. reacts., drug fev., mucos.les., thrombocytopen., neutropen., pancytopen., agranulocytos., leukopen. Phenylephr:Fear, anx., restlessn., trem., insomn., confus., irritabil., weakn., psych.states., decr.appet, N&V, vasoconstrict, hypertens., cerebr.haemorrhag., pulm. oed., reflex bradycard., tachycard., card. dysrhythm., ang.pain, palpit., card.arrest., hypotens., dizzin., faint., flush., diffic.micturit., urin. retent., dyspn., alt.metabol., disturb.gluc.metabol., sweat., hypersalivat., headache, ang.pain.

Warnings and special precautions: Concom. meds.affect.liv., do not exceed recomm.dos., prolong. excess.use, imp.ren.funct., alcoh.abuse, hyperthyroid., CV dis., occlus.vasc.disords., diabet., clos.angle glauc., may aff.glycaem.contr.in diabet. mellit., glucose-galact. malabsorpt., sucrase-isomalt.insuffic.

Interactions: Incr.risk of liv.cell toxic.with liv. enzyme induc.meds., metoclopramide accelerat paracet.absorpt., probenecid incr.paracet.plasma half.life, antihypertens.effs.of methyldopa & reserpine revers., incr.arrhythm.risk.with card. glycosid./quinidine/TCA’s, poss.ventric.fibrillat. with halogen.anaesth.
 XE "Grippon" GRIPPON, AI Pharm Ltd [P/S]

Phenylephrine HCl 5 mg, chorpheniramine mal. 2 mg, paracet. 300 mg, ascorbic acid 75 mg, caff. 30 mg.
Indications: Symptomat.colds & flu treatm.& relief.

(S2) CAPS, C802.

729515-001: 24, R80,79
729515-028: 48, R161,58

Dosage: Admin. 3xdly.

Adults: 2 caps. Childr. 6-12 yrs: 1 cap.
Contraindications: Prostat.enlargem., paralyt. ileus/pylor.stenos., clos.angle glauc./narr.angle betw.iris & cornea, epilep., sev.coron.dis., sev. hypertens., CV dis., pregn., MAOI, childr.und.6 yrs.

Side effects: Revers.skin rash, bld.disord., hypertens. with headache, palpits.& vomit., CNS eff., hypotens., musc.weakn.& inco-ordinat., GI disturbs, blurr.vis., tinnit., diff.micturit., dry mouth, tight chest, heavin.& weakn.of hands, stimul. sympt. incl.convuls.

Special precautions: Kidn./liv.dis., tachycard. condits., pept.ulc.

Drug interactions: Sedat eff.enhanc.by CNS depress., eff.enhanc.by guanethidine, reserpine & methyldopa., eff.enhanc.by TCA’s 

(S2) COLD AND FLU.TABS , C773

Phenylephrine HCl 5 mg, chlorpheniramine mal. 2 mg, paracet.150 mg, caff.anhydr.15 mg.

704830-019: 20, R52,41
Dosage: Admin. 3xdly.

Adults: 2 tabs. Childr. 6-12 yrs: 1 tab.
Contraindications: Asthmat., MAOI, CV dis., hypotens., hyperthyroid., hyperexcitabil., phaecochromocytoma, clos.angle glauc., diabet. mellit., pept.ulcerat., epilep., childr.und.6 yrs.

Side effects: Revers.skin rash, bld.disords., CNS eff., CV disords., palpitat., hyper/hypotens., dizzin., dyspn., alt.metabol.incl.gluc.metabol., GI disturbs. incl.bleed., micturit.diffic., concentr.inabil., lassit., musc.weakn.& inco-ordinat., dry mouth, tight chest, heavin.& weakn.of hands, cerebr.stimul. incl.convuls., allergy, anaphylax., dermatologic. reacts.

Special precautions: Sev.liv damage with excess. dos., do not use long.than 10 days, kidn./ liv.dis., tachycard. condits., pept.ulc.

Drug interactions: Sedat eff.enhanc.by alcoh.& CNS depress., atrop.& TCA’s effs.enhanc., metabol. of drugs in liv.affect.
 XE "Histacon" HISTACON CAPSULES, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Paracet. 200 mg, phenylephr.HCl 5 mg, chlorphenir.mal. 2 mg, caff. 30 mg.

Indications: Relief of colds, influenza, hayfev., sinusit., ac.rhinit., post-nas.drip, & nas.allerg.

(S2) CAPS. C839.

731234-006: 1 000, R458,87
Dosage: Adults: 1-2 caps.4xdly.

Contraindications: Hyperthyroid., aneurysm., hypertens., arterioscleros., CV disords., MAOI, tricyclic antidepress., pregn.& lactat., sev.liv. funct.impairm.

Side effects: Paracet.: Skin rash.& othr.allerg.reacts., neutropen., pancytopen., leucopen. Phenylephrine: Fear, anx., restlessn., trem., insomn., confus., irritabil., weakn.& psychot.state., red.appetit., N&V, vasoconstric.caus.gangrene, hypertens.may produce cerebr.haemorr.& pulmon.oed., poss.refl.bradycard., tachycard., card.arrhythm., anginal pain, palpitat.& card.arrest, hypotens.with dizzin., faint.& flush., diff.micturit., urin.retent., dyspn., alter.metabol.incl.disturb.gluc.metab., sweat., hypersalivat., headache. Chlorpheniram.: Sedat., lassitude, dizzin., inco-ord., N&V, diarrh./ constipat., anorex., incr.appetit., epigastr.pain, blurr.vis., diff.micturit., dysur., dry mouth, tight chest, hypotens., muscl.weakn., tinnit., euphor., headache, insomn., nervousn., tachycard., trem.& convuls., epileptif.seiz.in pts.with focal lesions of cerebr.cortex, bld.disord.incl.agranulocyt., leucopen., haemolyt.anaem. Caffeine: N&V, abdom.paoin, GI bleed., insom., headache, anx., restlessn., vertig., trem., sleeplessn.,palpitat.
Special warnings and precautions: Do not use>10days without consult.dr., may cause drowsin.& impair.conc.aggrev.by alcoh.& CNS depress., do not drive or operat.machinery. Paracet.: Impair.kidn./liv.funct., do not exceed recomm.dose. Phenylephrine: Hyperthyroidism., CV dis., DM & closed-angle glauc. Chlorpheniram.: Narrow angle glauc., urnin.retent., prostat.hypertrophy Caffeine: Peptic.ulcer., CV dis., CHF, hepat.dysfunct., chron.alcoh., ac.febrile illn., sev.hypox., cor pulmonale, ac.pulmon.oed., othr.chron.lung dis., elderly. 

Interactions: Paracet.: Antichol.agents, opioid analges., anti-epilept., incr.anticoag.resp.to coumarin, incr.chloramphen.concen. Phenylephrine: Anaesthes.with cycloprop./ halothane/ othr.halogen.anaesth., incr.risk arrhythm.with card.glycos./ quinine/ TCA’s, MOAI or within 14 days of discont., antihypersens. Chlorpheniram.: MOAI, atropine, TCA’s, enh.sedat.eff.of CNS depress.incl.alcoh., barbiturates, hypnot., narcot.sedat.& tranquil., mask warning signs of damage by ototox.drugs., may suppr.pos.skin test result. Caffeine: Red.plasma flow in liv.& may prolong half-life and incr.conc.of hepat.eliminat.drugs.

 XE "Ibumax Cold and Flu" IBUMAX COLD AND FLU, Cipla Medpro

Ibuprofen 200 mg, pseudoephedrine HCl 30 mg, 

Indications: Cold & flu sympt.incl.nas.congest., headache, fev., sore throat.

(S2) TABS, 40/5.8/0218

721827-001: 12, R27,45
721827-002: 24, R55,04
Dosage: Admin.with/aft.food. Admin.low.poss. dos. for short.treatm.durat.

Adults & childr.over 12 yrs: 1 -2 tabs 4-6 hrly. Max.6 tabs./24 hrs.

Contraindications: HF, MAOI, NSAID hypersens. incl.asthma attacks/angioed./urticar./rhinit. precipit. by aspir., pregn.& lactat., childr.und. 12 yrs., act./hist.of recurr.ulc./haemorrh./perforat., GI bleed.hist./ulcer./perforat.relat.to prev.NSAIDs, hyperthyroid., phaeochromocyt., prostat.enlargem., CV dis., occlus.vasc.disords.incl.arterioscleros./ hypertens./aneurysm, diab.mellit., clos.angl. glauc., concom.phenelzine/ moclobemide.

Side effects: Fluid retent., oed., ser.skin reacts. somet.fatal incl.exfolat.dermatit./ Stev.-Johns. syndr./tox.epiderm.necrolys., UTI, anaphylax., angiit., laryng.oed., bronchosp.allerg.reacts., bld. dyscras., ecchymos., bruis., thirst, hyperkalaem., hyponatraem., weight loss, hepatotoxic., asept. meningit., rhinit., ser.sickn.-like reacts., Loeffler/ syst. SLE-like syndr., psych./urin.disords., dizzin., periph. neuropathy, drowsin., dysarthr., migraine, syncope, headache somet.sev.esp.in morn., tremb. / twitch., unusual.weakn.with no other S&S, eye disords.incl.tox. amblop., conjunctivit., scotoma, dry/irrit./swoll. eyes, retin./macul.disturbs., hear. chang., tinnit., vertigo, lightheadedn., ang.pect., chest pain exacerbat., pericardit., incr.BP, flush., shortn.of breath, unexpl.nosebleed., dyspn., bronchosp. in asthma pts., heamoptys., pulm.oed., GI disturbs. incl.ischaem. colit., pancreatit., taste chang., cholestat.hepatit., jaund., liv.fail., nail disord., sweat., photosens.react.resembl. porphyr., musc.cramps/ weakn./pain, ren.impairm./fail., haematur., cystit., nephros., nephrotoxic., unexpl. &/heavy menstr. bleed., fev., chills, lymphadenopathy, discomf./illn., alt.metabol.incl. gluc. metab.disturbs., convuls., tachycard., dysrhythm., CHF/exacerbat.thereof., glossit.

Warnings and special precautions: Concom. meds.for psych.condits./hypertens., ang.pain poss. precip.in ang.pect.pts., HF precipit.in comprom. pts., HF hist./hypertens., concom.digox./anticoags. / antihypertens./guanidine/TCA’s/halog. anaesthet., elderly, ulc./GI dis.hist., discont.ther.if GI bleed./ulcerat./ hypersens.reacts.pres., lact. intol.

Drug interactions: Incr.S/E poss.with other NSAIDs & aspir., poss.anticoags.enhanc.eff., incr. Li/methotrexate/digoxin plasma conc., incr.GI bleed. poss.with corticoster./antiplatel. agents./ SSRI/ venlafaxine/sibutramine/bisphosphonat./ erlotinib/pentoxyfill., incr haematoxic.risk with zidovudine, incr.plasma conc.with ritonavir, incr. dysrhythm.risk with digoxin/quinidine/ TCAs, incr. vasoconstrict. or press.effs.with ergot alkaloids/ oxytocin, incr.absorpt.rate with Al hydrox., decr. absorpt.rate with kaolin, poss.revers. antihypertens. eff., interacts.with α-& β-recept.blocks./reserpine/alpha-methyldopa., poss. hypertens. cris.with MAOIs.

 XE "Paragrip C" PARAGRIP C, (Unicorn) Pharma Dynamics [P/S]
Paracet.500 mg, sod.ascorbate equiv.to Vit.C 250 mg, chlorphenamine.mal. 2 mg.

Indications: Sympt.cold & flu relief.
(S2) EFFERV.TABS, A39/5.8/0450

718498-001: 12, R50,24
Dosage: Do not exceed recomm.dos. Adults & childr.over 12 yrs: 1 tab.dissolv. in water 8 hrly if neccess.

Contraindications: Sev.liv.funct.impairm, epilep., childr.und.12 yrs., safety in pregn.& lactat.not est., MAOI’s.

Side-effects: Drowsin., bld.dyscras., hepatit., skin /allerg.reacts., ren.disords./fail., pyur., dysur., pancreatit., anaphylax., chest tightn., CNS effs., convuls., dizzin., incr.sweat., abnorm.co-ordinat., trem., headache, blurr.vis., diplop., tinnit., hypotens., palpitat., GI disturbs., dry mouth/nose/ throat, cholestas., abnorm.liv.funct., oed., fatig., poss.haemolys. with large dos.in G6PD defic.pts.

Special precautions: Treatm.long.than 10 days, ren./liv.dis., alcohol., hepatit., G6PD defic., hyperoxalur., tol.with prolong.use of large dos., concom. TCA’s/guanethidine/reserpine/ methyldopa/ atrop., poss.mask.ototox.sympts.with ototox.meds., not admin.for first month aft.start. treatm.with desferrioxamine.

Drug interactions: Sedat.eff.enhanc.by CNS depress.& alcoh., incr.hepatoxic.risk with hepatox. meds., poss.decr.eff./incr.hepatoxic.risk with enzyme induc.meds., poss.accelerat.absorpt.with metoclopramide, reduc.absorpt.with cholestyramine if giv.within 1 hr., incr.adverse ren. eff.risk with prolong.salicylat., prolong./enhanc. anticholinerg.& CNS depress.eff.with MAOI’s, poss. incr.ser.ethinylestrad.with OC’s, fluphenazine ser.conc.decr., incr.Fe toxic.with desferrioxamine.
 XE "Sinu-Flu" SINU-FLU TABLETS, Cipla Medpro 
Paracet.400 mg, phenylephrine HCl 5 mg, mepyramine maleate 5 mg
Indications: Relieve sympts.assoc.with sinus congest., colds & flu incl.pain & fev.

(S2) TABS. C739.

773875-019: 20, R20,24
Dosage: Adults & childr.over 12 yrs.: 2 tabs. 6 hrly. Max: 4 dos./24 hrs. Childr.9-12 yrs: 1 tab.6 hrly. Max.4 dos./24 hrs. Treatm.not long.than 5 days 

Contraindications: Sev.liv.impairm., MAOI’s, safety in pregn.not est., not recomm.in lactat., sens.to other antihistamines due to poss.cross sens., sev.hyperthyroid.

Side effects: Sev.liv damage, paradoxic. hyperexcitabil., nervousn., insomn.in childr & elderly, agranulocytos., bld.& lymphat.syst. disords., allerg.dermatit., pancreatit., skin rash./ allerg.reacts., hepatit., ren.colic/fail., ster.pyur., alt. metabol.incl.gluc.metabol., sweat., CNS effs. incl. convuls., weakn., psychot.states, headache, tinnit., CV disords., hyper./hypotens., dyspn., GI disturbs., hypersalivat., diffic.mictur., urin.retent./ freq., musc.spasms, atax., flush., blurr.vis., dryn.of mouth & nose, thicken.of mucus, reduct.tone & motil.of GIT result.in constipat.& incr.gastr.reflux, tachycard., epigastr.pain, photosens., drug fev.

Special precautions: Medic.advice if pain/ fev. persists/gets worse/new sympts.occur/ redness/ swell.pres., hepatit., alcohol., pts not recov.from liv.dis., ren.dis., prostat.hypertrophy, narr.angl. glauc., emphysema, chron.bronchit., porphyr., sev. ischaem.heart.dis., elderly, hyperthyroid., sev.CV dis, occlus.vasc.disords incl. arterioscleros./ hypertens./ aneurysms, diabet.mellit., clos.angl. glauc., ang.pains in ang.pect.., anaesth with cycloprop./ halothane or other halogen.anaesth., quinidine /TCA’s, pyloroduod.obstruct., epilep.

Drug interactions: Sedat.effs.of CNS depress.& alcoh.aggravat., poss.revers.antihypertens.act., poss. compl.interact.with ( & (-block.agents, poss. interacts.with guanethidine/reserpine/TCA’s / digox.& ( -methyldopa, effs.pot.with maprotiline & MAOI’s., incr.arrhythm risk in pts.rec.card. glycosides/ quinidine, TCA’s.
 XE "Sinuclear" SINUCLEAR, (Aspen Pharmacare: Consum) Pharmacare 
Paracet.325 mg, phenylpropanolamine HCl 18 mg.

Indications: Tempor.symptomat.relief of nasal, sinus & eustachian tube mucal congest.& assoc. pain/fev.due to colds & flu.

(S2) CAPS. 27/5.8/0101
795364-009: 12, R29,40
795364-010: 16, R39,17
Dosage: Adults: 1 cap 6 hrly. Max: 5 caps/24 hrs. Do not exceed recomm.dos. Not for use in childr.young.than 6 yrs.
Contraindications: Sens. to small dos.of sympathomimet.subst.manifest.by sleeplessn./ dizzin./light-headedn./weakn./ tremulousn./card. dysrhythm., MAOI/ within 14 days of stop., CV dis., hypertens., hyperthyroid., hyperexcitabil., phaeochromocyt., clos.angle glauc., safety in pregn.& lactat.not est., childr.young/than 6 yrs.

Side effects: Freq.unknown: Fev.,bld dyscras., thrombocytop., angin.pain, cardiac arrest, purpura, methaemoglobinaem., agranulocytos., gluc. metabol. disturbs., psychot.state, confus., reduc. appetite, ventric.dysrhythm., haemorrhag.stroke, hypotens.with dizzin., faint., flush., dyspn., hypersalivat., urin.retent., weakn., rebound congest., pulm.oed., reflex bradycard. Freq. unknown: Phenylpropanolamine HCl: Sweat., IC press., ment.state alterat., insomn., restlessn., anx., trem., irritabil., headache, giddin., agitat., blurr.vis., tachycard., precord.pain, palpitat., vasoconstrict. with hypertens., N&V, musc.weakn., diffic.micturit., thirst. Paracet: Neutropen., pancytopen., leucopen., skin rash incl.erythemat./urticar.accompan.by fev.& mucos. les., other allerg.reacts.

Special warnings and precautions: Paracet. poss. fatal.in overdos., do not use long.than 7 days without med.advice, sev.liv./kidn.damage & incr. risk of ser.S/E such as hypertens.cris & haemorrhag. stroke in dos. excess. of recomm.dos., OD hazards great.in non-cirrhot.alchol.liv.dis., do not admin.in hypertens./hyperthyroid., prostat. enlargm., glauc., diabet., discont.if skin react. occurs, driv./perform.complicat.tasks.
Interactions: Do not admin.MAOI concom./within 14 days of stop., absorpt.incr.by metoclopramide & domperidone, chloramphenic.plasma conc.incr., Phenylpropanolamine: Hypertens.& life threaten. complications with bromocriptine, caut. with halogen.anaesth. Paracet: Absorpt.reduc.by colestyramine, enhance.anticoag.eff.of warfar.& other coumar., sev.psychos.in women tak. amantadine, poss.hypertens.cris.with triple-med. HIV prophylact.regim., sympathomimet.eff.enhanc. by NSAID’s, guanethidine/reserpine& methyldopa dimin.eff., TCA’s can.enhanc./dimin.eff., eff.of guanethidine poss.diminish., poss.arrhythm.in digital.pts.incr.

(S2) PAED.SYRUP. 30/5.8/0053.
Triprolidine HCl 0,625 mg, pseudoephedrine HCl 15 mg, paracet.125 mg/5 ml.

Indication: Sympt.relief such as nas.congest./ sniff.& headache assoc.with the common cold and influenza
703964-001: 100 ml, R48,94
Dosage: Admin.3xdly.
Childr. 6-12 yrs: 5-10 ml. 2-6 yrs: 5 ml. Do not admin.in childr. < 2 yrs.
Contraindications: CV dis., hypertens.,sev.liv.funct.impairm., concom.sympathomimet. decongest./beta-block., prostat., thyrotoxicos., diabetes, bladd.dysfunct., clos.angle glauc., phaeochromocyt., dur.asthma attack, MAOI, childr. < 2 yrs., safety in pregn.& lactat.not est., sorbit.intol.

Side effects: Triprolid: Freq: Sedat., lassit., dizz., inco-ord., headache, psycomot.impairm., blurr.vis., thick. resp. tract secret., dry mouth, constip., incr.gastr.reflux, urin.diffic./-retent.Less freq: Bld disord.incl.agranulocytos., leucopen., haemolyt.anaem., thrombocytop., palpit., dysrhythm., N&V, diarrh., epigastr.pain. Freq.unknown: Hypersens.reacts.incl.bronchosp., angioed., anaphylax., meds.cross sens., conf., paradoxic.stimulat., sleep disturb., depress., insomn., nervousn., euphor., irritabil., nightm., hallucin., convul., paraesthes., extrapyramid.eff., trem., inabl.concentr., tinnit., trans.bradycard., tachycard., hypotens., tight chest, anorex., rash, sweat., hair loss, myalg. Pseudoephedr: Less freq: Psychoti.disord.due to misuse. Freq.unknown: Hypersens.reacts., meds.cross sens., reduc. appet., alt.metabol. incl.gluc.metabol., hallucin., insomn., sleep disturb., anx., irritabil., excitabil., fear, conf., psychot.state., restlessn., headache, trem., angle-clos.glauc., tachycard., palpitat., dysrhythm.,  ang.pain, card.arrest, hypertens. produc. cerebr.haemorrh./pulm oed & reflex bradycard., hypotens., dizzin., faint., flush., impair.circulat., dyspn. N&V, dry mouth, hypersalv., erythema.nodul.patches, rash, sweat., micturit., urin.retent., weakn. Paracet: Less freq: Pancreatit., hyersens.incl.rash. Freq.unknown: Bld.dyscras. incl. agranulocytos., leucopen., thrombocytop., pancytop., neutropen. Post market.: Less freq.: Serious skin reacts. Freq.unknown: Agranulocytos., thrombocytop., anaphylax., skin hypersens.react.incl.angioed., SJS, TEN, bronchosp.(with paracet.more in asthma pts.sensit.to aspirin/NSAIDs), hepat.dysfunc. 
Warnings and special precautions: May cause drowsin./imp.conc., sev.liv.damage in dos. exceed. recomm.dos., liv./kidn.dis., concom.meds.affect liv., organ.heart dis., card. decompensat., angina, pts. receiv.digitalis., urin.retent., prostat. hypertrophy, pyloroduod.obstruct., epilep., CV disturbs., hyperthyroid., occlus.vasc.disords., diab.mellit., clos.angle glauc., elderly, may aff. glycaem.contr.in diabet.mellit., do not admin.to prems & neonates, do not use contin.for long.than 10 days without consult.physic.

Interactions: Triprolid: Incr.eff.of CNS depress.(eg. alcoh./barbitur./hypnotics, opioid analg.), incr.antimuscarin.meds.act.(eg. atropine/TCA’s/MAOI), mask sign of ototox.drug.damage, supress.cutan.histamine response, disc.prior skin test. Pseudoephedr: Anaesthes.with cycloprop./halothane, incr dysrhythm.risk with card.glycosid./quinid./TCA’s, hypertens.risk with sympathomimet.meds/apetite suppr./other amphetam.-like psychostim., antagon. antihypertensiv.meds., severe hypertens.with beta-block., avoid MOAI, incr.ergotism risk with ergot.alkal., antipsychotic.antagonis.eff., reduc.absorp.rate with kaolin, incr.eff with doxapram & oxytoc., incr aborp.with alumin.hydrox. Paracet: Alcoh.red.liv.capac., poss.incr absorp.rate by metoclopram./ domperid., absorp.rate red.by colestyram., anticoag.eff of warfar.incr.by prolong use, incr.plasma conc.of chloramphenic.
 XE "Sinugesic" SINUGESIC, (Aspen Pharmacare: Consum) Pharmacare

Paracet. 500 mg, pseudoephedr.HCl 30 mg.
Indications: URT congest.& assoc.pain & fever.

(S2) TABS.34/5.8/0196

893463-019: 20, R42,83
Dosage: Do not exceed stated dos. Adults & childr.over 12 yrs: 1-2 tabs 4-6 hrly. Max. 8 tabs/24 hrs. Childr. 6-12 yrs: ½-1 tab 6 hrly. Max. 4 tabs/24 hrs. 

Contraindications: MAOI, phaeochromocyt., sev.liv.dis., pregn.& lactat., childr.und.6 yrs., hyperexcitability

Side effects: Bld.dyscras., pancreatit., skin rash, sens reacts., CNS effs., GI disturbs., compl.CV effs.incl.vasocontrict.(with result.gangr.)/ang. & hypertens., cerebr. haemorrh.& pulm.oed., arrythm., diffic.micturit., urin. retent., dyspn., alter.metabol.incl.bld.sugar chang., sweat., hypersalivat., headache, coldn.of extremit., poss.tol.with depend.

Warnings and special precautions: Liv./kidn. dis., hyperthyroid., CV dis.incl.ischaem.heart dis., arrhythm., Prinzmetal's ang.,thrombo-emb.dis., tachycard., occlus. vasc.disords., elderly with pre-exist. coronary-/ cerebrovasc.dis., antihypertens.ther., prostat.enlargm.,DM, closed-angle glauc., alcoh. depend.

Interactions: Incr.eff.with concom.alpha-adrenocept. blocks., incr.arrhythm.risk if pseudoephedr. giv.with card.glycosid., quinidine & TCA’s, revers.antihypertens.eff.of guanethidine with concom.pseudoephedr.& incr.arrhythm.risk in digital.pts., incr.vasoconstrict./pressor eff.in pts. receiv.ergot alkaloids/oxytocin, poss.sev. hypertens if pseudoephedr.is used with ß-blocks. & hypokalaem.eff.incr.by corticoster., K-deplet. diurets.& theophyll., paracet.absorpt.accel.by metoclopramide, affect.excret.& alter.plasma conc.with concom.probenecid., cholestyramine reduc.paracet.absorpt.if giv.within 1 hr.of admin., halogenat.anaesth.admin.as ventric.fibrillat. poss.induc

 XE "Sinutab" SINUTAB, J&J
Pseudoephedr.HCl 30 mg, cod.phosph.10 mg, chlorpheniramine mal.2 mg, paracet.500 mg.

Indications: Sev.sinus pain, congest.of nas.sinus & eustach.tube , colds & flu, hayfev.

(S2) SINUS PAIN EXTRA STRENGTH TABS, 37/5.8/0139.
717792-002: 12, R34,68
717792-001: 24, R69,38
Dosage: Do not exceed recomm.dos. Adults & childr. over 12 yrs: 1-2 tabs 4-6 hrly. Max: 8 tabs/24 hrs. Childr.6-12 yrs: ½ -1 tab 6 hrly. Max: 4 tabs/24 hrs. Not recomm.for childr.und.6 yrs.
Contraindications: MAOI’s, chron.resp. insuffic., liv./kidn.dis./sev.liv.funct.impairm., CV dis.incl. ang.& hypertens., hyperthyroid., hyperexcitabil., phaeochromocyt., clos.angle glauc., avoid in halogenat.anaesth., safety in pregn. & lactat.not est.

Side effects: Bld.disords., ren.colic & -fail., sterile pyuria, hepatit., pancreatit., dermatit., skin rashes, other allerg.reacts., sedat., dizzin., inco-ordinat., paradoxic.CNS stimulat.esp.in childr., GI disturbs.incl.incr.gastric reflux, headache, dry mouth, thick.resp.tract secret., tight chest, blurr. vis., urin.diffic.& retent., anx., restlessn., trem., insomn., confus., irritab., weakn., psychot.states, hypertens., cerebr. haemorrh., pulm.oed., reflex bradycard., tachycard., card.arrhythm., ang.pain, palpitat., card. arrest, hypotens., hypokalaem., changes in bld. sugar, sweat., hypersalivat., ureter./bil.sp., urticar., prurit., nose itch., hypotherm., mood changes, decr.libido, impot., hallucinat.,miosis, rais.IC press.
Special precautions: Excess.dos.poss.provoke sev.liv./kidn.& CV repercuss., other meds.for depress./ psych./emot.condits., other concurr. paracet./ sympathomimet.-contain.meds., excess. quantit. in hepatit./alcohol/recov.from any liv. dis., poss.depend.& addict.with prolong.contin. use, prostat.hyperplas., concom.antihypertens. ther., bronch.asthma, chron.pulm. dis., hypothyroid., adrenocort.insuffic., imp.liv./kidn. funct., shock, inflamm./obstruct.bowel disords., myasth. grav., elderly/debilit.

Drug interactions: CNS eff.enhanc.by CNS depress./ alcoh., alcoh./hepatotox.meds.& drugs induc.liv.enzyme incr.toxic., enzyme induc.drugs incr.hepatotox.risk, metoclopram.acceler. absorpt., absorpt.reduc.if admin.within 1 hr.of cholestyramine, prolong., salicylat.use incr. advers. ren.effs.risk, poss.revers.act.of some CV meds., poss. incr.BP with other sympathomimet. amines, incr.arrhythm.risk with card.glycos./ quinidine or TCA’s, incr.risk of vasoconstrict. eff.with ergot alkaloids/oxytocin & other vasconstrict., poss.interacts.with guanethidine/ reserpine/ TCA’s/digox.& alpha-methyldopa, poss.ventric. fibrillat.induc.with halogen. anaesth., Al-hydrox.preps. poss.incr.absorpt.rate

SINUTAB 3-WAY
Pseudoephedrine HCl 30 mg, Ibuprofen 200 mg

Indications: Colds/sinusit./flu sympt.incl.nas. congest., body aches, pain & fev.

(S2) TABS, 36/5.8/0207
702941-002: 10, R32,09
702941-001: 20, R64,24
Dosage: Admin.with/aft.food. Adults: 1 tab 4-6 hrly, a 2nd tab may be taken if necess. Max. 6 tabs/24 hrs.

Contraindications: Childr.und.12 yrs.not recomm., MAOI’s, pregn.& lactat., aspir.& NSAID allerg., CV dis.incl.hypertens./aneurysm, diab. mellit., hyperthyroid., phaeochromocyt., clos. angl. glauc., hyperexcitabil., ren./hepat.impairm., bleed. disords., pept.ulcerat.or hist.thereof, concom. non-prescript.pain reliev./any other ibuprofen-contain.prod.

Side effects: Hypertens., arrhythm., precord. pain, palpits., tachycard., impair.circulat.to extremit., CNS effs.incl.tinnit., depend., GI disturbs. incl.bleed., thirst, skin reacts., musc. weakn., diffic.micturit., urin.retent., dyspn., alter. metab. incl.gluc., sweat., oed., ocul./hypersens reacts., bld.dyscras., liv./ren.funct.impairm., HF precipit. in compromis.pts.

Special precautions: Concom.coumarin anticoags. /meds.for depress./antihypertens. ther., psychiatr.condits., concom.halothane anaesthet., avoid for 8-12 days aft.mifepristone use.

Drug interactions: Poss.ventric.fibrillat.with halog.anaesthet., incr.arrhythm.risk with card. glycosid./quinid./TCA’s, incr.vasoconstrict./ press. eff.with ergot alkaloids/oxytocin, dimin.eff.with reserpine/digoxin/guanethidine/ methyldopa, incr.absorpt.with Al-hydrox.-contain. preps., poss.revers.act.of some anti-hypertens. agents, poss.dimin./enhanc.effs.with TCA’s, compl. interacts.with -& ß-blocks., enhanc.eff. of oral coags./phenytoin/sulphonur.antidiabet., incr. plasma conc.of Li/ methotrex./card. glycosid., poss.incr.nephrotoxic.risk with ACE inhibits./cyclospor./tacrolimus/diurets., incr. hyperkalaem. risk with ACE inhibits./K-spar. diurets., anti-hypertens.eff.of some antihypertens. poss reduc.incl.ACE inhibits./ ß-blocks./ diurets., convuls.with quinolon., enhanc. eff. with moclobemide, incr.GI bleed.risk with corticoster./alcoh./biphosphonat./oxpentifyll., SSRI’s, incr. hemotoxic.risk with zidovudine.
See also MDR page 400-404.
 XE "Sinutab Sinus Allergy Congestion & Pain " SINUTAB SINUS ALLERGY CONGESTION & PAIN, J&J 
Paracet.500 mg, chlorpheniramine mal.2 mg, pseudoephedr.HCl 30 mg 

Indications: Symptomat.relief sinus pain, congest.of nas./sinus & eustach.tube mucosa, allerg./ vasomot.rhinit., influenza & comm.cold, 

(S2) TABS, 37/5.8/0260

708686-002: 10, R35,96

708686-001: 20, R71,92
Dosage: Do not exceed recomm.dos.

Adults & childr.over 12 yrs: Admin 2 tabs 6-8 hrly. Max: 8 tabs/24 hrs. Not recomm.for childr. und.12 yrs.

Contraindications: Childr.und.6 mnths., sev. liv./ren.dis., inhal.anaesthes., MAOI, CV dis.incl angin., hypertens., hyperthyroid., clos.angle glauc., phaeochromocyt., diabet.mellit., safety in pregn.& lactat.not est.

Side effects: Sev.liv.& kidn.dam., pancreatit., sens. reacts.incl.anaphylax., bld.disords., CNS effs., paradoxic.CNS.effs.incl.convuls.esp.in childr., dry mouth, thickn.resp.-tract.secrets., tight chest, blurr. vis., urin.diffic.& retent., GI disturbs., prurit., sweat., myalg., hypertens., tinnit., paraethes., extrapyramid.effs., hypotens., hair loss, CV effs. incl.arrythm./arrest, angina pain, palpitat., hypokalaem., dyspn., alt.metabol., hypersalivat.

Special precautions: Liv./ren.dis., imp.liv./ren. funct., prostat.hyperplas./hypertrophy, narr./clos. angle glauc., hypertens., CV dis., hyperthyroid., diab. mellit., phaeochromocyt., epilep., asthma, elderly, concom.meds.aff.liv., halog.anaesth., concom. antihypertens./digital./TCA’s & atrop., may mask warn.signs of ototox., tol.with depend., urin. retent., pyloroduod.obstruct.

Drug interactions: Effs.of CNS depress./alcoh./ anticholinerg.& TCA’s enhanc., poss.arrhythm. with inhal.anaesthet./card.glycos., CV effs.of sympathomimet. amines poss.potent., act.of CV meds. poss.revers., antihypertens.act.reduc., poss. signific.hypertens. & excess,bradycard.with poss. heart. block with ß-adrenerg.blocks.agents, addit. CNS stimul.with pseudoephedrine, poss. incr. pressor.effs.with doxapram, anticholinerg./ CNS depress./card.stimul., vasopress.effs.poss. prolong. & intensif.with MAOI, ototox.sympts. poss. mask.by ototox.meds., rauwolf.alkaloids. poss. inhibit.indir.-act.sympathomimet.act., incr. hepatotox. risks in alcoholics/other hepatotox. meds or hepat.enzyme induc., incr.risk of advers. ren. effs.with other NSAID’s, zidovudine clear. decr., poss.incr.absorpt.with Al.hydrox.prep., pseudoephedr. effs.reduc.by guanethidine/ reserpine/ methyldopa& dimin./enhanc.by TCA’s

See also MDR page 404.
 XE "Sinutab Sinus Pain Non-Drowsy" SINUTAB SINUS PAIN NON-DROWSY, J&J [N/P/S/ in C] 
Paracet.500 mg, pseudoephedr.HCl 30 mg 

Indications: Symptomat.relief of nasal, sinus & Eustachian tube mucosal congest.& assoc.pain & fev.due to colds and influenza.

(S2) TABS, 37/5.8/0138

714955-001: 10, R28,41
714955-002: 20, R56,81

Dosage: Do not exceed 8 tabs/24 hrs.

Adults & childr.over 12 yrs: 2 tabs 4-6 hrly.Childr.6-12 yrs.: ½ -1 tab.6 hourly. Not recomm.for childr.<6.
Contraindications: Pts. on MAOI or within 14 days, CV dis.incl angin., hypertens., hyperthyroid., clos.angle glauc., phaeochromocyt., sev. liv.dis., inhal.anaesthes.

Side effects:Freq.: Fear, anx., restlenssn., trem., insomn., confus., irritabil., weakn., psychotic states Less freq.: Pancreatit., allerg.reacts eg.rash/ blood disord., sensitiv.reacts result in skin rash/ laryng.oed./ angioed./ anaphylax., Rare: Neutropen., pancytopen., leucopen., thrombocytopen., red.apetit., N&V, CV effs: hypertens./ cerebral haemorr., pulmon.oed./ reflex bradycard./ tachycard./ card.arrythm./ angin.pain/ palpitat./ card.arrest., hypotens., dizzin., faint., flush., hypokalaem., headache, diffic.micturit., urin.retens.esp.in prostat.hyperplas., dyspn., alter.metabol., changed bld. gluc.lvl., sweat., hypersalivat., toleran.with depend.in cont.use.

Special warnings and precautions: Do not use contin.>10 days, if sympt.persist consult dr.,impair.liv.-/kidney funct./ CV dis., concom. antidepress, psychiatr.condits, hypertens., CV condits., othr.paracetam./ sympathomimetic- contain.products, safety in pregn./lactat.not est.

Interactions: Poss.arrhythm. with inhal.anaesthet./ digital.glycos., CV effs.of sympathomimet. amines (pseudoephedr.) poss.potent.with TCAs, red.antihypertens.eff of diuretics/antihypertens.with sympathomimet.amines., excess.bradycard.with poss. heart. block with ß-adrenerg. blocks.agents, addit. CNS stimul.with pseudoephedrine, poss.incr.pressor.effs.with doxapram, vasopress.effs.poss. prolong. & intensif.with MAOI, rauwolf.alkaloids. poss. inhibit.indir.-act. sympathomimet. act., incr. hepatotox. risks in alcoholics/ other hepatotox. meds or hepat.enzyme induc., incr.risk of advers. ren. effs.with other NSAIDs, zidovudine clear. decr., poss.incr.absorpt.with Al.hydrox.prep.

 XE "Sudafed Sinus Pain" SUDAFED SINUS PAIN, J&J.
Paracet. 500 mg, pseudoephedrine HCl 60 mg.
Indications: Sympt.relief.of nas./sinus/eustach. tube mucos.congest.& assoc.pain & fev.assoc.with colds.& flu.

(S2) TABS. T/5.8/196.

779636-016: 10, R22,98 

Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 1 tab. Childr. 6-12 yrs: ½ tab. Und.6 yrs: Not recomm.
Contraindications: MAOI, safety in pregn.not est., concom.furazolidone, liv.impairm.

Side effects: Insomn., CNS effs., erythemat. nummular patch., revers.skin rash/bld.disords.

Special precautions: Bladd.dysfunct., card. decompensat., ang., sev.ren./hepat.dysfunct., CV dis., hypertens./hyperthyroid., clos.angle glauc., diabet., occlus.vasc.dis., aneurysm.

Drug interactions: Concom.sympathomimet. agents, furazolidone caus.dose relat.inhibit. of monoamine oxidase, eff.dimin.by guanethidine, methyldopa & dimin./ enhanc.by TCA’s, alcoh.may incr.paracet.hepatotoxic.

10.1.3
Decongestants
(See also 6.1)

DEMAZIN SYRUP (MDR Listing)

DEMAZIN NS (MDR Listing)

RINEX (MDR Listing)

 XE "Actifed Cold" ACTIFED COLD, GSK

Triprolidine HCl 1,25 mg, pseudoephedr.HCl 30 mg.
Indications: Cold & flu-sympt.relief.

(S2) TABS. C972.

700789-006: 20, R37,35
Dosage: Admin.3xdly.

Adults & childr.over 12 yrs: 2 tabs. Childr. 6-12 yrs: 1 tab.
(S2) SYRUP. C973.

Triprolidine HCl 1,25 mg, pseudoephedrine HCl 30 mg/5 ml.

700770-003: 50 ml, R19,46

700770-011: 100 ml, R43,87
Dosage: Admin.3xdly.

Adults & childr.over 12 yrs: 10 ml. 6-12 yrs: 5 ml. 2-5 yrs: Not suit.for admin in childr.und.6 yrs.except on advise of physician.
Contraindications: MAOI, ac.asthma, pregn., concom.furazolidone., childr.und.2 yrs.

Side effects: Drowsin., sleep disturbs., hallucin.

Special precautions: CV sympt., do not exceed stat.dos./freq., avoid use with other anti-histamine cont.prods.incl.cough & cold meds.

Drug interactions: Sympathomimet., halogen anaesthet., TCA’s, CNS depress.

 XE "Betafed" BETAFED, Ranbaxy

Pseudoephedrine HCl 30 mg, triprolidine HCl 1,25 mg/5 ml.
Indications: Relief of mucos.congest.assoc.with colds & flu.

(S2) SYRUP, 31/5.8/0249

853003-009: 100 ml, R30,31
Dosage: Admin.3xdly.

Adults & childr.over 12 yrs: 10 ml. Childr. 6-12 yrs: 5 ml. 2-5 yrs: 2,5 ml. 6 mnths-2 yrs: 1,25 ml (on advice of physic. only).
Contraindications: Ac.asthmat.attacks, safety in pregn.& lactat.not est., MAOI, concom. furazolidone

Side effects: Fix.drug erupt., CNS effs., GI disturbs., angin.pain, vasoconstrict.& result. hypertens., urin.retent., diffic.micturit., dyspn., alt. metabol. incl.disturb.gluc.metabol., sweat., hypersalivat., blurr.vis., dry mouth, tight chest, paradox. CNS stimulat.partic.in childr., poss.fits in epilept., allerg.reacts., bld.dyscras., poss.masks warn. signs of damage from ototox.agents.

Special precautions: Diab., occlus.vasc. disords., CV dis., hyperthyroid., clos.angl.glauc., prostat. enlargem., sev.ren./hepat.impairm., elderly., halogen.anaesth.

Drug interactions: Concom.sympathomimet. agents may cause rise in BP, may partial.reverse hypotens. act.of drugs which interfer.with sympathet. activ., incr. arrhythm.risk with concom. card. glycos., quinidine/ TCA’s, addit.eff.with other antimuscarin. agents, potent.act.of CNS depress.& alcoh.

 XE "Betalix" BETALIX DECONGESTANT, Ranbaxy [P/S]
Chlorpheniramine mal. 2 mg, phenylpropanolamine HCl 2,5 mg, phenylephrine HCl 2,5 mg/5 ml.

Indications: Symptomat.relief.of nas.congest. assoc. with colds & flu.

(S2) ELIX. 28/5.8/0648.
814105-009: 100 ml, R31,43
Dosage: Admin. 3-4xdly.

Childr: 2-6 yrs: 2,5 ml. Childr: 6-12 yrs: 5 ml. Not for childr.und. 2 yrs.

Contraindications: Coron.dis., hypertens., CV dis., hyperthyroid., dur.ac asthma attack, MAOI, diab.mellit., pregn., lactat., childr.und.2 yrs.

Side effects: CNS eff., GI disturbs., bld.dyscras., anti-muscarin.effs.incl.blurr.vis., diffic.mictur., dysur., dry.mouth, tight chest, hypotens., musc. weakn., tinnit., euphor., headache,  paradox.CNS stimulat.esp.childr incl.convuls., epileptiform seiz.with foc.les.of cerebr.cortex, urin.retent., dyspn., alt.metabol.incl.gluc.metabol.disturbs., sweat., hypersalivat.

Special precautions: Warn.signs of damage. caus. by ototox.drugs poss.mask., avoid alchol, may suppress posit.skin test results, narr./clos. angle glauc., urin.retent., bronch.asthma, prostat. hypertrophy, hyperthyroid., CV dis., halogen. anaesth., antihypertens.ther., may precipit. ang.pain in ang.pect.pts.

Drug interactions: MAOI.enhanc.antimuscarin. effs., addit.antimuscarin.eff.with atrop & TCA’s, enhanc. sedat.effs.of CNS depress., incr.arrhythm. risk with card.glycosid./quinid.& TCA., poss antihypertens. agent act.revers., poss.compl. interact. with & ß-blocks, cyclopropane/ halogen. anesth.poss. induc.ventric.fibrillat.
 XE "Coryx" CORYX PAEDIATRIC, Cipla Medpro
Triprolidine HCl 1,25 mg, pseudoephedrine HCl 25 mg, vitamin C 75 mg/5 ml.
Indications: Sympts.assoc.with colds & flu.

(S2) SYRUP. 31/5.8/0056.

827460-009: 70 ml, R29,43
827460-008: 140 ml, R58,87
Dosage: Admin. 3xdly.

Adults & childr.over 12 yrs: 10 ml. Childr. 6-12 yrs: 5 ml. 2-5 yrs: 2,5 ml. Childr.<2 yrs: Not recomm.
Contraindications: MAOI’s, safety in pregn.& lactat.not est., infts.und.2 yrs.

Side effects: CNS effs., psychot.states, inco-ordinat., GI disturbs., ang.pain, vasoconstrict.& result.hypertens., tachycard., card.arrhythm./-arrest., angin.pain, palpitat., hypotens., flush., urin. retent., diffic.micturit., dyspn., disturb.gluc.metab., sweat., hypersalivat., blurr.vis., dysur., dry mouth, tight chest, paradox.CNS stimulat.partic.childr., allerg. reacts.& cross.sens.to triprolid.relat.meds., bld.disords.

Special precautions: CV dis.,ischaem.heart dis., arrhythm., tachycard., occlus.vasc. disords.incl. arterioscleros., hypertens., aneurysm, may mask warn.signs of ototox.drug damage, suppress.cutan. histam.respons.to allergen extracts, halogen. anaesth., concom.dipyridamole/metoclopramide/ metoprolol/carbon.anhydr.inhibit./corticoster./antacids & adsorb./gold cmpds./coumar.anticoags./ sulfonylurea hypoglycaem./zafirlukast/methotrex./ phenytoin/valproate/uricosurics/NSAIDS & mifepristone, hyperthyroid., diab.mellit., clos.angle glauc., prostat.enlargem., sev.ren./hepat.impairm.
Drug interactions: CNS depress.incl.alcoh. agrrav. drowsin., antimuscar.eff.enhanc. by TCA’s/ guanethidine/reserpine/methyldopa & atrop., incr.risk of arrhythm.with card.glycosid., quinidine / TCA’s, incr.vasoconstrict./press.effs.with ergot alkaloids/oxytocin, aspirin.GIT effs.enhanc.by alcoh.

 XE "Demazin" DEMAZIN, iNova (Bayer) [P/S] 
Chlorpheniramine mal. 1,25 mg, phenylephrine HCl 2,5 mg/5 ml. Alcohol free.

Indications: Relief nas.congest & other sympts. assoc.with sinusit., hay fev., nas.allerg./other resp.allerg.

(S2) SYRUP, C535

877891-001: 100 ml, R66,11
Dosage: Admin.3 or 4 hrly. Childr.2-3 yrs.: 2,5 ml-5 ml. 3 -6 yrs: 5 -10 ml. Adults: 10 ml. Max.x7 days.

Contraindications: Childr.und.2yrs., MAOI, safety in pregn.& lactat.not est., sev.hypertens. ischaem.heart dis., not recomm.in newborns / prem.infts.

Side effects: Sedat., CNS eff.incl.paradoxic. hyper-excitabil., fatig., trem., lassit., inco-ordinat., blurr.vis., diplop., tingl.& weakn.of hands, convuls., mouth & resp.passage dryn., mucous thicken., incr. sweat, urin.retent./freq., dysur., headache, tight chest, CV effs.incl. pulm.oed.& cerebr.haemorrh., GI disturbs., hypersens. reacts., bld.dyscras., psychot.states, reduc.appet., hypotens.with dizzin.only in elderly, faint., flush., ang.pain precipit.in ang.pect., dyspn., alt.metabol.incl.gluc., hypersalivat., incr. arrhythm.risk with concom.card.glycosides, TCA’s & quinidine, may mask warn.signs of ototox.drug damage.

Warnings and special precautions: Hyperthyroid., CV dis., occlus.vasc.disords.incl. hypertens.& aneurysm, diab.mellit., clos.-angle glauc., prostat.hypertrophy, phaeochromocyt., emphys., chron.bronchit., porphyr., poss. tachyphylax. aft.5-7 days & product los.eff., poss. CNS.disords & card.arrhythm.if recomm.dos. exceed., childr.with breath.probl.&/glauc./tak. sedat.& tranquill., elderly, poss.peridont.dis.& oral candidias.with prolong.use, sev.CV disords., epilep., dur.ac.asthma attack, halogen. anaesthes.

Drug interactions: Sedat.& alcoh.pot.CNS depress. effs., anticholinerg.act.potent.with maprotiline & TCA’s, effs.of anticholinergs./ meds. with anticholinerg.activ.potent., act.of antihypertens. revers., complex interacts.with  & ß-blocks., poss.interacts.with guanethidine, reserpine, TCA's digoxin & -methyldopa.

See also MDR page 359.
 XE "Demazin ND" DEMAZIN ND, iNova 
Loratadine 5 mg, pseudoephedrine sulph. 120 mg

Indications: Upper resp.mucos.congest.as in allerg. & vasomot.rhinit.

(S2) REPETABS, 27/5.8/0373

794589-031: 6, R46,89
Dosage: Adults & childr.over 12 yrs: 1 repetab 2xdly.without chew. Do not exceed 14 days.

Contraindications: Adrenerg.agent sens., MAOI, narr.angle glauc., urin.retent., sev.coron. art.dis./ hypertens., hyperthyroid., safety in childr.und. 12 yrs./pregn./lactat.& elderly not est.

Side effects: Hypersens.reacts., depress., confus., decr.libido, hyperkines., agitat., apathy, euphor. insomn., nervousn., dizzin., thirst, hypoesthes., paraesthes., trem., incr.sweat., migraine, malaise, CNS stimulat., excitability, convuls., rigors, anx., paroneir., taste abnormalit., eye disords., vertigo, earache, tinnit., tachycard., postur.hypotens., palpitat., hypertens., supraventric. tachyarrhythm., CV collapse, flush., hypertens., pharyngit., rhinit., bronchosp., cough., dyspn., nas.congest., sneez., nas.irrit., epistax., N&V, abdom.distress, bowel habit changes, dyspeps., haemorrh., taste abnormal., tong.discolourat./-disord., eructat., dehydrat., abnorm.hepat.funct.poss.trans., prurit., rash, urticar., acne, alopec., arthralg., back pain, leg cramps, asthen., dysuria, micturit.disords., noctur., polyur., urin.retent., dysphon., incr. appetite, anorex., incr.weight, epitax., asthen., malaise, fatig., rigors, excitabil. Post-market: Isol. ac.general.exanthemat.pustulos.

Warning and special precautions: Galact./ lact.intol., pts.over 60 yrs., glauc., stenos.pept. ulc., pyloroduod.obstruct., prostat.hypertrophy, urin. tract.obstruct., CV dis., incr.IOP, diab.mellit., sev.liv.impairm., poss. abuse & tol.developm., depress. follow.rapid withdr., discont.& consult.Dr if ac.general.exanthemat.pustulos.develops, determ.indiv.respons.bef.driv./operat.machin., other meds.inhibit.hepat.metabol.

Interactions: CNS depress.compound.poss. sedat. eff., poss.hypertens.cris.with MAOI’s, ketoconaz./ erythromyc.& cimetid.incr.loratad.plasma conc., sympathomimet. reduc.antihypertens.eff.of methyldopa/ mecamylam/ reserp. & veratrum alkaloids, incr.arrhythm.with digital., eff.of ß-adrenerg.block.reduc., antacids incr.rate of pseudoephedrine absorpt.while kaolin decr. absorpt. rate.

See also MDR page 362.
 XE "Dimetapp" DIMETAPP, (Pfizer) Pfizer Consum
Brompheniramine mal.1 mg, pseudoephedrine HCl 15 mg/5 ml

Indications: Cold and flu sympt.

(S2) PAED.ELIXIR, 37/5.8/0406
704121-001: 118 ml, R72,35
Dosage: Do not admin.long.than 7 days.Do not exceed recomm.dos.

Childr.und.2 yrs: Not to be given. Childr.2-und.6 yrs: On advice of med.prof.5 ml 4-6 hrly not more than 4x/day. 6-12 yrs: 10 ml 4-6 hrly.not more than 4x/day.
Contraindications: Childr.und.2 yrs., sev. hypertens., ischaem.heart dis., MAOI’s, safety in pregn.& lactat.not est.

Side effects: Bld. dyscras., paradoxic.hyperactiv., tachyphylax. aft.5-7 days, bld.dyscras., anaphylact. shock, drug fev., psych.disords.incl.hallucinat., CNS effs.incl.convuls., blurr.vis., diplop., palpitat., tachy-/bradycard., extrasystol., hypotens., dry mouth & resp.passages, muc.thicken., cough, tight chest, GI disturbs., reduc.GI tone & motililty, incr. sweat., urticar., allerg.dermatit., photosensitisat., urin. retent.,/freq., dysur., hypersens., alt.metabol. incl. gluc.metabol., weakn., trem., angin.pain. precipitat., vasoconstrict.with hypertens.lead.to poss. cerebr.haemorrh./pulm.oed., dyspn., rash, diffic. micturit.,

Warnings and special precautions: Breath. problems., ac.asthma attack, glauc., prostat. hypertrophy, porphyr., hypertens., hyperthyroid., CV dis., occlus.vasc.dis., diab.mellit., phaeochromocyt., halogen.anaesth., epilep., laxat. eff. due to sorbit.content, do not admin.to pts.with sorbitol intol.
Drug interactions: Potent.effs.of CNS depress., anticholin. effs.potent.by TCA’s & maprotiline, MAOI’s potent.drowsin.& anticholinerg.eff,, poss. hypertens.crisis with MAOI, anticholinerg./meds with anticholinerg.activ.potent., incr.arrhythm.risk with card.glycos./quinidine/TCA’s, antihypertens. agents act.revers., complex interacts.& poss. hypertens. crisis with alpha-/beta-block., pseudoephedr. absorpt.incr.by Al.hydrox.

 XE "Rinex" RINEX, (Aspen Pharmacare: Consum) Pharmacare 

Chlorphenamine mal. 4 mg, phenylpropanolamine HCl 5 mg, phenylephrine HCl 5 mg/5 ml.

Indications: Nas.congest.due to common colds & flu/hay fever/allerg.rhinit./other upper resp.allerg/ assoc.with sinusit., relief of eustachian tube congest.as adjunct to treatm.of mid.ear.infect.

(S2) SYRUP. M/5.8/0125.
760773-009: 100 ml, R52,93
Dosage:  Do not exceed recomm.dos.
Adults & childr.12 yrs.& old: 5 ml 3-4xdly. Childr: 6-12 yrs: 2,5 ml 3-4xdly.
(S2) DIFFUCAPS. N/5.8/67.

Chlorphenamine.mal.12 mg, phenylpropanolamine HCl 30 mg, phenylephrine HCl 20 mg.

760781-001: 10, R110,25
Dosage: Do not exceed recomm.dos./chew cap/contents thereof.
Adults & childr.over 12 yrs: 1 cap 8-12 hrly.
(S2) PED.SYRUP. Q/5.8/87.

Chlorphenamine mal. 2 mg, phenylpropanolamine HCl 2,5 mg, phenylephr.HCl 2,5 mg/5 ml.

710247-001: 100 ml, R43,81
710247-002: 200 ml, R87,62
Dosage: Do not exceed recomm.dos.
Childr: 6-12 yrs: 5 ml 3-4xdly.

Contraindications: Dur.ac asthma attack, MAOI,/ within 2 wks.of stop.treatm., hypertens., hyperthyroid., CV dis., syrup presentat. contraindicat.in childr.und. 6 yrs.& diffucaps. contraindicat.in childr.und.12 yrs., safety in pregn. &lactat.not est.

Side effects: Freq: Sedat., lassit., dizzin., nervousn., irritabil., restlessn., excitabil., headache, insomn., incr.bld.press., N&V, diarrh. Less freq: Agranulocytos., leucopen., haemolyt. anaem., depress., nightmares, incoordinat., imp. conc., blurr.vis., tinnit., palpitat., tachycard., dysrhythm., hypotens., incr.viscos.of bronch. secret., constip., anorex., incr.appet., abdom.pain, dyspeps., dry mouth, epigastr.pain, hepatit., jaund., allerg. reacts.incl.exfol.dermat., relat.meds.cross-sensitiv., photosens., urticar., musc.weakn., twitch., urin.retent., tight chest, paradox.CNS stimul.partic.in childr. Freq.unknown: Euphor., diffic. micturit., dysur., fear, anx., trem., insomn., confus., weakn.& psychot.states, reduc.appet., hypersalivat., alt.metabol.incl.gluc.metabol., mydrias., ac.angle.clos.glauc., bradycard., ang. pain, card.arrest, faint., flush., haemorrhag.stroke, sweat., vasoconstrict., dyspn.
Warnings and special precautions: Admin. long. than 5-7 days, MAOI’s, consult dr if sympts. do not improve/fev.pres., clos.angle glauc., phaeochromocytoma, inform pts.of incr.ser.advers. eff.risk partic.hypertens.cris.& haemorrhag.stroke if recomm.dos.exceed., diab./prostat.hypertrophy & glauc.poss.aggrav., urin.retent., posit.skin results poss.suppress.theref.discont.sev.days prior to test., hypersuceptib.to sympathomimet.effs. partic.hyperthyroid., CV dis.eg ischaem.heart dis./ dysrhythm./tachycard./occlus.vasc.disords.incl. arterioscleros./hypertens./aneurysms, antihypertens. ther., determ.effs.bef.driv./ operat. machin., sucrose/lact./sorbit.intol., avoid in pregn.as uter.contractil. & periph.vasoconstrict.poss.

Interactions: Enhanc.sedat.effs.of alcoh./CNS depress./hypnotics & anxiolyt., poss antihypertens. agent act.revers., incr.dysrhythm.risk with card. glycosid., quinid./TCA, ventric.fibrillat.induc.with halogen. anaesthet., MAOI/atrop.& TCA’s enhanc. antimuscarin. effs., phenytoin toxic., poss. interacts. with reserp/digox./TCA’s & alpha-methyldopa

See also MDR page 181.
10.1.4
Bronchodilators and combinations         
 XE "Actophlem" ACTOPHLEM, AI Pharm Ltd [P/S]

Theophyl.100 mg, etofyl.10 mg, diphenylpyral.HCl 8 mg, ammon.chlor.720 mg, sod.citr.300 mg/30 ml.

Indications: Coughs.

(S2) SYRUP. W/10.1/194.

779784-007: 100 ml, R44,83
779784-006: 200 ml, R89,66
Dosage: Admin.3xdly.aft.meals & adults also at bedt.

Adults: 15 ml. Childr.7yrs.& old: 10 ml. 3-6 yrs: 5 ml.

Contraindications: Diabet., alcohol., sev. hypotens., pept.ulc., gout, ren./hepat.dis.

Side effects: GI disturbs.incl.GI bleed., vis. disords., insomn., headache, anx., confus., restlessn., hyperventilat., vertigo, palpitat., sedat., inability to conc., hypotens., musc.weakn.& inco-ordinat., tinnit., elat./depress., irritabil., nightmares, diffic.micturit., dry mouth, tight chest, tingl./heavin.& weakn.of hands, cerebr.stimul.in infts.& childr., allerg., anaphylax., bld.dyscras.

Warnings and special precautions: Poss. theophyl. tox.lev.with other concom.theophyl.cont. meds., do not admin.more freq.than 8 hrly to childr., elderly, card.dis., poss.fit precipitat.in epilept., may mask warn.sympts.of damage from ototox. drugs, contains sugar, poss.dos.incr.for smok./ haemodialys.pts., glauc., prostat. hypertrophy

Drug interactions: Sedat.eff.of CNS depress. enhanc., theophyl.effs.enhanc.by sympathomimet. & other xanthin., atrop.& TCA’s eff.poss.enhanc.

 XE "Adco-Linctopent" ADCO-LINCTOPENT, AI Pharm Ltd

Bromhexine HCl 4 mg, orciprenaline sulphate 5 mg/5 ml.

Indications: Cough assoc.with bronchosp.& phlegm.

(S2) SYRUP. 31/10.1/0011.

827304-005: 100 ml, R24,02
827304-013: 200 ml, R48,03
Dosage: Admin 3xdly.

Adults & childr.over 12 yrs: 10-20 ml. Childr: 3-12 yrs: 5-10 ml. 1-3 yrs: 2,5-5 ml. Infts: 2,5 ml. Do not exceed recomm.dos.

Contraindications: Hypertroph.obstruct. cardiomyopathy, bronch.asthma, tachyarrhythm., MAOI’s, safety in pregn.& lactat.not est.

Side effects: Gastr.irrit., CNS effs., psychot. states, GI disturbs., rise in BP produc.cerebr. haemorrh.& pulm.oed., CV sympts., hypotens., diffic.micturit., urin.retent., dyspn., weakn., alt. gluc.metabol., sweat., hypersalivat., musc.cramps, twitch./unpleas.taste.

Special precautions: Halogen.anaesthet., hypokalaem. with ß2-agonist therapy, gastr.ulc., hyperthyroid., CV dis., occlus.vasc.disords., hypertens., may precipit.ang.pain.in pts.with ang. pect., diab.mellit., clos.angle glauc., convuls. disords.

Drug interactions: Incr.risk arrythm.with card. glycosid., quinidine/TCA’s, ß-block.hypertens. act.revers., potent.of effs.with other sympathomimet.

 XE "Alcophyllex" ALCOPHYLLEX, AI Pharm Ltd [P/S]
Theophyl. 16,667 mg, hydroxyethyl theophyl. 1,667 mg, diphenhydramine HCl 6,667 mg, ammon.chlor. 120 mg, Na-citr. 50 mg/5 ml.

Indications: Bronchosp.assoc.with bronch. congest.

(S2) MIXT. G720.

701742-003: 100 ml, R10,54
701742-011: 200 ml, R21,08
Dosage: Admin. 4 hrly.

Adults: 10-15 ml. Childr.2-6 yrs: 2,5-5 ml. 7-12 yrs: 5-10 ml. Childr.und.2 yrs: Not recomm.
Contraindications: Imp.hepat./ren.funct., epilep., prem.infts.& neonates, ac.asthma attacks, metabol./ resp.alkalos., hypocalcaem./ hypochlorhydr.

Side effects: GI bleed., CNS eff., palpits, hypernatraem., musc.weakn., inco-ordin., GI disturb., blurr.vis., diffic.mictur., dry mouth, tight chest, tingl., heavin.& weakn.of hands, nervousn., trem., musc.twitch., convuls., allerg.reacts., thrombocytopen., epileptiform seiz.(pts.with cerebr.cortex focal les.).

Special precautions: CNS stimulat, diures. esp.childr., pept.ulc., hyperthyroid., card.dis., sev. hypertens., imp.ren./hepat.funct., periph.& pulm. oed., ac.febrile illn., chron.lung dis., glauc., urin. retent., prostat.hypertrophy, corticoster. treatm.

Drug interactions: Eff.of theophyl.enhanc.by sympathomimet., other xanth., sedat.eff.of CNS depress.enhanc., eff.of anticholinerg.enhanc. MAOI enhanc.antimuscarin.eff., allopurinol, cimetidine, flu vaccine, propranolol, erythromycin incr.theophyll.serum half-life, phenytoin, some other anticonvuls.& smok.incr.theophyll.clear.

 XE "Bronkese Compound" BRONKESE COMPOUND, (Aspen Pharmacare: Consum) Pharmacare

Bromhexine HCl 4 mg, orciprenaline sulph. 5 mg/5 ml.
Indications: Cough assoc.with bronchosp.& tenac.phlegm.

(S2) LINCT. L/10.1/387.

710687-001: 100 ml, R27,32
710687-028: 200 ml, R54,63
Dosage: Admin. 3xdly. Adults & childr.over 12 yrs: 10-20 ml. Childr.und.12 yrs: 5-10 ml. Infts: 2,5-5 ml.
Contraindications: Ac.coron.dis., card.asthma., concom.alpha & beta-blocks., MAOI’s.

Side effects: CNS effs., GI disturbs., peptic ulcerat., hyperthyroid., card.effs. incl. vasoconstrict., diffic.micturit., dyspn., alt. metabol.

Warnings and special precautions: Hyperthyroid, gastr. ulcerat., other sympathomimet., CV dis., occlus. vasc.disords., ang.pector., diabet., clos.-angle glauc., concom.antihypertens.ther., monit.dyspn.for decline in dis.control, MAOI’s, halogen. anaesth., contains sorbit.,poss laxat.eff., not taken by pts with heredit.sorbit.intol.

Drug interactions: Incr.risk of arrhythm.with card.glycos., quinidine & TCA’s.

 XE "Duro-Tuss" DURO-TUSS, iNova 
Salbutamol sulph.2,41 mg, bromhexine HCl 4 mg/5 ml

Indications: Cough assoc with bronchosp.

(S2) LINCTUS, A39/10.1/0390.

709817-001, 200 ml, R84,39
Dosage: Admin.3-4xdly. Do not exceed recomm. max.dos.

Adults: 10 ml. Childr.6-12 yrs: 5 ml. 2-6 yrs:2,5-5 ml.

Contraindications: Card.arrhythm., tachycard., MAOI’s

Side effects: Less freq: Musculoskelet.cramps, GI disturbs. Freq.unknown: Hypersens.reacts. incl. paradoxic.bronchosp./angioed./urticar./ hypotens. & collapse, hyperglycaem., lactic. acidos., hypokalaem.potent.by corticoster./diuret./ xanthine & hypox., hallucinat.in childr., hyperactiv. & restlessn., tachycard., palpitat., myocard. ischaem., periph.vasodilat., hypotens., skelet. musc.fine trem.partic.of hands, headache, nerv. tens., trans.ser.aminotrans.rise, skin rash, headache, dizzin., sweat.

Warnings and special precautions: Hyperthyroid., myocard.insuffic., QT-interv. prolongat. susceptibil., hypertens., diab.mellit., sev.asthma monit.plasma K+ conc.as hypokalaem. poss.which may be potent.by hypox.& acidos./ other concom.meds.caus. hypokalaem./card. dysrhythm., high dos.incr.ser.S/E risk incl.card. dysrhythm., pept.ulc.hist., sev.hepat./ren. impairm., safety in pregn.& lactat.not est., may delay onset of labour, small amnts cross placenta

Interactions: Incr.hypokalaem.risk.with sympathomimet./ diuret./corticoster./xanthines

See also MDR page 363.
 XE "Flemeze" FLEMEZE, J&J 

Orciprenaline sulphate 5 mg, bromhexine HCl 4 mg/5 ml. Sugar & alcoh.free.

Indications: Cough assoc.with bronchosp.& tenacious phlegm.

(S2) Bronchodilat.SYRUP 29/10.1/0289.

819743-003: 100 ml, R28,40
819743-011: 200 ml, R56,68
Dosage: Admin.3xdly. Adults & childr.over 12 yrs: 10-20 ml. Childr. 3-12 yrs: 5-10 ml. Und. 3 yrs: 2,5-5 ml. Do not exceed max.dos.

Contraindications: Hypersens.to sympath. amines, hypertroph.obstruct. cardiomyopathy, tachyarrhythm., MAOI’s.

Side effects: CNS effs., CV sympts., hypotens., diffic. micturit./urin.retent., dyspn., cough, weakn., alt.gluc.metabol., hypersalivat., tightn.of chest., asthma exacerbat., irrit.of allerg.reacts., paradox. bronchoconstrict., hypokalaem., incr. card.risk with high dos.furth.aggrav.by concom. use with meds. caus.hypokalaem.& card. dysrrhythm. or if hypox.& acidos.pres., GI disturbs.

Special precautions: Hyperthyroid, CV dis., occlus. vasc.disord., antihypertens.ther., ang. pain poss. precipit.in pts.with ang.pect., pept. ulcerat., observe for dis.contr.decline, pref.to admin.as on-demand treatm., insuffic.contr. diabet. mellit., clos.-angle glauc., halogen. anaesthet.

Drug interactions: Poss.addit.CV effs.with concom. sympathomimet., incr.risk arrythm.with card. glycosid., quinidine/TCA’s.

 XE "Solphyllex" SOLPHYLLEX, AI Pharm Ltd [P/S]
Theophyll.anhydr. 100 mg, etofyll. 10 mg, diphenylpyraline HCl 8 mg, ammon.chlor. 720 mg, Na-citr. 300 mg/30 ml. 

Indications: Coughs assoc.with resp.infect., asthma & allergy.

(S2) SYRUP. G703.

765023-009: 100 ml, R51,10
765023-008: 200 ml, R102,20
Dosage: Admin. 3xdly.aft.meals & at bedt.

Adults: 15 ml. Childr.2-12 yrs: 10 ml.
Contraindications: Diabet., alcoholics (incl.rehab.), sev.hypotens., pept.ulc., gout, ren./ hepat.dis., antihist.hypersens.

Side effects: GI disturb.

10.2
Obstructive airway disease medication (Asthma/COPD)
10.2.1
Sympathomimetics (ß2-agonist)
10.2.1.1
Short-acting ß2-agonist (SABA) (Reliever)
 XE "Asthavent" ASTHAVENT, Cipla Medpro [PWR] & [N/P/S]

Salbutamol

Indications: Bronchosp.in bronch.asthma, chron. bronchit., emphysema, exerc.induc.bronchosp. prophylax.

(S2) INHALER, [PWR] 30/10.2.1/0119.

819603-007: 100 µg/actuat., 200 dos., R35,12
Dosage: Ac.bronchosp.& intermitt.episod: 1-2 inhalat.

Chron.maint./prophylax: 2 inhal. 4 hrly.as req./ prior to exerc. One min.interv.betw. dos. recomm.

(S2) ECOHALER [PWR] 34/10.2.1/0354

700715-003: 100 µg/actuat., 300 dos., R54,74
Dosage: Ac.bronchosp: Adults: 1 or 2 inhal.as sngl.dos. Childr.over 12 yrs: 1 inhal.as sngl.dos.

Exerc.-induc.bronchosp: Adults: 2 inhal. 15 min. bef. exerc. Childr.over 12 yrs: 1 inhal. 15 min.bef. exerc.

Chron.maint./prophylax: Admin.3-4xdly. Adults: 1 - 2 inhal. Childr.over 12 yrs: 1 inhalat.incr.to 2 inhalat.if necess.

(S2) SYRUP, [N/P/S] 30/10.2.2/0200. 2 mg/5 ml.

824186-001: 100 ml, R20,72
Dosage: Admin 3-4xdly.

Adults: 5-10 ml, may be incr.as reqd.& tol.to max. 20 ml 4xdly. Childr: 2-6 yrs: 2,5-5 ml. 6-12 yrs: 5 ml. Over 12 yrs: adult dos.

Contraindications: Concom.ß-blocks., MAOI's, safety in pregn.& lactat.not est.

Side effects: Poss.fatalit.with excess.use, skelet. musc.trem., CV effs., musc.cramps., headache, CNS effs., dizzin., tachycard., hypotens., periph. vasodilat., paradoxic. bronchosp., hypersens. reacts. incl.angioed., cough., mouth & throat dryn./ irrit., N&V, reduc.appet., diffic.micturit., urin. retent., sweat., hypersalivat., alt.metabol., dyspn., weakn., may precipit.angin.pain in ang.pect.pts.

Special precautions: Do not exceed recomm. dos., incr.risk of ser.S/E with high dos., thyrotoxicos., CV disords., diab.mellit., suscept.to QT-prolongat., halog.anaesthes., concom.meds. caus. hypokalaem.& card.dysrythm., large dos.of other sympathomimets., elderly, hyperthyroid., re-eval. if dos.no long.adeq/lasts <3 hrs., tol.with prolong. use, clos.angle glauc., antihypertens. ther., prev.large other sympathomimet.dos., monit. K+lev., poss.hyperact.in childr., discont./alter.ther. if paradox.bronchosp.occur.

Drug interactions: Concom.xanthine derivats./ steroids/diurets.may potent.poss.hypokalaem.eff. in ac. sev.asthma pts., card.glycosides/quinidine & TCA’s incr.arrrhythm.risk.

 XE "Berotec" BEROTEC, Ing.Pharm.

Fenoterol HBr.
Indications: Ac.asthma attacks, exerc.induc. asthma prophylax., bronch.asthma & other condits. with revers.airway narrow.(chron.obstruct. bronchit.) consid.concom.anti-inflamm.ther.for bronch. asthma & ster respons.COPD pts.

(S2) 100 HFA MET.DOSE INHAL. 34/10.2.1/0367.

706544-001: 100 µg/inhal., 200 met.dos, R221,04
Dosage: Not to exceed recomm.dos.

Ac.asthma episodes: 1 puff, if no noticeable improvem. aft. 5 mins.a 2nd puff, seek medic. advice immed.if not then reliev.

Exerc.induc.asthma prophylax: 1-2 puffs up to max. of 8 puffs/day.

Bronch.asthma & revers.airway narrow: if rep. dos.reqd. 1-2 puffs up to max.of 8 puffs/day.

Childr: on advice of physician & und.supervis.of adult only. Not to be used in childr.und.6 yrs.

Contraindications: Hypertroph.obstruct. cardiomyopathy, tachyarrhythm., safety in pregn. & lactat.not est.

Side effects: Throat irrit., hypokalaem., hypersens., restlessn., cough, paradox. bronchoconstrict., N&V, skelet.musc.trem., dizzin., sweat., palpitat., tachycard., myalgia, musc. weakn./-cramps, headache, poss.card.dysrhythm. with high dos.& risk aggrav.with concom. meds. caus.hypokalaem.& card. dysrhythm./in pres.of hypoxia & acidos., decr.diastol. & incr.systol.BP with high dos., arrhythm., allerg.skin reacts., in indiv.cases psychologic.changes with inhal.beta-mimet.

Special precautions: Inhibit.of uterin.contract.in pregn., excret.in breast milk, poss.card.effs.with overdos., incr.ser.S/E risk incl. card.dysrhythm.with high.dos.furth.aggrav.if admin.with other meds or condits.caus. hypokalaem., monit.ser.K+ lev.in situat.of card. dysrhythm, risk/benef. assessm.esp. when high. than recomm.dos.used in: uncontr.diab. mellit./ recent MI/sev.organ.heart or vasc.disords./ hyperthyroid. & pheochromocyt, demand ther.pref. dur. prolong.use, re-evaluat.with reg.use.& if dos. no long. gives adeq.control, concurr. sympathomimet. bronchodilat.und.medic.supervis. only, concurr.MAOI or TCA's, immed.medic.advice in case of ac. rapid.worsen.dyspn.

Drug interactions: ß-adrenerg., anticholinerg.& xanthine derivat.may enhanc.act.& incr.S/E, concurr. ß-block.reduc. bronchodilat., act.of ß-adrenerg. agon.enhanc., suscept. to CV effs.incr.by inhalat. of halogen.anaesthet.

 XE "Glenbute" GLENBUTE Glenmark [P/S]

Salbutamol

Indications: Bronchosp.in all types bronch. asthma, chron.bronchit., emphysema

(S2) MET.DOS. INHAL, 54/10.2.1/0852.

3003183-001: 100 µg/actuat., 200 dos., R30,01
Dosage: 1-2 inhalat.4 hrly if reqd. Dos.may be taken prophylact.to prev.exerc.induc.asthma

Contraindications: Not appropr.for manag. premat. labour, threat.abort.

Side effects: Freq: Trem., headache, tachycard. Less freq: Hyersens., hypokalaem., hyperactiv., palpitat., card.arrhythm., periph.vasodilat., paradox. bronchosp., mouth & throat irrit., musc. cramps. Freq.unknown: Agitat., nervousn., fatig., fear, restlessn., dizzin., confus., insomn., myocard. ischaem., appet.looss, N&V. Other S/E common with sympathomim.med: Diffic.micturit., urin. retent., dyspn., alt.metabol., sweat., hypersalivat.

Warnings and special precautions: Re-eval. if dos.no long.adeq/lasts <3 hrs., hyperthyroid., CV disords., assess.dyspn.& chest pain sympts.as resp. or card.orig.poss., other sympathomimet. meds., beta-block.meds should not be prescrib. concom., dos.& freq.on medic.advice as poss. advers. effs.with excess.dos., consid.corticoster. ther. if asthma control deteriorat., monit. K+lev., incr.risk of ser.S/E with high dos., do not exceed max dos., concom.meds. caus. hypokalaem.& card.dysrythm., pres.of hypox.and acidos., discont./alter.ther. if paradox.bronchosp.occur, afety in pregn.& lactat.not est., reproduct.toxic.shown in anim.stud., eval.effs.bef.driv./perform.complicat.tasks, 

Interactions: Ventricul.fibrillat.poss.induc.by halog. anaesthes., card.glycosides/quinidine & TCA’s incr.dysrhythm.risk, sympathomim.not to be given with MAOI’s/within14 days of terminat. thereof, beta-block.meds should not be prescrib. concom., concom.xanthine derivats./ steroids/ diurets. may potent.poss.hypokalaem.eff.in ac. sev.asthma , 

 XE "Venteze" VENTEZE, (Aspen Pharmacare: Pharma) Pharmacare [PWR] & [N/P/S]

Salbutamol.

Indications: Sev.bronchosp.treatm.in bronch. asthma of all types/chron.bronchit.& emphys.

(S2) CFC FREE INHALER, A39/10.2.1/0154

711213-001: 100 µg, 200 doses, R41,51
Dosage: 1-2 inhal.4 hrly if req. May be used to reliev.ac.dyspn.or taken prophylactic.bef.exert.to prev.exerc.-induc.asthma.

(S2) TABS, [N/P/S] M/10.2/14

Indications: Bronchosp.assoc.with bronch. asthma / emphys.& chron.bronchit.

775398-004: 2 mg, 100, R62,75
775398-012: 2 mg, 500, R313,74
(S2) TABS, [N/P/S] M/10.2/15.

775401-005: 4 mg, 100, R96,50
775401-013: 4 mg, 500, R482,51
Dosage: Admin.3-4xdly.
Adults: 2-4 mg Childr. 2-6 yrs: 1-2 mg 6-12 yrs: 2 mg over 12 yrs: 2-4 mg

(S2) SYRUP, [N/P/S] T/10.2/84. 2 mg/5 ml.

775452-009: 100 ml, R20,39
775452-017: 500 ml, R102,04
Dosage: Admin.3-4xdly.

Childr. 2-6 yrs: 2,5-5 ml. Over 6 yrs: 5 ml. Adults: 5-10 ml.

(S3) RESPIRATOR SOL, [PWR] U/10.2.1/187
835994-007: 5 mg/ml, 20 ml, R51,82
Indications: In conjunct.with intermitt.posit.press. ventilat O2 enhanc.air for symptomat.relief of bronchosp.assoc.with chron./ ac.asthma/ bronchit./ other obstruct.pulm.dis.

Dosage: Together with other forms of ther.2 ml inhaled 4xdly as a mist in O2 enriched air through posit.press. ventilat.over 3 mins.

Can also be dil.with ster.water to 1 in 100 or 1 in 50 dilut. admin.as a mist in O2 enriched air through posit.press.ventilat. at rate of 1-2 mg salbutamol/hr.
Contraindications: Inhal: Thyrotoxicos., concom.ß-block.agents, pregn.& lactat. Tabs & syrup: Concom.ß-block.agents, hyperthyroid., card.dis., safety in pregn.& lactat.not est., not indicat. for prev.of prem.labour assoc.with toxaem. of pregn/ante partum haemorrh/ threaten.abort. dur.1st & 2nd trimest.of pregn., concom.MAOI’s or within 14 days of stop.MAOI ther., Resp.sol: Concom. ß-block.agents, hyperthyroidism, card.dis., safety in pregn.& lactat.not est., concom. MAOI’s or within 14 days of stop.MAOI ther.

Side effects: Tab & Syr: Freq: Skelet. musc.trem., headaches. Less freq: Hypersens.incl paradoxic.bronchospasm, angioed., urticar., hypotens., collapse, decr.appetit., alter.metabol., lact.acidos., hypokalaem., anx., restlessn., insomn., confus., irritab., psychotic state, nervous tens., myoclonus, palpitat., tachycard., card.dysrhythm., myocard.ischaem., periph.vasodilat., dyspn.,pulmonar.oed., N&V, hypersalivat., musc.cramp., diff.micturit., urin.retent., asthen., sweat. Inhal: Freq.: Tachycard., nervousn., headaches. trem., skelet.musc.fine trem., Rare: palpitat., fatig., restlessn., insomn., N&V, pot.serious hypokalaem., dyspn., pot.paradoxic.bronchospasm., musc.cramp., hypersens.incl. bronchospasm, angioed., urticar., hypotens., collapse. Less freq.: Dizzin., mouth & throat irritat.  Freq.unknown: periph.vasodilat.& compensat.small heart rate incr., diff.micturit., urin. retent., sweat., fear, confus.,tenseness, CNS stimulat.,appetit.loss, hypersalivat., alter.metabol., hyperglycaem. Resp.sol.: Trem., palpitat., muscl.cr., tachydcard., tenseness, headaches, periph.vasodilat. aft.large dos., anx., fev., restlessn., insomn., conf., irritab., weakn., psychot.state., decr.appetit., N&V, diff.micturit., urin.retnes., dyspn., alter.metab., sweat., hypersalivat.
Warnings and special precautions: If usual relief dimin./durat. of act. reduc. seek medic.advice, fatalit.report. with inhal.sympathomim.med.& home use nebulis.thought to be card.arrest follow. unexpect.sev.ac.asthmat.cris & subseq. hypox. developm., CV disords. esp. ischaem.heart dis/ ang./ tachycard./ arrhythm.& hypertens., large dos. of other sympathomimet., poss.card. effs.with high dos. furth.aggravat.if admin.concom.with other meds. that cause hypokalaem.& card.effs.or in presence of hypox.& acidos., do not exceed recomm. dos., hyperthyroid., myocard.insuffic., QT-interv. prolongat., hypertens., clos.angle glauc., diab. mellit. safety in pregn.& lactat.not est. Resp.sol.also: Do not admin.as inj. Syrup cont. sweetn.
Interactions: Halogen.anaesth.poss. induc. ventric. fibrillat., incr.arrhythm. risk with card. glycos./ quinidine or TCA’s, reserpine/ methyldopa alter.eff.. alpha-& ß-block.meds., concom.MAOI’s or within 14 days of terminat.MAOI ther., eff.potent. by xathine derivat./ steroids/diuret.& hypox., ß-block. agents such as propanol. should not be prescrib.togeth., concom ß-agon.incr.bld.gluc., incr. hypokalaem.risk tog.with other concom. ß-2-agonists and corticoster./ diuret. or xanthin. theref.monit.K+conc.

 XE "Ventimax CFC Free" VENTIMAX CFC FREE, Biotech [P/S]
Salbutamol sulph.
Indications: Bronchosp, asthma, COPD.

(S2) MET.DOS.INHAL, 36/10.2.1/0393

720723-001: 100 µg/met.dos, 200 inhal., R32,47
Dosage: 1-2 inhal. repeat.4 hrly.if reqd. May be used to relieve ac.dyspn.or prophylact.bef.exert. prevent.exerc.-induc.asthma. Incr.dos.& freq.only on medic.advice as adverse effs.with excess.dos.
Contraindications: Thyrotoxicos., concom.beta-blocks., premat.labour managem., threaten.abort., safety dur.pregn. & lactat.not.est., MAOI’s.

Side effects: Bronchosp., cough., bronch./ oropharyng. irrit., ac.worsen.asthma, dermatit., tachycard., chest discomf./pain, dysrhythm., hypokalaem., musc.cramps/twitch., GI disturbs., dry mouth/throat, taste chang., hypersens.reacts. incl. angioed./bronchosp., CNS eff., headache, trembl., dizzin., drowsin., fatig., restlessn., fatalit. with excess.use.

Special precautions: CV disords.esp.ischaem. heart dis., pts.receiv.large dos.of other sympathomimets., halogen.anaesthet., re-eval. ther./ concom.glucocorticoster.in case of worsen. asthma signs, reg.eval.in sev.asthma, eff. poss.potent.in ac.sev.asthma by concom.xanth. derivats./steroids/diurets.& hypox., in sev.asthma requir. inhal./oral corticoster.ther.the inhal. provides essent.rescue med.in treat.ac.exacerbat., seek med.advice if usual relief dimin./durat.act. reduc.

Drug interactions: Incr.dysrhythm.risk with card. glycosid./quinidine/TCA’s.

 XE "Ventolin" VENTOLIN, GSK [N/P/S] & [PWR]
Salbutamol sulph.
Indications: Bronchosp.in bronch.asthma, bronchit., emphys.

(S2) CFC-FREE INHAL., [PWR] 32/10.2.1/0344. 100 µg/inhal.

703371-003: 200 met.inhal.compl., R93,22
Dosage: 1-2 inhal. 4 hrly.if reqd.

(S2) ACCUHALER, [PWR] 31/10.2.1/0120.

Indications: Revers.airways obstruct.in asthma, chron.bronchit.& emphys., bronchosp.prophylax.in exerc.induc. asthma.

857289-004: 200 µg/blister, 60, R203,16
Dosage: Admin.by inhal.route only. Do not exceed 4x dly use. Concom. glucocorticoster.ther.to be admin.in sev./unstab.asthma.

Ac.bronchosp: Adults & childr.5-12 yrs: 200 µg as requir.

Prevent.of allergen/exerc.-induc. bronchosp: Adults & childr.5-12 yrs: 200 µg bef. challenge.

Chron.therapy: Adults & childr.5-12 yrs: 200 µg 4xdly. Max.dos.not to be exceed.

(S3) NEBULES, [PWR] Y/10.2.1/416, 417.

Indications: Sev.bronchosp.in conjunct.with O2.

791229-009: 2,5 mg, 30x2,5 ml amps, R251,01
791237-001: 5 mg, 30x2,5 ml amps, R273,38
Dosage: Admin.undil. in well-ventilat.room with a nebulis.via inhal.route only. Dilut.with saline may be requir.if prolong.deliv.time necess.

Adults: 2,5 mg up to 4xdly, may be incr.to 5 mg. Ther.may be repeat. up to 4x/day.

Childr: 20 mnths-12 yrs: 2,5 mg up to 4xdly. If necess.up to 5 mg may be req.in some childr.over 6 yrs. Max.dos.not to be exceed.

(S4) INJ, [N/P/S] H/10.2.2/118. 500 µg/ml.

Indications: Sev.bronchosp.assoc.with asthma, bronchit., treatm.of stat.asthmat.
775347-019: 5x1 ml, R338,95
Dosage: Med.supervis.reqd. Do not admin.in same syringe/infus.as other med.
Asthma: Admin IM/SC/IV Adults: IM/SC: 500 µg 4 hrly. IV: 250 µg slow inj. Dil.in H2O for inj/dextr./ NaCl or NaCl & dextr 

(S4) IV INFUS.SOL, [N/P/S] H/10.2.2/119.
Indications: Sev.bronchosp.assoc.with asthma, bronchit., treatm.of stat.asthmat.
775355-003: 1 mg/ml, 10x5 ml, R3 629,19
Dosage: Med.supervis.reqd. Do not admin.in same syringe/infus.as other med. Dos.must be dil.in dextr., NaCl, or NaCl & dextr.to 10 µg/ml.

Asthma: 3-20 µg/min. High.dos.sucessf.used in resp.fail. Init. 5 µg/min adjust.accord.to pt. respons.
Contraindications: Inhalat.presentat.not appropr. for prem.labour, threaten.abort., combinat.with non-select.beta-block. drugs, MAOI’s.

Side effects: V.common: Trem., tachycard., palpitat. Common: Headache, musc.cramps. Post market: Hypersens./anaphylact.reacts., potent. ser.hypokalaem., lact.acidos., hyperactiv., agitat., card.dysrhythm., periph.vasodilat. Inj.also: Pain/ sting.when admin IM undil.
Mouth & throat irrit.with inhal.salbutamol, musc. cramps, CNS eff.& stimulat., fatig., fear, dizzin., paradox.bronchosp., GI disturbs., diffic.micturit., urin.retent., dyspn., alt.metabol., sweat., hypersalivat. Nebules: incr.bld.gluc.lev.induct., poss.fatalit.with excess.use

Warnings and special precautions: Thyrotoxicos., co-exist.heart dis., admin.of other sympathomimets., halogen.anaesthet., init./ incr.concom.corticoster.ther.if dos.incr.necess.as incr. ther.for sympt.relief poss.indicat.asthma contr. deteriorat., card. effs.aggravat.with high dos.if admin.with other meds.that cause hypokalaem.& card.effs.or in pres.of hypox.& acidos.in which case ser. K+ lev.recomm., dly.peak flow monit. /clinic.monit. & lung funct.tests in pts.at risk, poss.lact.acidos.with high therap. dos.esp.in pts.treat.with ac.asthma exacerbat., safety dur.pregn. & lactat.not.est., Nebules/ Accuhal: discont.if paradox.bronchosp.occurs & reassess/ instit.alter.salbutamol prep.or fast-act.inhal. bronchodilat./init.alter.ther., Accuhaler: lact.intol., Nebules: hypertens., myocard. insuff., tol.develop. (long-term use), elderly, sens.to adrenerg.stimul.drugs, correct inhaler techniq. 

IV infus./inj: Ser.hypokalaem.poss., monit.diab.& concur.corticoster.ther., do not inj.undil., co-exist. heart dis., concom.O2 recomm.in hypox.pts.
Interactions: Ventr.fibrillat.induc.with halogen. anaesthet., incr.dysrhythm.risk with digoxin/ quinidine, TCA’s, concom.xanthine derivat., steroids & diuret.may potent.hypokalaem., Nebules: ac.glauc.with ipratrop.brom., corticoster. potent.keto-acidos.developm.in diab.mellit.

10.2.1.2
Long-acting ß2-agonist (LABA) (Controller)
 XE "Onbrez" ONBREZ BREEZHALER, Novartis
Indacaterol

Indications: Long term.maint.treatm.of chron. obstruct. pulm.dis.

(S3) DRY POWD.INHALAT.CAPS, 44/10.2.1/0544

717402-001: 150 µg, Breezhaler & 30, R350,14
Dosage: Do not use more often than recomm.dos. Do not swallow caps. Adults: Oral inhalat.of contents of 1 cap. using Breezhaler inhal.once dly.
Side effects: Paradox.bronchosp., nasopharyngit., URTI, sinusit., cough, headache, pneumon., pharyngolaryng. pain, rhinorrh., paraesthes., prurit., rash, musc.spasm, myalg., neck pain, atrial. fibrillat., ang. pect., chest discomf., diab.mellit., CV effs., ECG chang., hypokalaem.

Warnings and special precautions: Asthma, pts.und.18 yrs., safety in pregn. & lactat.not est., concom.other long-act. beta2-adrenerg.agonists/ meds.contain., discont.if paradox.bronchosp. occurs, not for use in ac.bronchosp.(ie.rescue ther.), re-eval.in case of condit.deteriorat.whilst on treatm., concom.MAOI/TCA’s/meds.known to prolong QT-interv., concom.beta-adrenerg.blocks. not advis.(incl.eye drops), poss.labour inhibit., CV disords.esp.coron.insuffic./card.dysrhythm./ hypertens., convuls.disords., thyrotoxicos., pts. unusual.respons.to beta-2-adrenerg.agonists, discont. ther.in case of signif.CV effs., card. dysrhythm. risk with concom. meds.caus. hypokalaem./in pres.of hypox.& acidos., do not exceed max.dos., heredit.lact.intol.probl./sev. lact.defic.

Drug interactions: Incr.S/E with other sympathomimets., poss.hypokalaem.eff. potent. with concom.methylxanth.derivats./steroids/non-K+ -spar.diurets., beta-adrenerg.blocks.poss.weak. /antagonis. eff.

 XE "Serevent" SEREVENT, GSK [PWR]
Salmeterol xinafoate.
Indications: Adults: Long-term treatm.of revers. airway obstruct.in asthma, chron.bronchit.& emphys. Childr.4 yrs.& old: Reg.treatm.of revers. airway obstruct.in asthma includ.prevent.of exerc. induc.bronchosp.

(S4) ACCUHALER, [PWR] 29/10.2.1/0350.

818496-002: 50 µg/blister, 60 dos., R513,42
Dosage: By inhalat.only. For full therapeut. benefit regul.use recomm.
Adults & childr. 4 yrs.& over: 50 µg 2xdly.

(S4) CFC FREE INHALER, [PWR] A40/10.2.1/0064

787302-007: 25 µg/actuat., 120 actuat. R463,26

Dosage: For full therapeut.benefit regul.use recomm.
Adults & childr. 4 yrs.& over: 2 inhalat. 2xdly.

Side effects: Trem., headache, palpitat., musc. cramps, tachycard., cutan.hypersens.reacts., arthralg., card.arrhythm., oropharyng.irrit., poss. paradox.bronchosp., hypokalaem.

Special precautions: Thyrotoxicos., do not initiate in pts.with worsen./deteriorat.asthma, sudd.& progress.deteriorat.of asthma contr. requir.immed.attent., not a replacem.for oral/ inhal.corticoster., not design.for relief of ac. asthma sympts.

10.2.1.2.1
Rapid onset long-acting ß2-agonist (roLABA) (Controller/Reliever)   
 XE "Foratec" FORATEC, Cipla Medpro 

Formoterol fumarate.
Indications: Bronchoconstrict.in revers.airway obstruct.dis., prophylax.of bronchosp.induc.by exerc.chall./inhal.allerg.or non-specific.irrit.

(S4) HFA MET.DOS.INHAL, A40/10.2.1/0413

710307-001: 12 µg, 120 dos., R156,92
Dosage: Maint.& prophylax: Adults incl. elderly & childr. over 6 yrs: 1 puff 2xdly.morn.& even. Ac.attack: 1-2 addit.puffs may be inhal., max. dly.dos.is 48 µg or 4 puffs. Max.dly.maint. dos: 2 puffs 12 hrly. Reasses ther.if sympt.not controll.by 24 µg dly.

Exerc.induc.bronchosp.prophylax/bef.expos. to unavoid.allerg: 1 puff 15 mins.bef.

Contraindications: Thyrotoxicos., 3rd degr.AV-block., idiopath.subvalvul.aort.stenos., tachycard., hypertroph. obstruct.cardiomyopathy, prolong. congenit./ drug induc.QT interv., safety in childr. und. 6 yrs., MAOI & TCA’s, pregn.& lactat.

Side effects: Trem., headache, agitat.& other CNS effs., conjunctiv.irrit., eyelid oed., palpits., tachycard., aggrav.bronchosp., oropharyng.irrit., naus., taste pervers., prurit., exanthema, musc. cramps, myalg., hypokalaem.

Special precautions: Partic.emphas.on dos. limits in MI/ischaem.heart dis./sev.card. decompensat. /card.arrhythm.esp.3rd degr.AV block/sev.aort.stenos./sev.hypertens., sev.asthma where hypokalaem.may be potent.by hypox.& concom. treatm., monit.ser.K lev.in case of serious hypokalaem., discont.immed.in paradox. bronchosp., sev.hepat.impairm., digital.treat.pts. more suscept.to card.arrhythm.aris.from poss. hypokalaem., addit.bld.gluc.control recomm.in diab. due hyperglycaem.eff.

Drug interactions: May potent.CV adverse reacts. of drugs assoc with QT interv.prolongat., addit.sympathomimet.agents may potent.adverse reacts., act.on CV syst.potent.by MAOI & TCA's, xanthine derivat./corticoster./diurets.may potent. hypokalaem.eff., ß-adrenerg.block.may provoke bronchosp.in asthmat.& inhib.bronchodilat.eff.

Warnings: Cont.unchang.with exist.inhal./oral corticoster., if sympts persist/requirem.incr. treatm. to be reassess.

10.2.2
Anticholinergics (Anti-muscarinic)
10.2.2.1
Short-acting muscarinic antagonist (SAMA) (Reliever)
 XE "Atrovent" ATROVENT, Ing.Pharm. [P/S]

Ipratropium Br anhydr.
Indications: Revers.bronchosp.in COPD with chron.bronchit., bronch.asthma, emphys.

(S2) 20 HFA MET.DOS INHAL, [P/S] 37/10.2.1/0273.

706543-001: 0,02 mg/inhalat., 200 dos., R214,71
Dosage: Adults: Indiv. Recomm.dos: 2 inhalat. 4xdly. Max.12 puffs/day. Do not exceed recomm. dos.
Contraindications: Atrop.-like subst. hypersens., MDI safety in childr.not prov., safety in pregn.& lactat.not est.

Side effects: Headache, throat irrit., dry mouth/ throat, cough, GI disords., dizzin., hypersens., anaphylact. reacts., ocul.effs.incl. incr.IOP/ accomodat. disord., glauc., palpitat., supraventric. tachycard., atrial fibrillat., incr.heart rate, paradox. bronchosp., pharyngeal oed., stomatit., mydrias., angioed., urticar., loc.irrit., laryngosp., naus., allerg. type skin reacts., incr.urin.retent.risk with pre-exist. outflow tract obstruct., anti-cholinerg. S/E

Warnings and special precautions: HFA meter. dos.inhal.only via spec.design.mouthpiece ensur. exact dos./spray, hypersens.reacts.may occur immed. aft.admin., discont.immed.if paradoxic. bronchosp.occurs, predisposit.to narr.-angl.glauc., in pres.of signs of narr.-angl.glauc.admin.miotic drops and refer., protect eyes, prostat.hyperplasia, bladd.-neck obstruct., G.I. motilit.disturbs.in cyst. fibros., re-eval.treatm.if dos.no long.giv.adeq. contr.

Drug interactions: ß-adrenerg.& xanthine preps. intens.bronchodil.eff., concom.beta-mimet.with nebulis. ipratrop.bromide incr.risk of ac.glauc.with narr.angle glauc.hist.

10.2.2.2
Long-acting muscarinic antagonist (LAMA) (Controller)
TIOTOR (MDR Listing)
 XE "Forvent" FORVENT, Ing.Pharm [P/S] 
Tiotropium

Indications: Long term.maint.treatm.of chron. obstruct.pulmon.dis.incl.chron.bronchit.& chron. bronchit.assoc.with emphys.

(S3) INHALAT.CAPS, 36/10.2.1/0045
714167-001: 18 µg, Handihal.& 30, R671,88
714152-001: 18 µg, Refill 30, R374,40
Dosage: Do not use more than once dly. Caps. not to be swall. Use only with HandiHal.device. Inhale contents of 1 cap.once dly.at same time each day. Optim.effic.to be expect.with.few days of use.

Contraindications: Atrop./derivat.hypersens., safety & effic.not est.in childr., safety in pregn.& lactat.not est.

Side effects: Hypersens.reacts., poss.inhalat. induc. bronchosp., dehydrat., dizzin., headache, dysgeus., insomn., blurr.vis., glauc., rais.IOP, atrial fibrillat., tachycard., palpitat., supraventric. tachycard., pharyngit., dysphon., cough, epistax., laryngit., sinusit., dry mouth, stomatit., gastro-oesophag. reflux dis., constip., naus., intest. obstruct./ paralyt.ileus, gingivit., glossit., oropharyng. candidias., dysphag., dent.caries, hypersens/ skin reacts.incl.skin ulc.& -infect., angioed., joint swell., urin.retent., dysur., UTI, applic. site irrit. incl.pharyngolaryng.pain, hoarsen., throat irrit.

Warnings and special precautions: Not for use in ac. bronchosp. (ie.rescue ther.), avoid powd. enter. eyes, special.advice in case of any sympt. suspect.of ac.narr.angl.glauc.devel., miot.eye drps. not consid. effect.treatm.of eye sympts, lact.intol., galactosaem., Lapp lact.defic., gluc.-galact. malabsorpt., prostat.hyperplas., bladd.-neck obstruct., narr.angle glauc., mod.to sev.ren. impairm., chron.concom.other anticholinerg.drugs not recomm.

See also MDR page 239.
 XE "Neumotropio" NEUMOTROPIO, Cipla Medpro [P/S]

Tiotropium as tiotropium bromide methanol solvate

Indications: Long term.maint.treatm.of chron. obstruct.pulmon.dis.(COPD) incl.chron. bronchit.& -.assoc.with emphys.

(S3) INHALAT.CAPS, 51/10.2.1/0143

3006100-001: 10 µg, 30, R367,35
Dosage: For inhal. Do not exceed recomm.dose. Use only with Zephir device. Inhale contents of 1 cap.once dly.at same time each day. Optim.effic.to be expect.with.few days of use.

Contraindications: Atrop./derivat.hypersens., childr.

Side effects: Freq.: Dry mouth Less freq.: Hypersens.reacts., angioed., dizzin., headache, taste disord., insomn., blurr.vis., glauc., incr.IOP, atrial fibrillat., tachycard., palpitat., supraventric. tachycard., pharyngit., dysphon., cough, epistax., laryngit., sinusit., bronchosp., GORD, stomatit., constip., naus., intest. obstruct.incl paralyt.ileus, gingivit., glossit., oropharyng. candidias., rash, urticar., prurit., urin.retent., dysur., UTI Not known: Anaphylact.reacts., dehydrat., dent.caries, skin ulc.& -infect., dry skin, joint swell. Post market.: Applic.site irrit. incl.pharyngolaryng.pain/ glossit./ mouth uler., dizzin., dysphag., hoarsen., intest. obstruct.incl paralyt.ileus, incr.IOP, oral candidias., palpitat., prurit., tachycard., throat irritat., urticar.

Special warnings and precautions: Not for use in ac. bronchosp.(ie.rescue ther.), immed.hypersens.reacts may occur., prostat.hyperplas., bladd.-neck obstruct., narr.angle glauc., inhalat.induc.bronchosp., MI <6 mnths, unstab./ life-threat.card.dysrhythm./ card.dysrhythm.req.intervent.or change in meds in past yr., hosp.due to HF in past yr., mod.to sev.ren. impairm., avoid powd. enter. eyes, special.advice in case of any sympt. suspect.of ac.narr.angl.glauc.devel., miot.eye drps. not consid. effect.treatm.of eye sympts, dental caries with long term use, avoid in pregnan., not recomm.during breastfeed.

Interactions: Othr concom.anticholinerg.-contain.meds not recomm.
 XE "Seebri Breezhaler" SEEBRI BREEZHALER, Novartis [P/S]
Glycopyrronium

Indications: Maint bronchodilat.in chron.obstruct. pulm.dis.

(S3) DRY POWD.INHAL.CAPS, 46/10.2.1/0840

721596-001: 50 µg, 30, R378,20
Dosage: Deliv.dos equiv.to 44 µg. Do not swallow cap. Remove from package.immed.bef.use. do not take more than 1 dos/day

Gen.target populat: Recomm.dos: once dly.inhalat of cap.contents using the inhal.at the same time each day.

Not for use in pts.und.18 yrs.

Contraindications: Sev.ren.impairm.

Side effects: Paradoxic.bronchosp.poss.life threaten., dry mouth, gastroenterit., dyspeps., dent.car., insomn., extremity pain, musculoskel. chest pain, rash, fatig., asthen., sin.congest., product. cough, throat irrit., epistax., rhinit., cystit., hyperglycaem., dysur., urin.retent., atrial fibrillat., palpitat., hypoaesthes., nasopharyngit., vomit., musculoskelet.pain, neck pain, diab.mellit., headache

Warnings and special precautions: Not for ac. bronchosp.episod., discont.immed.in event of paradoxic. bronchosp., narr.angle glauc., urin. retent., lact.intol., safety not demonst.in pregn.& lactat.

Drug interactions: Concom.inhal.anticholinerg. contain.med.not recomm.
 XE "Tiores" TIORES, (Glenmark) Forrester [P/S]

Tiotropium

Indications: Long term.maint.treatm.of chron. obstruct.pulm.dis.incl.chron.bronchit.& chron. bronchit.assoc.with emphys.

(S3) INHALAT.CAPS, 50/10.2.1/0671
3003750-001: 10 µg/del.dos., 30, R360,00
Dosage: Do not use more than once dly. Caps. not to be swall., inhalat.use only with Zephir inhal.

Recomm.dos: Inhale contents of 1 cap.once dly.at same time each day. Do not exceed recomm.dos. 
Contraindications: Atrop./derivat.hypersens., safety & effic.not est.in childr., 
Side effects: Freq: Ang.pect., chest pain, pharyngit., rhinit., sinusit., URTI, dry mouth, dyspeps., UTI. Less freq: Infects., H.Zoster, hypersens.incl.immed.reacts., angioed., oed., hyperglycaem., hypercholesterolaem., depress., dizzin., headache, taste disords., insomn, paraesthes., blurr.vis., glauc., incr.IOP, atrial fibrillat., supraventric,tachycard., tachycard., palpitat., dysphon., cough, bronchosp., epistax., laryngit., GORD, constip., oropharyng.candidias., intest.obstruct., gingivit., glossit., dysphag, stomatit., N&V, abdom.pain, monilias., rash, urticar., prurit., leg & skelet.pain, myalg., dysur., urin. retent. Freq.unknown: Anaphylact.react., dehydrat., dent.caries, skin infect., skin ulc., dry skin, joint swell. Post market: Applicat.site irrit.

Warnings and special precautions: Not for use in ac. bronchosp. (ie.rescue ther.), discont.in event of inhalat.induc.bronchosp./ hypersens. reacts., prostat.hyperplas., bladd.-neck obstruct., narr.angle glauc., avoid powd.enter.eyes, special.advice in case of any sympt.suspect.of ac. narr.angl.glauc.devel., miot.eye drps.not consid. effect.treatm.of eye sympts, dent.caries assoc. with dry mouth, incr.anticholinerg.activ.with incr.age, mod.to sev.ren. impairm., eval.S/E bef.driv./perform.complicat.tasks, lact.intol.,safety in pregn.& lactat.not est., reproduct.toxic.shown in anim.stud., 

Interactions: Other anticholinerg.contain.meds. not recomm.

10.2.3
Inhaled conticosteroids (ICS) (Controller)
PULMICORT (MDR Listing)

 XE "Beceze" BECEZE, Biotech [PWR]

Beclomethasone dipropionate.

Indications: Asthma.
(S3) CFC FREE INHALER. 36/21.5.1/0192, 0193

827061-005: 50 µg, 200 met.inhalat., R92,36
827088-019: 100 µg, 200 met.inhalat., R176,84
Dosage: Childr: 50-100 µg 2-4xdly accord.to respons.

Adults: Init.400-800 µg dly adjust.accord.to respons. Maint: 100 µg inhal.3-4xdly.

Therap.eff.achiev.aft.few days.

Contraindications: Pregn., ac.stat.asthmatic., pregn.
Side effects: Hoarsen., throat irrit., paradox. bronchosp., candidias.of mouth & throat, poss. syst.corticoster.effs.with prolong./excess.admin.

Special precautions: Teratogen.in animals, TB/ hist.thereof, immunosuppress.pts., discont. immed./ alter.ther.if bronchosp.occurs, rinse mouth aft.use esp.with loc.Candida infects., not for ac.attacks, reg.use essent., syst.ster.dur. stress, transf.from other anti-asthma ther., grad. reduct.in case of concom.syst.corticoster., intercurr. infects.
 XE "Beclate" BECLATE, Cipla Medpro [PWR]

Beclomethasone dipropionate.

Indications: Asthma.
(S3) HFA INHALER. 38/21.5.1/0186, 37/21.5.1/0652, 0653.

819611-018: 50 µg/actuat., 200 met.dos., R92,48
819638-005: 100 µg/actuat., 200 met.dos., R137,39
820083-003: 200 µg/actuat., 200 met.dos., R137,39
Dosage: Adults: Usual dos: 200 µg 2xdly.

Sev.cases: 600-800 µg/day reduc.when stabilis., admin. as 2-3-4 div.dos. Sev.cases/part.respons: up to 1 mg/day in div. dos.

Childr: 50-100 µg 2-3-4xdly accord.to age & respons.

Contraindications: Ac.stat.asthmatic., safety in pregn.not est.

Side effects: Hoarsen., candidias.of mouth & throat, paradox.bronchosp.(discont.), adren. suppress.

Special precautions: Act./quisc.pulmon.TB, re-instatem.of syst.ster.dur.stress, airway obstruct./ reduc.absorpt., transf.from syst.ster.

 XE "Budeflam" BUDEFLAM, Cipla Medpro [PWR]

Budesonide.
Indications: Asthma sympt.prophylax.

(S3) MET.DOSE INHAL.WITH GENTLE-HALER, 30/21.5.1/0255, 32/21.5.1/0115

897462-004: 100 µg/dos, 300 dos, R188,06
897469-003: 200 µg/dos, 300 dos, R188,06
Dosage: Admin.bronchodilat.sev.mins.bef.to minim. loc.S/E. Spacer use recomm.in dly.adult dos. above 400 µg.& in all childr.dos.for improv. lung deposit. Stable asthmat: 2xdly.may be adeq. Maint.dos: Indiv.on low.poss.dos. For use even when asympt.

Adults & childr.over 12 yrs: 400 µg/day in div. dos. Sev.asthma: Dly.dos.may be incr.to 1 600 µg /day.

Childr: 100 –200 µg 2x dly. Sev.asthma: Dly.dos. may be incr.to 800 µg/day

Contraindications: Act./quiesc.pulm.TB, untreat. bact./fung./vir.airway infects., pregn., lactat. safety not est., DP caps also: safety in childr. und.6 yrs.not est.

Side effects: Loc.irrit., psych.effs., paradox. bronchoconstrict., dysphon., bact./fung.mouth & throat infects./ dryn./bad taste of mouth & throat, skin reacts., headache, GI effs., tiredn., thirst, pulmon.infiltrat., poss.cataract format.aft.prolong. use, adren.suppress.

Special precautions: Rinse mouth aft.use, transf. of oral steroid pts., monit.intercurr.infects., stress, do not stop inhal.steroids abrupt.

 XE "Budoneb" BUDONEB, (Cipla) Arrow [P/S]
Budesonide

Indications: Asthma inadeq.control.by bronchodilat., pts.unable to use MDI/powd.form of inhal. med., ac. laryngotracheobronchit.(croup) in infts. & childr.

(S3) NEBULIS.SUSP, 42/21.5.1/0953, 0954

721277-001: 0,25 mg/ml, 20x2 ml unit dos. amps, R236,76
721278-001: 0,5 mg/ml, 20x2 ml unit dos. amps, R341,70
Dosage: Use only in nebulis. Not for inj. Indiv. titrat. to low.effect.maint.dos.once asthma control achiev. May be mix.with 0,9% saline & sols.of terbutaline/ salbutamol/fenoterol/ acetylycysteine/ sod.cromoglycate or ipratropium brom. to be used within 30 mins.

Asthma: Adults: Init. 0,5-1 mg 2xdly, may be furth.incr.in some cases.
Childr.12 mnths-6 yrs: Prev.ther: Recomm.start. dos. Bronchodilat.alone: 0,25 mg 2xdly. Inhaled corticoster: 0,25 mg 2xdly. Oral corticoster: 0,5 mg 2xdly. Maint: 0,25-0,5 mg 2xdly. Childr.6 yrs.& old: Prev.ther: Recomm.start.dos. Bronchodilat. alone: 0,25-0,5 mg 2xdly. Inhal.corticoster: 0,25-0,5 mg 2xdly. Oral corticoster: 0,25-1 mg 2xdly. Maint: 0,25-0,5 mg 2xdly. Consid.incr.dos.if incr. therap eff. reqd. Pts.depend.on oral ster: Init.use concurr. with usual oral glucocorticoster. maint. dos. Reduc .oral dos.grad.aft.one wk.to low.poss. lev. Slow withdr.rate recomm.

Ac.laryngotracheobronchit.(croup): Infts. & childr: Usual: 2 mg nebulis.giv.as sngl.dos or 2x1 mg dos.with 30 min.interv.

Contraindications: Safety in pregn. & lactat.not est., lung TB, airway fung. & vir. infects., safety & effic. in childr.<12 mnths.not est.

Side effects: Throat irrit., hoarsen., cough., oropharyng. candidias., nervousn., restlessn., depress., behav.disturbs., hypersens.reacts.incl. angioed./ bronchosp., skin reacts.incl.bruis., fac. skin irrit. when nebulis.face mask used.

Warning and special precautions: Wash face aft. using face mask, rinse mouth aft.use to minim. oropharyng. thrush, oral steroid depend.pts.may req. supplem.syst. corticoster.dur.stress/ac.asthma attack/ elect.surg., S&S of syst.glucocorticoster. effs. incl.adren.hypofunct./growth reduct.veloc. with prolong.ther., imp.ren.funct.risk dur.oral ster. transf./ high dos.emerg.corticoster.ther.or prolong. ther. on high.recomm.dos.if inhal.corticoster., temp. oral corticoster.dos.incr.poss.need.dur. withdr. per., allerg.unmask.if syst.ther.replac.with inhal., sev.comprom.liv.funct.as eliminat.poss. affect., longt.loc./syst.effs.not known, monit.child. & adolesc.growth, not intend.for rapid relief of ac. asthma episod., re-assess treatm.if prescrib.short-act. bronchodilat.no long.effect./more than usual inhalat. need., cataract.format.induc.with long-term. treatm.

Interactions: Inhibit.of cytochrome P450 may incr. syst. expos.

 XE "Ciclovent" CICLOVENT, Cipla Medpro [PWR]

Ciclesonide.
Indications: Asthma prophylax.in adults & adolesc.

(S3) PRESSUR.INHAL.SOL. 43/21.5.1/1168, 1169

721621-001: 80 µg/puff, 60 met.dos, R153,61
720711-001: 80 µg/puff, 120 met.dos, R307,22
721620-001: 160 µg/puff, 60 met.dos, R253,65
720735-001: 160 µg/puff, 120 met.dos, R507,31
Dosage: Inhalat.use only. Indiv.& titrat.to low. effect.dos.

Adults & adolesc: Tot.dly.dos.range: 80-320 µg admin.as sngl.morn.or even dos./in 2 div.dos.

Contraindications: Insuffic.data.in childr. und.12 yrs., safety in pregn.& lactat.not est.

Side effects: Oropharyng.Candidiasis, immed./ delay.hypersens.reacts., paradox.bronchosp., cough aft.inhalat., hoarsen., bad taste, eczema, rash, loc.reacts.incl.inflammat./irrit./burn./dryn., syst.corticoster.eff. with high dos.over prolong. periods

Special precautions: Pulm.TB, not for use in status asthmatic./relief of ac.asthma episod., pts.to keep inhal.short act.bronchodilat.avail., if treatm.less effect./requirem.incr.treatm.to be re-assess, pts.transf.from oral steroids remain at risk of imp. adren.reserve for consid.time, stress from emerg./elect.situat., assess risk vs.benef.of contin. use if paradoxic.bronchosp.occurs, do not stop ther. abrupt., sev.hepat. impairm.,
Drug interactions: Poss.incr.in ser.lev.with potent inhibit.of cytochrome P450 3A4 syst.
 XE "Flixotide" FLIXOTIDE, GSK [PWR]

Fluticasone propionate.
Indications: Prophylact.managem.of atop.asthma in adults & childr.6 yrs.& over.

(S3) CFC FREE INHALER, [PWR] 35/21.5.1/0377,

32/21.5.1/ 0082, 0083.

703275-001: 50 µg/actuat, 120 inhalat., R145,64
897752-007: 125 µg/actuat, 120 inhalat, R270,79
897759-005: 250 µg/actuat, 120 inhalat, R459,86
(S3) ACCUHALER, [PWR] 30/21.5.1/0068, 0069, 0070, 0071.
818445-009: 50 µg/blister, 60 dos., R135,74
818453-001: 100 µg/blister, 60 dos., R209,59
818461-004: 250 µg/blister, 60 dos., R388,09
818488-018: 500 µg/blister, 60 dos., R659,16
Dosage: Admin.by inhal.route. Onset of therapeut. eff. 4-7 days. Not for relief of ac.asthma attack. Adjust dos.to respons. Each prescrib.dos.of the met. dos.inhal.to be given by minim.of 2 inhalat.
Adults & childr.over 16 yrs: 100-1 000 µg 2xdly. Childr.over 6 yrs: 50-100 µg 2xdly.

Contraindications: Safety in pregn.& lactat.not est.

Side effects: Candidias.of mouth & throat, hoarsen., paradox.bronchosp., cutan.hypersens. reacts., syst.corticoster.eff.

Warnings and special precautions: Transf.of pts.on oral corticoster., do not stop abruptly, pts. wean.of oral steroids whose adrenocortic.funct.is imp., sudd.& progr.deteriorat.of asthma control, medic./surgic.emerg., act./quiesc.pulm.TB, adren. funct.of childr.on prev./intermitt.oral steroid treatm., unmask.of allerg.prev.contr.by syst. steroids.

 XE "Pulmicort" PULMICORT, AstraZeneca [PWR] 
Budesonide.
Indications: Asthma sympt.prophylax. Nebulis. Susp: Asthma inadeq.control.by bronchodilat., pts. unable to use MDI/powd.form of inhal.med., ac. laryngotracheobronchit.-croup in infts.& childr.

(S3) TURBUHALER, [PWR] Y/21.5.1/171,172.

791423-018: 100 µg/dos, 200 dos, R132,01
791431-002: 200 µg/dos, 200 dos, R132,01
Dosage: Turbuhaler is breath actuat., never breathe out into mouthpiece. In sev.asthma & dur. exacerbat.pts.may benefit from dly dos.being div. into 3-4 admin./day. Titr.dos.to low.effect.maint. dos. once asthma control.

Adults: Indiv. Recomm.start.dos: 100-800 µg 2xdly. Max. 800 µg 2xdly. Maint.dos.range: 100-1600 µg dly.

Childr.6 yrs.& over: Indiv. Recomm.start.dos: 100-400 µg 2xdly. Max. 400 µg 2xdly. Maint.dos.range: 100-800 µg dly.

(S3) NEBULIS.SUSP, [PWR] 30/21.5.1/0017, 0016.

825441-013: 0,25 mg/ml, 20x2 ml sngl.dos.units, R341,79
807885-010: 0,5 mg/ml, 20x2 ml sngl.dos.units, R456,19
Dosage: Admin.via jet nebulis. See manufact.lit. for detail.instruct.for use.

May be mix.with 0,9% saline & sols.of terbutaline, salbutamol, sod.cromoglycate/ipratropium bromide / fenoterol & acetylycysteine for use within 30 mins. Not intend.for rapid relief of ac.asthma episodes. Maint: Indiv.to low.effect.maint.dos. necess.to contr.sympt.
Asthma: Adults: Init. 0,5-1 mg 2xdly, may be incr. in some cases.

Childr.12 mnths-6 yrs: Prev.ther: Recomm.start. dos. Bronchodilat.alone: 0,25 mg 2xdly. Inhaled corticoster: 0,25 mg 2xdly. Oral corticoster: 0,5 mg 2xdly. Maint: 0,25-0,5 mg 2xdly.

Childr.6 yrs.& old: Prev.ther: Recomm.start.dos. Bronchodilat.alone: 0,25-0,5 mg 2xdly. Inhaled corticoster: 0,25-0,5 mg 2xdly. Oral corticoster: 0,25-1 mg 2xdly. Maint: 0,25-0,5 mg 2xdly. Consid. incr.dos.if reqd.

Pts.depend.on oral ster: Init.use concur.with usual oral maint.dos. Reduc.oral dos.grad.aft.one wk.to low.poss.lev. Slow withdr.rate strong. recomm.

Ac.laryngotracheobronchit.-croup: Infts.& childr: Usual: 2 mg nebulis.giv.as sngl.dos. or 2x1 mg dos.with 30 min.interv.

Contraindications: Lung TB, airway fung.& vir. infects., safety in pregn.& lactat.not est., safety & effic.of nebulis.susp.in childr.<12 mnths.not est., safety & effic.of turbuhal.in childr.<6 yrs.not est., nebulis.susp.not for use with ultrason.nebulis.

Side effects: Throat irrit., hoarsen., cough., throat & mouth candidias., psych.sympts., hypersens. reacts. incl.angioed., skin reacts., skin bruis., bronchosp., adrenocort.funct.suppress., fac.skin irrit. when nebulis.face mask used.

Special precautions: Excreted in breast milk, transf.of oral steroid depend.pts.esp.dur.stress/ elect.surg./infect./condit.assoc.with sev.electrol. loss, high dos.emerg. corticoster.ther./prolong. treatm.at high.recomm.dos.of inhal.corticoster., withdr.oral corticoster.grad., poss.insuff. corticoster. eff.if musc.& joint pain/tiredn./ headache/ N & V exper.dur.withdr.per., monit. growth of childr.& adolesc., rinse mouth aft.use to minim. oropharyngeal thrush, unmask.of allerg. prev. control.by syst.ster., sev.comprom.liv.funct., pulm. TB, re-assess treatm.if prescrib.short act. bronchodilat. no long.effect., wash face aft.using face mask.

Drug interactions: Inhibit.of cytochrome P450 may incr.system.expos.

10.2.4
Combinations
10.2.4.1
Short-acting ß2-agonist (SABA) + short-acting muscarinic antagonist (SAMA)(Reliever)
 XE "Combivent" COMBIVENT, Ing.Pharm

Ipratropium brom.equiv.to ipratropium bromide anhydr.0,5 mg, salbutamol sulph.equiv.to salbutamol 2,5 mg/2,5 ml.

Indications: Revers.bronchosp.assoc.with obstruct.pulm.dis.

(S3) UNIT DOSE VIAL. 30/10.2.1/0476.

824577-019: 60, R1 093,65
Dosage: Admin.from nebulis./intermitt. posit. press.ventilat. Do not mix.with other meds. Do not exceed max.dos. Discard unused sol. If instruct.by Dr.dil.with sterile 0,9% NaCl sol.only.

Adults incl.elderly & childr.over 12 yrs: 

Ac.attack: 1 UDV. If reqd.in sev.cases 2 UDV’s may be admin.aft.cons.dr./hosp.
Maint: 1 vial 3-4x/day.

Contraindications: Hypertroph.obstruct. cardiomyopathy/tachyarrhythm., hypersens.to actives or atrop.derivats., no exper.in childr.und. 12 yrs., safety dur. pregn.& lactat.not est.

Side effects: Hypersens.reacts.incl.anaphylact. reacts., hypokalaem., ment.disords., nervousn., dizzin., headache, trem., ocul.effs.incl.clos.angle glauc./ocul.complicat.if in contact with eyes, dysrhythm., tachycard., palpit., decr.in diastol.& incr.in syst. BP, atrial fibrillat., myocard.ischaem., broncho-/ laryngosp., pharyng.oed., throat irrit., cough, dysphon., GI.disturbs., dry/oed.mouth, angioed., hyperhidros., skin reacts., musc.spasm/ weakn., myalg., urin.retent., asthen.

Special precautions: Immed.hypersens.reacts., expos. of eyes to sol./mist, in sympts.of ac.narr.-ang. glauc. treat with miotic drops immed.and refer, pt. to be instruct.in correct use, glauc. predisposit., caref.risk-benef.assessm.in uncontr. diab. mellit./rec.MI &/sev.org.heart/vasc.disords. / hyperthyroid./ phaeochromocyt./narr.-angl.glauc. risk, prostat.hypertrophy/bladd.neck obstruct., rapid worsen.dyspn.(consult Dr immed.), re-eval. treatm. where dos.no long.adeq., ser.hypokalaem. potent. by concom.xanthine derivat./ster.& diuret., hypox. & acidos.may aggrav.effs.of hypokalaem. on card.rhythm, hypokalaem.incr.disposit.towards dysrhythm. with digoxin, monit.ser.K+ lev.reg., cyst. fibros. pts.prone to GI disturbs., seek med.advice if chest pain or worsen.heart dis.sympt.exper.

Drug interactions: Enhanc.S/E with ß-adrenerg. /xanth.derivats./anticholinergs, xanth.derivats./ steroids & diurets.may potent. hypokalaem., ser. reduc.eff.with ß-blocks., MAOI & TCA’s enhanc.ß-adrenerg. agon.act., halogen.anaesth. incr.suscept. to ß-agonist.CV eff., anticholinerg.effs.of other meds. enhanc.
 XE "Duolin" DUOLIN, Cipla Medpro [PWR]
Ipratropium brom.0,5 mg, salbutamol 2,5 mg/ 2,5 ml

Indications: Revers.bronchosp.assoc.with obstruct.pulm.dis.

(S3) RESPULES INHAL.SOL, 37/10.2.1/0012

703983-001: 60, R549,93
Dosage: Admin.undil.via suit.nebulis./ intermit.posit.press. ventilat. Do not exceed recomm. dos. Adults & childr.over 12 yrs: Ac.sympt: Admin 1 respule. Sev.cases if relief not obt: 2 resp.be requir. & immed.med.attent. Maint.treatm: Admin 1 resp.3-4 xdly.
Contraindications: Hypertroph.obstruct. cardiomyopathy/ tachydysrhythm., hypersens.hist. to soya lecithin/ relat.food prod./atrop.or derivats., safety in pregn./ lactat. & childr.bel.12 yrs.not est.
Side effects: Allerg.type incl.laryngosp./ anaphylact. reacts., hypersens.reacts.incl.paradox. bronchosp./angioed./hypotens./collapse, hypokalaem., hyperglycaem., nervousn., dizzin., headache, ac.angl.-clos.glauc., tachycard., palpit., card. dysrhythm.esp.aft.high dos., myocard. ischaem., decr.in diastol.& incr.in syst.BP, periph. vasodilat., cough, loc.irrit., dysphon., inhal.induc. bronchosp., GI. disturbs., skin reacts., fine skelet. musc. trem., myalg., musc.cramps, urin.retent., ocul. effs.incl.clos.angle glauc./incr.IOP if in cont. with eyes/ mydrias., infect.& inflamm.in childr.

Special precautions: Immed.hypersens.reacts., alert physic. immed.in case of ac./rapid.worsen. dyspn.if addit. inhalat. do not prov.adeq. improvem., pt. to be instruct. in correct use, expos. of eyes to sol./mist, in sympts.of ac.narr.-ang. glauc. treat with miotic drops immed.and refer, glauc.predisposit., caref.risk-benef.assessm.in uncontr.diab.mellit./hyperthyroid./rec.MI &/sev. org.heart/vasc.disords./ phaeochromocyt./narr.-angl. glauc.risk, prostat. hypertrophy/bladd.neck obstruct., cyst.fibros. pts.prone to GI disturbs., re-eval.treatm.where dos.no long.adeq.& high.than recomm.dos.requir., hypokalaem.incr.suscept.to dysrhythm.with digoxin in which case ser.K+ lev.to be monit., hypox. may exacerb.effs.of hypokalaem. on card.rhythm, safety in porphyr.not est., reg.use as oppos.to on demand use incr.airway hyperrespons. & pos tol., lact.intol.
Drug interactions: Enhanc.S/E with other ß-adrenerg. /xanth.derivats./anticholinergs, beta-agonist-induc.hypokalaem. poss.be exacerbat.by concom. xanth.derivats./ steroids & diurets., ser. reduc. eff.with ß-blocks., poss.enhanc.eff.with concom.MAOI & TCA’s, halogen.anaesth.incr. suscept. to CV eff., anticholinerg.effs.of other meds.enhanc.
 XE "Duovent" DUOVENT HFA, Ing.Pharm 

Fenoterol HBr 50 µg, ipratropium brom.anhydr. 20 µg/inhal.

Indications: Revers.airways obstruct.in bronch. asthma, chron.bronchit., emphys. Consid.concom. anti-inflammat.ther.in bronch.asthma & ster. respon. COPD.

(S2) MET.DOS.INHAL, 35/10.2.1/0302

707882-001: 200 met.doses, R313,78
Dosage: Indiv. Recomm.dos.not to be exceed.
Recomm.dos: Adults & childr.over 6 yrs: Ac. asthma: 2 puffs usual.suffic. In sev.cases, 2 furth. puffs may be taken aft.5 mins.if breath.not noticeably improv. Consult dr/hosp.immed.if no relief obt.aft.4 puffs. 

Intermitt.& long-term treatm.in asthma on as need basis only: 2-4 puffs/admin.3xdly. Max.16 puffs/day. 

Contraindications: Hypersens.to ingred.or atrop.-like subst., hypertroph.obstruct.cardiomyopathy, tachydysrhythm., childr.und.6 yrs., safety in pregn./ lactat.not est.

Side effects: Ser.hypokalaem., cough, dry mouth, headache, tremor, pharyngit., dizzin., nervousn., incr.syst.BP, palpitat., GI disturbs., angioed.of tong./ lips & face, psych.disords., dysrhythm., atrial fibrillat., superventr.tachycard., decr.diast. BP, card.effs.with high dos., dysphon., paradox. bronchosp., stomatit., skin reacts., hyperhidros., musc. weakn./trem./spasm, myalg., immed. hypersens./ skin.reacts., oropharyng.-/angioed., anaphylax., eye disords.incl.mydrias./angl.-clos. glauc./ incr.IOP/corn.oed if in cont.with eyes., accommodat. disturbs., laryngosp., loc.irrit., CV effs. incl. myocard.ischaem., urin.retent.poss. precipit. esp.with pre-exist.urethr.obstruct.

Warnings and special precautions: High dos. may incr.risk.of ser.S/E incl.QT prolongat./card. dysrhythm., card.eff.furth.aggrav.by concom.meds. caus. QT prolongat./hypokalaem.& card.dysrythm./ in pres.of hypox.& acidos., QTc prolongat.report.at dos. above those recomm., ser.S/E risk poss. potent. by concom. theophyll./aminophyll./ corticoster./ diurets.in sev.asthma, hypox.poss. aggrav. eff.of hypokalaem.on card.rhythm., monit. ser. K+ lev., alert dr.immed.in case of ac./rapid. worsen. dyspn., use only on an as-need.basis in bronch. asthma/on demand treatm.poss.pref.in mild COPD, cons.concom.anti-inflamm.ther.in bronch. asthma & ster.respons. COPD, reg.re-eval. treatm.of long-term pts./where dos.no long.adeq., concom. other sympathomimet. bronchodilat.not to be used, benef.vs.risk esp.if dos.high.than recomm. used: in insuffic.contr.diab. mellit./recent MI/sev. CV disords./hyperthyroid./phaeochromocyt., pts. with underly.heart dis.to alert dr.in case of chest pain/worsen.heart dis.sympt./dyspn., not to be used in pts.predisp.to narr.-ang.glauc./urin. outflow tract obstruct./hypertens., do not allow aerosol to enter eyes, immed.treatm.with miot. drops & spec.advice if ocul.compl.devel., GIT motil. disturbs.in cystic fibros., safety in elderly esp.card. pts. not est., fenoterol hydrobromide excret.into breast milk.

Drug interactions: Other concom.ß-adrenerg./ anticholinerg./ xanthine derivat.may potent.eff., other concom.beta-mimets./syst.avail. anticholinerg. /xanthine derivats.poss.incr.S/E, poss. ser.reduc.therap.eff.with ß-blockers, enhanc. beta-adrenerg.agon.act.with TCA’s & MAOI, incr. suscept.to CV effs.with concom.halogen. anaesthet./ digox.
 XE "Iprabut" IPRABUT, (Aspen Pharma) Pharmacare [P/S]

Ipratropium brom.0,5 mg, salbutamol sulph. 2,5 mg/2,5 ml.

Indications: Revers.bronchosp.assoc.with obstruct. pulm.dis.

(S3) UDV 51/10.2.1/0153.

3005548-001: 60, R379,00
Dosage: Admin.from nebulis./ intermitt. posit. press.ventilat. Do not mix.with other meds. Do not exceed recomm.dose Discard unused sol. If instruct.by Dr.dil.with sterile 0,9% NaCl sol.only.

Adults incl.elderly & childr.over 12 yrs: 

Ac.attack: 1 UDV. If reqd.in sev.cases 2 UDV’s may be admin.aft.cons.dr./hosp.
Maint: 1 vial 3-4x/day. 

Contraindications: Hypertroph.obstruct. cardiomyopathy/ tachydisrrhythm., hypersens.to actives or atrop.derivats., childr.und.12 yrs.

Side effects: Freq.: Dry mouth Less freq.: Hypersens., anaphylact. reacts., angiooed.of tongue/lips & face, hypokalaem., hyperglycaem., ment.disords., nervousn., agitat., restlessn., anx., sleep disturb., dizzin., headache, trem., clos.angle glauc., accomodat.dis., corneal oed., eye pain, incr.IOP, mydrias., blurr.vis., conjuctiv.hyperaem., halo vis., hypotens.& collaps., incr.systol.BP, decr.diastol.BP, dysrhythm., tachycard., palpit., atrial fibrillat., myocard.ischaem., supraventr. tachycard., broncho-/ laryngosp., paradox.bronchosp., pharyng.oed., dry throat, throat irrit., cough, dysphon., N&V, GI.motilit.dis.eg. diarrh., constip., mouth oed., stomatit., dyspeps., abdom.pain, hyperhidros., skin reacts., rash, urticar., prurit., sweat., muscl.spasm., muscul.weakn., myalg., urin.retent., asthen. Freq.unknown: Angioed., lactic acidos., hyperactiv., peripher.vasodil., extrasystol., mouth & throat irrit.

Special warings and precautions: Immed.hypersens.reacts., disc.if paradoxic.bronchosp., ocular complicat.if escaped to eyes, sympts.of ac.narr.-ang. glauc. treat with miotic drops immed.and refer, pt. to be instruct.in correct use, protect eyes if glauc. predisposit., caref.risk-benef.assessm.in uncontr. diab. mellit./ rec.MI &/sev.org.heart/ vasc.disords. / hyperthyroid./ pheochromocyt./ narr.-angl.glauc. risk, prostat.hypertrophy/ bladd.neck obstruct., pts.with heart dis.to seek med.advice if chest pain or worsen.sympts.of heart dis., rapid worsen.dyspn.(consult Dr immed.), pot. ser.hypokalaem. potent. by concom.xanthine derivat./ ster.& diuret., hypox.may aggrav.effs.of hypokalaem. on card.rhythm, monit.serum K+ lvls., safet.in porphyr.not est., cyst. fibros. pts.prone to GI motilit.disturbs., monit.pt.for developm.of elev.serum lactate & metabol.acidos., may lead to positiv.doping results, review therap.if higher doses needed, safety dur. pregn.& lactat.not est.

Interactions: Incr.S/E with ß-adrenerg. / xanth.derivats./ anticholinergs, xanth.derivats./ glucocorticoster.& diurets.may potent. hypokalaem., ser. reduc.eff.with ß-blocks., MAOI & TCA’s enhanc.ß-adrenerg. agon.act., halogen.anaesth. incr.suscept. to ß-agonist.CV eff., anticholinerg.effs.of other meds. enhanc., digoxin incr.hypokalaem.eff. & lead to incr. disposit.to dysrhythm.
10.2.4.2
Long-acting ß2-agonist (LABA) + long-acting muscarinic antagonist (LAMA)(Controller)
 XE "Ultibro Breezhaler" ULTIBRO BREEZHALER, Novartis 

Indacaterol mal.110 µg, glycopyrronium 50 µg
Indications: Chron.obstruct. pulm.dis.when pts still symptomat.despite long act.ß-adrenerg. agons./ long act.muscarin.antagon.treatm.

(S3) DRY POWD.INHAL.CAPS, 47/10.2.1/1183

723867-001: 30, R484,55
Dosage: Not for use in pts.und.18 yrs. Do not swallow cap. Do not take more than 1 dos/day or at high.dos.. Only remove from package.immed. bef.use

Gen.target populat: Recomm.dos: once dly. inhalat of cap.contents using the inhal.at the same time each day.

Side effects: V.common: URTI. Common: Nasopharyngit.,UTI, sinusit., rhinit., hypersens., hyperglycaem., diab.mellit., dizzin., headache, cough, oropharyng.pain incl.throat irrit., dyspeps., dent.car., bladd. obstruct.& urin.retent., pyrex., chest pain. Uncommon: Insomn., glauc., ischaem. heart dis., atrial.fibrillat., tachycard., palpitat., epistax., paradoxic.bronchosp., dry mouth, gastroenterit., prurit., rash, musculoskelet.pain, musc. spasm, extremity pain, myalg., periph.oed., fatig. Post market.: Angioed., dysphon. Addit.effs.from the indiv.compon: Paraesthes., asthen., sinus congest., hypoaesthes.

Warnings and special precautions: Do not admin concom.with prods.contain.other long-act. beta2-adrenerg.agonists/ long act.muscarin. antagon., not for asthma treatm., not for use in ac.bronchosp., discont.immed.in pres.of hypersens. signs/in event of paradoxic.bronchosp., narr.angle glauc., urin. outflow obstruct., not stud.in sev.ren. impairm./end stage ren.dis., no data avail.in sev. hepat.impairm., CV disords.esp.coron.artery dis./ ac. MI/ card.dysrhythm./hypertens., convuls. disords., hyperthyroid./diab.mellit./pts.unusual. respons.to beta-2-adrenerg.agon., signific.CV effs. poss.req. discont., known/suspect.QT interv. prolongat./ meds.known to affect QT interv., card. dysrhythm.risk with hypokalaem.poss.potent.by hypox. & concom.treatm., close monit.of plasma gluc. in diabet., lact.intol., safety in pregn.& lactat. not est., poss.labour inhibit., eval.S/E bef.driv./ operat.machin.
Interactions: Beta2-adrenerg.agon.eff.poss. weak./ antagon. theref.concom. beta-adrenerg. blocks. (incl.eye drops) not advis., concom.MAOI/ TCA’s/meds. known to prolong QT-interv.as eff.on QT interv. poss.potent.incr.ventric.dysrhythm.risk, incr.S/E with other sympathomimets., hypokalaem. eff. poss. potent.by methylxanthin.deriv./ster./non K+-spar. diuret., syst.clear.influenc.by modulat.of both P-gp and CYP3A4 activ., concom.inhal. anticholinerg. contain.med.not recomm., cimetid. incr.AUC and decr.ren.clear.of glycopyrron.

10.2.4.3
Inhaled conticosteroids (ICS) + long-acting ß2-agonist (LABA)(Controller)
FOXAIR (MDR Listing)

RELVAR (MDR Listing)
 XE "AirFluSal Forspiro" AIRFLUSAL FORSPIRO, Sandoz, [P/S]

Salmeterol 50(50) µg, fluticasone propionate 250(500) µg/del.dos.

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon., reg.treatm.of chron.COPD incl.chron.bronchit.& emphysema, sev.COPD & hist of rep.exacerbat. with signific. sympts.despite reg.bronchodilat.ther.

(S4) INHAL.POWD.PRE-DISPEN, 47/21.5.4/1320; 1321

3004879-001: 50(250) µg, 60 dos., R209,05
3004880-001: 50(500) µg, 60 dos., R324,30
Dosage: Titr.to low.dos.effect.contr.sympt.

Adults & adolesc.12 yrs.& old: 1 inhalat.of reqd. strength 2xdly.

COPD: Adults: 1 inhalat.of reqd strength 2xdly

Contraindications: Salmetrol/fluticasone & excipient hypersens.
Side effects: Freq: Mouth & throat candidias., pneumon.in COPD pts., bronchit., hypokalaem., nasopharyngit., throat irrit., hoarsen., dysphon., sinusit., contus., musc.cramps, traumat.fract., arthralg., myalg. Less freq: Oesophag. candidias., cutan.hypersens.reacts., angioed., dyspn., bronchosp., anaphylact.reacts., Cushings syndr., Cushingoid features, adren.suppress., childr. & adolesc.growth retardat., decr.bone min. density, hyperglycaem., anx.,sleep disords., behav.changes incl. psychomot.hyperactiv. predom. in childr., headache, trem., cataract., glauc., palpitat., tachycard., card.dysrhythm., atrial fibrillat., ang.pect., paradox.bronchosp. Not known:  Depress., aggress., blurr.vis.

Special warnings and precautions: Not for ac.sympt.relief, reg.use for optim.control, progress./ sudd.deteriorat.of asthma control, poss.incr. corticoster. dos.in worsen.sev.asthma sympts., not recomm.for childr.und.12 yrs., med. advice if asthma sympts.worsen/remain uncontrol & in incr.use of/decr.respons.to reliever med. exper., no abrupt withdr., poss.grad,dos.reduct. und.reg.supervis.if sympts.well control., poss. systemat.decompensat.with ther.cessat.in COPD, treat.concurr.infects., act./quiesc.pulm. TB, fung./ vir. or other airway infects., sev.CV dis., heart rhythm abnormalit., diab.mellit., thyrotoxicos., uncorr.hypokalaem/low K+ser.lev., diab.mellit.hist., discont.in case of paradoxic.bronchosp.,lact.intol., poss.syst.effs.with high dos.over prolong.per., poss. unmask. underly.eosinophil.condits., imp. adren. reserv.risk when tfd.from oral steroids, consid.poss.resid.adren.impairm.in emerg./elect./ stressf. situat., incr.syst.eff.risk with potent CYP3A inhibit., observ.for poss. pneumon.in COPD pts, avoid concom.CYP3A4 inhibit., ophthalm.eval.if vis.disturbs.report., consid.paed.resp.spec.for childr.& adolesc.<16 yrs., reg.monit.childr.height.if treatm. prolong., safety in pregn.& lactat. not est.

Interactions: ß adrenerg.block.weak./antagon. salmetrol eff., avoid both non-select.& select. ß-block.unless reason.compell., hypokalaem.poss. from ß2 agon.ther.then poss.potent.by concom. xanthine derivat./steroids & diuret., addit.eff.of other ß adrenerg. contain.drugs, CYP3A inhibit. incr. fluticasone expos.& system.side eff.risk, potent CYP3A4 inhibit.incr.salmetrol system.side effs.risk.
 XE "Foxair " FOXAIR, (Aspen Pharmacare) GSK, [PWR] 
Salmeterol 50 µg, fluticasone propionate 100 µg, (250 µg & 500 µg)/blister

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon., chron. COPD incl.bronchit.& emphysema, sev. COPD & hist of rep.exacerbat.with signific. sympts. despite reg.bronchodilat.ther.

(S4) ACCUHALER, 42/21.5.4/0581, 0582, 0583

715009-001: 50/100 µg, 60 blisters, R270,09
715008-001: 50/250 µg, 60 blisters, R319,53
715007-001: 50/500 µg, 60 blisters, R456,56
Dosage: Titr.to low.dos.effect.contr.sympt. Adolesc. 12 yrs.& old: 1 inhalat.of reqd. strength 2xdly. Childr.4 yrs & old: 1 inhalat. 50/100 ug strength 2xdly.

Chron.obstruct.pulm.dis: Adults: 1 inhalat. 50/250 ug OR 50/500 ug strength 2xdly.

(S4) INHALER, 42/21.5.4/0244, 0245, 0246

Salmeterol 25 µg, fluticasone propionate 50 µg, (125 µg & 250 µg)/actuat.

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon.
715752-001: 25/50 µg, 120 actuat., R237,33
715753-001: 25/125 µg, 120 actuat., R318,96
715754-001: 25/250 µg, 120 actuat., R429,08
Dosage: Must be used regular.even when asymptomat. Titr.to low.dos.effect.contr.sympt.

Adults & childr.12 yrs.& old: 2 inhalat.of requir. strength 2xdly.
Side effects: Rash, trem., headache, palpitat., musc. cramps, hypersens.reacts.incl.oed.& angioed., hypokalaem., card.arrhythm., oropharyng. irrit., arthralg., mouth & throat candidias., hoarsen., adren.suppress., growth retardat. in childr.& adolesc., decr.bone min. density, cataract, glauc., paradoxic.bronchosp.

Warnings and special precautions: Not for relief of ac.sympts., progress./sudd.deteriorat.of asthma control, poss.adrenocortic.suppress.with corticoster.ther., no abrupt withdr.as adren. insuffic. poss.precipit., act./quiesc.pulm.TB, thyrotoxicos., monit.childr.height.if treatm. prolong., transf.from other oral/inhal.steroids, medic. or surg.emerg./elect.proced./stress, rarely poss.unmask.of underly.eosinophil.condits., treat. concurr.infects., discont.in case of paradoxic. bronchosp., lact.intol., glycaem.control of diabet., safety in pregn.& lactat.not est., corticoster. teratogen. in anim., no data avail.in childr.und. 4 yrs.for accuhal.

Interactions: Poss.interact.with substrates /inhibit.of CYP 3A4, avoid both non-select.& select. ß-block.unless there are compell.reasons.

See also MDR page 321-322.
 XE "Relvar Ellipta" RELVAR ELLIPTA, (Aspen Pharmacare) GSK [P/S] 
Fluticasone furoate 92(184)µg, vilanterol 22 (22)µg/ per inhalat.

Indications: Maint./prevent.treatm.of asthma, maint. treatm.of airflow obstruct.in COPD incl. chron. bronchit.&/emphys., reduc.exacerbat.of COPD in pts.with exacerbat.hist.

(S4) POWD.FOR INHALAT, 48/21.5.1/0249, 0250
723300-001: 92/22 µg, 30 blisters, R330,26
723303-001: 184/22 µg, 30 blisters, R553,64
Dosage: For inhalat.only, admin.at same time every day, rinse mouth aft.inhalat. 

Asthma: Adults & childr.12 yrs.& old: 1 inhalat. of reqd. strength 1xdly., use reg.even when asymptomat., use inhal.short-act. ß2-agon.for immed. relief.if symts.arise.betw.dos.

COPD: Adults: 1 inhalat.of 92/22 µg formulat. once dly.

Contraindications: Sev.milk-prot.allergy, treatm. of ac.asthma sympts./ac.exacerbat.in COPD for which a short-act. bronchodilat.is reqd., safety in pregn./lactat./childr.<12 yrs.not est.

Side effects: Pneum., URTI, bronchit., influenza, mouth & throat candidias., headache, extrasystol., nasopharyngit., oropharyng.pain, sinusit., pharyngit., abdom.pain, arthralg., back pain, fracts., pyrex.

Warnings and special precautions: Not for relief of ac.sympts., no abrupt withdr., discont.in case of paradoxic.bronchosp., pt.to contin. treatm. but seek med.advice if asthma sympts.remain uncontroll./ worsen aft.init., CV dis./heart rhythm abnormal./hyperthyroid./uncorrect.hypokalaem., incr. hypokalaem.risk with high dos./concom. meds. caus.hypokalaem.& hypox./in pres.of hypox. & acidos., do not exceed max.dos., avoid both non-select.& select. ß-block.unless there are compell. reasons, pts.with diabet.mellit.hist., system. corticoster.effs.may occ.at high dos., prolong.ther., pulm. TB, chron./untreat.infects., poss.developm. of pneum. in pts. with COPD as clin.feats.overlap with sympts. of COPD exacerbats., re-eval.treatm. if pneum. occ., incr.pneum.risk in asthma pts.on high.formulat., hepat.impairm., cont. lactose/fruct

Drug interactions: ß-adrenerg.blocks.may cause bronchosp. & may weak./antagon.eff.of ß2-adrenerg. agonists., system.expos.poss.incr.with strong CYP3A4 inhibits.

See also MDR page 337.
 XE "Revinty Ellipta" REVINTY ELLIPTA, (Aspen Pharmacare) GSK [P/S]

Fluticasone furoate 92(184)µg, vilanterol 22 (22)µg/ per inhalat.

Indications: Maint./prevent.treatm.of asthma, maint. treatm.of airflow obstruct.in COPD incl. chron. bronchit.&/emphys., reduc.exacerbat.of COPD in pts.with exacerbat.hist.

(S4) POWD.FOR INHALAT, 48/21.5.1/0247, 0248
3007014-001: 92/22 µg, 30 blisters, R238,94
3007015-001: 184/22 µg, 30 blisters, R276,49
Dosage: For inhalat.only, admin.at same time every day, rinse mouth aft.inhalat. 

Asthma: Adults & adolesc.≥12 yrs.: 1 inhalat. of reqd. strength 1xdly., use reg.even when asymptomat., use inhal.short-act. ß2-agon.for immed. relief.if symts.arise.betw.dos.

COPD: Adults: 1 inhalat.of 92/22 µg formulat. once dly. 184/22 µg not indicated for COPD.

Contraindications: Sev.milk-prot.allergy.

Side effects: Very common: Headache, nasopharyngit. Common: Pneum., URTI, bronchit., influenza, mouth & throat candidias, oropharyng.pain, sinusit., pharyngit., abdom.pain, arthralg., back pain, fracts., pyrex. Uncommon: Extrasystol.

Special warnings and precautions: Not for relief of ac.sympts., do not stop without med.supervis., discont.in case of paradoxic.bronchosp., pt.to contin. treatm. but seek med.advice if asthma sympts.remain uncontroll./ worsen aft.init., CV dis./heart rhythm abnormal./ hyperthyroid./ uncorrect.hypokalaem., incr. hypokalaem.risk with high dos./ concom. meds. caus.hypokalaem.& hypox./ in pres.of hypox. & acidos., do not exceed max.dos., avoid both non-select.& select. ß-block.unless there are compell. reasons, pts.with diabet.mellit.hist., system. corticoster.effs.may occ.at high dos./ prolong.ther., pulm. TB, chron./ untreat.infects., poss.developm. of pneum.(some fatal) in pts. with COPD as clin.feats.overlap with sympts. of COPD exacerbats., re-eval.treatm. if pneum. occ., incr.pneum.risk in asthma pts.on high.formulat., hepat.impairm., cont. lactose/fruct, safety in pregn./ lactat./childr.<12 yrs.not est.
Interactions: ß-adrenerg.blocks.may cause bronchosp. & may weak./ antagon.eff.of ß2-adrenerg. agonists., system.expos.poss.incr.with strong CYP3A4 inhibits (eg.ketoconazole/ ritonavir).

 XE "Sereflo" SEREFLO, Cipla Medpro, [P/S]

Salmeterol 25 µg, fluticasone propionate 50 µg, (125 µg & 250 µg)/actuat.

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon.

(S4) HFA INHALER, A42/21.5.4/0218, 0219, 0220

715189-001: 25/50 µg, 120 dos., R149,99
721412-001: 25/50 µg, (Synchrobreathe) 120 dos., R149,99
715190-001: 25/125 µg, 120 dos., R202,55
721413-001: 25/125 µg, (Synchrobreathe) 120 dos., R202,55
715191-001: 25/250 µg, 120 dos., R272,46
721414-001: 25/250 µg, (Synchrobreathe) 120 dos., R272,46
Dosage: Titr.to low.dos.effect.contr.sympt. 

Adults & adolesc.12 yrs.& old: 2 inhalat.of reqd. strength 2xdly.

(S4) DPI (INHAL.POWD.PRE-DISPEN), 54/21.5.1/0111.109/0112.110

Salmeterol 50(50) µg, fluticasone propionate 100(250) µg /actuat.

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon., reg.treatm.of chron.COPD incl.chron.bronchit.& emphysema, sev.COPD & hist of rep.exacerbat. with signific. sympts.despite reg.bronchodilat. ther.
3003304-001: 50(100) µg, 60 dos., R164,66
3003305-001: 50(250) µg, 60 dos., R209,06
Dosage: Titr.to low.dos.effect.contr.sympt.

Adults & adolesc.12 yrs.& old: 1 inhalat.of reqd. strength 2xdly.

Childr.4 yrs.&old: 1 inhalat.of 50/100 strength 2xdly.
COPD: Adults: 1 inhalat.of 50/250 strength 2xdly.
Side effects: Freq: Mouth & throat candidias., pneumon.in COPD pts., bronchit., incr.infect. susceptibility, hypokalaem., incr.appetite, headache, nasopharyngit., throat irrit., hoarsen., sinusit., contus., musc.cramps, traumat.fract., arthralg., myalg. Less freq: Oesophag. candidias., cutan.hypersens.reacts., angioed., dyspn., bronchosp., anaphylact.reacts., Cushings syndr., Cushingoid features, adren.suppress., childr. & adolesc.growth retardat., decr.bone min. density, hyperglycaem., anx.,sleep disords., behav.changes incl. psychomot.hyperactiv. predom. in childr., trem., cataract., glauc., palpitat., tachycard., card.dysrhythm., atrial fibrillat., ang.pect., electrol.imbal., card.fail., paradox.bronchosp. Unknown freq: Tumour lysis syndr., menstrual irregularit., amenorrh., thromembol. complicat., pept.ulc., ac.pancreatit., adren. atrophy, aggress.predomin.in childr., neurolog. disturbs., benign.intracran.hypertens., blurr. vis., hypertens., hyperhidros., skin thinn., bruis., purpura, erythemat.les., Stev-Johns. syndr., acneform erupt., hypertrichos., osteoporos., avasc.bone necros.

Warnings and special precautions: Not for ac.sympt.relief, reg.use for optim.control, progress./ sudd.deteriorat.of asthma control, no data avail.for DPI use in childr.und.4 yrs., no abrupt withdr., imp.adren.reserv.risk when tfd. from other inhal/oral steroids, poss.incr. corticoster. dos.in worsen.sev.asthma sympts., pts. wean.of oral steroids whose adrenocortic. funct.is imp., rarely poss.unmask. underly. eosinophil.condits., poss.syst.effs.with high dos. over prolong.per., monit.childr.height.if treatm. prolong., medic./surg.emerg./elect.proced./ stress, treat.concurr.infects., act./quiesc.pulm. TB, hyperthyroid., IUD contracept.fail.report.with corticoster. ther., diab.mellit.hist., discont.in case of paradoxic.bronchosp.,lact.intol., observ.for poss. pneumon.in COPD pts, safety in pregn.& lactat. not est., corticoster.teratogen.in animals, vis. effs.may negat.affect.driv./operat.machin

Interactions: Potent.interact.with CYP 3A4 substrates/inhibit., avoid both non-select.& select. ß-block.unless there are compell.reasons,

 XE "Seretide" SERETIDE, GSK, [PWR]

Salmeterol 50 µg(50 µg & 50 µg), fluticasone propionate 100 µg, (250 µg & 500 µg)/blister

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon., sev.COPD & hist of rep.exacerbat.with signific. sympts.despite reg.bronchodilat.ther.

(S4) ACCUHALER, 33/21.5.4/0413, 0414, 0415

874493-005: 50/100 µg, 60 blisters, R420,48
874507-006: 50/250 µg, 60 blisters, R582,91
874515-009: 50/500 µg, 60 blisters, R775,83
Dosage: Titr.to low.dos.effect.contr.sympt. Adults & childr.12 yrs.&old: 1 inhalat.of reqd. strength 2xdly. Childr.4 yrs & old: 1 inhalat. 50/100 ug strength 2xdly.

Chron.obstruct.pulm.dis: Adults: 1 inhalat. 50/250 ug OR 50/500 ug strength 2xdly.

(S4) CFC FREE INHALER, 35/21.5.4/0411,0412,0413

Salmeterol 25 µg (25 µg & 25 µg), fluticasone propionate 50 µg, (125 µg & 250 µg)/actuat.

Indications: Reg.prophylact.treatm.of atop. asthma when stabilis.on identic.dos.of compon
894989-006: 25/50 µg, 120 actuat., R420,49
894990-004: 25/125 µg, 120 actuat., R582,91
895006-007: 25/250 µg, 120 actuat., R775,83
Dosage: Must be used regular.even when asymptomat. Titr.to low.dos.effect.contr.sympt.

Adults & childr.12 yrs.& old: 2 inhalat.of requir. strength 2xdly.
Side effects: V.common: Oral candidias., headache. Common: Palpitat., tachycard., atrial fibrillat., hoarsen., musc. cramps, arthralg. Uncommon: Cutan.hypersens., dyspn., cataract, hyperglycaem., anx., sleep disords., trem., throat irrit., contus. Unknown freq: Hypokalaem. Post market: Oesophag.candidias., anaphylact.reacts., Cushing’s syndr., Cushingoid featur., adren. suppress., childr.growth retardat., decr.BMD, glauc., behav.changes incl.hyperactiv.& irritabil. predom.childr., paradoxic.bronchosp, oropharyng. irrit.

Warnings and special precautions: Not for relief of ac. sympts., no abrupt withdr., progress./ sudd.deteriorat.of asthma control, review when curr.dos.fail.to give adeq.control of revers. obstruct. airways dis., poss.adrenocortic. suppress. with concom corticoster.ther., rarely poss.unmask. of underly.eosinophil.condits., monit.for poss. corticoster.syst.effs.partic.at high dos.& prolong. per., reg.monit.of childr.height with prolong.ther., transf.from other oral/inhal.steroids, medic./surg. emerg./elect.proced./stress, treat.concur.infects., act./quiesc.pulmon. TB, thyrotoxicos., pre-exist.CV dis., predisposit.to low ser.K+ lev., discont.in case of paradoxic.bronchosp., ref.to ophthalmolog.for eval.if vis.disturbs.exper., diab.mellit.hist., avoid concom.ritonavir, corticoster.teratogen. in anim., safety in pregn.& lactat.not est.

Interactions: Syst.corticoster.effs.with concom. ritonavir, incr.expos.with syst.ketoconaz.which may prolong QT interv.theref.caut.with strong CYP 3A4 inhibit., avoid both non-select.& select. ß-block.unless there are compell.reasons,

10.2.4.4
Inhal.conticoster.(ICS)+rapid onset long-acting ß2-agonist (roLABA)(Controller/Reliever)
SYMBICORD (MDR Listing)
 XE "Dulera" DULERA, Organon 

Mometasone furoate, formoterol fumarate
Indications: Prophylact.asthma maint.treatm.in adults & childr. 5 yrs.& old.when not adeq.control. with inhal.corticoster.& short act.beta2 agon.& also for pts.adeq.control.on both inhal.corticoster. & long-act. beta2 agon.admin.separat., airflow obstruct. in pts with COPD incl.chron.bronchit.&/ emphys. Effic.not demonstrat.for >26 wks.in COPD.

(S4) MET.DOS.INHAL, 46/21.5.1/0588, 0589

722934-001: 100/5 µg, 120 actuat., R183,86
722933-001: 200/5 µg, 120 actuat., R247,55
Dosage: Oral inhalat.only rins.mouth well aft.use to reduc.candidias.risk. Do not use with actuat.from other prod.
Asthma: Adults & adolesc.12 yrs & old: 2 inhalat. 2xdly.morn.& even. Determ start.dos.on dis.severity bas.on prior asthma ther.& current asthma sympt.contr.& exacerbat.risk. Ref.to lit.for recomm.dos.in those curr.control.bas.on prior asthma ther.
Pts.not prev.receiv.inhal.corticoster.determ. start. dos.by asthma severity. 12 yrs.& old: Max.dly recomm.dos: 2 inhalat of 200/5 µg 2xdly. If sympts. arise betw.dos.use inhal.short-act. ß 2-agonist for immed.relief. Childr.5-12 yrs: Dly recomm.dos: 2 inhalat of 50/5 µg 2xdly. Max.recomm.dly dos: 200/20 µg dly. If sympts.arise betw.dos.use inhal. short-act.ß 2-agonist for immed.relief.

Re-eval.treatm.regim.if asthma status changes. Aft.achiev.asthma stabilit.titrat.to low.effect.dos.
COPD: Two inhalat. of 200/5 µg 2xdly.is recomm. in most COPD pts., although 2 inhalat.of 100/5 µg 2xdly.may be consid in some pts.

Contraindications: Act.treat./untreat./quiesc.TB infects. of resp.tract.

Side effects: Common: Oral candidias., headache, dysphon. Uncommon: Pharyngit., urticar., insomn., trem., dizzin., lens disords., tachycard., palpitat., hypertens., pharyngeal pain, throat irrit., naus., dry mouth, musc.sp. Also COPD clinc.trails: Oral pain, diab.mellit., dysgeus., somnol., prurit. Rare: Bronchosp., allerg.dermatit., nervousn., incr.IOP, ECG QT prolongat. Post market. freq.unknown: Hypokalaem., hyperglycaem., ang.pector., card.dysrhythm., hypersens., asthma aggravat., blurr.vis.
Special warnings and precautions: Do not init. dur.rapid.deteriorat./potent.life-threaten.asthma episod./COPD, reass.ther.if sympts.persist if dos.requirem.incr.to maint.control/if asthmat. episod.or deteriorat.of COPD not respons. to bronchodil./if asthmat.have decr.peak flow., short act.beta2-agon.for relief of ac.attack, pts.to seek medic.adv.if asthma/COPD sympts.wors.aft.init., not to be used in conjunct.with anoth.long-act. ß 2-agonist, do not incr.dos.beyond max.recomm.dos., treat. oral candid.with appropr.antifung.ther., untreat. fung./ bact./system.vir.infects./ocul.H. simplex., advise pts.& partic.childr.of immunosuppress. risk., pts.transf.from system.act. corticoster., consid.risk of adren.suppress.dur. periods of stress/elect.surg.when addit.system. corticoster.may be need., unmask.of pre-exist. allerg. condits.prev.suppress. by syst.corticoster. ther., titrate dos to low.dos.at which effect.contr. of asthma is maint.to reduc.risk of system.effs., refer.to opthalmolog.to eval. vis.disturbs.causes, discont.immed.& subsitit. altern.ther.in case of inhalat.induc.bronchosp., pts. with ischaem.heart dis./card. dysrrhythm./sev.card. decompensat./ idiopath.subvalvul.aortic stenos./sev.hypertens./ vasc. aneurysm/ phaeochromocyt./hypertroph. obstruct. cardiomyopathy/hyperthyroid./known or suspect. prolongat.of QT interv., monit.pts.at risk of hypokalaem. & their ser.K+ lev., addit.bld.gluc. monit.recomm.in diabet., poss.pneumon.in COPD pts.as clinic. featur.of pneumon.& COPD exacerbat. freq.overlap, safety & effic.not est.in childr. <5 yrs., safety in pregn.& lactat.not est., labour poss.inhibit.due to relax.eff.on smooth musc., eval.effs.exper.bef.driv./undertak.complic. tasks.

Interactions: Strong CYP3A4 inhibit.incr. corticoster. expos.incr.corticoster.syst.S/E, concom. sympathomimet.agents may potent. undesir.effs. of formoterol, xanthine derivat./non-K+spar. diuret. may potent.poss.hypokalaem.eff.of ß 2-agon., act.of adrenerg. agonists on the CVS poss.potent.by quinidine/disopyramide/ procainamide/phenothiazines/ macrolides/ azole anti-fung./MAOIs incl.linezolid & TCAs & any med.known to prolong.QTc-interv., ß -adrenerg. block.may weak./antagon.eff.of formoterol., elev. risk of dysrrhythm.with concom. halogenat. hydrocarb.anaesthes.
 XE "Innuvair" INNUVAIR, AI Pharm Ltd 
Beclomethasone dipropionate100 µg, formoterol fumarate 6 µg/met dos.
Indications: Reg.asthma treatm.where a combinat. corticoster.& long-act ß 2-agon.is appropr. ie.pts not adeq.control.with inhal. corticoster. & inhal.short-act.ß 2-agon.or pts.adeq. control. on both inhal.corticoster.& long-act.ß 2-agon.
(S4) MET.DOS.INHAL, 42/21.5.1/0895
723841-001: 100/6 µg, 120 actuat., R320,37
Dosage: Bear in mind when tfd pts that due to the extra fine particle size tot.dly dos.should be low than a non extrafine formulat.& dos to be indiv. Dly use even when asymptomat.
Adults 18 yrs & old: 1-2 inhalat.2xdly. Max.dly. dos: 4 inhalat.
Side effects: Pharyngit.,influenza, oral fung. infect., pharyng./oesophag.& vag.candidias., gastroenterit., sinusit., granulocytopen., thrombocytopen., allerg.dermatit., hypersens., adren. suppress., hypokalaem., hyperglycaem., restlessn., abnorm.behav., sleep disord., hallucinat., headache, trem., dizzin., glauc., cataract., otosalpingit., palpitat., ECG QT correct.interv.prolong., ECG change, tachycard., tachydysrhythm., ventric.extrasystol., ang.pect., atrial fibrillat., hyperaem., flush., dysphon., rhinit., cough, product.cough, throat irrit., asthmat.cris., paradoxic.bronchosp., dyspn., asthma exacerbat., GI disturbs., burn.lip sensat., prurit., rash, hyperhidros., urticar., angioed., musc.spasm, myalg., growth retardat.in childr.& adolesc., nephrit., periph.oed., incr./decr.BP, decr.bone density, QTc interv.prolongat.
Warnings and special precautions: Not for ac. asthma attack, pts.with ischaem.heart dis./ card.dysrrhythm.esp.3rd degr.AV block & tachydysrhythm., sev.heart dis.partic.ac.MI, idiopath.subvalvul.aortic stenos./hypertroph. obstruct. cardiomyopathy/congest.HF/occlus.vasc. dis. partic.arterioscleros, arter.hypertens.& aneurysm, thyrotoxicos./ known or suspect. prolongat. of QT interv./diab.mellit./ phaeochromocyt. & untreat.hypokalaem., monit. pts. at risk of hypokalaem., bld.gluc.monit.recomm. in diabet., do not admin.for at least 12 hrs.bef. halogen.anaesth., act./quiesc.pulm.TB., fung./vir infects., abrupt discontin., reass.ther.if dos. requirem. incr.to maint.control, do not init.treatm.dur.an exacerbat./if asthma is worsen., discont. immed.& subsitit.altern.ther.in case of paradoxic. bronchosp., pts.to contin.treatm.but seek medic.advic.if asthma sympts.remain uncontroll./ wors.aft.init., do not use as 1st treatm. for asthma, titrate dos to low.effect.dos.to reduc. risk of system.effs., consid.risk of adren.suppress. dur.periods of stress/elect.surg.when addit. system.corticoster.may be need., pts.transf.from system.act.corticoster., pt. to rinse mouth aft. inhalat.to reduc.risk of dysphon. & oropharyng. candidias., poss.affect.pts.abilit to drive/use machin., not recomm.in pts.und.18 yrs.of age as no data avail.for use, contains small amount of ethanol, evid.of reproduct.toxic.aft.high system.expos., detect in milk of lactat.anim., no data avail.in hepat./ren.impairm., incr.risk of ventric. dysrrhythm.with meds.known to prolong QTc-interv.

Drug interactions: ß block.may reduc./abolish. eff. of formoterol., ß-adrenerg.meds.potent.have addit.effs.with formoterol., quinidine/ disopyramide/ procainamide/phenothiazines/ antihistamines/ MAOIs and TCAs can prolong.QTc interv., L-dopa/L-thyroxine/oxytocin & alcohol an imp.card.tol.towards ß2-sympathomimet., MAOI’s and agents with simil.propert.eg furazolidone & procarbazine may precipit.hypertens.reacts., elev. risk of dysrrhythm.with concom.halogenat. hydrocarbs anaesthes., xanthine derivat./steroids/ diuret.may potent.poss.hypokalaem.eff.of ß 2-agonists.
See also MDR page 67.
 XE "Symbicord" SYMBICORD, AstraZeneca 
Budesonide 80(160) µg, formoterol fumarate dihydrate 4,5 µg/dose.

Indications: Asthma in adolesc.& adults where combinat. inhal. corticoster.& long act.ß-agon. ther.appropriate.

160 :4,5 µg strength also mod.to sev.COPD with freq. sympt.& hist.of exacerbat.

(S4) TURBUHAL. 35/21.5.1/0404, 0405.

705986-001: 80/4,5 µg/inhal., 120 dos., R466,21
700172-001: 160/4,5 µg/inhal., 60 dos., R157,60
700173-001: 160/4,5 µg/inhal., 120 dos., R315,20
Dosage: Indiv.accord.to sev. When contr.achiev. titrat. to low.dos.at which sympt.contr.is maint. 

Diff.treatm.approach for asthma:
(a) Anti-inflamm.reliev.ther.(mild): 12 yrs & old: (160:4.5) Take 1 inhalat.as need.in respons.to sympts. If sympts.persist.an addit.dos.may be taken aft.a few mins. Max.6 inhalat.on any sngl. occas. Tot.dly.dos.of more than 8 inhalat.not norm. reqd.however tot.dly.dos.of upto 12 inhalat. maybe used tempor.
(b) Anti-inflamm.& reliev.plus maint.ther: Adults 12 yrs.& old: (80:4,5): Maint.dos: 2 inhalat./day given as 1 inhalat. in morn. & even. OR 2 inhalat.in either morn./ even. Take 1 addit.inhalat.as need.in respons.to sympts. If sympts.persist.an addit.dos.may be taken aft.a few mins. Max.6 inhalat.on any sngl. occas. Tot.dly.dos.of more than 8 inhalat.not norm. reqd.however tot.dly.dos.of upto 12 inhalat. maybe used tempor.
(160:4,5): Take 1 inhalat.as need.in respons.to sympts. If sympts.persist.an addit.dos.may be taken aft.a few mins. Max.6 inhalat.on any sngl. occas. Maint.dos: 2 inhalat./day given as 1 inhalat.in morn. & even. OR 2 inhalat.in either morn./even. Some pts.may req.2 inhalat.2xdly. Tot.dly.dos.of more than 8 inhalat.not norm. reqd.however tot.dly.dos.of upto 12 inhalat. maybe used tempor.

(c) Maint.ther.(fix.dos): Adults 18 yrs.& old: 1-2 inhalat.of either strength 2xdly. Max: 4 inhalat.2xdly.as maint. /tempor.dur.worsen. Adolesc.12-17 yrs: 1-2 inhalat.of either strength 2xdly. Temp.incr.to max. 4 inhalat.2xdly.dur. worsen.

COPD (160:4,5): Adults: 2 inhal.2xdly. Max.4 inhalat./ day.
(S4) TURBUHAL. 320/9 µg/inhal. 38/21.5.1/0187

Budesonide 320 µg, formoterol fumarate dihydrate 9 µg/dose.

Indications: Adult & adolesc.asthma where combinat. high dos. inhal.corticoster.& long act. ß-agon.ther. appropriate, reg.treatm.of mod.to sev.COPD with freq. sympt. & hist.of exacerbat.

705984-001: 320/9 µg/inhal., 60 dos., R315,20
Dosage: Indiv.accord.to sev.titrat.to low.effect. dos.for sympt.contr. Not for ac.asthma attack.
Asthma: Adults 18 yrs.& old: 1 inhalat.2xdly. Max:2 inhalat.2xdly.as maint./dur.worsen.asthma

Adults & adolesc.12 –17 yrs: 1 inhalat.2xdly. Incr. tempor.to max.2 inhalat.2xdly.dur.worsen. asthma

COPD: Adults 18 yrs.& old: 1 inhal.2xdly. Max: 2 inhalat.2xdly.
Contraindications: Safety & effic.in.childr.und. 12 yrs. not est.

Side effects: Common: Palpitat., oropharynx. candida infect., headache, trem., throat irritat., cough., hoarsen., pneum.in COPD. Uncomm: Tachycard., naus., musc.cramps, dizzin., agitat., restlessn., nervousn., sleep disturbs., Rare: Card. dysrhythm., immed.& delay.hypersens.reacts., bronchosp., skin bruis. V.rare: Ang.pect., S&S of syst.gluco-corticoster.effs., hyperglycaem., depress., behav.disturbs.

Warnings and special precautions: Not for sev.exacerbat.treatm., taper dos. when long-term treatm.is discont., sudd. & progress. deteriorat.in contr.of asthma/COPD potent.life threaten., transf. from oral to inhal.glucocorticoster., pts.requir. prolong. treatm.at high dos., contains lact., sev.CV disords., diab.mellit., untreat.hypokalaem., thyrotoxicos., ser.K+ poss.low.with high dos.beta-2-agon., incr.pneum.risk.in COPD treatm.with corticoster., monit.childr./adolesc.growth, longt. ketoconazole treatm., corticoster.teratogen.in anim., safety in pregn.& lactat.not est., excret.in breast milk, no data avail.in hepat./ren.impairm., poss.incr.expos.in sev.liv.dis., anti-inflamm.reliev. plus maint.ther.reduc.sev.exacerbat.while maintain. sympt.control compar.to maint.ther.with separ.short-act.bronchodilat., re-assess ther.if incr. inhalat. reqd.for sympt.contr.without improv. asthma contr. within 3 days, continuat.of ther. even if asymptomat., re-assess ther.if condit. worsen., consid.addit.system.corticoster.dur. stress/ elect.surg.
Interactions: CYP3A4 inhibit.eg ketoconazole may incr.syst.expos.to budesonide, ß-adrenerg.block.incl.eyedrops may inhibit./weak. eff.of formoterol, quinidine/disopyramide/ procainamide/phenothiazin./antihistamin.eg. terfenadine, MAOI’s & TCA’s can prolong QTc interv. & incr.risk of ventr.arrhythm.

See also MDR page 200.
 XE "Vannair" VANNAIR, AstraZeneca [P/S]
Budesonide 80(160) µg, formoterol fumarate dihydrate 4,5(4,5) µg/dose.

Indications: Asthma in adults & childr.6 yrs.& old. where cont.use of combin.inhal. corticoster.& long act.ß-agon.ther.appropr., mod.to sev.COPD treatm.with freq. sympt.& hist.of exacerbat.

(S4) INHALER. A39/21.5.1/0506, 0507

720218-001: 80/4,5 µg, 120 actuat., R217,49
720219-001: 160/4,5 µg, 120 actuat., R315,20
Dosage: Indiv.accord.to dis.sev. When contr. achiev. titrat. to low.dos.at which effect.sympt. contr.is maint.

Asthma: Adults 18 yrs.& old: Vannair 80:4,5 or 160:4,5: 2 inhal.2x/day. Max. 4 inhal.2x/day may be requir.as maint.dos.or tempor.dur.asthma worsen. Adolesc.12-17 yrs: 2 inhal.2x/day. May tempor.be incr.to max. 4 inhal.2x/day dur.asthma worsen.

Childr: Vannair 80:4,5: Childr.6-11 yrs: 2 inhal. 2x/day with 4 inhal.as max.dly.dos.

COPD: Vannair 160:4,5: Adults 18 yrs & old: 2 inhal. 2x/day. Max.dly dos.4 inhal.

Contraindications: Init.ther.dur sev.exacerbat., safety in pregn.& lactat.not est., no data avail.in hepat./ren.impairm.

Side effects: Tremor, palpitat., candida infects. in oropharynx., headache, throat irrit., cough., hoarsen., tachycard., naus., musc.cramps, dizzin., psych. disords., card.arrhythm.assoc.with ß2-agon., hypersens.reacts.incl.skin/ anaphylact. reacts./ angioed., bronchosp., skin bruis., ang. pect., S&S of system.glucocortic.effs.incl. adren. hypofunct., hyperglycaem., low.ser.K+ with high dos.

Special precautions: Excret.in breast milk, cont. ther.even if asymptomat., taper dos.when long-term treatm.is discont., sudd.& progress. deteriorat.in contr.of asthma/COPD potent.life threat., have separat.rapid act.bronchodil.for rescue treatm., re-assess ther.if condit.worsen., monit.childr./adolesc.growth, transf.from oral to inhal.glucocorticoster., pts.requir.prolong. treatm. at high dos., sev.CV disords./liv.dis., diab. mellit., untreat.hypokalaem., thyrotoxicos., consult dr.if treatm.becom.ineffect./prescrib.dos. exceed., surg./infect./condits.assoc.with sev. electr. loss/ stress, consid.addit.system. corticoster. dur.stress per./elect.surg., longt. ketoconazole treatm.

Drug interactions: CYP3A4 inhibit.eg. ketoconazole may incr.syst.expos.to budesonide, concom.ß-adrenerg.block.incl.eyedrops may inhib./ weak.eff.of formoterol, quinidine/ disopyramide/ procainamide/phenothiazin./ antihistam./ MAOI’s/TCA’s can prolong QTc interv. & incr.ventr.dysrhythm.risk.

10.2.4.5
Inhal.corticoster.(ICS)+long-acting ß2-agonist (LABA)+long-act. muscar.antagonist (LAMA)(Controller)
TRELEGY (MDR Listing)
 XE "Trelegy Ellipta" TRELEGY ELLIPTA, GSK [P/S] 
Fluticasone furoate 100 µg, umeclidinium 62,5 µg, vilanterol 25 µg/ per inhalat.

Indications: Maint. treatm.to prev.& relieve sympts. assoc.with adult COPD

(S4) POWD.FOR INHAL., 52/21.5.1/0177
3004164-001; 30 metered doses; R770,50

Dosage: For inhalat.only, admin.at same time every day, rinse mouth aft.inhalat. 

Adults: Recomm./max dos: 1 inhalat.once dly.

Contraindications: Sev.milk-prot.allergy, safety in pregn./lactat./childr.<18 yrs.not est.

Side effects: Common: Pneumon., URTI, bronchit,, pharyngit., rhinit., sinusit., influenza, nasopharyngit., candidias.of mouth/throat, UTI, headache, cough, oropharyng.pain, constip., arthralg, back pain. Uncommon: Viral resp.tract infect., dysgeus.,blurr.vis., glaucom., eye pain, supraventricul.tachydysrythm., tachycard., atrial fibrillat., dysphon., dry mouth, fract.

Special warnings and precautions: Not stud. for use in asthma & not recomm., not for relief of ac.sympts., no abrupt withdr., discont.in case of paradoxic.bronchosp., unstable/life-threat. CV dis./heart rhythm abnormal./hyperthyroid./uncorrect. hypokalaem., incr.hypokalaem.risk with high dos./ concom. meds.caus.hypokalaem.& card. dysrthythm./ in pres.of hypox. & acidos., do not exceed max.dos., mild to mod.hepat.impairm, system. corticoster.effs.may occ.at high dos., pulm. TB, chron./untreat.infects., narr.-angle glauc./ urin.retent., poss.developm. of pneum. in COPD pts.as clin.featur.overlap with sympts.of COPD exacerbat., re-eval.treatm. if pneum.occ., diabet.mellit.hist.,contains lact.

Interactions: ß-adrenerg.blocks.may weak./ antagon. eff.of ß2-adrenerg.agon., system.expos. poss.incr.with strong CYP3A4 inhibits.(ketoconazole/ ritonavir), other long-act. ß2-adrenerg.agonists/long act. antimuscar. may potent.advers.reacts.

 XE "Zimbus" ZIMBUS BREEZHALER, Novartis [N/P/S]
Indacaterol mal.150 µg (150 µg), glycopyrronium 50 µg (50 µg), mometasone furoate 80 µg (160 µg)

Indications: Once-dly. maint.treatm. of asthma; asthma exacerbat.reduct. in adults not adeq. controll.with maint.combinat.of long-act.beta2-agonist & inhal.corticoster.

(S4) DRY POWD.INHAL.CAPS, 54/10.2.1/0875.873, 0876.874

3003749-001: 150;50;80 µg; 30 dos, 1, R475,00
3003748-001: 150;50;160 µg; 30 dos, 1, R475,00
Dosage: Do not swallow cap. Do not take more than 1 dos/day. Only remove from package.immed. bef.use. Rinse mouth aft.inhalat. Not for use in pts.und.18 yrs.

Recomm.dos: Once dly.inhalat of content of one cap. using the inhal.at the same time each day. Max.recomm..dos: 150/50/160 µg once daily.

Side effects: Common: Candidias.,UTI, hypersens., headache, tachycard., cough, oropharyng.pain, dysphon., gastroenterit., rash, dry mouth, musculoskelet.pain, musc.spasm, pyrex. Uncommon: Hyperglycaem., prurit., dysur.

Warnings and special precautions: Do not admin concom.with prods.contain.other long-act. beta2-adrenerg.agonists/ long act.muscarin. antagon., not for ac.asthma treatm., not for use in ac.bronchosp., pt.to seek med.adv.if sympts. remain uncontroll./worsen.aft.init.treatm., discont. immed.in pres.of hypersens.signs/in event of paradoxic. bronchosp., narr.angle glauc., urin. outflow obstruct., not stud.in sev.ren. impairm./ end stage ren.dis., no data avail.in sev. hepat. impairm., safety & effic.in childr.< 18 yrs. not est., CV disords.esp.coron.artery dis./ac.MI/ card. dysrhythm./hypertens., convuls.disords., hyperthyroid./ diab.mellit./pts.unusual.respons.to beta-2-adrenerg.agon., signific.CV effs.poss.req. discont., known/suspect.QT interv.prolongat./ meds. known to affect QT interv., card.dysrhythm. risk with hypokalaem.poss.potent.by hypox.& concom. treatm., close monit.of plasma gluc. in diabet., angle glauc./urin.retent., pts.with pulm. TB/ pts. with chron./untreat.infects., lact.intol., safety in pregn.& lactat./ HIV not est., poss.labour inhibit., eval.S/E bef.driv./operat.machin.

Interactions: Beta2-adrenerg.agon.eff.poss. weak./ antagon. theref.concom.beta-adrenerg. blocks. (incl.eye drops) not advis., concom.MAOI/ TCA’s/meds. known to prolong QT-interv.as eff.on QT interv. poss.potent.incr.ventric.dysrhythm.risk, incr.S/E with other long act.antimuscarin./beta2-adrenerg.agon., hypokalaem.eff.poss.potent.by methylxanthin.deriv./ster./non K+-spar.diuret., syst. expos.pos.inr.by inhibits.of P-gp and CYP3A4, cimetid. incr.AUC and decr.ren.clear.of glycopyrron.

10.2.5
Leukotrine receptor agonists
 XE "Astelair" ASTELAIR, Accord [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma.

4 mg chew tabs for paed.pts.2-5 yrs.

5 mg chew tabs for paed.pts.over 6 yrs.

10 mg tabs for adults & childr. ≥15 yrs.

10 mg may also prov.sympt.relief of season.allerg.rhinit.in adult ashtm.pts.

(S3) CHEW TABS, 47/10.3/0315, 0316

3005111-001: 4 mg, 30, R200,10
3005112-001: 5 mg, 30, R200,10
Dosage: Childr.2-5 yrs: 4 mg chew tab.once dly.in even. Childr.>6 yrs: 5 mg chew tab.once dly.in even

(S3) TABS, 47/10.2.2/0317

3005881-001: 10 mg 30, R200,10
Dosage: Adults &childr.≥15 yrs: 10 mg tab once daily in even.Contin.while asthma is controll. Can be add.to exist.treatm. once clinic.response evid.reduc.bronchodil./ corticos.(grad.) as tolerat.
Contraindications: Safety & effic.in paed.pts.und.2 yrs.not est.for 4 mg & in childr.<6 yrs.for 5 mg and in childr.<15 yrs.for 10 mg.
Side effects: 4 & 5 mg: Freq: Headache, pyrex., thirst, abdom.pain, diarrh., N&V, incr.ALT/ AST, URTI, rash. Less freq: Incr.bld.tenden., thrombocytopen., palpitat., dizzin., drowzin., hyperesthaes., paraesthes., seizure, asthen., fatig., malaise, oed., dry mouth, dyspeps., hepatit., hypersens.incl.anaphylax., hepat.eosinophil.infiltr., arthralg., myalg., abnorm.dreams, agitat., attent.distrub., anx., depress., disorientat., dysphemia, hallucinat., insomn., impair.memory, obsess.compuls.sympt., psychomot. hyperactiv., somnambulism, suicidality, enures., Churg-Strauss syndr., epistax., pulmon.eosinophil., bruis., erythema multif./ -nodosum, prurit., urticar.

10 mg tabs: Freq: Headache, thirst. Less freq: Decr.immun. responsiven., incr.appet., insomn., decr.libid., mood swings, dizzin., hypersomn., paraesthes., somnol., trem., blepharosp., vertigo, hypertens., asthma, cough, dysphon., dyspn., epistax., oropharyng.pain,  postnas.drip, resp.tract congest., allerg.rhinit., abdom.discomf./-pain incl upper abdom., irreg.bowel movem., diarrh., dry mouth, dyspeps., flat., naus., saliv.hypersecr., vomit., acne, night sweat, gen.prurit., rash, prurit.rash, arthralg., back pain, muscl.sp, musc.weakn., myalg., extrem.pain, enures., chest pain, fatig, irritabil., incr ALT/AST/eosinoph.count, decr. haematocr./Hb/WBC count. Freq.unknown.: URTI, incr.bleed.tenden., thrombocytopen., hypersens.reacts.incl.anaphylax., hepat.eosinophyl. infiltrat., abnorm.dream., dysphem., hallucinat., agitat.incl.agress.behav./hostil., anxiousn., depress., disorientat., disturb.attent., insomn., impair.memory, OC sympts., psychomot.hyperact., somnambul., suicid.ideat.& behav., tic, dizzin., drowsin., par-/hypoasthes., seiz.,palpitat., epistax., pulmon.eosinophyl.& Churg-Strauss syndr., diarr., dyspep., N&V, incr ALT/AST, hepatit., angioed., bruis., erythema multif./-nodos., prurit., rash, urticar., athralg., myalg.incl.musc.cramp., enures.in childr., oed., pyrex., asthen./fatig.
Special warnings and precautions: Effic.for treatm.ac.asthma attack not est., never use for ac.asthma attack, appropr.rescue meds.to be avail., not for monotherapy.for excerc.induc. bronchospasm, do not substit.abrupt.for inh./oral corticoster., no data reduc.oral corticoster., poss.eosinophil./vasculit. rash/ worsen.of pulm.sympts./ card.complicats.& neuropathy, pts.sens. to aspirin to contin.avoid.aspir.& NSAID’s, poss.neuropsych.even., pts with phenylketonur.(chew tabs), saftety in pregn.& lactat.not est., do not breastfeed, 10 mg contains lact.
Interactions: Decr.AUC with phenobarb., concom.inducers of CYP3A4/2C8/2C9 (e.g.phenytoin./ phenobarb./ rifampic./St John’s wort), incr.adverse reacts.with gemfibrozil.
 XE "Belair" BELAIR, (Austell) Camox [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma.

4 mg chew tabs for paed.pts.2-5 yrs.

5 mg chew tabs for paed.pts.over 6 yrs.

10 mg tabs for adults & childr.15 yrs.& old.

(S3) 4 MG CHEW TABS, [P/S] 45/10.2.2/0744

717888-001: 4 mg, 28, R190,62
Dosage: Paed.2-5 yrs: 4 mg chew tab.dly.in 
even.

(S3) 5 MG CHEW TABS, [P/S] 45/10.2.2/0745

717889-001: 5 mg, 28, R190,62
Dosage: Paed.6-14 yrs: 5 mg chew tab.dly.in even.

(S3) 10 MG FILM-COAT.TABS, [P/S] 44/10.2.2/0431

720431-001: 10 mg, 28, R190,62
Dosage: Adults & childr.15 yrs.& old: 1 tab.dly. in even.

Contraindications: Safety & effic.in paed.pts. und.2 yrs.not est.for 4 mg chew tabs./in childr. und. 6 yrs.for 5 mg/in childr.und.15 yrs.for 10 mg tabs., pregn.& lactat., effic.not est.in ac.asthma attacks, no data avail.for sev.hepat.funct. impairm., 10 mg tabs.also: heredit.galact.intol./ Lapp lact.defic./gluc.-galact. malabsorpt.

Side effects: Incr.bleed.tendenc., agranulocytos., bruis., psych.effs.incl.aggress.& suicid.think.& behav., headache, dizzin., insomn., drowsin., paraesthes., hypoaesthes., seiz., palpitat., nas. congest., influenza, cough, epistax., RTI in elderly, GI disturbs. incl.infect.gastro-enterit., abdom.-/dent.-/ gen.-/chest pain, thirst, incr.ALT/AST, cholestat.hepatit., skin reacts.incl.erythema nodosum, arthralg., myalg.incl.musc.cramps, pyur., asthen., fatig., trauma, oed., hypersens.reacts. incl.anaphylax./angioed.& hepat.eosinophil. infiltrat., system.eosinophil.pres.with clinic. vasculit. feat.consist. with Chung Strauss syndr., neuropsych. events, pyrex., trem., vertigo, incr. sweat.

Special precautions: Not for ac.bronchosp. revers.in ac. asthma attack incl.status asthmat., monit.with concom. potent hepat.enzyme induc. eg.phenytoin/ phenobarb./rifampicin, take contin. dur.contr.per.& dur.per.of worsen., may be add.to exist. treatm.regim., not as monother.for exerc. induc. bronchosp., ther.may contin.dur.ac.asthma exacerbat., appropr.rescue meds.to be avail., pts. who have exacerbat.of asthma aft.exerc.not to stop usual regim.of inhal.beta-agonists, do not abrupt. substit.for inhal./other oral corticoster., grad.withdr.of exist.corticoster.ther.und.med. supervis., admin.dur.sympt.-free per., alert physic. if asthma not well-contr., pt.to seek medic advice if current short-act bronchodilat.no long.adeq.or more than max.inhalat.reqd., do not discont. ther. without discuss.with physic., physic.should be alert to poss.eosinophil./vasculit.rash/worsen.of pulm.sympts./card.complic.&/neuropathy, eval. cont.ther.in neuropsych.events, pts.sens.to aspirin to contin.avoid.aspir.& NSAID’s, hepat.funct. impairm./cirrhos., chew tabs cont.phenylalaline.

Drug interactions: Decr.AUC with phenobarb.

 XE "Lumont" LUMONT, Zydus [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma.

(S3) 4 MG CHEW TABS, [P/S] 44/10.2.2/0823

717383-002: 4 mg, 30, R194,40
Dosage: Paed.2-5 yrs: One 4 mg chew tab.dly.in even.

(S3) 5 MG CHEW TABS, [P/S] 44/10.2.2/0824

717384-002: 5 mg, 30, R194,40
Dosage: Paed.6-14 yrs: One 5 mg chew tab.dly. in even.

(S3) 10 MG FILM-COAT.TABS, [P/S] 44/10.2.2/0792

717385-002: 10 mg, 30, R194,40
Dosage: Adults & childr.15 yrs.& old: 1 tab. dly.in even.

Contraindications: Pregn.& lactat., effic.not est. for ac.asthma attacks, safety & effic.in paeds. pts. und.2 yrs.not est.for 4 mg chew tabs./in childr.und. 6 yrs.for 5 mg, in childr.und.15 yrs.for 10 mg tabs., 10 mg tabs.also in Lapp lactase defic./gluc.-galact. malabsorpt., no data avail.in sev.hepat.impairm.
Side effects: Incr.bleed.tendency, agranulocytos., anaphylax., angioed., allergy, hypersens.reacts., hepat.eosiniphil.infiltrat., pancreatit., psych.effs. incl.aggress.& suicid.think.& behav., headache, dizzin., insomn., paraesthes./hypoesthes., seiz., trem., CNS effs., palpitat., nas.congest., cough, influenza, epistax., GI disturbs., dry mouth, incr. ALT/AST, cholestat.hepatit., skin reacts.incl.rash /erythem. nodosum, bruis., arthralg., myalg., pyuria, asthen., fatig., fev., abdom./dent./gen.pain, oed.

Special precautions: Monit.with concom.potent hepat.enzyme induc.eg phenytoin/phenobarbit.or rifampicin, take cont.dur.contr.periods & dur. periods of worsen., can be add.to exist.treatm. regimen, physic.alert.if asthma not well-contr., seek medic advice if current short-act. bronchodilat. no long.adeq.or more than max. inhalat.reqd., not for bronchosp.revers.in ac. asthma attack incl.status asthmat., appropr. rescue meds.to be avail., do not abrupt.substit.for inhal./ oral corti-coster., grad.withdr.exist. corticoster. und.med.supervis., not as monother. for exerc.induc.bronchosp.& pts.advis.to cont. usual regim.of inhal.beta-agonist, mild to mod. hepat. funct.impairm./clinic.cirrhos.evid., aspirin sens. pts.to also avoid.NSAID’s, phenylketonur. with chew tabs, poss.eosinophil./vasculit.rash/ worsen.of pulm.sympts./card.complicats./ neuropathy in which case ther.to be withdr., eval. cont.ther.in neuropsychiatr.events.

 XE "Maclutek" MACLUTEK, Macleods [P/S]

Montelukast

Indications: Prophylax.& chron.treatm.of atopic asthma.

4 mg chew tabs for paed.pts.2-5 yrs.5 mg chew tabs for paed.pts.over 6 yrs. 10 mg tabs for adults and chilr.≥15 yrs.& may also prov.sympt.relief of season.allerg.rhinit.in adult asthmatics.

(S3) 4 MG CHEW TABS, 47/10.2.2/0597

3005406-001: 4 mg, 30, R187,50
Dosage: Paed.2-5 yrs: One 4 mg chew tab.dly.in even.

(S3) 5 MG CHEW TABS, 47/10.2.2/0598

3005407-001: 5 mg, 30, R187,50
Dosage: Paed.6-14 yrs: One 5 mg chew tab.dly. in even.
(S3) 10 MG TABS, 47/10.2.2/0596

3005408-001: 10 mg, 30, R187,50
Dosage: Adults &childr. ≥15 yrs: 10 mg tab.once dly. in even.

Contraindications: S&E in childr.und.2 yrs.not est.for 4 mg chew tabs./ in childr.und. 6 yrs.for 5 mg chew tabs, safety in pregn.& lactat.not est., effic.in ac.asthma attacks not est, not for monother. in exerc.-induc.bronchosp.

Side effects: Freq: URTI, headache, abdomin.pain, diarrh., naus., vomit., elev.ALT/AST, rash, pyrex., thirst (4 & 5 mg). Less freq: Incr.bleed.tend., thrombocytopen., hypersens. react.incl.anaphylax., hepat.eosin. infiltr., dream abnorm.incl.nightm., insomn., somnamb., anx., agitat.incl. aggress.behav./ hostil., depress., psychomotor hyperact., disturb.in attent., mem.impairm., tic, hallucin., disorient., suicid.think./ behav., obsess.-compuls.sympt., dysphem., dizzin., drows., paraesth./ hypoesth., seiz., palpit., epistaxis, Churg-Strauss syndr., pulmon.eosin., dry mouth, dyspeps., hepat., bruising, urtic., prurit., angioed., eryth.nodos., eryth. multiforme, arthralg., myalg. incl.muscle cramps., enuresis in childr., asthen./fatig., malaise, oedem.

Special warnings and precautions: Not stud.in season.allerg.rhinit.in childr.with asthma, S&E for > 12 wks not est., not for bronchosp.revers.in ac.asthma attacks incl.status asthmat., appropr.rescue meds.to be avail., can be add.to exist. treatm.regim., take cont.dur.contr.per.& dur.per. of worsen., do not abrupt.substit.for inhal./ oral corticoster., grad.withdr.exist.corticoster.und.med.supervis., physic.alert.if asthma not well-contr./ more than max.inhal.of short-act.bronchodil.need./ 24 hrs., poss.eosinophil./ vasculit.rash/ worsen.of pulm.sympts./ card.complicat.&/ neuropathy in which case ther.to be withdr., aspir.sens.pts.to avoid NSAID’s, eval.cont.ther.in neuropsychiatr. events, mild to mod.hepat.funct. impairm./ clinic. cirrhos.evid., not as monother.for exerc.induc. bronchosp.& pts.advis.to cont.usual regim.of inhal.β-agonist, seek medic.advice if current short-act.bronchodilat.no long.adeq.or more than max.inhal.reqd., phenylketonur., monit. with potent cytochrome P450 enzym.induc.10 mg contains lactose.

Interactions: Decr.AUC with phenobarb.

 XE "Monte-Air" MONTE-AIR, Organon [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma in adults & childr.15 yrs & old., symptomat. relief from season.allerg.rhinit.in adults where indicat.for asthma.

(S3) FILM-COAT.TABS, [P/S] 44/10.2.2/0061

717470-001: 10 mg, 28, R373,54
Dosage: Adults & childr.15 yrs.& old: 1 tab.dly.in the even.

(S3) 5 MG CHEW TABS, [P/S] 44/10.2.2/0060.

Indications: Prophylax.& chron.treatm.of atopic asthma in paed.pts.over 6 yrs.

717469-001: 5 mg, 28, R373,54
Dosage: Paed.6-14 yrs: 5 mg chew tab.dly. in the even.

(S3) 4 MG CHEW TABS, [P/S] 44/10.2.2/0059

Indications: Prophylax.& chron.treatm.of atopic asthma in paed.pts.aged 2-5 yrs.
717468-001: 4 mg, 28, R373,54
Dosage: Paed.2-5 yrs: 4 mg chew tab.dly.in the even.

(S3) SPRINKLES, 44/10.2.2/0062
Indications: Prophylax.& chron.treatm.of atopic asthma in paed.pts.aged 2-5 yrs.
717467-001: 4 mg, 28 packets, R373,54
Dosage: Admin.direct.into mouth/mix.with cold or room temp.soft food. Use full dos.within 15 mins. of open. Not intend.to be dissolv..in liq.

Paed.pts.2-5 yrs: 1 pack.(4 mg) dly.in the even.

Contraindications: 10 mg tabs: safety & effic.in childr.und.15 yrs. not est., 5 mg chew tabs: safety & effic.in childr.und.6 yrs.not est., 4 mg chew tabs.& sprinkles: safety & effic.in childr.und.2 yrs.not est.
Side effects: Adults & adolesc.15 yrs & old: Common: Headache Uncommon: Blepharosp., abdom.pain, irreg.bowel movem., diarrh., dry mouth, dyspeps., flat., naus., saliv.hypersecret., vomit., chest pain, fatig., irritabil., incr.alanine & aspartate aminotransfer., decr.WBC, incr.appet., arthralg., back pain, musc.sp., musc.weakn., myalg., extremity pain, dizzin., hypersomn., somnol., trem., insomn., libido decr., asthma, cough, dysphon., dyspn., oropharyng.pain, post nas.drip, resp.tract congest., allerg.rhinit., acne, night sweats, rash, prurit.rash, hypertens.

Paed.pts 6-14 yrs: Common: Headache. Uncommon: Vertigo, abdom.discomf., flatul., back pain, myalg., dizzin., trem., insomn., mood swings, epitax. Paed.pts 2-5 yrs: Common: Headache, thirst. Uncommon: Mydrias., diarrh., decr.immune responsiven., incr.aspart. aminotransfer., incr.eosinoph.count, decr. haematocrit & Hb, WBC decr., headache, paraesthes., enures., asthma, dysphon., gen. prurit., hypertens.
Post market: URTI, incr.bleed.tendenc., thrombycytopen., hypersens.reacts., abnorm. dreams, dysphen., hallucinat., agitat.incl.aggress. behav., anxiousn., depress., disorientat., att. disturbs., memory impair., obsess.-compuls. sympts., psychomot.hyperactiv., somnambul., suicid. ideat.& behav., dizzin., drowsin., paraesthes., hypoaesthes., seiz., palpitat., epitax., pulm. eosinoph., Churg-Strauss syndr., diarrh., dyspeps., N&V., incr.ALT & AST, hepatit., angioed., bruis., erythema multiforme, erythema nodosum, prurit., rash, urticar., arthralg., myalg., musc.cramps, enures.in childr., oed., pyrex., asthen., fatig.

Special warnings and precautions: Can be add.to exist. treatm.regimen,, contin.ther.while asthma control.& dur.periods of worsen., grad. withdr. of exist.corticoster. ther.und.medic. supervis., do not abrupt.substit.for inhal./other oral corticoster., not for treatm.of ac.asthma att.incl. status asthmatic., physic.should be alert to poss. eosinophil./vasculit.rash/worsen.of pulm.sympts./ card.complicats.& neuropathy, pts.& practit.to be alert for poss.neuropsych.events & eval.risk vs. benef.if occur., pts.sens.to aspir.to contin.avoid.it & NSAID’S, no data avail.in sev.hepat.impairm., appropr. rescue meds.for ac.asthma attacks to be avail., pt.to seek medic advice if current short-act bronchodilat.no long.adeq.or if more than prescribe.max. inhalat. reqd., do not use as monother.for exerc. induc. bronchosp., pts.who have exacerbat.of asthma aft.exerc.not to stop usual regim.of inhal. prev.ther., lact.intol.for tabs., chew tabs.contain phenylalanine, safety in pregn.& lactat.not est., not known if excret.in breast milk, eval.effs.bef. driv./perform.complicat.tasks,

Interactions: Decr.AUC with phenobarbit., clinic. monit.recom.with concom.potent hepat.enzyme induc., syst.expos.incr.by gemfibrozil.

 XE "Monteflo" MONTEFLO, (Activo) Trinity [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma

(S3) 4 CHEW.TABS, 44/10.2.2/0257

721300-001: 4 mg, 30, R210,25
Dosage: Paed.pts.2-5 yrs: 4 mg chew.tab.once dly in even.

(S3) 5 CHEW.TABS, 44/10.2.2/0262
721302-001: 5 mg, 30, R210,25
Dosage: Paed.pts.6-14 yrs: 1 tab.once dly in even.

(S3) 10 TABS, 44/10.2.2/0286
721303-001: 10 mg, 30, R210,25
Dosage: Adults & childr.15 yrs.& old: 1 tab. dly.in even.

Contin.admin. dur.contr.per.as well as dur.worsen. asthma. May be add.to exist.treatm.regim.

Contraindications: Safety in pregn.& lactat.not est., lact.intol., safety & effic. in childr.und.2 yrs. (4 mg chew.tabs)/ childr.und.6 yrs.(5 mg chew. tabs.) /childr. und.15 yrs. (10 mg tabs) not est.

Side effects: Freq: Thirst, headache, dizzin., GI disords., dent.pain, insomn., nas.congest., cough, flu, AST/ALT elev., rash, asthen., fatig., malaise, pyrex. Freq.not known: CNS effs., seiz., dry mouth, N&V, URTI, varicella, gastro-enterit., bld. disords., incr.bleed.tend., hypersens.reacts. incl. anaphylax., angioed., psych.disords.incl.suicid., trem., palpit., thorac./mediast./hepat.disords., epistax., hepatit., bruis., skin reacts., arthralg., myalg. sympt.consist.with Churg-Strauss syndr.
Warnings and special precautions: Not as monother. for exerc.induc.bronchosp.& pts. advis. to cont.usual regim.of inhal.beta-agon., not for bronchosp. treatm.in ac.asthma attack incl.status asthmat., appropr.rescue meds.to be avail., to be contin. dur.ac.asthma exacerbat., do not abrupt. substit. for inhal./oral corticoster., known aspir. sens./NSAID’s to be avoid., eosinophil./vasculit. rash/ worsen.of pulm.sympts./card.complicat./ neuropathy in which case ther.to be withdr., admin. as prescrib.even if asymptomat., asthma not well-contr., eval.benef. vs risk for contin.ther. in case of neuropsych.events, imp.hepat.funct./ clinic. cirrhos.evid., curr.short-act.bronchodilat.no long. adeq.or more than max.inhalat.reqd., phenylketonur., grad.withdr.exist. corticoster. und. med. supervis.

Interactions: Decr.AUC with phenobarb., monit. with concom.potent hepat.enzyme induc: rifampicin/ phenytoin/phenobarb.

 XE "Montelukast Unicorn" MONTELUKAST UNICORN, (Unicorn) Sandoz [P/S]

Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma

(S3) 4 MG CHEW.TABS, [P/S] 44/10.2.2/0487
721574-001: 4 mg, 28, R210,28

Dosage: Paed.pts.2-5 yrs: 4 mg chew.tab.dly in even.

(S3) 5 MG CHEW.TABS, [P/S] 44/10.2.2/0488
721575-001: 5 mg, 28, R210,28

Dosage: Paed.pts.6-14 yrs: 1 tab.in even.

(S3) 10 MG TABS, [P/S] 44/10.2.2/0204
721269-001: 10 mg, 28, R210,28

Dosage: Adults & childr.15 yrs.& old: 1 tab. dly.in even.

Contraindications: Safety in pregn.& lactat.not est., lact.intol., safety & effic.in childr.und.2 yrs. (4 mg chew.tabs)/ childr.und.6 yrs.(5 mg chew. tabs.) /childr.und.15 yrs. (10 mg tabs) not est.

Side effects: Churg-Strauss syndr., incr.bleed. tend., bruis., agranulocytos., anaphylax., angioed., allerg., hypersens./skin reacts., hepat.eosiniphil. infiltrat., pancreatit., psych.effs.incl.aggress.& suicid. think.& behav., CNS effs., headache, dizzin., paraesthes./hypoesthes., seiz., palpitat., nas. congest., cough, influenza, incr.RTI, epistax., GI disturbs., incr.ALT/AST, hepatit., hyperbilirubinaem., arthralg., myalg., pyur., asthen., fatig., dent.pain, fev., oed.

Warnings and special precautions: Not for bronchosp.treatm.in ac.asthma attack incl.status asthmat., appropr.rescue meds.to be avail., to be contin. dur.ac.asthma exacerbat., do not abrupt. substit. for inhal./oral corticoster., admin.as prescrib. even if asymptomat., contin.ther. dur. contr. per.as well as per.of worsen., physic.alert.if asthma not well-contr., grad.withdr.exist. corticoster. und.med.supervis., eosinophil./ vasculit. rash/worsen.of pulm.sympts./card. complicats./neuropathy in which case ther.to be withdr., not as monother. for exerc.induc. bronchosp. & pts.advis.to cont.usual regim.of inhal. beta-agon., seek medic advice if curr.short-act. bronchodilat. no long.adeq.or more than max. inhalat. reqd., 4 mg & 5 mg chew.tabs.in pts.with phenylketonur., aspir.sens.pts.to avoid, NSAID’s, monit.with concom.potent hepat.enzyme induc., can be add.to exist. treatm.regim., monit.requir.

Drug interactions: Decr.AUC with phenobarb.
 XE "Singulair" SINGULAIR, Organon [P/S]
Montelukast.
Indications: Prophylax.& chron.treatm.of atopic asthma in adults & childr.15 yrs & old., symptomat. relief from season.allerg.rhinit.in adults where indicat.for asthma.
(S3) FILM-COAT.TABS, [P/S] 32/10.2.2/0322.

849472-008: 10 mg, 28, R529,40
Dosage: Adults 15 yrs.& old: 1 tab.dly.in the even.

(S3) SPRINKLES, A38/10.2.2/0584
Indications: Prophylax.& chron.treatm.of atopic asthma in paed.pts.aged 2-5 yrs.
706567-001: 4 mg, 28 packets, R495,25
Dosage: Admin.direct.into mouth/mix.with cold or room temp.soft food. Use full dos.within 15 mins. of open. Not intend.to be dissolv..in liq.
Paed.pts.2-5 yrs: 1 pack.(4 mg) dly.in the even.

Contraindications: 10 mg tabs: safety & effic.in paed.pts.und. 15 yrs. not est., 5 mg chew tabs: safety & effic.in paed.pts.und.6 yrs.not est., 4 mg chew tabs.& sprinkles: safety & effic. in paed.. pts.und.2 yrs.not est.,
Side effects: Adults & adolesc.15 yrs & old: Common: Headache. Uncommon: Blepharosp., abdom.pain, irreg.bowel movem., diarrh., dry mouth, dyspeps., flat., naus., saliv.hypersecret., vomit., chest pain, fatig., irritabil., incr.alanine & aspartate aminotransfer., decr.WBC, incr.appet., arthralg., back pain, musc.sp., musc.weakn., myalg., extremity pain, dizzin., hypersomn., somnol., trem., insomn., libido decr., asthma, cough, dysphon., dyspn., oropharyng.pain, post nas.drip, resp.tract congest., allerg.rhinit., acne, night sweats, rash, prurit.rash, hypertens.

Paed.pts 6-14 yrs: Common: Headache. Uncommon: Vertigo, abdom.discomf., flatul., back pain, myalg., dizzin., trem., insomn., mood swings, epitax. Paed.pts 2-5 yrs: Common: Headache, thirst. Uncommon: Mydrias., diarrh., decr.immune responsiven., incr.aspart. aminotransfer., incr.eosinoph.count, decr. haematocrit & Hb, WBC decr., headache, paraesthes., enures., asthma, dysphon., gen. prurit., hypertens.

Post market: URTI, incr.bleed.tendenc., thrombycytopen., hypersens.reacts., abnorm. dreams, dysphen., hallucinat., agitat.incl.aggress. behav., anxiousn., depress., disorientat., att. disturbs., memory impair., obsess.-compuls. sympts., psychomot.hyperactiv., somnambul., suicid. ideat.& behav., dizzin., drowsin., paraesthes., hypoaesthes., seiz., palpitat., epitax., pulm. eosinoph., Churg-Strauss syndr., diarrh., dyspeps., N&V., incr.ALT & AST, hepatit., angioed., bruis., erythema multiforme, erythema nodosum, prurit., rash, urticar., arthralg., myalg., musc.cramps, enures.in childr., oed., pyrex., asthen., fatig.

Special warnings and precautions: Can be add.to exist. treatm.regimen,, contin.ther.while asthma control.& dur.periods of worsen., grad. withdr. of exist.corticoster.ther.und.medic. supervis., do not abrupt.substit.for inhal./other oral corticoster., not for treatm.of ac.asthma att.incl. status asthmatic., physic.should be alert to poss. eosinophil./ vasculit.rash/worsen.of pulm.sympts./ card.complicats.& neuropathy, pts.& practit.to be alert for poss.neuropsych.events & eval.risk vs. benef.if occur., pts.sens.to aspir.to contin.avoid.it & NSAID’S, no data avail.in sev.hepat.impairm., appropr. rescue meds.for ac.asthma attacks to be avail., pt.to seek medic advice if current short-act bronchodilat.no long.adeq.or if more than prescrib. max. inhalat. reqd., do not use as monother.for exerc. induc. bronchosp., pts.who have exacerbat. of asthma aft.exerc.not to stop usual regim.of inhal. prev.ther., lact.intol.for tabs., chew tabs.contain phenylalanine, safety in pregn.& lactat.not est., not known if excret.in breast milk, eval.effs.bef.d riv./perform.complicat.tasks,
Interactions: Decr.AUC with phenobarbit., clinic. monit.recom.with concom.potent hepat.enzyme induc., syst.expos.incr.by gemfibrozil.
 XE "Sintair" SINTAIR, Pharma Dynamics [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma.

4 mg chew tabs for paed.pts.2-5 yrs..

5 mg chew tabs for paed.pts.from 6 yrs.

10 mg tabs for adults & childr.15 yrs & old.

(S3) 4 MG CHEW TABS, [P/S] 44/10.2.2/0829

718604-001: 4 mg, 30, R252,94
Dosage: Paed.2-5 yrs: One 4 mg chew tab.dly.in even.

(S3) 5 MG CHEW TABS, [P/S] 44/10.2.2/0830

718605-001: 5 mg, 30, R252,94
(S3) 10 MG TABS, [P/S] 44/10.2.2/0831

718606-001: 10 mg, 30, R252,94
Dosage: Adults & childr.15 yrs & old: 1 tab.dly. in even.

Contraindications: Pregn.& lactat., safety & effic. in paed. pts.und.2 yrs.not est. for 4 mg chew tabs./in childr.und.6 yrs.for 5 mg & in childr.und. 15 yrs.for 10 mg tabs., effic.not est.for ac. asthma attacks.

Side effects: Agranulocytos., incr.bleed.tendenc., bruis., system.eosinophil.pres.with clinic.vasculit. feat., psych.effs.incl.aggress./anx./depress./ suicid. think.& behav., CNS effs., headache, dizzin., paraesthes./hypoesthes., seiz., abnorm. dreams, hallucinat., insomn., restlessn., drowsin., ear & labyrinth disords., palpitat., abdom.-/dent. pain, nas.congest., cough, influenza, epistax., GI disturbs., thirst, dyspeps., cholestat.hepatit., elev. hepat. enzymes lev., rash, prurit., urticar., erythema nodosum, arthralg., myalg., musc. cramps, pyur., hypersens. reacts.incl.anaphylax.& angioed., oed., hepat.infiltrat., asthen., fatig., trauma.
Special precautions: Not for bronchosp.revers. in ac.asthma attack incl.status asthmat., appropr. rescue meds. to be avail., take contin.dur.contr. periods & dur.per.of worsen., monit.with concom. potent hepat.enzyme induc.eg phenytoin/ phenobarbit. /rifampicin, can be add.to exist. treatm. regim., ther.to be contin.dur.ac.asthma exacerbat., physic.should be alert to poss. eosinophil. /vasculit., rash/worsen.of pulm.sympts. /card.complicats.&/neuropathy, alert physic.of poss. neuropsych.events & eval.benef. vs.risk of contin.treatm., aspirin sens.pts.sens.to contin. avoid. it & NSAID’s, mild to mod.hepat.funct. impairm. /clinic.cirrhos.evid., no data avail.in sev. hepat.funct.impairm., pt.to seek medic advice if current short-act. bronchodilat.no long.adeq.or more than max.inhalat.reqd., not for monother.for exerc. induc.bronchosp., do not substit.abrupt.for inhal./ other oral corti-coster., grad.withdr.of exist. corti-coster., cont.aspartame theref.caut.in phenylketonur.

Drug interactions: Decr.AUC with phenobarb.
 XE "Sintrine" SINTRINE, (Sanofi) Sandoz [P/S]
Montelukast
Indications: Prophylax.& chron.treatm.of atopic asthma.

4 mg chew tabs for paed.pts.2-5 yrs.

5 mg chew tabs for paed.pts.from 6 yrs.

10 mg tabs for adults & childr.15 yrs & old.

(S3) 4 MG CHEW TABS, [P/S] 44/10.2.2/0485

717256-001: 4 mg, 28, R193,76
Dosage: Paed.2-5 yrs: 4 mg chew tab.dly.in even.

(S3) 5 MG CHEW TABS, [P/S] 44/10.2.2/0486

717255-001: 5 mg, 28, R193,76
Dosage: Paed.6-14 yrs: 5 mg chew tab.dly.in even.

(S3) 10 MG FILM-COAT.TABS, [P/S] 44/10.2.2/0203

717257-001: 10 mg, 28, R193,76
Dosage: Adults 15 yrs.& old: 1 tab.dly.in even.

Contraindications: Safety & effic.in paeds.pts. und. 2 yrs.not est. for 4 mg chew tabs./in childr. und. 6 yrs.for 5 mg & in childr.und.15 yrs.for 10 mg tabs., safety in pregn.& lactat.not est., 

Side effects: Incr.bleed.tendenc., bruis., bld. dyscras., hypersens.reacts.incl.anaphylax./ angioed. & hepat.eosinophil.infiltrat., pancreatit., skin reacts., psych.effs.incl.aggress.& suicid. think. & behav., headache, dizzin., drowsin., insomn., paraesthes., hypoaesthes., seiz., palpitat., nas.congest., cough, influenza, epistax., incr.RTI incid., abdom./dent./gen.pain, GI disturbs., symptom. /cholestat.hepatit., arthralg., myalg., pyur., asthen., fatig., fev., oed., fatalit., system. eosinophil.pres.with clinic.vasculit.features, incr. ALT/AST.
Warnings and special precautions: Not for ac.bronchosp.in ac.asthma attack incl.status asthmat., appropr.rescue meds.to be avail., may be cont. dur.ac.asthma exacerbat., do not abrupt. substit. for inhal./other oral corticoster., can be add. to exist.treatm. regim., take contin.dur.contr. per.& dur.per.of worsen., alert physic.if asthma not well-contr., grad.withdr.of exist.corticoster.ther. und.medic. supervis., physic.should be alert to poss. eosinophil./vasculit./rash/worsen.of pulm. sympts. /card.complicats.&/neuropathy somet. present. as Churg-Strauss syndr.in which case ther. to be withdr., not as monother.for exerc. induc. bronchosp., pts.who have exerc.-induc. bronchosp. not to stop usual regim.of inhal.beta-agonists, short-act.beta-agonist to be avail.for rescue ther., pt.to seek medic advice if current short-act bronchodilat.no long.adeq.or more than max. inhalat.reqd., chew tabs cont.phenylalaline, pts. sens.to aspirin to contin.avoid.aspir.& NSAID’s, eval.ability to drive/operate machin., monit. with concom.potent hepat.enzyme induc.eg. phenytoin/phenobarb./ rifampicin, 10 mg tabs. also in lact.intol.
Interactions: Decr.AUC with phenobarb.

 XE "Topraz" TOPRAZ, Dr Reddy’s [P/S]
Montelukast sodium equiv.to montelukast
Indications: Prophylact.treatm.of atopic asthma., may also prov.symptomat.relief of season.allerg. rhinit. in adult asthmat.pts. in whom montelukast is indicat. in asthma

4 mg chew tabs for paed.pts.2-5 yrs..

5 mg chew tabs for paed.pts.over 6 yrs.

10 mg tabs for adults & childr.15 yrs & old. 

(S3) 4 MG CHEW TABS, [P/S] 43/10.2.2/0785

716544-002: 4 mg, 30, R187,50
Dosage: Paed.2-5 yrs: 4 mg chew tab.dly.in even.

(S3) 5 MG CHEW TABS, [P/S] 43/10.2.2/0786

716546-002: 5 mg, 30, R187,50
Dosage: Paed.6-14 yrs: 5 mg chew tab.dly.in even.

(S3) FILM-COAT.TABS, [P/S] 43/10.2.2/0787

716547-002: 10 mg, 30, R187,50
Dosage: Adults 15 yrs.& old: 1 tab.dly.in even.

Contraindications: Hypersens., pregn.& lactat., safety & effic. in paeds.pts.und.2 yrs.not est.for 4 mg chew tabs./ in childr.und.6 yrs.for 5 mg & in childr.und. 15 yrs.for 10 mg tabs.10 mg tabs.also in heredit. galact.intol.condits.
Side effects: Freq: Headache, vertigo, nas. congest., cough, influenza, dyspeps., infect. gastroenterit., dent.pain, diarrh., thirst, abdom. pain, rash, asthen., fatig., fev., incr.sweat., trauma, incr. ALT/AST, pyuria. Less freq: Incr.bleed. tenden., hypersens.incl.anaphylax.& angioed., hepat. eosinophil.infiltrat., syst.eosinophil., abnorm. dreams., hallucinat., agitat.., aggress. behav., anxiousn., depress., insomn., irritab., restlessn., suicid.think.& behav., trem., drowsin., dizzin., paraesthes./hypoaesthes., seiz., palpitat., chest pain, epitax., N&V, cholestat.hepatit., prurit., urticar., erythema nodosum, angioed., bruis., arthralg., myalg., musc.cramps, oed., pyrex., anaphylax.
Special warnings and precautions: Monit. with concom.potent hepat.enzyme induc.(eg phenytoin/ phenobarbit./rifampicin)/St Johns Wort/ potent hepat.enzyme inhibits.(eg. ketoconazole/ itraconazole/ voriconazole), take contin. dur.contr.periods & dur.periods of worsen., can be add.to exist.treatm.regimen, physic.should be alert to poss.eosinophil./vasculit.rash/worsen. of pulm.sympts./card.complicats.& neuropathy, effic. for treat.ac.asthma att.not est., pt.to seek medic advice if current short-act bronchodilat.no long. adeq.or more than max.inhalat.reqd., not for monother.for exerc.induc.bronchosp., not for bronchosp. revers.in ac. asthma attacks incl.status asthmatic., appropr.rescue meds.to be avail., grad. withdr.of exist.corti-coster.ther.und.medic. supervis., do not abrupt.substit.for inhal./other oral corti-coster., pts.sens.to aspirin to contin.avoid NSAID’s, 4 & 5 mg tabs.contain mannitol which may have laxat. eff., chew.tabs.not stud.in season. allerg. rhinit. in childr.with asthma

Interactions: Decr.AUC with phenobarb.
10.2.6
Methylxanthines incl. combinations
 XE "Adco-Alcophyllin" ADCO-ALCOPHYLLIN, AI Pharm Ltd [P/S]

Theophylline anhydr.
Indications: Bronch.asthma, COPD.

(S2) MIXT. G721.

701750-006: 26,667 mg/5 ml, 100 ml, R9,07
701750-014: 26,667 mg/5 ml, 200 ml, R17,90
701750-022: 26,667 mg/5 ml, 2,5 L, R226,81
Dosage: Adults: 15-30 ml 3x/day Childr: Admin max.8 hrly. 2-6 yrs: 2,5-10 ml. 7-12 yrs: 10-15 ml.

Contraindications: Safety in pregn.not est.

Side effects: GI disturbs.incl.bleed., N&V, CNS effs.incl.convuls., trem., headache, insomn., trem., restlessn., tachycard., palpits., vertigo, thirst, delirium, hypertherm.

Special precautions: Pept.ulc., hyperthyroid., hypertens., card.arrythm., CV dis., hepat. dysfunct., chron.alcohol., ac.febr.illn., sev.hypox., pulm.oed., chron.lung dis., neonates, elderly.

Drug interactions: Eff.of theophyll.enhanc.by sympathomimet., other xanth., decr.hepat.clear.& incr.serum half-life with allopurinol/cimetidine/ flu vaccine/propranolol/erythromycin & other macrolid., incr.theophylline clear.with phenytoin/ other anticonvuls.& cigarette smok.

 XE "Nuelin" NUELIN, iNova [P/S] 
Theophylline BP (anhydr)

Indications: Bronchosp.

(S2) SA TABS, [P/S] P/10.2/54

748501-118: 250 mg, 56, R241,85
Dosage: Tabs.may be halv.but not crush/chew.

Adults: 1 tab 12 hrly. Incr.grad.to 2 tabs 12 hrly.if necess & toler. Childr. 5-8 yrs: 24 mg/kg/ 24 hrs. 9-12 yrs: 20 mg/kg/24 hrs. 13-16 yrs: 18 mg/kg/24 hrs.

Aveg.maint.dos.is 15-18 mg/kg/day.

(S2) LIQ, [P/S] S/10.2/126. 25 mg/5 ml,

748528-016: 200 ml, R56,48
748528-008: 500 ml, R141,21
Dosage: Admin.as 4 div.dos.6 hrly.

2-8 yrs: 24 mg/kg/24 hrs. 9-12 yrs: 20 mg/kg/24 hrs. 13-16 yrs: 18 mg/kg/ 24 hrs.

Contraindications: Concurr.theophyll., aminophyll./ other xanth.derivat.hypersens., safety in pregn.& lactat.not est.

Side effects: Insomn., nervousn., hyster., card. arrythm., coma, headache, N&V, diarrh., diures., trem., malaise, excitat., anorex., dizz., gastr.irrit., tachycard.& palpit., reduc.exerc.abil., excess. sweat., vis.disords., GI bleed., metal.taste.

Warnings and special precautions: Sev.card. dis., arrhythm., ac.myocard.injury, cor.pulmonale, hypertens., sev.hypoxaem., GI irritant, hyperthyroid., ren.dis., dehydrat., elderly, pept. ulc. hist., incr.age./CHF/liv.dis./pulm.oed.& concur. infect. decr.clear.theref.monit.ser. theophyll. plasma lev., unexplain.poor control of asthmat.S&S, occur.of tox.sympts., drug changes to therapeut.regim.which may affect theophyll. metabol., unusual.high.dos.admin., concur. antibiot./ cimetid.ther. Liq: Diabet.mellit., rinse mouth aft.admin., not for childr.und.2 yrs.(not metabol.suffic)

Drug interactions: Li’s therapeut.eff.reduc., cigaret. smok.incr.theophyll.clear.

See also MDR page 374.
 XE "Solphyllin" SOLPHYLLIN, AI Pharm Ltd [P/S]
Theophyll. 80 mg, etofyll.10 mg/15 ml.
Indications: Bronch.asthma, bronchit., emphys., bronchosp.

(S2) SYRUP. G701.

765031-019: 200 ml, R138,93
Dosage: Ac: Admin.at onset. Adults: 60-75 ml. Childr.old.than 2 yrs: 30 ml.

Maint: Admin. 3xdly aft.meals: Adults: 15-30 ml. Childr.old.than 2 yrs:15 ml.

Contraindications: Diabet., nurs.mothers, alcohol. (incl.rehab.)

Side effects: Gastr.irrit., N&V, GI bleed., CNS stimulat.

Special precautions: Pts.undergo.rout. haemodialys. & smok.may req.incr.dos.

Drug interactions: Xathines may enhanc.toxic., cigarette smok.

10.2.7
Chromones
No products listed
10.2.8
Other anti-asthmatics
 XE "Xolair" XOLAIR, Novartis South Africa (Pty) Ltd
See Section 26
10.3
Mucolytics incl. combinations
MUCOSPECT (MDR Listing)
 XE "ACC" ACC, Sandoz [P/S]

Acetylcysteine.
Indications: Mucolyt.in ac.resp.condits.

(S1) EFFERVESC.200 TABS. 29/10.2.2/0753.

824291-018: 200 mg, 25, R103,46
824291-019: 200 mg, 40, R165,56
Dosage: Dissol.in water bef.admin.

Mucolyt: Childr.2-5 yrs: Half a tab.2-3xdly. 200 mg dly. 6-14 yrs: 1 tab. 2xdly. Adults & adolesc.from 14 yrs: 1 tab.2-3xdly.

(S1) EFFERVESC.600 TABS. 45/10.3/0229.

3004153-001: 600 mg, 10, R140,35
Dosage: Dissol.in water bef.admin.aft.meal. Do not use long.than 14 days without med.advice

Adults & adolesc.from 14 yrs: 1 tab once dly.or 1/2 tab 2xdly.
(S1) 600 ORAL POWD. 51/10.3/0816.

3005770-001: 600 mg/sach, 10 sach, R140,34
Dosage: Place powd.direct.on tong.thereby stimulat.salivat. Do not use long.than 14 days without med.advice. Adults: 1 sach.once dly.

(S1) ORAL SOL. 48/10.3/0261.

3004286-001: 20 mg/ml, 200 ml, R111,74
Dosage: Admin.aft.meals.by means of syringe.or incl.cup meas. Do not use long.than 14 days without med.advice
Adults & adolesc.over 14 yrs: 10 ml 2-3xdly. Childr.& adolesc.6-14 yrs: 10 ml 2xdly. Childr.2-5 yrs: 5 ml 2-3xdly.
Contraindications: Pregn., safety in lactat.not est., childr.und.2 yrs., act.pept.ulcerat., 600 mg presentat.in childr.<14 yrs.
Side effects: Less freq: Hypersens.reacts., headache, convuls., syncope, blurr.vis., tinnit., tachycard., haemorrh., hypertens., dyspn., bronchosp., N&V, diarrh., abdom.pain, stomatit., liv.funct.disturbs., acidos., Stev.-John.syndr., tox.epiderm.necrolys., uritcar., rash, angioed., itch., exanthema, prurit, flush., arthralg., fev., hypotens. Freq.unknown: Anaphylact.shock, anaphylact./ anaphylact.reacts., dyspeps., fac.oed.

Special warnings and precautions: Asthma, pept.ulc.dis./hist thereof, ensure adeq.expectorat./ have appropr. meas.in place, discont.& seek med. advice if cutan.& mucos.changes occur, histamine intol., lact.intol.theref.glycaem.contr.of diab. affect., monit.for poss.hypotens.with concom. glyceryl trinitrate, decr.bld.platel.aggregat. confirm., Na content of oral sol., poss.sev breath. probl. in young childr.assoc.with benzyl alcoh. content of oral sol., 600 oral powd:to pref.be taken in morn.for elderly & weak.pts.& phenylketonur.

Interactions: Reduc.cough reflex with poss. danger. secret.congest.with antituss., 2 hr.interv. betw.admin.of oral antibiot.due to report.inactivat., vasodilat.& platelet.aggregat. inhibit.effs.of glyceryl trinitrate intensif., effectiven.reduc.by activ. charcoal, colorimetr.salicylat. determinat. & urine ketone body test results poss.affect., not recomm.to dissolov.effervesc.tabs/mix oral sol. with other meds.

 XE "Amuco 200" AMUCO 200, (Austell) Camox [P/S]

N-acetylcysteine.
Indications: Mucolyt.of non-infect.secret.in cyst. fibros.& resp.condits.

(S2) EFFERVESC.TABS. 43/10.2.2/0510.

716267-001: 200 mg, 2x10, R72,10
716267-002: 200 mg, 40, R144,19
Dosage: Dissolve tabs.bef.admin.

Childr.und. 2 yrs: 200 mg 1xdly. 2-6 yrs: 200 mg 2xdly. Adults: 200 mg 3xdly.

Contraindications: Safety in pregn.& lactat.not est.
Side effects: Headache, N&V, stomatit., bronchosp., rhinorrh., tinnit., allerg. dermatit., urticar., anaphylax., chills, fev., poss.disrupt. gastr.mucos.barrier.

Special precautions: Asthma, pept.ulc.hist.

 XE "Betaphlem" BETAPHLEM, Ranbaxy [P/S]

Carbocisteine.
Indications: Adjunct.therapy in resp.tract. disords. charact.by excess muc.in absen.of infect.

(S2) SYRUP. S/10.2.2/146.

708151-019: 250 mg/5 ml, 200 ml, R31,88
708151-027: 250 mg/5 ml, 2,5 L, R398,67
Dosage: Adults: 10-15 ml. 3x dly. Childr: 2-5 yrs: 1,25-2,5 ml. 4x dly. 6-12 yrs: 5 ml 3x dly.

Contraindications: Act.pept.ulc., childr.und.2 yrs. not recomm.

Side effects: Naus., diarrh., headache.

Special precautions: Gastr./duod.ulc.hist.

 XE "Bronchette" BRONCHETTE, (Aspen Pharmacare: Consum)
Pharmacare [P/S]

Carbocisteine.
Indications: Adjunct.in respir.tract disords. charact. excess.visc.mucus in absen.of infect.

(S2) SYRUP, L/10.1/320.

710520-018: 250 mg/5 ml, 200 ml, R28,95
Dosage: Adults: 10-15 ml 3xdly. Childr. 5-12 yrs: 5 ml 3xdly. 2-5 yrs: 2,5 ml 2-4xdly.
Contraindications: Act.pept.ulc., safety in pregn. not est.

Side effects: Naus., diarrh., headache, GI bleed., skin rash.

Warnings and special precautions: Gastr./duod.ulc.hist., contains sucrose, poss eff on diabet.contr., not used by pts with hereditary fruct./intol., gluc.-galact.malab.or sucrose-isomalt.insuff.

 XE "Co-Flem" CO-FLEM, (Unicorn) Pharmacare [P/S]

Carbocisteine

Indications: Adjunct.in resp.tract disords. charact. by excess.visc.mucous in absenc.of infect.

(S2) SYRUP, V/10.2.2/29. 250 mg/5 ml

779814-002: 200 ml, R24,94

Dosage: Adults: 10-15 ml 3xdly. Childr. 5-12 yrs: 5 ml 3xdly. 2-5 yrs: 2,5 ml 2-4xdly.accord.to age.

Contraindications: Act.pept.ulc., safety in pregn. not est.

Side-effects: Naus., diarrh., headache, GI bleed., skin rash, palpitat., dizzin., heartburn.

Special precautions: Gastr./duod.ulc.hist.
 XE "Lessmusec" LESSMUSEC, Brunel [P/S]

Carbocisteine 375 mg

Indications: Adjunct.in resp.tract disords.charact. by excess.visc.muc.in absenc.of infect.
(S2) CAPS, T/10.2.2/227. 375 mg.

783633-130, 30, R40,50
783633-122, 1 000, R1 350,00
Dosage: 2 caps 3xdly. Once satisfact.respons. reduc. to 1 cap 4xdly.

Contraindications: Act.pept.ulc.

Side effects: Naus., diarrh., headache, skin rash, palpits.

Special precautions: Gastr./duod.ulc.

 XE "Mucatak" MUCATAK, (Cipla Medpro), Actor Pharma [P/S]
Acetylcysteine.
Indications: Mucolyt.in resp.condits.& reduc. viscos. of non-infect.secret in cyst.fibros.

(S1) EFFERVESC.TABS. 44/10.1/0927
718049-001: 200 mg, 25, R84,88
Dosage: Dissolve tabs.bef.admin.

Mucolyt: Childr.2-6 yrs: ½ 200 mg 2-3xdly. 6-14 yrs: 200 mg 2xdly. Adults: 200 mg 2-3xdly.

Contraindications: Safety in pregn.& lactat.not est., no exper.in childr.und.2 yrs.
Side effects: Headache, fev., chills, tinnit., allerg./ anaphylact.reacts., dyspn., rhinorrh., bronchosp., GI disturbs., flush., syncope, sweat., arthralg., blurr.vis., liv.funct.disturbs., acidos., convuls., card./resp.arrest, haemoptys.
Special precautions: Asthma, elderly pts.with resp.insuff., phenylketonur.as cont. aspartame, gastr.ulc.hist., concom.cough suppress., rec. gastro-duod.ulcerat.

 XE "Mucofizz 200" MUCOFIZZ 200, Pharma Dynamics [P/S]

Acetylcysteine.
Indications: Mucolyt.of non-infect.secret.in cyst. fibros.& resp.condits.

(S1) EFFERVESC.TABS. A46/10.3/0384

3004743-001: 200 mg, 20, R71,26
3004743-002: 200 mg, 40, R142,52
Dosage: Dissol.in water bef.admin. Max.ther. durat. x14 days.

Childr.2-5 yrs: Half a tab.2-3xdly equiv.200-300 mg dly. 6-14 yrs: 1 tab. 2xdly.equiv.400 mg dly. Adults & adolesc.from 14 yrs: 1 tab.2-3xdly. equiv.400-600 mg dly

Contraindications: Pregn.& lactat, childr.und.2 yrs.

Side effects: Less freq: Hypersens.reacts., headache, blurr.vis., tinnit., tachycard.,hypotens., haemorrh., dyspn., bronchosp., rhinorrh., abdom. pain, N&V, diarrh., stomatit., heart burn, uritcar., rash, prurit, exanthema, chills, fev. Freq. unknown: Acidos., convuls., syncope, card.arrest, hypertens., flush., sweat., resp.arrest, haemoptys., liv.funct.disturbs., fac.oed., arthralg.

Special warnings and precautions: Asthma, elderly with resp.insuffic., ensure adeq.pt. expectorat./ have appropr.meas.in place to hand. incr. secret., pept.ulcerat.hist., cirrhos., colorimetr. salicylat. determinat.& urine ketone body test results poss.affect., monit.for poss.hypotens.with concom.glyceryl trinitrate, safety in pregn.& lactat. not est.

Interactions: Reduc.cough reflex with poss.build up of bronch.secret.with antituss.meds, 2 hr.interv. betw.admin.of tetracycl.excl.doxycycl.& other oral antibiot.due to report.inactivat., effectiven. reduc. by activ.charcoal, signific.hypotens.& poss. headache with nitro-glycerine.

 XE "Mucosolv" MUCOSOLV, Cipla Medpro [P/S]

Carbocisteine

Indications: Adjunct.in resp.tract disords. charact. by excess.visc.muc.in absenc.of infect.
(S2) CAPS, W/10.1/57. 375 mg.

723074-001: 30, R32,38
Dosage: Adults: 2 caps 3xdly. Reduc.to 1 cap 4xdly.once satisfact.respons.obt.

Contraindications: Act.pept.ulc.

Side effects: Naus., diarrh., gastric discomf., GI bleed., skin rash, headache.

Warnings and special precautions: Pept./ duod. ulc., safety in pregn.& lactat.not est.

 XE "Mucospect" MUCOSPECT, (Aspen Pharmacare: Consum) Pharmacare [P/S] 

Carbocysteine.

Indications: Resp.tract disord.charact.by excess. viscous mucus in absence of infect.

(S2) SYRUP, [P/S] L/10.1/318. 250 mg/5 ml
744816-009: 200 ml, R42,02
Dosage: Admin. 3xdly.

Adults: 10-15 ml. 5-12 yrs: 5 ml.
(S2) PAED.SYRUP, [P/S] W/10.1/216.

781169-003: 125 mg/5 ml, 100 ml, R42,71
Dosage: Admin. 3xdly.

Childr. 2-5 yrs: 2,5-5 ml. 5-12 yrs: 10 ml.
(S2) CAPS, [P/S] P/10.1/186.

744824-001: 375 mg, 30, R84,68
Dosage: 2 caps 3xdly red.to 1 cap 4xdly.aft. satis.respon.
Contra-indications: Pept.ulc., safety in pregn.not est., incompat.with pholcod.linc.

Side-effects: Naus., diarrh., headache, dizz., palpits., heartburn, skin rash, GI bleed.

Special precautions: Gastr./duod.ulc.

 XE "Pholtex mucus 200" PHOLTEX MUCUS 200, iNova [P/S] 
Acetylcysteine.
Indications: Mucolyt.of non-infect.secret.in cystic fibros.& resp.condits.

(S1) EFFERVESC TABS, 43/10.2.2/0512

719848-001: 200 mg, 20, R63,25
Dosage: Dissol.in glass of water bef.use. Mucolyt: Adults: 1 tab.3xdly. 2-6 yrs: 1 tab.2xdly. 

Contraindications: Safety dur.pregn.& lactat.not est., breastf.

Side effects: Less freq: Headache, drowsin., tinnit., bronchosp., N&V, rhinorrh., stomatit., uritcar., allerg.dermatit., anaphylax., chills & fev.

Special warnings and precautions: Asthma, pept.ulc.hist., sorbit.intol.

See also MDR page 375.
 XE "Solmucol" SOLMUCOL, (Aspen Pharmacare) Pharmacare [P/S]
N-acetylcysteine.

Indications: Mucolyt. in ac.resp.condits. to reduc. viscos.of non-infect.secret.for max.treatm.period of 14 days.
(S1) 200 GRANS, [P/S] 28/10.2.2/0128
809284-006: 200 mg, 20 sachets, R157,90
Dosage: Dissol.gran.bef.admin.
Resp.disords: Childr.up to 2 yrs: 200 mg dly. 2-6 yrs: 200 mg 2xdly. Adults: 200 mg 3xdly.
(S1) LOZ, [P/S] 28/10.2.2/0451.
809306-018: 100 mg, 24, R151,45
Dosage: Adults: 2 loz.3xdly. Childr.2-6 yrs: 2 loz.2xdly.
Contraindications: Safety in pregn.& lactat.not est.
Side effects: Freq.unknown: GI disturbs., rhinorrh., bronchosp., chills, fev., headache, tinnit., urticar., haemoptys., anaphylact.reacts.

Warnings and special precautions: Elderly with resp.insuffic., asthmat.pts., recent gastro-duod. ulcerat., pept.ulc.hist, sorbit.intol.

Interactions: Enhanc.hypotens & headache with concom.nitroglycer., sub-therapeut.lev.of concom. carbamazepine.

 XE "Tussmuco" TUSSMUCO, Aspen Pharmacare [P/S]

N-acetylcysteine
Indications: Mucolyt.of non-infect. secret.in cyst. fibros.& resp.condits.

(S1) EFF.TABS, 54/10.3/0854

3003379-001: 200 mg, 15, R49,63
3003379-002: 200 mg, 25, R82,75
3003379-003: 200 mg, 40, R132,40
Dosage: Dissolve in glass of water.bef.use. Do not use cont.>14 days without consult. dr. Adults & childr.from 14 yrs: 1 tab 2-3xdly.Childr. 2-5 yrs: ½ tab 2-3 xdly. 6-14 yrs: 1 tab 2xdly. 

Contraindications: Childr.<2 yrs., pregn., activ.pept.ulcer.
Side effects: Less freq.: Anaphylactic/-toid reacts.up to shock, hypersens., headache, tinnit., tachycard., haemorr., hypotens., dyspn., bronchosp., stomatit., abdom. pain, diarrh., N&V, heartburn, dyspep., prurit., urticar.,exanthema rash, angioed., SJS, TEN, fev. Freq.unknw.: Face oed.

Special warnings and precautions: Asthma, pept.ulc.hist., admin.esp.in begin.may liquefy bronchial secr.& incr.volume- use post.drain.& tracheal suct.if pt.unable to expectorate, termin.& seek med.advice if cutan.& mucos. changes, pts.with histamine intol., cont.glucose-pts.with rare gluc.-galact. malabsorp.should not take this meds., safety in lactat.not est.

Interactions: Tetracycline (except doxycyline) & othr oral antibiot.eg. cephalasporin cause antibiot.inactivat.- admin seperately interv.of 2 hrs., antituss.meds.-red.cough reflex.may cause bronchial secr.build-up, activ.charcoal red.eff., signif.hypotens (caus.headache)with concom.nitroglyc., poss.aff.colometr.determ.of salicylates, can aff.results of ketones in urine test, mixing with othr.meds not recomm.
10.4
Surfactants
SURVANTA (MDR Listing)
 XE "Curosurf" CUROSURF, Safeline [P/S]

Poractant alfa

Indications: Treatm.of premat.infants with/ at risk for resp.distr.syndr.(RDS). Prophylact.use.in prem.newborn at risk for RDS.

(S4) INTRATRACH.SUSP, 33/10.2.2/0528

876054-009: 80 mg/ml, 1x1,5 ml vial, R6 215,93
703493-003: 80 mg/ml, 1x3 ml vial, R12 431,82
Dosage: Admin.direct.into the low.trachea, follow. each instillat.by 1 min.of man.ventilat.with inspir. O2 conc.equiv.to that on the ventilat. reconnect. to the ventilat.at the same setting as bef. Then adjust settings accord.to clinic.status & bld. gas analyses.

Init.sngl.intratrach.dos.of 100-200 mg/kg (1,25-2,5 ml/kg). Furth.dos.of 100 mg/kg admin.at 12 hrly interv.poss.indicat.for infts.still intubat.& where RDS is consid.responsible for the persist/ deteriorat. resp.status. Prophylax.: 100-200 mg (1,25-2,5 ml/kg) asap (within 15 min.) aft.birth. Furth.dos.of 100 mg/kg aft.6-12 hrs & then 12 hrly. Max total dose 300-400 mg/kg.

Side effects: Uncommon: Sepsis, IC haemmorrh., pneumothorax. Rare: Bradycard., hypotens., bronchopulm.dysplas., pulm. haemmorrh., decr.O2 sat.Not known: Hyperox., neonat.cyanos., apnoea, abnorm.electrocephalogr., endotrach.intubat.complicat.

Special warnings and precautions: Stabil.infts.gen.condit., if reflux/ epsisod.of bradycard./ hypotens./red.O2 sat.stop treatm., aft.admin.pulmon.compliance can impr.rapid.thus red.inspirat.press.peak, rapidl.adj.inspired O2 concentrat., continue monit.bld.oxygenat.val./ period.bld.gas analys./ transcut.PaO2 or O2 satur., nasal-CPAP can be used if equipped., check for signs of infect., if unsatisf.resp./ rapid relaps.consider othr.complicat., optim. respon.may not be shown in infts.born aft. very prolong.rupt.of the membr., reports of incr.freq.of bradycard./ apn.& red.O2 satur.when admin.with LISA techn.

10.5
Others
 XE "Daxas" DAXAS, Astra Zeneca [P/S]
Roflumilast

Indications: Maint.treatm.of mod.to sev.chron. obstruct.pulm.dis.assoc.with chron.bronchit.in pts. at risk of exacerbat.

(S4) TABS, 44/10.3/0670

715321-002: 500 µg, 30, R653,63
Dosage: 500 µg once dly.

Contraindications: Mod and sev.hepat.impairm., pregn. & lactat., childr.& adolesc.und.18 yrs., lact. intol./malabsorpt.

Side effects: Hypersens., gynaecomast., weight decr., decr.appetite, insom., anx., depress., nervousn., headache, trem., vertigo, dysgeus., palpitat., RTI, GI disturbs., incr.Gamma-GT/AST, skin rash, urticar., musc.spasm, myalg., back pain, malaise, fatig.

Special precautions: Not for ac.bronchosp. relief, clinic.stud.not conduct.in immunocomprom./ ac. sev.infect.dis./Ca pts.except basal cell Ca & CHF NYHA grades 3&4, depress.hist.assoc.with suicide ideat./behav., reproduct.toxic.in anim., excret. in lactat.rats milk.

Drug interactions: Cytochrome P450 enzym. induc. may reduc.effic.
 XE "Glemolev" GLEMOLEV, Glenmark [P/S]
Montelukast sod eqv.to montelukast 10 mg, levocetirizine dihyrochloride 5 mg
Indications: Relief of sympt.assoc.with season.allerg.rhinit.in adults.

(S3) TABS, 49/5.7.1/0551

3006635-001: 15, R140,54
3006635-002: 30, R281,08
Dosage: Adults (≥18 yr) 1 tablet orally in even. Swallow whole.

Contraindications: Sev.ren.impairm.at <10mL/min Cr.clear.
Side effects:Freq: URTI, nasopharingit., tonsillit., GI disord. Freq.unknown.: UTI, eosinophil., restlessn., dizzin., headache, somnol., hypersomn., eye pain, eyelid oed., ear pain, cough, oropharyng.pain., rhinorrh., N&V, dyspeps., constipat., dry mouth, pyur., fatig., fev., weakn. Post market: Agitat., agress.behav./ hostility, anx., depress., disorientat., att.disturb., abnorm.dreams, hallucinat., insomn., irritabil., memory impairm., restlessn., somnambul., suicidal ideat.& behav., tic, trem.
Special warnings and precautions:Montelukast: Not.for treatm.ac.asthma attack as effic.not est., poss.eosinophil./ vasculit. rash/ worsen.of pulm.sympts./ card.complicats.& neuropathy, pts.sens. to aspirin to contin.avoid.aspir.& NSAID’s, poss.neuropsych.even., mild-mod.hepat.impairm.& clin.evid.of cirrhos.decr.metabol.Levocetirizine: Concurr.alcohol intake/ CNS depress.incr.poss.sedativ.eff., pts.predispose fact.of urin.retent., epilep.pts & risk of convuls., allow wash-out (3 days) before allergy skin test, poss.prurit.when stopped, cont.lactose, safety in pregnan.& lactat.not est. 

Interactions: Montelukast: Decr.AUC with phenobarb., concom.inducers of CYP3A4/2C8/2C9 (eg.phenytoin./ phenobarb./ rifampic), incr.adverse reacts.with gemfibrozil.Levocetirizine: Ritonavir incr.plasma AUC & decr.clear. of cetirizine, food decr.the absorption rate but not the extent, alcoh.& CNS depress.may red.alertn.& perform.in sensitive.pts.
 XE "Unamity" UNAMITY, Eli Lilly (SA) (Pty) Ltd
See Section 24.1
11
EAR, NOSE AND  THROAT
11.1
Topical nasal preparations
11.1.1
Antimicrobial and combinations
 XE "Naseptin" NASEPTIN, Glenmark [P/S]

Neomycin.sulph. 3250 iu, chlorhexidine HCl 1 mg/g.

Indications: Prophylax.& treatm.of nas.staph. infects.

(S4) CREAM, H1371

826294-014: 15 g, R127,84
Dosage: Apply 2-4xdly.

Side effects: Skin sensitiv., ototox.

Special precautions: Avoid eyes & ears.

11.1.2
Glucocorticosteroids
AVAMYS (MDR Listing)

FLIXONASE (MDR Listing)

GENEMIST (MDR Listing)

OMNAIR (MDR Listing)

 XE "Aeromide Nasal 100" AEROMIDE NASAL, Forrester Pharma [P/S]
Budesonide
Indications: Season.& perennial allerg.rhinit. prophylax.

(S2) AQ.NAS.SPRAY 41/21.5.1/0238

3000681-001: 100 µg/met.dos, 10 ml, R136,39
Dosage: Adults & childr.over 12 yrs: Two sprays in each nostr.once a day or one spray in each nostr 2xdly.morn.& even. Max.dly.dos.not to exceed 400 µg. Maint: Low.effect.dos.
Contraindications: Fung./ vir.nose infects., act./quiesc.pulm.TB, childr.und.12 yrs.

Side effects: Freq: mild.& trans.burn/dryn or other nas.irrit., dyspon., Less freq: Nas./ oropharyng. candidias., hypersens., psychot. disord., aggress., depress., irritability, anx., dizzin., light-headedn., glauc., incr.IOP, cataract, nas. crust., epistax., rhinorrh., nas.congest., sneez., mucos. ulcerat., throat irrit., oropharyng. pain, dry throat, cough, nas.sept.perforat., diarrh., N&V, dysgeus., dermatit., rash, urticar., prurit., myalg., arthralg., lethargy, fatig. Freq. unknown: Anaphylact.react., hypercorticoidism, adren.suppress., childr.abnorm.behav., nervousn., restlessn., headache, angioed., growth retardat., decr.bone density, thirst.
Warnings and special precautions: Inspect nas. mucosa reg.with contin.long-term treatm., poss. syst.effs.with prolong.high dos., poss.mask. of infect.signs/opportunist.infects & suppress. immune syst., init.anti-infect.ther.where necess., vir. infects., untreat.fung.& bact.resp.infects., HPA suppress. poss., tfd.from syst.to topic. corticoster., mod.liv.impairm., monit.height of childr. over 12 yrs. on prolong.ther., diab.melllit., osteoporos., pept.ulc.dis., vis.changes., glauc./ cataract hist., avoid in rec.nas.septum ulc./nas. surg./nas.trauma until heal.occur., cont.gluc., teratogen. in animals, cross.placenta & appears in breast milk, 
Interactions: Effic.& syst.eff.enhanc.by oral/ parenteral corticoster., ser.lev.poss.incr.by CYP3A3/4 inhibit.& decr.by CYP3A3/4 induc., clear. decr.by cimetidine.
 XE "Avamys" AVAMYS, (Aspen Pharmacare) GSK [P/S] 
Fluticasone furoate.
Indications: Adults & adolesc.12 yrs & over: Season.& perenn.allerg.rhinit.includ.ocul.sympts. Childr.2-11 yrs: Nasal sympts.of season.& perenn. allerg.rhinit.

(S4) NAS.SPRAY. 41/21.5.1/0968.

27,5 µg/50 µl spray

712866-001: 120 met.sprays/bottle, R253,77
Dosage: Admin.by intranasal route only. For full therapeut. benef.reg.use essent. It may take sev.days to achieve max. benef. No exper.in childr. und.2 yrs.

Adults & adolesc. over 12 yrs: 2 sprays in each nostril once a day. Maint: 1 spray in each nostril dly. once adeq.control achiev.

Childr.2-11 yrs: 1 spray in each nostril once dly. Where respons.inadeq.admin.2 sprays in each nostril.once dly. Reduc.to1 spray in each nostril dly. once adeq.control achiev.

Side effects: Very comm: Epistax. Comm: Nas.ulcerat.

Warnings and special precautions: Transf.of pts. from syst.steroid.if adren.funct. impairm. suspect., concom.ritonavir not recomm., not data avail. in sev.hepat.impairm., syst.effs.poss at high dos. & prolong use, monit.height in childr.receiv. prolong ther., safety in pregn.& lactat.not est., clinic. adren.suppress.poss.at high.than recomm. dos., admin.low.dos. at which effect. contr.of rhinit.sympts.maintain

Interactions: Ritonavir poss.incr.system.expos.

See also MDR page 313.
 XE "Beclate" BECLATE AQUANASE, Cipla Medpro [P/S]

Beclomethasone dipropionate.

Indications: Treatm.of season.allerg.rhinit., incl. hayfev.

(S2) AQUEOUS NAS.SPRAY, 30/21.5.1/0079.

820709-018: 50 µg/spray, 150 met.dos, R46,00
Dosage: Adults & childr.over 6 yrs: 50 µg in each nostril 2-4 xdly. or 100 µg in each nostril 2xdly. Tot.dly.recomm.dos: 200-400 µg/day.

Contraindications: Untreat.fung.bact./vir. infects., TB, ocul.H Simplex, unheal.nasal wounds, bleed.tendenc., hist.of recent nasal bleed., childr. und.6 yrs., safety in pregn.not est.

Side effects: Nas.discomf., sneez., epistax., imp. wound heal., incr.IOP, dry & irritat.of nose & throat, unpleas.taste & smell, epistax.

Special precautions: Transf.of pts.from syst. steroids., period.exam.of nas.mucosa for poss. chang., treat.infects.of nose & pharynx.

 XE "Betnesol" BETNESOL, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph.
Indications: Hayfev., vasomot.& non-season. allerg.rhinit.

(S4) NOSE DROPS. H1257. 1 mg/ml.

708267-009: 5 ml, R230,01
Dosage: 2-3 drps 2-3 dly.in each nostril
Contraindications: Vir., bact., fung., TB & purul.infects., pregn., ulcerat.condit., rosacea, H.simplex, vaccinia/varicella

Side effects: Dryn., irrit., epistax., ulcerat./ perforat. of nas.septum, smell & taste disturbs.

Special precautions: Long term use in childr., infect. sympt.poss.mask., incr.suscept.to infect., adren.suppress.esp.in infts., grad.withdr., HF, rec. MI, hypertens., diab.mellit., epilep., glauc., hypothyroid., hepat.fail., osteoporos., pept.ulcerat., psychos., sev.affect.disords., ren.impairm.

Drug interactions: Corticoster.eff.reduc.by barbitur./ carbamazepine/phenytoin/primidone & rifampic., corticoster.plasma conc.incr.by OC’s & ritonavir, corticoster.with K+ deplet.diuret.poss. caus. excess K+ loss & incr.hypokalaem.with amphotericin B/xanthines & ß2-agon., incr.GI bleed. & ulcerat.with concom.NSAID’s, alt. respons. to anticoags., poss.incr.antidiab./ antihypertens. requirem., salicyl.ser.conc.decr., antimuscar. effs.in myasth.grav.poss.decr., poss. interacts with antivir./neuromusc.block.& fem. hormones.

 XE "Betnesol-N" BETNESOL-N, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph. 0,1 g, neomycin as sulph. 0,35 g/100 ml.
Indications: Hayfev., vasomot.&non-season.allerg.rhinit., ster.respons. inflamm.condits where infect.is pres./suspect.

(S4) NOSE DROPS. H1258.

708291-007: 5 ml, R182,82
708429-009: 10ml, R365,65
Dosage: 2-3 drps 2-3xdly.in each nostril
Contraindications: Viral, fung., TB & purul. infects., perfor.eardrum, neonates, pregn., lactat.

Side effects: Ac.sensitisat.

Special precautions: Avoid unnecess./prolong. use, adren.suppress.esp.in infts.

 XE "Flixonase" FLIXONASE, (Aspen Pharmacare) GSK [P/S] 
Fluticasone propionate.
Indications: Prophylax.& treatm.of season.& perenn. allerg.rhinit.includ.hayfev.in adults, short term season. allerg.rhinit.in childr.4-11yrs.

(S3) AQUEOUS NAS.SPRAY. X/21.5.1/359. 50 µg/spray

787795-003: 120 met.sprays/bottle, R283,26
Dosage: Admin.by intranasal route only. For full therapeut.benef.reg.use essent.Max.eff.poss.only aft.3-4 days. Adults & childr. over 12 yrs: 2 sprays in each nostril once a day. Max: 2 sprays 2xdly in each nostril.

Season.allerg.rhinit.in childr.4-11yrs: 1 spray in each nostril once dly. Max.dly.dos. 2 sprays in each nostril. Safety & effic. not studied for periods long.than 4 wks.

(S3) NASULES, 33/21.5.1/0329

Indications: Small to med.nas.polyps & assoc. sympts. of nas.obstruct.
878758-003: 400 µg/contain., 28 units, R494,01
Dosage: Adults & adolesc.over 16 yrs: Instill cont.of 1 contain.into nose 1-2xdly.div.dos.betw. affect.nostrils.

Contraindications: Hypersens.to any compounds, pregn.

Side effects: V.common: Epistax. Common: Headache, unpleas.taste & smell, nas.dryn.&irrit., throat dryn.&irrit. V.rare: Hypersens.incl.skin rash & anaphylax., glauc., rais.IOP, cataract, nas.sept. perforat. Not known: Nas.ulc

Warnings and special precautions: Treat nasal airway infects. appropriat., transf.of pts.from syst. steroid., maint.childr.on low.dos., avoid concom. ritonavir unless benefit outweighs syst.corticoster S/E risk, eval.poss.causes of any vis.disturbs. report., poss.addit.ther.if heavy challenge of summer allergens., poss.nas.mucosa oed.with long-term use, teratogenic.cannot be excl.with use dur.pregn.& lactat

Nasules also: Unilat.polyps diagn.to be confirm.by specialist & assess.reg, reg.use essent.for full therapeut. benef.but consid.alt.ther.if no improvem. seen aft.4-6 wks.ther.

Interaction: Ritonavir incr.plasma conc.reduc.ser. cortis.conc.with syst.corticoster.eff.observ.

See also MDR page 319.
 XE "Flomist" FLOMIST, Cipla Medpro [P/S]

Fluticasone propionate.
Indications: Prophylax.& treatm.of season.allerg. rhinit.inc. hayfever in adults & childr.over 12 yrs.of age.

(S2) AQUEOUS NAS.SPRAY. 37/21.5.1/0289. 50 µg/spray

704383-001: 120 met.dos./bottle, R84,61
Dosage: Admin.by intranasal route only. Ther.to be taken reg.even if asymptomat. Max.relief expect. 3-4 days aft.init.ther.

Prophylax.& treatm.of season.allerg.rhinit.: Adults & childr.over 12 yrs: 2 sprays in each nostril once a day pref.in morn.. Max: 2 sprays 2xdly in each nostril.

Contraindications: Pregn., safety in lactat.not est.

Side effects: Hypersens.reacts.incl.anaphylax.& bronchosp., headache, unpleas.taste & smell, dryn. & irrit.of nose & throat, epistax., nas. perforat. (rare), HPA-axis suppress.at dos.high. than recomm., poss.system.corticoster.S/E, rarely unmask.of underly.eosinophil.condits.(e.g. Churg Strauss syndr.) usual.assoc.with withdr./dos. reduct.of oral corticoster.ther.

Special precautions: Transf.of pts.from syst. steroid., teratogen.in anim.& cannot be excl.in humans, treat nasal airway infects.appropriat., poss.addit.ther.(esp.eyes) if heavy challenge of summer allergens, med.&surg.emerg.
Drug interactions: Incr.plasma conc.with P450 3A4 enzyme inhibit.

 XE "Flonase" FLONASE, GSK [P/S] 
Fluticasone propionate.
Indications: Short-term (<6 mnths) prophylax.& treatm. of allerg.rhinit.(hayfev).in adults & childr. over 12yrs.

(S2) AQUEOUS NAS.SPRAY. 36/21.5.1/0504. 50 µg/spray

714595-001: 120 met.sprays/bottle, R88,03
Dosage: Admin.by intranasal route only. For full therapeut.benef.reg.use essent. Adults & childr. over 12 yrs: 2 sprays in each nostril once a day pref.in morn.

Contra-indications: Safety in pregn.& lactat. not est.

Side-effects: Hypersens.reacts., unpleas.taste & smell, epistax., dryn.& irrit.of nose & throat, nas.sept.perforat.(rare), HPA-axis suppress.at dos. high.than recomm.

Special precautions: Corticoster.teratogen.in anim.& system.absorpt.poss., treat nasal airway infects. appropriat., transf.of pts.from syst. steroid., poss.addit.ther.if heavy challenge of summer allergens.

See also MDR page 320.
 XE "Genemist" GENEMIST, (Aspen Pharmacare) GSK [P/S] 
Fluticasone furoate.
Indications: Adults & adolesc.12 yrs & over: Season. allerg.rhinit.incl.ocul.sympts., perenn. allerg.rhinit.nas.sympts. Childr.2-11 yrs: Nasal sympts.of season.& perenn. allerg.rhinit.

(S4) NAS.SPRAY. 41/21.5.1/0967.

27,5 µg/50 µl spray

3002590-001: 120 met.sprays/bot, R222,50
Dosage: Admin.by intranasal route only. For full therapeut. benef.reg.use essent. It may take sev.days to achieve max. benef. No exper.in childr. und.2 yrs.

Adults & adolesc. over 12 yrs: 2 sprays in each nostril once a day. Maint: 1 spray in each nostril dly. once adeq.control achiev.

Childr.2-11 yrs: 1 spray in each nostril once dly. Where respons.inadeq.admin.2 sprays in each nostril.once dly. Reduc.to1 spray in each nostril dly. once adeq.control achiev.

Side effects: Very comm: Epistax. Comm: Nas.ulcerat.

Warnings and special precautions: Transf.of pts. from syst.steroid.if adren.funct. impairm. suspect., pharmacokinet.poss.alt.in sev.liv.dis., syst.effs.poss at high dos. & prolong use, clinic. adren.suppress.poss.at high.than recomm.dos., admin.low.dos.at which effect.contr.of rhinit. sympts.maintain., monit.height in childr.receiv. prolong. ther., concom.ritonavir not recomm., safety in pregn.& lactat.not est., 

Interactions: Ritonavir poss.incr.system.expos.

See also MDR page 323.
 XE "Mometasone Clicks Nasal Spray" MOMETASONE CLICKS NASAL SPRAY, (Unicorn) Sandoz [P/S]
Mometasone furoate

Indications: Season.allerg.rhinit., perenn. allerg. rhinit.in adults/adolesc.& childr.2-11 yrs., prophylact. ther.recomm. in pts.with mod.to sev. allerg. rhinit. sympt.hist. bef.poll.seas.start.

(S2) NAS.SPRAY, 46/21.5.1/0490

3000396-001: 50 µg/met dos., 120 dos., R110,51
Dosage: Prophylax. & treatm: Adults incl. elderly & adolesc: Recomm.dos: 2 sprays (100 µg) into each nostril once dly., reduc.to one spray/ nostr.once sympts.contr. Max.4 sprays (200 µg) /nostril once dly.if not adeq.control. Reduc. dos.once sympts.contr. Tot.dos: 400 µg.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly. Tot.dos: 100 µg.

Contraindications: Pregn.& lactat., safety & effic. in childr.und.2 yrs.not est., untreat.loc.infect. involv. nas.mucosa, rec.nas.surg./trauma.

Side effects: Freq: Pharyngit., URTI, epistax., nas. burn./irrit./ulcerat./dryn., headache. Less freq: GI disords., taste/smell disturbs., vomit., throat irrit. Freq.unknown: Hypersens.incl. anaphylact.reacts., angioed., bronchosp., dyspn., psych./ CNS effs., dizzin., eye disturbs.incl.incr. IOP/ conjuctivit., benign IC hypertens., rhinit., sinusit., cough., nas.sept.irrit., rhinorrh., naus., ac. pancreatit., skin reacts.incl.hyperhidros., avascul. bone necros., amenorrh.

Warnings and special precautions: Immunosuppress. risk expos.to infects.eg.chicken pox/ measles., discont.in local.fung.infect./ persist. nasopharyng.irrit., act./quiesc.TB, RTI’s, untreat. fung./bact./syst.vir.infects/ocul.H.simpl., monit. growth in childr dur.longt.treatm., poss. Cushingoid sympt.with high corticotroph.dos., when transf.from longt.syst.to nasal inhal.ther., unmask. of prev.allerg. condits.suppress.by syst. corticoster.

Interactions: Incr.syst.S/E risk with cert.CYP3A inhib. incl.cobicistat-cont.meds.
 XE "Monact" MONACT, (Cipla Medpro), Actor [P/S]

Mometasone furoate

Indications: Season.allerg.rhinit., perenn. allerg. rhinit.in adults/adolesc.& childr.2-11 yrs., prophylact. ther.recomm. in pts.with mod.to sev. allerg. rhinit. sympt.hist. bef.poll.seas.start.

(S2) NAS.SPRAY, 47/21.5.1/1223

3004007-001: 50 mcg, 140 dos, R198,01
Dosage: Prophylax. & treatm: Adults incl. elderly & adolesc: Recomm.dos: 2 sprays (100 µg) into each nostril once dly., reduc.to one spray/ nostr.once sympts.contr. Max.4 sprays (200 µg) /nostril once dly.if not adeq.control. Reduc. dos.once sympts.contr. Tot.dos: 400 µg.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly. Tot.dos: 100 µg.

Contraindications: Pregn.& lactat., safety & effic. in childr.und.2 yrs.not est., untreat.loc.infect. involv. nas.mucosa, rec.nas.surg./trauma.

Side effects: Freq: Pharyngit., URTI, epistax., nas. burn./irrit./ulcerat./dryn., headache., sneez. Freq.unknown: Hypersens.incl. anaphylact. reacts., angioed., bronchosp., dyspn., dizzin., glauc., cataracts, eye disturbs.incl.incr. IOP/ conjuctivit., benign IC hypertens., rhinit., sinusit., cough., nas.sept.irrit./perforat., rhinorrh., naus., skin reacts/rash., taste/smell disturbs.
Warnings and special precautions: Immunosuppress. risk expos.to infects.eg.chicken pox/ measles., discont.in local.fung.infect./ persist. nasopharyng.irrit., act./quiesc.TB, RTI’s, untreat. fung./bact./syst.vir.infects/ocul.H.simpl., monit. growth in childr dur.longt.treatm., poss. Cushingoid sympt.with high corticotroph.dos., when transf.from longt.syst.to nasal inhal.ther., unmask. of prev.allerg. condits.suppress.by syst. corticoster., per.exam.for nas.mucosa chang.with longt.use, nasal sept.perforat, refer.to opthalmolog. to eval.vis.disturbs.causes.

Interactions: Incr.syst.S/E risk with cert.CYP3A inhib. incl.cobicistat-cont.meds.
 XE "Nasacor T" NASACOR T, Sanofi Aventis [P/S]

Triamcinolone acetonide.
Indications: Season.& perenn.allerg.rhinit.

(S3) NASAL SPRAY. 29/21.5.1/0715.

895149-004: 55 µg/actuat., 120 actuat., R353,16
Dosage: Adults & childr.over 12 yrs: Init.2 sprays per nostril once a day. Maint: 1 spray per nostril as sngl.dly.dos. Childr.6-12 yrs: 1 spray in each nostril dly. With more sev.sympts.2 sprays in each nostril once dly.poss. Once control.maint.on low.effect.dos. Contin.use beyond 3 mnths in childr. und.12 yrs not recomm. Consid.alt.ther.if adeq. relief.not obt.within 3 wks.

Contraindications: Childr.und.6 yrs., pregn.& lactat.

Side effects: Headache, rhinit., pharyngit., epistax., nasal irritat., dry mucous membr., naso sinus congest., throat discomf., sneez.

Special precautions: Concom.corticoster., transf. from syst.to topic.corticoster., act./quiesc. TB, untreat.fung./bact./syst.vir.infects.or ocul. H.simplex, recent nasal surg./trauma/ulc., avoid expos.to chicken pox/measles., poss.hypoadrenal. infts.born.to mothers receiv.corticoster.dur.preg., poss.growth suppress.in childr. & teen, loc. Candida albicans infects., syst.eff.with excess.dos

 XE "Nasonex" NASONEX, Organon [P/S]
Mometasone furoate

Indications: Season.allerg.rhinit., perenn. allerg.rhinit.

(S2) AQ.NAS.SPRAY, 32/21.5.1/0157

883253-004: 50 µg/actuat., 140 met.spray, R334,45
Dosage: Prophylax. & treatm: Adults & adoles: Recomm.dos: 2 sprays (100 µg) into each nostril once dly., reduc.to one spray/nostril once sympts.control. Incr.to 4 sprays (200 µg)/nostril once dly.if not adeq.control., reduc.dos.once sympts. control.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly.

Contraindications: Pregn.& lactat., safety & effic. in childr.und.2 yrs.not est.

Side effects: Common: Epistax., pharyngit., nas.burn.& irrit., headache, Other: Dizzin., rhinit., sinusit., cough., skin rash, taste pervers., nas.sept. irrit., nas.ulcer., rhinorrh., conjunctivit., dry eyes, naus., smell disturbs., hypersens.reacts.incl. angioed. & anaphylax., blurr.vis. Rare: Nas.sept. perforat./IOP.
Warnings and special precautions: In recent nas.surg./trauma use only once heal.occurr., act./ quiesc.TB, RTI’s, untreat.fung./bact./syst.vir. infects/ ocul.H.simplex., do not use in pres.of untreat. loc.nas.mucosa infect., discont.in fung. infect./persist.nasopharyng.irrit., when transf.from syst.to nasal inhal.ther., immunosuppress.risk expos. to infects.eg.chicken pox/measles., refer.to opthalmolog. to eval.vis.disturbs.causes.
Interactions: CYP3A4 inhibit.poss.incr.corticoster. plasma conc.
 XE "Nexomist" NEXOMIST, Cipla Medpro [P/S]
Mometasone furoate

Indications: Season.& perenn.allerg.rhinit.

(S2) AQ.NAS.SPRAY, A38/21.5.1/0341

713968-001: 50 µg/actuat., 140 met.spray, R199,23
Dosage: Commenc.prophylact.treatm.prior to start of pollen seas.

Prophylax. & treatm: Adults & adoles: Recomm. dos: 2 sprays (100 µg) into each nostril once dly., reduc.to one spray/nostril once sympts. control. Incr.to 4 sprays (200 µg)/nostril once dly. if not adeq.control., reduc.dos.once sympts. control.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly.

Contraindications: Pregn.& lactat., safety & effic. in childr.und.2 yrs.not est., untreat.loc. infect. involv.nas.mucosa.

Side effects: Epistax., pharyngit., dizzin., headache, taste pervers., conjunctivit., dry eyes, rhinit., sinusit., cough., nas.sept.irrit., rhinorrh., nas.burn.& irrit., naus., rash, hypersens.reacts. incl. angioed. & anaphylax., rarely nas.sept. perforat./IOP.

Special precautions: Benzalkon.Cl.intol., aft. recent nas.surg./ trauma use only once heal. occurr., exam periodic.for nas.mucosa chang.with prolong. use, discont.in persist. nasopharyng. irrit., in case of fung.infects.treat./discont.ther., act. or quiesc.TB of resp.tract., untreat.fung./ bact./ syst.vir.infects/ocul.H.simplex., when transf. from syst.to nasal inhal.ther., unmask.of prev.allerg.condits.suppress.by system. corticoster., immunosuppress.risk expos.to infects. eg.chicken pox/measles., consid.system. corticoster.cover dur.stress/elect.surg.if high. than recom.dos.given.

 XE "Rinelon" RINELON, Organon [P/S]

Mometasone furoate

Indications: Season.allerg.rhinit., perenn.allerg. rhinit.in adults/adolexc.& childr.aged 2-11 yrs.

(S2) AQ.NAS.SPRAY, 33/21.5.1/0482

716718-001: 50 µg/actuat., 60 met.spray, R98,91
883261-007: 50 µg/actuat., 140 met.spray, R230,81
Dosage: In pres.of seas.allerg.rhinit.hist. commenc. prophylact.treatm.bef.anticipat.pollen seas.start. Prime unit bef.use & if not used x14 days.

Prophylax. & treatm: Adults & adolesc: Recomm.dos: 2 sprays (100 µg) into each nostril once dly.(ie tot.dly dos.of 200 µg), Reduc.to one spray/nostril once sympts.control. Incr.to 4 sprays (200 µg)/nostril once dly.if not adeq.control., reduc. dos.once sympts. control.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly.(ie tot.dly dos.of 100 µg),

Contraindications: Pregn.& lactat., safety & effic. in childr.und.2 yrs.not est.

Side effects: Common: Epistax., pharyngit., nas.burn.& irrit., nas.ulcerat., headache, Other: Dizzin., rhinit., sinusit., cough., skin rash, nas.sept. irrit., rhinorrh., conjunctivit., dry eyes, naus., taste & smell disturbs., hypersens.reacts.incl.angioed.& anaphylax., blurr.vis.

Warnings and special precautions: Do not use in pres.of untreat. loc.infect.involv.nas.mucosa, in recent nas.surg./trauma use only once heal. occurr., period.check for nas.mucosa changes, discont. in loc.fung.nose/pharynx infect. /persist. nasopharyng.irrit., act./quiesc.TB of resp.tract,/ untreat.fung./bact./syst.vir.infects/ocul.H.simplex, when transf. from syst.to nasal inhal.ther., poss. withdr.sympts.with withdr.of syst.act.corticoster.& poss.unmask.or pre-exist.allerg.condits., cert.infect.expos.risk in potent.immunosuppress. pts., refer.to opthalmolog.to eval.vis.disturbs. causes, nas.sept.perforat.or IOP rarely report.

Interactions: Strong CYP3A4 inhibit.poss.incr. corticoster. plasma conc.
 XE "Ryaltris" RYALTRIS, Glenmark [P/S]

Olopatadine HCl 600 µg, mometasone furoate 25 µg/spray

Indications: Sympts.associat. with allerg.rhinit.& rhinoconjunctivit.in pts ≥ 12 yrs.
(S2) NAS.SPRAY, 53/21.5.1/0457

3001861-001: 30 ml/120 met. sprays, R333,48
Dosage: Prime before use.

2 sprays in each nostril 2x/day. Avoid mouth and eyes.

Contraindications: Pregn.& lactat., live vir./ bact. vaccine immunisat., act./ quiesc.TB, untreat.loc.syst. fung.or bact.infects./ syst.vir.or parasit.infect. irrespect.of anatomic.site.

Side effects: Common: Dysgeus. Uncommon: Pharyngit., URTI, dizzin., lethargy, somnol., anx., insomn., cough, nas. dryn., nas.discomf., throat irritat., wheez., dry mouth, abdomin.discomf., vomit., rash, prurit., contact dermatit.

Condits.aris.from loc.corticoster.use: Nas. ulcerat., nas.sept.perforat., epistax., imp.wound heal., candida albicans infects., glauc., cataracts, immunosuppress., HPA axis effs.incl.growth reduct., somnol.

Warnings and special precautions: Discont.in pres.of hypersens.reacts, immunosuppress.risk expos.to infects.eg.chicken pox/ measles., act./ quiesc.TB, untreat.loc.or syst.fung.or bact.infects./ syst.vir.or parasit.infects/ocul.H.simplex, HIV infect., poss.HPA axis suppress., rec.nas.sept.ulc/ nas.surg./nas.trauma until heal., discont.& treat any loc.Candida albicans infects., vis.changes, incr. IOP hist., glauc., cataracts, monit. growth in childr.<18 yrs., eval.side eff bef.driv./ operat.machin., avoid alcoh/ other CNS depress.to avoid addit.alertn.reduct., embro-foet.toxic.in anim.stud., mometasone excret.in breast milk

Interactions: Ketoconaz.a potent.CYP3A inhib. incr. mometasone conc.
 XE "Triamist" TRIAMIST, Cipla Medpro [P/S]

Triamcinolone acetonide

Indications: Season.& perenn.allerg.rhinit.in adults & childr.6 yrs.& old.

(S3) NASAL SPRAY. 45/21.5.1/0676

721681-001: 55 µg/dos., 120 dos., R207,71
Dosage: Adults & childr.over 12 yrs: Init.2 sprays per nostril once a day.

Maint: 1 spray per nostril as sngl.dly.dos. Childr.6-12 yrs: 1 spray in each nostril dly.2 sprays in each nostril once dly. may be used with more sev.sympt. Maint.on low.effect.dos.once sympt.contr. Contin. use beyond 3 mnths in childr.und.12 yrs not recomm. Consid.alt.ther.if adeq.relief.not obt. within 3 wks.

Contraindications: Childr.und.6 yrs., pregn., safety in lactat.not est.

Side effects: Headache, ocul.hypertens., rhinit., pharyngit., burn./dryn./other irrit./crust.in nose, epistax., sore throat, nas.mucosa ulc., nas./ pharyng. candidias., nas.sept.perforat., sneez., sinus.congest., throat discomf., dry mucous membr.

Warnings and special precautions: Teratogen. in animals follow.topic.applic., poss.growth suppress. in childr. & teen. esp.with high.oral corticoster. dos.over extend.per., act./quiesc.TB of resp.tract, untreat.fung./bact./syst.vir.infects.or ocul. H.simpl., inhibit.eff.on wound heal., concom. corticoster., transf. from syst.to topic.corticoster., avoid expos.to chicken pox/measles., discont. ther. in case of loc.Candida albicans infects., recent nasal surg./trauma/ulc., syst.eff.with excess.dos., poss. hypoadrenal.in infts.born.to mothers receiv. corticoster. dur.pregn.
 XE "Zilfone" ZILFONE Sandoz [P/S]
Mometasone furoate

Indications: Season./perenn.allerg.rhinit.in adults/adolesc./childr.betw.2-11 yrs.

(S2) NAS.SPRAY, 46/21.5.1/0491.490

724010-001: 50 µg/spray, 120 dos., R110,52
Dosage: Commenc.prophylact.treatm.prior to start of pollen seas. 

Adults incl.elderly & adolesc: Recomm.dos: 2 sprays (100 µg) into each nostril once dly., reduc. to one spray/nostril once sympts.control. Incr.to max. 4 sprays (200 µg)/nostril once dly.if inadeq. control., reduc.dos.once sympts.control.

Childr.2-11 yrs: Recomm.dos: 1 spray (50 µg) into each nostril once dly. Tot.dos: 100 µg.

Contraindications: Safety & effic. in pregn.& lactat./ childr.und.2 yrs.not est., untreat.loc.infect. involv. nas.mucosa, in recent nas.surg./trauma use only once heal.occurr.

Side effects: Pharyngit., URTI, hypersens.incl. anaphylact.reacts., psych./CNS/eye disords., incr. IOP, epistax., nas.burn./dryn./irrit./ulcer., rhinit., cough, rhinorrh., GI disturbs., ac.pancreatit., skin reacts., hyperhidros., avasc.bone necros., amenorrh., headache.

Warnings and special precautions: Immunosuppress. risk expos.to infects.eg.chicken pox/ measles, act./quiesc.TB, untreat.fung./bact./ syst. vir. infects/ocul.H.simpl., discont.in fung. infect./persist.nasopharyng.irrit., per.exam.for nas. mucosa chang.with longt.use, regul.height monit. of childr.receiv.prolong.ther., when transf.from syst. to nasal inhal.ther., withdr.grad., unmask.of pre-exist. allerg.condits.prev.suppress.by syst. corticoster., nasal sept.perforat., adren.cortex hyperactiv.

Interactions: Incr.syst.S/E risk with cert. CYP3A inhib.
11.1.3
Chromones
No products listed
11.1.4
Decongestants
 XE "DriNasal" DRINASAL PAEDIATRIC, (Mylan) Xixia [P/S]

Oxymetazoline HCl.
Indications: Nas.congest.assoc.with common cold/sinusit./allerg.rhinit.& hayfev., adjunct.in middle ear infect.
(S1) PAED DROPS, 27/16.1/0390.

702618-003: 0,25 mg/ml, 10 ml, R41,04
Dosage: Max.treatm.period x5 days
Childr.up to 6 yrs: 2-3 drps.in each nostr.2-3xdly.
(S1) PAED.METER.SPRAY, 27/16.1/0390

702620-003: 0,25 mg/ml, 10 ml, R56,01
Dosage: Max.treatm.period x5 days
Childr.up to 6 yrs: 2-3 sprays in each nostr. 2-3xdly.

Side effects: Loc.burn./sting., sneez., dry mouth/ throat, rebound congest., drug induc.rhinit.
Special precautions: Card.dis., hypertens., hyperthyroid.

 XE "Dristan Long Lasting Vapour" DRISTAN LONG LASTING VAPOUR, (Pfizer) Pfizer Consum.[P/S]

Oxymetazoline HCl.

Indications: Nas.congest., otitis med.treatm. adjunct

(S1) NASAL SPRAY J/16.1/397. 0,5 mg/1 g

721387-004: 15 ml squeeze bot., R67,09
783870-019: 15 ml met.dos.pump, R67,08
Dosage: Do not use for more than 5 days. Avoid eyes
Adults & childr.over 6 yrs: Admin. morn.& even.or if necess.at 8-12 hrly interv. Childr.und.6 yrs: Not recomm.

Contraindications: Porphyr., MAOI’s, safety in pregn.& lactat.not est., not for use in childr.und.6 yrs.
Side effects: Burn., sting., trans.irritat., mouth & throat dryn., rebound congest., meds.induc.rhinit., CNS effs., psych.disords.incl.psychot.state, palpits., N&V, weakn., blurr.vis., reduc.appetite.

Warnings and special precautions: Coron.art. dis., heart dis. incl.angina & hypertens., narr.angle glauc., hyperthyroid., diab.mellit., MAOI's, prostat. enlargem., childr.und.6 yrs., do not use for more than 5 days.

Drug interactions: Poss.hypertens.crisis with MAOI’s, vasopress.eff.of anlph1-agon.poss. enhanc.
 XE "Drixine" DRIXINE, Bayer Consum. [P/S]

Oxymetazoline HCl.

Indications: Nas.congest.in colds, flu, hayfev., allerg.rhinit., other upp.resp.allerg., post-nas.drip, & sinusit.

(S1) NAS.SPRAY [P/S] H1376 
721441-009: Regular, 0,5 mg/ml, 20 ml, R51,99
(S1) NAS.PUMP SPRAY, [P/S] H1376 
814199-003: 0,5 mg/ml, 10 ml, R76,29
721976-001: 0,5 mg/ml, 20 ml, R97,58
Dosage: Childr.und.6 yrs: not recomm.

Adults & childr.over 6 yrs: 1-2 sprays in each nostril morn.& even. Not more often than 10-12 hrly. with max.2 applic./24 hrs. Max.5 days.

Contraindications: Porphyr., extreme caut.in MAOI’s, safety in pregn.& lactat.not est., 0,05% in childr.und.6 yrs., narr.angle glauc., trans-sphenoidal hypophysect., inflamm.of skin & mucosa of nas.vestib.& rhinit.sicca, ac.CV dis., card.asthma, sev.hypertens.

Side effects: Loc.reacts., nas.burn./-sting./-discharge/-dryn., incr. nas.discharge, headache, light headedn., insomn., anx., restlessn., trem., confus., irritabil., agitat., drowsin., hallucinat., convuls. (part.childr.), weakn., psychot.states, GI disturbs., vasoconstrict.with result. hypertens./ cerebr. haemorrh.& pulm.oed., card.arrhythm., palpitat., tachycard., card.arrest, hypotens., faint., flush., ang. precipitat., diffic. micturit., urin.retent., dyspn., alt.metabol., sweat., hypersalivat., blurr. vis., dry mouth, throat irrit., rebound congest., appet. reduct.

Special precautions: Childr.esp.sens.to effs., not for use long.than 5 days, CV dis., hypertens., signs of reduc.placent.perfus., freq./ prolong high dos.use may reduc.placent.perfus., hyperthyroid., diab. mellit., clos.-angle glauc., prostat. hypertrophy, halog. anaesth., rebound congest. & rhinorrh. with prolong./ excess.use, 0,05% to be avoid.in phaechromocytoma

Drug interactions: Press.effs. poss.potent.by TCA’s / maprotiline/ MAOI’s, incr.arrhythm.risk with concom.card.glycosid./ quinidine or TCA’s, anti-hypertens. act. poss.revers., poss.hypertens. cris. with alpha-& ß-block., poss. interacts.with guanethidine/ reserpine / digoxin & alpha-methyldopa.

 XE "ENT" ENT, AI Pharm Ltd [P/S]

Phenylephrine HCl 62,5 mg, naphazoline nitrate 6,25 mg/25 ml.
Indications: Nasal congest.due to colds/flu/ sinusit./rhinit.& hayfev.

(S1) NAS.DROPS, [P/S] H1505.

723363-005: 25 ml, R56,80
Dosage: Insert 4 hrly if nec.with max.of 3xdly.
Adults: 2-3 drps. Childr. 3-12 yrs: 1-2 drps.in each nostril.

(S1) NAS.SPRAY, [P/S] H1504.

Phenylephrine HCl 62,5 mg, naphazoline nitrate 5,64 mg/25 ml.
723371-008: 25 ml, R59,73
Dosage: Insert 4 hrly if nec.with max.of 3xdly.
Adults: 2 sprays. Childr.3-12 yrs: 1-2 sprays in each nostril. Use spray spar.in childr.

Contraindications: Sev.coron.dis., hypertens., CV dis., hyperthyroid., MAOI, pregn., spray not for childr. und.2yrs., concom.TCA's.

Side effects: CNS effs., GI disturbs., extreme hypertens.poss.lead.to cerebr.haemorrh., CV effs. incl.ang.pain & hypotens., rebound congest., trans. irrit.

Special precautions: Hypertens., hyperthyroid., childr., CV disords., pts.receiv.guanethidine & simil. adrenerg.block.agents extrem.sens.to phenylephr.

Drug interactions: Hypotens.eff.of reserpine & methyldopa.revers., avoid in pts.receiv. TCA's.

 XE "Iliadin" ILIADINTM, P&G SA Trading [P/S]

Oxymetazoline HCl.
(S1) BABY NOSE DROPS, [P/S] 34/16.1/0366

Indications: Short term treatm.(less than 5 days) of nas.congest.assoc.with ac.rhinit.in infts.old.than 1 mnth.
708510-001: 0,1 mg/ml, 5 ml, R52,38
Dosage: Do not exceed recomm.dos.or admin. long. than 5 days. Meter.pipette supplied clearly mark.

Infts.1-12 mnths: 1-2 drps.in each nostril 2-3xdly.

(S1) KIDS NOSE DROPS, [P/S] V/16.1/296.

Indications: Nas.congest.due to common cold, sinusit., allerg.rhinit.& hay-fever. Adjunct.in otit. media.

732281-008: 0,25 mg/ml, 10 ml, R65,88
Dosage: Childr.up to 6 yrs: 2-3 drps.in each nostr. 2-3xdly.
(S1) KIDS NOSE SPRAY, [P/S] V/16.1/296. 

732338-018: 0,25 mg/ml, 10 ml, R88,48
Dosage: Childr.up to 6 yrs: 2-3 sprays in each nostr. 2-3xdly.

(S1) NOSE DROPS, [P/S] H1400. 

732257-018: 0,5 mg/ml, 10 ml, R60,91
Dosage: Adults & childr.over 6 yrs: 2-3 drps.in each nostr. 2-3xdly.

(S1) METER.NOSE SPRAY, [P/S] H1597. 

732265-002: 0,5 mg/ml, 10 ml, R81,37
Dosage: 2-3 sprays in each nostr. 2-3xdly.

(S1) NOSE SPRAY, [P/S] H1597. 

Indications: Nas.congest.due to common cold/ sinusit/allerg. rhinit & hay fev., adjunct treatm.in middle ear infect.

732303-001: 0,5 mg/ml, 20 ml, R65,03
Dosage: 1 spray in each nostr. 2-3xdly.

Contraindications: Porphyr.

Side effects: Loc.burn./sting., sneez., dry mouth/ throat, rebound congest., fast irreg.heartbeat, headache, light-headedn., nervousn., trembl., trouble in sleep.

Warnings and special precautions: Admin. more freq.than recomm./prolong admin.without med.advice, MAOI ther., agents with potent.to incr.BP, incr.IOP esp.narr.-angle glauc., sev. cardvasc. dis., phaeochromocyt., metabol.disords. eg.hypertens.& hyperthyroid., pregn.& lactat., childr. esp.prone to system.absorpt.

Drug interactions: Poss.hypertens.cris.with MAOI, maprotiline may potent.press.eff.

 XE "Nazene" NAZENE ADULT NASAL, AI Pharm Ltd [P/S]

Oxymetazoline HCl.
Indications: Nas.congest.assoc.with common cold/sinusit./allerg.rhinit.& hay fev..
(S1) METER.SPRAY, A39/16.1/0211

715296-001: 0,50 mg/ml, 10 ml, R63,31
Dosage: Do not admin.long.than 5 days.
Adults & childr.6 yrs.& over: 2-3 sprays in each nostr. 2-3xdly.

Contraindications: Porphyr., safety in pregn.& lactat.not est.

Side effects: Headache, light-headedn., nervousn., trembl., trouble in sleep., blurr.vis., fast irreg.heartbeat, high BP, loc.burn./sting./ dryn., sneez., incr.nas.discharge, dry mouth/ throat, rebound congest., weakn.

Special precautions: Incr.IOP esp.narr.-angle glauc., sev.cardvasc.dis.eg.coron.heart dis./ hypertens., metabol.disords.eg.hyperthyroid./ diab.mellit., childr.esp.prone to system.absorpt., insuffic.evid.to est.effic.& safety in infts.less than 1 mnth., consult Dr for long-term use.
Drug interactions: Maprotiline may potent. press. eff., incr.BP with MAOI/other sympathomimet.

 XE "Nazene Z" NAZENE Z, (AI Consum) AI Pharm Ltd [P/S]
Oxymetazoline HCl 0,5 mg, Zn sulph. 0,015 mg/ml.

Indications: Nas.congest.in ac.colds/allerg. rhinit. / sinusit./hay fev.

(S1) NAS.SPRAY. H 1501.

746126-018: 20 ml, R48,54
Dosage: Adults: 1 spray in both nostrils 1-3xdly as reqd.

Contraindications: Childr.und.6 yrs., porphyr.

Side effects: Loc.burn./sting., sneez., dry throat & mouth., GI disturbs.

Special precautions: Rebound congest./drug induc.rhinit.with prolong.use.

 XE "Nazovin" NAZOVIN, (Cipla Medpro) ,Actor [P/S]

Xylometazoline HCl.

Indications: Nas.congest.in colds, sinusit., otit.med. & to facilit.rhinoscop.

(S1) ADULT MET.SPRAY, [P/S] 46/16.1/0311

723718-001: 1 mg/ml, 10 ml, R55,38
Dosage: Adults & childr.over 12 yrs: 1 spray into each nostril. Tot.of 3 applic./day usual.suffic. Max. x7 days. Do not exceed recomm.dos.esp. childr. & elderly

(S1) PAED.NAS.DROPS, [P/S] 46/16.1/0854
723720-001: 0,5 mg/ml, 10 ml, R55,38
Dosage: Childr.2-12 yrs: 1-2 drops into each nostril once or 2x dly. 2 applic./day not to be exceed. Max. x5 days.
Contraindications: Ischaem.heart dis., hyperthyroid., MAOIs, status post sphenoid. hypophysect.or aft.transnas.-/oral surg.intervent.in which dura mater expos.

Side effects: Loc./ CNS effs., epistax., anosm., GI disords., palpitat., skin/ allerg. reacts., vis.disturbs.

Warnings and special precautions: Absorb. through nas.mucosa, hypertens., phaeochromocyt., CV dis., narr.angl. glauc., diab.mellit., prostat.hypertrophy, strong sympathomimet. react., rebound congest.with prolong./ excess.use, poss.atroph.rhinit.with chron. use, poss.porphyrinogen., topic.applic., pregn. & lactat., do not swall.if dripp. into throat.

Drug interactions: TCAs poss.potent.syst.effs., hypertens. cris., MAOIs.revers.act.of antihypertens. agents.

 XE "Otrivin" OTRIVIN, GSK Consum [P/S]

Xylometazoline HCl.

Indications: Nas.decongest.in colds & sinus infect., otit.med., & to fac.rhinoscopy.

(S1) ADULT DRPS, [P/S] H/16.1/1382. 1 mg/ml.

798991-003: 10 ml, R68,54
Dosage: Adults & childr.over 12 yrs: 2-3 drps. in each nostril dly.as reqd. 3xdly usual.suffic.

(S1) ADULT MET.SPRAY, [P/S] H/16.1/1382., 31/16.1/0319 1 mg/ml.

821934-007: 10 ml, R88,49
703557-001: Menthol, 10 ml, R88,49
Dosage: Adults & childr.over 12 yrs: One puff into each nostr.as reqd. 3xdly usual.suffic.

(S1) PAED.DRPS, [P/S] H/16.1/1381. 0,5 mg/ml.

799114-006: 10 ml, R68,54
Dosage: Childr.2-11 yrs: 1-2 drps.in each nostril 1-2xdly. Max.2 applic/day.

(S1) PAED.MET.SPRAY, [P/S] H/16.1/1381. 0,5 mg/ml

821942-018: 10 ml, R84,51
Dosage: Childr.2-11 yrs: One puff into each nostril 1-2xdly. Max.2 applic./day.

Contraindications: Hyperthyroid., narr.angl. glauc.or predispos.to it, diab.mellit., ischaem. heart dis./other heart dis.incl.ang.or hypertens., MAOI, status post-transsphen.hypophysec./aft. transnas.oral surg.in which dura mater expos., not advis.in pregn.due to system.absorpt.potent., safety in lactat.not est.

Side effects: Rebound congest., loc.sting.& irrit., dry nose, naus., headache, lightheadn., palpit., anosmia, epistax., dizzin., insomn., trans.vis. disturbs., skin rash, hypersens.reacts.incl.contact. dermatit.with menthol, poss.atroph.rhinit.with chron. use.
Special precautions: Hypertens., CV dis., pts. who show strong reacts.to sympathom., do not exceed recomm.dos.esp.childr.& elderly, prolong. use.

Drug interactions: TCA’s may potent.syst.effs.

 XE "Oxymist" OXYMIST, Cipla Medpro [P/S]

Oxymetazoline HCl.
Indications: Nas.congest.relief due to common cold/ sinusit/allerg. rhinit & hay fev., adjunct treatm. in middle ear infect.

(S1) 0,025 MET.NAS.SPRAY, 47/16.1/0792

3001287-001: 0,25 mg/ml, 10 ml, R56,37
Dosage: Do not use more freq.than recomm. Childr.up to 6 yrs: 2-3 sprays in each nostr.2-3xdly. 

(S1) 0,05 MET.NAS.SPRAY, 47/16.1/0793
3001288-001: 0,5 mg/ml, 10 ml, R56,37
Dosage: Do not use more freq.than recomm. Adults &childr.6 yrs.& old: 2-3 sprays in each nostr. 2-3xdly.

Contraindications: Inflammat./les.of skin around nose/nas.mucosa, trans-sphenoid.hypophysect./ nas. surg.expos.dura-mater, other concom. sympathomimet.decongest., phaeochromocyt., porphyr.

Side effects: Less freq: Insomn., nervousn., anx., restlessn., irritabil., trem., headache, eye irritat., dry eyes, eye redn./discomf., tachycard., palpitat., incr. BP, nose/mouth or throat discomf./-irritat./-dryn., sneez., naus. Freq.unknown: Dizzin., rebound hypotens., loc.sting/burn., trans.irritat., rebound congest.aft.freq./prolong.use.
Warnings and special precautions: Hypertens., card.dis.incl.ang./coron.artery dis., diab. mellit., hyperthyroid.dis., hepat.& ren. disords., prostat.hypertrophy, MAOI ther., occuls. vasc.dis., narr.-angle glauc., discont.ther.& consult med. practit.if hallucinate./restlessn.or sleep disturbs. observ., do not admin.long.than x5 days, keep mist away from eyes, childr.more prone to system. absorpt., avoid in pregn.& lactat.
Interactions: Poss.hypertens.interacts.with MAOI & revers.inhibit.of monamine oxidase, effic.of antihypertens. meds.incl.beta-block./& adrenerg. neurone block.reduc., poss.hypertens.risk & dysrhythm. with concom.TCA’s/appetite suppress./ amphetam.-like psychostimul., poss.addit.CV toxic. with antiparkinson.meds.eg.bromocriptine, incr. dysrhythm.risk with card.glycos., incr.ergotism risk with ergot alkaloids.

 XE "Sinutab" SINUTAB NASAL SPRAY, J&J [P/S]

Xylometazoline HCl.
Indications: Nas.congest.due to common cold, sinusit., allerg.rhinit.& hayfev.

(S1) SOL. P/16.1/184.

702940-001: 1 mg/ml, 10 ml, R56,62
Dosage: Adults & childr.over 12 yrs: 1 spray into each nostril 2-3x/day as requir.Max.dly.dos: 3 sprays. Do not use for more than 3 days/exceed recomm.dos.

Contraindications: Childr.und.12 yrs.not recomm., prolong.use in chron.rhinit., concom. adrenerg. neur.block.agents/MAOI’s.

Side effects: Loc.sting., sneez., dry nose, headache, insomn., drowsin., nausea, palpits. 

Special precautions: Hypertens., hyperthyroid., rebound congest./chemic.rhinit.with prolong.use.

See also MDR page 400-404.
 XE "Vibrocil-S" VIBROCIL-S, GSK Consum. [P/S]
Dimethindene mal. 25 mg, phenylephrine base 250 mg/100 g or 100 ml.
Indications: Nas.& sinus congest., dry.nas. mucosa.

(S2) NASAL GEL, [P/S] G/16.1/227.

775959-006: 12 g, R61,27
Dosage: Adults & childr.over 6 yrs: Apply 4xdly, last applic.on retir.
(S2) SOL, [P/S] W/16.1/93.

Indications: Nas.& sinus congest.
794414-001: 15 ml, R100,66
Dosage: Adults & childr.over 6 yrs: 1 spray in each nostril 3-4xdly.
Contraindications: Atroph.rhinit., MAOI., safety in pregn.& lactat.not est.

Side effects: Burn., vestibulit., GI disturbs., poss. syst.absorpt.can raise BP, vasoconstrict.with result. hypertens., CV effs., diffic.micturit., urin. retent., dyspn., alt.metabol., sweat., hypersalivat., prolong.use: skin sensitisat., excess use: rebound congest.

Special precautions: Hypertens., CV dis., diab. mellit., thyrotoxicos., hyperthyroid., clos.angle glauc., prolong./excess.use, concom.TCA’s & ß-adrenerg.block., card.glycoside/ quinidine, pregn., halogen.anaesthes.

Drug interactions: Poss.interacts.with guanethidine, reserpine, digox., alpha-methyldopa, alpha & ß-block.

11.1.5
Antihistamines
11.1.6
Mucolytics
No products listed
11.1.7
Others
No products listed.
11.2
Ear drops and ointments
 XE "Adco-Otised" ADCO-OTISED, AI Pharm Ltd [P/S]

Phenazone 0,05 g, benzocaine 0,01 g, glycerine 1,185 g/ml
Indications: Ear infects.with intact eardrum.

(S2) EAR DROPS. H1418.

751537-004: 15 ml, R13,83
Dosage: 3-4 drps.in ear 4 hrly.
Contraindications: Perforat.eardrum., infts.

Side effects: Allerg.reacts.

Special precautions: Pts with low plasma cholinesterase/anticholinesterase

 XE "Aurone" AURONE, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Phenazone.

Indications: Painf.ear inflamm.condits.

(S2) EAR DROPS, [P/S] H1389. (Act 101/1965) 

705780-007: 750 mg/15 ml, 15 ml, R72,02
Dosage: Instil. 5-10 drps. 2 hrly.

(S2) FORTE DROPS, [P/S] H1390 (Act 101/1965).

Phenazone 750 mg, benzocaine 150 mg, chlorbutol 150 mg/15 ml.

Indications: Ac.otit.med., simple catarrhal otit., furunculos.& other ear inflamm.condits.& infects.
705799-018: 15 ml, R75,87
Dosage: Instill. 5-10 drps. 2 hrly.

Contraindications: Porphyr.
Side effects: Skin erupts., Forte also: methaemoglobaemia.

Special precautions: Loc.anaesthet.: epilep., shock, myasth.grav., imp.card.conduct., liv. damage, ear condits with discharge/perforat. tympan.membr.

 XE "Betnesol" BETNESOL, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph.
Indications: Inflam.condit.of the ear

(S4) EAR DROPS. H1257. 1 mg/ml.

708267-009: 5 ml, R230,01
Dosage: 2-3 drps 2-3 hrly.until control achiev.then reduc.
Contraindications: Vir., bact., fung., TB & purul. infects., pregn., ulcerat.condit., rosacea, H.simplex, vaccinia/varicella

Special precautions: Long term use in childr., infect.sympt.poss.mask., incr.suscept.to infect., adren.suppress.esp.in infts., grad,withdr., HF, rec. MI, hypertens., diab.mellit., epilep., glauc., hypothyroid., hepat.fail., osteoporos., pept.ulcerat., psychos., sev.affect. disords., ren.impairm.

Drug interactions: Corticoster.eff.reduc.by barbit./carbamazepine/phenytoin/primidone & rifampic., corticoster.plasma conc.incr.by OC’s & ritonavir, corticoster.with K+ deplet.diuret.poss. caus. excess K+ loss & incr.hypokalaem.with amphotericin B/xanthines & ß2-agon., incr.GI bleed. & ulcerat.with concom.NSAID’s, alt. respons. to anticoags., poss.incr.antidiab./ antihypertens. requirem., salicyl.ser.conc.decr., antimuscar. effs.in myasth.grav.poss.decr., poss. interacts with antivir./neuromusc.block.& fem. hormones.

 XE "Betnesol-N" BETNESOL-N, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph. 0,1 g, neomycin as sulph. 0,35 g/100 ml.
Indications: Inflam.ear condits.with poss./pres. bact.infect.

(S4) EAR DROPS. H1258.

708291-007: 5 ml, R182,82
708429-009: 10 ml, R365,65
Dosage: 2-3 drps 2-3 hrly.until control.achiev. then reduc.

Contraindications: Viral, fung., TB & purul. infects., perfor.eardrum, neonates, pregn., lactat.

Side effects: Ac.sensitisat.

Special precautions: Should not be used until intact tympan.membr.visualis., avoid unnecess./ prolong. use, adren.suppress.esp.in infts.

 XE "Cilodex" CILODEX, Novartis [P/S]

Ciprofloxacin 3 mg, dexamethasone 1 mg/ml.
Indications: Top.treatm.of ac.otit.med.with tympanostomy tubes, ac.otit.externa caus.by suscept.bact.strains.

(S4) EAR DROPS (SUSP.) A39/16.2/0544

710689-001: 5 ml, R279,95
Dosage: Adults & childr: 4 drps.2x dly.x7 days.

Contraindications: Ciprofloxac./other quinolone or dexamethasone hypersens., vir.& fung.otic infects., untreat.parasit.otic infects., pregn.

Side effects:Common: Ear pain. Uncommon: candid.infect., irritabil., paethes., otorrh., ear congest./-discomf./-pruritus, fung.ear infect., flush., skin exfoliat., vomit., dysgues., tampanostomy tube block., fatig., cry. Rare: Dizzin., headache, hypoacus., tinnit., med.residue pres., hypoglycaem.partic.in diabet., rash, rash erythematous

Warnings and special precautions: Eval. furth. to excl.underly. condit.if 2 or more episod. of otorrhea occur within 6 mnths./if otorrhea perists aft.full course, superinfect., ser.allerg. reacts. report.with syst.admin.theref.discont. immed.if allerg.react.occurs, caref.bld.gluc. monit.of diabet., monit.elderly & those on concom. corticoster.for tendon inflammat.& discont.at 1st sign, monit.for clinic.signs of infect., otic use only, irrit.propert.of benzalkon.chlor., teratogen., lactat.

 XE "Covancaine" COVANCAINE, AI Pharm Ltd [P/S]

Na-sulphacetamide 100 mg, phenazone 50 mg, benzocaine 10 mg, urea 120 mg/ml.
Indications: Ac./chron.otit.media & -externa.

(S2) EAR DROPS. H1474.

716596-008: 20 ml, R63,67
Dosage: Fill ear every 1-4 hrs.
Contraindications: Vir./fung.infects.

Side effects: Irrit.to inflam.skin/exudat.les.

 XE "Maxidex" MAXIDEX, Novartis Ophtha
See Section 15.2
 XE "Waxsol" WAXSOL, Mylan [P/S]

Docusate sodium

Indications: Ear wax remov.
(S0) EAR DROPS, V/16.2/289. 0,05g/10 ml

778567-001: 10 ml, R93,12

Dosage: Aural use only. Tilt head & fill ear canal (usually 10 drops) on 2 consecut.nights. Plug ear with cottonwool leav.in ear overnight. If aft.2 nights ear is still block.consult Dr.

Contraindications: Infect., tympan.perforat.

Side effects: Less freq: Applic.site reacts.incl. trans. Unknown: Hypersens.reacts., allerg.skin reacts., contact dermatit., audit.can.injur./ inflammat.
 XE "Xindex" XINDEX, Gen-eye [P/S]

Ciprofloxacin 3 mg, dexamethasone 1 mg/ml.
Indications: Top.treatm.of ac.otit.med.with tympanostomy tubes & ac.otit.externa caus.by suscept.bact.strains.

(S4) EAR DROPS (SUSP.), 49/16.2/0071

3005895-001: 5 ml, R223,96
Dosage: Adults & childr: 4 drps.2x dly.x7 days.

Contraindications: Ciprofloxac./ other quinolone or dexamethasone hypersens., vir.& fung.otic infects., pregn.

Side effects:Frequent: Ear discomf.& pain. Less freq.: Candid., irritabil.& cry., paraesthes., dizzin., headache, otorrh., ear congest./-disord./-pruritus, fung.ear infect., tinnit., cerum.impactat., hypoacus., med.residue, flush., vomit., dysgues, skin exfoliat., rash incl.scaly & erythematous, fatig., device occlus. Freq.unknown: Blurr.vis.,tendon inflamm., articul.swell., hypersens.

Special warnings and precautions: For otic use only, eval. furth. to excl.underly. condit.if 2 or more episod. of otorrhea occur within 6 mnths./if otorrhea perists aft.full course, disc.treatm.if superinfect.occur, ser.allerg. reacts. report.with syst.admin.theref.discont. immed.if allerg.react.occurs, monit.elderly & those on concom. corticoster.for tendon inflammat.& discont.at 1st sign, monit.for clinic.signs of infect., refer blurr.vis./vis.disturb.to opthalmol., rrit.propert.of benzalkon.chlor., S&E not est.in childr.<6mnths.with ac.otit.med.with tympanostomy tubes & in childr.<1 yr with ac.otit.externa, breastf.
11.3
Mouth and throat preparations
CEPACOL SORE THROAT AND COUGH RELIEF DISCS (MDR Listing)
 XE "Andolex" ANDOLEX, iNova [P/S] 
Benzydamine HCl.

Indications: Symptomat.relief.of painful mouth & throat inflamm.condit., traumat.condits.& dent.ops.

(S1) SOL, Z/16/40.
810576-007: 22,5 mg/15 ml, 200 ml, R116,30
Dosage: Rinse/ gargle with 15 ml undil.sol 1½-3 hrly. Can be dil.if sting./ burn.sensat.occurs.

(S1) SPRAY, Z/16/40. 

816167-001: 22,5 mg/15 ml, 30 ml, R96,42
Dosage: 5-10 sprays on affect.area and swallow gently, rep.1½-3 hrly.as necess.
Contraindications: Childr.und.12 yrs.

Side effects: Less.freq.: Hypersens.reacts.incl. urticar./rash/laryngosp & photodermatit., light headedn., oral tiss.numbn./sting.& burn.sensat., taste disturbs. Freq.unknown: Ser.allerg.react. (anaphylact.shock), N&V
Special warnings and precautions: Avoid eye contact, do not exceed 7 days uninterrupt. treatm., poss.delay.allerg.reacts., safety in pregn.& lactat.not est.

See also MDR page 355-358.
 XE "Andolex Analgesic" ANDOLEX ANALGESIC, iNova [P/S]

Benzydamine HCl.

(S1) SPRAY, 51/16.5/0924. 

3007196-001: 45 mg/15 ml, 15 ml, R104,58

Indications: Symptomat.treatm. or irritat.inflamm.states, also assoc.with oropharyngeal pain (eg.pharyngit./ gingivit./ stomatit), and aft.conservat./ extract.dental therap.

Dosage: 2-4 sprays on affect.area and swallow gently, rep.2-6 x dly.as necess.

Do not exceed.recomm.dose. Uninterrupt.treatm.not to exceed 3 days without med.supervis.

(S1) LOZ, 31/16/0239

827614-005 3 mg/loz, 24, R95,28
Indications:Sympt.relief of painf.condits.of mouth & throat.
Dosage: Suck 1 loz 1-2 hrly as needed, max 12/ day.Dissolve slow in mouth.  
Side effects: Spray: Rare: Hypersens.reacts., burn.sensat., dry mouth Very rare: Laryngosp., angioed.Uncommon: Photosens. Unknown: Anaphylact.reacts. Loz.: Rare: Burning/dry mouth. Very rare: Laryngosp., angioed. Uncommon: Photosens. Unknown: Anaphylact./ hypersens reacts, oral hypoaesthes. 

Special warnings and precautions:Spray: S&E not est in childr.<18, use esp.prolong.may cause sensit., cont.methyl p-hydroxybenzoate poss.caus.allerg.reacts.(also delayed) Loz.: Excess.consumpt.laxat.eff., not recomm.childr.<6 Both: Hypersens.to acetylsalicylic acid/ othr NSAIDs, bronchial asthma hist., safety in pregn.& lactat.not est. 

 XE "Andolex-C" ANDOLEX-C, iNova [P/S] 
Benzydamine HCl 22,5 mg, chlorhexidine gluconate 18 mg/15 ml. Alcohol 9%.
Indications: Relief of min.infects.& painful mouth & throat inflamm.condit., reduc.plaque developm.

(S1) ORAL RINSE, 31/16.4/0143
827630-018: 200 ml, R121,92
(S1) SPRAY, 31/16.4/0143

710149-001: 30 ml, R101,23
3005240-001: 50 ml, R168,72
Dosage: Do not exceed 7 days treatm.except und. med. supervis.
Adults: Rinse/ gargle with 15 ml undil.sol for 30 secs. every 1½-3 hrs. Childr. 6-12 yrs: 5-15 ml every 3 hrs.

Adults: 5-10 sprays onto affect.area then gently swallow. Rep. every 1½-3 hrs. as necess.

(S0) LOZ, 31/16.4/0042

Benzydamine HCl 3 mg, cetylpyridinium Cl 1,33 mg 

Indications: Relief of min.infects.& painful mouth & throat condit.
827622-007: 16, R57,40

Dosage: Do not chew. Do not exceed 7 days uninterrupt. treatm.

Suck 1 loz.slowly in mouth every 1-2 hrs.as reqd.to max.12 loz./day.
(S1) ORAL GEL, 33/16.4/0285
Benzydamine HCl 10 mg, cetylpyridinium Cl 1 mg/g
Indications: Painf.inflam.mouth condits.incl. mouth/ dent.ulc., sore gums.

705350-001: 10 g, R75,18
Dosage: Do not eat/drink for 15 mins.aft. applicat.

Gently massage 1 cm into affect.area every 2-3 hrs. upto max.12x/day.

Side effects: Most common: Oral numbn., sting./ burn.sensat., dry mouth., thirst, tingl., warm feel. in mouth, alter.taste. Freq.unknown: Ser. allerg. react.(anaphylact.shock)

Warnings and special precautions: Childr.und. 6 yrs., safety in pregn.& lactat.not est., if sore throat is caus./complic.by bact.infect.appropr. antibact. ther.to be consid., laxat.eff.with excess loz. consumpt.

See also MDR page 356-358.
 XE "Cepacol" CEPACOL, AI Pharm Ltd [P/S] 

Cetylpyridinium chloride 1,47 mg, benzyl alcoh. 6,5 mg.

Indications: Sore/irrit.throat, minor mouth infect., oral hygiene.

(S0) LOZ (Reg) [P/S] H1388.
713252-006: 24, R45,31
(S0) LOZ (Menthol) [P/S] 40/16.4/0297
713317-019: 24, R45,31
(S0) LOZ (Honey & Lemon) [P/S] 33/16.4/0505
894854-006: 24, R45,31
(S0) LOZ (Blackcurrant) [P/S] 33/16.4/0492
894850-008: 24, R45,31
Dosage: Diss.one as reqd.

Contraindications: Loz: Childr.und.3 yrs., diab.

Side effects: N&V, CNS depress., depolaris. musc. relax.propert.

 XE "Coryx" CORYX THROAT, Cipla Medpro
Benzocaine 267 mg, chlorhexidine glucon.sol.20% 1 ml/100 ml.

Indications: Sore throat pain & discomf., minor mouth irrit.

(S1) SOL, W/16.3/58

717505-001: Gargle: 200 ml, R86,81
723270-001: Spray: 100 ml, R42,86
Dosage: Gargle: Use undil/dil.with small quantity water. Do not swallow. Rinse mouth x1 min.3-4 hrly as need.

Adults: 15-30 ml. Childr.6-12 yrs: 5-15 ml.

Spray: Rinse mouth and back of throat without swallow.excess sol. Rep.every 1½-3 hrly.as necess

Adults: 4-8 sprays directly onto affect.area. Max.32 sprays/day. Childr.6-12 yrs: 2-4 sprays directly onto affect.area. Max.16 sprays/day.

Side effects: Allerg.reacts.incl.nas.congest./ shortn. of breath/skin rash/hives & fac.swell., conjunctiv.irrit., loc.skin sensitive.reacts., tooth/ tong.discolourat., large swell.in mouth/throat, muc.membr.irrit., tong.tip irrit., taste disturbs., tong.burn., tartar incr.on teeth, fac.& neck swoll.glands,

Special precautions: Rins.mouth aft.use , may incr. bittern.& decr.eff., alter.taste of food x4 hrs. aft.use, do not admin.to pts.with phenylketonur., safety in pregn.not est.

 XE "Dermadine" DERMADINE ORAL ANTISEPTIC, Cipla Medpro [P/S]
Povidone iodine.

Indications: Painful infect.& inflamm.mouth & throat, routine mouthwash.

(S0) LIQ. H1511. 1 g/100 ml.

799688-002: 200 ml, R39,03
Dosage: Mouthwash: Dil.1:2 parts water.

Infect: Use full strength x30 secs.hrly. Childr. und. 3 yrs: Dil.1:3 parts water & paint mouth.
Contraindications: Pregn., lactat., non-toxic nodul.colloid.goitre, I-allergy.

Side effects: Sensitisat.

 XE "Dynexan" DYNEXAN, AI Pharm Ltd [P/S]

Tetracaine HCl 50 mg, extr.of chamomile, arnica and salvia with Al-triformate 1 g/10 g.
Indications: Mucous membr./lips & gums anaesthet., cold sore, mouth ulc.relief, denture irrit.

(S1) OINT. G2266.

826391-001: 10 g, R44,84
Dosage: Apply small quantity to affect.area 3xdly 5-7 hrly.

Contraindications: Low plasma-cholinesterase conc./pts.receiv.anticholinesterases
Side effects: Allerg.reacts.

Special precautions: Epilep., myasth.grav., imp. card.conduct., shock, imp.liv.funct., prolong. use/ extens.areas.

Drug interactions: Sulphonamide act.may be antagon.

 XE "Endcol" ENDCOL, (Unicorn) Pharmacare [P/S]

Cetylpyridinium Cl. 0,866 mg, benzocaine 5,000 mg

Indications: Sore/infect./irrit.throat.

(S1) THROAT LOZ, H1392.

873977-009: 16, R31,08
Dosage: Adults: Suck 1 loz.3 hrly.when necess. not exceed 8 loz./24 hrs. Childr.und.12 yrs: ½ loz. 3 hrly.

Contraindications: Low plasma-cholinester. conc./ receiv.anticholinester., concom. sulphonamid., myasth.grav.

Side-effects: N&V, CNS excitat./depress.eff., convuls., hypotens., resp.fail., coma, allerg.reacts., dyspn., cyanos., asphyx., vasovag.attack, dizzin., tinnit., nystagm., blurr.vis., trem., musc.twitch., syst. toxic. incl.peri-oral & tong.numbn., myocard. depress., periph.vasodilat., bradycard., arrythm., card. arrest, methaemoglobinaem.

Special precautions: Epilep., imp.card.conduct./ resp.funct., liv.damage.
 XE "Gesoral" GESORAL, Pharma Dynamics [P/S]

Benzydamine HCl 22,5 mg, chlorhexidine gluconate 18 mg/15 ml
Indications: Relief of min.infects.& painful mouth & throat inflamm. condit., reduc.plaque developm.

(S1) ORAL SPRAY, 48/16.4/0942
3006566-001: 30 ml, R81,65
Dosage: Adults &childr.>12: 5-10 sprays direct.onto painf./ inflam. area, swall.gently. Repeat at 1½-3 hrly as necess.
Contraindications: Childr.und.12 yrs., pregn.& lactat.

Side effects: Less freq.: Hypersens.incl. urticar./ rash/ bronchosp.or laryngosp. / photodermatit., oral tiss.numbn., sting.sensat., prurit., photosens., dryn., thirst, oral dequamat., trans.taste disturb., revers.discol.of teeth & tong., parotid gland swell. Freq.unknown: Serious allerg.reacts.incl.diffic.breath./ chest pain or tightn./ dizzy or faint feel./ sev.skin itch.or raised lumps/ swell.face, lips, tong.& or throat.(life-threaten.), GI distrub. 
Special warnings and precautions: Not advis.in pts with acetylsalicyl ac./ othr.NSAID hypersens., bronchial asthma hist.as bronchosp.may precipit., avoid cont.with eyes, do not exceed 7 days uninterrupt.treatm. exc.under med.supervis., stop if condit. is aggrav./not improve, contains sorbitol=fructose source, cont.small amount alcoh.

Interactions: Anion.surfact. in toothpast. incompat.with chlorhexid., allow 30 min.between teeth brush and using the spray.
 XE "Medi-Keel A" MEDI-KEEL A, AI Pharm Ltd [P/S]

Benzocaine 12 mg, cetylpyridinium chlor. 1,5 mg

Indications: Sore throat, sympt.relief.
(S1) LOZ, T/16.3/223, 33/16.3/0496,0495

741035-006: 16, R45,73
884225-004: 16 Honey & lemon, R45,73
884233-007: 16 Blackcurrant, R45,73
Dosage: Diss.1 loz.slowly in mouth 2-3 hrly as reqd.
Contraindications: Low plasma-cholinesterase conc./ receiv.anticholinesterases, safety in pregn. & lactat.not est., childr.und.6 yrs.not recomm.

Side effects: Syst.effs./toxic.incl.peri-oral & tong. numbn., CNS eff.incl.nystagm., blurr.vis., musc. twitch., convuls., N&V, resp.fail, coma., myocard. depress., hypotens.& bradycard., arrythm., card.arrest, idiosyncras., allerg.reacts.

Special precautions: Benzocaine sens., epilep., imp. card.conduct./respir.funct./hepat.damage, myasthen.grav.

(S1) THROAT GARGLE, [P/S] H/16.3/199.

Dibucaine HCl 5 mg, benzocaine 30 mg, cetylpyridinium chlor. 3,713 mg, benzyl alcoh. 60 mg/15 ml.
Indications: Sore & irrit.throat, minor mouth irrit.

741043-018: 100 ml, R42,16
Dosage: 15-30 ml as gargle/rinse 3-4 hrly as nec.
Special precautions: Sev.traumatis./sept.loc. mucosa.

(S0) THROAT SPRAY, [P/S] T/16.4/ 184

Phenol

Indications: Min.sore throat infects.
805173-005: 0,5 g/100 ml,100 ml, R59,19.

Dosage: Repeat 2 hrly if necessary. Adults & childr.over 12 yrs: Full strength 5 sprays. Childr.6-12 yrs: 3 sprays.

Side effects: Cert.pts.may become senitis.to phen., loc.irrit.
Special precautions: Consult dr.if sympts.sev.& persist., not to be admin.to childr.und.6 yrs.unless direct.by dr.

 XE "Oralact Mouthwash" ORALACT, (Cipla Medpro) Actor Pharma [P/S] 
Diclofenac free acid
Indications: Sympt.treatm.of localis.inflamm.dis.associat.with pain of oropharyngeal cavity poss.caused by condits.such as pharyngit., pharyngotonsill., tonsill., gingivit., mucosit.& mouth ulcer. Dental pain and inflamm.after minor treatm./extract. Oral mucosit.from radiotherp.in oncology pts.

(S2) MOUTHWASH, 48/16.5/0130, 0,74 mg/ml
3005886-001: 200 ml, R142,81
Dosage: Rinse/gargle with req.qty undilut./dilut.with small amt.of water.Do not swallow. Painful inflamm.condits.: 15 ml for 30sec.2x dly.Aft.dental treatm.:15 ml for 1min.2xdly.Oncology:15 ml for 2min.3xdly
Contraindications: Hypersens.to diclofenac/ acetylsalicyl.acid/ othr NSAIDs.
Side effects: Less freq.: Cough, mild irritat.of oral cavity.
Special warnings and precautions: Disc.if any manifestat.of drug reacts.with eosinophill.& system.sympts (DRESS)/ sensitisat.phenomena esp.with prolong.use, sorbitol may have laxat.eff., rare heredit.condits.of sorbitol intol., sodium benzoate mild irritant to skin/ eyes/mucous membr., safety in pregnan.& lactat.not est., safety & effic.not est.in childr./elder./ ren.or hepat.impairm.

See also MDR page 28.
 XE "Oralact Throat spray" ORALACT, (Cipla Medpro) Actor Pharma [P/S] 
Diclofenac free acid
Indications: Sympt.treatm.of localis.inflamm.dis.associat.with pain of oropharyngeal cavity poss.caused by condits.such as pharyngit., pharyngotonsill., tonsill., gingivit., mucosit.& mouth ulcer. Dental pain and inflamm.after minor treatm./extract.
(S2) THROAT SPRAY, 48/16.5/0299, 0,3 mg/0,2 ml spray.

3005896-001: 15 ml, R120,80
Dosage:Recomm.dose: 2 sprays direct.to affect.area 3xdly. 
Contraindications: Hypersens.to diclofenac/ acetylsalicyl.acid/ othr NSAIDs.
Side effects: Less freq.:Headache, vis.alterat., hypotens., shiver., naus., dyspeps., mucous membr.alter.Freq.unknown: Burn.sensat.in mouth
Special warnings and precautions: Disc.if any manifestat.of drug reacts.with eosinophill.& system.sympts (DRESS) / sensitisat.phenomena esp.with prolong.use, sorbitol may have laxat.eff., rare heredit.condits.of sorbitol intol., sodium benzoate mild irritant to skin/ eyes/mucous membr., safety in pregnan.& lactat.not est., safety & effic.not est.in childr./elder./ ren.or hepat.impairm.

See also MDR page 29.
 XE "Oranix" ORANIX, (Cipla) iNova [P/S]

Benzydamine HCl 22,5 mg, chlorhexidine gluconate 18 mg/15 ml. Alcohol 9%
Indications: Relief of min.infects.& painful mouth & throat inflamm.condit., reduc.plaque developm.

(S1) ORAL RINSE, 34/16.4/0391.

723607-001: 30 ml spray, R86,89
723600-001: 200 ml, R103,51
Dosage: Use as a gargle: Gargle with 15 ml for at least 30 secs. Repeat at 1½-3 hrly interv. as requir. Do not swall.

As a rinse for oral les: Rinse with 15 ml. Hold sol.in mouth & swirl around for at least 30 sec. Repeat at 1½-3 hrly interv.as reqd. Do not swall.

Childr. 6 yrs & old: 5-15 ml as a gargle if able otherw. oral rinse every 3 hrs.

As a spray: 5-10 sprays direct.onto painf./ inflam.area. Repeat at 1½-3 hrly as reqd.
Contraindications: Childr.und.6 yrs.

Side effects: Hypersens.reacts., ser.allerg. react., GI disturbs., oral numbn., sting./burn. sensat., dryn., thirst, revers.discol.of teeth & tong., taste disturbs., oral desquamat., parotid gland swell.
Warnings and special precautions: Maybe dil.with water if burn./sting.occurs, avoid contact with eyes, do not exceed 7 days uninterrupt. treatm., at least 30 min.interv. betw. toothpast.use, safety in pregn.& lactat. not est.

Drug interactions: Anion.agents in toothpast. incompat.with chlorhexid.
 XE "Orochlor" OROCHLOR, (Aspen Pharmacare: Consum.)
Pharmacare [PWR]
Benzocaine 267 mg, chlorhexidine glucon.sol. 20% 1 ml/100 ml.

Indications: Sore throat, pain & discomf., minor mouth irrit., treat & prev.gingivit., oral hygiene maint.
 (S1) SOL, [PWR] P/16.3/41

751332-003: 100 ml, R53,76
Dosage: 15-30 ml undilut./dil.in a little water rins.mouth/gargle x1 min.3-4 hrly.as necess. Do not swallow.
(S1) SPRAY SOL, [PWR] 28/16.3/0057.

Benzocaine 267 mg, chlorhexidine glucon.sol. 20% 1 ml/100 ml.

808563-009: 100 ml, R112,28
Dosage: Adults: 4-8 sprays 4 hrly.max. 32 sprays/day. Childr. 6-12 yrs: 2-4 sprays 4 hrly.max. 16 sprays/day.
Contraindications: Low plasma-cholinesterase conc., pts.receiv.anticholinesteras.

Side effects: Loc.skin sens., tooth discol. (prolong.use), taste disturbs., burn.sensat.of tong. imp. swallow.& incr.aspirat.risk, CNS & CV eff. with syst.toxic.

Special precautions: Do not eat for 60 mins. aft.use, epilep., imp.card.conduct., shock, myasthen.grav., liv.dam.

 XE "Pyralvex" PYRALVEX, Mylan [P/S]

Rhubarb extract 0,05 g, salicylic acid 0,01g/ml

Indications: Ac.& chron.bucc.mucosa & gingiv. inflammat.

(S0) SOL, H1494 (Act 101/1965) 

758566-018: 10 ml, R81,06
Dosage: Do not rinse mouth, eat or drink immed. aft. Adults & childr.over 12 yrs: Apply with suppl.brush to inflamm.areas 3-4xdly. Max. use: 14 days.

Contraindications: Childr.und.12 yrs.

Side effects: V.common: Trans.loc.burn. Unknown: Allerg.reacts.incl.rash & urticar.
Warnings and special precautions: Safety in pregn.& lactat.not est.
 XE "Septadine " SEPTADINE ORAL ANTISEPTIC, Ranbaxy [P/S]
Povidone iodine.

Indications: Antisept.mouthwash in min.throat infects.

(S0) LIQ. 28/16.4/0650. 1 g/100 ml.

819859-001: 200 ml, R13,69

Dosage: Use full strength and rinse/gargle x30 secs. then spit out. Repeat.hrly./as direct.
Contraindications: Pregn., lactat., non-tox.nodul. colloid. goitre, I-allergy.

Side effects: Sensitisat.

 XE "Throflam" THROFLAM, (Aspen Pharmacare) Pharmacare [P/S]

Benzydamine HCl

Indications: Relief.of painful mouth & throat inflamm.condit., relief of minor infects.
(S1) SOL, A40/16/0718. 22,5 mg/15 ml
722122-001: 30 ml spray, R85,04
712171-001: 200 ml, R105,27
Dosage: Use as a gargle: Gargle with 15 ml for at least 30 sec. Repeat at 1½ -3 hrly interv.as requir. Do not swallow
As a rinse for oral lesions: Rinse with 15 ml. Hold sol.in mouth & swirl around for at least 30 sec. Repeat at 1½ -3 hrly interv.as reqd. May be dil. with water if neccess. Do not swallow
Childr. 6-12 yrs: Use 5-15 ml as a gargle if able otherw.oral rinse 3 hrly. Do not swallow
As a spray: 5-10 sprays direct.onto painf./inflam. area. Repeat 1½ -3 hrly.as reqd.

Contraindications: Childr.und 6 yrs., safety in pregn.& lactat.not est.

Side effects: Adverse CNS eff. with high-/ overdos., oral numbn., sting./burn.sensat., dry mouth, thirst, GI disturbs., alt.taste, revers.tooth/ tong. discolour. with prolong.use
Warnings and special precautions: Do not exceed 7 days uninterrupt.treatm., allow 30 mins.bef. toothpaste use, avoid cont.with eyes, mucos.irrit.in case of ingest., poss.syst.toxic., adverse CNS eff.with high-/overdose, contains sorbit., may have laxative eff., not to be used by pts with heredit.sorbit.intol.
 XE "Throflam-Co" THROFLAM-CO, (Aspen Pharmacare ) Pharmacare [P/S]

Benzydamine HCl 22,5 mg, chlorhexidine gluconate 18 mg/15 ml
Indications: Relief of min.infects.& painful mouth & throat inflamm.condit., reduc.plaque developm.

(S1) SOL, 41/16/0190
721415-001: 30 ml spray, R82,71
710371-001: 200 ml, R110,55
Dosage: Use as a gargle: Gargle with 15 ml for at least 30 secs. Repeat at 1½-3 hrly interv.as requir. Do not swallow
As a rinse for oral les: Rinse with 15 ml. Hold sol.in mouth & swirl around for at least 30 sec. Repeat at 1½-3 hrly interv.as reqd. May be dil.with water if need. Do not swallow
Childr. 6-12 yrs: 5-15 ml as a gargle if able otherw. oral rinse every 3 hrs. Do not swallow
As a spray: 5-10 sprays direct.onto painf./ inflam.area. Repeat at 1½-3 hrly as reqd.
Contraindications: Childr.und.6 yrs., safety in pregn.& lactat.not est.

Side effects: Oral numbn., sting./burn.sensat., dryn., thirst, GI disturbs., tingl., warm feel.in mouth, alt.taste, revers.discol.of teeth & tong. with prolong.use.

Special precautions: Do not exceed 7 days uninterrupt.treatm., at least 30 min.interv.betw. toothpast.use, avoid cont.with eyes, mucos.irrit. with ingest., poss.syst.toxic., adverse CNS effs. with high-/overdos.

Drug interactions: Anion.surfact. in toothpast. incompat.with chlorhexid.
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12.1
Digestants
 XE "Creon" CREON, Abbott [P/S]
Pancreatin. Enzyme activ.per cap amylase 8 000, lipase 10 000, protease 600 Ph Eur units.

Indications: Supplementat.for pancreat.exocrine insuffic.in paed.pts.& adults caus.by chron. pancreatit., cystic fibros., part.pancreatectomy.

(S1) CAPS 10 000, 33/11.1/0340

887162-003: 150 mg, 20, R188,65
887162-002: 150 mg, 100, R942,98
Dosage: Indiv. 1 cap 3x/day with meals. Dos.may be incr.if necess. Do not chew.
(S1) CAPS 25 000, 28/11.1/0645

Pancreatin. Enzyme activ.per cap amylase 18 000, lipase 25 000, protease 1 000 FIP units.

822434-009: 300 mg, 20, R453,27
822434-008: 300 mg, 100, R2 266,11
Dosage: Admin.dur./aft.meals. Swallow whole/ open cap.& admin.pellets from spoon or add to soft food that does not req.chew.if swallow.diffic.

Indiv.accord.to dis.severity/steatorrh.contr.& maint. of nutrit.status. Weight bas.enzyme dos: Childr.<4 yrs: Init.with 1 000 lipase units/kg/meal. Childr.>4 yrs: Init.with 500 lipase units/kg/meal.

Most pts.to remain below/not to exceed 10 000 lipase units/kg/day. Dos.ranges from 25 000- 80 000 Ph.Eur.units lipase/meal & half indiv.dos. for snacks.

Contraindications: Early stages of ac-pancreatit., pig prot.hypersens.

Side effects: Abdom.pain, N&V, diarrh., constip., abdom.distent., abnorm.stool, peri-anal soren., allerg. skin reacts., prurit., urticar., hyperuricosuria & hyperuricaem.with high dos., ileo-caecum & large bowel strict.and colit.in cyst.fibros.pts.tak. high dos.

Warnings and special precautions: Childr.with cyst. fibros.tak.in excess of 10 000 units of lipase/ kg/day may develop.colon damage, excl.colon damage if unusual abdom.sympts./changes occur., theoretic.risk of vir.dis.transmiss.& pres.of porcine vir.that may infect.humans cannot be excl., safety in pregn.not est., not to be used in lactat., ensure adeq.hydrat.

12.2
Appetite suppressants
DUROMINE (MDR Listing)

 XE "Duromine" DUROMINE, iNova [N/P/S in C] 
Phentermine, sust.act.

Indications: Short-term monother. adjunct to medical.managed weight reduct. regim. in obese pts. with BMI ≥ 30 kg/m2 not achiev.adeq.response on weight-reduc. regim.alone.

(S5) CAPS, B657, B658
721786-006: 15 mg, 30, R312,42
721794-009: 30 mg, 30, R403,22
Dosage: Adults & childr.over 12 yrs: 1 cap.dly. approx.7 am. Pts.req.med.review aft.defin.course which should ideally not exceed 3 mnths., can be init.at BMI < 30 kg/m2 in pts.with oth.risk factors.,  

Contraindications: Pulm.artery/arter. hypertens., cerebro-vasc.dis., card.dis.incl. arrhythm., adv. arterioscleros., sympathomimet.drug hypersens., hyperthyroid., agitat.states, psychiatr.disord.hist. incl. anorex.nervosa & depress., glauc., hist.of drug/ alcoh.abuse/depend., obstruct.uropathy, poorly contr. epilepsy, MAOI’s, pregn., avoid.in lactat., safety & effic.not est.in childr.< 12 yrs.

Side effects: CNS overstimulat., restlessn., nervousn., insomn., trem., dizzin., headache, rare euphor. follow.by fatig.& depress., psychot. episod., hallucinat., exertion.dyspn.aggrav., tachycard., palpitat., hypertens., precord.pain, stroke, angina, MI, CF, card.arrest, N&V, dry mouth, abdom.cramps, unpleas.taste, diarrh., constipat., mictur.disturbs., rash, impot., libido changes, fac.oed., blurr.vis.

Warnings and special precautions: Excl. second.organ. caus.of obesity bef.prescrib., concom. admin.of other weight-reduc.agents not recomm., avoid.evening dos., poss.card.valvul. dis. assoc.with select.serotonin re-uptake inhibit/ fenflur./ dexfenflur., discont.if prim.pulm. hypertens. suspect., mild hypertens., kidn. impairm., diabet., grad.& control.weight loss in pts. at risk of vasc.dis., est.coron.artery dis., antihypertens. & psychotrop.treatm., epilep., not recomm.in elderly/childr., concom. sympathomimet. agents., lact.intol., avoid alcoh.

Drug interactions: Hypotens.eff.of adrenerg. neurone block.drugs poss.decr., effs.potent.by MAOI, incr.CNS stimulat.risk with thyroid hormon., incr.CNS adverse eff.with alcoh.

See also MDR page 363.
 XE "Minex" MINEX, Pharma Dynamics [N/P/S in C]
Phentermine HCl

Indications: Short-term monother. adjunct to medical.monitor.weight reduct. regim. in obese pts.with BMI ≥ 30 kg/m2 not achiev.adeq.response on suitable weight-reduc.regim.alone, can be init.at BMI < 30 kg/m2 in pts.with oth. risk facts.
(S5) CAPS, A53/11.3/0713, 0714
3005591001; 15 mg, 30, R250,00
3005592001; 30 mg, 30, R340,00
Dosage: Adults & childr.over 12 yrs: 1 cap. dly. approx.7 am. Pts.req.med. review aft. defin.course which should ideally not exceed 3 mnths 

Contraindications: Pulm.artery/ arter. hypertens., cerebro-vasc.dis., card. dis.incl.arrhythm., adv. arterioscleros., sympathomimet.drug hypersens., hyper-thyroid., agitat.states, psychiatr.disord. hist. incl. anorex.nervosa & depress., glauc., hist.of drug/ alcoh. abuse/ depend., obstruct.uropathy, poorly contr. epilepsy, MAOI’s, pregn., avoid.in lactat., safety & effic.not est.in childr.< 12 yrs.

Side effects: Freq: CNS overstimulat., restlessn., nervousn., insomn., trem., dizzin., headache, tachycard., palpitat., hypertens., precord.pain. Less Freq.: Psychot.episod., rare euphor. follow.by fatig.& depress., hallucinat., dysphor. Freq.unknown: Blurr.vis., stroke, angina, MI, CF, card.arrest, prim.pulmon. hypertens., fac.oed., regurgit.valvul.heart dis., elev.BP, N&V, dry mouth, abdom. cramps, unpleas.taste, diarrh., constipat., rash, urticar., mictur.disturbs., impot., libido changes.
Special warnings and precautions: Excl.second.organ.caus.of obesity bef. prescrib., concom. admin.of other weight-reduc.agents not recomm., avoid.evening dos., poss.card.valvul.dis.assoc.with SSRI / fenflur./ dexfenflur., discont.if prim. pulm. hypertens. suspect., mild hyper-tens., kidn.impairm., diabet., inappropr. use., grad.& control.weight loss in pts.at risk of vasc.dis., est.coron.artery dis., antihypertens. & psychotrop.treatm., epilep., toler., not recomm.in elderly/ childr., concom.sympathomimet.agents., avoid alcoh.

Interactions: Hypotens.eff.of adrenerg. neurone block.drugs poss.decr., effs. potent.by MAOI, incr.CNS stimulat.risk with thyroid hormon., incr.CNS adverse eff.with alcoh.

 XE "Obesan X" OBESAN X, (Rimini Pharma) LeBasi Pharma

Phendimetrazine tartrate

Indications: Obesity

(S6) TABS, C877 (Act 101/1965)

750239-034: 35 mg, 30, R150,98
Dosage: Adults: 1-2 tabs.2xdly.1 hr bef.breakf.& midday meal. Durat.not to exceed 6 wks.

Contraindications: MAOI’s, ephedrine, other sympathomimet.agents, beta-block., childr., pregn., lactat.

Side effects: Psychot.reacts., CNS effs., trem., GI disturbs., depend., tol., diff.micturit., imp.ren. funct., sweat., alt.libido, impot., skin rash, musc. damage with assoc.rhabdomyolys.& ren. complicat., aplast.anaem., pancytopen., BP changes & CV effs., poss.hypersens.react.

Special precautions: Diab., anorex., drug/alcoh. abuse hist., personality disords., psychiat.illn.hist., insom., hyperexicitabil./agitat., imp.ren.funct., CV dis., hypertens., arterioscleros., thyrotoxicos., narr. angle glauc., prostat., extrapyramid.sympt., prolong. use, grad.withdr., do not admin.within 14 days of discont.agents with similar act.

Drug interactions: Alcoh.incr.CNS eff.potent., poss. decr.eff.of antihypertens., poss.incr.CV effs. with amphetamin.& TCA’s, enhanc./prolong.eff.of amphetamin.with urin.alkalin., decr.eff.with urin. acidif.

 XE "Relislim" RELISLIM, Loock Pharm.

d-Norpseudoephedr.HCl.
Indications: Aid to mass reduct.with reduc.Kj intake.

(S6) TABS, 29/11.3/0316. 20 mg

853275-009: 30, R69,86
853275-017: 90, R209,76
Dosage: Do.not exceed recomm.dos.
1-2 tabs.with breakf.follow by 1 tab at luncht. Do not use for long.than 4 wks at a time.
Contraindications: Pregn., coron.thrombos., hyperthyroid., clos.-angle glauc., sev.hypertens., phaeochromocytom., anaesthesia with volatile anaesthetics, young childr., MAOI or within 2 wks of stopp.

Side effects:Freq.: Anx., fear, confus., irritab., psychotic reacts, restlessn., insomn., headache, tachycard., dyspn., N&V, weakn.Less freq.: Trem., card.dysrhythm., impair. circul.to extrem., hypertens., dry mouth. Freq unknown.: Agitat., excitabil., giddin., pre-cord.pain, palpitat., incr. card.contractilit., sweat., musc.weakn., diffic. mictur., urin.retent.

Special warnings and precautions: Not to be taken late aftern.due to stimul. eff., drug/ alcoh.abuse hist.& personality disords., toleran. with dependance, lack of evid.of long.term effic., DM, CV disord., hypertens., occlus.vasc.dis., ren.impair., prostate disord., porphyr., elderly, psychiatr.illn.hist, contains lactose, S&E not est.dur.breastfeed.

Interactions: MAOI, sympathomimetics incl.dexamfetamine/ dopamine/ dopexamine/ ephedrine/ isometheptene/ mephentermine/ metaraminol/ methylphenidate/ phenylephrine/ phenylpropanolamine & pseudopehedrine, anaesthes.with chloroform/ cyclopropane/ halothane & othr.volatile anaesthetics, incr.dysrhythmia risk with digoxin/ antidysrhythm. eg.quinidine, TCA’s incr.eff., may potent.eff of CNS stimul., incr.vasocontstr./ pressor eff.with ergot alkaloids / oxytocin, incr.met.rate of caffeine, caut.with thyroid horm./ antihypertens., incr.risk of hypotens.& tachycard.with α-block., incr.risk of hypertens.& bradycard.with β-block., card.toxicit.with levodopa/ bromocriptine, sev.hypertens. with selegiline, meds.treat. psychiatric/ emotion.condits.

 XE "Saxenda" SAXENDA, Novo Nordisk (Pty) Ltd
See Section 19.1.3
 XE "Xenical" XENICAL, Pharmaco Distribution (Pty) Ltd.
See Section 12.10
12.3
Anti-spasmodics 
(See also 1.8, 5.4, 12.4)

 XE "Bennetts Colic Mixture" BENNETTS COLIC MIXTURE, Bennetts [PWR]

Diphenhydramine HCl 3,125 mg, belladonna tinct. 0,125 ml, alcohol 4,7%v/v/5 ml.

Indications: Uncomplic.GI colic & spasms in babies of 1-4 mnths.where organ.causes excl.

(S2) SYRUP, W/11.2/0130

826162-004: 50 ml, R83,71

826162-003: 100 ml, R167,44

Dosage: Safety & effic.in infts.weigh.less than 3 kg & admin.for long.than 2 wks.not est.

Recomm.dos: 2,5-5 ml 5-10 mins.bef.feeds rep.if necess.aft.feeds. If weight known; 1 ml/kg bm upto max.8 ml/dos & max.5 dos./24 hrs. One half of indiv.dos.may be admin.5-10 mns.bef.feeds & remain.of dos.aft.feed. Not to be admin.more freq. than 4 hrly.
Contraindications: Angle clos.glauc., narr.angle betw.iris & corn, fev., condits.charact.by tachycard., hypertens., prem.infts., hepat./ren. fail., suspect.bowel obstruct.

Side effects: CNS depress., paradoxic.stimulat., headache, antimuscar.effs., GI disturbs., palpitat., arrhythm., bld.dyscras., convuls., sweat., extrapyramid. effs., paraesthes., trem., sleep disturbs., fatig., diplop., nervousn., tingl.& weakn. of hands. irritabil., tinnit., hypotens., allerg. dermatit., drug fev., photosens., jaund., hair loss.

Special precautions: Reduc.bronch.secret. assoc. with bronch.plug format., Down’s syndr. incr. & albinism reduc.suspectibil.to belladonna act., chron.bronchit., sev.CV disords., epilep., dur. ac. asthma attack.

 XE "Bevispas" BEVISPAS, (Aspen Pharmacare) Pharmacare [P/S]

Mebeverine HCl.
Indications: Prim.irrit.colon charact.by persist. diarrh. /alternat.constipat.& diarrh./abdom.pain & postprand.distens., second.irrit.colon due to organ.les.eg.diverticulit./reg.enterit./specif.& non-specif.GI inflamm.condits.

(S2) TABS. 29/11.2/0255.

822019-035: 135 mg, 20, R38,77
822019-019: 135 mg, 100, R193,92

Dosage: 1 tab 3xdly.bef.meals, reduc.grad.once desir.eff.obtain.

Contraindications: Porphyr.

Side effects:Freq.unknown: Depress., headache, diarrh., constip., dizz.

Warnings and special precautions: Contains lactose, may eff diabet.contr., not to be used by pts with heredit.galact.intol.condits.
 XE "Buscopan" BUSCOPAN, (Sanofi-Aventis), Opella Healthcare [P/S]

Hyoscine-N-butylbromide.

Indications: Condits.assoc.with GI spasm.
(S1) TABS, [P/S] E501.

711276-005: 10 mg, 10, R54,73
711276-014: 10 mg, 20, R109,44
Dosage: Adults & childr.over 6 yrs: 1-2 tabs.3-4xdly. Childr.und. 6 yrs: Use syrup.

(S3) INJ, [P/S] E500. 20 mg/ml.

711306-001: 5x1 ml, R125,68
Dosage: Admin.by slow IV IM or SC. Adults & adolesc.over 12 yrs: 1 amp (20 mg) several xdly. Do not exceed max.dly.dos.of 100 mg/day. Infts.& childr: Sev.cas: ¼ amp (5 mg) 3x/day. Do not exceed max.dly dos. of 1,5 mg/kg bm.

(S2) SYRUP, [P/S] Z/11.2/93. 5 mg/5 ml.

797413-006: 100 ml, R85,76
Dosage: Init.dos.must be low.recomm.for age. Do not exceed max.recomm.dos.

Infts.1-3 mnths: 2,5 ml 3xdly. 3 mnths.-1 yr: 2,5-5 ml 3xdly. Childr.1-3 yrs: 5-10 ml 3xdly. 3-6 yrs: 10 ml 3xdly. 6-12 yrs: 10-20 ml 3xdly. Adults & childr.over 12 yrs: 20 ml 4xdly.

Contraindications: Myasth. grav., porphyr., enlarg.prostat., clos.angle glauc., paralyt.ileus, pylor.stenos., other mechanic. stenos./GIT obstruct., fev., tachycard., megacolon, heredit. fructose intol., pregn.& lactat., IMI to pts.on anticoags.as IM haematoma poss.
Side effects: Anaphylact.reacts.incl.fatal outcome, dyspn., urticar., tachycard., bradycard. follow.by tachycard./palpitat, & arrhythm., dry mouth, diff.swallow., thirst, reduc.GIT tone & motility.lead.to constipat., vomit., retrostern.pain due to gastr.reflux, dyshidros., dry skin, urin. retent., giddin., stagger., incr.IOP, pupil dilat. & loss of accomodat., photophob., flush., also decr. BP with inj.

Special precautions: Narrow-angl.glauc., suscept. to intest./urin.outlet obstruct., inclin.to tachyarrhythm., imp.metabol./liv.or kidn.funct., anaphylax.aft. parenter.admin.theref.monit.aft., no driv./operat.machin.aft.parenter.admin.as result of vis.accomodat.disturbs., seek ophthalmolog. advice if painful/red eyes with loss of vis.occur aft.inj.

Interactions: Anticholinerg.eff.of TCA’s/ antihistamin./quinidine/amantadine/ disopyramide & other anticholinerg.enhanc., tachycard.effs.of beta-adrenerg.agents enhanc., dopamine antagon. dimin.effs.of both drugs on GIT., CNS depressants may enhanc.CNS depress., 

 XE "Buscopan Compositum" BUSCOPAN COMPOSITUM, (Sanofi-Aventis)Opella Healthcare [P/S]

Metamizole sod.monohydrate 250 mg, hyoscine butylbromide 10 mg.
Indications: Paroxysmal & colicky pain.

(S4) TABS, [P/S] E/11.2/502.

711292-019: 20, R175,63
711292-027: 100, R878,39
Dosage: Admin.up to 3xdly.

Adults: 1-2 tabs. Courses long.than 10 days to be und.med.supervis.
(S4) INJ, [P/S] E/11.2/504.

Metamizole sod.monohydrate 2 500 mg, hyoscine butylbromide 20 mg/5 ml

711284-008: 3x5 ml, R183,99
Dosage: 1 amp slow IV over at least 5 mins. May be rep.2-3xdly with a several hr.interv. May be admin. IM if necess.
Contraindications: Allerg.to pyrazole deriv., ac. intermitt.porphyr., granulocytopen., congenit.G6PD defic., asthma, glauc., prostat.hypertrophy with urin.retent., GIT stenos., megacol., pronounc. tachycard., aspir./NSAID cross-sens./where induc.asthma/rhinit/urticar., Inj also childr.und.12 mnths., SC admin.

Side effects: Dry mouth, diffic.swallow., thirst, pupil dilat., cyclopleg., photophob., flush./dry skin, trans. bradycard.follow.by tachycard./palpitat. & arrhythm., urin.urgency/diffic.& retent., constip.due to reduc.GIT tone, vomit., giddin., stagger., retrostern.pain due to incr.gastr.reflux, drowsin., sev.anaphylax., allerg.reacts. affect.skin, mucosa & granulopoet.syst., shock, Stev-Johns. & Lyell syndr.

Special precautions: Bld.cell format.disturbs., syst.BP bel.100 mg Hg, unstab.circulat., medic. supervis., cross.placent.barr., excret.in breast milk, eval.ability to drive/operate machin., med.supervis. in exist.bld.cell format.disturbs.eg cytostat.treatm., systol.BP bel.100 mm Hg, unstable circulat., discont.in pres.of agranulocytos., shock poss.up to 1 hr.aft.admin.

Interactions: Anti-cholinerg.eff.potent.by TCA’s/ quinidine & amantadine., poss.aff.enzymat. bld. sugar assay by gluc.oxidase meth.in diab.pts.

 XE "Colofac" COLOFAC, Abbott [P/S]

Mebeverine HCl
Indications: Irrit.bowel syndr., abdom.pain, post-prandial distens., non-specif.GIT inflam.condits.

(S2) TABS, Q/11.2/165
715476-009: 135 mg, 20, R79,28
715476-017: 135 mg, 100, R396,41
Dosage: 1 tab 3xdly.bef.meals, reduc.grad.once desir. eff.obtain.
Side effects: Depress., headache, dizz., diarrh.

 XE "Hyospasmol" HYOSPASMOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 

Hyoscine butylbromide.
Indications: GI spasm.

(S1) TABS. L/11.2/59.

731951-026: 10 mg, 10, R41,48
731951-027: 10 mg, 20, R82,95
Dosage: Adults: 20 mg 4xdly. Childr.: 1 to 3 yrs: 5-10 mg. 3xdly. 3-6 yrs: 10 mg 3xdly.6-12 yrs: 10-20 mg 3x dly.
Contraindications: Enlarg.prostate, clos.angle glauc./narr.angle betw.iris & cornea.

Side effects: Dry mouth/skin, diffic.swallow., thirst, dilat.of pupils, loss of accommodat., photophob, incr.IOP, flush, brady-/tachycard., reduc. GIT tone, GI disturbs., skin rash, retrostern. pain.

Warnings and special precautions: Condit. characteris.by tachycard.& card.surg., ac MI, porphyr.

Interactions: Antimuscar.meds.effs.enhanc.by concom.meds.with antimuscar.propert., absorpt.of other meds.poss.affect.

(S1) SYRUP, A39/11.2/0353
Hyoscine -N-butyl bromide.
Indications: GI spasm.

707213-001: 5 mg/5 ml, 100 ml, R45,26
Dosage: Admin.init.low.dos.for age group. Do not exceed max.dos.for each age group. Admin.30 mins.-1 hr.bef.meals.

Babies >1 mnth-3 mnths: 2,5 ml 3xdly. >3 mnths. up to 1 yr: 2,5 –5 ml 3xdly. Childr.>1 yr up to 3 yrs: 5-10 ml 3xdly. .>3 yrs up to 6 yrs: 10 ml 3xdly. .>6 yrs up to 12 yrs: 10-20 ml 3xdly. .>12 yrs & adults: 20 ml 4xdly.

Contraindications: Clos.angle glauc./narr.angle betw.iris & cornea, myasthen.grav., porphyr., fev., tachycard., megacolon, paralyt.ileus, pylor.stenos., other mechanic.GI stenos./obstructs., pregn., lactat.

Side effects: Reduc.GIT tone, GI disturbs., dilat.of pupils, loss of accommodat., photophobia, brady/ tachycard., palpitat., arrythm., diffic.micturit., reduc. bronch.secret., flush, dry mouth/skin, dyshidros., diffic.swallow./talk., thirst, hypersens.reacts.partic.of skin.
Special precautions: High ambient temp.esp.in the case of childr, Down’s syndr., spast.paralys./ brain damage in childr., elderly, debilitat., imp.liv./ kidn funct., urin.retent.incl.prostat.enlargem., tachycard.condits., HF, card.surg., accelerat.heart rate, ac.MI, hypertens.

Drug interactions: Sedat.eff.enhanc.by other CNS depress.& alcohol, effs.enhanc.by other antimuscar. agents, MAOI inhibit.med.-metabol. enzymes enhanc.effs., absorpt.of other meds. affect. by reduc.gastric motility, parasympathomimet. may counteract eff.& vice-versa, reduc.GIT motility enhanc.by dopamine antagon., tachycard.caus.by beta-adrenerg.poss enhanc.

 XE "Librax" LIBRAX, (Viatris SA), Mylan [P/S]

Chlordiazepoxide 5 mg, clidinium bromide 2,5 mg

Indications: Adjunct.in short-term treatm.of non-ulcerat.irrit.bowel syndr.assoc.with anx./tens./ apprehens.in adults, indic.only when disord.sev. /disabl.or subject.indiv.to extr.stress.

(S5) TABS, B994
737984-007: 100, R740,57
Dosage: Init.low.recomm.dos.with treatm.durat. as short as poss., gener.not long.than 8-12 wks incl. taper.-off per. Extens.beyond max.per.may be necess. with pt.status re-evaluat.

Adults: Indiv. Usual: 1 tab 3-4xdly.bef.meals & at bedt. Max.dly.dos.of 8 tabs.not to be exceed.

Elderly & debilit.pts: Limit to small.eff.dos. Init.1 tab.2x/day. Dos.may be adjust.as need.& toler.

Contraindications: Myasth.grav., glauc., benign bladd.neck obstruct., paralyt.ileus,, other benzodiazep. /belladonna alkaloids hypersens., pregn. & lactat., not recomm.in childr., safety & effic. in treatm.exceed.12 wks.not est., not recomm. for prim.treatm.of psychot.illn., not to be used alone treat.depress./anx.

Side effects: Abuse/depend.potent.esp.with prolong.use/high dos., drowsin., dry mouth, GI disords., vis.blurr., urin.hesit.in elderly, skin reacts., oed., menstr.irregul., extrapyramid.effs., libido chang., EEG pattern chang., bld.dyscras., jaund., hepat.dysfunct., paradox.reacts.in psych. pts.

Special precautions: Concom.alcoh./other CNS depress., antacids/meds.contain.kaolin or attapulgite to be taken 2-3 hrs.bef./aft.Librax, admin. at least 2 hrs.aft.ketoconazole, undiagn. glauc. poss.precipit.in elderly, alcoh./drug abuse hist., phys.depend., pt.to be inform.of poss. rebound effs.with discont., withdr.grad., re-assess regul.& eval.need for contin.treatm., concom.other psychotrop.meds.not recomm.esp.MAOI/ phenothiazin., ren./hepat.funct.impairm., anx./ depress. risk, card.dis., hiatus hern.with reflux oesophagit., intest.atony, GI/GU tract obstruct., ulc.colit., urin.retent.

Drug interactions: Reduc.eff.with antacids/ meds.contain.kaolin or attapulgite, incr.effs.with other anticholinerg., poss.reduc.bld.lev.with ketoconazole, may incr.gastr./bowel superfic. ulcerat. with KCl, poss.bld.coagul.eff.with oral anticoags.
 XE "Pharma-Q Hyoscine Butylbromide" PHARMA-Q HYOSCINE BUTYLBROMIDE INJECTION 20 mg/1 ml, Pharma-Q [P/S]

Hyoscine butylbromide

Indications: GI spasm

(S2) INJ, 32/11.2/0242. 20 mg/ml

701514-001: 10x1 ml, R54,10
Dosage: Adults & childr.over 12 yrs: 20 mg IM/ IV repeat.aft.30 mins.if need.

Contraindications: Safety in pregn.& lactat.not est., porphyr., myasth.grav., prostat.enlargem., paralyt.ileus, pylor.stenos., fev., enlarg.prostate. 

Side effects: Dry mouth/skin, diffic.swallow., thirst, dilat.of pupils, loss of accommodat., photophob., incr.IOP, flush, brady-/tachycard.with palpitat. & arrhythm., urin.urgency with inabil.to do so, reduc.GIT tone & motility, GI disturbs., giddin., stagger., retrostern.pain, hypersens./ anaphylact. reacts.

Special precautions: Cross.placenta, elderly, imp. metabol./liv./ren.funct., condits.charact.by tachycard., card.insuffic.-fail., card.surg., ac.MI, hypertens., diarrrh., childr., clos.angle glauc./narr. angle betw.iris & cornea, ulcerat.colit.

Drug interactions: Poss.enhanc.depress.eff.of other CNS depress., antimuscar.eff.enhanc.by other meds.with antimuscar.propert.

 XE "Pro-Banthine" PRO-BANTHINE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Propantheline bromide.

Indications: Adjunct.therapy of pept.ulc., symptomat. treatm.of irrit.bowel syndr./neurogen. bladder/enures./urin.incontin.& ren.colic, hyperhidros., adjunct.ther.in ulcerat.colit./ diverticulit./cholecystit.& pancreatit., cert.GI diagnost. proced.

(S2) TABS. E921.
757136-028: 15 mg, 100, R553,17
Dosage: Pept.ulc: 1 tab 3xdly.30 mins.bef.meals, 2 at night (ie.75 mg dly.) Subseq.adjustm.accord.to indiv. respons.& tol.

Contrast radiology: 2 tabs 45 mins.bef.proced.

Other indicat: 1-2 tabs 4xdly.

Contraindications: Glauc., obstruct.GI & UT dis., intest.atony, sev.ulc.colit./toxic megacolon, unstab. CV adjustm.in ac.haemorrh., myasth.grav.

Side effects: Diarrh.in ileost./colostomy pts.may indic.incompl.intest. obstruct.theref.avoid, incr. heart rate, poss.heat prostrat.in high environm. temp., urin.hesit.& retent. in prostat.hypertrophy, dry.of saliv.secret., mydrias., blurr.vis., cyclopleg., incr.ocul.tens., heat stroke, decr.sweat., nervousn., drowsing., dizzin., insomn., headache, tachycard., loss of taste, N&V, constipate., lactat.suppress., impot., allerg.reacts.incl.urticar.& anaphylax.

Warnings and special precautions: Elderly, auton. neuropathy, hepat./ren.dis., hyperthyroid., coron.heart dis., CHF, card.arrhythm., hypertens., hiat. hern.assoc.with reflux oesophagit., ulcerat. colit.since intest.motil.may be suppress.to point.of paralyt. ileus, safety & effic in childr.not est., lact.intol., cont.sucrose & sweetn., eval.S/E bef.driv./perform.complic.tasks, safety & effic.in childr.not est., safety in pregn.& lactat.not est., 

Interactions: Anticholingerg.may delay absorpt.of other concom. meds.,  excess cholinerg.block.with concom. belladonna alkaloids/synthet/semi-synthet. anticholinerg. meds,/narcot.analges./ type 1 antiarrhythm.meds./ antihistam./ phenothiaz./TCA’s, or other psychoact.meds., sedat.eff.of phenothiaz. potent., incr.IOP with corticoster., incr.ser.digox.lev.with slow-dissolv. digox.tabs.

 XE "Scopex" SCOPEX, AI Pharm Ltd [P/S]

Hyoscine butylbromide.

Indications: GI spasm.

(S2) INJ, [P/S] C688. 20 mg/ml.

762733-004: 10x1 ml, R65,99
Dosage: 20 mg IM/IV/SC.Repeat aft.30 mins.if necess.
(S1) TABS, [P/S] C674.

762725-001: 10 mg, 10, R35,38
Dosage: 2 tabs 4xdly.

(S2) SYRUP, [P/S] 36/11.2/0327. 5 mg/5 ml

703383-001: 100 ml, R54,57
Dosage: Init.dos.must be low.recomm.dos. Do not exceed recomm.dos.
Babies old.than 1 mnth up to 3 mnths: 2,5 ml 3xdly. Infts.old than 3 mnths up to 1 yr: 2,5 -5 ml 3xdly. Childr.old.1 yr up to 3 yrs: 5-10 ml. 3xdly. Childr.old.than 3 yrs up to 6 yrs: 10 ml. 3xdly. Childr.old.than 6 yrs up to 12 yrs: 10-20 ml. 3xdly. Childr.old.than 12 yrs & adults: 20 ml 4xdly.

Contraindications: Prostat.enlargem., paralyt. ileus/pylor.stenos., close./narrow angle glauc., high ambient temp. esp.childr., pregn.& lactat., myasth.grav.

Side effects: Dry mouth, diffic.swallow./talk., thirst., CV effs., pupil dilatat., accomodat.loss, photophob., reduc.bronch.secret., GI disturbs. incl.GI tract tone & motil.reduct., diffic.micturit., mydrias., cyclopeg.& dry/flush.skin., CNS effs., impot., incr.IOP, retrostern.pain.

Special precautions: Fev., tachycard.condits. e.g. thyrotoxicos.& card.surg., ac.MI, diarrh., poss. lead.to ileus & megacol.in ulcerat.colit.pts., pylor. stenos., reflux exacerb., prostat.enlargem., imp. ren./liv./metab.funct., hypertens., childr., elderly.

Drug interactions: Eff.enhanc.by other medic. with antimuscarin.propert., CNS depress.enhanc. by other CNS depress., absorpt.of other meds aff. due to reduc.GI motil.

12.4
Acid reducers
12.4.1
Antacids
 XE "Gelusil Peppermint" GELUSIL PEPPERMINT, iNova [P/S] 
Al-hydrox.dried gel 250 mg, Mg-trisil 500 mg.

Indications: Gastrit., hyperacid., pept.ulc. managem., heartburn, acid indigest.

(S0) TABS, Z/11.4.1/243.

812137-027: 24, R44,67
Dosage: Max.durat.of max.dos.is 2 wks. Chew/ suck 1-2 tabs up to 4-8x dly.pref.betw.meals as reqd. Max.dos: 16 tabs./24 hrs.
Contraindications: Imp.ren.funct./-fail., sev. debilitat. 

Side effects: Less freq: Hypersens., prurit., urticar., angioed., anaphylact.reacts., osteomalac., hypermagnesaem., hyperaluminaem., hyperphosphataem., encephalopathy, dement., confus., drowsin., neuromusc.block., coma, card. dysrhytm., card.arrest, periph.vasodilat., hypotens., resp. depress., N&V, diarrh., constip., intestin. obstruct., thirst, skin flush., loss of tendon reflex., musc. weakn., ren.dysfunct./-fail.

Warnings and special precautions: Poss. intestin. obstruct./ileus trigger./aggravat.in ren. impair. or elderly, phosph.deplet.with low phosph. diet, incr.Mg & Al plasma lev.in ren.impairm.lead. to poss.dement./microcyt.anaem., haemodialys.in porphyr., fruct.intol./gluc.galact.malabsorpt./sucr. insuffic., diab.mellit., safety in pregn.& lactat.not est.

Interactions: Other med.absorpt.poss.interfer. with if taken within 1 hr., absorpt.of oral tetracycl./ rifampic./ciproflaxac./cefdinir/cefpodox./ methenam./digoxin/quinidine/oral Fe-preps./ antichol. drugs/barbit./quinines/warfar./vits./H2-recept. antagon./oral isoniaz./sucralfate./Na fluor./ ketoconazole/phenyt./phenothiaz./ hydroxychloroquine/chloroquine/chlorpramaz/ levothyrox& rosuvastat.reduc., incr.Al lev.with ren.impairm.

12.4.2
Antacids and combinations
GELUSIL PLUS (MDR Listing)

GELUSIL S (MDR Listing)

 XE "Gelacid" GELACID, Cipla Medpro [P/S]

Na bicarb. 267 mg, Na-alginate 500 mg, Ca-carb. 160 mg/10 ml.

Indications: Gastr.reflux, mild to mod.reflux oesophagit., heartburn, heartburn of pregn., hiatus hern.

(S0) SUSP, 33/11.10/0046

890357-010: 100 ml, R53,62
890357-002: 200 ml, R89,96
Dosage: Admin.aft.meals & at bedt.

Adults & childr.over 12 yrs: 10-20 ml. Max.dly. dos: 80 ml. Childr.und.12 yrs: 10 ml. Max.dly.dos: 40 ml. Childr.und.2 yrs: Max.dos.5 ml und.medic. supervis.

Contraindications: Metabol./resp.alkalos., hypocalcaem, hypochlorhydr.

Side effects: GI disturbs., hypercalcaem.& alkalos. with high dos.

Special precautions: CHF, oed., ren.impairm., Na restrict.diet., liv.cirrhos., hypertens., HF, concon corticoster.

Drug interactions: Absorpt.of other meds.poss. interfer. with.

 XE "Gelusil Plus" GELUSIL PLUS, iNova [P/S] 
Na alginate 500 mg, Na-bicarb.267 mg, Ca carbon.160 mg/10 ml

Indications: Gastr.reflux, reflux oesophagit., heartburn (incl.dur.pregn.), sympts.of hiat.hern., flatul.assoc.with gastr.reflux & all cases of epigastr. & retrostern.distr.where underly.cause is gastr.reflux.

(S0) SUSP, 43/11.10/1124

721954-001: 200 ml, R107,66
721954-002: 500 ml, R192,32

Dosage: Adults& childr. >12 yrs: 10-20 ml aft.meals & bef.bedtime.
Side effects: Less freq: Hypersens., urticar., bronchosp., anaphylact.reacts. Freq.unknown: Alkalos., milk-alkali syndr., hypercalcaem., stomach cramps, belch., flatul., constipat., 
Warnings and special precautions: Highly restrict.salt diet, heart fail./oed./liv.cirrhos./ hypertens./eclamps./aldosteronism, gastr. hypersecret./ acid rebound with prolong.use, do not admin.in metabol.-/resp.alkalos/ hyperchlorhydr., monit. ser.electrol.conc.& acid-bas. stat.freq.dur.treatm.of acidos., poss. hypercalcaem./ alkalos./nephrocalcinos.or recurr. Ca calculi esp.with ren.fail., milk-alkali syndr. assoc. with Ca carbon., reduc.effic.in pts.with very low gastr. acid levs., separat.dos.by at least 3 hrs. from that of concom.meds., Ca crosses placenta & distribut.in breast milk, not recomm.in childr.<12 yrs., re-eval.if GORD sympts.not improv.within 7 days.

Interactions: Alkalinisat.of urine poss.incr. ren. clear. of acid.meds.incl.salicylat./tetracycl.& barbiturat., enhanc.Li.excret., hypercalcaem.with concom. thiaz.diurets.,thiaz.diuret.decr.urin. excret., enhanc.concom.digox.effs.on heart, digox. toxic. poss.precipit., reduc.absorpt.of bisphosphonates/ tyrox./H2-antag./Fe salts/ ketoconaz./neurolept../beta-blocks./penicillam./ glucocorticoids/chloroq./fluoride/cert. fluoroquinol. & tetracyclines
 XE "Gelusil-S" GELUSIL-S, iNova [P/S] 
Al hydroxide dried gel 200 mg, Mg hydroxide 200 mg, simethicone 20 mg.

Indications: Hyperacid.& flatul.assoc.with heartb., gastrit., acid indigest., pept.ulc.adjunct. 

(S0) TABS, E/11.4.1/633.

788465-007: 24, R54,42
Dosage: Chew/suck 1-2 tabs.betw.meals up to 4 -8x dly. Max.dly.dos: 16 tabs./24 hrs.

Contraindications: Imp.ren.funct. 

Side effects: GI disturbs., poss.intest.obstruct. with large dos., osteomalac./encephalopathy & dement. report.in chron.ren.fail.pts.on high dos.Al hydrox., hypermagnesaem.

Special precautions: Ren.insuffic., low phosph. diet.

Drug interactions: Absorpt.of oral tetracycl./ digoxin/oral Fe-preps./antichol.drugs/barbit./ quinines /quinidine/warfar./vits./H2-recept. antagon./oral isoniaz./sucralfate./Na fluor./ ketoconazole/phenyt./phenothiaz.& methenamine poss.reduc.

See also MDR page 366.
 XE "Mucaine" MUCAINE, (Aspen Pharmacare: Consum.)
Pharmacare [P/S]

Oxethazaine 10 mg, Al-hydrox. 291 mg, Mg-hydrox. 98 mg/5 ml.
Indications: Antacid in dyspeps., hyperacid. assoc.with pept.ulcerat., gastrit., oesophag.reflux with heartburn.& gastr.hyperacid.

(S1) SUSP. E/11.4.3/1223.

744751-020: 100 ml, R44,62
744751-039: 200 ml, R89,24
Dosage: 5-10 ml 4xdly bef.meals & at bedt. Do not ingest direct.from bottle
Contraindications: Concom.tetracycl., sev.ren. funct.impairm., appendicit.sympts., hypophosphataem., safety in pregn.& lactat.not est.

Side effects: Dizz., faintn., drowsin.with dos. exceed.60 ml/day, sens.reacts., GI disturbs., hypermagnesaem.in mild-mod.ren.impairm./ hyperaluminaem.in chron.ren.fail., hypophosphataem. with prolong.admin./large dos.

Special precautions: Mild to mod.ren.impairm., low phosph.diets, poss.GI Ca in protract./recurr. indigest.

Drug interactions: Alter.rate &/or extent of absorpt. of many other medic., incr.in quinidine plasma lev.& poss.toxic.if alkalinasat.of urine occurs.

12.4.3
Histamine-2 receptor antagonists
 XE "Bio Cimetidine" BIO CIMETIDINE, Biotech [P/S]

Cimetidine.

Indications: Duod.& benign gastr.ulcerat., pept. oesophagit., recurr.ulcerat., stom.ulcerat., condits. where reduc.gastr.acid secret.benefic., recurr. duod. ulcerat.maint.ther., high risk of upper GIT, haemorrh.due to hepat.fail.& immuno-suppress. agent treatm.follow.kidn.transpl., patholog. hypersecret. such as Zollinger-Ellison syndr., eros. gastro-oesophag.reflux dis.(GORD).

(S3) TABS, 31/11.4.3/0679, 31/11.4.3/0680

886978-002: 200 mg, 60, R31,65
886978-009: 200 mg, 150, R79,14
887003-015: 400 mg, 14, R11,27
887003-016: 400 mg, 56, R44,90
Dosage: Admin.with meals & at bedt. Tot.dly.dos. by any route should not exceed 2,4 g.

Duod.& gastr.ulcerat: Sngl.dos.of 800 mg dly at bedt. for 4 wks (duod.ulc.) & 6 wks.(gastr.ulc.). Maint.400 mg at bedt.or 200 mg 2xdly for up to 1 yr. if necess.

Oesophag.reflux: 400 mg 4x/day for 4-8 wks.

Zollinger-Ellison syndr: 400 mg 4x/day for 4-8 wks. May be incr.to max.2,4 g/day if necess.

Maint.treatm: Prophylax.of recurr.ulc: 400 mg at bedt. May be incr.to 400 mg 2x/day up to 1 yr.if necess.

Contra-indications: Safety in pregn.& lactat.not est.

Side-effects: Diarrh., dizz., tiredn., headache, rash, confus., gynaecomast., impot., hypersens. reacts., fev., arthralg., myalgia, bld.dyscras., interstit. nephrit., hepatotoxic., CV disords. 

Special precautions: Elderly, imp.ren.funct., Zollinger-Ellison syndr., excl.poss.malign., childr., monit. prothromb.time if warfar.giv.concom.

Drug interactions: Inhibit.activ.of cytochrome P450 in the liv.prolong.the half-life of cert.meds. e.g.cyclosporin, lignocaine, nifedipine, phenytoin & theophylline.

 XE "Lenamet OTC" LENAMET OTC, (Aspen Pharmacare:
 Consum.) Pharmacare [P/S]

Cimetidine.

Indications: Short-term sympt.relief of heartburn, dyspeps.& hyperacid.

(S2) TABS, 30/11.4.3/0412

832901-008: 200 mg, 20, R15,04
Dosage: Adults & childr.over 16 yrs: 1 tab 3xdly.with meals & at bedt.for max.2 wks. Max.dly.dos.800 mg.(not more than 4 tabs/24 hrs).

Contraindications: Not recomm.for min.digest. complaints & childr., imp.ren.funct., pregn. & lactat., in pres.of other illness./meds.unless prescrib. by physic., dyspeps.with unwant.weight loss, middle age or old.pts.with new/recent.chang. dyspept.sympts. to consult physic.
Side effects: Diarrh., CNS effs., rash, prurit., hypersens.reacts., fev., arthralg., myalg., bld. dyscras., CV disords., revers.confus.states & brainstem syndr.esp.in elderly/ser.ill e.g.ren.fail., gynaecomast.& impot.with high dos.

Special precautions: Pts.to seek med.advice if sympts.fail to respond/sympts.persist aft.2 wks treatm./sympts recur.follow.self medicat

Drug interactions: Med.to high potent.antacids may decr.absorpt., meds.reduc.GI transit time may reduc.bioavailabil.(eg metoclopramide & propantheline), inhibit.of cytochrome P-450 enzyme syst.incr.bld.conc.& delays eliminat.of cyclospor., lignocaine, nifedipine, phenytoin, suxamethon., theophylline, warfarin, quinidine, phenobarbit, many benzodiazepines & TCA’s.

 XE "Pharma-Q Cimetidine" PHARMA-Q CIMETIDINE INJECTION 200 mg/2 ml, Pharma-Q [P/S]

Cimetidine

Indications: Gastr.& duod.ulc., oesophag.reflux, Zollinger-Ellison syndr.& other condits.assoc.with gastr.hypersecret.states, pts.at high risk of upp.GIT haemorrh.due to hepat.fail.& immunosuppress. agent treatm.follow.kidn.transpl.

(S3) INJ, 32/11.4.3/0196. 200 mg/2 ml
703601-001: 10x 2 ml vials, R106,98
Dosage: Admin IV/IM.Tot.dly.dos.not to exceed 2,4 g.Usual.dos: 200 mg repeat.4-6 hrly. Admin.IVI slow.over 2 mins. IV infus.recomm.if larg.dos. reqd. or in CV impairm. Intermitt.IV infus: recomm. dos. is 400 mg in 100 ml NaCl 0,9% sol.over 30-60 mins.& repeat.4-6 hrly if necess. Recomm.rate for contin.IV infus: 50-100 mg/hr.

Childr: Only if benef.outweighs potent.risk. Limit. exper: 20-40 mg/kg/day in div.dos.

CV impairm: IV infus.recomm.

Contraindications: Safety in pregn.& lactat.not est., infts.und.1 yr.

Side effects: Diarrh., dizzin., tiredn., headache, rash., confus.states esp.in elderly/ser.ill pts.incl. ren.fail., gynaecomast., impot., hypersens.reacts., fev., arthralg., myalg., bld.dycras., interstit. nephrit., hepatotox., CV disords.

Special precautions: Excl.poss.malign.bef.init. treatm., imp.ren.funct., limit.exper.in childr., cross. placent.barrier & excret.into breast milk.

Drug interactions: Poss.dos.reduct.of cyclospor./ lignocaine/nifedipine/phenytoin/suxamethonium/ theophyll./warfarin.
12.4.4
Proton pump inhibitors
NEXIAM (MDR Listing)

TRUSTAN (MDR Listing)
 XE "Adco-Roznal" ADCO-ROZNAL, AI Pharm Ltd [P/S]

Lansoprazole

Indications: Short-term treatm.of gastric/duod. ulc. & reflux oesophagit., in conjunct.with appropr. antibiot.as part of eradicat.program.for H.Pylori-posit.duod.ulc.

(S4) CAPS, 37/11.4.3/0558

704668-001: 30 mg, 28, R178,45
704668-002: 30 mg, 30, R191,43
Dosage:Take bef.meals.

Gastr.ulc: 30 mg once dly.for upto 8 wks.

Duod.ulc: 30 mg once dly.for upto 4 wks. As part of eradicat.program.with appropr.antibiot.for H.pylor posit.ulc.

Oesophagit.due to gastro-oesophag.reflux: 30 mg once dly.x4 wks., rep.course poss.necess. depend. on endoscop.results
Contraindications: Pregn.& lactat., liv.impairm., safety & effic.in childr.not est.

Side effects: Bld.dyscras., oed., CNS effs., GI disturbs.incl.ulcerat.colit., gynaecomast., galactorrh., elev.hepat.enzymes, asthen., arthralg., myalg., blurr.vis., skin reacts., fev., incr.freq.of gastr. glandul.cysts.dur long term treatm.& incr. gastric.bact.counts result.from inhibit.of gastr. acid secret.

Special precautions: Excl.malign., confirm. diagnos. by endoscopy, monit.concom.warfar.

Drug interactions: CNS depress.eff.enhanc.by CNS depress.& alcoh., poss.interacts.with drugs metabol. by cytochrome P450 syst., warfar.conc. poss.reduc.

 XE "Aspen Pantoprazole" ASPEN PANTOPRAZOLE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Pantoprazole
Indications: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., Zollinger-Ellison syndr.

(S4) IV INJ, 42/11.4.3/0313

717247-001: 40 mg, 5x10 ml vials, R169,11
Dosage: IV only for up to 7 days in pts.who cannot be treat. oral. Replac.with same oral dos.when poss. Admin. over 2-15 mins. Once reconstit.admin.by direct.IV or dil.furth.with 100 ml 0,9% NaCl or 5% gluc. only. Do not exceed 40 mg dly.dos.in imp.ren.funct./elderly.
Duod.ulc: 40 mg once dly.x2-4 wks.incl.of oral use. Use in combinat.with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly.
Zollinger-Ellison syndr: Init.80 mg dly theraft. titrat.up/ down as need. Dos.above 80 mg to be div.& admin.2x dly. For rapid acid contr.start.dos.of 2 x 80 mg suffic. to decr.acid output to target range within 1 hr. Tfd.to oral formulat.as soon as clinic.justif.

(S4) 20 TABS, [P/S] 43/11.4.3/0545

Indications: Symptomat.improvem.& heal.of mild GORD, long term managem.& prev.of GORD relapse.

717376-001: 20 mg, 30, R128,08
Dosage: Swallow whole. Recomm.dly.dos.in morn. bef./dur.breakf.
Mild GORD: 20 mg/day.x4 wks.& if not suffic. heal. usuall.achiev.within furth.4 wks.

Long term managem.& prev.of GORD relapse: 20 mg/day incr.to 40 mg/day if relaps.occurs reduc. back to 20 mg/day aft.relaps.heal.

(S4) 40 TABS, [P/S] 43/11.4.3/0546

Indications: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., Zollinger-Ellison syndr.

717377-001: 40 mg, 30, R205,15
Dosage: Swallow whole. Recomm.dly dos.in morn. bef./dur.breakf.

Duod.ulc: 40 mg once dly. Total per.with IV & oral treatm: 2-4 wks. Use in combinat.with appropr. antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zollinger-Ellison Syndr: Init.80 mg dly.thereaft. titrat. up/down as necess. Admin.dly.dos above 80 mg in 2 div.dos.
Contraindications: Safety in pregn.& lactat.not est., sev.liv.funct.impairm., concom. atazanavir & nelfinavir. IV also: Safety in childr.not est.

Side effects: Freq: GI infects., headache, abdom. pain, constipat., diarrh., flatul., benign fund. gland polyps. Less freq: C.diffic.assoc.diarrh., leucopen., thrombocytopen., granulocytos., pancytopen., hypersens.reacts.incl.anaphyax., elev. triglycerid.& cholesterol, hyperlipidaem., weight changes, ment.depress., sleep disords., disorientat., dizzin., taste disturbs., blurr.vis., vis. disturbs., N&V, dry mouth, incr.liv.enzym., hepatit. with/-out hepat. fail., allerg.reacts.incl. angioed./erythema multiforme bull.erupt., Stev.-Johns.syndr., tox.epiderm.necrolys., arthralg., myalg., hip/wrist & spine fract., interstit. nephrit., gynaecomast., thrombophlebit.(IV), periph.oed., asthen., fatig., malaise, incr.body temp. Freq. unknown: Hyponatraem., hypomagnesaem., hypokalaem., hallcinat., paraesthes., ant.ischaem. opt.neuropathy (IV), gastr.glandul.cysts., microscop. colit., subac.cutan.lupus erythematos., musc.sp.
Special warnings and precautions:Not indicat. for mild GI complaints, incr.risk of C.diffic.assoc. diarrh., incr.risk of GI infects., monit.liv.funct. dur.long term use, excl.poss. malign./ gastr.ulc., reduc.vit.B12 absorpt. risk fact. with long term ther., hypomagnesaem.risk fact., overall incr.hip/ wrist/spine fract.risk,, med.advice in subac. cutan. lupus erythematos.esp.in sun-expos.skin areas, prev. PPI assoc. subac.cutan.lupus erythematos. may incr.that risk with other PPI’s, discont. 5 days bef.CgA measur., incr. risk of subclinic.ac./chron. interstit.nephrit., lact.intol., contains mannitol. concom. high dos.methotrex., excret.in breast milk, eval. effs.bef.driv./perform.complicat.tasks.Tabs also: Not to exceed 20 mg dly in mild-mod.liv. impairm., confirm reflux. oesophag.diagn.by endoscopy, long-term treatm.exper.limit.

Interactions: Incr./decr.absorpt.of gastr.pH depend. subst., atazanavir & nelfinav.plasma lev. decr., poss.interacts.with meds.also metabol.via cytochrome P450 enzyme syst., monit.prothromb./ INR with concom.anticoags., incr.methotrex.lev., incr.syst. expos. of meds metabol.by CYP2C19, CYP2C19/3A4 induc.decr.ser.lev.

 XE "Burnloc" BURNLOC, AI Pharm Ltd [P/S]

Lansoprazole

Indications: Short-term managem.of mild funct. dyspeps.& gastro-oesophag.reflux relapse prophylax.

(S2) CAPS, 39/11.4.3/0116
707192-003: 15 mg, 7, R33,97
707192-001: 15 mg, 14, R67,94

Dosage: Admin.bef.meals. Paed.use not studied.

Gastro-oesophag.reflux maint.prophylax: 15 mg once dly.x1 yr.max.

Funct.dyspeps: 15-30 mg dly.x2-4 wks.

Contraindications: Pregn.& lactat., liv.impairm., safety & effic.in childr.not est.

Side effects: Bld.dyscras., oed., CNS effs., GI disturbs.incl.ulcerat.colit., gynaecomast., galactorrh., elev.hepat.enzymes, asthen., arthralg., myalg., blurr.vis., skin reacts., fev., incr.freq.of gastr. glandul.cysts.dur long term treatm.& incr. gastric.bact.counts result.from inhibit.of gastr. acid secret.

Special precautions: Excl.malign., confirm. diagnos. by endoscopy, monit.concom.warfar.

Drug interactions: CNS depress.eff.enhanc.by CNS depress.& alcoh., poss.interacts.with drugs metabol. by cytochrome P450 syst., warfar.conc. poss.reduc.

 XE "Conoran" CONORAN, Ranbaxy [P/S]

Pantoprazole.
Indications: 40 mg tabs: Short-term treatm.of duod./gastr.ulc.& reflux oesophagit., use in combinat. with appropr.antibiot., Zollinger-Ellison syndr.

20 mg tabs: Mild gastro-oesophag.reflux dis (GORD) & the long term managem.& relapse prevent. thereof, prevent.of gastroduod.les.& dyspept.sympts.induc.by NSAID’s.

(S4) TABS, 41/11.4.3/1115, 1116

715312-001: 20 mg, 30, R148,87
715313-001: 40 mg, 30, R236,19

Dosage: Take dly.dos.in the morn.

Duod.ulc: 40 mg once dly. x2-4 wks. 

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zollinger-Ellison syndr: Init.80 mg dly.thereaft. titrat.as necess. Admin.dly.dos above 80 mg in 2 div.dos.

Mild GORD: 20 mg/day x4-8 wks.

Long term/GORD relapse prevent: Recomm. maint: 20 mg/day incr. to 40 mg/day in case of relapse. Reduc.to 20 mg dly aft.heal.

NSAID induc.gastro-duod.les.& dyspept. sympt. prev: 20 mg/day
Contraindications: Pregn.& lactat.& safety & effic.in childr.not est., sev.liv.funct.impairm., concom.atazanavir or nelfinavir

Side effects: Bld.dyscras., anaphylact.reacts.incl. anaphylact.shock, incr.liv.enzymes, elev. triglycerides, incr.body temp., depress., headaches, dizzin., vis. disturbs., GI disturbs., jaund.with/ without hepat.fail., allerg.reacts.incl.sev.skin reacts., photosens., arthralg., myalg., rhabdomyolys., bone fract., malaise, asthen., gynaecomast., impot., Clostrid.diffic.assoc.diarrh., interstit. nephrit.

Warnings and special precautions: Excl.poss. malign., not to exceed 20 mg dly in mild-mod.sev. liv.impairm., monit.liv.funct.in pres.of impairm.& discont. if elev., restrict use for NSAID induc.effs. to pts.on cont. ther.& at incr.risk, not indicat.for mild GI complaints, incr.risk of Clostrid.diffic. assoc. diarrh., confirm reflux oesophag.diagn.by endoscopy, incr.risk of SCLE and bone fract., poss. cyanocobalam malabsorpt.with prolong.treatm. (ie.>3 yrs.), hypomagnesaem.with prolong.treatm.
Drug interactions: Poss.changes in absorpt.of pH-depend.meds.eg.ketoconazole, diazepam/ phenytoin & warfar.elimin.prolong., poss. hypomagnesaem.with prolong.concom.digox.& tacrolim., 

 XE "Corpocid " CORPOCID 20 mg, Activo [P/S]

Omeprazole

Indications: Duod.ulc.incl.relaps.prevent., gastr. ulc., reflux oesophagit., Zollinger-Ellison syndr., NSAID-assoc.gastr./duod.ulc., H.pylori posit.duod. ulc.as part of eradic.program with appropr.antibiot.

(S4) TABS, A 43/11.4.3/0502

720358-001: 20 mg, 30, R136,85
Dosage: Admin.in morn. Swall.whole without chew./crush.

Duod.ulc: 20 mg dly.x2-4 wks. In pts.refract.to other treatm: 40 mg dly.may be effect. H pylori-posit. duod.ulc: Indic.as part of eradicat. program. with appropr.antibiot.
Gastric ulc.& reflux oesophagit: 20 mg dly.x4-8 wks. When refract.to other treatm.regimens 40 mg once dly.may be effect. May be contin.with 20 mg once dly in case of sev.or symptom.recurr. reflux oesophagit.

Zollinger-Ellison syndr: Init.60 mg dly. Indiv.& contin. as long as clinic.reqd. Sev.dis.maint: Usual. 20-120 mg dly. Div.dos. & admin.2xdly if above 80 mg dly.

NSAID-assoc.gastr. & duod.ulc: 20 mg once dly. x4wks. Contin.for furth.4 wks.if heal.not compl.

Contraindications: Safety in pregn./lactat.not est., concom. nelfinavir/atazanavir./indinavir.

Side effects: Headache, dizzin., CNS effs., vertigo, depress., hallucinat., GI /taste disturbs., stomatit., GI candidias., incr.liv.enzym., encephalopathy with pre-exist.sev.liv.dis., hepatit., hepat.fail., skin reacts.incl.erythema multiforme/ Stev.-Johns. syndr./tox.epiderm.necrolys., alopec., bld. dyscras., platel./bleed.& clott.disords., gynaecomast., arthralg., myalg., musc.weakn., arthrit., UTI, interstit.nephrit., malaise, incr.sweat., periph. oed., back/chest pain, hypersens., angioed., fev., bronchosp., anaphylact.shock, URTI, blurr.vis., hyponatraem., proteinur., hypomagnesaem., hypocalcaem., hypokalaem.

Warnings and special precautions: Not indic. for mild GI compl.such as nerv.dyspeps., excl.poss. malign., cons.risk vs.benef.in chron.hepat.dis.or hist. thereof, lact.intol., concom.warfar./ phenytoin/ digoxin/indinavir, sev.hepat.impairm., excret. in breast milk, gastr.glandul.cysts dur. longt.ther., incr.osteoporos.-relat.fract.risk, hypergastrinaem.may be high.in pts.with H.pylori infect., incr.GI Salmonella/Campylobacter/ Shigella/ Clostrid.diffic.infect.risk, cyanocobalamin absorpt. reduct., potent.vit.defic.risk with longt.t her., fat malabsorpt., limit.exper.in childr., longt. safety in pts.with ren.& hepat.impairm.not est., cirrhos., gastr.polyps with dly.ther.for 1 yr., elderly pts. receiv.high dos.

Drug interactions: Alter.absorpt.of some meds., poss. prolong.eliminat.of diazepam/warfar.or other Vit. K antagon./ phenytoin/meds.metabol.by oxidat. in liv., plasma conc.of both meds.incr.with voriconazole, decr.atazanavir/indinavir/nelfinavir, incr. expos.with flovoxamine, clopidogrel antiplatel. eff.reduc.in pts.tak.clopidogrel & aspir. or clopidogrel alone, poss.interacts.with meds.also metabol. via cytochrome P450 enzyme syst., concom. clarithromycin poss.incr.plasma conc.of both drugs., digox.bioavailabil.incr., diet.Vit.C bioavail. imp.

 XE "Dexilant" DEXILANT, Takeda [P/S] 
Dexlansoprazole

Indications: Adolesc.12-17 yrs & adults: Eros.reflux oesophagit.treatm., heal.eros.reflux oesophagit.& heartburn relief maint.for up to 6 mnths in adults & 4 for adolesc., short term treatm.of heartburn & acid regurgitat.assoc.with symptomat.non-eros.GORD

(S4) MR CAPS, 48/11.4.3/0695, 0696

3003955-001: 30 mg, 28, R318,60
3003956-001: 60 mg, 28, R487,42
Dosage: Take with/-out food. Caps.may be open & gran.mix.with apple sauce & tak.immed.
Eros.reflux oesophagit: Adolesc.12-17 yrs & adults: Recomm.dos: 60 mg once dly.x4wks. Contin. at same dos.for another 4 wks.if not fully heal.

Heal.eros.reflux oesophagit/heartburn.maint: Adults: 30 mg once dly.for up to 6 mnths. Adolesc. 12-17 yrs: 30 mg once dly.for up to 4 mnths.

Symptomat.non-eros.GORD: Adolesc.12-17 yrs & adults: Recomm.dos: 30 mg once dly.up to 4 wks.

Elderly: Do not exceed 60 mg dly.
Contraindications: Rilpivirine contain.products, hypersens.reacts.may incl.ac.interstit.nephrit.

Side effects: Common: Headache, diarrh., abdom.pain, naus., abdom.discomf., flatul., constipate., benign fundic gland polyps. Uncomm: Hip/wrist/spine fract., insomn., depress., dizzin., alt.taste, hypertens., hot flush., cough, dry mouth, vomit., abnorm.LFT, urticar., prurit., rash, asthen., appetite changes. Rare: Audit.hallucinat., convuls., paraesthes., vis.disturbs., vertigo, candidias. Not known: Autoimmune haemolyt. anaem., idiopath.thrombocytopen.purpura, anaphylact.react., hypersens., hypomagnesaem., vis.hallucinat., blurr.vis., deafn., drug induc. hepatit., subac.cutaneus lupus erythematos., Stev.-John.syndr., tox.epiderm.necrolys.

Warnings and special precautions: Mod. hepat. impairm., not recomm.in sev.hepat. impairm., safety & effic.in childr.und.12 yrs.not est., excl.poss.malign., monit.ren.funct., discont.if ac.interstit.nephrit.develops, concom.HIV prot. inhibit. not recomm., incr.C.difficil.assoc.diarrh. risk, reg.review of treatm.long.than 6 mnths., concom. meds poss caus.hypomagnesaem., reduc. stores/risk fact.reduc.Vit12 absorpt., Vit.D & Ca supplem.if ther>1 yr.in pres.of facture risk fact., in high dos.methotrex.ther.poss.tempor.withdr., sucr. intol., discont.if subac.cutan.lupus erythematos. les. develop esp.in sun-expos.areas accompany.by arthralg., prev.SCLE aft.proton pump inhibit.ther. may incr.risk with other PPI’s, discont.at least 5 days bef.CgA measurem., monit.concom.warfar., avoid dur.pregn., do not use dur.breastfeed., eval. effs.bef.driv./perform.complicat.tasks.

Interactions: CYP2C19 inhibit.incr.syst.expos., CYP2C19 & CYP3A4 induc.reduc.plasma conc., sucralfate/antacids may decr.bioavailabil., absorpt. of meds.bioavailabil.depend.on gastric pH poss.interfer.with, digox.plasma lev.incr., tacrolimus plasma lev.incr., INR & prothromb.time incr.with warfar., elev.& prolong.methotrex. ser.lev.with high dos.methotrex.ther., transport prot. P-gp inhibit.

See also MDR page 760.
 XE "Esomeprazole Cipla" ESOMEPRAZOLE CIPLA, Cipla Medpro [P/S]
Esomeprazole magnes.equiv.to esomeprazole
Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, prevent.of gastric & duod.ulc.assoc.with NSAID ther., duod.ulc.& prevent.of relapse of pept. ulc.assoc.with H.pylori infect., pathologic.hypersecr.cond.incl.Zollinger-Ellison syndr.& idiopath.hypersecr.

(S4) TABS 47/11.4.3/0744,0745
3005694-001: 20 mg, 28, R236,40
3005695-001: 40 mg, 28, R367,72
Dosage: Do not chew/crush.

Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts persist.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: Without oesophagit.admin. 20 mg once dly. Once sympt.resolv.admin.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

Gastric/duod.ulc.prevent with NSAID ther: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg 2xdly x7 days

Patholog.hypersecr.cond.:Init.recomm.40 mg 2xdly. Indiv.adjust.& treat as long as clinic.indicat. Doses up to 120 mg 2xdly
Contra-indications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir.
Side-effects: Freq.: Headache, abdom.pain, diarrh., flatul., N&V, constipat., fundic gland polyps Less freq.: Leukopen., thrombocytopen., dizzin., malaise, paraesthes., somnol., taste disturb., vertigo, blurr.vis., dry mouth, GI candidias., GI infects., microscop.colit., stomatit. hepat.encephalopath., hepatit.with/-out jaundice, incr.liv.enzymes, hypersens., hypomagnesaem., hyponatraem., peripher.oed., arthralg., musc.weakn., myalg., agitat., agress., confus., depress., hallucinat., insomn., interstit.nephrit., ren.fail., gynaecomast., bronchospasm., alopec., dermatit., hyperhidros., photosens.,prurit., rash, urticar. Freq.unknown: Sev.hypomagnesaem.can correl.with hypocalcaem.& hypokalaem., SCLE

Special warnings and precautions: Not for mild GI complaints eg.nervous dyspeps., excl.poss.malign.& gastric ulc., incr.risk sub-clinic.Ac.Interstit.Nephrit., prolong treatm./with digoxin or other meds.causing hypomagnesaem.consid.meas.Mg.lvl.before & during treatm., poss.red.of vit.B12 absorp., monit.long-term ther., avoid concom.clopidogrel, serum gastrin incr., long-term.benign reversib.gastric glandul.cysts occur, poss.incr.fract.risk, infreq.cases of SCLE, stop treatm.temporar.5 days prior Chromogranin A meas., safety in pregn.& lactat.not est., sev.ren.insuffic., max.dly.dos.of 20 mg in sev.hepat.impairm., incr.risk of GI infects. incl.C.diffic., contains sucrose & lactose. Not for childr.< 11yr.
Interactions: Absorpt.of any med.with gastric pH depend.absorp, poss.decr.absorp.of ketoconazole/ itraconazole/erlotinib., incr. absorp.of digoxin, poss.decr.clear.of meds.metabol.by CYP2C19 enzyme, phenytoin & warfar.R-isomer trough plasma lev.incr., incr.Cmax & AUC for cilostazol, eliminat.half-life of cisapride prolong.but not signific.incr.in peak plasma lev., avoid concom.clopidogrel, methotrex lvl.incr. consid.tempor.esomeprazole withdrawal with high doses methotrex., atazanavir & nelfinavir conc.decr., incr.saquinavir serum lvl.,tipranavir decr.concen.,  metabol.by CYP3A4 & concom admin.of CYP3A4 inhibit clarithromyc.doubl.esomeprazole AUC expos., poss.tripling of esomeprazole expos.with voriconazole, poss.incr.metabol.with rifampicin/ St.John’s Wort.
 XE "Esotab" ESOTAB, Forrester [P/S]

Esomeprazole magnes.equiv.to esomeprazole

Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, prevent.of gastric & duod.ulc.assoc.with NSAID ther., duod.ulc.& prevent.of relapse of pept. ulc.assoc.with H.pylori infect., has been used in Zolling.Ellison syndr.& idiopath.hypersecret.

(S4) GASTRO-RESIST.TABS. 50/11.4.3/0031, 0032

3002447-001: 20 mg, 30, R272,56
3002448-001: 40 mg, 30, R420,44
Dosage: Do not chew/crush. Maybe dispers.in non-carbon.water swallow.liq.with pellets. Admin. low.dos.& for short.treatm.durat.for treat.condit.

Adults & adolesc.12-18 yrs:

Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts persist.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: Without oesophagit.admin. 20 mg once dly. Once sympt.resolv.admin.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

Adults

Gastric/duod.ulc.prevent with NSAID ther: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg 2xdly x7 days

Hypersecret.condits.incl.Zolling.-Ellison syndr.& idiopath.hypersecret: Init.40 mg 2xdly. Then indiv.& contin.as clinic.indicat. Dos.up to 120 mg 2xdly have been admin.
Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir

Side effects: Freq: Headache, abdom.pain, diarrh., flatul., N&V, constipat., dyspeps., rash. Less.freq: Agranulocytos., leucopen., thrombocytopen., pancytopen., anaphylact.react., angioed., bronchosp., hyponatraem., hypomagnesaem., insomn., somnol., aggress., confus.states, agitat., depress., hallucinat., dizzin., paraesthes., blurr.vis., eye disords., vertigo, tinnit., ang., tachycard., bradycard., resp.infect., sinusit., cough, dry mouth, taste disturbs., stomatit., GI candidias., pancreatit., benign fund.gland polyps, hepatit., jaund., hepat.encephalopathy, rais.liv. enzym., dermatit., prurit., urticar., photosens., bull.erupt., incr.sweat., alopec., back pain, arthralg., malag., musc.weakn., myopathy, hip/ wrist/spine fract., interstit.nephrit., urin.disords., gynaecomast., impot., fev., periph.oed., malaise, fatig. Freq.unknown: Microscop.colit., erythema. multiforme, Stev.-John.syndr., tox.epiderm. necrolys., subac.cutan.lupus erythematos.

Warnings and special precautions: Not for mild GI complaints, excl.poss.malign.& gastric ulc., monit.long-term ther., hepat.impairm., incr.risk of GI infects., poss.hypergastrinaem., vit.& min. absorpt.reduc., incr.bone fract.risk & suscept.to cert.infects.with chron.use, monit.prothromb.time & INR with concom.warfar., monit.Mg lev.with prolong.ther.& concom.meds.caus. hypomagnesaem., concom.clopidogrel to be avoid., incr.risk of subac.cutan.lupus erythematos.with other proton pump inhibit.if exper.with prev.proton pump inhibit., poss.interfer.with neuroendocr. tum.investigat.theref.discont.at least 5 days.priot to CgA measurem., eval.effs.bef.driv./perform. complicat.tasks, sucr./lact.intol., digox.monit., no exper. with childr., safety in pregn.& lactat.not est., sev.ren.insuffic., max.dly.dos.of 20 mg in sev. hepat.impairm.,

Interactions: Atazanavir & nelfinavir conc.decr., absorpt.of any med.whose absorpt.mechan.is influenc.by gastric acid., poss.decr.clear.of meds. metabol.by CYP2C19 enzyme, clinic.signific.elev. INR with warfar., eliminat.half-life of cisapride prolong.but no signific.incr.in peak plasma lev., saquinavir& tacrolimus ser.lev.incr., methotrex. lev.incr., expos.to clopidogrel act.metabol.decr.& decr.max.inhibit.of ADP induc.platelet aggregat., concom admin.of CYP3A4 inhibit clarithromyc. doubl. esomeprazole AUC expos., meds.induc. CYP2C19/CYPD3A4 or both poss.decr.ser.lev.
 XE "Lancap" LANCAP, Pharma Dynamics [P/S]

Lansoprazole

Indications: (S4) 30 mg: Short-term treatm.of gastric/ duod. ulc. & reflux oesophagit. 15 mg: Short-term managem.of mild funct.dyspeps., gastro-oesophag. reflux relapse prophylax. In conjunct.with appropr. antibiot.as part of eradicat. program.for H.Pylori-posit.duod.ulc.

(S2) 15 mg: Short term symptomat.heartburn & hyperacidity at max.15 mg dly dos.for max. 14 days.

(S4) & (S2) CAPS, 40/11.4.3/0247, 0248

715812-001: 15 mg, 14, R61,74
708052-001: 15 mg, 30, R136,93
708053-001: 30 mg, 30, R185,96
Dosage: Take bef.meals. Admin.low.dos.& short. durat.appropr.to condit.treat.

Heartburn & hyperacidity: 15 mg dly.for up to max.14 days.

Gastr.ulc: 30 mg once dly.for up to 8 wks.

Duod.ulc: 30 mg once dly.for up to 4 wks. As part of eradicat.program.with appropr. antibiot. for H.pylori posit.ulc.

Oesophagit.due to gastro-oesophag.reflux: 30 mg once dly.x4 wks., rep.4 wk.course poss. necess.

Gastro-oesophageal reflux prevent: Maint: 15 mg once dly.for max.1 yr.

Funct.dyspeps: Adults: 15-30 mg once dly.x2-4 wks.

Elderly: Max.dly.dos: 30 mg.

Contraindications: Pregn.& lactat., liv. impairm., safety & effic.in childr.not est., lact. intol.

Side effects: CNS effs., bld.dyscras., oed., headache, dizzin., tremor, GI disturbs. incl. ulcerat. colit., gynaecomast., galactorrh., elev. hepat.enzym., asthen., arthralg., myalg., blurr. vis., skin reacts., alopec., fev., incr.freq.of gastr. glandul.cysts.dur long term treatm.& incr.gastr. bact.counts result.from inhib.of gastr.acid secret. incr.GIT infects.risk.

Special precautions: Pass.into milk of rats, tumorigen.effs.in anim., excl.malign., incr. Clostrid. diffic.assoc.diarrh.risk, monit.concom. warfar., confirm reflux.oesophagit.diagnos.by endoscopy.

Drug interactions: Sedat.eff.potent.by CNS depress. & alcoh., poss.interacts.with drugs metabol. by cytochrome P450 syst., warfar.conc. poss.reduc.

 XE "Lansoloc" LANSOLOC, Cipla Medpro [P/S]

Lansoprazole.
Indications: Short-term treatm.duod., gastr.ulc., & reflux oesophagit., with appropr.antibiotics in H.Pylori positive duod.ulc.

(S4) CAPS. 37/11.4.3/0155

704754-001: 30 mg, 30, R189,19
Dosage: Admin.bef.meals. Use in childr.not studied.

Gastr.ulc: 30 mg dly x8 wks.

Duod.ulc: 30 mg dly upto 4 wks. May be used as part of eradicat.programm.with appropr.antibiot. in H Pylori positive duod.ulc.

Oesophagit.due to gastro-oesophag.reflux: 30 mg dly x4 wks., rep.for furth.4 wks.depend.on endoscopic results.

Maint.for prevent of gastro-oesophag.reflux: 15 mg dly for up to 1 yr.

Function.dyspeps: 15 –30 mg dly for 2-4 wks.

(S2) OTC CAPS, 37/11.4.3/0238
Indications: Short-term relief of heartburn & hyperacid.

704752-001: 15 mg, 7, R33,82
704752-002: 15 mg, 14, R67,64
Dosage: . Swall.whole without crush./chew.

Admin.1x dly.bef.meals. Max.dly.dos: 15 mg for durat.max.14 days

Contraindications: Pregn., lactat., liv.impairm., safety & effic.in childr.not est., concom. atazanavir., OTC Caps.not suit.in fruct.intol./gluc.-galact. malabsorpt.syndr./sucr.isomalt.defic.

Side effects: Headache, dizzin., fatig., malaise, candidias., oral monilias., pneumon., URTI, UTI, Ca, laryng. neoplasma, bld.dyscras., lymphadenopathy, bruis., petechiae, allerg./hypersens.react.incl. angioed./ wheez./fev./anaphylax., diab.mellit., goitre, hypothyroid., GI disturbs.incl.ulcerat.colit./ haemorrh., stomatit., tenesm., bezoar, glossit., thirst, gout, dehydrat., hyper-/hypoglycaem., weight chang., hyponatream., CNS effs., CV accid., cerebr.infarct., psych.disords.incl.hallucinat., libido chang., migraine, convuls., hemipleg., hyperkines., hyper-paraesthes., tremor, parosm., vis.disturbs. incl. retin.degenerat./vis.field defect, eye/ oesophag./ musculoskelet./back/chest/neck/pelv./ kidn./ urethr./breast pain, conjunctivit., vertigo, deafn., otit.med., tinnit., card.disords.incl.MI, dysrhythm., palpitat., oed., hypo-/hypertens., shock, asthma, bronchit., dyspn., epistax., haemoptys., pleur.disord., stridor, incr.hepat. enzym., cholelithias., hepatit., hepat.fail./ encephalopathy, skin reacts.incl.erythema multiforme/ Stev.Johns.syndr./tox.epiderm. necrolys., alopec., photosens., arthralg., myalg., arthrit., bone/joint disord., myasthen., sinovit., gynaecomast., galactorrh., asthen., ren./urin. disords., interstit.nephrit.with poss.progress.to ren.fail., menstr./penis/testis disord., vaginit., impot., dysmenorrh., breast tendern./enlargem., chills, flu syndr., gastric.gland.cysts dur.long term treatm., incr. GI infect.risk due to incr.norm.GIT bact. counts.

Special precautions: Pass.into milk of rats & caus.tumorigen.effs.in anim., excl.malign.bef.init. ther.esp.in old.pts.with new/recent.chang.dyspept. sympt., concom. theophyll./OC’s/carbamazepine, admin.at least 30 mins.bef.sucralfate, antacids not to be giv.with.1 hr of ther., reflex oesophagit.diagn.to be confirm.by endoscopy, monit.concom.warfar.as min.warfar.conc. reduct. poss., discont.ther.if persist. diarrh.devel., OTC Caps.not for mild GI compl.

Drug interactions: Incr.theophyll.clear., reduc. bioavail.with antacids, atazanavir expos.reduct., as weak induc.of cytochrome P450 enzyme syst. interacts. with drugs metabol.by this syst.poss., delay.absorpt.with sucralphate, poss.interfer.with absorpt.of meds.where gastr.pH is determin.of bioavailabil., conc.of both meds. incr.with voriconazole, drowsin.aggrav.by alcoh.& CNS depress.

 XE "Lansoprazole Unicorn" LANSOPRAZOLE UNICORN, Unicorn [P/S]

Lansoprazole

Indications: (S4) 30 mg: Short-term treatm.of gastric/ duod. ulc. & reflux oesophagit. 15 mg: Short-term managem.of mild funct.dyspeps., gastro-oesophag.reflux relapse prophylax. In conjunct.with appropr. antibiot.as part of eradicat. program.for H.Pylori-posit.duod.ulc.

(S2) 15 mg: Short term symptomat.heartburn & hyperacidity at max.15 mg dly dos.for max.14 days.

(S4) & (S2) CAPS, 40/11.4.3/0249, 0250

715079-002: 15 mg, 14, R51,93
715079-001: 15 mg, 30, R111,39
715080-001: 30 mg, 30, R166,03

Dosage: Take pref.bef.meals using low.dos.& short.durat.

Gastr.ulc: 30 mg once dly.for upto 8 wks.

Duod.ulc: 30 mg once dly.for upto 4 wks. As part of eradicat.program.with appropr.antibiot.for H.pylor posit.ulc.

Oesophagit.due to gastro-oesophag.reflux: 30 mg once dly.x4 wks., rep.4 wk.course poss. necess.

Gastro-oesophageal reflux prevent: Maint: 15 mg once dly.for max.1 yr.

Funct.dyspeps: Adults: 15-30 mg once dly.x2-4 wks. Elderly: Max.dly dos: 30 mg.

Heartburn & hyperacidity: 15 mg dly.for up to max.14 days. Consult practit.should sympt.persist / get worse/cont.dur.or aft.treatm.

Contra-indications: Pregn.& lactat., liv.impairm., safety & effic.in childr.not est., heredit.probl./ galact. intol.hist., Lapp lact.defic., gluc.-galact. malabsorpt.

Side effects: Bld.dyscras., oed., CNS effs., headache, dizzin., tremor, GI disturbs.incl. ulcerat.colit., dry mouth, glossit., gynaecomast., galactorrh., elev.hepat.enzym., asthen., arthralg., myalg., blurr.vis., skin reacts., alopec., fev., incr. freq.of gastr.glandul.cysts.dur long term treatm.& incr.gastric.bact.counts result.from inhibit.of gastr. acid secret.incr.risk of GIT infects.

Special precautions: Excl.malign.bef.init.ther.as treatm. poss.allev.sympt.& delay diagn., monit. concom.warfar., distrib.into milk of lactat.rats, poss.tumorigen.effs.in animals, confirm.reflux. oesophagit.diagnos. by endoscopy, incr.clostrid. diffic.assoc.diarrh.risk.

Drug interactions: Sedat.eff.potent.by CNS depress. & alcoh., poss.interacts.with drugs metabol. by cytochrome P450 syst., warfar.conc. poss.reduc.

 XE "Lokit" LOKIT, (Cipla) Pharmascript [P/S]

Omeprazole

Indications: Adults: Duod.ulc.incl.prev.of relapse, gastr.ulc., reflux oeosphagit., Zollinger-Ellison syndr., gastro-oesophag.reflux dis. (GORD), funct. dyspeps., duod.ulc.assoc.with H Pylor infect.in combinat.with suit.antibiot., treatm. of NSAID’s assoc.gastr.&/or duod.ulc.& eros., reduc.risk of develop.gastric and/or duod. ulc. /eros.,reduc.risk of relapse of prev.heal. gastr. &/or duod.ulc.& eros.in pts.on NSAID ther. Childr>20 kg: Short term treatm.(up to 3 mnths) of sev. ulcerat.reflux oesophagit.resist.to prev. med. treatm.

(S4) CAPS, 36/11.4.3/0446

705466-001: 20 mg, 30, R189,53
Dosage: Swallow whole.
Adults:

Duod.ulc: 20 mg dly.x2-4 wks. In pts.refract.to other treatm: 40 mg dly.may be effect. Prev.of relapse: 10 mg once dly.if necess.incr.to 20-40 mg once dly. Above recomm.regim.are incl.of H.Pylori assoc. duod.ulc.with suit.antibiot.

Gastric.ulc.& reflux oesophagit: 20 mg dly. x4-8 wks. When refract.to other treatm.regimens 40 mg once dly.may be effect. Long-term reflux oesophagit.mangem: 20-40 mg once dly.if necess. In sev./symptomat. recurr. reflux oesophagit.contin.with 20 mg dly.

NSAID-assoc.gastroduod.les.with/without contin.NSAID treatm: 20 mg once dly.x4wks. If heal.not compl.contin.xfurth.4 wks.

NSAID-assoc.gastroduod.les.&dyspept. sympt. prophylax.: 20 mg once dly.

Symptomat.gastro-oesophag.reflux dis: 20 mg dly. Investig.furth.if sympt. contr.not achiev.aft.2 wks.treatm.at 20 mg dly.

Zollinger-Ellison syndr: Init.60 mg dly. Indiv.& contin. as long as clinic.reqd. Admin.dos.over 80 mg dly.in 2 div.dos.

Childr.1 yr & old.: (Limit.exper.)
Sev.ulcerat.reflux oesophagit: Over 20 kg: 20 mg once dly.incr.to 40 mg once dly.if necess.

Contraindications: Other benzimidaz. hypersens., concom.nelfinavir/atazanavir & clopidogrel

Side effects: Bld.dyscras., hypersens.reacts. incl. anaphylax., hyponatraem., hypomagnesaem., hypocalcaem., hypokalaem., insomn., agitat., revers.ment.confus., aggress., hallucinat., depress., CNS effs., paraesthes., malaise, fev., blurr. vis., vertigo, tinnit., periph. oed., angina, tachy-/ bradycard., bronchosp., cough, GI disturbs., gastr.glandul.cysts, acid regurgitat., incr. GI bact., pancreatit., incr.liv. enzymes, hepatit.with/-out jaund., hepat. encephalopathy, hepat.necros., skin reacts.incl. erythema multiforme, prurit., photosens., tox. epiderm. necrolys.& Stev.John.syndr., alopec., asthen., arthralg.& myalg., musc.weakn., hip/ wrist or spine fract., interstit.nephrit., gynaecomast., incr.sweat.

Warnings and special precautions: Not indicat. for min.GI complaints, limit.exper.in childr., excl. poss. malign., monit.pts.on long-term treatm.(ie >1 yr), Vit B12 absorpt.reduc. theref. consid.in pts.with reduc.body stores/risk fact. for reduc.absorpt., consid.poss.interacts. with other meds.metabol.through CP2C19, monit. for poss.effs.of hypomagnesaem./concom.meds. caus. hypomagnesaem., incr.risk of hip/wrist & spine fract.with long term high dos.ther.in elderly or in pres.of other recogn.risk fact., osteoporos. risk pts., incr.risk of GI infects.due to decr.acid. incr. gastr.bact.counts, imp.hepat.funct., incr. freq.of gastric glandul.cysts report.with long term use, eval.poss.S/E on driv.ability & hazard. machine operat., diab., sucrose and lact. intol., high dos.ther.in elderly on digox.when monit. advis., monit.concom.INR/phenytoin lev., consid. withdr. ther.with high-dos.methotrex. admin., safety in pregn./lactat.not est., long term use in ren./ hepat.impairm.not est.

Interactions: Incr./decr.absorpt.of meds with gastric PH depend.absorpt., nelfinavir & atazanavir plasma lev.decr., digox.bioavailabil. incr., expos.to clopidogrel act.metabol.decr., absorpt. of posconazole/dasatinib/erlotinib/ ketoconaz. & itraconaz.signif.reduc.imp.clinic. effic., metabol.of other meds.metabol.by hepat. P450 cytochrome enzyme poss.affect., prolong. elimin. of diazepam/warfar/other vit.K antagon./ cilostazol & phenytoin, fluvoxam.incr.expos.in extens. metabolis., saquinavir/ritonavir/ tacrolimus plasma lev.incr., methotrex.lev.incr., subst. known to inhib.CYP2C19/CYP3A4 may incr. Lokit ser.lev.while induc.will decr.Lokit ser. lev, with concom.voriconaz.expos.to both meds. incr.theref.dos.adjustm.poss.necess.in sev. hepat. impairm./long term ther., plasma conc. incr. with clarithromycin, absorpt.of Vit.B12 reduc., concom. CNS depress.& alcoh.may potent.any CNS eff., elimin.of diazepam/warfar.& phenytoin prolong.
 XE "Losec" LOSEC, Equity [P/S]
Omeprazole.
Indications: Adults: Duod.ulc.incl.relap.prev., gastr.ulc., reflux oesophagit.incl.long-term managem., Zollinger-Ellison syndr., symptomat. heartburn rel., gastro-oesophag.reflux dis., short-term rel.of funct. dyspeps., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., NSAID assoc. gastric and/duod.ulc./reduc.the assoc. risk of develop.such ulc.& reduc.the poss.of relapse of such assoc.ulc.

Childr: Short term treatm.of sev.ulcerat.reflux oesophagit.

(S4) MUPS TABS. 32/11.4.3/0222, 0223

849383-005: 10 mg, 28, R473,67
849391-016: 20 mg, 28, R790,82
Dosage: Swallow whole in morn., do not chew or crush. Disperse in water/fruit juice and take within 30 mins.

Duod.ulc: 20 mg dly x2-4 wks.

Relapse prev: 10 mg once dly.if need.incr.dose to 20-40 mg dly.

H.pylori posit.duod.ulc: Losec as part of the eradicat. programme with appropr.antibiot.

Gastr.ulc.& reflux oesophagit: 20 mg dly x4-8 wks.

Gastr.ulc.& reflux oesophagit: Refract.to other treatm.regimens: 40 mg once dly.may be effect.

Reflux oesophagit.long-term treatm: 10 mg once dly incr.to 20-40 mg once dly.if need.

Sev/recurr.reflux oesophagit: contin.with 20 mg dly.

Sev.ulcerat.reflux oesophagit.in childr.1 yr. & old: 10-20 kg: 10 mg once dly. >20 kg: 20 mg once dly. If necess.incr.dos.to 20 mg & 40 mg respectiv.

NSAID assoc.gastroduod.les: 20 mg once dly. with heal.gen.within 4 wks. If full heal.not achiev. aft.init.course contin.for furth.4 wks.

NSAID assoc.prophylax: 20 mg once dly.

Symptomat.gastro-oesophag.reflux dis: 20 mg dly. Indiv.as some may respond to 10 mg dly. Investigate further if sympt.control not achiev. within 4 wks.on 20 mg dly.

Funct.dyspeps: 20 mg once dly. Consid.10 mg dly.as start.dos.as adeq.respons.report. Investig. furth.if sympt.contr.not achiev.aft.2 wks.at 20 mg dly.

Zollinger-Ellison syndr: Init. 60 mg dly. Adjust indiv., av.maint.betw. 20-120 mg dly. Doses over 80 mg admin.in 2 div.doses.

Contraindications: Safety in pregn.not est., excret. in breast milk.
Side effects: GI disturbs., stomatit., candidias., CNS effs., paraesthes., malaise, skin disords.incl. Stev. Johns./tox.epiderm.necrolys.& erythema multiforme, fev., photosens., angio-oed., alopec., arthrit. & myalg.sympts., musc.weakn., blurr.vis., aggress., periph.oed., hyponatraem., incr.sweat., gynaecomast., bronchosp., bld.dyscras., hypersens. reacts. incl.anaphylax., encephalopathy with sev. pre-exist. liv.dis., hepatit.with/without jaund., hepat. fail., incr.freq.of gastr.glandul.cysts with long-term treatm., incr.liv.enzymes.

Special precautions: Not indic.for mild GI complaints, limit.paed.exper., excl.poss.malign., imp. hepat.funct., monit.pts.on warfar./phenytoin ther., incr.GI Salmonella & Campylobacter.infect. risk
Drug interactions: Poss.interacts.with meds.also metabol.via cytochrome P450 enzyme syst., ketoconazole & itraconazole absorpt.decr., prolongs diazepam, warfarin & phenytoin eliminat., plasma conc.of omeprazole & clarithromycin incr. with concom.admin., incr.digox.bioavail.

 XE "Nectizole" NECTIZOLE, Activo [P/S]
Esomeprazole magnes.dihydr.equiv.to esomeprazole

Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, prevent.of gastr.& duod.ulc.assoc.with NSAID ther., in combin.with appropr.antibiot.in duod. ulc.heal.& relapse prevent.of pept.ulc. assoc. with H.pylori infect., patholog.hypersecret. condits.incl.Zollinger-Ellison syndr.& idiopath. hypersecret.

(S4) GASTRO-RESIST.TABS. 48/11.4.3/0438, 0439

721061-001: 20 mg, 30, R244,41
721062-001: 40 mg, 30, R364,96
Dosage: Admin.at least 30 mins. bef.meals. Do not chew/crush. May be dispers.in non-carbon. water if diffic.swall. Admin.low.dos.& for short. treatm. durat.

Adults & adolesc.from 12 yrs:

Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts.persist.

Longt.relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: Without oesophagit.admin. 20 mg once dly. Furth.investig.if sympt.contr.not achiev. aft.4 wks. Admin.20 mg once dly.if necess. when sympt.resolv. 

Gastric/duod.ulc.prevent with NSAID ther: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat.with amoxicillin 1 g and clarithromycin 500 mg 2xdly x7 days.

Pathol.hypersecret.condits.incl.Zollinger-Ellison syndr. & idiopath.hypersecret: Init. dos. 40 mg 2xdly.then indiv.adjust.for as long as need. Up to 120 mg 2xdly has been giv.

Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir.

Side effects: C.diffic.assoc.diarrh., GI disturbs. incl. candidias., resp.infect., sinusit., pancreatit., bld. dyscras., hypersens.reacts.incl.angioed.& anaphylax., oed., hyponatraem., hypomagnesaem., psych./ ren./urin.disords., CNS effs., headache, dizzin., paraesthes., fatig., blurr.vis., vertigo, taste disturbs., bronchosp., dry mouth, stomatit., incr. liv. enzym., hepatit.with/without jaund., hepat.fail., skin reacts.incl.erythem.multiforme/ Stev. -John. syndr./tox.epiderm.necrolys., alopec., photosens., arthralg., myalg., musc.weakn., hip/ spine/ wrist fract., gynaecomast., incr.sweat., malaise.

Warnings and special precautions: Not for mild GI complaints, excl.poss.malign.& gastr.ulc., incr. risk of GI infects. incl.C.diffic., monit.longt. ther., safety in pregn.& lactat.not est., no data for childr. bel. 12 yrs., sev.ren.insuff./liv.impairm., monit. concom.phenytoin init.& when withdr., concom. anticoags., avoid concom.clopidogrel, concom. high-dos.methotrex.ther., incr.wrist/hip/ spine fract. with prolong.use/high dos., elderly, adeq. Vit.D & Ca intake where osteoporos.risk, sev.hypomagnesaem., monit.mg.lev.bef.init./ dur. ther.if prolong./with concom.digox./meds. caus. hypomagnesaem., concom.voriconazole esp. where sev. hepat.impairm.& long.ther.indic.

Interactions: Dasatinib absorpt.reduc., incr. plasma conc.of meds.metabol.by CYP2C19 enzym., elimin. half-life of cisapride prolong.but not signif. incr. in peak plasma lev., elev.INH with warfar., antiplatel. eff.of clopidogrel poss.reduc., incr. digoxin bioavailabil., absorpt.of oral.-admin.ion salts decr., methotrex.ser.conc.elev., bioavail.of any meds.with pH depend.absorpt.potent.affect. such as prot.inhibits./antifung.agents, decr. atazanavir/ nelfinavir conc., metab.of other meds. metabol. via cytochrome P450 enzym.syst.poss. affect., protease inhib.absorpt.poss.chang.by incr. gastr. pH, incr.plasma lev.with clarithromycin, decr. ser. lev.with meds.known to induce CYP2C19/ CYP23A4 or both eg.St John’s Wort/ rifampicin, both esomeprazole & voriconazole plasma conc. poss.incr., ketoconazole & itraconazole absorpt. poss.decr.

 XE "Nexiam" NEXIAM, AstraZeneca [P/S] 
Esomeprazole.
Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, prev.gastric & duod.ulc.assoc.with NSAID ther.in risk pts., duod.ulc.& prevent. of relapse of such ulc.assoc.with H.pylori infect.in combinat. with appropr.antibiot., patholog. hypersecret. condit.incl.Zollinger-Ellison syndr.& idiopath. hypersecret.
(S4) MUPS TABS. 35/11.4.3/0263, 0264

897132-009: 20 mg, 14, R237,22
897132-017: 20 mg, 28, R474,43
897125-002: 40 mg, 14, R365,84
897125-009: 40 mg, 28, R731,68
Dosage: Swallow whole with liq., do not chew or crush. May be dispers.in non-carbon.water stir. until tabs disintergrate, drink.liq.with pellets.

Eros.reflux oesphagit: 40 mg once dly.x4 wks. If not heal./sympts.persist contin.for addit.4 wks.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: If oesophagit.not pres admin. 20 mg once dly. Subseq.sympt.contr.can be achiev. on a demand regimen of 20 mg once dly. If sympt. contr.not achiev.aft.4 wks.investig.furth.

Contin.NSAID ther: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg 2xdly x7 days in combinat.with amoxicillin 1 g and clarithromycin 500 mg at same interv.

(S4) GRAN, 42/11.4.3/1003

Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat. treatm. of GORD, prev.gastric & duod.ulc.assoc. with NSAID ther.in risk pts., duod.ulc.& prevent. of relapse of such ulc.assoc.with H.pylori infect. in combinat.with appropr.antibiot., pathologic. hypersecret. condit.incl.Zollinger-Ellison syndr.& idiopath.hypersecret.
715868-001: 10 mg/sachet, 28, R452,69
Dosage: Disolv.sach.contents in 15 ml water and leave to thicken and admin.within 30 mins. Admin. orally or by nasogastr.tube.

Eros.reflux oesphagit: Adults & adolesc.12-18 yrs: 40 mg once dly.x4 wks. If not heal./sympts. persist contin.for addit.4 wks. Childr.1-11 yrs: <20 kg: 10 mg once dly.x8 wks. >20 kg: 10-20 mg once dly.x8 wks.

Relapse prevent.of heal.oesophagit: Adults & adolesc.12-18 yrs: 20 mg once dly. Childr.1-11 yrs: 10 mg once dly.

Symptomat.GORD: Adults & adolesc.12-18 yrs: If oesophagit.not pres admin. 20 mg once dly. Subseq. sympt.contr.can be achiev.on a demand regimen of 20 mg once dly. If sympt.contr.not achiev. aft.4 wks.investig.furth. Childr.1-11 yrs: 10 mg once dly.for upto 8 wks.

Contin.NSAID ther: Adults: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: Adults: 20 mg 2xdly x7 days in combinat.with amoxicillin 1 g and clarithromycin 500 mg at same interv.

Patholog.hypersecret.condits: Adults: Init. 40 mg 2xdly.thereaft.indiv.and cont.as indicat. Dos. of upto 120 mg 2xdly.have been admin.

(S4) GRAN, 44/11.4.3/0208, 0209

Indications: Reduc.intra-oesophag.pH by reduc. gastric reflux acidity in neonates & infts, gastro-oesophag.reflux dis.confirmby pH probe/ endoscopy.
720048-001: 2,5 mg/sachet, 28, R452,69

720053-001: 5 mg/sachet, 28, R452,69

Dosage: Disolv.sach.contents in 5 ml water and leave to thicken and admin.within 30 mins. Admin. orally or by nasogastr.tube flush. nasogastric tube aft.admin. Dos.over 1,33 mg/kg/ day not stud.
GORD: Childr.0-1 yrs (1-11 mnths): 3-5 kg: 2,5 mg once dly.for up to 6 wks. >5-7,5 kg: 5 mg once dly.for up to 6 wks. >7,5-12 kg: 10 mg once dly.for up to 6 wks. 

(S4) IV INJ/INFUS, A38/11.4.3/0384

704470-002: 40 mg/vial, 10x5 ml, R914,25
Indications: Gastroesophageal reflux dis.where oral ther.not appropr., eros.reflux oesophagit., long-term managem.of heal.oesophagit.to prev. relapse, short term haemostas.maint.& prevent. of rebleed.follow.therapeut.endoscopy for ac. bleed. gastric/duod.ulc.

Dosage: Admin.for short.poss.time. May be giv. x7 days. Tfd.to oral ther.ASAP. Reconstit.only with 0,9% NaCl for IV use. Admin.IV inj.over 3 mins. & IV infus.over 10-30 mins.

Eros.reflux oesophagit: 40 mg once dly.x4 wks.. Addit.4 wks.recomm.where oesophagit.not heal./if sympts.persist.

Long term managem.of heal.oesophagit.to prev. relapse: 20 mg once dly.

Sev.reflux dis.sympts: 20 mg once dly.

Haemostas.maint.& prevent.of rebleed.of gastric /duod.ulc: 80 mg as bolus infus.over 30 mins. follow.by contin.IV infus.8 mg/hr over 3 days. Follow parenter.treatm.with acid suppress.ther of Nexiam 40 mg once dly.x4 wks.

Contraindications: No paed.exper.for MUPS tabs. /inj., sachets in childr.und.1 yr., safety in pregn. & lactat.not est., hypersens.to substit. benzimidazoles, concom.atazanavir & nelfinavir
Side effects: Headache, dizzin., paraesthes., somnol., taste disturbs., GI disturbs., abdom.pain, dry mouth, stomatit., GI candidias., skin reacts., alopec., photosens., bld.dyscras., rare hypersens. reacts.incl.erythem.multiforme/Stev.-John.& tox. epiderm.necrolys., periph.oed., hyponatraem., insomn., psych.disturbs., blurr.vis., vertigo, bronchosp., incr.liv.enzymes, hepatit.with/without jaund., hepat.encephalopathy/fail., arthralg., myalg., gynaecomast., malaise, hyperhidros., musc. weakn., interstit.nephrit., gastr.glandul. cysts with long term.oral treatm.due to acid secret. inhibit, loc.reacts.with high dos.IV expos.x3 days

Special precautions: Not for mild GI complaints, excl.poss.malign., monit.long-term ther., investig. GORD further if sympt.control not acheiv.aft.4 wks., sev.ren.insuffic., sev.imp.hepat.funct., close monit. with concom.warfar./other coumar. anticoags., do not mix./co-admin.inj.with any other drug/ in same infus.set., incr.GI infect.(eg Salmonella & Campylobacter.) risk due to decr. gastric. acid.incr.bact.counts

Drug interactions: Poss.incr./decr.absorpt.of drugs whose absorpt.is influenc.by gastric acid., ketoconazole & itraconazole absorpt.decr., poss. incr. plasma conc.of meds.metabol.by CYP2C19 enzyme, diazepam clear.decr., incr.phenytoin plasma conc., elev.INR with warfar., atazanavir & nelfinavir ser.lev.decr., CYP2C19&/CYP3A4 inhibit. incr. esomepraz.expos., CYP2C19&/CYP3A4 induc. decr. ser.lev.
See also MDR page 198.
 XE "Nexipraz" NEXIPRAZ, Ranbaxy [P/S]
Esomeprazole magnes.equiv.to esomeprazole
Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, assoc.NSAID gastr.& duod.ulc.prev.in at risk pts., duod.ulc.& prevent.of relapse of pept. ulc.assoc.with H.pylori infect., 

(S4) GASTRO-RESIST.TABS. 45/11.4.3/0125, 0126

720753-001: 20 mg, 30, R277,06
720754-001: 40 mg, 30, R427,35
Dosage:.Do not chew/crush. For pts.unable to swall.disperse in non-carbon.water and drink liq.with pellets.
Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts persist.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: If oesophagit.not pres admin. 20 mg once dly. Once sympt.resolv.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

Gastric/duod.ulc.prevent with NSAID ther: 20-40 mg once dly.

H.pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg2xdly x7 days

(S4) POWD.FOR SOL.FOR INJ./INFUS. 46/11.4.3/0606

Indications: Alternat.to oral ther.for short.poss. durat.in eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., sev.reflux dis.sympts., haemostas. maint.& prev.of rebleed.follow. therapeut. endoscopy for ac.bleed.gastr./duod.ulc.
723472-001: 40 mg, 10x5 ml vials, R395,93
Dosage: Discont.IV ther.& cont.with oral ther. when poss./appropr. May be admin.for up to 7 days as part of full treatm.per.for specif.indicat.

Eros.reflux.oesophagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.when oesophgit.not heal./ sympts.persist.

Relapse prophylax. in heal.oesophagit. & sev, reflux dis.sympts: 20 mg once dly.

Haemostas.maint.& prev.of rebleed.of gastr./ duod.ulc: 80 mg as bolus infus.x30 mins.follow.by contin.IV infus.of 8 mg/hr x3 days. Follow with 40 mg orally once dly.x4 wks.

Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir & clopidogrel
Side effects: C.difficile assoc.diarrh., bld. dyscras., hypersens.reacts., headache, dizzin., somnol., paraesthes., insomn., confus., aggress., agitat., hallucinat., depress., blurr.vis., eye disords., vertigo, tinnit., angina, tachycard., bradycard., bronchosp., cough., periph.oed., hyponatraem., GI disturbs., dry mouth, stomat., candidias., pancreatit., microscop.colit., taste disturbs., incr.liv.enzym., hepatit.with/without jaund., hepat.fail., hepat.encephalopathy, skin rash. incl.erythem.multiforme/Stev.-John.syndr./ tox. epiderm.necrolys., prurit., urticar., photosens., arthralg., myalg., musc. weakn., back pain, interstit. nephrit., urin. disords., impot., gynaecomast., fatig., hyperhidros., malaise, admin. site reacts.for parenter.admin., sev. hypomagnesaem., subac.cutan.lupus erythematos(SCLE), hip/wrist/spine fract.predom. in elderly/those with risk fact.with high dos. prolong. treatm., incr.CgA lev.

Warnings and special precautions: Tabs.not for mild GI compl., excl.poss.malign., monit.long-term ther., monit.concom.warfar., incr.ser.gastrin in respons.to decr.acid secret., incr.GI infects.poss. due to incr.gastr.bact.counts, poss.Vit.B absorpt. reduct.to be consid.in pts.with reduc.body stores/ risk fact.for reduc.vit.B12 absorpt., monit.Mg lev. bef. init./dur.prolong.ther./with concom.digox/ meds.caus.hypomagnesaem., seek med.assist.& poss.discont.if SCLE les.appear esp.in sun-expos. skin areas, incr.risk of SCLE if exper.aft.prev.PPI treatm., incr.fract.risk, adeq.vit.D & Ca intake in pts. at osteoporos.risk, incr.CV events.with concom. clopidogrel theref.to be avoid., poss. interfer.with neuroendocr.tumour investig.theref. discont.5 days bef.CgA meas., no exper.in childr., sev. ren.insuff., max.20 mg/day in sev.liv.impairm., consid. C.difficile diagnos.for diarrh.not improv., monit. concom. phenytoin/warfar or other coumar. derivat. plasma conc., safety in pregn.& lactat.not est.
Drug interactions: Absorpt.any med.whose absorpt. is pH depend.potent.affect., ketoconazole & itraconazole absorpt.reduc., poss.decr.clear.of meds. metabol.by CYP2C19 enzyme eg diazepam/ citalopram/imipramine/clomipramine/warfar & phenytoin, eliminat.half-life of cisapride prolong., pharmacokinet./pharmacodynam.cardiovasc.event interact. with clopidogrel, atazanavir & nelfinavir conc. decr., CYP3A4 inhibit.clarithromyc.doubl.AUC expos., incr.methotrex./tacrolimus lev., digox. absorpt. incr., cilostazol AUC incr.

 XE "Nexmezol" NEXMEZOL, Sandoz [P/S]
Esomeprazole
Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, duod.ulc.& prevent.of relapse of pept. ulc.assoc.with H.pylori infect.

(S4) TABS. 44/11.4.3/0335, 0336

718879-001: 20 mg, 14, R134,28
718879-002: 20 mg, 28, R268,57
718880-001: 40 mg, 14, R203,26
718880-002: 40 mg, 28, R406,60
Dosage: Swallow with liq.without crush./chew. 

Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: If oesophagit.not pres admin. 20 mg once dly. Once sympt.resolv.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg2xdly x7 days

Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir, safety in pregn.& lactat. not est., safety & effic.in childr.not est.
Side effects: Skin reacts.incl.erythem. multiforme/ Stev.-John.syndr./tox.epiderm. necrolys., arthralg., myalg., myopathy, headache, dizzin., dry mouth, GI disturbs., dyspeps., pancreatit., incr.liv.enzym., hepatit.with/ without jaund., sinusit., resp.infect., angioed., anaphylact. reacts.

Special precautions: Excl.poss.malign., monit. long-term ther., not for mild GI compl., sev.ren. insuff./sev.liv.impairm., not for use with gluc.-galact. malabsorpt.syndr./fruct.intol.& sucr.-isomaltase defic.
Drug interactions: Poss.incr.plasma conc.of meds. metabol.by CYP2C19 enzyme eg diazepam/ citalopram/warfar & phenytoin, incr.clear.of imipramine/sev.antipsychot./tacrine & theophyll., plasma conc.of both meds.incr.with concom. voriconazole, bioavailabil.of any med.whose absorpt. is pH depend.potent.affect., ketoconazole & itraconazole absorpt.reduc., esomeprazole & 14-hydroxyclarithromyc.plasma lev.incr., atazanavir & nelfinavir conc.decr.

 XE "Nexomep" NEXOMEP, (Unicorn) Sandoz [P/S]
Esomeprazole magnes.dihydrate equiv.to esomeprazole

Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, as adjunct.ther.in duod.ulc.assoc.with H. Pylori infect./ risk reduct.of pept.ulc recurr.in H.Pylori assoc.ulc.
(S4) TABS. 44/11.4.3/0337, 0338

721578-001: 20 mg, 28, R250,06
721579-001: 40 mg, 28, R384,90
Dosage: Do not chew/crush. Swall.with liq.

Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts persist.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD without oesophagit: 20 mg once dly. Once sympt.resolv.admin.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

H.Pylori assoc.duod.ulc.& assoc.pept.ulc.risk reduct: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg 2xdly x7 days.

Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir.

Side effects: Skin reacts.incl.erythem. multiforme/Stev.-John.syndr./tox.epiderm. necrolys., myalg., arthralg., myopathy, CNS effs., headache, dizzin., dry mouth, GI disturbs., pancreatit., hepatit.with/without jaund., incr.liv. enzym., sinusit., resp.infect., angioed., anaphylact. reacts.

Warnings and special precautions: Safety in pregn.& lactat.not est., safety & effic.in childr.not est., sev.ren.insuff./liv.impairm., excl.poss.malign. & gastric ulc., poss.mask sympt./delay diagn., monit. long-term ther., not for mild GI complaints., lact.intol., contains sucrose.
Drug interactions: Poss.decr.clear.of meds metabol. by CYP2619 enzym.e.g.diazepam/ citalopram/ warfarin/clomipramine/phenytoin, incr. clear.of imipramine/some antipsychot.meds./ tacrine/ theophylline, plasma conc.of both voriconazole & esomeprazole poss.incr., reduc. absorpt. of ketoconazole/itraconazole, bioavailabil. of any meds.whose absorpt.is Ph-depend.potent. affect., esomeprazole & 14-hydroxyclarithromycin plasma lev.incr., decr.atazanavir & nelfinavir conc.

 XE "Omez" OMEZ, Dr Reddy’s [P/S]

Omeprazole

Indications: Adults: Duod.ulc.incl.relap.prev.of gastr. ulc.& reflux oeosphagit., long term managem. reflux oeosphagit.& Zollinger-Ellison syndr., heartburn relief in gastro-oesophag. reflux dis. (GORD), short term funct.dyspeps., H Pylor posit. duod.ulc.in combinat.with appropr. antibiot., treatm.of & risk reduct.of NSAID assoc. gastric &/duod.ulc.& reduc.relapse risk of prev. heal.ulc./eros.

Childr: Short term (3 mnths) treatm.of sev. ulcerat. reflux oesophagit.resist.to prev.med. treatm.

(S4) CAPS, 34/11.4.3/0299, 0300, 0301

703461-001: 10 mg, 30, R190,85
703459-002: 20 mg, 14, R80,31
703459-001: 20 mg, 30, R172,10
706688-003: 40 mg, 30, R373,30
Dosage: Swallow whole. Do not chew/crush.

Adults: Duod.ulc: 20 mg dly.x2-4 wks. In pts.refract.to other treatm: 40 mg dly.may be effect. Prev.of relapse: 10 mg once dly.if necess.incr.to 20-40 mg once dly. Above recomm.regimen incl.ofH Pylori infect.in combinat.with appropr.antibiot.
Gastric ulc.& reflux oesophagit: 20 mg dly. x4-8 wks. When refract.to other treatm.regimens 40 mg once dly.may be effect. Long-term reflux oesophagit. mangem: 20 mg once dly.incr.to 20 or 40 mg once dly.if necess. In sev./symptomat. recurr. reflux oesophagit.contin.with 20 mg dly.

NSAID-assoc.gastroduod.les.with./-out cont. NSAID treatm: 20 mg once dly. If not heal. within 4 wks.contin.treatm.for furth.4 wks.
NSAID-assoc.gastroduod.les.& dyspept. sympt. prophylax: 20 mg once dly.

Symptomat.gastro-oesophag.reflux dis: Indiv. 10-20 mg once dly. Investig.furth.if sympt. contr.not achiev.aft.2 wks.treatm.at 20 mg dly.

Zollinger-Ellison syndr: Init.60 mg dly. Indiv.& contin. as long as clinic.reqd. Admin.dos.over 80 mg dly.in 2 div.dos.

Sev.ulcerat.reflux oesophagit.childr: 1 yr & old: 10-20 kg: 10 mg once dly.incr.to 20 mg dly if necess. >20 kg: 20 mg once dly.incr.to 40 mg dly if necess.

(S2) OTC 20 CAPS, 34/11.4.3/0297

Indications: Temp.short-term relief of heartburn & hyperacid.in adults

704700-002: 20 mg, 14, R61,00

Dosage: Admin in morn. Do not chew/crush. Adults: Recomm.dos: 20 mg once dly. Max.dly dos: 20 mg. Do not use contin.long. than 14 days with consult.Dr.

Contraindications: Concom.nelfinavir, concom. atazanavir not recomm., safety in pregn./lactat. not est., hypersens.

Side effects: Freq: Headache, diarrh., constip., abdom.pain/colic, N&V, flatul., incr.freq.of gastr. glandul. cysts. Less freq: Leucopen., thrombocytopen., agranulocytos., pancytopen., gynaecomast., hyponatraem., hypomagnesaem., revers. ment.confus./ agitat./aggress./depress.& hallucinat., dizzin., somnol., insomn., paraesthes., blurr.vis., periph. oed., bronchosp., dry mouth, stomatit., oesophag. candidias., taste disturbs., rais.liv. enzym., hepatit.with/without jaund., hepat. encephalopathy, skin rash, urticar., prurit., photosens., bull.erupt., tox.epiderm.necrolys., Stev. John. syndr, alopec, erythema multiforme, asthen., arthralg., mylag., bone fract., interstit. nephrit., hypersens.reacts., malaise. Freq.unknown: Microscop.colit., C.diffic.assoc. diarrh.

Special warnings and precautions: Excl. poss. malign., imp.hepat.funct., limit.exper.in childr., long term. safety in ren./hepat. impairm. not est., if concom atazanavir consid.unavoid. monit.virus load closely in combin.with dos. incr. to atazanavir 400 mg with ritonavir 100 mg & omeprazole 20 mg not exceed., absorpt.of vit.B12 reduc., poss.interact.with drugs metabol. through CYP2C19, avoid concom.clopidogrel, incr.bone fract.risk with high dos.& long term use, osteoporos.risk pts., hypomagnesaem. risk fact., medic.help if subac. cutan.lupus erythematos. (SCLE) les.occ, incr. SCLE risk with other proton pump inhibit.if exper.with prev.Omez treatm., incr.risk of GI infects.as gastr. bact.counts incr., incr.Clostrid. diffic. assoc. diarrh risk, if ac.tubulointerstit. nephrit. suspect. discont.ther.& eval.pt., mannit.assoc. hypersens. & laxat.effs., avoid concom. posaconazole & erlotinib interfer.with lab.tests.

Interactions: Clopidogrel act.metabol.plasma conc.reduc.& platelet.inhibit.reduc., metabol.of meds. metabol.by hepat.P450 cytochrome enzymes affect., diazepam/warfar & phenytoin elimin. prolong., monit.INR & phenytoin ser.lev. with dos.adjust.poss.reqd., digox.bioavailabil. incr., nelfinavir & atazanavir plasma lev.decr., tacrolimus ser.lev.incr., methotrex.lev.incr.in some pts., posaconazole/erlotinib/ketoconazole & itraconazole absorpt.signific.reduc., CNS depress. & alcoh.may aggrav.drowsin.& imp. conc.

 XE "Omiflux 20" OMIFLUX 20, Sandoz [P/S]

Omeprazole in gastro-resist.formulat.

Indications: Temporar.short term heartburn & hyperacid.relief in adults.

(S2) CAPS, 43/11.4.3/0457

3000589-001: 20 mg, 14, R65,03
Dosage: Swallow whole with half glass liq.in morn. Max.durat.x14 days without consult.Dr.

Adults: Recomm.dos: 20 mg once dly. Max.dos.20 mg dly.
Contraindications: Substitut.benzimidazole hypersens., safety in pregn./lactat.not est., concom.nelfinavir & atazanavir.

Side effects: Freq: Headache, abdom.pain, constipat., diarrh., flatul., N&V, benign fundic gland polyps, colic. Less freq: Pancytopen., thrombocytopen., agranulocytos., leucopen., hypersens.reacts. incl.anaphylax.& fev., hyponatraem., hypomagnesaem.& assoc. hypokalaem.& hypocalcaem., insomn., agitat., confus., depress., aggress., hallucinat., dizzin., paraesthes., somnol., taste disturbs., blurr.vis., vertigo, bronchosp., dry mouth ,stomatit., GI candidias., acid regurgitat., incr.GI bact., incr.liv. enzym., hepatit. with/-out jaund., hepat.fail., encephalopathy in pre-exist.liv.dis., prurit., dermatit., rash, urticar., alopec., photosens., bullous erupt., erythema multiforme, TEN & SJS, arthralg., mylag., musc.weakn., asthen., interstit.nephrit., gynaecomast., impot., malaise, periph.oed., incr. sweat., fev. Freq. unknown: Microscop.colit., subac. cutan.lupus erythematous
Special warnings and precautions: Long term safety.in ren./ hepat.impairm.not est., excl. poss. malign., atazanavir co-admin.not recomm., poss. interacts. with other meds.metabol.through CYP2C19, avoid concom.clopidrogel as interact. observ., in suspect.subac.cutan.lupus erythematous (SCLE) seek med.help promptly & consid.discont., SCLE risk incr.if prev.exper.with PPI, discont.at least 5 days bef.CgA measurem., imp.hepat.funct., limit.exper.in childr., incr.risk of GI infects.eg. Salmonella/ Campylobact.& poss. C.Difficile, low.dos.& short.durat.appropr.to condit. being treat., sucr.content, diabet.glycaem. control poss.affect., Vit.B12 reduc.body stores/ risk fact.for reduc.absorpt.when on long-term.ther., Mg lev. monit. with meds.caus.hypomagnesaem.as onset poss.sev.& insidious, high dos./ prolong.use / elderly & risk fact.pres.may mod.incr.fract. risk, adeq. Vit.D & Ca intake in osteoporos.risk pts., eval. & discont.ther.if ac.tubulointerstit. nephrit. (TIN) suspect., avoid concom.posaconazole & erlotinib, INR & phenytoin monit., monit.phenyt. plasma conc.dur 1st 2wks.of init.ther., eval.effs. bef. driv./perform.complicat.tasks

Interactions: CNS effs. aggrav.by alcohol.& CNS depress., incr./ decr.absorpt.of gastr.pH depend. absorpt. subst., nelfinavir & atazanavir mean expos. decr., digox.bioavailab.incr., poss. interacts. with meds.also metabol.by cytochrome P450 enzym.syst., expos.of clopidogrel act. metabol. decr.& a decr.max.inhibit.of (ADP induc.) platelet.aggregat., absorpt.of posaconazole/ erlotinib/ ketoconaz.& itraconaz.signific.reduc., incr. syst.expos.of subst.metabol. by CYP2C19, cilostazol Cmax & AUC incr., saquinavir/ ritonavir incr.saquinavir plasma lev., tacrolimus ser.lev.incr., methotrex.lev.incr., incr.ser.lev.with CYP2C19/ CYP3A4 inhibit.& decr. with CYP2C19 / CYP3A4 induc.

 XE "Pantocid" PANTOCID, Ranbaxy [P/S]

Pantoprazole.
Indications: Symptomat.improvem.& heal.of mild GERD, long term managem.& prev.of GERD relapse.

(S4) TABS, [P/S] 41/11.4.3/0787

715610-001: 20 mg, 30, R132,48
Dosage: Swallow whole. Recomm.dly dos.in morn. bef./dur.breakf.
Mild GERD: 20 mg/day. 4 wk.period normal.reqd. for heal.& if not suffic.heal.usuall.achiev.within furth.4 wks.

Long term managem.& prev.of GERD relapse: 20 mg/day incr.to 40 mg/day if relaps.occurs reduc.back to 20 mg/day aft.relaps.heals.
(S4) TABS, [P/S] A40/11/.4.3/0482

Indications: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit., duod.ulc. assoc.with H.pylori infect.in combinat.with appropr. antibiot., Zollinger-Ellison Syndr.

708031-001: 40 mg, 30, R207,86
Dosage: Swallow whole. Recomm.dly dos.in morn. bef./dur.breakf.

Duod.ulc: 40 mg once dly. x2-4 wks.incl.of oral use. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zollinger-Ellison Syndr: Init.80 mg dly.thereaft. titrat.as necess. Admin.dly.dos above 80 mg in 2 div.dos. 

Contraindications: Safety in pregn.& lactat.& safety & effic.in childr.not est., sev.liv.funct. impairm., concom.atazanavir

Side effects: Bld.dyscras., GI disturbs., thrombophlebit. & periph.oed., jaund.with/without hepat.fail., anaphylax., incr.liv.enzym./triglycer., incr.body tem., arthralg., myalg., headache, dizzin., vis. disturbs., ment.depress., interstit.nephrit., allerg. reacts., sev.skin reacts. incl.Stev. John.& Lyell Syndr., photosens.

Special precautions: Not to exceed 20 mg dly in mild-mod.liv.impairm., monit.liv.funct.reg.in pres. of sev.impairm.partic.on long term ther.& discont. if elev., not indicat.for min.GI complaints., excl. poss. malign., confirm reflux oesophag.diagn.by endoscopy, poss.cyanocobalam malabsorpt.with prolong.treatm. (ie.>3 yrs.), long-term treatm. exper. limit.

Drug interactions: Reduc./incr.absorpt.of pH-depend.meds.eg. ketoconazole, poss.interacts.with meds.also metabol.via cytochrome P450 enzyme syst.

 XE "Pantoloc" PANTOLOC, Takeda [P/S]

Pantoprazole.
Indications: 40 mg tabs: Short-term treatm.of duod. & gastr. ulc., refluxoesophagit., duod.ulc. assoc. with H.pylori infect.in combinat.with appropr. antibiot., Zollinger-Ellison syndr.

20 mg tabs: Mild gastro-oesophag.reflux dis (GERD) & the long-term managem.& relapse prevent. thereof., prev.of NSAID induc.gastro-duod. les.& dyspept.sympts.

Inj: Above 40 mg tab.indicat.when oral ther.not suitable.

(S4) TABS, [P/S] 34/11.4.3/0005, 28/11.4.3/0407.

881589-004: 20 mg, 28, R326,94
811793-001: 40 mg, 14, R308,36
811793-028: 40 mg, 28, R616,85
(S4) IV INJ, [P/S] 33/11.4.3/0041

878197-001: 40 mg/vial, 5 vials, R816,17
Dosage: Inj.for IV use only over 2-15 mins.max. x7 days transf.then to oral ther. Take dly.oral dos.in the morn.

Duod.ulc: 40 mg once dly.x2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.
Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zollinger-Ellison syndr: Init.80 mg dly.thereaft. titrat.as necess. Admin.dly.dos above 80 mg in 2 div.dos. If rapid acid control reqd.admin init.2x80 mg IV then transf.to oral ther as soon as clinic. justif.

Mild GERD: 20 mg/day x4-8 wks. Reoccurr. sympts.control.by 20 mg once dly on demand.

Long-term/GERD relapse prevent: Recomm. maint: 20 mg/day incr. to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal.

NSAID induc.gastro-duod.les.& dyspept. sympts.prev: Recomm.dos: 20 mg once dly.
Contraindications: Sev.liv.funct. impairm., safety & effic.in childr.not est., concom.atazanavir
Side effects: Common: Headache, upper abdom.pain, diarrh., constipat., flatul. Uncomm: Sleep disords., N&V, abdom.distent.& bloat., abdom.pain & discomf., rash/exanthema erupt., prurit., asthen, malaise, fatig. Rare: Agranulocytos., hypersens.incl.anaphylax., hyperlipidaem., lipid incr., depress., taste disords., dry mouth, incr.bilirub., urticar., angioed., arthralg., incr.body temp. V.rare: Leucopen., pancytopen., thrombocytopen., disorientat., myalg., periph.oed., inj.site thrombophlebit., incr.liv.enzym., elev.triglycerid. Post market: Hepatocell.injur./ fail, jaund., hallucinat., confus., interstit.nephrit., Stev.-John.syndr., Lyell syndr., erythema multiforme, photosensitiv., C.diffic.assoc.diarrh.
Warnings and special precautions: Not indicat. for mild.GI complaints, investig.furth.if sympts.persist, dly.dos.not to exceed 40 mg in elderly/ imp.ren.funct., poss.incr.C.Diffic.assoc. diarrh.risk esp.in hospital.pts., safety in pregn.& lactat., monit.concom.anticoag.ther., excl.poss. malign., long term treatm.not recomm.as clinic.data insuffic., not to exceed 20 mg dly in mild-mod.liv.impairm., monit.liv.funct.in pres.of impairm.discont.if elev., restrict.gastroduod.NSAID induc. ulc.prophylax.to those at incr.risk, poss. cyanocobalam malabsorpt.with prolong.treatm. (ie.>3 yrs.).
Interactions: Poss.interact.with meds.using P450 enzym.syst., antcoag.respons.poss.affect., poss. reduct. in absorpt.of pH-depend.meds, bioavailabil. of atazanavir substant.reduc., methotrex.ser.lev. elev.& prolong

 XE "Pantoprazole Unicorn" PANTOPRAZOLE UNICORN, (Unicorn) Sandoz [P/S] 

Pantoprazole

Indications: 40 mg tabs: Short-term treatm.of duod. & gastr.ulc., reflux oesophagit., duod.ulc. assoc. with H.pylori infect.in combinat.with appropr. antibiot., Zolling.-Ellison syndr.

20 mg tabs: Mild gastro-oesophageal reflux dis. (GORD) & longt.managem.& relapse prevent. thereof.

(S4) TABS, 43/11.4.3/0485, 0486

721270-002: 20 mg, 14, R60,85
721270-001: 20 mg, 28, R121,70
721273-001: 40 mg, 28, R194,90
Dosage: Admin.once dly.dos.in the morn.bef./dur. breakf.

Duod.ulc: 40 mg once dly x2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zolling.Ellison syndr: Init.80 mg/day, thereaft. titrat. up/down accord.to gastric acid secret. Dly. dos. above 80  mg/day to be admin.in 2 div.dos.

Mild GORD: 20 mg/day x4-8 wks.

Long-term managem./GORD relapse prevent: Recomm. maint: 20 mg/day incr.to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal.

Gastro-duod.les. prev./ dyspept.sympt.induc. by NSAIDs in risk pts. need.contin. NSAID treatm: 20 mg/day recomm.

Contraindications: Safety & effic.in childr.not est., concom.atazanavir, sev.liv.funct.impairm.

Side effects: Freq: Upp.abdom.pain, diarrh., constip., flatul., headache. Less freq: Leucopen., thrombocytopen., GI disords., periph.oed., sev. hepatocell. damage lead.to jaund.with/without hepat. fail., anaphylact.reacts.incl.shock, incr.liv. enzym., elev.triglycerid., incr.body temp., arthralg., myalg., dizzin., vis.disturbs., depress., interstit. nephrit., allerg./skin reacts., angioed., Stev. Johns. syndr., erythema multiforme, tox.epiderm. necrolys., photosens.

Special precautions: Safety in pregn.& lactat. not est., mild-mod.sev.liv.impairm., monit.liv. funct.in pres.of impairm.esp.longt.& discont.if elev., not indic.for mild GI disturbs., excl.poss. malign. bef.init.ther., confirm reflux oesophag. diagn. by endoscopy, poss.cyanocobalam. malabsorpt. with prolong.treatm., limit.exper.with longt. admin.

Interactions: Reduc./incr.absorpt.of pH-depend. meds.eg.ketoconazole, reduc.atazanavir bioavailabil., poss.interact.with meds.also metab. via cytochrome P450 enzyme syst., respons.to anticoags. poss.affect.theref.monit.PT/INR.
 XE "Pentoz" PENTOZ, Dr Reddy’s [P/S]

Pantoprazole sodium sesquihydrate equiv.to pantoprazole
Indications: 40 mg tabs: Short-term treatm.of duod./gastr. ulc.& reflux oesophagit., duod.ulc. assoc.with H.pylori infect.in combinat.with appropr. antibiot., Zollinger-Ellison syndr.

20 mg tabs: Mild gastro-oesophageal reflux dis. (GORD) & the long term managem.& relapse prevent. thereof.

(S4) TABS, 41/11.4.3/0641, 0642

714674-001: 20 mg, 30, R128,44
714675-001: 40 mg, 30, R201,31
Dosage: Admin.in morn.
Duod.ulc: 40 mg once dly. x2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.
Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zollinger-Ellison syndr: Init.80 mg dly.thereaft. titrat.as necess. Admin.dly.dos above 80 mg in 2 div.dos.

Mild GORD: 20 mg/day x4-8 wks.

Long term/GORD relapse prevent: Recomm. maint: 20 mg/day incr. to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal. Long term.admin.exper.limit.

(S2) OTC DELAY REL.TABS, 45/11.4.3/0592

Indications: Tempor.short term relief of heartburn & hyperacid.

718886-002: 20 mg, 14, R60,26
Dosage: Admin.bef./dur.breakf. Consult dr if no sympt.relief obt.within 2 wks.of continuous treatm.

Max.dos.20 mg/day for a max.of 14 days.

Contraindications: Safety & effic.in childr.not est., sev.liv.funct.impairm., safety in pregn.& lactat. not est., concom.atazanavir, nelfinavir & other HIV meds with pH depend.absorpt., hypersens.
Side effects: Freq: Upper abdom.pain, diarrh., constipat., flatul., headache. Less freq: Agranulocytos., leucopen., thrombocytopen., pancytopen., N&V, dry mouth, asthen., fatig., malaise, periph.oed., hypersens.incl.anaphylact. reacts., allerg.reacts., incr.liv enzyme., hyperlipidaem., elev.triglycerid., weight changes, incr.bilirub., incr.body temp., arthralg., myalg., incr.hip/wrist & spine fract., dizzin., taste disords., vis.disturbs., ment.depress., sleep disords., disorientat., confus., interstit.nephrit., Stev.-Johns. syndr., erythema multiforme, tox.epiderm. necrolys., photosens. Freq.unknown: C.diffic. assoc.diarrh., incr.GI Salmonella & Campylobact. infect.risk, sev.hepatocell.damage, hypomagnesaem., hyponatraem., hallucinat., gynaecomast.
Special warnings and precautions: Monit.Mg lev.bef.init.ther.& reg.if long term.treatm.(ie 3 mnth. or long.) expect.& in digox.ther.& other meds. poss.caus.hypomagnesaem., incr.Clostrid. diffic.assoc. diarrh risk, confirm reflux oesophagit. diagnos.by endoscopy, monit.liv.funct.in sev.hepat. impairm.& discont.if liv.enzym.rais., not indicat.for mild GI complaints, excl.poss.malign., incr.bone fract. risk with high dos.& long term use, osteoporos. risk pts., Vit.B12 reduc.body stores/ reduc. absorpt.risk fact./defic. sympts.observ., incr.risk of GI infects.as gastr.bact.counts incr., medic.help if subac.cutan.lupus erythematos. (SCLE) les.occ, incr. SCLE risk with other proton pump inhibit.if exper.with prev.proton pump inhibit.treatm., discont.at least 5 days bef. CgA measurem., restrict use for prev.of NSAID induc. gastroduod. ulcs.to pts.req.contin.NSAID. treatm & have incr.GI complicat.risks, if ac. tubulointerstit. nephrit. suspect.discont.ther.& eval.pt., safety in pregn.& lactat.not est., eval.effs.bef driv./perform. complicat.tasks

Interactions: Digox.bioavailabil.incr., posaconazole/ ketoconazole/ itraconazole/ erlotinib/ ampicill./Fe salts/nelfinavir & atazanavir  absorpt.reduc., monit.INR & phenytoin ser.lev.with dos.adjust.poss.reqd., voriconazole inhibits. metabol. with expos.to both meds.incr., methotrex. lev. incr.in some pts., diazepam/warfar & phenytoin elimin. prolong.

 XE "Peploc" PEPLOC, Pharma Dynamics [P/S]

Pantoprazole.
Indications: 40 mg tabs: Short-term treatm.of duod. & gastr.ulc., reflux oesophagit., duod.ulc. assoc.with H.pylori infect.in combinat.with appropr. antibiot., Zollinger-Ellison syndr.

20 mg tabs: Mild gastro-oesophageal reflux dis (GORD) & the longt.managem.& relapse prevent. thereof., prev.of NSAID induc.gastro-duod.les.& dyspept.sympts.in pts.at risk & need.cont.treatm.

(S4) TABS, [P/S] 42/11.4.3/0056, 42/11.4.3/0057.
715306-001: 20 mg, 28, R79,64
715306-002: 20 mg, 30, R85,32
715307-001: 40 mg, 28, R110,67
715307-002: 40 mg, 30, R118,57
Dosage: Take once dly.oral dos.in the morn. Swall. whole. Admin.low.dos.& short.durat. appropr. to condit.treat.

Duod.ulc: 40 mg once dly. Tot.treatm.IV & oral should be 2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks. Tot.treatm.IV & oral should be for 4-8 wks.

Zollinger-Ellison syndr: Init.80 mg once dly. thereaft.titr.as necess. Admin.dly.dos.above 80 mg in 2 div.dos.

Mild GORD: 20 mg/day x4-8 wks.

Long term/GORD relapse prevent: Recomm. maint: 20 mg/day incr. to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal.

NSAID induc.gastro-duod.les.& dyspept. sympts.prev: Recomm.dos: 20 mg once dly. 

Contraindications: Safety in pregn.& lactat.& safety & effic.in childr.not est., sev.liv.funct. impairm., concom.atazanavir., not for mild GI compl.

Side effects: Bld.dyscras., blurr.vis., GI disturbs. incl.diarrh., asthen., fatig., malaise, periph oed., sev.hepatocell.damage with jaund.with/without hepat. fail./incr.liv.enzym., anaphylact.reacts. incl.shock/angioed., triglycerid.elev., incr. body temp., hyperlipidaem., arthralg., myalg., headache, dizzin., psych.disords., interstit.nephrit., sev.skin reacts. incl.erythema multiforme/Stev.Johns. syndr./ tox.epiderm.necrolys., photosens.
Special precautions: Elderly, ren.funct./ mild-mod. liv.impairm., monit.concom.anticoag.ther., excl. poss.malign., confirm reflux oesophag.diagn. by endoscopy, monit.liv.funct.in pres.of impairm.& discont. if elev., poss.Vit.B12 malabsorpt.with prolong. treatm.(ie.>3 yrs.), incr.Clostridium difficile risk, restrict.gastro duod.NSAID induc.ulc. prophylax. to those at incr.risk.
Drug interactions: Poss.coagulat.fact.eff.with warfar., poss.chang.in absorpt.of pH-depend. meds. eg. ketoconazole, reduc.atanavir bioavailab., poss.interacts.with meds.also metab.via cytochrome P450 enzyme syst.

 XE "Peploc OTC" PEPLOC OTC, Pharma Dynamics [P/S]

Pantoprazole.
Indications: Tempor.short-term heartburn & hyperacidity relief for max.14 days.

(S2) TABS, A43/11.4.3/0344

722787-001: 20 mg, 14, R48,43
Dosage: Take in the morn.

Recomm.dos: 20 mg/day

Contraindications: Safety & effic.in childr.not est., sev.liv.funct.impairm., concom.atazanavir.

Side effects: Bld.dyscras., anaphylact.reacts. incl. shock/angioed., incr.bilirub., triglycerid.elev., incr. body temp., hyperlipidaem., psych.disords., headache, dizzin., blurr.vis., GI disturbs.incl. diarrh., dry mouth, sev.hepatocell.damage with jaund.with/without hepat.fail., prurit., skin rash, urticar., sev.skin reacts.eg.erythema multiforme/ Stev. Johns. syndr./tox.epiderm.necrolys., photosens., arthralg., myalg., hyponatraem., hypomagnesaem., interstit.nephrit., gynaecomast., asthen., fatig., malaise, periph oed.

Warnings and special precautions: Safety in pregn.& lactat.not est., monit.concom. anticoag. ther., excl.poss.malign., confirm reflux oesophag. diagn. by endoscopy, incr.Clostridium difficile risk, low.dos.& short.durat.for condit., poss.assoc. hypomagnesaem.incr.risk of fract.of hip/wrist/ spine, monit.liv.funct.in pres.of impairm.& discont. if elev., do not use for mild GI complaints, poss. Vit.B12 malabsorpt.with prolong.treatm.(ie.>3 yrs.), Na restrict.diet, 

Drug interactions: Poss.coagulat.fact.eff.with warfar., poss.reduc./incr.absorpt.of pH-depend. meds.eg. ketoconazole, reduc.atanavir bioavailab., poss.interacts.with meds.also metab.via cytochrome P450 enzyme syst.
 XE "Prazoloc " PRAZOLOC, Cipla Medpro [P/S]

Pantoprazole sodium sesquihydrate (equiv.to pantoprazole)

Indications: 20 mg tabs: Mild gastro-oesophag. reflux dis (GORD) & the long term managem.& relapse prevent.thereof, on-demand regimen to control recurr.sympts.of heal.reflux dis., prevent.of NSAID-induc.gastro-duod.les.& dyspept.sympt.in pts.at risk & need. contin.NSAID treatm.

40 mg tabs: Short-term treatm.of duod.& gastr. ulc., reflux oesophagit., Zolling.-Ellison syndr.

(S4) TABS, 43/11.4.3/1147, 1148

722767-001: 20 mg, 10, R35,23
722767-002: 20 mg, 30, R105,69
722768-001: 40 mg, 30, R147,42
Dosage: Admin.recomm.dos.in the morn.with/ without food.

Duod.ulc: 40 mg once dly.x2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zolling.Ellison syndr: Init.80 mg/day, thereaft. titrat.up/down accord.to gastric acid secret. Dly. dos. above 80 mg/day to be admin.in 2 div.dos.

Mild GORD: 20 mg/day x4-8 wks. Recurr.sympt. contr. by 20 mg once dly on demand.

Longt./GORD relapse prev: Recomm.maint. 20 mg/day incr.to 40 mg/day in case of relapse reduc.to 20 mg/day aft.heal.

NSAID induc.gastro-duod.les.& dyspeps. sympt: Recomm.dos.20 mg once dly.

(S4) SOL FOR INJ. 44/11.4.3/0305

Indications: Short-term treatm.of duod.& gastr. ulc./ reflux oesophagit./ Zolling.-Ellison syndr.in pts who cannot be treated orally

720716-001: 40 mg/10 ml, 1 vial, R25,16
Dosage: For IV inj.only.

Recomm.dos: 1 vial dly. for up to 7 days. Transit. to oral formulat. as soon as clinic.justif.

Duod.ulc: 40 mg once dly. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly.

Zolling.Ellison syndr: Init.80 mg/day, thereaft. titrat.up/down accord.to gastric acid secret. Dly. dos. above 80 mg/day to be admin.in 2 div.dos.

If rapid acid contr.requir. a start.dos of 2 x 80 mg Prazoloc 40 IV is suffic.to manage a decr.of acid output into targ.range (< 10 mEq/h) within 1 hr in majority of pts.

Contraindications: Sev.liv.funct.impairm., safety & effic.in childr.not est., concom.atazanavir & nelfinavir

Side effects: Freq: Asthen., fatig., diarrh.., headache. Less freq: Agranulocytos., anaphylact. reacts.incl. angioed. & anaphylact.shock., anx., agitat., hallucin., somnol., arthralg., back/neck/ chest pain., blurr.vis., anter.ischaem.optic neuropathy, dizzin., speech disord., confus., hyperton., hypokines., migraine, paraesthes., dyspn., bronchit., incr.cough., pharyngit., rhinit., sinusit., URTI, erythema multiforme, rash, prurit., toxic epiderm.necrolys., Stev.-Johns.syndr., alopec., bullous erupts., hypoglycaem., impot., gynaecomast., infect., flu-like syndr., inj.site thrombophlebit., incr.sweat., malaise., N&V, abdom.pain, constip., flatul., gastroenterit., pancreatit., belch., dyspeps., rect.disords., incr. salivat., taste disturbs., periph.oed., tinnit., vertigo, UTI, sev.hepatocellul. damage lead.to jaund.with/-out hepat.fail., incr.liv.enzym., hepatit., hepat. encephalopathy. Freq unknown: Allerg.reacts. incl. skin rash & prurit., depress., insomn., dry mouth, incr.body temp., elev.triglycerides, interstit. nephrit., myalg., thrombocytopen., leucopen., urticar., photosens.

Warnings and special precautions: Not indicat. for mild GI complaints., not recomm.in pregn. & lactat.as safety & effic.not est., with concom. anticoags.monit.prothromb.time/INH esp. when ther.init./discont./admin.irreg., excl.poss. malign. as malign.ulc.sympt.poss.allev.delay. diagn., dos.not to exceed 20 mg dly in mild-mod. liv. impairm., poss.cyanocobalam.malabsorpt.with prolong. treatm. (ie.>3 yrs.), discont.if liv.enzym. elev., confirm reflux oesophag.diagn.by endoscopy, restrict to where contin.NSAID treatm.reqd.& incr. GI complicat.risk exist
Interactions: Atazanavir & nelfinavir conc.decr., poss. interacts.with other meds.metab.by hepat. cytochrome P450-enzyme syst., anticoag.respons. poss. affect., poss.changes in absorpt.of pH-depend. meds.eg.ketoconazole

 XE "Prazoloc OTC" PRAZOLOC OTC, Cipla [P/S]

Pantoprazole.

Indications: Tempor.short-term heartburn & hyperacidity relief.

(S2) TABS, 43/11.4.3/1145

723826-001: 20 mg, 10, R35,22
Dosage: Take pref.in the morn. Swall.whole. Max.dly dos: 20 mg/day. Treatm.per: 14 days.

Contraindications: Safety & effic.in childr.not est., sev.liv.funct.impairm., concom. atazanavir/ nelfinavir.

Side effects: Dizzin., vis.disturbs., somnol., vertigo, GI disturbs.incl.infects., bld.dyscras., anaphylact. reacts.incl. shock/angioed., triglycerid.elev., incr.body temp., psych./CNS disords., headache, paraesthes., anter.ischaem. opt. neuropathy, tinnit., periph.oed., dyspn., bronchosp., stomatit., sev.hepatocell.damage lead.to jaund.with/without hepat.fail., incr.liv. enzym., hepat.encephalopathy, sev.skin reacts.incl. erythema multiforme/Stev.Johns.syndr./tox. epiderm. necrolys., photosens., arthralg., myalg., urin. syst.disords., interstit.nephrit., impot., gynaecomast., incr.sweat., malaise.

Warnings and special precautions: Not indic. for mild GI compl., excl.poss.malign., poss. Vit.B12 malabsorpt. with prolong.treatm.(ie.>3 yrs.), discont. if liv.enzym.rise, confirm reflux oesophag. diagn. by endoscopy, safety & effic.in pregn.& lactat. not est., monit.concom.anticoag.ther., mild to mod.liv.impairm.

Interactions: Decr.atazanavir/nelfinavir conc., poss. interacts.with meds.also metab.via cytochrome P450 enzyme syst., poss.coagulat.fact. eff.with warfar., poss.reduc./incr.absorpt.of pH-depend. meds.eg. ketoconazole.
 XE "Praztek" PRAZTEK, Macleods [P/S]

Pantoprazole

Indications: 20 mg tabs: Symptomat. improvem.& heal.of mild GORD, long term managem.& prev.of GORD relapse, prev.of gastroduod. lesions & dyspept.sympts.induc.by NSAIDs in pts.at risk & req contin.NSAID treatm. 40 mg tabs: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., Zollinger-Ellison syndr.

(S4) TABS, 51/11.4.3/1124, 1125
3005373-001: 20 mg, 28, R99,04
3005374-001: 40 mg, 28, R135,24
Dosage: Admin.recomm.dos.in the morn.bef./ dur. breakf.

Duod.ulc: 40 mg once dly. x 2-4 wks. Use in combinat. with appropr. antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x 4-8 wks.

Zolling.Ellison syndr: Init.80 mg/day, thereaft. titrat.up/ down accord.to gastric acid secret. Dly. dos. above 80 mg/day to be admin.in 2 div.dos.

Mild GORD: 20 mg/day x 4-8 wks. Recurr.sympt. contr. by 20 mg once dly on demand.

Longt./GORD relapse prev: Recomm.maint. 20 mg/day incr.to 40 mg/day in case of relapse reduc.to 20 mg/day aft.heal.

NSAID induc.gastro-duod.les.& dyspeps. sympt: Recomm.dos.20 mg once dly.

Contraindications: S&E.in childr.not est., sev.liv.funct.impairm., concom. HIV protease inhibits incl. atazanavir/ nelfinavir, safety in pregn.& lactat.not est.

Side effects: Freq.: Hyperlipidaem. & lipid incr. (triglycer., cholesterol), weight changes, sleep disord., headache, dizzin., vis. disturb./ blur. vis., fundic gland polyps (benign), diarrh., N&V, abdom. distens. & bloat., constip., dry mouth, abdom. pain & discomfort, liv. enzym. incr., rash/ exanth./ erupt., pruritus (transaminases, γ-GT), fract. of hip, wrist or spine, asthen., fatig. & malaise. Less freq.: Agranulocytos., thrombocytopen., leukopen., pancytopen., hypersens. (incl. anaphylact. react. & shock), depress., disorient., taste disord., bilirub. incr., urtic., angioed., arthralg., myalg., gynaecomast., incr. body temp., periph. oed. Unknown freq.: Clostridium diffic. assoc. diarrh. & incr. risk of GI infect. by bacteria like salmonella & campylobacter, hyponatraem., hypomagnesaem., hypocalcaem. with hypomagnesaem., hypokalaem., hallucin., confus., paraesth., hepatocell. injury, jaund., hepatocell. fail.

Special warnings and precautions: Exclude malign.in pres.of alarm. sympts., may allev. malign.ulc. sympt.& delay diagn.,incr.risk of C.diffic.assoc. diarrh., incr.risk of GI infects., monit. liv.enzym.reg.in sev.impairm.esp.dur.longt. use & discont.if elev., poss. cyanocobalam. malabsorpt.with prolong.treatm., hypomagnesaem.risk fact., overall incr.hip/ wrist/ spine fract.risk, med.advice in subac. cutan. lupus erythematos.esp.in sun-expos.skin areas, incr. risk of.ac. interstit.nephrit., lact.intol., contains mannitol., concom. high dos. methotrex., excret.in breast milk, not to exceed 20 mg dly in mild-mod.liv. impairm., long-term treatm.exper. limit. & monitor.advis., cont.NSAID treatm.in risk pts., monit.prothromb.time/ INH esp.when ther. init./ discont./ admin.irreg., incr. Chromogranin A (CgA) level may interf. with investig. for neuroendocr. tumours., stop. for at least 5 days before CgA meas 

Interactions: Incr./decr.absorpt.of gastr.pH depend. subst., atazanavir & nelfinav.bioavailab. decr., co-admin. of PPIs incl. pantoprazole receiv. mycophenolate mofetil reported to reduc. the expos. to the active metabol. mycophenolic acid, poss.interacts.with meds.also metabol.via cytochrome P450 enzyme syst., monit.prothromb./ INR with concom.anticoags.

 XE "Probitor" PROBITOR 20, (Unicorn) Sandoz [P/S]

Omeprazole

Indications: Adults: Duod.ulc., gastr.ulc., reflux oesophagit.incl.long-term managem., Zollinger-Ellison syndr., symptomat.heartburn rel. in gastro-oesophag.reflux dis., short-term rel.of funct. dyspeps., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., NSAID assoc. gastric /duod.ulc.& reduc.risk of develop./relapse of such assoc.ulc. Childr>20 kg: Short term treatm. (upto 3 mnths) of sev.ulcerat.reflux oesophagit.resist.to prev.treatm.
(S4) CAPS, 43/11.4.3/0458

720812-003: 20 mg, 14, R65,12
720812-001: 20 mg, 28, R130,23
720812-002: 20 mg, 30, R139,53
Dosage: Swallow whole in morn.
Adults:

Duod.ulc: 20 mg dly.x2-4 wks. In pts.refract.to other treatm: 40 mg dly.may be effect.

Gastric ulc.& reflux oesophagit: 20 mg dly. x4-8 wks. When refract.to other treatm.regimens 40 mg once dly.may be effect. 

NSAID-assoc.gastroduod.les.with/without contin.NSAID treatm: 20 mg once dly.x4wks. If heal.not compl.contin.xfurth.4 wks.

NSAID-assoc.gastroduod.les.& dyspept. sympt. prophylax: 20 mg once dly.

Symptomat.gastro-oesophag.reflux dis: Indiv. 20 mg once dly. Investig.furth.if sympt.contr.not achiev.aft.2 wks.treatm.at 20 mg dly.

Zollinger-Ellison syndr: Init.60 mg dly. Indiv.& contin. as long as clinic.reqd. Admin.dos.over 80 mg dly.in 2 div.dos.

Childr.: (Limit.exper.)
Sev.ulcerat.reflux oesophagit: Childr.>20 kg: 20 mg once dly.incr.to 40 mg once dly.if necess.

Contraindications: Safety in pregn./lactat. not est., concom.St John’s Wort/nelfinavir & atazanavir.

Side effects: GI disturbs., taste disturbs., CNS effs., headache, vetigo, dizzin., somnol., insomn., photosens., rash incl. erythema multiforme, prurit., periph.oed., blurr.vis., incr.sweat., benign revers. gastr. glandul.cysts, revers.ment.confus., aggress., hallucinat., malaise, paraesthes., asthen., arthralg. & mylag., oesophag.candidias., acid regurgitat., incr. GI bact., bld.dyscras., urticar., angio-oed., tox. epiderm.necrolys.& Stev.John.syndr., alopec., hyponatraem., hypomagnesaem., hypocalcaem., impot., bronchosp., interstit.nephrit., gynaecomast., hepatit.with/without jaund., hepat. encephalopathy, hypersens.reacts.incl.anaphylax., fev., pancytopen., thrombocytopen., agranulocytos., leucopen., hypomagnesaem., rais.liv.enzym.

Warnings and special precautions: Limit. exper. in childr., excl.poss. malign., imp.hepat. funct., monit.concom.INR/phenytoin lev., incr.risk of GI infects.due to decr.acid. incr.gastr.bact. counts., incr.GI Salmonella/Campylobacter/ Clostrid.diffic.infect. risk, consid.diagnos,of CDAD with diarrh.that does not improve., monit.Mg.lev bef.& periodic.dur.prolong.treatm/treatm.with concom.digoxin/hypomagnesaem.-caus.meds., Vit.B12 absorpt.reduc.due to hypohydr./ achlorhydr., cosid.temp.withdraw.with high.dos. methotrexate, avoid concom.clopidrogel as interact. observ., hepat.impairm., long-term use in ren./hepat.impairm, poss.incr.fract.risk in elderly/ pres.of recognis.risk.facts, pts.at risk of osteoporos., lact.intol.

Drug interactions: Concom.CNS depress.& alcoh. may potent.any CNS eff., poss.interacts. with meds.also metabol.via cytochrome P450 enzyme syst., poss.prolongs diazepam/warfarin & phenytoin elimin., concom.clarithromyc.poss.incr. plasma conc.of both drugs., digox. bioavailabil. incr., absorpt.of posaconazole/ erlotinib/ ketoconaz. & itraconaz.reduc., saquinavir lev.poss. incr.with concom.saquinair/ritonavir, vorinconazole incr.lev., rifampicin/St.Johns Wort reduc.plasma ser.lev., tacrolimus ser.lev.incr., methotrex ser.lev. incr., cilostazol AUC and Cmax incr.
 XE "Rabemed" RABEMED, Sandoz [P/S]

Rabeprazole
Indications: Act.duod.& benign gastr.ulc., symptomat.eros./ulcerat.gastro-oesophag.reflux dis, maint.ther.of heal.erosive/ulcerat.GORD, symptomat.ther.of gastro-oesophag.reflux dis., Zollinger-Ellison Syndr.& other patholog. hypersecret. condits., H.Pylori positive duod.ulc. with appropr. antibiot.

(S4) TABS. 44/11.4.3/0597, 0598

718384-001: 10 mg, 28, R183,39
718385-001: 20 mg, 14, R184,04
718385-002: 20 mg, 28, R368,14
Dosage: Admin.in the morn.bef.eating. Swallow whole. Do not crush/ chew. Adults incl elderly: 
Act.duod.ulc./ act.benign gastr.ulc: 20 mg once dly. in morn.gen.x 4-6 wks.but some pts.may req.an addit.4 wks-6 wks.to achieve heal.

Eros./ulcerat.GORD: 20 mg once dly.x 4-8 wks.

GORD maint: 10-20 mg dly.for max.12 mnths. depend.on respons. Effic.not est.for per.exceed. 12 mnths.

Symptomat.GORD: 10 mg once dly.in pts.without oesophagit. Investig.furth.if control.not achiev. aft.4 wks. Once sympts.resolv.admin.10 mg once dly.when necess.

Zollinger-Ellison Syndr.& other hypersecret. condits: 60 mg once dly.titrat.upwards to 120 mg/ day bas.on indiv.needs. Dos.up to 100 mg may be admin.as sngl.dos. Dos.of 120 mg to be div.into 60 mg 2xdly. Contin.treatm.as long as clinic. indicat.

H.Pylori eradicat: Part of the eradicat.program. with appropr.antibiot. Recomm.combinat.all admin. 2xdly x7 days: Rabemed 20 mg + clarithromycin 500 mg & amoxicillin 1 g
Contraindications: Substit.benzimidazole hypersens., pregn.& lactat.

Side effects: Freq: Infect., headache, dizzin., cough, pharyngit., rhinit., diarrh., N&V, abdom. pain, constipat., flatul., benign fund.gland polyps, non-specif.pain, back pain, asthen., flu-like illn. Less freq: Neutropen., leucopen., thrombocytopen., leucocytos., agranulocytos., hypersens., anorex., nervousn., agitat., hallucinat., anx. wth panic attacks, episod.night terrors, att. defic., depress., paraesthes., somnol., vis. disturbs., ant.ischaem.opt.neuropathy, bronchit., sinusit., dyspeps., dry mouth, eructat., gastrit., stomatit., taste disturbs., hepatit., jaund., hepat. encephalopathy, rash, erythema, alopec., urticar., bull. reacts., prurit., sweat., tox.epiderm.necrolys., Stev. John.syndr., erythema multiforme, myalg., leg cramps., arthralg., myopathy, rhabdomyolys., wrist/hip & spine fract., UTI, interstit.nephrit., impot., chest pain, chills, pyrex., malaise, vertigo, tinnit., weight incr., incr.hepat.enzym. Not known: Hyponagtraem., hypomagnesaem., confus., periph. oed., microscop.colit., SCLE, gynaecomast.
Special warnings and precautions: Excl. malign. first., longt.treatm., poss.cross.sens.with other proton pump inhibit./substit.benzimidazole, consid.alternat.aetiology for thrombocytopen./ neutropen.& hepat.enzym.abnormalit., sev.hepat. dysfunct.when init.ther., concom.atazanavir not recomm., poss.incr.risk of GI infects., incr.fract.risk but poss.due to other risk fact., ensure adeq.vit.D & Ca intake in osteoporos.risk pts., Mg lev.monit.in prolong.treatm./ concom.digox./meds. caus. hypomagnesaem., tempor.withdr.with high dos.methotrex., reduc.vit.B12 body stores/reduc. vit.B12  absorpt.risk fact., prompt.med.assist.& poss.discont.if subac.cutan.lupus erythematos. (SCLE) les.observ., incr.SCLE risk from other PPI’s if prev.exper.with PPI ther., not exper.with use in childr.theref.not recomm., discont.at least 5 days bef.CgA measurem.& rep.14 days aft.discont.if lev.not return.to ref range, concom. ketoconazole/ itraconazole, excret.in rat mammary secret.
Interactions: Poss.interact.where med.absorpt. pH depend., ketoconazole/itraconazole lev.decr., digoxin lev.incr., atazanavir expos.reduc.with omeprazole & lansoprazole theref.simil.result expect.with other PPI’s, high dos.methotrex.ser. lev. elev.& prolong.
 XE "Rapacid" RAPACID, AI Pharm Ltd [P/S]

Omeprazole

Indications: Tempor.short-term heartburn & hyperacid.relief.

(S2) CAPS, A39/11.4.3/0466

3000170-001: 10 mg, 14., R36,09
Dosage: Take in morn. Swallow whole. Do not chew/ crush.

Recomm.dos: 1-2 caps.dly. Max.dly.dos: 20 mg. Max.treatm.per: 14 days. Investig.furth.if sympt. contr.aft.2wks.with 20 mg dly.

Side effects: Freq: Abdom.pain/colic. Less freq: Pancytopen., thrombocytopen., agranulocytos., leucopen., hyponatraem., headache, dizzin., vertigo, somnol., blurr.vis., periph.oed., diarrh., constip., N&V, flatul., acid regurgitat., stomatit., taste disturbs., benign revers.gastr.glandul.cysts, hepatit.with/-out jaund., hepat.encephalopathy, skin rash, prurit., incr.sweat., tox.epiderm. necrolys., Stev.John.syndr., alopec., erythema multiforme, asthen. Freq.unknown: C.diffic. assoc.diarrh., hypersens., anaphylax., insomn., revers.ment.confus., aggress., hallucinat., agitat., malaise, paraesthes., fev., depress., bronchosp., dry mouth, oesophag.candidias., incr.gastrointest. bact., rais.liv.enzym., urticar., photosens., bull. erupt., angioed., arthralg., myalg., interstit. nephrit., gynaecomast.
Warnings and special precautions: Excl.poss. gastric ulc./malign., imp.hepat. funct., limit.exper. in childr., where diarrh.does not improve consid. poss.C.diffic.assoc., incr.freq.of gastr.glandul. cysts, incr.risk of GI infects.as gastr.bact.counts incr., monit.for S&S of interstit.nephrit., contains sucrose, monit.INR & phenytoin ser.lev., long term. safety in ren./hepat. impairm.not est., eval.ability to drive/perform complicat.tasks, safety in pregn.& lactat.not est.

Interactions: CNS depress.& alcohol.may aggrav. drowsin.& imp.conc., metabol.of meds. metabol.by hepat.P450 cytochrome enzymes affect., diazepam /warfar. & phenyt.elimin.poss.prolong., digox. bioavailabil.incr.
 XE "Roznal OTC" ROZNAL OTC, AI Pharm Ltd [P/S]

Lansoprazole

Indications: Short-term symptomat.relief of heartburn & acid dyspeps.

(S2) CAPS, A40/11.4.3/0154
716841-001: 15 mg, 7, R36,12
Dosage: Admin.bef.meals.

Heartburn & dyspeps.: One cap dly for up to 14 days
Contraindications: Pregn.& lactat., liv.impairm.

Side effects: Bld.dyscras., oed., CNS effs.incl. somnol.& dizzin., GI disturbs.incl.ulcerat.colit., dry mouth, taste abnormalit., gynaecomast., galactorrh., elev.hepat.enzymes, asthen., arthralg., myalg., blurr.vis., skin reacts., alopec., fev., incr. freq.of gastr. glandul.cysts.dur long term treatm.& incr. gastric.bact.counts result.from inhibit.of gastr. acid secret.

Special precautions: Pt to consult.dr.if sympts. persist aft.2 wks., safety & effic.in childr.not est., excl.malign., monit.concom.warfar., distrib.in milk of rats, tumorigen.effs.in anim., confirm.reflux oesophagit. by endoscopy, incr.risk of GI infects.

Drug interactions: CNS depress.eff.enhanc.by CNS depress.& alcoh., poss.interacts.with drugs metabol. by cytochrome P450 syst., warfar.conc. poss.reduc.
 XE "Sandoz Omeprazole" SANDOZ OMEPRAZOLE 20, Sandoz [P/S]

Omeprazole

Indications: Adults: Duod.ulc.incl.relap.prev., gastr.ulc., reflux oesophagit.incl.long-term managem., Zollinger-Ellison syndr., symptomat. heartburn rel. in gastro-oesophag.reflux dis., short-term rel.of funct.dyspeps., duod.ulc.assoc. with H.pylori infect.in combinat.with appropr. antibiot., NSAID assoc.gastric /duod.ulc.& reduc. risk of develop./relapse of such assoc.ulc. Childr: Short term treatm.(upto 3 mnths) of sev.ulcerat. reflux oesophagit.resist.to prev.treatm.
(S4) CAPS, 36/11.4.3/0430

703534-001: 20 mg, 30, R189,88
Dosage: Swallow whole with half glass liq.in morn.
Adults:

Duod.ulc: 20 mg dly.x2-4 wks. In pts.refract.to other treatm: 40 mg dly.may be effect.
Relapse prev.& H.pylori posit.duod.ulc.: 10 mg once dly.if necess.incr.to 20-40 mg once dly. Above recomm.regim.are incl.of H.Pylori assoc. duod.ulc. tog.with suit.antibiot.

Gastric ulc.& reflux oesophagit: 20 mg dly. x4-8 wks. When refract.to other treatm.regimens 40 mg once dly.may be effect. Long-term reflux oesophagit.mangem: 10 mg once dly.incr.to 20-40 mg once dly.if necess. In sev./symptomat. recurr. reflux oesophagit. contin.with 20 mg dly.
NSAID-assoc.gastroduod.les.with/without contin.NSAID treatm: 20 mg once dly.x4wks. If heal.not compl.contin.xfurth.4 wks.

NSAID-assoc.gastroduod.les.& dyspept. sympt. prophylax: 20 mg once dly.

Symptomat.gastro-oesophag.reflux dis: Indiv. 10-20 mg once dly. Investig.furth.if sympt. contr.not achiev.aft.2 wks.treatm.at 20 mg dly.

Zollinger-Ellison syndr: Init.60 mg dly. Indiv.& contin. as long as clinic.reqd. Admin.dos.over 80 mg dly.in 2 div.dos.

Childr.1 yr & old.: (Limit.exper.)
Sev.ulcerat.reflux oesophagit: 10-20 kg: 10 mg once dly.incr.to 20 mg once dly.if necess. Over 20 kg: 20 mg once dly.incr.to 40 mg once dly.if necess.

Contraindications: Safety in pregn./lactat.not est., concom.St John’s Wort/nelfinavir & atazanavir.

Side effects: Freq: Headache, diarrh., N&V, constipat., flatul., abdom.pain/colic, benign fundic gland polyps. Less freq: Pancytopen., thrombocytopen., agranulocytos., leucopen., hypersens.reacts. incl.anaphylax.& fev., hyponatraem., confus., aggress., hallucinat., insomn., paraesthes., agitat., taste disturbs., dizzin., somnol., blurr.vis., vertigo, bronchosp., dry mouth ,stomatit., GI candidias., acid regurgitat., incr.GI bact., incr.liv.enzym., hepatit. with/-out jaund., hepat.fail., encephalopathy in pre-exist.liv.dis., photosens., bullous erupt., erythema multiforme, prurit.dermatit., skin rash, itch., urticar., tox.epiderm.necrolys.& Stev. John. syndr., alopec., asthen., arthralg., mylag., fract., musc.weakn., interstit.nephrit., gynaecomast., periph.oed., incr.sweat., malaise. Freq. unknown: Hypomagnesaem., microscop.colit., subac. cutan.lupus erythematous.(SCLE).

Special warnings and precautions: Excl. poss. malign., atazanavir co-admin.not recomm., imp.hepat.funct., Vit.B12 reduc.body stores/risk fact.for reduc.absorpt.when on long-term.ther., avoid concom.clopidrogel as interact. observ., Mg lev.monit.with meds.caus.hypomagnesaem., as onset poss.sev.& insidious, high dos./prolong. use /elderly & risk fact.pres.may mod.incr. fract. risk, adeq.Vit.D & Ca intake in osteoporos. risk pts., eval.& discont.ther.if ac.tubulointerstit. nephrit.suspect., in suspect.subac.cutan.lupus erythematous (SCLE) seek med.help promptly & consid.discont., SCLE risk incr.if exper.prev.with PPI treatm., discont.at least 5 days bef.CgA measurem., incr.risk of GI infects.eg. Salmonella/ Campylobacter & poss.C.Difficile, limit.exper.in childr., long term treatm.in ren./hepat.impairm. not est., reg.pt.monit.with long term use (>1 yr). sucr.content, avoid concom.posaconazole & erlotinib, INR monit.with concom.act.subst. metabol.by CYP2C19, monit.phenyt.plasma conc.dur 1st 2wks.of init.ther., excret.in breast milk, eval.effs.bef.driv./perform.complicat.tasks

Interactions: Incr./decr.absorpt.of gastr.pH depend.absorpt.subst., nelfinavir & atazanavir mean expos.decr., digox.bioavailabil.incr., reduc.antiplatelet activ.of clopidrogel, absorpt. of posaconazole/erlotinib/ketoconaz.& itraconaz. signific.reduc., incr.syst.expos.of subst.metabol. by CYP2C19, poss.interacts. with other meds.also metabol.via cytochrome P450 enzyme syst., saquinavir/ritonavir incr.saquinavir plasma lev., tacrolimus ser.lev.incr., methotrex.lev.incr., incr.ser.lev.with CYP2C19/ CYP3A4 inhibit.& decr. with CYP2C19 /CYP3A4 induc., CNS effs. aggrav.by alcohol.& CNS depress.

 XE "Topraflux" TOPRAFLUX, Sandoz [P/S]

Pantoprazole
Indications: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit.for IV admin.to pts.unable to be treat.oral., duod.ulc.assoc.with H.pylori infect.in combinat.with appropr.antibiot., Zollinger-Ellison syndr.

(S4) IV INJ, 41/11.4.3/0345

717406-001: 40 mg/10 ml, 5 vials, R439,73
Dosage: IV admin.only where oral treatm.not poss. Admin.40 mg once/dly.over 2-15 mins. Aft. reconstit.admin.by direct.IV or dil.furth.with 100 ml NaCl or 5% dextr.only. IV admin. for up to 7 days. Init.oral ther.as soon as poss. Insuffic.clinic.data for long term treatm.
Duod.ulc: 40 mg once dly. x2-4 wks.incl.of oral ther. Use in combinat.with appropr.antibiot.when assoc.with H.Pylori.

Gastr.ulc.& reflux oesophagit: 40 mg once dly. x 4-8 wks.

Zollinger-Ellison syndr: Init.80 mg dly.theraft. titrat. up/down as need. Dos.above 80 mg to be div. & admin.2x dly. For rapid acid contr.start.dos. of 2 x 80 mg suffic.to decr.acid output to target range within 1 hr. Tfd.to oral formulat.as soon as clinic. justif.

(S4) TABS, 43/11.4.3/0484, 0483
Indications: 40 mg: Short-term treatm.of duod.& gastr. ulc.& reflux oesophagit., duod.ulc.assoc. with H.pylori infect.in combinat.with appropr. antibiot., Zollinger-Ellison syndr.

20 mg: Symptomat.improvem.& heal.of mild GORD, long-term managem.& prev.of relapse in GORD.

721183-001: 20 mg, 28, R174,54
721184-001: 40 mg, 28, R259,54
Dosage: Admin.once dly.dos.in the morn. Furth. investig. recomm.if sympt.control not achiev.aft.4 wks.treatm.
Duod.ulc: 40 mg once dly.x2-4 wks. If in assoc. with H Pylori infect.use in combinat.with appropr. antibiot.

Gastric ulc: 40 mg once dly.x4-8 wks.

Reflux oesophagit: 40 mg once dly.x4-8 wks

Zollinger-Ellison Syndr: Init.80 mg once dly. thereaft.titrat.up/down using gastric acid secret.as guide. Dos.above 80 mg dly to be given in 2 div. dos.

Mild GORD: 20 mg dly.x4 wks. If reqd.a furth.4 wks. may be admin.

Long-term GORD managem.& relap.prev: Maint.20 mg dly.incr.to 40 mg if relapse occurs reduc.back to 20 mg dos.once relapse heal. For prev.of NSAID induc.gastro-duod.ulc.& dyspept. sympts.in at risk pts: 20 mg dly.recomm.

Contraindications: Safety & effic.in pregn.& lactat.& in childr.not est., sev.liv.funct.impairm., concom. atazanavir & nelfinavir
Side effects: Freq: Fund.gland polyps (benign), inj.site thrombophlebit., Less freq: Leucopen., thrombocytopen., agranulocytos., pancytopen., hypersens., hyperlipidaem., lipid incr., weight changes, ment.depress., sleep disords., depress., disorientat., headache, dizzin., taste disords., vis.disturbs., blurr.vis., upper abdom.pain, diarrh., constipat., flatul., N&V, dry mouth, jaund.with/-out hepat. fail., incr.liv.enzym., incr.bilirub., hepatocell. injury /-fail., prurit., skin rash, urticar., angioed., arthralg., myalg., fract., gynaecomast., periph.oed., asthen., fatig., malaise, incr.body temp. Freq. unknown: Hyponatraem., hypomagnesaem., hypocalcaem.in assoc.with hypomagnesaem., hypokalaem., hallucinat., confus., paraesthes., microscop. colit., Stev.John.syndr., erythema multiforme, Lyell syndr., photosens., DRESS, subac. cutan.lupus erythematos., musc.sp.from electrol.disturbs., interstit.nephrit.poss.progress.to ren.fail.
Special warnings and precautions: Excl.poss. malign., dos.not to exceed 20 mg dly in mild-mod.liv.impairm., monit.liv.funct.reg.in pres.of sev.impairm.& discont. if elev., incr.upper GIT bact.counts incr.risk of bact.GI infects.eg Salmonella & Campylobact., Mg lev.monit.init.& dur.long term ther.with concom.meds.caus. hypomagnesaem., fract.risk fact.& adeq.Vit.D & Ca intake in osteoporos.risk.pts., in suspect.subac. cutan. lupus erythematous (SCLE) seek med.help promptly & consid.discont., SCLE risk incr.if prev. exper.with PPI treatm., discont.at least 5 days bef.CgA measurem., not indicat.for min.GI compl., poss.cyanocobalam malabsorpt.with prolong. treatm./reduc.body stores & reduc.Vit.B12 absorpt. risk fact., for gastroduod.ulc.prev.with concom. NSAID’s to be restrict.to where contin.NSAID treatm. necess.& pt.risk fact.(tabs), confirm reflux oesophag.diagn.by endoscopy (tabs), eval.& discont. ther.if ac.tubulointerstit.nephrit.suspect., do not exceed.40 mg dly dos.in elderly/imp.ren. funct., close vir.load.monit.if co-admin.of HIV protease inhibit.unavoidable (inj), consid. tempor. withdr.with high dos.methotrex., excret.in breast milk, eval.effs. bef.driv./perform.complicat.tasks

Interactions: Absorpt.of pH-depend.meds.poss. interfer.with, reduc.bioavail.of HIV protease inhibit. depend.on acid.intragastr.pH,. prothromb. time & INR monit.advis.with concom.anticoags., methotrex.lev.incr.in some pts.on high dos. methotrex. ther., poss.interacts.with meds.also metabol.via cytochrome P450 enzyme syst., syst. expos.poss.incr.by CYP2C19 inhibit., plasma conc. poss.reduc.by CYP2C19 & CYP3A4 induc.

 XE "Topzole" TOPZOLE, (AI Pharm.& Takeda) Takeda [P/S]

Pantoprazole., sodium sesquihydrate (equiv.to pantoprazole)
Indications: 40 mg tabs: Short-term treatm.of duod.& gastr. ulc., reflux oesophagit., duod.ulc. assoc.with H.pylori infect.in combinat.with appropr. antibiot., Zolling.-Ellison syndr.

20 mg tabs: Mild gastro-esophageal reflux dis (GERD) & the long-term managem.& relapse prevent. thereof.

(S4) TABS, 38/11.4.3/0061, 38/11.4.3/0060.

705368-001: 20 mg, 28, R244,73
705369-001: 40 mg, 28, R363,79
Dosage: Admin.recomm.dos.in the morn.

Duod.ulc: 40 mg once dly. x2-4 wks. Use in combinat. with appropr.antibiot.when assoc.with H.Pylori.
Gastr.ulc.& reflux oesophagit: 40 mg once dly. x4-8 wks.

Zolling.Ellison syndr: Init.80 mg/day, thereaft. titrat.up/down accord.to gastric acid secret. Dly.dos.above 80 mg/day to be admin.in 2 div. dos.

Mild GERD: 20 mg/day x4-8 wks. Maint: 20 mg/ day incr. to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal. Exper.in long term admin. limit.
Long-term/GERD relapse prevent: Recomm. maint: 20 mg/day incr. to 40 mg/day in case of relapse reduc.to 20 mg dly aft.heal.

(S2) OTC TABS, 43/11.4.3/1001

Indications: Gastric acid reflux sympts.

718142-001: 20 mg, 7, R56,48
Dosage: 1 tab./day taken bef./dur.breakf.

Consult dr if no sympt.relief obt.within 2 wks. contin.treatm. Treatm.not to exceed 4 wks. without consult.dr.

Contraindications: Safety in pregn.& lactat.& safety & effic.in childr.not est., sev.liv.funct. impairm., concom.atazanavir.

Side effects: Agranulocytos./leucopen./ pancytopen.& thrombocytopen., allerg.reacts. incl. anaphylax. & sev.skin reacts., hyperlipidaem., weight changes, sleep disords., depress., disorientat., hallucinat. confus., headache, dizzin., vis.disturbs., GI disturbs., incr. bilirub.& liv.enzym., hepatocellul.injury, jaund., photosens., arthralg., myalg., interstit. nephrit., asthen., fatig., malaise, incr.body temp., periph.oed., clostrid.diffic.assoc.diarrh.

Special precautions: Monit.concom.anticoag. ther., excl.poss.malign., not to exceed 20 mg dly in mild-mod.liv.impairm., monit.liv.funct.in pres. of impairm.discont.if elev., not indic.for mild GI complaints, confirm reflux oesophag. diagn.by endoscopy, incr.bact.count pres.in upp. GIT, incr.risk of bact.GI infects., poss. cyanocobalam malabsorpt.with prolong.treatm. (ie.>3 yrs.).

Drug interactions: Poss.interact.with other drugs metabol.by P450 enzyme syst., poss. changes in absorpt.of pH-depend.meds.eg. ketoconazole, methotrex.ser.lev.elev.& prolong.

 XE "Truloc" TRULOC, Pharma Dynamics [P/S]
Esomeprazole magnes.equiv.to esomeprazole
Indications: Eros.reflux oesophagit., relapse prophylax. in heal.oesophagit., symptomat.treatm. of GORD, prevent.of gastric & duod.ulc.assoc.with NSAID ther., duod.ulc.& prevent.of relapse of pept. ulc.assoc.with H.pylori infect., pathologic.hypersecr.cond.incl.Zollinger-Ellison syndr.& idiopath.hypersecr.

(S4) GASTRO-RESIST.TABS. 47/11.4.3/0320, 0321

3005139-001: 20 mg, 14, R119,00
3005139-002: 20 mg, 30, R255,00
3005142-001: 40 mg, 14, R183,12
3005142-002: 40 mg, 30, R392,40
Dosage: Do not chew/crush.
Eros.reflux oesphagit: 40 mg once dly.x4 wks. Addit.4 wks.recomm.if not heal./sympts persist.

Relapse prevent.of heal.oesophagit: 20 mg once dly.

Symptomat.GORD: Without oesophagit.admin. 20 mg once dly. Once sympt.resolv.admin.20 mg once dly.when necess. If sympt.contr.not achiev. aft.4 wks.investig.furth.

Gastric/duod.ulc.prevent with NSAID ther: 20-40 mg once dly.

H.Pylori assoc.ulc.& relapse prevent.of such ulc: 20 mg in combinat. with amoxicillin 1 g and clarithromycin 500 mg 2xdly x7 days

Patholog.hypersecr.cond.:Init.recomm.40 mg 2xdly. Indiv.adjust.& treat as long as clinic.indicat. Doses up to 120 mg 2xdly 

(S4) POWD.FOR SOL.FOR INJ/INF, A48/11.4.3/0120

3004946-001: 40 mg/vial, 10x5 ml, R389,00
Indications: Gastro-oesophag.reflux dis.where oral ther.not appropr., in GORD treatm.of eros. reflux oesophagit./long-term managem.of heal. oesophagit.to prev. relapse & sev.reflux dis.sympt treatm., short term haemostas.maint., prevent.of rebleed.follow.therapeut.endoscopy for ac. bleed. gastric/duod.ulc.

Dosage: Adults: GORD Admin.for short.poss.time. May be giv. x7 days. Tfd.to oral ther.ASAP. Reconstit. only with 0,9% NaCl for IV use. Admin. IV inj.over 3 mins. & IV infus.over 10-30 mins.

Eros.reflux oesophagit: 40 mg once dly.x4 wks.. Addit.4 wks.recomm.where oesophagit.not heal./if sympts.persist. When sympt.control not achiev.aft. 4 wks.& different.diagnos.poss.with angina & CHF further eval.recomm.

Long term managem.of heal.oesophagit.to prev. relapse & sev.reflux dis.sympts: 20 mg once dly.

Haemostas.maint.& prevent.of rebleed.of gastric /duod.ulc: 80 mg as bolus infus.over 30 mins. follow.by contin.IV infus.8 mg/hr over 3 days. Follow parenter.treatm.with acid suppress.ther of esomeprazole 40 mg once dly.x4 wks.
Contraindications: Substit.benzimidazol. hypersens., concom.atazanavir/nelfinavir.
Side effects: Freq: Headache, abdom.pain, diarrh., flatul., N&V, constipat., fundic gland polyps, site reacts.with IV admin. Less freq: Leucopen., thrombocytopen., agranulocytos., pancytopen., dizzin., malaise, paraesthes., somnol., taste disturb., vertigo, blurr.vis., dry mouth, GI candidias., GI infects., microscop.colit., stomatit. hepat.encephalopath., hepatit.with/-out jaundice, incr.liv.enzymes, hepat.fail., hypersens., hyponatraem., periph.oed., vit.B12 malabsorpt., arthralg., hip-/wrist-/spine fract., musc.weakn., myalg., agitat., agress., confus., depress., hallucinat., insomn., agitat., interstit.nephrit., ren.fail., gynaecomast., impot., bronchosp., alopec., dermatit., hyperhidros., photosens., prurit., rash, urticar. erythema multiforme, SJS, TEN, bull. erupt. Freq.unknown: Sev. hypomagnesaem. can correl.with hypocalcaem.& hypokalaem., atax., anx. with pan.attacks, episod.night terrors, att. deficit, SCLE, myopathy, fatig., fev.
Special warnings and precautions: Excl.poss. malign., discont.if ac.interstit.nephrit.develop, hepat.impairm., monitor concom.warfarin/other coumar.anticoags., ser.gastrin incr., with long-term. ther.gastric glandul.cysts occur, incr.risk of GI infects. incl. Clostrid.diffic., poss.reduc.vit.B12 absorpt., prolong treatm./with digoxin.or other meds.caus. hypomagnesaem.when meas.Mg.lev. bef. & dur.treatm.to be consid., avoid concom. clopidogrel, poss.incr.fract.risk poss.also due to oth.risk fact., adeq.Ca & vit.D intake in osteoporos. risk, infreq.cases of SCLE report.theref. if skin les.esp.of sun expos.areas.accomp.by arthralg. occur consid.discont., incr.risk of SCLE from other PPI’s if prev.exper.on PPI ther., stop treatm.tempor. 5 days prior CgA meas., sev.ren.insuffic., max.dly. dos.of 20 mg in sev.hepat. impairm., no data avail. for IV use in childr,& tabs. not for childr.< 1yr. safety in pregn.& lactat.not est., tabs cont.sucrose & lactose, eval.effs.bef.driv./perform.complicat. tasks, monit.concom.phenytoin, Tabs.not for mild GI complaints eg. nervous dyspeps.

Interactions: Poss.decr.absorpt.of ketoconazole/ itraconazole/erlotinib., digox.absorpt.incr., phenytoin & warfar.R-isomer trough plasma lev.incr., platelet aggregat.inhibit.of clopidogrel decr., methotrex lev.incr., consid.tempor. esomeprazole withdr.with high dos. methotrex., tacrolimus /saquinavir ser.lev.incr., incr.Cmax & AUC for cilostazol, eliminat.half-life of cisapride prolong.but not signific.incr.in peak plasma lev., atazanavir & nelfinavir conc.decr.,as metabol.by CYP2C19 & CYP3A4 esomeprazole AUC expos. doubl. by clarithromycin (CYP3A4 inhibit) and voriconazole (CYP2C19 & CYP3A4 inhibit), CYP2C19 & CYP3A4 induc.decr.ser.lev.

12.4.5
Cytoprotective agents
CYTOTEC (MDR Listing)

ULSANIC (MDR Listing)
 XE "Cytotec" CYTOTEC, Pfizer [P/S] 
Misoprostol

Indications: Co-admin.with NSAID’s for prophylax. of gastr.& duod.ulc./haemorrh.les.& eros. induc.by NSAID.

(S4) TABS, S/11.10/392. 200 µg
782416-020: 60, R427,28
782416-039: 120, R854,56
Dosage: Gastr.ulc., haemorrh.les. & eros prophylax: 1 tab 2xdly with food tog.with prescr. NSAID. May be incr.to 1 tab 3xdly with max. 1 tab 4xdly.
Duod.ulc.prophylax: 4 tabs/day in div.dos.with meals. Al-contain.antacids may be giv.for pain if neccess.

Contraindications: Prostaglandins.hypersens., pregn. & lactat., imp.ren.funct.

Side effects: Very common: Diarrh. Common: Headache, dizzin., abdom.pain, constip., dyspeps., flatul., N&V. Uncommon: Menstr.disords.incl. vag.bleed.also post menopaus., uter.cramp. Rare: Menorrhag., dysmennorh. Postmarket: Anaphylact./ skin react., abnorm.uter.contract., amniot. fluid embol., foet.death, incompl.abort., prem. birth, retain.placenta, uter.perforat./-rupt./-haemorrh., birth defects, chills, pyrex.
Warnins and special precautions: Teratogenicity in animals, treatm.not to be start. bef. pregn.excl., adeq.contracept.in women.of childbear. potent., excret.in breast milk, condits. predispos. to diarrh., where dehydrat.poss.danger., gastr.malign., condits.where hypotens.may precipit. sev.complicat., GI ulcerat.in absence of GI sympt., avoid Mg contain.antacids, safety & effic. in childr.und.18 yrs.not est.

See also MDR page 617.
12.4.6
Anti-reflux agents
No products listed
12.5
Motility enhancers
No products listed
12.6
Laxatives
PICOLAX (MDR Listing)

XIFAXAN (MDR Listing)

 XE "Agiobulk" AGIOBULK, (Mylan) Takeda [P/S]

Seeds of Plantago ovata 3,25 g, Ispaghula husk 0,11 g/5 g.

Indications: Regulat.bowel funct.in cases of constipat., less watery stools in diarrh., alternat. diarrrh.& constip., in irritable bowel syndrome & in diverticulos.

(S0) GRAN. Q/11.5/303.

834750-015: 250 g, R268,73
Dosage: Swall.whole with adeq.liq.

Constip: 2 heap.medic.meas. (10 g) at night. aft. meals at least 1 hr bef.bedt.& 1 heap.medic.meas. (5 g) bef.breakf.when necess.

Diarrh: Init. 2 heap.medic.meas.(10 g) 3xdly x1-3 days, then 1 heap.medic.meas. (5 g) 3xdly when necess.

Childr: ½ adult dose.
Contraindications: Unexplain.abdom.pain, S&S of ileus, stenos.& GI obstruct.esp.oesophag.area, concom.swell.& antiperistalt.agents against diarrh., poorly control.diab.

Side effects: Flatul., fullness init.

Special precautions: Electrol.& fluid bal., diabet. (contains sucrose).

 XE "Agiolax" AGIOLAX, (Mylan) Takeda [P/S]

Seeds of Plantago ovata 2,60 g, Ispaghula husk 0,11 g, Tinnevelly senna pods 0,34 - 0,66 g equiv.to sennoside B 15 mg/5 g

Indications: Constip.

(S0) GRAN. E/11.5/0988

834769-018: 100 g, R98,99
834769-026: 250 g, R231,00
834769-034: 1 000 g, R724,56
703123-001: sachets, 4x10 g, R34,96
Dosage: Swallow whole with adeq.liq. Adults & childr.12 yrs.& old: 1-2 heap.medic.meas.aft. even. meal & if necess.morn.bef.food.
Contraindications: Intest.obstruct./condits. poss.lead. to intest.obstruct., undiagn.abdom. sympt., N&V.

Side effects: Cramps, flatul., swell., colic, diarrh. with excess.water & electrol.loss esp.K+dur. prolong. use, aton.colon, urine discolour., melanos.coli.

Special precautions: Discont.use in case of rect.bleed./fail.to have bowel movem.aft.use, inadeq.fluid intake poss.cause obstruct., diabet. (contains sucrose), inflamm.bowel dis.

 XE "Colo-Prep" COLO-PREP, (Cipla) Anmaraté [P/S]

Monobasic sod.phosph.anhydr.15 g, dibasic sod.phosph.anhydr.10 g/sachet.

Indications: Bowel prep.prior to surg./radiolog./ endoscop.proced.

(S3) POWD. 32/11.5/0618

865443-009: 2x sachets, R163,48
Dosage: Dissolv.sachet contents in 50 ml luke warm water. Add.200 ml cool water/clear cool drink. Sip slow.over 10-30 mins. Contin.fluid intake betw.dos.

For morn.proced. take both dos.on the day bef. with 1st dos.at 12h00 & 2nd betw.16 &17h00. For aftern.proced. take 1st dos.betw.16 & 17h00 on day bef. & 2nd dos.on day of proced.not less than 3 hrs.bef.sched.time.

Contraindications: Appendicit.sympt., undiagn. rect.bleed., CCF, hypertens., diab.mellit., GI obstruct., oral saline lax.hypersens., dehydrat., imp.ren.funct., colost./ileostomy, K-spar.diurets., K supplem., pregn., use in childr.und.5 yrs.not recomm., hyperphosphataem., megacolon. 

Side effects: Electrol.imbal., GI disturbs.

Special precautions: Poss.laxat.depend., N&V, abdom.pain., ac.phosphate nephropathy.
 XE "Dulcolax" DULCOLAX, (Sanofi-Aventis), Opella Healthcare [P/S]

Bisacodyl.

Indications: Occas.constip.

(S0) TABS, [P/S] E/11.5/531

721549-013: 5 mg, 10, R27,75
721549-004: 5 mg, 30, R74,62
721549-000: 5 mg, 60, R112,20
721549-012: 5 mg, 200, R354,51
Dosage: Admin.at night as sngl.dly.dos.

Adults & childr. 12 yrs.& over: 1-3 tabs. Childr. 6-und.12 yrs: 1 tab.

(S0) SUPPOS, [P/S] E/11.5/532

721522-009: 10 mg 10, R119,64
Dosage: Adults & childr. 12 yrs.& over: 1 suppos.as sngl.dly.dos.

(S0) PAED.SUPPOS, [P/S] E/11.5/534

721530-001: 5 mg, 10, R101,70
Dosage: Child.1-12 yrs: 1 suppos.as sngl.dly.dos.
Contraindications: Ileus, intest.obstruct., undiagn. abdom.sympts., ac.surg.abdom.condits., ac. inflamm. bowel dis., sev.dehydrat., safety in pregn. & lactat.not est.

Side effects: Diarrh., abdom.cramps & pain, allerg. reacts. incl.angio-oed.& anaphylact.reacts., dizzin.& syncope, diarrh & excess.water & electrol. loss with prolong.use, poss.aton.non-funct.colon with prolong.use. Supp: loc.irrit., proctit., epithelium slough.with repeat use.

Special precautions: Tabs: Contain.sugar, childr. und.6 yrs./inabil.to swall.without chew., do not take within 1 hr.of antacid/milk., inflamm.bowel dis. Supp: rect.fiss./ulcer.haemorrhoids, medic. advice in childr., alert dr.if laxat.need.dly., sudd. bowel habit chang.persist.for long.than 2 wks.

Interactions: Excess.dos.incr.risk of electrol. imbal.with concom.diuret./adreno-cortico-steroids, electrol.imbal.incr.sensit.to card. glycosides.
Warning: Do not use in presen.of abdom.pain/ N&V., depend./loss of norm.bowel funct.with prolong./freq.use, discont.& seek med.advice if rect.bleed./fail.to have bowel movem.aft.use, not to use long.than 1 wk.

 XE "Duphalac" DUPHALAC, Abbott [P/S]
Lactulose

Indications: Constip.partic.laxative habituat. assoc,, where constip.is special probl.eg childr./ obstetr.& post surg.pts., port.syst.encephalopathy

(S0) SYRUP, K/11.5/180. 3,3 g/5 ml

721611-001: 200 ml, R39,47

721611-028: 500 ml, R131,54

Dosage: Admin. dly.as sngl. dos.aft.breakf. Adults: 30 ml. Childr. 6-14 yrs: 15 ml. 1-5 yrs: 10 ml. Infts: 5 ml. Maint: Adults: 15-30 ml. Childr. 6-14 yrs: 10-15 ml. 1-5 yrs: 5-10 ml. Infts: 2,5-5 ml.

Port. syst.encephalop: 30-50 ml 3xdly. then adjust to produce 2-3 soft stools dly.
Contraindications: Galactosaem.

Side effects: Naus., flatul.

Special precautions: Cont.lact.& galact, diarrh. indicat. overdos.
 XE "Duphalac Dry" DUPHALAC DRY, Abbott [P/S]
Lactulose

Indications: Constip., port.system. encephalopathy, hepat.coma/pre-coma stages where hyperammonaem.is pres.

(S0) CRYSTAL.POWD, 28/11.5/0427. 10 g/sachet

815047-002: 10 sachets, R40,51

815047-010: 30 sachets, R121,54

Dosage: Constip: Admin.dly as sngl.dos.with breakf. Adults: 10-30 g. Maint.dos: 10-20 g. Childr: 7-14 yrs: 10 g. 1-6 yrs: 5-10 g.

Port.system.encephalopathy: Init: 20-35 g 3x/day. Maint: adjust accord.to response.

Contraindications: Galactosaem., intest. obstruct.

Side effects: Abdom.discomf.

Special precautions: Lact.intol., diab., diarrh.& electrol. disturb.with prolong.use/OD.

 XE "Eucarbon" EUCARBON, (Austell) Camox [P/S]

Charcoal wood 180 mg, dry rhubarb extr.25 mg, senna powd.105 mg.

Indications: Constipat.

TABS, Z/11.6/393

705468-001: 10, R30,05

705468-002: 30, R60,10

Dosage: Adults & elderly: 1-2 tabs.aft.meals. For strong.eff.admin.even.dos.of 3-4 tabs.

Contraindications: Intestin.obstruct., undiagn. abdom.symts.

Side effects: GI disturbs., urine/faeces discol.

Special precautions: Inflamm.bowel dis., depend. with freq./lprolong.use, discont.aft.1 wk. use with no eff & seek med.advice.

 XE "Freshen Bisacodyl Laxative" FRESHEN BISACODYL LAXATIVE, AI Pharm Ltd [P/S]

Bisacodyl.

Indications: Occas.constip.

(S0) TABS. E/11.5/1668

715545-001: 5 mg, 12, R7,91

Dosage: Do not chew. Admin.as sngl.dly.dos.
Adults & childr.over 12yrs: 1-3 tabs. Childr: 6-12 yrs: 1 tab.
Contraindications: Undiagn.abdom.sympt., intest. obstruct., safety in pregn.& lactat.not est., childr.und.6 yrs., within 1 hr.of antacids/milk.

Side effects: GI disturbs., excess.water loss/ electrol.imbal.& poss.aton.non-funct.colon with prolong.use.

Special precautions: Depend.with prolong.use, not to be used for long.than 1 wk.unless dir.by dr., inflamm.bowel dis., do not use in pres.of abdom. pain /N&V, seek medic.advice in case of rect. bleed./no bowel movem.aft.use.

 XE "Freshen Sodium Sulphate" FRESHEN SODIUM SULPHATE LAXATIVE,
AI Pharm Ltd.[P/S]

Sod.sulph.anhydr.

Indications: Occas.constip.

(S0) SALTS, E/11.5/1799

715563-001: 8,5 g/sachet, 72, R80,42

715564-001: 200 g jar, 1, R9,82

Dosage: Adults & childr.12 yrs and over: 8,5 g (one med.meas.) dly dissolv.in glass warm water.

Contraindications: Imp.ren.funct., megacolon, abd.pain, N&V, childr.und.12 yrs.not recomm.

Special precautions: Rect.bleed./fail.to have a bowel movem.aft.lax.use may indic.a ser.condit., low salt diet, kidn.dis., hypertens., sod.retent. poss. leads to extracell.fluid accumulat., CCF, periph./pulm.oed., pre-ecclamps.

 XE "Klean-Prep" KLEAN-PREP, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Sod.sulph.anhydr. 5,685 g, sod.bicarbon. 1,685 g, sod. chlor. 1,465 g, pot.chlor.0,7425 g, macrogol 3350 59 g/68,96 g sachet.

Indications: Bowel prep.prior to colonoscopy, colon.surg., radiolog.examin.& relat.proced.

(S3) POWD. Z/11.5/340.

796808-007: 4 sachets, R193,47
Dosage: Dissolv.contents of each sachet in 1 L water. Drink 250 ml every 10-15 mins, drink sol.from all 4 sachets within 4-6 hours.

Contraindications: GI obstruct./perforat., ileus, gastr. retent., ac.intestin./gastr.ulc., toxic.colit., megacolon, pts.with body mass und.20 kg, childr. und. 12 yrs., safety in pregn.not est.

Side effects: GI disturbs., urticar., anal irrit.

Special precautions: Imp.gag reflex, reflux oesophagit., dimin.lev.of consciousn., ulc.colit., admin. all oral medic.at least 1 hr.prior, reduc.rate of admin./stop temporar.in case of distent./pain, cont.aspartame

 XE "Lacson" LACSON (Aspen Pharmacare: Consum) Pharmacare [P/S]

Lactulose

Indications: Constipat., chron.portal hypertens.& hepat.encephalopathy.

(S0) SYRUP, Z/11.5/0055. 3,3 g/5 ml

797723-005: 150 ml, R51,47
797723-013: 500 ml, R149,77
Dosage: Admin.dly.dos.pref.aft.breakf. 
Constipat: Adults: Vary accord.to condit. Large init.dos.follow.by small.maint.dos aft.1st 3 days of treatm. Usual start.dos: 30 ml. Maint: 15 -30 ml. Paed: Usual start.dos: 6-14 yrs: 15 ml. 1-5 yrs: 10 ml. Infts: 5 ml. Maint: 6-14 yrs: 10-15 ml. 1-5 yrs: 5-10 ml. Infts: 2,5-5 ml.

Chron portal.hypertens.& hepat. encephalopathy: Faec.pH maint.essent.for intestin. ammon.eliminat. Adults: Init: 30-50 ml 3xdly. Maint: 30-45 ml 3-4xdly adjust to achieve 2-3 soft stools a day with pH 5-5,5.

Contraindications: Galactosaem., galact.-free diet, intest.obstruct., interstin.perforat./risk thereof.

Side effects: Freq: Diarrh., flatul., abdom.pain, N&V follow.high dos. Less freq: Electrol.imbal. partic.K+ from diarrh. Freq.unknown: Abdom. discomf., cramps, meteorism

Special warnings and precautions: Safety & effic.in childr.for chron portal.hypertens.& hepat. encephalopathy not est., eval.painf.abdom. sympts. to excl.undiagnos.perfor./obstruct.or undiagn.dis.or condit.that may predispos.to those condits., re-consid.dos.&/addit.meas.if eff.insuffic. aft.sev.days, poss.diarrh./electrol.imbal.with chron. unadjust.dos/misuse, diarrh.indic.overdos., naus.& flatul.with init.high dos.usual.disappear with maint dos., defaecat.reflux.poss.disturb., consid. diabet.with hepat.encephalopathy high dos., paed.laxat.use und.med.supervis.& except. circumst., lact.intol.

Interactions: In chron portal.hypertens.& hepat. encephalopathy avoid other concom.laxat.to avoid inadeq.stool acidificat.

 XE "Laxette" LAXETTE, Cipla Medpro [P/S]
Lactulose

Indications: Constip.esp.in assoc.with laxat. habituat./post-surg./obstet.pts. & childr., hyperammonaem.in chron.hepat.encephalopathy incl.coma/pre-coma stages.
(S0) SOL. 29/11.5/0609. 3,3 g/5 ml.

817309-004: 150 ml, R48,97
817309-012: 500 ml, R134,27
Dosage: Constip: Admin.as sngl.dly.dos. Init.dos: Admin x3 days.: Adults: 30 ml. Childr. 6-14 yrs: 15 ml. 1-5 yrs: 10 ml. Infts: 5 ml. Maint: Adults: 15-30 ml. Childr. 6-14 yrs: 10-15 ml. 1-5 yrs: 5-10 ml. Infts: 2,5-5 ml.

Portal system.encephalopathy: Init: 30-50 ml 3xdly, then adjust dos.to produc. 2-3 soft stools dly.
(S0) DRY POWD, 36/11.5/0240. 10 g/sachet

700167-002: 10 sachets, R68,62
Dosage: Admin.with a full glass of liq.with each dos.

Constip: Adults: Init.10-30 g dly.as sngl.dos.or 2 div.dos.for 3 days. Maint.dos: As need. Dos.may be incr.to 40 g. Childr: 7-14 yrs: 10 g 1-6 yrs: 5-10 g. Adjust accord.to indiv.respons.

Port.system.encephalopathy: Init: 60-120 g dly. in 3 or 4 div.dos. Maint: adjust accord.to response.

Contraindications: Intest.obstruct., appendicit., undiagn.rect.bleed., CHF, hypertens., low galact. diet, colost./ileost.pts. 

Side effects: GI disturbs., hepat.encephalopathy exacerbat.

Special precautions: Lact.intol., diab., childr. und.6 yrs., diarrh.& electrol.disturb.with prolong. use/excess.dos., do not take within 2 hrs.of other meds.

Drug interactions: Reduc.K conc., aff.K-retain. eff. of K-spar.diurets.

 XE "Lenolax" LENOLAX, (Aspen Pharmacare: Consum) Pharmacare [P/S]
Disodium phosphate heptahydr. 60 mg, Na dihydrog.phosph. monohydr. 160 mg/ml.
Indications: Occas.constip.

(SO) DISPOS.ENEMA, [P/S] E/11.5/819.
726443-018: 135 ml, R49,51
Dosage: Contents of 1 contain. Not more than 1 enema/24 hrs.
(SO) PAED.ENEMA, [P/S] E/11.5/1982.
726435-007: 64 ml, R49,51
Dosage: Contents of 1 contain. Not more than 1 enema/24 hrs.
Contraindications: Sev.imp.ren.funct., hyperphosphataem., dehydrat.pts., megacolon, N&V, abdom.pain, sudd.change in bowel habits persist. > 2 wks, rect.bleed., fail.to have bowel movem.aft.use of laxat., childr.und.2 yrs.unless prescrib.

Side effects: Freq: Rect.irritat. Less freq: Hyperphosphataem., hypocalcaem., ectop. calcificat., hypernatraem., dehydrat., hyperkalaem., hypokalaem., N&V, diarrh., abdom.pain, ac. phosph.nephropathy
Warnings and special precautions: Hyperphosphataem.& hypocalcaem./ electrol. disturbs, depend.with freq./prolong.use., dehydrat./ electrol.disturbs with dos.larger than recomm., sev.electrol.disturbs.result.in tetany & even death report.aft.use of phosph.enemas such as Lenolax, young childr., pts.> 55 yrs., ren.dis., bowel obstruct./inflammat, concom.meds affect. ren. funct.incl.diurets./ACE inhibits/ARBs & NSAIDs, pts. on low salt diet, hypertens., card.fail., periph./pulm.oed., toxaem.of pregn., pts.with low ser.Ca conc., hyperkalaem.

Interactions: Diuret./other meds.affect.ser. electrol., meds.that may incr.ser.K conc., concom. meds affect.ren.funct.
 XE "Microlax" MICROLAX, J&J [P/S] 
Sodium citrate 90 mg, sodium lauryl sulphoacetate 70 % 12,9 mg, sorbitol sol. 893 mg/ml.

Indications: Constipat., bowel cleans.regim.in preparat. for X-ray exam & rectoscopy.

(S0) MICRO ENEMA, E 911 (Act 101/1965).

743089-006: 5 ml, 4.

743089-022: 5 ml, 12.

Dosage: For rect.admin.only., desir.effect usually occur. in 5-15 mins. 

Admin.contents of one tube rectally.
Contraindications: Inherit.fruct.intol.

Side effects: Rect.burn., hypersens.reacts.

Warnings and special precautions: Do not use in pres.of abdom.pain/ N&V/sudden change in bowel habits.persist.> 2 wks., discont.in case of rect. bleed./ bowel movem.fail., imp.ren.funct., sev. liv.damage , treatm.exceed. 7 days, insert only half the length of nozzle into rect.of childr. < 3yrs.

See also MDR page 393.
 XE "Movicol" MOVICOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Macrogol (PEG) 3350 13,125 g, Na bicarbonate 178,5 mg, NaCl 350,7 mg, KCl 46,6 mg/13,8108 g sachet.

Indications: Chron.constipat.

(S0) POWD. 31/11.5/0123.

828165-009: 20 sachets, R165,77
Dosage: Reconstit.each sachet with 125 ml water.

Adults: 1-3 sachets dly.in div.dos. Elderly: 1-3 sachets dly.accord.to indiv.respons. Course normally 2 wks. Rep.if reqd. accord. to indiv. response. Extend.use: 1-2 sach. dly.in div.dos.

Contraindications: Intest.perforat., intest. obstruct.due to structur./funct.disord., gastric retent., pept.ulc., sev.GIT inflamm.condit., pts.. und.12 yrs.

Side effects: Freq.unknown: Allerg.reacts.incl. anaphylax., electrol.disturbs.(hyper-/hypokalaem.), headache, abdom.distent./-cramps/-pain, diarrh., N&V, dyspeps., borborygmi, flatul., anorect. discomf., allerg.skin reacts., periph.oed.

Special warnings and precautions: Do not use in pres.of abdom. pain/N&V, depend.& loss of norm.bowel funct. with freq./prolong.use of laxat., stop.ther. immed. & meas.electrol.if shift in fluid/ electrol. observ., rect.bleed.& fail.to have bowel movem. may indic.a serious condit., extend.use poss.reqd. in sev.chron./resist.constipat./second.to multiple sclerosis/ Parkinson’s dis./induc.by reg.constipat. meds. partic.opiods & antimuscarin., Na content consid.high & to be consid.in those on low salt diet., cont.sweetn.

Interactions: Raise solubil.of meds soluble in alcoh.& relativ.insoluble in water., poss.reduc.of absorp.of other meds., decr.eff.with some concom.meds eg. anti-epilept.
 XE "Moviprep" MOVIPREP, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Sachet A: Macrogol (PEG) 3350 100,000 g, sod.sulph.anhydr. 7,500 g, NaCl 2,691 g, KCl 1,015 g

Sachet B: Ascorbic acid 4,700 g, sod.ascorbate 5,900 g

Indications: Bowel cleans.prior to clinic.proced. requir. clean bowel.

(S3) POWD. 42/11.5/0407.

716697-001: 2 sachets/box, R194,76
Dosage: Adults incl.elderly: Cont.of one sach. A & one sach.B dissolv.togeth.in 1 lit.of water. This reconstit. solut.should be taken over a per.of 1-2 hrs & repeat.with 2nd lit. of Moviprep. May admin. div.as 1 lit. Moviprep in even.bef.& 1 lit. early morn.on day of proced. OR in even.bef. proced. Must be at least 1 hr betw. end of fluid intake & colonoscopy start. Recomm.one lit.clear liq. incl.water/clear soup/fruit juice without pulp/ soft drinks/tea & coff.without milk taken addit. dur. course of treatm.

Contraindications: GI obstruct./perforat., gastr. empty.disords., ileus, phenylketonur., gluc.-6-phosph. dehydrogenase defic., tox.megacol. complicat. sev.inflamm.intest.tract condits.incl. Chron’s dis./ulc.colit., unconsc.pts., not recomm. in childr.bel.18 yrs.as no studies in paed.pts.

Side effects:Freq.: Hunger, sleep dis., dizzin., abdom.pain/-distens., N&V , anal discomf., dyspeps., malaise, thirst, rigors, pyrex. Less freq.: Headache, hypophosphataem., dysphag., abnorm.LFT, gener.discomf., decr. bld.bicarb./- calcium/ -phosphor., hypercalcaem., decr./incr.bld.chlor. Freq.unknown: allergic reacts.incl.anaphylact.-/skin reacts & dyspn., electrol.disturb., dehydrat., convuls. ass.with severe hyponatraem., trans.BP incr., arrhythm., palpitat., flatulen., retch., allergic skin reacts.incl.angioed., urticar., prurit., rash, erythema.

Special warnings and precautions: Do not take oral meds. within 1 hr of Moviprep admin., therapeut.eff.of drugs with narr.therap.index./short half-life poss. aff., use in pregn.& lactat.only if essent.as no data, debilit./fragile pts./electrol.imbal.risk, pts. with imp.gag refl./ aspirat./ regurg. tend., risk of card.arrhythm.eg.pts.on treatm.for CV dis./who have thyroid dis., sev.ren. insuffic., card.impairm., sev.ac.inflamm.bowel dis., corr.dehydrat. bef.Moviprep use, semi-consc pts./pts.prone to aspirat/regurgit.to be clos. observ. dur.admin.esp.via NG tube, electrol.to be meas./ appropr.ther.if any sympt.developm. indicat. fluid/electrol.shifts, slow down/temp. stop taking Moviprep in case of sev.bloat./ abdom. distent./ pain/diffic.to contin., cont. sweetn.& aspartame, cont.sodium & potass.

 XE "Normacol" NORMACOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Sterculia.

Indications:Adults and childr.>6 for: Constip.simple-/idiopath.- incl.dur.pregn.& lactat., colostomy/ ileostomy.managem., High Residue Diet managem.of divertic.dis.of colon & other condits.requir.high fibre reg.,initiat.& mainten.of bowel action aft.rectal/ anal surgery, admin.after ingest.sharp/ foreign body to coat.& reduce.intestin.damage 
(S0) GRAN, E1974 (Act 101/1965). 6,2 g/10 g.

834815-001: 500 g, R309,33
Dosage: Take after meals, bowel movem.gen.aft.12-72 hrs. Adults & adolesc.: 1-2 heap.5 ml meas.1-2xdly.Childr.6-12 yrs.: Half of the adult dose 

Contraindications: Intest.obstruct., faecal impact., tot.colon atony, other condits.where intest. evacuant inadvis., childr.und.6 yrs.not recomm.

Side effects:Less freq.:  Allerg.reacts., oesophag.obstruct., intestine/ colon.obstruct./ impact., abdorm.distens., flatul., diarrh., naus., abdom.pain, urticar.
Special warnings and precautions: Depend.with freq.& prolong. use, adeq.liq. to prev.faec.impact./ oesophag.obstruct., do not admin.bef.retir.esp.in elderly, poss.fluid & electrol.deplet.ass.with diarrh. ulcerat.colit., cont.sucrose, do not use in pres.of abdom.pain, N&V, do not use longer than week unless directed by dr., paler than norm.stool, discon.and consult dr if rectal bleed./ fail., do not take >4 days if no bowel move.

Interactions: Lower transit time through gut could interf.with absorp.other meds.
 XE "Normacol Plus" NORMACOL PLUS, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Sterculia 6,2 g, frangula 0,8 g/10 g.

Indications: Constip.& diverticulos.partic. hyperton./ slow transit constip.resist.to bulk alone, bowel act.init.& maint.aft.ano-rect.surg.partic. haemorrhoidect.

(S0) GRAN, E1483.

834807-009: 200 g, R156,20
834807-017: 500 g, R309,33
Dosage: Adults: 1-2 heap.5 ml meas.1-2xdly aft. meals. 

Contraindications: Undiagn.abdom.sympts., intest. obstruct., faecal impact., tot.colon atony, condits. likely to lead to intestin.obstruct., childr. und. 12 yrs.not recomm., safety in pregn.& lactat. not est.

Side effects: Uncomm: Urticar., urine discolourat. Freq.unknown: Alerg.reacts., oesophag. obstruct., intest.obstruct./-impact., abdom.distent., flatul., diarrh., naus., abdom. discomf., abdom.pain, melanos.coli.

Special warnings and precautions: Do not admin.bef.retir./in recumb.posit.esp.in elderly, poss.fluid.& electrol.deplet.assoc.with diarrh., adeq.liq.to prev.faec.impactat./ oesophag.-/ large bpwel.obstruct., depend.& loss of norm.bowel funct.with freq.& prolong. use, do not use in faecal impact./undiagnos.ac.or persist.GI complaints unless advis.by med.practit., suspend.treatm.if bowel movem.do not occur within 4 days, rect. bleed. /bowel movem.fail.poss.indicat.ser.condit., inflam. bowel dis./ulcerat.colit., cont.sucrose, sodium content.
Interactions: Poss.hypokalaem.potent.card. glycosid. act.& interact.with antidysrhythm.meds./ other meds.induc.revers.to sinus rhythm/induc.QT prolongat., poss.electrol.imbl.with other meds. induc. hypokalaem., poss.interfer.with absorpt.of other meds.by low.gut trans.time.

 XE "Pegicol" PEGICOL PLAIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Macrogol 3350 6,563 g, Na bicarbonate 89,3 mg, NaCl 175,4 mg, KCl 25,1 mg/6,9 g sachet.

Indications: Chron.constipat.
(S0) POWD. A39/11.5/0385.

707942-001: 20 sachets, R146,60
Dosage: Do not use contin. Reconstit.each sachet with 62,5 ml water. May be prepar in advanc.& kept refrigerat.x24 hrs.

Chron.constipat.: Childr: 2-6 yrs: Init.1 sachet dly. 7-11 yrs: Init.2 sach. dly. Adjust dos.as reqd.to prod.reg.soft stools. Max.dos.not norm.exceed. 4 sach./day.

Contraindications: Suspect.intest.perforat./ intest. obstruct.due to struct./funct.disord., ileus, gastr.retent., pept.ulcerat., sev.GIT inflamm. condits.

Side effects: Freq.unknown: Allerg.reacts., eletrol. disturbs., headache, abdom.pain, abdom. cramps, diarrh. N&V, dyspeps., abdom.distens., borborygmi, flatul., anorect.discomf., allerg.skin reacts, angioed., periph.oed.
Special warnings and precautions: Do not use in pres.of abdom. pain/N&V, depend.& loss of norm.bowel funct. with freq./prolong.use of laxat., stop.ther. immed. & meas. electrol.if shift in fluid/electrol. observ., seek med.advice if sudd. bowel habit chang.for per.long.than 2 wks./ rect. bleed.or no bowel movem.aft.use, limit.data on use in pregn.& lactat.but system.expos.negligible, childr. und. 2 yrs.not recomm., no data avail.in CV-/ ren.funct.impairm.
Interactions: Absorpt.of meds.poss.alter.

 XE "Picolax" PICOLAX, Ferring [P/S] 
Sod.picosulph. 10 mg, Mg oxide light 3,5 g, citric acid 12,0 g/sachet.

Indications: Bowel empty.& cleans.prior GI examinat. (eg.colonoscopy, Ba enema X-ray), IVP, surg & sev.constipat.

(S3) POWD.FOR ORAL SOL. A39/11.5/0058

717080-001: 2 sachets, R141,16
Dosage: Dissolv.contents of sachet in 150 ml cold water stir.2-3 mins & drink. Take adeq.fluid (6-8 glass. liq./ day).

Adults: Drink reconstit.sol.of 1 sachet by 8 am on day prior to examinat.and 2nd sach.6-8 hrs.lat.

Childr.over 9 yrs: Adult dos. 4-9 yrs: 1 sach.in morn.and half sach.in the aftern. 2-4 yrs: Half sach. in morn.and half sach.in the aftern.

Contraindications: Bisacodyl & oral saline laxat.hypersens., GI obstruct./perforat., gastr. retent., toxic.colit./megacolon, ileus, pts.with stoma, appendicit./sympts.thereof, undiagn.rect. bleed., diab.mellit., CHF, hypertens., ren. impairm., dehydrat., childr.und.2 yrs., safety in pregn.& lactat.not est., lact.intol.

Side effects: Electrol.imbal., Mg.accumulat.in imp.ren.funct., hyponatraem., hypokalaem., N&V, abdom.fulln.& bloat., abdom.cramps, diarrh., incr. thirst, belch., gastr.irrit., hypersens.reacts. incl. anaphylact.react., angioed.
Warnings and special precautions: Do not use in sudd.change of bowel habits persist. long.than 2 wks./rect.bleed./fail to have bowel movem. aft.laxat.use/abdom.pain N&V/rec.GI surg., med.supervis.in low salt diet/kidn.dis./ hypertens., depend.risk with prolong./freq.use, 1-2 hr. interv.bef.admin.oral tetracycl., avoid concom. Na polystyrene sulfon., adeq.fluid intake., imp.gag reflex, dimin.lev.of consciousn., regurgitat. /aspirat.risk, CHF, elderly, driv./ operat. mach.if dizzin./light-headedn./confus. exper.
Drug interactions: As GI transit rate incr. absorpt. of oral meds.poss modif.(eg.anti-epilept/ OC’s/anti-diabet & antibiot.), anticoag./ digox & phenothiaz.reduc.effectiven., meds. affect. water & electrol.bal., incr.sens.to card. glycos.with electrol.imbal., ciprofloxacin & etidronate absorpt.reduc., format.of nonabsorb. complex.with oral tetracycl., sev.system.alkalos. with Na polystyrene sulfon.
See also MDR page 300.
 XE "Picoprep" PICOPREP, Beta [P/S]

Sod.picosulph. 10 mg, Mg oxide 3,5 g, citric acid 12,0 g/sachet.

Indications: Bowel empty.& cleans.prior to colonoscopy, Ba enema, X-ray examin., IVP, surg & sev.constipat..

(S3) POWD. A38/11.5/0389.

700493-005: 3x15,5 g sachets, R116,12.
Dosage: Dissolv.contents of sachet in 250 ml hot water, stir until clear & chill.

Adults: 24 hrs prior to examinat.drink reconstit. sol.of 1 sachet & another glass water & rep.6 hrly. prior to examinat./as direct.by Dr.

Childr.over 9 yrs: Adult dos. 4-9 yrs: Half adult dos. 2-4 yrs: Quarter adult dos.

Nasogastric intubat: Infus.20-30 ml/min.

Contraindications: GI obstruct./perforat., gastr. retent., toxic.colit./megacolon, ileus, pts.with stoma, appendicit./sympts.thereof, undiagn.rect. bleed., CHF, hypertens., diab.mellit., oral saline laxat.hypersens., dehydrat., ren.impairm., safety in pregn.& lactat.not est.

Side effects: Electrol.imbal., Mg.accumulat.in imp.ren.funct., N&V, abdom.fulln.& bloat., abdom. cramps, diarrh., incr.thirst, trans.hypovolaem.

Special precautions: Phenylketonur.as contains aspartame, low salt diet, kidn.dis., hypertens., depend. risk with prolong./freq.use, oral med. taken within 1 hr.of admin.flush.from GI tract, 1-2 hr. interv.bef.admin.oral tetracycl., avoid concom. Na polystyrene sulfon., childr.und.4 yrs.on physic. advice only, imp.gag reflex, dimin.lev.of consciousn., regurgitat./aspirat.risk, adeq.fluid intake., CHF, Ca chann.block/diuret.use, meds. affect. electrol.lev., kidn.dis., imp.ren.funct., pre-exist. electrol.disturbs., elderly.

Drug interactions: Incr.electrol.disturb.risk with diuret./adreno-corticoster., anticoag./digital. glycosid. & phenothiaz.effs.reduc., ciprofloxacin & etidronate absorpt.reduc., format.of nonabsorb. complex. with oral tetracycl., sev.system.alkalos. with Na polystyrene sulfon.

 XE "Purgolene" PURGOLENE, Cipla [P/S]

Macrogol (PEG) 3350 13,125 g, sod.bicarb. 178,5 mg, NaCl 350,7 mg, KCl 46,6 mg/13,8 g sachet.

Indications: Chron.constipat.

(S0) POWD. 42/11.5/0412.

723629-002: 8 sachets, R58,97
723629-001: 20 sachets, R112,23
Dosage: Adults: Dissolv.powd.in 125 ml water. 1-3 sachets dly. in div.dos.accord.to indiv.respons. Elderly: Init 1 sach./day recomm.

Treatm.per.usual.not exceed.2 wks. May be repeat. if reqd. Dos.adjustm.to 1-2 sachets dly in case of extend.use.

Contraindications: GI obstruct./perforat.due to struct.or funct.gut wall disord./ileus/gastr.retent./ pept. ulc./sev.intest.tract inflamm.condits, safety in pregn.not est., not recomm.in childr.und.12 yrs.

Side effects: Allerg.reacts.incl.skin reacts./ anaphylax., GI disturbs.incl. borborygmi/anal irrit.

Warnings and special precautions: Safety dur. lactat.not est., elderly, extend.use poss.if sev. chron./ resist.constip.second.to multip.scleros./ Parkinson’s dis.or induc.by reg.constip.meds. esp. opioids/antimuscarin., not for use in pres.of N&V/ abdom. pain, freq./prolong.use, discont.ther./ monit. electrol./appropr.ther.init.in case of fluid /electrol. imbal.sympt., alert dr.if sudd.bowel habit chang. persist.long.than 2 wks., discont.ther.if rect. bleed./bowel movem.fail.aft. use.

Interactions: Solubil.of meds.solub.in alcoh.& insol. in water rais.theref.poss.reduc.absorpt.of such prod.
 XE "Purgoped" PURGOPED, Cipla [P/S]

Macrogol 6,563 g, Na bicarb.89,3 mg, Na Cl 175,4 mg, K Cl 23,3 mg/6,9 g sach.

Indications: In childr.with chron.constip.with/ without faec.impact., faec.impact.recurr.

(S3) POWD.FOR ORAL SOL. 42/11.5/0413

3000271-001: 20 sachets, R133,17
Dosage: Dissolv.each sach.in ¼ glass water. The correct number of sach.may be dissolv.in advance & kept refridgerat.
Chron.constipat.& faec. re-impact.prev: Childr: 2-6 yrs: Init.1 sach.dly. 7-11 yrs: 2 sach. dly. Dos.adjust.up or down as reqd.with max.dos. usual. not exceed.4 sach.dly.
Faec.impact: Admin.foll.numb.of sach.per day: Childr.2-4 yrs: Day 1: 2. Day 2&3: 4. Day 4&5: 6. Day 6&7: 8. Childr.5-11 yrs: Day 1: 4. Day 2: 6. Day 3: 8. Day 4: 10. Day 5, 6&7: 12. Sachets to be taken in div.dos. & within 12 hr per. Regim.to be stopp.once disempact.occurs.
Contraindications: Suspect.intest.obstruct.from funct./struct.GI wall disords., sev. inflamm.intest. tract condits.eg. Chron’s dis./tox.megacol./ ulcerat. colit.

Side effects: Allerg.reacts.incl.anaphylax., GI disturbs., perian.inflamm./soren.in childr.

Warnings and special precautions: Low salt diet, kidn.dis., hypertens., not recomm. in imp.CV/ ren. funct., not for use in pres.of abdom.pain/N&V, depend./loss of bowel funct.with prolong./contin. use, discont.ther./meas.electrol.if sympt.indic.shift in fluid/ electrol. observ., sudd.bowel habit chang. persist.for long.than 2 wks., discont.if rect.bleed./ bowel movem. fail.aft.use, meds.in solid dos.form eg.tabs. may be flush.from GI tract if taken within 1 hr.of large Purgoped vol., not recomm.in childr. und. 2 yrs., appropr.bowel managem.program recomm. aft.disimpact., safety in pregn.& lactat. not est.

Drug interactions: Absorpt.of meds.solub.in alcoh./ insolub.in water may be alter.

 XE "Soflax" SOFLAX, Cipla Medpro [P/S]

Senna Extract equiv.to 13,5 mg Sennosides A and B as Ca salts

Indications: Constip.

(S0) TABS. 32/11.5/0607

868078-034: 13,5 mg, 20, R34,59
868078-042: 13,5 mg, 60, R81,79
868078-026: 13,5 mg, 200, R199,12
Dosage: Adults: Recomm.dos: 1-2 tabs.1x dly. Start with low.dos. incr.dly.if necess.for max. 3 days. Childr.over 6 yrs: Admin. ½ adult dos.
Contraindications: Intestin.obstruct., undiagn. abdom.sympt., rect.bleed., CCF, childr.und.6 yrs. not recomm.

Side effects: GI disturbs., electrol.disturbs., skin reacts., urine & faeces discolourat.

Special precautions: Inflamm.bowel dis., prolong. use, atonic colon with lax.abuse syndr., reduc.K+conc.aff.K-retain.eff.of K-spar.diurets., rect.bleed.& fail.to have bowel movem. aft.use.

12.7
Antidiarrhoeals
KANTREXIL (MDR Listing)
 XE "Adco-Loperamide" ADCO-LOPERAMIDE, Adcock Ingram Ltd [P/S]

Loperamide HCl.
Indications: Adults & childr.over 6 yrs: Ac.& chron. non-specif.diarrh., peristals.inhibit.& slow. of intestin.transit.time in ileost., colost.& other intest.resect. Childr.2-5 yrs: Peristals.inhibit.& slow.intest.trans.time. 

(S2) TABS, [P/S] Y/11.9/5.

792071-115: 2 mg, 6, R11,80
Dosage: Peristalsis inhibit.& slow.intestin. trans.time: Childr.2-5 yrs: ½ tab.8 hrly.
Ac.diarrh: Adults: Init. 2 tabs.follow.by 1 tab.aft. each loose stool. Childr. 6 yrs.& older: Init.1 tab follow.by 1 tab aft.each loose stool.

Chron.diarrh: Adults: Init. 2 tabs dly. Childr.6 yrs. & older: Init.1 tab dly. Adjust init.dos.till solid stools obt., usual.achiev on maint.dos.of 1-6 tabs.

Max. 4-6 tabs/day.

(S2) SYRUP, [P/S] 28/11.9/0003.

811467-007: 1 mg/5 ml, 50 ml, R28,76
Dosage: Peristalsis inhibit.& slow.of intestin. transit time: Childr.2-5 yrs: 5 ml/12,5 kg bm.8 hrly.
Ac.diarrh: Adults & childr.6 yrs.&old: 5 ml/ 12,5 kg bm follow.by 2,5 ml/12,5 kg bm aft.each loose stool. Dly.dos.not to exceed 15 ml/12,5 kg bm.

Chron.diarrh: Adults & childr.6 yrs.& old: With indiv.adjustm.dos.poss.to obt.virtual.norm.bowel movem. Init.dos 5 ml/12,5 kg bm dly.for childr. Adjust dos.until 1-2 solid stools/day obtain. Usual maint.dos: 2,5-10 ml dly.

Contraindications: Colit., diarrh.assoc.with pseudomembr.colit., childr.und.2 yrs., safety in pregn.& lactat.not est., prim.ther.in ac.dysentery

Side effects: Abdom.pain & GI disturbs., dry mouth, dizzin., fatig., skin rash.

Special precautions: Where constip.to be avoid., hepat.dysfunct., caref.observat.of pts.with inflamm.bowel dis.for signs of toxic megacol., ORT essent.where fluid & electrol.deplet.poss.esp. childr., medic.supervis.for use in childr.und.6 yrs., only for peristals.& intest.transit time slow.in childr. 2-5 yrs.

 XE "Adco-Prodium" ADCO-PRODIUM, AI Pharm Ltd [P/S]

Loperamide HCl.
Indications: Adults & childr over 6 yrs: Ac.& chron.non specif.diarrh., peristals.inhibit.& slow. intestin.transit time in ileostom., colostom./other intestin.resect. Childr. 2-5 yrs: Peristals.inhibit.& slow.intest.trans.time.

(S2) TABS. X/11.9/303.

791768-112: 2 mg, 500, R350,22
Dosage: Ac.diarrh: Adults & childr.6 yrs.& old: Init: 2 tabs for adults & 1 tab for childr.then 1 tab. aft.each subseq.loose stool. Max.dos. 8 tabs/day for adults & 4-6 tabs/day for childr.

Chron.diarrh: Adults & childr.6 yrs.& old: Init: 2 tabs. dly.for adults & 1 tab dly for childr.of 6 yrs.& old., adjust dos.to obt. 1-2 solid stools /day. Usual maint.dos: 1-6 tabs.dly. Childr.2-5 yrs: Peristals.inhibit.& slow.of intest.trans.time: ½ tab.8hrly.
Contraindications: Where inhibit.of peristals. must be avoid., liv.impairm., infts.und.2 yrs., safety in pregn.& lactat.not est.

Side effects: Abdom.pain & GI disturbs., CNS effs., dry mouth, skin rash

Special precautions: Caref.observat.of pts.with inflamm.bowel dis.for signs of tox.megacolon, hepat. dysfunct., young childr., discont.if constip. occurs, medic.supervis.for use in childr.und.6 yrs., in childr.2-5 yrs.only for peristals.& intestin.trans. time slow.

 XE "Betaperamide" BETAPERAMIDE, AI Pharm Ltd [P/S]

Loperamide HCl.
Indications: Adults & childr.over 6 yrs: Ac.& chron.non specif.diarrh., peristals.inhibit.& slow.intestin.transit. time in ileostom., colostom./ other intest.resect. Childr.2-5 yrs: Peristals. inhibit. & slow.intest.trans.time.

(S2) TABS. Z/11.9/113.

792691-008: 2 mg, 10, R31,58
Dosage: Ac.diarrh: Adults & childr.over 6 yrs: Init: 2 tabs for adults & 1 tab for childr.then 1 tab aft.each subseq.loose stool. Max.dos. 8 tabs/day for adults & 4-6 tabs/day for childr.

Chron.diarrh: Adults & childr.over 6 yrs: Init: 2 tabs dly for adults & 1 tab dly.for childr., adjust dos.to obt. 1-2 solid stools/day. Usual maint.dos: 1-6 tabs dly.

Peristals.inhibit.& slow.intest.trans.time: 

Childr.2-5 yrs: ½ tab.8 hrly.
Contraindications: Where inhibit.of peristals. must be avoid., liv.impairm., infts.und.2 yrs., safety in pregn.& lactat. not est.

Side effects: Abdom.pain & GI disturbs., dry mouth, dizzin., fatig., skin rash.

Special precautions: Hepat.dysfunct., young childr., caref.observat.of pts.with inflamm.bowel dis.for signs of tox.megacolon., medic.supervis.for childr.und.6 yrs., only for peristals.& intestin. transit time slow.in childr.2-5 yrs.

 XE "Cipla Loperamide" CIPLA LOPERAMIDE, Cipla Medpro [P/S]

Loperamide HCl.
Indications: Adults & childr.over 6 yrs: Ac.& chron. non-specif.diarrh., peristals.inhibit.& slow. of intestin.transit.time in ileost./colost.& other intest.resect. Childr.young.than 6 yrs.und.medic. supervis: Peristals.inhibit.& slow.intest.trans.time.

(S2) TABS, A39/11.9/0407

707342-002: 2 mg, 6, R10,78
707342-003: 2 mg, 12, R21,55
Dosage: Discont.ther.immed.diarrh.is und.control.

Ac.non-specif.diarrh: Adults: Init. 2 tabs.follow. by 1 tab.aft.each loose stool. Childr. 6 yrs.& older: Init. 1 tab follow.by 1 tab aft.each loose stool. Do not exceed follow.max.dly dos: 14-19 kg: 2 tabs. 20-26 kg: 3 tabs. 27-33 kg: 4 tabs. 34-39 kg: 5 tabs. 40-46 kg: 6 tabs. 47-53 kg: 7 tabs. > 54 kg: 8 tabs.

Chron. non-specif.diarrh: Und.med.supervis. Decr.dos.if constip.occurs. Adults: Init. 2 tabs dly. Childr. 6 yrs.& older: Init. 1 tab dly. Adjust init. dos. till 1-2 solid stools obt., usual.achiev on maint. dos.of 1-6 tabs.

Contraindications: Infts.und.2 yrs., ac. dysentery, ac.ulcerat.colit., bact.enterocolit., pseudomembr. colit., avoid where inhibit.of peristals. could incr.risk of signific.sequelae incl. ileus/megacolon & tox.megacol., lactat., safety in pregn.not est.

Side effects: Skin rash, allerg.reacts.incl. anaphylax. & Stev.Johns.syndr./erythema mutiforme, GI disturbs., ileus, tox.megacol., urin. retent., dizzin., drowsin.
Special precautions: Specif.treatm.of underly. aetiology recomm., medic.supervis.for use in childr. und. 6 yrs., discont.at earl.signs of abdom. distens.in AIDS assoc.diarrh.as tox.megacol. report., appears in human breast milk, hepat. impairm., ORT essent.where fluid & electrol. deplet. poss.esp.childr.
Drug interactions: Plasma conc.rais.with quinidine & resp.suppress.may result.

 XE "Gastron" GASTRON, (Aspen Pharmacare) Pharmacare [P/S]

Loperamide HCl.
Indications: Ac.& chron.diarrh., slow intestin. transit.time with ileostom., colostom./other intest. resect.

(S2) TABS., [P/S] V/11.9/213.

810916-002: 2 mg, 6, R8,91
810916-010: 2 mg, 300, R444,78
Dosage: Adults: 

Ac.diarrh: Init: 2 tabs then 1 tab aft.each subseq. loose stool. Max.dos.8 tabs/day.

Chron.diarrh: Adults: Init: 2-4 tabs.dly.in div.dos.

(S2) SYRUP, [P/S] V/11.9/214. 1 mg/5 ml.

810908-018: 50 ml, R33,81
Dosage: Ac.diarrh: 

Childr.2-5 yrs.(13-20 kg body mass): 5 ml 3x/day x1st day, follow.by 5 ml/10 kg bm.aft.each loose stool. Tot.dly.dos.not to exceed 15 ml

Childr.5-8 yrs.(20-30 kg body mass): 5 ml 4x/day x1st day, follow.by 5 ml/10 kg bm.aft.each loose stool. Tot.dly.dos.not to exceed 20 ml.

Childr.8-12 yrs.(over 30 kg): 10 ml 3-4x/day x1st day, follow.by 5 ml/10 kg bm.aft.each loose stool. Tot.dly.dos.not to exceed 40 ml

Contraindications: Ac.infect.diarrh., where inhib. of peristals.must be avoid.partic.in constip.& inflamm. bowel dis., hepat.dysfunct., tabs.childr. und.5 yrs., syrup childr.und.2 yrs., safety in pregn. not est.

Side effects: GI disturbs., abdom.pain, dry mouth, dizzin., fatig., skin rash, revers.paralyt.ileus at high dos.

Special warings and precautions: Disc.if no response in 48 hrs., discont.if constip./abdom.distent./subileus develops, do not use in pts.with UC/ pseudomembran. colitis assoc.with broad spectr.antibiotics, tabs cont.mannitol, syrup cont.sweetn.

 XE "Gastropect" GASTROPECT, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Kaolin light 1 g, pectin 0,05 g/5 ml.

Indications: Mild to mod.ac.diarrh.

(SO) SUSP. E/11.9/1546.

728284-006: 100 ml, R35,69
Dosage:  Admin.3-4x/day.

Adults: 25-50 ml. Childr. 12 yrs.& over: 25 ml. 6-12 yrs: 12,5-25 ml. 3-6 yrs: 5-12,5 ml.

Contraindications: Intest.obstruct., spast.bowel condit.

Side effects: Constip., flatul., distent.

Special precautions: Maint.of fluid & electrol. bal., cont.sucrose & sweetn.

 XE "Hidrasec" HIDRASEC, Abbott [P/S]

Racecadotril

Indications: Short term(up to 7 days) symptomat. treatm.of ac.non specif.diarrh in adults as diet. supplem.

(S1) CAPS, 47/11.9/0013

3005210-001, 100 mg, 10, R108,78
Dosage: Adult use only. Do not open/chew/crush.

Init.1 cap.follow.by 1 cap 8 hrly at mealtimes until 2 solid stools obtain./x7 days whichever comes first.

Contraindications: Pregn.& lactat., 
Side effects: Common: Headache. Uncommon: Rash, erythema. Freq.unknown: Urticar., angioed., oed.of tongue/ face/lips & eyelids, polymorph. erythema, erythema nodosum, papul. rash, prurit., prurigo, toxiderm.

Special warnings and precautions: Not suitable for paed.use, do not modify usual rehydrat. regimens, do not use in pres.of dysenter. syndr., do not use in diarrh.assoc.with antibiot.incl. pseudomembr.colit., limit.data on use in ren./hepat. insuffic., bioavail.reduc.in prolong. vomit., discont.in pres.of sev.cutaneous reacts., instit. emerg.treatm.in angioed.assoc.with upper resp.obstruct.contin.until complete & perman. disappear. of sympts., enhanc.angioed.risk in pts. with angioed.antecedents., eval.benef.vs risk with concom. angiotens.convert.enzyme inhibit.ther., limit. clinic.data on use in pregn., do not admin.in breast feed.

Interactions: Incr.angioed.risk with ACE inhibit. (eg captopril/perindopril etc).

 XE "Imodium" IMODIUM, J&J [P/S] 
Loperamide HCl.

Indications: Adults & childr.over 6 yrs: Ac.& chron. non-specif.diarrh., peristals.inhibit.& slow. of intest.transit time in ileostom., colostom. & other intest.resect. Childr.und.6 yrs: Tabs./ syrup: Peristals.inhibit.& slow.of intest.transit time.
(S2) TABS, [P/S] H/11.9/152.

732486-009: 2 mg, 6, R44,91
(S2) MELT TABS, [P/S] 29/11.9/0213. 2 mg

703518-001: 6, R44,91
Dosage: Adults:
Acute: 2 tabs stat.then 1 aft.each loose stool. Max.dly.dos.: From 14 kg: 4 mg; 20 kg: 6 mg; 27 kg: 8 mg; 34 kg: 10 mg; 40 kg: 12 mg; 47 kg: 14 mg; 54 kg: 16 mg.

Chron: 2 tabs.dly.then adjust till 1-2 solid stools/ day. Maint. 1-6 tabs.dly. Decr.dos.if constip. occurs.

Childr.over 6 yrs: 

Acute: Init.1 tab.then 1 tab.aft.each loose stool. Max.depend.on bm.

Chron: 1 tab.dly.then adjust till 1-2 solid stools/ day. Decr.dos.if constip.occurs. Max.depend.on bm.
(S2) SYRUP, [P/S] J/11.9/166. 0,2 mg/ml.

732478-006: 50 ml, R91,70
Dosage: Acute: 5 ml/12,5 kg bm foll.by 2,5 ml/12,5 kg bm.aft.each loose stool. Dly. dos. not exceed.15 ml/12,5 kg bm.

Chron: Childr: 5 ml/12,5 kg bm dly. Maint: 2,5-10 ml dly.
Contraindications: Infts.und.24 mnths.for syrup, prim.ther.in ac.dysentry, ac.ulcerat./ pseudomembr. colit.assoc with broad-spect antibiot., bact. enterocolit., where peristals.inhib. undesir., lactat., safety in pregn.not est., tabs.& melt tabs.in childr.und.6 yrs.

Side effects: GI disturbs.incl.toxic megacolon, skin reacts.incl.Stev.Johnson.& tox.epiderm. necrolys., hypersens.reacts.incl.anaphylax., urin. retent., CNS effs.
Special precautions: Discont.if constipat./ abdom. distent./ileus develop, determin.& treat. underly. etiology, seek physic.advic.with chron. non specif.diarrh., hepat.impairm., oral rehydrat. ther. esp.infts., rout.use in childr.und.6 yrs.not recomm., discont.ther.in AIDS pts.if abdom. distens. occurs, damage to tabs and melt tabs. occurs if press.through blister pack.

See also MDR page 389-392.
 XE "Kantrexil" KANTREXIL, Opus [P/S] 
Kanamyc.sulph.equiv.to kanamyc.100 mg, aminopentamide 0,033 mg, pectin 25 mg, bism.subcarbon. 250 mg, act.attapulgite 500 mg/5 ml & tab.
Indications: Specif.& non-specif.gastroenteritis

(S4) SUSP, [P/S] A E/11.9.1/793.

734802-005: 100 ml, R154,75
Dosage: Admin.4-6 hrly.

Adults & childr.over 12 yrs: 15 ml. Childr. 6-12 yrs: 10 ml. 1-6 yrs: 5 ml.
(S4) TABS, [P/S] A E/11.9.1/802.

734810-008: 20, R164,24
734810-016: 100, R821,36
Dosage: Adults: 3 tabs 6 hrly. Sev.cases: Init admin. 4 hrly.
Contraindications: Other aminoglycos.antibiot. hypersens., glauc., prostat.hypertrophy, myasth. grav.

Side effects: Dry mouth, dimm.vis., cerebr. excitat., superinfect., ototoxic., nephrotoxic., hypomagnesaem./hypocalcaem.& hypoklaem.with prolong.use, anaem., purpura, convuls., vis. disturbs., headache, paraesthes., kanamycin resist. organ. overgrowth, revrs.encephalopathy, bone & joint disords., faeces discolourat., neurotox. (prolong./ excess. use).

Special precautions: Keep young childr.well hydrat., contains tartrazine, withdr.if ototoxic. sympts./superinfect.occur, ren.fail., concom. neuromusc. block./ototox or nephrotox.meds., antiemet. poss.mask ototox.sympts., admin. separately from concom.betalactams

 XE "Lomotil" LOMOTIL, J&J [P/S]

Diphenoxylate HCl 2,5 mg, atropine sulph. 0,025 mg 

Indications: Mild to mod.diarrh.

(S2) TABS, E/11.9/0918
738980-056: 10, R22,09
Dosage: Ac.diarrh: Adults: Init. 4 tabs., follow. by 2 tabs.6 hrly. Max: 25 mg dly. Childr: 4-8 yrs:(20-27 kg): 1 tab 3xdly, 9-12 yrs:(27-36 kg): 1 tab. 4xdly, 13 yrs & above: 2 tabs 4xdly.
Contraindications: Childr.und.4 yrs., diarrh. assoc.with antibiot.induc.pseudomembr. enterocolit., fev., prostat.enlargem., paralyt. ileus/pylor.stenos., ulc.colit., clos.angle glauc., lactat., safety in pregn.not est.

Side effects: CNS eff., paraesthes., insomn., numb. of extremet., allerg./anaphylact.reacts., GI disturbs., pancreatit., urin.urgency, diffic.& retent., flush.of skin, dry mouth, thirst, pupil dilat., photophob., dry skin, trans.bradycard.follow.by tachycard.with palpitat.& arrhythm., retrostern. pain.

Special precautions: Inflamm.bowel dis., hyperthyroid., adrenocort.insuff., imp.kidn./liv. funct., prostat.hypertrophy, shock, obstruct.bowel disords., myasthen.grav., ac.bronch.asthma attack, HF second.to lung dis., resp.depress.esp.in pres.of ac. alcohol., cyanos.& excess.bronch.secret., rais. IC-press., maint.hydrat.

Drug interactions: Addit.eff.on CNS depress., MAOI’s.

 XE "Loperastat" LOPERASTAT, (Ranbaxy) Be-Tabs [P/S]

Loperamide HCl.
Indications: Ac.& chron.non-specif.diarrh., intestin.transit time control.with ileostom., colostom./other intest.resect.

Childr.und.6 yrs: Peristals.inhibit.& slow.of intest.transit time.

(S2) SYRUP. 28/11.9/0649. 1 mg/5 ml.

820563-005: 50 ml, R37,18
Dosage: Ac.diarrh: 5 ml/12,5 kg bm follow.by 2,5 ml/12,5 kg bm aft.each subseq.loose stool. Dly.dos.not to exceed 15 ml/12,5 kg bm.

Chron.diarrrh: Indiv. Childr: Init. 5 ml/12,5 kg bm dly. Adjust dos.until 1-2 solid stools/day obtain. Usual maint: 2,5-10 ml dly.

Contraindications: Childr.und. 2 yrs, prim.ther. in ac.dysentery, ac.ulcerat./pseudomembr.colit., where inhibit.of peristal.is to be avoid., safety in pregn.& lactat.not est.

Side effects: Revers.paralyt.ileus, dry mouth, abdom. pain, other GI disturbs., hypersens.reacts., skin rash, dizzin., fatig.

Special precautions: Discont.if constipat./ abdom. distent./subileus develop, may precipit. toxic megacolon in pts.with inflamm.bowel dis., ORT essent.where fluid & electrol.deplet.poss. esp. childr., not to be admin.to infts.without medic. supervis., seek.med.advice if no clinic.improvem. observ.within 48 hrs., monit.hepat.dysfunct.pts.for CNS toxic.

 XE "Pectrolyte" PECTROLYTE, AI Pharm Ltd 

Chlorodyne 2 ml, kaolin 20 g, pectin 0,4 g, Na-lact. 0,29 g, KCl 0,14 g, NaCl 0,26 g/100 ml.
Indications: Mild to mod.ac.diarrh., as adjunct.to electr.contain.fluids, rest & appropr.diet.

(S2) SUSP. E935.
753246-007: 150 ml, R59,44
Dosage: Admin.4 hrly.with water. Adults: 20-40 ml. Childr: 3-6 yrs: 5-10 ml. 6-12 yrs: 10-20 ml.

Contraindications: Safety in pregn.& lactat.not est., childr.und.3 yrs.not recomm.

Side effects: Constip., GI disturbs., hepatotoxic., CNS effs., urin.retent., uter.& bil.spasm, antidiuret. eff., dry mouth, sweat., flush., vertigo, CV effs., hypotherm., skin reacts., mios., rais.IC press., musc. rigid., restlessn., mood chang., euphor.

Special precautions: Not for fluid replacem. ther., reduc.absorpt.of other agents if used concom.

12.8
Liver, gall bladder and bile
 XE "Legalon" LEGALON 70, (Mylan) Xixia [P/S]

Silymarin.
Indications: Alcoh.induc.liv.dis.

(S0) TABS. R/7.4/172.

785849-009: 70 mg, 40, R87,22

785849-017: 70 mg, 100, R197,01

Dosage: 2 tabs 3xdly. Maint: 1 tab 3xdly.

(S0) FORTE CAPS, 45/7.4/1132

3000442-002: 140 mg, 30, R113,06
3000442-001: 140 mg, 100, R376,92
Dosage: 1 cap 3xdly (ie 420 mg dly). Not recomm. for childr.<12 yrs.

Side effects: Rare: mild laxat.eff. V.rare: dyspn., hypersens.reacts., rash.

Warnings and special precautions: Not a substit. for abstain.from liv.damage cause, consult Dr if icterus/yell.discolourat.of eye white occurs, safety & effic.in pregn.& lactat.not est.

 XE "Ursofalk" URSOFALK, (Cipla Medpro) Orphan SA [P/S]

Ursodeoxycholic.acid

Indications: Prim.bil.cirrhos.treatm., provid.no decompens.hepat.cirrhos.

(S3) CAPS, 43/11.10/0442

716334-001: 250 mg, 100, R1 179,26
Dosage: Swall.whole. Dly.dos.depend.on bm, approx.10-15 mg/kg bm.34-50 kg: 1 cap morn.& even. 51-65 kg: 1 cap 3x/day. 66-85 kg: 1 cap morn., 1 cap midd.& 2 caps in even.86-110 kg: 1 cap.in morn., 2 caps midd.& 2 caps in even. Over 100 kg: 2 caps 3x/day. If clinic.sympt.worsen.at begin.of treatm., cont.ther.with 1 cap dly.dos.& then incr.grad.by one cap.dly each wk until.dos.in regim.reach.

Contraindications: Ac.gall-bladd./bil.tract inflamm., common bile/cyst.duct occlus., pept.ulc. dis., freq.bil.colic episod., non-funct.gall-bladd., radio-opaq./ calcif.gallston., safety in pregn.& lactat.not est.

Side effects: Pasty stool, diarrh., sev.(R) side upp.abdom.pain, gallst.calcificat., poss. decompensat. of hepat.cirrhos.in PBC, urticar, prurit.

Special precautions: Dur.1st 3 mnths liv.funct. test.to be monit.every 4 wks, thereaft.3 mnthly., concom.ciclosporin, adeq.contracept.in women of childbear.age, pregn. exclud.bef.init.treatm., concom. agents metabol.via cytochrome P450 3A enzyme, poss.clinic.sympt.worsen.at beg.ther.
Drug interactions: Reduc.absorpt.with concom. cholestyramine/colestipol/Al contain.antacids (admin.at least 2 hrs bef./aft.), ciclosporin absorpt. incr. from intest., poss.reduc.ciprofloxacin absorpt., reduc.peak plasma conc.and AUC of nitrendipine, induc.drug-metabolis.enzyme cyto chromosome P450 3A4.

 XE "Ursotan" URSOTAN, Sanofi-Aventis [P/S]

Ursodeoxycholic.acid

Indications: Dissolut.radiolucent cholestrol gallstones in funct.gallbladders.

(S3) TABS, N/34/203

774243-007:100 mg, 180, R1 710,39
Dosage: Treatm.durat.accord.to size & dissolut. rate of gallstones.

6 tabs.dly.in 3 div.dos.aft.meals.

Contraindications: Bile acid allergy, pept.ulc.dis., chron.liv.dis., inflamm.small intest.& colon dis., bile duct obstruct., radio-opaq/ calcif./bile pigment stones/ non funct.gallballers, other gallstone complicat., pregn.

Side effects: GI disords., dyspeps., calcificat.of cholesterol stones, dose-relat.diarrh., prurit.

Special precautions: Monit.serum enzyme levels & perform liv.funct.test.

Drug interactions: Concurr.oestrog.hormones/ OC./antihyperlipidem./neomycin progestins decr. ability to dissolve cholestr.gallstones., bile acid bind.drugs decr.absorpt.

Warnings: Sulfation defic.congenit./acquir.poss. predispose pt.to lithocholate-induc.liv.damage.

12.9
Suppositories and anal  ointments
 XE "Scheriproct" SCHERIPROCT, (AI Pharm Ltd) Bayer [N/P/S in C]
Prednisolone caproate 1,9 mg, cinchocaine HCl 5 mg/g.

Indications: Short-term sympt.relief in haemorrh., anal fiss., prurit.ani.

(S4) OINT, [N/P/S in C] E/11.8/0667.
762660-007: 15 g, R159,46

762660-015: 30 g, R347,07

Dosage: Apply 2xdly., up to 4x dly.on 1st day. Max.7days.
(S4) SUPPS, [N/P/S in C] E/11.8/0668

Prednisolone caproate 1,3 mg, cinchocaine HCl 1 mg/supp.

875384-005: 12, R234,02
Dosage: Insert 1 supp.high PR dly. If sympts.sev. insert 1 supp.2-3 xdly for 1st day.

Contraindications: Loc.vir, bact./fung.infects., second. untreat. skin infects., pregn.

Side effects: Adren.suppress., skin atrophy risk, syst.absorpt., allerg.reacts.

Special precautions: Addit.ther.in fung./ second. infect., bleed., infts., occlus.dress.

12.10
Others
ENTYVIO (MDR Listing)

PENTASA (MDR Listing)

REMSIMA (MDR Listing)

REVELLEX (MDR Listing)

SALAZOPYRIN (MDR Listing)
 XE "Asacol" ASACOL, Equity [P/S]
Mesalazine (5-aminosalicylic acid).

Indications: Treatm.& maint.of remiss.in ulcerat. colit.

(S3) TABS. [P/S] S/11.10/171

783668-007: 400 mg, 90, R576,00
Dosage: Adjust dos.accord.to respons. Adults:
Induct.of remiss: 2,4 g (6 tabs.)once dly or in div.dos.2-3xdly. If necess.may be incr.to 4,8 g(12 tabs.)in div.dos.2-3xdly.

Maint of remiss: 1,6-2,4 g (4-6 tabs.)once dly or in div.dos.2-3xdly.

(S3) TABS. [P/S] 37/11.10/0629.

709076-001: 800 mg, 60, R768,00
Dosage: Adjust dos.accord.to respons. Max.dos not to exceed 6 tabs/day and not to exceed 3 tabs taken at any one time.
Adults:
Mild ac.dis: 2,4 g (3 tabs.)once dly or in div.dos.2-3xdly.with concom.corticoster.if clinic.indicat.

Mod ac.dis: 2,4-4,8 g (3-6 tabs.) in div.dos.2-3xdly.with concom. corticoster.if clinic.indicat. Dos.of 2,4 g may be taken once dly or in div.dos.

Maint.ther.: 1,6-2,4 g (2-3 tabs.)once dly or in div. dos.2-3xdly.

(S3) ENEMA. [P/S] Z/11.10/205. 2 g/50 ml

824127-005: Sngl.enema, R188,69
Dosage: 2 g at night per rectum.

(S3) SUPPS. [P/S] Z/11.10/206.

Indications: Mild to mod.proctit.& proctosigmoidit. 
824135-008: 500 mg, 20, R334,40
Dosage: One supp.per rectum up to 3x/day.aft. defaecat. Reduc.as condit.improves.

Contraindications: Salicyl.allergy, sev.liv. impairm.,impair.ren.funct., gastric & duod.ulc., bleed. tendenc., hist of mesalaz.-induc.card.hypersens., salicylate sensit.asthma.

Side effects: Common: Abdom.pain. Rare: Myocardit., pericardit., dizzin., headache, abdom.pain, diarrh., flatul., meds.ineffect., N&V, photosens.V.rare Alter.bld. counts, bone marr.depress., incr.transaminas.&cholestas.paramet., peripher.neuropath., ac.pancreatit., hepatit., cholestat.hepatit., hypersens., arthralg., myalg., impair.ren.funct., allerg.& fibrot.reacts. alopec., oligosperm. Unknown freq: Eosinophil., bld.disord., chron.pancreatit., exacerb.colit.sympt., intol.with C-react.prot.incr. and/or exacerb.sympt.underl. dis., local react., decr. creatin.clear., decr.weight, incr.bld.creatinin., incr. amylase, incr.BUN, incr.red bld.cell sedimentat.rate, incr.lipase, nephrot.syndr., nephrolithias., renal fail., chest pain, interstit. pneumon., lung disord., pleurisy, pneumon.

Special warnings and precautions: Not in ren impair.pts., caution in pts.with rais.bld urea/ proteinur., perform.bld. tests/ALT & AST & ren.funct.prior to init.treatm./14 days aft.commencem. & then 4 wkly x12 wks.with follow up tests every 3 mnths. if tests norm., perform tests immediate.if addition.sympt.occur, ensure adeq.fluid intake as reports of nephrolithias., consid. induc.nephrotox.if ren. impairm.develops dur.ther., discont.if ren.impairm./ bld.dyscras./liv. impairm. evid., pulm.dis.in partic. asthma, myo-/pericardit. of allerg. background, do not re- introduc.in case of mesalazine-induc.card. hypersens., sulphasalazine hypersens.hist., appear. of intact tablets in stool as tab.coat.may not dissolv. completely, elderly, limit. documentat. for eff.in childr.6-18 yrs., exist.gastr. /duod. ulc., concom. immunosuppress.agents eg azathioprine or 6-MP & NSAID’s, ability to drive/ operat.machin.poss. influenc., lact.intol.for tabs., safety & effic.pregn. & lactat.not est., INR monit. with concom.warfar, unknown numb.of S/E (esp. GI effs.) poss.due to underly.dis., more sev. reacts. report.in pts.with pre-exist.skin condits.

Interactions: Prep.which low.stool pH prevent.act.ingred.rel., poss.decr.anticoag.eff.of warfar., immunosuppress. effs.of azathioprine/6-mercaptopurine/thioguanine incr.with life threat.infect.poss., observe pt for signs of inf.& myelosuppress., poss.incr.ren. react.risk with known nephrotox.meds eg NSAID’s/ azathioprine, reduc.uricosur. acitiv.of sulfinpyrazone & diuret.eff.of furosemide
 XE "Entocord" ENTOCORD, Equity [N/P/S in C]

Budesonide.

Indications: Ulcerat.colit.involv.rectum & sigmoid colon.

(S4) ENEMA (DISPERS.TABS.& VEHICLE). [N/P/S in C] 29/11.8/0638. 0,02 mg/ml

824593-006: 2,3 mg, 7 tabs.+7 bott.of vehicle, R539,76
Dosage: Adults: 1 enema nightly for 4 wks.just bef.bedt. Full eff.observ.in 2-4 wks.. If remiss.not achiev.within 4 wks.prolong treatm.to 8 wks. Prepare just bef.use.

(S4) CAPS. [N/P/S in C] 31/21.5.1/0215.

Indications: Induct.of remiss.in pts.with mild to mod.Crohn’s dis.involv.ileum & or ascend.colon.

838896-006: 3 mg, 100, R1 306,46
Dosage: Act.dis: Take in morn.& do not chew caps. Recomm.dly.dos.is 9 mg once dly for up to 8 wks. Full effect achiev.within 2-4 wks. Taper off bef.cessat. Limit.exper.in elderly.

Contraindications: Loc.& syst. bact., fung.& vir.infects., safety & effic.not est.in childr.

Side effects: GI disturbs., skin & subcut.tiss. reacts., psych.disords., endocr.disords., musc. cramps, trem., S/E typic.of syst.glucocorticoster., caps also: palpitat., nervousn., blurr.vis., menstr. disords., hypokalaem., growth.veloc.reduc., Cushingoid features

Warnings and special precautions: Pregn.& lactat., pts. transfer.from syst. steroids. Caps also: TB, system./loc.infects., hypertens., diab.mellit., osteoporos., pept.ulc., glauc., cataracts, family hist.of diab./glauc., other condits.where glucocorticoster.may have unwant. effs., in stress situat.supplem.syst. glucocorticoster. recomm., chicken pox & measles may have a more ser. course in pts on oral budesonide so avoid expos.& immune globulin may be indicat., allerg.unmask. dur.withdraw.phase.if syst.glucocortic.treatm. replac., HPA axis response to stress reduc., comprom.hepat.funct.reduc.eliminat. Caps: Cont.sucrose

Drug interactions: Incr. system.expos. with concom.ketoconazole.& grapefruit juice, oestrog./ OC’s enhanc.effs.

 XE "Entyvio" ENTYVIO, Takeda [P/S] 
Vedoluzimab

Indications: Mod.to sev.act.ulcerat.colit.& Crohn's dis. in adult pts.who had inadeq.respon with lost respon to/intol.to eith.convent.ther./ tumor necros.fact.-α (TNFα) antagon.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 51/2.4/0955. 60 mg/ml

3001963-001: 300 mg; 1x20 ml vial, R16 767,00
Dosage: For IV inf.only. Admin.over 30 mins. 

Ulcerat. colit.: Induct.dos: 300 mg as IV infus.at wk 0, 2 & 6. Maint.dos: 300 mg IV every 8 wks. thereaft.; may be incr.to every 4 wks.in pts.exper. decr respon. Discont.treatm.if no evid.of therap. benef. observ.by wk 14.

Crohn’s.dis.: Induct.dos: 300 mg as IV infus.at wk 0, 2 & 6. Maint.dos: 300 mg IV every 8 wks. thereaft.; Pts.not show.resp.may benef.from anoth. dos.at wk 10 with maint.dos.of 300 mg IV every 8 wks.from wk 14 in respond.pts.; Maint.regim.may be incr.to every 4 wks.in pts.exper.decr respon. Discont.treatm.if no evid.of therap.benef. observ. by wk 14.

Retreatm: Consid.restarting interrupt.treatm.at dos.of 300 mg every 4 wks.

Contraindications: TB & other act.sev.infects.eg. sepsis/ cytomegalovirus/listeriosis/ opportunist. infects.incl.PML, pregn.& lactat., safety & effic.not establ. in childr. 0-17 yrs.

Side effects: V.Common: Nasopharyngit., headache, arthralg. Common: Bronchit., gastroenterit., URTI, influenza, sinusit., pharyngit., paraesthes., hypertens., oropharyng.pain, nas. congest., cough, anal abscess/fiss., naus., dyspeps., constip., abdom.distens., flatul., haemorrh., rash, prurit., eczema, erythema, night sweats, acne, pyrex., musc.sp./weakn., back/ extremity pain, fatig. Uncommon: Resp.tract infect., vulvovagin./oral candidias., herpes zoster, folliculit., infus.site react. V.Rare: Pneum., anaphylact. react./shock, blurr.vis.

Warnings and special precautions: Monit.pt. dur. &aft.infus.for hypersens., discont.in case of sev. infus.relat.reacts.(IRR)/anaphylact.react./ other sev.reacts., mild to mod.IRR, potent.incr.risk of opportunist.infects./infects.for which gut is defens.barr., monit.pt.for infect./dur.& aft.treatm., withold treatm.in sev.infects./TB until infect. controll., pts.with hist.of sev.recurr.infects./ controll. sev.infect., peform TB screen.bef.start. treatm., monit.pts.for new onset/worsen.of neurologic. S&S, withold treatm.if PML supect.& discont. permanent.if diagnos.confirm., poss.incr. malign. risk., pts.prev.treat.with natalizumab/ rituximab, concom.biologic.immunosuppress.not recomm., pts.to be up-to-date with vaccinat. guidelines prior to init.treat, caut.advis.with live vaccines, induct.of remiss.of Crohn’s may take up to 14 wks.in some pts., pts.with sucrose intol./ malabsorpt. or phenylketonur., adeq.contracept.in women of childbear.potent.dur.& for at least 18 wks. aft. last treatm., not stud.in ren/hepat. impairm.

See also MDR page 764.
 XE "Mezavant" MEZAVANT, Takeda [P/S]
Mesalazine

Indications: Treatm.& maint.of remiss.in ulcerat. colit.

(S3) PR TABS. 45/11/0463

720355-001: 1 200 mg, 60, R1 037,40
Dosage: Admin.tabs without crush./chew.once dly.with/-out food. Adults incl.elderly (>65 yrs): Remiss.induct: 2,4-4,8 g once dly. Treatm.eval.at 8 wks when max. 4,8 g/day is used.

Maint.remiss: 2,4 g once dly.

Contraindications: Salicyl.sens., sev.ren./hepat. impairm., safety in porphyr./pregn.& lactat.not est., safety & effic. in childr.bel.18 yrs.not est.

Side effects: Hypersens., anaphylact.react., drug reacts.with eosinophil.& system.sympts.(DRESS), GI disturbs.incl.flatul./naus., abdom.distent./-pain, colit., dyspeps., vomit., headache, dizzin., somnol., hypersens.pneumonit., tachycard., hypo-/hypertens., pharyngolaryng.pain, pancreatit., abnorm. LFT, skin reacts.incl.prurigo, Stev.Johns. syndr., alopec., arthralg., back-/abdom.pain, asthen., fatig., pyrex., fac.oed., bld.dyscras., neuropathy, pericardit., myocardit., allerg.alveolit., bronchosp., cholelithias., hepatit., angioed., SLE-like syndr., myalg., interstit.nephrit., nephrot. syndr., ren.impairm./-fail., bloody diarrh., cramp., card.hypersens.reacts.

Warnings and special precautions Excret.in breast milk, elderly, mild to mod.ren.impairm., ren. funct. eval.bef. nit.& at least 2x/yr dur.ther., chron. lung funct.impairm.esp.asthma, hepat.impairm., concom. known nephrotox.agents incl.NSAID’s/ azathioprine, concom.6-mercaptopurine, prothromb. time/INH monit.with coumar. anticoags., sulphasalazine cross-sens., organ./ funct. upp.GI obstruct., poss.ther.-induc. nephrotoxic., discont.ther.if ser.bld.dyscras.devel./ ac.intol.syndr.susp., condits.predispos.to myo-/pericardit.developm.

Drug interactions: Thiopurine methyltransferase inhib., poss.decr.anticoag.activ.with coumar. anticoags., consid.alternat.select.assay when meas.urin.normetanephr.by liq.chromatography with elctrochemic.detect.as spuriously elev.test results record.
 XE "Pentasa" PENTASA, Ferring [P/S] 
Mesalazine

Indications: Treatm of mild to mod ulcerat. colit. & maint.of it’s remiss.

(S3) TABS, [P/S] 33/11/0088

890775-004: 500 mg, 100, R641,35

Dosage: Do not chew/halve. May be dispers.in 50 ml cold water.
Ulcerat.colit: Adults: Ac.treatm: Indiv. Up to 4 g/day admin.once dly.or in div.dos. Recomm. maint: Indiv.2 g once dly or in div.dos.
Childr.6 yrs & old: Indiv. Start with 30-50 mg/ kg/ day in div.dos. Max: 75 mg/kg/day in div.dos. Tot.dos.not to exceed 4 g/day. Recomm.maint: Indiv. Start with 15-30 mg/kg/day in div.dos. Tot. dos.not to exceed 2 g/day. In childr.it’s gen. recomm. to give half adult dos to those with body weight up to 40 kg and norm.adult dos.for those over 40 kg.
(S3) SUPPS, [P/S] A40/11/0374

Indications: Mild to mod.ulcerat.proctit.where les.within 30 cm of anal verge
714134-001: 1 g, 28, R936,00

Dosage: Ulcerat.proctit: Ac.treatm: 1 supp dly. Maint.treatm: 1 supp.3x/wk.on non-consecut. days

(S3) ENEMA, [P/S] 44/11/0888. 1 g/100 ml.
Indications: Treatm.of ulcerat.proctosigmoidit.& left-side colit.

721267-001: 7x100 ml, R519,90

Dosage: 1 enema rectally at bedt.

(S3) SACHETS (PROLONG.REL.GRAN.), [P/S] 43/11/0013, 0014

Indications: Adults & childr.6 yrs & over: Mild to mod.ulc.colit.treatm.& remiss.maint., mild to mod.Chron’s dis.
722335-001: 1 g, 120, R1 539,84

722336-001: 2 g, 60, R1 539,84

Dosage: Empty cont. on tong.& swall.with water/ juice without chew.grans.

Ulc.colit: Ac.treatm. Adults: Indiv. Up to 4 g once dly/div.dos. Childr.6 yrs & old: Indiv. start. with 30-50 mg/kg/day in div.dos. Max.75 mg/kg/ day in div.dos.with tot.dos.not exceed.4 g/day. Maint: Adults: Recomm.2 g once dly/div.dos. Childr.6 yrs.& old: Indiv. Init.15-30 mg/kg/day in div.dos.with tot.dos.not exceed.2 g/day. Childr. with bm up to 40 kg: Half adult dos. & norm.adult dos.above 40 kg.

Chron’s dis: Act.& maint.treatm: Adults: Indiv. Up to 4 g dly.in div.dos. Childr.6 yrs.& old: Act. dis.treatm: Indiv. Init.30-50 mg/kg/day in div. dos.. Max: 75 mg/kg/day in div.dos. Tot.dos.not exceed.4 g/day. Maint: Indiv. Init.15-30 mg/kg/ day in div.dos. Tot.dly.dos.not exceed.4 g/day. Half adult dos.in childr.with bm of up to 40 kg & norm.adult dos. above 40 kg.
Contraindications: Salicyl.sens., childr., sev. liv./ren.impairm., safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., myocardit., pericardit., GI disturbs.incl.aggravat.of ulcerat. colit./cheilit & melaena, headache, dizzin., rash, hypersens. & allerg.reacts., periph.neuropathy incl.Guillain-Barre syndr., incr.amylase, pancreatit., revers.alopec., cardiomyopathy, allerg & fibrot.lung reacts., incr.liv.enzymes & bilirubin, hepatotox., myalg., arthralg., urticar., lupus erythematosus-like reacts., imp.ren.funct., loc. reacts.follow.rect.admin., drug fev., pancolit., oligosperm.

Warnings and special precautions Ren. damage, proteinur., reg.ren funct.monit.esp.dur. init.treatm.phase, suspect induc.nephrotoxic.if ren.dysfunct.develops dur.treatm., discont. treatm. if myocardit./pericardit.suspect./in case of ac.intol.sympt., concurr.preps.which low.stool pH., cross.placent.barr.& excret.in breast milk, elderly, imp.liv.funct., determ.liv.funct.& differential bld.counts prior to & at reg.interv. dur.treatm., sulfasalazine sens., monit.pulm.dis. esp. asthma.

Drug interactions: Prep.low.stool pH prev. release of act. ingred., incr.ren.react.risk with other concom.nephrotox.agents, incr bld.dycras. risk with concom.azathioprine/6-mercaptopurine, poss. decr.warfar.eff.

See also MDR page 294-298.
 XE "Remiflix" REMIFLIX, Cipla Medpro [P/S] 

Infliximab.

Indications:Mod.to sev.act.adult/ paed.Crohn’s dis.when respons.to convent.ther.inadeq., reduct.in the numb.of drain. enterocutan.& rectovagin. fistula and maint.of fistula clos.in fistulis. Crohn’s dis., act.ulcerat.colit. in adults & paeds. where respons.to convent.ther. inadeq

(S4) POWD.FOR INFUS, 53/30.1/0502
3003928-001: 100 mg, R2 593,34
Dosage:Prior init.therap.evaluat.for active.TB & latent infect.See product lit.for prep.& admin.techniq. Admin. by exper.physic.only. 
Ulcerat.colit: Adults: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly S&E of re-admin.other than every 8 wks.not est.

Chrohn's dis: Adults: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly If respons.lost.consid.adjust.dose up to 10 mg/kg. If no response by week 14 consid.discont. Paed.≥ 6 yrs.: Recomm. dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly.Re-admin within 16 wks.of last infus.

Re-admin within 16 wks.of last infus.

Contraindications:>5 mg/kg in mod.-severe HF (NYHA class III/IV), TB & other sev.infects.eg. sepsis/ abscess/ opportunist.infects.

Side-effects:Common: Anaem., leukopen., hypertens., headache, chills, peripher.oed., pyrex. constip., diarrh., dyspeps., entirit., gastrit., aphth. stomatit. stomatit. vomit., abscess, bronchopneumon., cellulit., entirit., folliculit., furuncle, LRTI, lymph node TB, pulmon.TB, resp.tract.infect., sinusit., skin infect., tinea versicol., TB, URTI, infus.related reacts., UTI, incr.ALT, incr.bld.triglycer., incr.gamma-glutamyltransfer., incr.hepat.enzyme, incr.transaminas., incr.TSH, decr. appetite, dehydrat., hypercholesterolaem., hyperglycaem., hyperlipidaem., hypertriglyceridaem., arthralg., musc.spasm., RA, synovit., depress., insomn., haematur., nephrolithias., urin.incontinen., chronic bronchit., cough, middle lope syndr.,
product.cough. Uncommon: Myocard. ischaem., vertig, eye irrit., allerg.oed., papul.urticar.

Special warnings and precautions:Incr.risk of fatal infect., not to be initiat.in pts.with act.infect./ >65 yrs./ co-morbid.cond., immunosuppress. eg.corticoster./ methotrex.poss.incr. infect.risk, consid.risk & benefit prior treatm.in pts with chronic/recur.infect./ exposed to TB/ hist.of opportun.infect./ reside or travel.in areas of endem.TB or mycoses.(suspect invas.fungal infect.)/ underly cond.predispos.to infect., hist of TB/ HIV/ diagn.of latent TB as risk of TB reactivat., monit.S&S of infect., discon.if serious infect./ sepsis, reports of malignanc.in pts.≤ 18yrs., reports of lymphoma/ melanoma/ merkel cell CA & other malignanc., RA pts.incr.risk of leukaem., poss.incr.risk of HSTCL in comb.with immunosuppress., pts.with mod-severe COPD incr.risk of malignanc., pts.with hist.of /who develops malignan., test for HBV infect. prior treatm.as poss.HBV reactivat., evaluat. for liver injury if S&S of liver dysfunct., discont.if jaund./incr.LFT, monit.HF pts. closely discont.if new/worse sympt., discont.if severe hypersens. reacts., consid.benefit vs risk for reinduct., pts. with ongoing/ hist.of signific. hematolog. abnorm., pts.with or develop neurologic disord., concom. anakinra/ abatacept/ live vaccines/ therap.infect. meds/ other biologicals not recomm., switch between biologicals incr.infect. risk., stop treatm.if sympt.of lupus-like syndr.& positive antib.test., monit.for infect.after surgical proced., adeq. contracept.in child bear.women x6 mnths.aft.last treatm., safety in pregnan. not est., do not breastfeed.

Interactions: Concom.anakinra/ abatacept, avoid concom.tocilizumab, concom.methotrexate poss.decr.anti-infliximab antibodies and incr.conc., comb.with other biological therap., live vaccines, therap.infect.meds., monit. conc./ effect of CYP450 substrates
 XE "Remsima" REMSIMA, AI Pharm [P/S] 

Infliximab.

Indications: Mod.to sev.act.adult/paed.(6-17 yrs.) Crohn’s dis., reduct.in the number of drain. enterocutan.& rectovagin.fistula and maint.of fistula clos.in fistulis.Crohn’s dis., act.ulcerat.colit. in adults & paeds. (6-17 yrs.) where respons.to convent.ther. inadeq.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 52/30.1/0309. 10 mg/ml

3001518-001: 100 mg 1 vial, R2 593,34
Dosage: See product lit.for prep.& admin.techniq. Safety & effic.beyond recomm.durat.not est. Admin. by exper.physic.only. Observ.for 1-2 hrs. post infus. Facilit.for treat.anaphylax.to be avail. Admin.IV

Mod to sev.Crohn's dis: Adults: 5 mg/kg as sngl. IV infus. as induct.regimen at 0, 2 & 6 wks. follow.by maint.5 mg/kg regim.every 8 wks. thereaft. Consid.adjust.dos.up to 10 mg/kg for those with incomplete respons.dur.maint.treatm. Alternat.admin.init.5 mg/kg IV infus. follow. by rep.5 mg/kg infus.when S&S of dis.recur.but data limit.on dos.interv.beyond 16 wks. Caref.consid. contin.ther.in pts.show.no therapeut.benef. aft. dos.adjustm.

Paed Crohn’s dis: Not stud.in childr.less than 6 yrs.of age. Init. 5 mg/kg IV infus.follow.by addit. 5 mg/kg infus.dos. at 2 & 6 wks. aft.init.infus.then every 8 wks. thereaft. Consid.adjust.dos.up to 10 mg/kg for those with incomplete respons. Admin. with concom. immunomodulat.incl.6-mercaptopurine, azathioprine or methotrex.

Fistulis.Chron’s dis: Init.5 mg/kg as IV infus. follow.by addit. 5 mg/kg dos.at wks 2 & 6 aft.init. infus. If no respons. aft. 3 dos.do not admin.addit. treatm. Cont.treatm.strateg.are addit.5 mg/kg infus. every 8 wks.or re-admin.if S&S recur. follow.by 5 mg/kg infus.every 8 wks.

In Chrons’s dis.exper.limit.with re-admin.if S&S of dis.occur

Adult/paed.ulcerat.colit: Init. 5 mg/kg IV infus. follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks. aft.init. infus.then every 8 wks.thereaft. Data suggest cont.ther.to be reassess.if no respons. aft.14 wks. Data unavail.for re-admin.other than every 8 wks.

Re-admin.for Crohn’s dis & rheumat.arthrit: If dis.S&S recur.treatm.can be re-admin.within 16 wks.of last infus. In Chron’s dis.re-admin.with a 2-4 yr.med.free interv.has been assoc.with delay. hypersens.react. Aft.16 wk.-2 yr.med.free interv. the risk of delay.hypersens.follow.re-admin.is unknown. Re-admin.not recomm.aft.16 wk med. free period.

Contraindications: TB & other sev.infects.eg. sepsis/abscess/opportunist.infects., mod.to sev.HF (NYHA class III/IV), concom.anakinra, concom.live vaccines

Side effects: V.common: Vir.infects., headache, URTI, sinusit., abdom.pain, naus., infus.relat.react., pain. Common: Bact.infects., neutropen., leucopen., anaem., lymphadenopathy, allerg. resp.sympts., depress., insomn., vertigo, dizzin., hypaesthes., paraesthes., conjunctivit., tachycard., palpitat., hypotens., hypertens., ecchymosis., hot flush., flush., LRTI, dyspn., epistax., GI haemorrh., diarrh., dyspeps., GORD, constipat., abnorm. hepat. funct., incr.transaminas., new onset or worsen. psorias., urticar., rash, prurit., hyperhidros., dry skin, fung.dermatit., eczema, alopec., arthralg., myalg., back pain, UTI, chest pain, fatig., fev., inj. site react., chills, oed. Uncommon: TB, fung. infects., thrombocytopen., lymphopen., lymphocytos., anaphylact.react., lupus-like syndr., ser.sickn./-like react., amnes., agitat., confus., somnol., nervousn., seiz., neuropathy, keratit., periorbit.oed., hordeolum, new onset or worsen. card.fail., arrhythm., syncope, bradycard., periph. ischaem., thrombophlebit., haematoma, pulm.oed., bronchosp., pleurisy, pleur.effus., intestin. perforat., intestin.stenos., diverticulit., pancreatit., cheilit., hepatit., hepatocellul.damage, cholecystit., bull.erupt., onychomycos., seborrh., rosacea, skin  papilloma, hyperkeratos., abnorm.skin pigmentat., pyelonephrit., vaginit., imp.heal., autoantibody posit. Rare: Meningit., opportunist.infect. (bact./ fung./vir./parasitic), hepatit.reactivat., lymphoma, non-Hodgkin lymphoma, Hodgkin dis., leukaem., melanoma, cervic.Ca, agranulocytos., thrombot. thrombocytopen.purpura, pancytopen., haemolyt. anaem., idiopath.thrombocytopen.purpura, anaphylact. shock, vasculit., sarcoid-like react., apathy, transver.myelit., CNS & periph. demyelinat. disords., endophthalmit., cyanos., periph. effus., circulat.fail., petech., vasosp., interstit. lung dis., autoimmune hepatit., jaund., tox. epiderm.necrolys., Stev.-John.syndr., erythema multiforme, furunculos., granulomatous les., complem.fact.abnorm. Not known: Vacc. breakthrough infect., hepatosplen.T-cell lymphoma (prim.adolesc/young adults with Crohn’s dis & ulcerat. colit), Merkel cell Ca, trans.vis.loss dur./ within 2 hrs.of infus., myocard.ischaem., MI, liv. fail., worsen.dermatomyosit.

Warnings and special precautions: Eval.TB incl.latent TB & other opportunist.infect.risk bef./dur./aft. init.ther., discont.in pres.of ser. infects./ sepsis, infus.relat.ac./delay.hypersens. reacts.incl.anaphylax., antibod.format.reduc.& reduc.freq.of infus.reacts.with concom. immunomodulat., eff.of concom.immunomodulat. ther. more profound in episodic.treatm.than maint.treatm., antibod.format.risk.incr.if immunosuppress. discont.prior to/dur.treatm., antibod. not always detect.in ser., discont.& no furth. infus.admin.if ser.reacts.occur., infect.relat. reacts.more likely if antibod.develop., delay. hypersens. react.risk incr.with incr.treatm.free interv.theref.caref.monit.reqd.if re-treatm.init. aft.prolong.per., eval.risk vs benef.for pts.resid./ have travel.to reg.where invas.fung.infects. endem., consid. poss.invas.fung.infect.if ser.syst. illn.pres., chron.infect./recurr.infect.hist., consid. anti-TB ther.in latent/act.TB hist.prior to init. ther. where altern.course of treatm.cannot be confirm./ signif.TB risk.fact.pres.despite. negat.latent TB test, monit.for act.TB S&S dur.& aft.treatm. incl. those test.negat., human antichimeric antibody (HACA) posit.pts.more likely to exper. infus.reacts., excl.source of infect.specific.absecess.in fistulis. Chron’s dis.with ac.suppurat.fistul., HBV infect. test.prior.to init.ther.& if ther.reqd.monit.caref.if posit., if HBV reactivat. develops discont.treatm.& init.antivir.ther., discont.if jaund./ALT lev.>5 times ULN develop & investig., concom.abataept not recomm., concom.other biologic.therapeut./ therapeut.infect. meds. not recomm., caut.when switch.from one biologic. o another as infect.risk poss.incr., 6 mnth wait. per. bef.admin.BCG vacc.to infts.expos. in utero, discont.if lupus-like syndr. develop & posit.for antibod.against double strand. DNA, pre-exist./ recent onset CNS demyelinat. disords., lymphoma incid. high.than expect.in gen. populat., incr. background risk for lymphoma & leukaem.in RA pts.with long stand.high.act. inflamm. dis., caut.if incr.malign. risk due to heavy smok., malign.hist./pts.develop.malign., psorias. pts.with hist.of extens. immunosupress.ther./ prolong.PUVA, eval. poss.risk with concom. azathioprine or 6-mercaptopurine, skin Ca risk fact., screen for dysplas. in prior dysplas. or colon Ca hist., HF of NYHA class I/II, sympts.suggest.of bld.dyscras., plan. surg.with monit.for infect., elderly, high.proport.of paed.pts.have report. infect., paed.pts.to be uptodate with vaccinat. guidelines, sucrose poss. influenc. diab. glycaem.control, fruct.intol., gluc.-galact. malabsorpt./sucrase-isomaltase, not stud.in childr. less than 6 yrs.of age with juvenile rheumat. arthrit.. safety in pregn.& lactat. not est., crosses the placenta & detect.in infts.ser.up to 6 mnths follow.birth, adeq.contracept.in child bear.women x6 mnths.aft.last treatm.,do not breast feed x6 mnths. aft.last treatm.

 XE "Salazopyrin" SALAZOPYRIN, Pfizer [P/S] 
Sulphasalazine.
Indications: Ac.ulcerat.colit.& maint.of remiss.in ulcerat.colit., ac Crohn’s dis.& maint.of remiss.

(S4) TABS, [P/S] E/20.2.1/909.

762008-008: 500 mg, 100, R527,22
(S4) EN TABS, [P/S] E/20.2.1/910.

762016-019: 500 mg, 100, R527,22
Dosage: Indiv.accord.to respon.& tol.

Ac.attacks: Adults: 2-4 tabs 6 hrly.with max. 12 g dly. Remiss: Reduc.to 2 g dly. 
Contraindications: Gastr.& duod.ulc., sulphon./ salicyl.hypersens., porphyr., haemorrhag.diathes., sev.ren./hepat.fail., pregn.& lactat., pts. < 18 yrs.

Side effects: V.common: Gastr.distr., naus. Common: Leukopen., red cell abnormalit., loss of appet., dizzin., tinnit., cough, abdom.pain, vomit., diarrh., prurit., exanth., erythema, urticar., orange-yell. col.urine, oligosperm., fev., headache. Uncommon: Thrombocytopen., eosinophil., methaemoglobinaem., hypoprothrombinaem., anaphylax., depress., periph.neuropathy, atax., fatig., insomn., periph.neurit., vertigo, convuls., hallucinats., multiple scleros., chorea, yell.stain.of soft contact lens, optic neuropathy, trans.myop., cyanos., myocardit., fibros.alveolit., hypothyroid., dyspn., pseudomembran.colit., stomatit., hepati

t., alopec., skin rash., photosen., yell.skin, discolourat., cont.dermatit., exfoliat.dermatit., tox. epiderm. necrolys., arthralg., nephrotox.syndr., Stev.-Johns.syndr., proteinur., haematur., manifestat. of generalis.hypersens.react.to sulphonam. incl.syndr.resembl.pulm.eosinophil.& vasculit. Unknown freq: Haemolyt,anaem., agranulocytos., aplast./megaloblast./ haemolyt. anaem., ser.sickn., hypoglycaem.eff., interstit.lung dis., eosinophil.infiltrat., aggravat.of ulcerat.colit., pancreatit., hepat.fail., fulmin.hepatit, hepatotox. reacts., trans.elevat.of liv.enz., DRESS, SLE., asept.meningit.

Warnings and special precautions: Adeq.fluid intake, crystallur.risk, discont.if ser.tox./ hypersens. reacts.occur, period.bld.counts & urinalysis, G6PD defic., monit.pts.for haemolyt. anaem., great incid.of adverse eff.in AIDS pts., pts. with slow acetylat.phenotype are more likely to show adverse eff., hepat./ren impairm., poss.ser.-sickn.-like react.in childr.with syst.-onset rheum. arthrit., folic acid defic.poss.result.in ser. haematolog. toxic./teratogenic., pts.with sev. allergy/ bronch.asthma, pass.into breastmilk, prem./ G6PD defic.infts.if breastfed, bld.dyscras.

Interactions: Bld sugar reduc.eff of sulphonylureas enhanc., poss.interacts.with warfarin, methotrex., probenecid, rifampic., sulfinpyrazone, spironolact., furosemide & potent. of undesir.glucocortic.eff.on stomach, Fe chelat.& absorpt. interfer.with, PABA & deriv.compnds.may antagon. act., acetylat.incr.by paraldehyde, reduc. folate & digox.absorpt., alter.pt.respons.with concom. antibiot., eff.of oral coagul, methotrex.& phenytoin potent., incr.risk of crystallur.with compnds. that acidify urine, folic acid absorpt./ metabol. inhibit.poss.caus.folic acid defic., bone marr. suppress./leukopen.with concom.thiopurine 6-mercaptopurine/azathioprine., poss.false-posit. normetanephr. urin.test

See also MDR page 697.
 XE "Salofalk" SALOFALK, (Cipla Medpro) Orphan SA [P/S]

Mesalazine

Indications: Treatm of ac.episod.& remiss. maint.of mild to mod.ulcerat.colit.

(S3) GRANS., 43/11.10/0196

716333-001: 1000 mg/sach., 100, R1 051,55
Dosage: Adults & elderly: Swall.grans.without chew. Admin.reg.to achieve desir.therapeut.eff.
Ac ulcerat.colit: 1,5- 3,0 g dly.as sngl.dos.or in 2-3 div.dos.

Remiss.maint: 1,5 g as dly dos.giv.as sngl.dos.or in 2-3 div.dos.
Contraindications: Salicyl.sens., sev.liv./ren. impairm., pre-exist./pres.gastr./duod.ulc., haemorrh. diathes., safety in pregn.& lactat.not est., safety & effic.in childr.not est., childr.bel.6 yrs.
Side effects: GI disturbs., headache, dizzin., periph. neuropathy, ren.funct. impairm.incl.ac./ chron.interstit.nephrit., allerg.xanthema, meds. fev., bronchosp., peri-& myocardit., ac.pancreatit., allerg.alveolit., LE syndr., pancolit., myalg., arthralg., bld.dyscras., hepatit., cholestat.hepatit., alopec., oligosperm.

Special precautions Limit.document.in childr.6-18 yrs., hepat.impairm., mesalazine-induc.toxic., monit.pulm. dis.pts.esp.asthma, monit.pts.with react.hist.to preps.contain.sulfasalazine esp.init., discont.treatm.immed.if sev.reacts., phenylketonur., concom.warfarin, concurr.preps. low.stool pH., bld.monit.prior to & reg.dur.treatm.

Drug interactions: Potent.wafar.anticoag.eff., incr.gastr.eff.with glucocortic., poss.incr.in sulphonylur.bld.gluc.lower.eff., poss.methotrex. tox. potential incr., attenuat.uricosur.eff.of probenecid, poss.incr.diuret.eff.of spirinolact./ furosemide, tuberculost.eff.of rifampicin attentuat., incr bld.dycras.risk with concom. azathioprine/6-mercaptopurine, preps.low.stool pH prev. release of act.ingred.

 XE "Xenical" XENICAL, Pharmaco, [P/S]
Orlistat.

Indications: Managem.of obesity in conjunct. with reduc.K.j.diet, recomm.for obese pts.with BMI >30 kg/m2 & overweight pts.with BMI >27 kg /m2in pres. of other risk fact.

(S3) CAPS. 32/11.3.1/0475.

852627-010: 120 mg, 42, R634,38
852627-009: 120 mg, 84, R1 268,74
Dosage: Admin.dur./up to 1 hr.aft.meal. Discont. aft.12 wks.only if pts.unable to lose at least 5 % of weight as meas.at start of ther. Adults: 1 cap.with each main meal. Omit dos.if meal miss./contains no fat.
Contraindications: Chron.malabsorpt.syndr., cholestas., lactat., eat.disords.other than obesity, not recomm.for childr.und.12 yrs.of age, concom. cyclosporine/acarbose & amiodarone, pregn., eff.in hepat./ren.impairm.& childr./elderly not est.

Side effects: GI disturbs.incl.diverticulit., abdom distens., rect.pain/discomf., tooth /gingival disord., flu, hypoglycaem., anx., headache, U & LRTI, UTI, menstr.irregul., fatig., hypersens., cholelithias., hepatit., bullous erupts.

Special precautions: Monit.INR values if used in combinat.with warfar.or other anticoags., see dos. & direct.of use for diet guidelin., multivit.supplem. to be taken 2 hrs.aft.Xenical if consid.necess., monit. bld.gluc.lev.in type II diab.mellit.& oral hypoglycaem.agents., S/E incid.incr.the high.the diet fat content, monit.epilept.as convuls.report. with concom.antiepilept.meds.

Drug interactions: Ciclosporin & amiodarone plasma lev.decr., fat sol.vits.absorpt.imp., convuls. report. with concom.antiepilept.meds., incr. GI S/E with atorvastat.& phentermine.
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 XE "Biltricide" BILTRICIDE, Bayer [P/S]

Praziquantel.

Indications: Bilharz., Schistosoma haematobium & mansoni.

(S4) TABS. P/12/23.

708607-004: 600 mg, 10, R479,74
Dosage: Swallow whole aft.even.meal. Do not chew. 1 dose: 40 mg/kg bm once or 2 doses of 20 mg/kg bm within 4-6 hrs.

Contraindications: 1st trim.of pregn., ocul. cysticercos., concom. strong cytochrome P450 induc.

Side effects: V.common: Headache, dizzin, GI & abdom. pains, N&V, urticar., fatig. Common: Vertigo, somnol, anorex., diarrh., rash, myalg., asthen., feel.unwell. V.rare: Allerg.reacts., polyserosit., eosinophilia, seiz., unspecif. dysrhythm., bloody diarrh., prurit.

Special precautions: Stop breastfeed.on day & subseq.24 hrs., imp.ren.funct., uncompensat.liv. insuffic.& hepatosplen.schistosomias., card. irregularit., epilep.hist., signs of CNS involvem., safety in childr.und.1 yrs.not est., simultan. schistosomias.& CNS cysticercos.infect.poss., treatm. with praziquantel in ac.phase of infect.may not prev. progress.into chron.phase, use of praziquantel in pts with schistosomias.may be assoc. with clinic.deteriorat., ability to drive/ operate machinery may be temp.imp.

Drug interactions: Plasma lev.reduc.by drugs incr. activ. of drug metabol.liv.enzym.& incr.by drugs decr.activ.of drug metabol.liv.enzym., incr. expos.with grapefruit juice, therapeut. effect. plasma lev.not achiev.with strong cytochrome P450 induc., chloroquine low.bld.conc.

 XE "Cipex" CIPEX, Cipla Medpro [P/S]

Mebendazole.
Indications: Sngl./mix.infestat.of Ascariasis, intestin.Capillariasis, Enterobiasis, Trichuriasis, threadworm, hookworm, Taenia species, Ternidens deminutus, Moniliformis.

(S1) SUSP. 30/12/0245. 100 mg/5 ml.

828297-002: 30 ml, R23,43
(S1) TABS, 32/12/0538. 100 mg

878227-008: 6, R17,23
Dosage: Dos.same adults & childr.over 2 yrs. If helminth is not suscept.treat for longer or at high. dos.
All worms except tapeworm, threadworm & Capillaria philippinensis: 5 ml/1 tab.2xdly x3 days. Rep.course aft.3-4 wks.if pt.not cured.

Tapeworm: 5 ml/1 tab.2xdly x6 days.

Threadworm: Adults: 10 ml/2 tabs.2xdly x3 days. Childr: ½ adult dos. Rep.aft. 3-4 wks.if necess.

Capillaria philippinensis: Adults & childr. over 12 years: 10 ml/2 tabs.2xdly x 20 days. 
Contraindications: Pregn., lactat.

Side effects: GI disturbs., alopec./bone marr. suppress.& allerg.reacts.with high dos., agranulocytos.

Special precautions: Admin.to childr.und.2 yrs. only if worm infect.interfer.signific.with nutrit. status & physic.developm., if GI transit time acceler.rep.dos.at more freq.interv.dly.

 XE "Vermox" VERMOX, J&J, [P/S] 
Mebendazole.
Indications: Sngl.& mixed helminth infestat. caus. by nematodes, cestodes, moniliformis.

(S1) TABS, [P/S] G/12/105.

775614-009: 100 mg, 6, R46,41
(S1) SUSP, [P/S] K/12/206. 100 mg/5 ml.

775606-006: 30 ml, R45,92
Dosage: Adults & childr: as specif.below for var.worms.
All worms except tapeworm, strongyloides: Adults & childr: 100 mg 2xdly x3 days.

Tapeworm: Adults & childr: 100 mg 2xdly x6 days.

Strongyloides: Adults: 200 mg 2xdly x3 days. Childr: 100 mg 2xdly x3 days. Rep.aft. 3-4 wks if necess.if helminth is not suscept.treat for longer than 3 days &/or high.doses.

VERMOX 500 mg
Indications: Sngl.& mix.helminth infestat.caus.by nematodes.

(S1) TABS, [P/S] W/12/42.

807524-018: 500 mg, 1, R45,68
Dosage: Whipworm, Hookworm, Large Roundworm, Pinworm: Adults & childr.old. than 1 yr: 1 tab as sngl.dos. A 2nd course may be given 3-4 wks.aft.1st course in those pts.still infect.

Dosage: Whipworm, Hookworm, Large Roundworm, Pinworm: Adults & childr.over 1yr: 500 mg as sngl.dos. Second course to be giv.if pts.still infect.3-4 wks.aft.first cours.
Contraindications: Childr.und.1 yr., pregn.& lactat.

Side effects: Abdom.pain, diarrh.(heavy infestat.), neutropen., hypersens.reacts.incl. anaphylax., convuls. in childr., hepatit., abnorm. liv.funct.tests, skin. disords.incl.tox.epiderm. necrolys., Stev.-Johns.syndr., angio-oed., urticar., alopec., glomerulonephrit. (prolong.use at dos.substan. above recomm.)

Special precautions: Teratogen./embryotox. activ. in rats & mice, revers.liv.funct.disturbs., hepatit.& neutropen.with massive dos.over prolong. period., give only to very young childr.if nutrit.status & physic.developm.interfer.with, avoid concom.metronidazole. 500 mg tab.cont.lact.

Drug interactions: Cimetidine may incr.plasma conc.dur.prolong.treatm., concom.metronidazole to be avoid.

See also MDR page 406-407.
 XE "Wormstop" WORMSTOP, (Ranbaxy) Be-Tabs [P/S]
Mebendazole.

Indications: Sngl.& mix.helminth infestat.caus.by nematodes, cestodes, moniliformis moniliformis.

(S1) SUSP, [P/S] 31/12/0248.

845698-001: 100 mg/5 ml, 30 ml, R18,07
(S1) TABS, [P/S] 31/12/0526.

845671-006: 100 mg, 6, R11,97
Dosage: Dos.same for adults , childr.& infts.

All worms: 100 mg 2xdly x3 days.

Threadworm: Adults: 2 tabs/10 ml 2xdlyx3 days. Childr: 1 tab/5 ml 2xdlyx3 days.

Tapeworm: Adults,childr.& infts: 1 tab/5 ml 2xdly x6 days. Rep.aft.3-4wks.if necess. If helminth not suscept., treat for long.than 3 days &/admin. high. than recomm.dos.

WORMSTOP 500 mg. [P/S]
Indications: Sngl.& mix.helminth infestat.caus. by nematodes.

(S1) TABS, [P/S] 31/12/0527.
845701-002: 500 mg, 1, R15,49
Dosage: Large roundworm, whipworm, hookworm & pinworm: Adults & childr.over 5 yrs: 1 tab.as sngl.dos. Rep.dos.3-4 wks.later in those pts.still infect.

Contraindications: Pregn.

Side effects: Abdom.pain & diarrh.in heavy infestat., agranulocytos., hypersens.reacts., bone marr. suppress., hepatit., glomerul.nephrit., fev., headache, trans.neutropen.& alopec.with dos. exceed. recomm.dos.

Special precautions: In accelerat.GI transit.time rep. at more freq.interv.dly., childr.und.2 yrs., admin. to very young childr.only if nutrit.status & physic. developm.interfer.with., monit.haematol. paramet. & liv.funct.with prolong.ther.

Drug interactions: Cimetidine may incr.plasma conc.dur.prolong.treatm.

 XE "Yomesan" YOMESAN, Bayer [P/S]
Niclosamide.

Indications: Beef/pork/fish/dwarf tapeworm infects.

(S0) CHEW TABS. H890.

778877-019: 500 mg, 4, R56,03

778877-027: 500 mg, 100, R1 400,72

Dosage: Only remove from foil immed.prior to admin. Admin.as sngl.dose aft.breakf. Chew thorough. bef. admin.with water. Tabs may be disintegrat. in little water. Advis. to grind tabs & mix with water for small childr.

Beef/pork/fish tapeworm: Adults & childr. over 6 yrs: 4 tabs. Childr. 2-6 yrs: 2 tabs. Und.2 yrs: 1 tab.

Dwarf tapeworm: 7 day treatm.recomm. First day: Adults & childr.over 6 yrs: 4 tabs. Childr. 2-6 yrs: 2 tabs. Und.2 yrs: 1 tab. For follow. 6 days: ½ the origin. dly.dose.

Admin. saline purge 2 hrs.aft.dos.to ensure rapid & complete expuls. 

Side effects: Dizzin., cyanos., naus., retch., abdom.pain., diarrh., hypersens.reacts., rash, prurit., hyperhidros., fatig.

Warnings and special precautions: No system. therapeut.effs., use only where strictly indicat.dur. pregn. esp.dur. 1st trimest., exist.risk of cysticercos. in pork tapeworm avoid.by recomm.drastic.purge., determ.risk vs. benef.in breastfeed.

Interactions: Alcohol enhance absorpt.

14
DERMATOLOGICALS
14.1
Anti-bacterial antiseptic agents
BACTIGRAS (MDR Listing)

BETADINE (MDR Listing)

IODOSORB (MDR Listing)

 XE "Bactigras" BACTIGRAS, Smith & Nephew Pharm [P/S] 
Chlorhexidine acetate.

Indications: Infect.reduct.in surg.trauma, ulcerat. wounds & other skin condits.

(S0) TULLE GRAS, J/14.2/31. 0,5%/100 g

836206-002: 10x100x100 mm, R826,83
836214-005: 10x100x400 mm, 

R1 696,84

Dosage: Dress.may be chang.dly, freq.of applicat. will depend on clinical circumstance. Principally for use on body wounds cover.up to 10% surf.area. May be used in conjunct. with other top./ system. antibact. agents.

See also MDR page 741.
 XE "Bactroban" BACTROBAN, (Aspen Pharmacare) GSK [P/S] 
Mupirocin.

Indications: Prim.& second.S.aureus/other suscept.organ. skin infects., prophylax.in bact. contam./infects.prev.

(S2) OINT, T/20.1.6/75. 2 g/100 g
706493-001: 15 g, R96,10
706493-036: 100 g, R640,69
(S2) CREAM, 34/20.1.6/0274. 2 g/100 g

702504-003: 15 g, R94,73
Dosage: Apply 2-3xdly.for up to 10 days depend. on respon.

Contraindications: Skin lesions infect.with P.aeruginosa., hypersens.hist., ophth./intranas. use, in conjunct. with cannul./at site of centr. ven. cannulat., mix.with other preps., safety in pregn.& lactat.not est.

Side effects: Syst.allerg.reacts., loc.burn./ sting./ itch./erythema/dryn., cutan.sensitisat. reacts., poss. overgrowth of S aureus & other organism with prolong./irreg.use

Special precautions: Avoid contact with eyes, discont.ther.in sensitisat. react./sev.loc.irrit.& instit. appropr.alt.ther.

See also MDR page 314.
 XE "Dermadine" DERMADINE, ANTISEPTIC OINTMENT
Cipla Medpro [P/S]

Povidone-iodine.

Indications: Gen.antisept.for skin infects., wounds, cuts, abras.& burns.

(S0) OINT. H1049. 2,5 g/25 g.

788716-093: 25 g, R36,61
Dosage: Apply 2xdly/as direct.
Contraindications: Large broken skin areas, pregn., lactat./ allergy.

Side effects: Hypersens.reacts., loc.irrit., hypothyroid.aft.applic.to neonates.

 XE "Dermoban" DERMOBAN OINTMENT, Unicorn [P/S]

Mupirocin

Indications: Prim.& second.S.aureus & other suscept.organ.skin infects., to prev.bact.contam./ infects.of small wounds & abras.

(S2) OINT, 44/20.1.6/0972. 20 mg/g
721693-001: 15 g, R72,31
Dosage: Adults & childr.old than 2 mnths: Apply 2-3xdly.for up to 10 days depend.on respons. 

Apply on clean affect.area & cover with gauze dress. if need.

Contraindications: Skin lesions infect.with P.aeruginosa.

Side effects: Second.wound infect., dizzin., hypersens. reacts., GI disturbs. incl.ulcerat. stomatit., skin reacts.incl.dryn./swell., headache.

Warnings and special precautions: Not suit. for ophth.& intranasal use, in conjunct.with cannul. /at site of centr.ven.cannulat., avoid contact with eyes, ren.impairm., discont.use in sensitisat. reacts./sev.loc.irritat.,  superinfect.with irreg./ prolong.use, do not mix with other preps., safety in pregn.& lactat.not est., extens.open wounds/ damag.skin/burns.

 XE "Fucidin" FUCIDIN, AI Pharm Ltd [P/S] 
Na fusidate (oint.), fusidic acid (cream).

Indications: G+ve partic.staph.skin infect.

(S2) OINT, [P/S] G2410. 20 mg/g.

727377-019: 15 g, R125,74
(S2) CREAM, [P/S] Q/20.1.6/128. 20 mg/g.

727431-005: 15 g, R125,14

Dosage: Apply 3-4xdly, less freq.if covered.

Contraindications: Non-suscept.organ.infect., esp. Pseudomonas aeruginosa.

Side effects: Hypersens.

Special precautions: Not to be used near eyes.

See also MDR page 66.
 XE "Furex" FUREX, (Aspen Pharmacare) Pharmacare [P/S]
Nitrofurazone.

Indications: Superfic.wounds, burns, ulc.& skin infects.

(S1) OINT. 27/14.1/0494. 50 mg/25 g.

805416-005: 25 g, R18,91
805416-013: 500 g, R377,88
Dosage: Apply to affect.areas 2xdly/ as direct. restrict.to 5-7 days.
Side effects: Sensitisat.& gen.allerg.skin reacts., cross-sens.with other nitrofurans.

Special precautions: Ren.dysfunct.

 XE "Hibitane" HIBITANE, Glenmark [P/S]

Chlorhexidine glucon.

Indications: Gen.antisept.

(S0) ANTISEPT.CREAM, [P/S] G1385. 

730823-008: 10 mg/g, 50 g, R89,29

Dosage: As reqd.

(S2) OBSTET.CREAM, [P/S] G1390. 10 mg/ml

Indications: Obstet.&gynae pract.antisept.& lubricant.

730858-065: 250 ml, R133,19
Dosage: Undil.as reqd.

Contra-indications: Extern.use only, not for brain, meninges, eyes, middle ear.

Side-effects: Idiosyncrat.skin reacts., ototox.

 XE "Iodosorb" IODOSORB, Smith & Nephew Pharma [P/S] 
Cadexomer 0,491 g, iodine 0,009 g/g
Indications: Chron.exudat.leg ulc.

(S0) OINT, 37/14.1/0333

3002111-001: 2x20 g tubes, R1 405,52
Dosage: Apply topic.to wound surf.to depth of 3 mm. Change preparat.approx.3x/wk.or when oint. saturat.with wound exudate indic.by col.loss. Max.dos: sngl.applicat: 50 g & tot.wkly.applicat: 150 g. Gently remove remain.oint.from ulc.surf. with stream of ster.water/-saline/ster.moist cloth at end of each dress.change. Any sngl.course of treatm. not to exceed 3 mnths. Support bandages/ stock.can be used when venous insuffic.a contrib. fact.

Contraindications: Iodine sensitiv., Hashimoto’s thyroidit., thyroid dis., Grave’s dis. hist., non-tox. nodul. goitre, pregn.& breastfeed.fem., childr., neonates.

Side effects: Init.trans.sting.& pain sensat., mild erythema, hypersens.reacts., alt.thyroid funct., skin irrit.

Special precautions: Syst.iodine absorpt.when treat. large wounds, adher.crust format.if oint.not chang. reg., thyroid disord.hist.pts.more suscept.to alt.thyroid metabol.with chron.ther., poss.syst. absorpt. if thyroid funct.und.investigat., isolat. hyperthyroid. reports.assoc.with endem.goitre.

Interactions: Potent.Iodine interact.with Li./ sulphafurazoles & sulphonylureas, metabol. acidos. risk with mercurial antisept.

See also MDR page 741.
 XE "Nuban" NUBAN, Pharma Dynamics [P/S]

Mupirocin

Indications: Prim.& second.S.aureus bact.skin infects., infects.of small clean lesions prophylax.

(S2) OINT, 44/20.1.6/0971. 20 mg/g
721587-001: 15 g, R72,97
Dosage: Adults & childr.old than 2 mnths: Apply 2-3xdly.for up to 10 days depend.on respons.

Contraindications: Skin lesions infect.with P.aeruginosa, safety in pregn.& lactat.not est., mix. with other preps.

Side effects: Second.wound infect., dizzin., hypersens.reacts., GI disturbs.incl.ulcerat. stomatit., skin reacts.incl.dryn./swell., headache.
Warnings and special precautions: Not suit. for ophth.& intranasal use, in conjunct.with cannul. /at site of centr.ven.cannulat., avoid contact with eyes, ren.impairm., discont.use in sensitisat. reacts./sev.loc.irritat., superinfect.with irreg./prolong.use, extens.open wounds/damage. skin/burns.

 XE "Piban" PIBAN, (Macleods) Abex [P/S] 

Mupirocin.

Indications: Topic.treatm.of prim.& second.bact.skin infect.caused by S.aureus/ othr.suscept.organ. Prim.infect.: Impetigo/ folliculit./ furunculos./ ecthyma Second.infect.: Infect.dermatos.eg. eczema/ abrasions/ insect.bites/ minor wounds & burns. To avoid bact.contam.of small wounds, incision.& othr.clean lesions & to prev.infect.of abrasion., small cuts & wounds.

(S2) OINT, 52/20.1.6/0255.254, 20 mg/g

3007011-001: 15 g, R77,37
Dosage: Apply 2-3xdly.for up to 10 days depend. on respon.

Contraindications: Skin lesions infect.with P.aeruginosa.

Side effects: Freq.: Loc.burn. Less freq.: Syst.allerg.reacts.incl.anaphylax./ gen. rash/ urticar./angioed., sting./ itch./ erythema/dryn., cutan.sensitisat. reacts. Unknown: Superinf.with non-suscept. organ., pseudomembr.colit.
Special warnings and precautions: Not suitable for: ophthalm./ intranas.use, use in conjuct.with a canula, at central venous canulat.site, avoid contact with eyes, discont.ther.in sensitisat.react./ sev.loc.irrit.& instit. appropr.alt.ther., prolong/ irreg.use may result in overgrowth of non-suscept.organism., risk of pseudomembran.colit., if prolong/ signif.diarrh./ abdom.cramps.disc. immed. & investig., excret.of polyethylene glyc. poss.impair.& lead to nephrotoxic. & severe metab.disturban., safety in pregnan.not est., no informat.on lactat.

 XE "Septadine " SEPTADINE, (Ranbaxy) Be-Tabs [P/S]

Povidone-iodine.

Indications: Antisept.for skin infects., wounds, cuts, abras., burns & post-op wounds.

(S0) OINT. 28/14.1/0651. 2,5 g/25 g.

821713-019: 25 g, R12,97

821713-027: 500 g, R60,98
Dosage: Apply 2xdly/as direct. An occlus.dress. may be used if necess.
Contraindications: Large broken skin areas, pregn., lactat., allergy.

Side effects: Hypersens.reacts., loc.irrit., hypothyroid. aft.applic.to neonates.

 XE "Silbecor" SILBECOR, Biotech [P/S]

Silver sulphadiazine
Indications: Short-term treatm.of min.burns.

(S2) CREAM, [P/S] 29/14.2/0338. 10 mg/g

836664-019: 50 g tube, R57,49
(S4) CREAM, [P/S] 29/14.2/0338. 10 mg/g
836664-027: 250 g jar, R282,59
836664-035: 500 g jar, R565,17
Dosage: Apply dly in 3-5 mm layer, use sterile gloved hand/spatula.

Contraindications: Sulphon.sens., pregn.at term., prem.infts./dur.first few mnths.of life, porphyr., lactat., imp.hepat./ren.funct.

Side effects: Poss.sulphon.system.effs.if applied to large areas/deep les., loc.reacts., poss.fung. infect. of wound.

Special precautions: Monit.bld.counts., adeq. fluid intake, elderly, HIV pts., acid base bal.

Drug interactions: Effs.of oral anticoags., methotrex. & phenytoin poss.potent.

 XE "Stafubak" STAFUBAK, Activo [P/S] 

Na fusidate (oint.), fusidic acid (cream).
Indications: Alone/in comb.with systemic therap.in treatm.of G+ve partic.staph.skin infect.

(S2) OINT, [P/S] 48/20.1.6/0947 20 mg/g.

3005449-001: 15 g, R94,24
(S2) CREAM, [P/S] 48/20.1.6/0946 20 mg/g.
3005448-001: 15 g, R94,24
Dosage: Apply 3-4xdly, less freq.for covered lesions.

Contraindications: Non-suscept.organ.infect.esp.Pseudomonas aeruginosa.

Side effects: Less freq.: Hypersens., conjuctiv., dermatit., rash, prurit., erythema., angioed., urticar., blister, applic.site pain/irritat.

Special warnings and precautions: Extend./recurr use incr.risk of develop.contact sensitisat., ointm.not to be used near/in eyes, use crm with caution near eyes, risk of burns as fabric in contact with stafubak burns easily, excip.may cause contact dermatit., systemic exp neglib.but avoid applyi.to breast while breastfeed.
 XE "Supiroban" SUPIROBAN, Glenmark [P/S]

Mupirocin.

Indications: Prim.& second.S.aureus bact.skin infects., prevent infects.of small clean lesions.

(S2) OINT, 43/20.1.6/0680. 20 mg/g
715837-003: 14 g, R68,23
715837-001: 15 g, R73,10
715837-002: 50 g, R243,67
Dosage: Apply 2-3xdly.for up to 10 days depend. on respon.
Contraindications: Skin lesions infect.with P.aeruginosa.

Side effects: Loc.burn., sting., erythema, dryn., itch., poss.syst.allerg.reacts., poss.overgrowth of S aureus & other organis.
Special precautions: Not suit.for ophth.& intranasal use, in conjunct. with cannul./at site of centr.ven.cannulat., avoid contact with eyes, large ulc./burns, ren. impairm., discont.use in sensitisat. reacts./sev.loc.irritat.

14.2
Anti-parasitics
 XE "Skabi-Rid" SKABI-RID, TomarMed [P/S]

Permethrin 5 % m/m
Indications: Scabies

(S0) LOTION, A40/13.2/0756. 50 mg/g

713148-002: 50 ml, R83,05
713148-001: 100 ml, R119,00
Dosage: Do not apply to face.

Apply to body from ears to soles of the feet. Leave on overnight (8-12 hrs) then rinse off. Rep. aft.2 wks.if necess.

Contra-indications: Safety in pregn.& lactat. not est.
Side-effects: Burn.skin, itch., sting., redn.
Special precautions: Discont.if hypersens. occurs, avoid eye contact.
14.3
Fungicides 
(See also 18.8)

CANESPOR (MDR Listing)

 XE "A-Por" A-POR, (Aspen Pharmacare) Pharmacare [P/S]

Clotrimazole.
Indications: Dermatomycos.due to dermatophytes, moulds, & other fungi, second. fung. infects.

(S1) CREAM. Z/20.2.2/375. 10 mg/g.

826952-003: 20 g, R12,86
Dosage: Apply thin. 2-3xdly x3-4 wks.
Side effects: Loc.reacts.

 XE "Adco-Dermed" ADCO-DERMED, AI Pharm Ltd [P/S]

Ketoconazole.
Indications: Infects.involv.yeast Pityrosporum eg pityriasis versicolor/capitis, seborrhoeic. dermatit.

(S1) SHAMPOO. 34/20.2.2/0244. 20 mg/ml.

899101-007: 80 ml, R75,36
Dosage: Pityriasis versicolor: Apply 1xdly x max.5 days.

Seborrhoeic dermatit/pityriasis capitis: Apply 2x/wkx2-4 wks.

Side effects: Irritat., dermatit., burn., hair discol., incr.hair shedd., irrit.when used immed. aft.prolong. top.corticoster.treatm.,

Special precautions: Discont.if sev.rash/irrit. appears, if used immed.aft. prolong. cortico-ster. contin.apply.mild corticoster.in morn.& apply shampoo in even and grad.withdr.ster.over 2-3 wks., not recomm since safety in pregn.& lactat. not est.

 XE "Adco-Normospor" ADCO-NORMOSPOR, AI Pharm Ltd [P/S]

Clotrimazole.
Indications: Dermatomycos.due to dermatophyt., moulds & other fungi, skin dis.with second.fung. infect.

(S1) CREAM. 27/20.2.2/0201. 10 mg/g.

793493-005: 20 g, R13,32
Dosage: Apply thin.to affect.area 2-3xdly.Contin. for 2wks.aft.sympt.disappear.to prev.relapse.
Contraindications: Ophthalm.use.

Side effects: Loc.reacts., contact allerg. dermatit.

Special precautions: Near eyes.

 XE "Canalba" CANALBA, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Clotrimazole.
Indications: Dermatomycos.due to dermatophytes, moulds & other fungi, second. fung. infects.

(S1) CREAM. 29/20.2.2/0129.

796336-008: 10 mg/g, 20 g, R21,08
Dosage: Apply thin. 2-3xdly x3-4 wks. Fung. treatm. should contin for approx.2 wks.aft. sympts.disappear.
Side effects: Loc.reacts.

 XE "Candaspor" CANDASPOR, (Be-Tabs) Ranbaxy [P/S]

Clotrimazole.

Indications: Dermatomycos.due to dermatophytes, moulds & other fungi, skin dis. with second. fung.infects.

(S1) CREAM. Y/20.2.2/290.

788554-018: 10 mg/g, 20 g tube, R14,01
Dosage: Apply thin.to affect.areas 2-3xdly. Contin. for 2 wks. aft.disappear.of sympts.to prev.relapse.
Side effects: Loc.reacts., contact allerg.dermatit.

Special precautions: Around eyes.

 XE "Candizole Topical Cream" CANDIZOLE TOPICAL CREAM, (Aspen 
Pharmacare: Consum.) Pharmacare [P/S]

Clotrimazole.
Indications: Dermatomycos.due to yeasts, dermatophytes, moulds & fungi & second.fung. infects.

(S1) CREAM. P/20.2.2/164. 200 mg/20 g

797006-001: 20 g, R17,44
Dosage: Apply 2xdly to affect.area contin.for at least 2 wks.aft.disappear.of sympts.
Side effects: Loc.reacts.

Special precautions: Around eyes.

 XE "Canesten" CANESTEN, Bayer Consum., [P/S] 
Clotrimazole

Indications: All dermatomycos.(dermatophytes, yeasts, moulds & other fungi) & skin dis.with second. fung.infects.

(S1) TOPIC.CREAM, E/20.2.2/49. 200 mg/20 g

712205-004: 20 g, R113,19
Dosage: Apply sparingly 2-3xdly.x1-4 wks. depend. on condit. Cont.treatm.for 2 wks.aft. sympts. disappear.

Contra-indications: Safety in pregn.not est.

Side-effects: Loc.reacts., contact allerg.dermatit., in system.absorpt.low abdom.cramps, incr.urin. freq./skin rash.

Special precautions: Not intend.for ophthalm. use.
 XE "Canstat" CANSTAT, (Aspen Pharmacare: Consum.) Pharmacare [P/S]
Nystatin

Indications: Cutan.monilia infects.

(S1) TOPIC.CREAM, F/13.9.2/158. 100 000 u/g

784966-001: 15 g, R63,45
Dosage: Apply to affect.area 2xdly.
 XE "Covarex" COVAREX, (Glenmark) MeyerZall [P/S]

Miconazole nitrate

Indications: Cutan.candida albicans candidiasis, tinea corporis, tinea cruris, trichophyton rubrum/ T.mentagrophytes & epidermophyton floccosum tinea pedis.

(S1) CREAM, 33/13.9.2/0124

877719-007: 2 g/100 g, 25 g, R48,74
877719-004: 2 g/100 g, 30 g, R58,47
877719-005: 2 g/100 g, 40 g, R77,92
877719-006: 2 g/100 g, 50 g, R97,45
Dosage: Apply 2xdly.to affect.area x2-4 wks.

Contraindications: Safety in pregn.& lactat.not est.

Side effects: Skin irrit., poss.system.effs.

Special precautions: Poss.system.absorpt.with prolong./ extens.ther., avoid occlus.dress.in candidias. treatm., apply for recomm.full durat.

 XE "Fungistop Topical" FUNGISTOP TOPICAL, Biotech, [P/S]

Clotrimazole

Indications: All dermatomycos.(dermatophytes, yeasts, moulds & other fungi) & skin dis.with second. fung.infects.

(S1) CREAM, 27/20.2.2/0337. 10 mg/g

798150-009: 20 g, R9,83
Dosage: Apply sparingly 2-3xdly.x3-4 wks. depend. on condit. Cont.treatm.for 2 wks.aft. sympts. disappear to prev.relapse.

Side effects: Loc.reacts.(ie irrit.& burn.), contact allerg.dermatit., 

Special precautions: Discont.in event of contact dermatit.

 XE "Innospore" INNOSPORE, Innovata Pharm [P/S]

Clotrimazole.

Indications: All dermatomycoses incl.mycos.of skin& skin folds/ ringworm/ athlet.foot/ pityrias.vesicolor/ erythrasma/ paronychias assoc.with nail mycoses due to dermatophytes, moulds & other fungi, skin dis.with second.infects.

(S1) TOPICAL CREAM, 28/20.2.2/0207

10 mg/g

711138-001: 20 g, R8,49
Dosage: Apply sparing. 2-3xdly & rub in. Gen durat. 3-4 wks. depend.on condit. Cont. treatm.2 wks aft.disapp.to prev.relapse.

Side-effects: Loc.reacts., contact allerg.dermatit.

Special warnings and precautions: Not intend.for ophthalm.use, caut.around eyes.

 XE "Ketazol Cream" KETAZOL, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Ketoconazole.

Indications: Skin dermatophyte infects., cutaneous candidias., tinea versicolor.

(S1) CREAM. 33/20.2.2/0503. 20 mg/g.

890760-001: 20 g, R53,03
Dosage: Apply 1-2x dly till few days aft. disappear. of sympts. Usual treatm.durat: T versicol. & yeast infects: 2-3 wks. T.cruris: 2-4 wks, T.corporis: 3-4 wks. T.pedis: 4-6 wks.
Contraindications: Pregn., safety in lactat.not est.

Side effects: Irrit., prurit., burn.sensat., contact dermatit.,

Special precautions: Reconsid.diagn./treatm.if no improvem.aft. 4 wks., apply gen.hygiene meas. to control source and prev.re-infect., safety & effic. in childr.not est., if used immed.aft.prolong. corticoster. contin.apply.mild corticoster. in morn.& apply Ketazol in even.then grad.withdr. ster.over 2-3 wks.

Warnings: Not for ophth.use.

 XE "Kez" KEZ, Pharma Dynamics [P/S]

Ketoconazole.
Indications: Infects.due to yeast Pityrosporum eg pityriasis versicolor/capitis, seborrhoeic dermatit., seborrhoeic dermatit.prohylax.

(S1) LIQ, 33/20.2.2/0472.

701565-003:20 mg/g, 80 ml, R71,49
Dosage: Apply to affect.wet skin area/wet hair leav.on for 3-5 mins.bef.rins.

Pityriasis versicolor: Apply dly x max.5 days.

Seborrhoeic dermatit/pityriasis capitis: Apply 2x/wk x2-4 wks.

Seborrhoeic dermatit.prohylax: Use once a wk.
Side effects: Irritat., dermatit., burn., sting., itch., dry/oily hair, hair discol., incr.hair shedd., irrit.when used immed.aft. prolong. top.corticoster.treatm.

Special precautions: Discont.if sev.rash/irrit. appears, if used immed.aft. prolong. cortico-ster. contin.apply.mild corticoster.in morn.& apply shampoo in even and grad.withdr.ster.over 2-3 wks., safety in pregn.& lactat. not est.

 XE "Lamisil" LAMISIL, GSK Consum [P/S]

Terbinafine HCl.

Indications: Fung.skin infects.caus.by dermatophyt., yeast infects., tinea vesicol.

(S1) CREAM, [P/S] Z/20.2.2/186. 10 mg/g.

792705-017: 7,5 g, R91,13
792705-009: 15 g, R182,26
Dosage: Adults & childr.12 yrs & over: Apply 1-2xdly until infect.clear.

(S1) SPRAY, [P/S] 31/20.2.2/0613. 10 mg/g.

703033-001: 15 ml, R139,58
836486-005: 30 ml, R279,16
(S1) DERMGEL, [P/S] 32/20.2.2/0564 10 mg/g

880892-005: 15 g, R195,65
Dosage: Apply to affect.area aft.clean.

Tinea corporis, cruris: 1xdly.x7 days.

Tinea pedis: 1x/day x7 days.

Pityriasis versicolor: 2x/day x7 days.
(S1) FILM FORM.SOL, A39/20.2.2/0439. 10 mg/g

Indications: Mild to mod.sev.tinea pedis.

709809-001: 4 g, R206,77
Dosage: Adults & adolesc.over 15 yrs: Wash & dry both feet and hands and then apply even thin layer as sngl.admin.once only to both feet even if les. only visible on one foot. Apply betw.& around toes as well as sole and 1,5 cm up sides of foot. Allow to dry x1-2 mins. Do not massage into skin. Do not wash for 24 hrs.aft.applicat.

Contraindications: Safety in infts./childr.und. 12 yrs.& 15 yrs for film form.sol./pregn.& lactat.not est.

Side effects: Redn., itch./sting., very rarely allerg. reacts. such as rash/prurit./dermatit.& urticar.

Special precautions: Avoid eyes, excret.in breast milk, Spray: Where alcoh.may be irritat. Film form.sol.not recomm.for hyperkeratot.chron. plant.tinea pedis., remove film with organ.solv.& then wash with soap in the event of allerg.react.

 XE "Loceryl" LOCERYL 5 %, Galderma [P/S]

Amorolfine 50 mg/ml.
Indications: Onychomycos.caus.by dermatophyt., yeasts & moulds.

(S1) NAIL LACQUER,

27/13.9.2/0163

703124-001: 2,5 ml & accessor., R547,60
Dosage: File affect.nail areas thoroughly & cleanse first with alcoh.soaked swab remov. remain.lacquer. Apply nail lacquer.to entire surf., allow to dry for approx.3-5 mins. Apply 1-2x/wk. Contin.treatm.without interrupt. Durat.of treatm. depends on infect.intens.& localisat.& growth rate of nails. Gen.fingernails: 6 mnths; toenails: 9-12 mnths.
Contraindications: Pregn. & lactat., young childr.& infts.

Side effects: Trans.burn.sensat., nail disords., cont.dermatit.

Special precautions: Avoid use of cosmetic lacquers/artific.nails.

 XE "Medaspor" MEDASPOR, Cipla Medpro [P/S]

Clotrimazole.
Indications: Dermatomycos.due to dermatophytes, moulds, & other fungi, second. fung. infects.

(S1) CREAM. 28/20.2.2/0119. 10 mg/g.

799696-005: 20 g, R22,53
Dosage: Apply thin. 2-3xdly x3-4 wks.
Side effects: Loc.reacts., contact allerg.dermatit.

 XE "Nacler" NACLER 5 %,Pharma Dynamics [P/S]

Amorolfine hcl 50 mg/ml.
Indications: Onychomycos.caus.by dermatophyt., yeasts & moulds. 

(S1) NAIL LACQUER, 51/13.8.2/0101

3005761-001: 2,5 ml & accessor., R362,57
Dosage: Apply to affect.finger-/ toenails 1-2 x wkly. File affect.nail areas (partic. surface) thoroughly & cleanse first with alcoh.soaked swab. Before repeat clean with swab to remove remain.lacquer. Apply nail lacquer.to entire surf. Allow to dry for approx.3-5 mins., for each nail dip applicat.in nail lacquer without wiping. Clean applicat.with same swab. Keep bottle tightly closed. Contin.treatm. without interrupt. until nail is regen.and cured. Durat.of treatm. depends on infect.intens.& localisat.& growth rate of nails. Gen.fingernails: 6 mnths; toenails: 9-12 mnths. Review treatm.3 mnthly. Treat co-exist.tinea pedis with antimycot. cr.
Contraindications: Pregn. & lactat., young childr.& infts.

Side effects: Freq.: Nail disord., nail discolourat., onychoclas., onychorrhexis, contact dermatit., skin burn.sensat. Less freq.: Blister, erythem., prurit., urticar. 

Special warnings and precautions: Do not use nail file used on affect.nails for healthy nails, avoid contact with eyes/ ears/ mucous membr., do not apply on skin around nail, avoid use of artific.nails/ nail varnish, use impermaeabl.gloves when organic solv.are used, if allerg.reacts occur stop treatm.remove with nail remover & seek med.advice.

 XE "Nystacid" NYSTACID OINTMENT, (Aspen Pharmacare: Consumer) Pharmacare [P/S]

Nystatin
Indications: Candida albicans.

(S1) OINT. L/20.1.6/394. 100 000 u/g

797022-007: 15 g, R34,24
Dosage: Apply 2xdly to affect.area. Cont.treatm until healing is complete.

Warnings and special precausions: Not to be used for system./opthalm.infects.
 XE "Terbane" TERBANE, Sandoz [P/S]

Terbinafine HCl.

Indications: Fung.skin infects.caus.by dermatophyt., yeast infects., tinea versicol.

(S1) CREAM, A39/20.2.2/0009. 10 mg/g.

711199-001: 7,5 g, R67,70
711199-002: 15 g, R135,43
Dosage: Adults & childr.12 yrs & over: Apply 1-2xdly until infect.clear. Max.treatm.durat: 1 mnth.

Contraindications: Safety in infts./childr.und. 12 yrs./pregn.& lactat.not est.

Side effects: Freq: Skin exfoliat., prurit. Less freq: Skin les., scab, skin disords., pigmentat. disords., erythema, skin burn.sensat., dry skin, contact dermatit., eczema
Special warnings and precautions: Avoid eyes, excret.in breast milk, irreg.use/premat. discontinuat.carries re-infect.risk, verify diagnos. if no improvem.aft.2 wks., remove cream and interrupt.treatm.if allerg.reacts.pres., no smok/ close to naked flam as sev.burn risk poss., fabric (cloth./bed./dress.) that have been in contact burn more easily and not totally remov.by wash., acid pH soap not recomm.in candidias.as favourable growth condits. prov.

 XE "Terbaspor" TERBASPOR TOPICAL CREAM, (Unicorn) Sandoz [P/S]

Terbinafine HCl

Indications: Fung.skin infects.caus.by dermatophyt., yeast infects., tinea vesicol.in adults & childr.over 12 yrs.

(S1) CREAM, A39/20.2.2/0010. 10 mg/g.

720710-001: 7,5 g, R53,14
720710-002: 15 g, R106,30
Dosage: Apply thin layer 1-2 xdly to clean & dry affect. area. Intertrigin. infects: Cover applic.with gauze esp.at night. Sympt.relief usual.with.few days. Verify diagn.aft.2 wks if no improvem. Do not use long.than 1 mnth.

Duration of ther: Tinea corpor./cruris: Apply 1 x dly for 1 wk. Tinea pedis: Apply 1 x dly for 1 wk. Cutan.candidias: 1 wk. Pityrias.versicol: 2 wks.
Contraindications: Safety in childr.und.12 yrs./ pregn.& lactat.not est.

Side-effects: Redn., itch./sting.

Special precautions: Excret.in breast milk, discont. ther.in case of allerg.react., avoid eyes.
 XE "Terbicil " TERBICIL 1 % CREAM, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Terbinafine HCl.

Indications: Fung.skin infect.caus.by Trichophyton, Microsporum canis & Epidermophyton floccosum, skin yeast infects. principally.Candida albicans, pityriasis versicolor.

(S1) CREAM, 38/20.2.2/0148. 10 mg/g
706073-001: 7,5 g, R77,69
706073-002: 15 g, R155,34
Dosage: Durat.varies accord.to indicat.& severity. Irreg.use/premat.discont.incr.risk of recurr. Verify diagnos.aft.2 wks.if no improvem. Extern.use only. Do not use long. than 1 mnth.

Apply as thin layer 1-2xdly to clean & dry affect. area. Treatm.durat.:Tinea corporis/cruris & pedis x1 wk. Cutan.candidias: x1 wk. Pityriasis versicol: x2 wks.

Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est.

Side effects: Rash, urticar., Stev.-Johns. syndr.& tox. epiderm.necrolys., photosens., angioneurot. oed., psorias., allerg.reacts.

Warnigns and special precautions: Excret.in breast milk, psorias. poss. exacerbat., avoid eye contact. Safety in infants & childr.not est.

 XE "Trimaze" TRIMAZE, (Unicorn) Pharmacare [P/S]

Clotrimazole.
Indications: Dermatophyt.infect., cutan. candidias., pityrias.versicol., paronychia, skin dis. with second.fung.infect.

(S1) CREAM. 31/20.2.2/0072. 10 mg/g.

839639-007: 20 g, R18,01

Dosage: Apply thin.to affect.area 2-3xdly. Cont.for 2wks.aft. sympt.disapp. to prevent relapse.

Side-effects: Loc.reacts., contact dermatit.

Special precautions: Athlete’s foot: dry feet caref.esp.betw.toes.
14.4
Cortico-steroids
LOCOID (MDR Listing)

 XE "Advantan" ADVANTAN, AI Pharm Ltd [P/S] 
Methylprednisolone aceponate

Indications: Ac.& chron.steroid respons.eczema & dermatit.

(S4) CREAM, [P/S] X/13.4.1/384. 1 mg/g

793108-039: 20 g, R243,17
793108-020: 50 g, R608,01
(S4) OINT, [P/S] X/13.4.1/385. 1 mg/g
793086-043: 20g, R243,17
793086-035: 50 g, R608,01
(S4) FATTY OINT, [P/S] X/13.4.1/386. 1 mg/g

793116-031: 20 g, R243,17
793116-023: 50 g, R608,01
(S4) MILK, [P/S] 32/13.4.1/0362. 1 mg/g

883180-006: 20 g, R277,39
Dosage: Apply thin.once dly. For milk durat. should gen.not exceed 2 wks.

(S4) SCALP SOL, [P/S] 32/13.4.1/0361
Indications: Inflamm.& prurit.dermatos.of hairy scalp.
701417-001: 1 mg/ml, 20 ml, R277,39
Dosage: Apply dropwise once dly. Durat.not exceed.4 wks. No data avail.for use in childr.

Contraindications: TB or syphilitic process.in area, vir.dis., pregn.

Side effects: Itch., burn., erythema, vesiculat., folliculit., hypertrichos., peri-oral dermatit., allerg. skin reacts., atroph.skin chang., HPA-axis depress, benign intracran.hypertens., growth retardat., Cushingoid state.

Special precautions: Teratogen.in animals, occlus.dress., poss.syst.absorpt., fac.dermatos., near eyes, inft.nappy area, treat second.microb./ fung.infect., psorias.treatm.may provoke pustul. form of dis., skin crease areas, outweigh benef.-risk in lactat., eval.reg.for contin.ther.

See also MDR page 41-43.
 XE "Aspen Mometasone" ASPEN MOMETASONE, (Aspen Pharmacare) Pharmacare [P/S]

Mometasone furoate

Indications: Inflam.manifest.of psorias.& corticoster. respons.dermatos.

(S4) CREAM, A38/13.4.1/0668. 1 mg/g

705444-001: 20 g, R156,44
Dosage: Apply thinly 1xdly. Ther.durat.depends on clin.respons.

Contraindications: H.simplex, vaccin./ varicella., untreat.fung.inects., pregn.

Side effects: Atroph.skin chang.with longterm contin. use, allerg.cont.dermatit., burn., dryn., folliculit., itch., second.infects., acneiform erupt., perioral dermatit., hypopigmentat., miliar., skin macerat., striae, poss.system.absorpt., benign intracran. hypertens., HPA axis depress.

Special precautions: Not for ophthalm.use, safety for more than 3 wks.not est., childr.und.2 yrs. not recomm., safety in lactat.not est., teratogen. in animals., re-eval. aft.3 wks., occlus. dress., discont.in case of irritat./sensitisat., short cours. only in fac. dermatos., applic.to damag. skin, inft.nappy & skin crease areas, near eyes, treatm. of psoriasis may provoke pustul.form of dis., suit.anti-microb.ther. in second.infects.

 XE "Betnovate" BETNOVATE, Sekpharma [P/S]

Betamethasone as valerate.
Indications: Non-infect.steroid-respons.dermatos.

(S4) CREAM [P/S] G/13.4.1/1825.

708313-019: 0,1g/100 g, 15 g, R27,24

708313-027: 0,1g/100 g, 30 g, R28,48

(S4) OINT, [P/S] G/13.4.1/1829.

708348-009: 0,1g/100 g, 15 g, R28,17
(S4) ½ STRENGTH CREAM, [P/S] G1826.

708321-003; 0,05 g/100 g, 15 g, R23,10

708321-011: 0,05 g/100 g, 45 g, R69,31

Dosage: Apply 2-3xdly, reduc.on improvem., then discont.
(S4) SCALP APPLIC.SOL, [P/S] G1832.

824208-005: 0,1 g/100 g, 30 ml, R78,30
Dosage: Apply 2xdly, reduc.on improvem.to dly or less often.

Contra-indications: Rosacea, acne vulgar., peri-oral dermatit., peri-anal & genit.prurit., skin les. caus.by vir./fung./bact.infect., skin TB, varicose ulc., childr.und.1 yr.incl.dermatit.& nappy erupts., pregn., skin crease area applic., Scalp lot: use near naked flame.

Side-effects: Atroph.skin chang.with prolong./ intens.ther., pigmentat.chang., hypertrichos., syst.absorpt. (large doses) & HPA axis depress., poss.glauc.if applic.to eyelids, growth retard.& poss.Cushingoid-state, benign IC hypertens.

Warnings and special precautions: Poss. teratogen.in anim.foll.derm.applic., short cours. only, occlus.dress., infts.& young childr., reg.re-eval. for cont.ther., discont.applic.in case of hypersens., treatm.of psorias.may provoke pustul. form of the dis., fac.dermatos., near eyes, concom. eff.chemother. if used in infects., withdr.& admin. syst. anti-microb. ther.if infect.spreads,stain.
 XE "Dermovate" DERMOVATE, Sekpharma [P/S]

Clobetasol propionate.
Indications: More resist.dermatos.incl.psorias. (excl.widespread plaque psorias.), intractable eczemas, inflam.dermatos.

(S4) CREAM, [P/S] F/13.4.1/176

718718-003: 0,05 g/100 g, 25 g, R49,22

(S4) OINT, [P/S] F/13.4.1/175

718726-006: 0,05 g/100 g, 25 g, R49,22

Dosage: Apply 1-2xdly. Discont.once contr.achiev. Cont.ther.not long. than 4 wks if need.

(S4) SCALP APPLIC.SOL, [P/S] H/13.4.1/268

824216-008: 0,05 g/100 g, 30 ml, R109,36

Dosage: Apply 1-2xdly init., discont.once contr. achiev.

Contra-indications: Rosacea, acne vulgar., peri-oral dermatit., peri-anal & genit. prurit., skin les. caus.by vir./fung./bact.infect., childr.und.1 yr.incl. dermatit. & nappy erupts., pregn., skin crease areas applic., Scalp lot: use near naked flame.

Side-effects: Atroph.skin chang.with prolong./ intens.ther., pigmentat.chang., hypertrichos., syst.absorpt. (large doses) & HPA axis depress., poss.glauc.if applic.to eyelids, growth retard.& poss.Cushingoid-state, benign IC hypertens.

Warnings and special precautions: Poss. teratogen.in anim.foll.derm.applic., short cours. only, occlus.dress., infts.& young childr., reg.re-eval.for cont.ther., discont.applic.in case of hypersens., treatm.of psorias.may provoke pustul. form of the dis., fac.dermatos., near eyes, concom. eff. chemother.if used in infects., withdr.& admin. syst. anti-microb.ther.if infect.spreads, stain.

 XE "Dilucort" DILUCORT, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Hydrocortisone acetate. 

Indications: Tempor.relief of itch.assoc.with min.skin irritat.& ext.genit.& anal itch 

(S2) CREAM, [P/S] R/13.4.1/21. 0,5 g/100 g

720011-019: 25 g, R42,95
(S2) OINT, [P/S] R/13.4.1/20. 0,5 g/100 g
720038-006: 25 g, R43,79
Dosage: Apply up to 4xdly. Reduc.grad.as improvem.occurs.
Contraindications: Pres.vag.disch., cosmet. purpos., rect.insert., nappy rash, bact./fung./viral infects., childr.und.2 yrs.or 12 yrs.for genit./anal use, pregn.

Side effects: Atroph.skin chang., syst.absorpt., HPA-axis depress., benign intracran.hypertens.

Special precautions: Corticoster.teratogen.in anim., consult Dr.immed.in event of extern.anal itch.accompan.by bleed., do not insert into rectum using fingers/any mechanic.device, facial dermatos., near eyes, prolong./large quant.used, occlus.dress., broken skin, concom.antimicrob. ther. with second.microb.infect.

 XE "Diprosalic" DIPROSALIC, Organon [P/S]

Betamethasone (as dipropionate) 0,5 mg, salicylic acid 30 mg/g.

Indications: Corticoster.respons.subac.& chron. hyperkeratot.& dry dermatos.

(S4) OINT, [P/S] H/13.4.1/32

720380-006: 20 g, R378,24
Dosage: Apply 2xdly.

(S4) LOT, [P/S] L/13.4.1/66.

Betamethasone (as dipropionate) 0,5 mg, salicylic acid 20 mg/g.

Indications: Corticoster.respons.dermatos.esp. hairy areas, psorias.

828726-020: 30 ml, R457,82
Dosage: Apply 2xdly.

Contraindications: H.simplex., vaccin., varicella, pregn., lactat.

Side effects: Loc.reacts., hypertrichos., acneiform erupt., hypopigment., perioral/allerg. cont. dermatit., skin macerat., second.microb.infect., striae, miliaria, pain, rhagades, atroph.skin chang. with long-term use, system.absorpt., HPA axis depress. esp.in childr., retard.growth, Cushingoid state, benign intracran. hypertens., imp.ren./hepat. funct.with widespread applic., blurr.vis.

Warnings and special precautions: Refer.to opthalmolog. to eval.poss.vis.disturbs.causes, suit.anti-microb.ther.in second.infect., facial dermatos., near eyes, occlus. dress., broken skin, prolong./large quantit used, inft.nappy & skin crease areas, poss.provokes pustul.form of psorias., extrem.of pts.with imp. periph.circulat.& diab.mellit., reg.pt.re-eval.for cont.ther., pref.not for young childr., psorias., not for ophthalm.use.

 XE "Diprosone" DIPROSONE, Organon [P/S]
Betamethasone (as dipropionate)

Indications: Corticoster.respons.skin dis.

(S4) CREAM, [P/S] F/13.4.1/17. 0,5 mg/g

720399-009: 20 g, R204,17
(S4) OINT, [P/S] F/13.4.1/18. 0,5 mg/g

720410-002: 20 g, R201,49
Dosage: Apply 2xdly.

Contraindications: H.simplex, vaccin., varicella, pregn., lactat.

Side effects: Loc.reacts., burn., itch., irrit., dryn., atroph.skin chang., system.absorpt., HPA axis depress.esp.in childr., benign intracran.hypertens., hypertrichos., acneiform erupt., hypopigmentat., perioral/ allerg.cont.dermatit., skin macerat., striae, miliaria, blurr.vis.

Warnings and special precautions: Suit.anti-microb.ther.in second.infects., facial dermatos., near eyes., occlus.dress., prolong./large quantit. used, inft.nappy & skin crease areas, poss. provokes pustul.form of psorias., reg.pt.re-eval.for contin.ther., pref. not for young childr., not for ophthalm. use, refer.to opthalmolog.to eval.poss. vis. disturbs.causes,
 XE "Dovate" DOVATE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Clobetasol propionate.

Indications: Short-term treatm.of steroid respons.dermatos.resist.to less potent topical corticosteroids.

(S4) CREAM, [P/S] 27/13.4.1/0316.

807249-009: 0,0025 g/5 g, 25 g, R66,59
(S4) OINT. [P/S] 27/13.4.1/0122.

807230-006: 0,0025 g/5 g, 25 g, R66,59
Dosage: Apply sparing.to affect.area 1-2x/day.
Contraindications: Bact.(incl.TB), fung./vir.skin infects., ulcerat.skin les., rosacea, leg ulc., long-term use in diab.& TB, pregn.

Side effects: Atroph.skin chang., syst.absorpt. (large dos.) & HPA depress., benign IC-hypertens., growth retardat., provoke pustul.form of psorias., may exacerb.loc.infects.

Special precautions: Short cours.only, facial dermatos., near eyes, occlus.dress., infts.& young childr., inft.nappy areas, porphyr.

 XE "Elocon" ELOCON, Organon [P/S]

Mometasone furoate

Indications: Inflam.manifest.of psorias.& corticoster. respons.dermatos.lot. for scalp les.

(S4) CREAM, [P/S] V/13.4.1/272. 1 mg/g

782017-002: 20 g, R199,80
(S4) OINT, [P/S] V/13.4.1/273. 1 mg/g

782025-005: 20 g, R212,96
Dosage: Apply thinly 1xdly.

(S4) LOT. [P/S] X/13.4.1/266. 1 mg/g

788791-030: 30 ml, R278,42
Dosage: Apply thinly 1xdly.

Contraindications: H.simplex, vaccin./ varicella., pregn.& lactat., childr.und.2 yrs.

Side effects: Burn., itch., irritat., dryn.& other loc.reacts., system.absorpt., HPA axis depress. more sev.in childr., benign intracran.hypertens., blurr.vis.
Warnings and special precautions: Safety of use for more than 3 wks.not est., discont.in case of irritat./ sensitisat., prolong./large quantit.used, suit. anti-microb.ther.in second.infects., fac. dermatos., near eyes, short courses only, inft. nappy & skin crease areas, treatm.of psoriasis may provoke pustul.form of dis., not for ophthalm.use, refer.to opthalmolog.to eval.poss.vis.disturbs. causes.
 XE "Locoid" LOCOID, (AI Pharm Ltd) Astellas [P/S] 
Hydrocortisone 17-butyrate.

Indications: Inflammat.skin condits., psorias., lichen ruber planus, intertrigo caus.by chem. /mechan.irrit.

(S4) CREAM, [P/S] H/13.4.1/107. 1 mg/g
738875-007: 15 g, R145,68
(S4) LIPOCREAM, [P/S], W/13.4.1/355. 1 mg/g

793930-006: 15 g, R145,68
(S4) OINT, [P/S] H/13.4.1/109. 1 mg/g

738891-002: 15 g, R135,35
(S4) LOT, [P/S] H/13.4.1/108. 1 mg/ml

828890-013: 30 ml, R159,11
Dosage: Avoid long-term applic.esp.in childr. Adapt.formulat.accord.to nature of skin disord.

Apply thin.2-4xdly or as reqd., use occlus.dress.if necess. Aft.init.therapeut.respons.reduc.applicat. to once dly.or 2-3x/wk.

(S4) CRELO TOPIC.EMULS.[P/S] 34/13.4.1/0221. 1mg/g

Indications: Superfic.corticoster.respons. dermatos. not caus.by micro-organisms.
890396-007: 30 g, R95,13
890396-015: 100 g, R317,10
Dosage: Apply 1-3 xdly. Aft.improvem apply 1xdly or 2-3 x/ wk.
Contraindications: Broken skin, bact./vir.or fung. skin infects., wound treatm.esp.of ulcer.les., peri-oral dermatit., allerg.hist.to ingred.

Side effects: Skin atrophy, telangiectas., skin striae, pustul.acne, peri-oral dermatit., rebound eff., skin depigmentat., dermatit., eczema, rosacea-like skin, infect.mask./spread., steroid acne, adren.suppress., hypersens.

Special precautions: Cross.placent.barr., teratogen. in animals, large quantit.admin.dur. breast feed., glauc.simplex.if applied near eyes., fac. /genit.skin/rect.mucosa & intertrigin.areas extra sens.to corticoster., childr., inft.nappy areas, poss. syst.effs.with prolong.& occuls.dress.lead.to adren.cortex funct.suppress.& growth horm.secret. suppress.
See also MDR page 71.
 XE "Momate" MOMATE, (Activo) Glenmark [P/S]

Mometasone furoate

Indications: Inflam.manifest.of psorias.& corticoster. respons.dermatos.

(S4) CREAM, [P/S] 43/13.4.1/0250. 1 mg/g

718942-001: 20 g, R151,42
(S4) OINTMENT, [P/S] 44/13.4.1/0095. 1 mg/g

718307-001: 20 g, R159,27
Dosage: Apply thinly 1xdly. Ther.durat.depends on clin.respons.

Contraindications: H.simplex, vaccin./varicella., untreat.fung.inects., pregn.& lactat.

Side effects: Atroph.skin chang.with longt. contin. use, Cushingoid state, HPA axis depress. with poss.growth retard.esp.sev.in childr., allerg. cont. dermatit., burn., dryn., folliculit., itch., second. infects./skin atrophy, acneiform erupt., perioral dermatit., hypertrichos., hypopigmentat., miliar., skin macerat., striae, poss.steroid rosacea-like facies, poss.system.absorpt., benign intracran. hypertens.

Special precautions: Not for ophthalm.use, safety & effic. in paed.pts.for more than 3 wks. not est., childr.und.2 yrs.not recomm., teratogen. in animals., childr.2 yrs.& old., re-eval.aft.3 wks., occlus. dress., applicat.to face, short cours. only esp. fac. dermatos., inft.nappy & skin crease areas, near eyes, discont.in case of irrit./ sensitisat., applic.to damag.skin, treatm.of psorias. may provoke pustul.form of dis., suit.anti-microb. ther. in second.infects.
 XE "Mylocort" MYLOCORT, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Hydrocort.acetate.

Indications: Tempor.relief of itch.assoc.with min.skin irritat.& ext.genit.& anal itch.

(S2) CREAM, [P/S] P/13.4.1/93. 1 g/100 g
745472-001: 25 g, R55,56
(S2) OINT, [P/S] P/13.4.1/112. 1 g/100 g
745448-003: 25 g, R55,56
Dosage: Apply up to 4xdly. Do not use longer than 7 days.Reduc.grad.as improvem. occurs
Contraindications: Pres.vag.disch., cosmet. purpos., extern.anal itch.with bleed., nappy rash, bact./fung./viral infects., childr.und.2 yrs.or 12 yrs.for genit./anal use, pregn.&lactat., perioral dermatit., rosacea, scabet.infect.

Side effects: Atroph.skin chang., hypopigmentat/ deep.pigment.skin, syst.absorpt., HPA-axis depress., benign intracran.hypertens.

Special precautions: Corticoster.teratogen.in anim., do not insert into rectum using fingers/any mechanic.device, facial dermatos., near eyes, prolong./large quant.used, occlus. dress., broken skin, concom.antimicrob. ther. with second.microb.infect.

 XE "Persivate" PERSIVATE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Betamethasone valerate equiv.to betamethasone
Indications: Non-infect.steroid respons. dermatos.

(S4) CREAM, [P/S] L/13.4.1/382. 5 mg/5 g.

754064-018: 15 g, R21,91
754064-026: 500 g, R730,49
(S4) OINT, [P/S] L/13.4.1/395. 5 mg/5 g.

754072-002: 15 g, R33,47
754072-010: 500 g, R1 115,91
Dosage: Apply 2-3xdly.

Contraindications: H.simplex, vaccin./varicella, leg ulc., skin crease areas, infts.& childr., pregn., long term use in diabet.mellit.& TB.

Side effects: Atroph.skin chang., syst.absorpt., depress.of HPA-axis, adren.gland suppress., growth retard., Cushingoid state, benign intracran.hypertens., delay. wound heal., incr.liabil.to infect., psorias. (provokes pustul.form).

Special precautions: Avoid long term treatm., fac.dermatos., near eyes, occlus.dress.

 XE "Repivate" REPIVATE, Cipla Medpro [P/S]
Betamethasone valerate equiv.to betamethasone.

Indications: Non-infect.steroid respons. dermatos.

(S4) CREAM. 31/13.4.1/0688. 1 mg/g.

882934-003: 15 g, R11,25
882934-011: 500 g, R376,95
Dosage: Apply to affect.area 2-3xdly. Short courses only.

Contraindications: H.simplex, skin vaccinia/ varicellia & TB, pregn., infts., young childr., infects., leg ulc.

Side effects: Atroph.skin chang., skin dry.& thin., loss of elastic., dilat.of superfic.bld.vessels, telangiectas., ecchymos., incr.fragility of cutan. vessels, syst.absorpt.(large doses) & HPA depress., growth retard., benign IC hypertens.

Special precautions: Teratogen.in anim., occlus. dress., institut.suit.concom.anti microb. ther.if second. microb.skin infect.pres., fac.dermatos., near eyes, treatm.of psorias.may provoke pustul. form of the dis., don’t apply to skin crease area

 XE "Stopitch" STOPITCH, AI Pharm Ltd [P/S]
Hydrocortisone acetate.

Indications: Corticoster.respons.dermatos.

(S2) CREAM. G2212. 0,1 g/10 g.

810223-007: 20 g, R37,70
Dosage: Apply thin layer to affect.areas 2xdly.
Contraindications: Rosacea, acne, peri-oral dermatit., skin TB, varicose ulc., vir., fung./bact. skin infects., pregn.

Side effects: Loc.atroph.skin chang., prolong. use/use of large amounts/applic.to extens. areas/to damag.skin/or occlus.dress.techniq.can result in syst.absorpt., HPA axis depress., benign IC hypertens.

Special precautions: Concom.antimicrob.ther.in second. microbial.skin infects., short courses only, fac. dermatos., near eyes.

 XE "Synalar" SYNALAR, Glenmark [P/S]

Fluocinolone acetonide

Indications: Inflam.prurit.& allerg.dermatos.

(S4) CREAM, [P/S] G1400 

(Act 101/1965). 0,25 mg/g
768278-007: 15 g, R86,95

(S4) OINT, [P/S] G1401

(Act 101/1965). 0,25 mg/g
768286-018: 15 g, R86,95

(S4) GEL, [P/S] B/13.4.1/133. 

0,25 mg/g

768294-002: 30 g, R200,98
Dosage: Apply small quant.to areas 2-3xdly.

Contraindications: Bact./fung./vir.prim.skin infects., acne rosacea, perioral dermatit., napkin rash, anogenit.prurit., pregn.

Side effects: Atroph.skin chang.with long term use & occlus.dress., syst.absorpt., HPA-axis depress. with adren.gland suppress., growth retardat., benign IC hypertens.

Special precautions: Instit.suit.anti-microb. therapy in second.microb.skin infect., near eyes, fac.dermatos., short cours.only, treatm.of psorias. provoke pustul.form of dis., relapse & loc./system. toxic., avoid skin crease areas.

Warnings: No occlus.dress.when treat.childr., max.therapy 5 days, do not use in childr.und.1 yr., use only for short periods if fac.applicat.necess.

14.4.1
Cortico-steroids with  anti-infective agents 
FUCIDIN H (MDR Listing)

TRAVOCORT (MDR Listing)

 XE "Diprogenta" DIPROGENTA, Organon [P/S]
Betamethasone (as dipropionate) 0,5 mg, gentamicin (as sulphate) 1 mg/g.

Indications: Corticoster.respons.dermatos.with suspect./complicat.by second.infect.caus.by gentamicin sens.organisms. Cream: Wet ooz.infects. Ointm: Dry scaly condits.

(S4) CREAM, [P/S] F/13.4.1/223

720356-008: 20 g, R354,67
(S4) OINT, [P/S] F/13.4.1/224

720364-019: 20 g, R334,36
Dosage: Apply thin film to affect.area 2xdly.in morn.& at night. Adeq.maint.ther.poss.with less freq.applic.

Contraindications: H.simplex, vaccin., varicella, skin TB.

Side effects: Unknown: Burn., itch., irrit./trans. irrit, dryn., follliculit., hypertrichos., acneiform erupt., hypopigmentat., perioral/allerg.cont. dermatit., skin macerat., second.infect., skin atrophy, striae, miliaria. More freq.with occlus. dress: Skin macerat., second.infect., skin atrophy, striae & miliaria. Syst.absorpt: Poss.gentamic. assoc. ototox., blurr.vis.

Warnings and special precautions: Not for ophthalmic use, discont.if irrit./sensitisat./super-infect.partic.fung.devel., avoid long term contin. use, syst.absorpt.poss.when large quantit.used/ applicat.to large areas/damag.skin & occlus.dress., poss. HPA axis depress.esp.in childr., rare benign intracran.hypertens., facial dermatos., near eyes, short courses only with reg.pt.eval.for cont.ther., do not apply to inft.nappy & skin crease areas & pref.not for infts./young childr., poss. provokes pustul.form of psorias., refer.to opthalmolog.to eval.poss.vis.disturbs.causes., teratogen.in anim. theref.do not use in pregn., not recomm.in breastfeed.

 XE "Fucibet" FUCIBET, Adcock Ingram Ltd [P/S] 
Fusidic acid 20 mg, betamethasone val.1 mg/g

Indications: Short term treatm.of eczematous dermatos.colon.by sens.bact.

(S4) CREAM, 45/13.4.1/0678

720972-001: 30 g, R347,50
Dosage: Adults & childr: Apply 2-3xdly to affect.areas. Treatm.durat: of 2 wks.usually suffic.

Contraindications: Prim.bact./fung.or vir.skin infects., rosacea, perioral dermatit. vaccinat. reacts., skin manifestat.relat.to TB & syphil., ulcus cruris, und.occlus., intertrigen.les., pregn., childr. <2 yrs.

Side effects: Hypersens.reacts., skin atrophy, striae, thinn.& dilat.of superfic.bld.vessels esp. with occlus., syst.absorpt.to prod.hypercorticism esp. in childr./infts.with prolong.use & occlus. dress., telangiecstas., steroid acne, hypertrichos., follicullit., allerg.contact dermatit., perioral dermatit., otit.externa, UTI, eczema aggrav., skin dryn. /irritat., scalp dermatit., prurit., sore throat, flu-like illn., H simplex infect.activat.
Special precautions: Incr.risk of contact sensitis. & antibiot.resist.with extend./recurr. applic., avoid long term contin.ther as adren. suppress. poss.even without occlus., large skin areas/ face & intertrigen.skin areas, near eyes, safety in lactat.not est., use beyond 7 days in absenc. of clinic.improvem., avoid skin atrophy/ cutan. ulc./acne vulgar/fragile skin/perianal & gen. prurit./open wounds & muc.membr.

See also MDR page 66.
 XE "Fucidin-H" FUCIDIN H, AI Pharm Ltd [P/S] 
Fusidic acid 20 mg, hydrocortis.acet.10 mg/g

Indications: Short term treatm.of mild to mod. eczema & dermatit.with second.suscept.bact. infect.

(S4) CREAM, 45/13.4.1/0568

720973-001: 30 g, R347,50
Dosage: Adults & childr: Uncov.les: apply 3xdly to affect.areas. For cov.les.apply less freq. Treatm.durat: up to 2 wks.

Contraindications: Prim.bact./fung.or vir.skin infects.& skin manifest.relat.to non-suscept. organ., childr.<2 yrs., pregn.as teratogen.in anim.,
Side effects: Hypersens.reacts., skin atrophy, telangiecstas., striae, follicullit., hypertrichos., perioral dermatit., allerg.contact dermatit., system. activ., depigmentat., syst.absorpt.to prod. hypercorticism esp.in childr./infts.with prolong.use & occlus.dress., otit.med., URTI, diarrh.& vomit., eczema aggrav., prurit., skin irrit., burn./sting.skin sensat., rash, low back pain, flu-like illn.
Special precautions: Incr.risk of contact sensitis. & antibiot.resist.with extend./freq.applic., avoid long term contin.ther as adren.suppress. poss. even without occlus., near eyes, safety in lactat. not est., avoid damaged skin/open wounds & muc.membr., use beyond 7 days in absenc.of clinic.improvem.
See also MDR page 67.
 XE "Lotriderm" LOTRIDERM, Organon [P/S]

Betamethasone (as dipropionate) 0,5 mg, clotrimazole 10 mg/g.

Indications: Corticoster.respons.dermatos. accomp.by suscept.cotrimazole fung.infect.

(S4) CREAM, R/13.4.1/38

739391-003: 20 g, R365,79
Dosage: Apply regul. 2xdly.morn.& night to cover area completely.

Contraindications: Other corticoster./imidazole sens., H.simplex, vaccin./varicella.

Side effects: Betamethas: Unknown: Burn., itch., irrit., dryn., folliculit., hypertrichos., acneiform erupt., hypopigmentat., perioral dermatit., allerg. contact dermatit., skin macerat., second.infect., skin atrophy, striae, milliar., capill.fragil., sensitisat., blurr.vis. Betamethas.& Clotrimazole: Common: Paraesthes., Uncommon: Maculopapul.rash, oed., second. infect. Clotrimazole: Erythema, burn., blister., peel., oed., prurit., urticar., gen.skin irrit
Warnings and special precautions: Not for ophthalm.use, discont.if irrit./ sensitisat.develop, avoid long term.ther.due to poss.atroph.skin changes partic.with applic.to face/occlus.dress., poss.syst.absorpt.when large quantit.applied/ applic.to large areas or damag.skin.& occlus. dress., poss.HPA axis depress.with sev.effs.most likely in childr., refer.to opthalmolog. to eval.cause of poss.vis.disturbs., concom.antimicrob.ther.if second. microb.skin infect.pres.discont.if infect.not adeq.control., facial dermatos., do not apply to skin crease areas, near eyes, short cours.only review. continuat.reg., treatm.long.than 4 wks.not recomm., inft.nappy areas & pref.not for infts.& young childr., poss.provokes pustul.form of psorias., do not use with occlus.dress., repeat appropr. anti-microb.tests bef.init.another course.if respons.inadeq., do not use in pregn.as teratogenic. follow.topic.applicat.cannot be excl., not recomm. in breastfeed.

 XE "Synalar C, -N" SYNALAR-C, Glenmark [P/S]

Fluocinolone acetonide 0,25 mg, clioquinol 30 mg/g

Indications: Inflam.dermatos.where second. bact.and/or fung.infect.pres./likely

(S4) CREAM, [P/S] G1398

768316-006: 15 g, R122,80

(S4) OINT, [P/S] G1399

768324-009: 15 g, R122,80

SYNALAR-N, [P/S]
Fluocinolone acetonide 0,25 mg, neomycin sulph.3 500 iu/g

(S4) CREAM, [P/S] G1400

768367-018: 15 g, R119,59

(S4) OINT, [P/S] G1401

768332-001: 15 g, R121,14

Dosage: Apply small quantit.to affect.areas 2-3xdly.

Contraindications: Bact./fung./vir.prim.skin infects., rosacea acne, perioral dermatit., napkin rash & anogenit.prurit., pregn. Synalar N also: Applic.to ext.audit.canal in perforat.eardrums.

Side effects: Atroph.skin chang.with long term use & occlus.dress., syst.absorpt., HPA-axis depress.with adren.gland suppress., growth retardat., benign.IC hypertens.

Special precautions: Instit.suit.anti-microb. therapy in second.microb.skin infect., fac. dermatos., near eyes, short cours.only, treatm.of psorias.provok.pustul.form of dis., relapse & loc./ syst.toxic., avoid skin crease areas. Synalar-N also: As it’s nephro & ototox.avoid prolong.use & large amounts where neomycin absorpt.poss.

Warning: No occlus.dress.when treat.childr., max.therapy x5 days, do not use in childr.und.1 yr., use only for short periods if fac.applicat.necess.

 XE "Travocort" TRAVOCORT, (AI Pharm Ltd) Bayer [P/S] 
Isoconazole nitrate 10 mg, diflucortolone valerate 1 mg/g.

Indications: Fung.skin infect., inflam./eczemat. fung.skin condits.

(S4) CREAM. N/13.4.1/171.

771937-016: 20 g, R287,51
Dosage: Apply 2xdly. Apply to gauze for interdigit.applicat. Discont.ther.aft. inflamm./ eczemat.condit. regress.& contin.with prep.not contain.corticoid.
Contraindications: TB or syphilitic process./ rosacea/perioral dermatit./post-vaccinat.skin reacts.in treatm. area, viral dis., skin crease areas, safety in pregn.& lactat.not est.

Side effects: Loc.reacts.incl.atroph./acneform skin chang., system.absorpt., HPA-axis-depress., retard. growth, Cushingoid state, benign intracran. hypertens., folliculit., hypertrichos., perior. dermatit., allerg.skin reacts.

Special precautions: Suit.anti-microb.ther.in second.infects., teratogen.in animals, specif.ther. in bact.skin infects., near eyes, incr.S/E/glauc.risk with contin. longt.use/large quantit.used/applic.to large areas/ occlus.dress.& poss.more sev.in childr., short cours.only, review regul.if contin. ther. necess.
14.5
Psoriasis 
(See also 14.4, 23)

DOVOBET (MDR Listing)

REMSIMA (MDR Listing)

REVELLEX (MDR Listing)

 XE "Clobex" CLOBEX, Galderma [P/S]

Clobetasol propionate.

Indications: Short term topic.treatm.of mod.to sev.scalp psorias.in adults over 18 yrs.

(S4) SHAMPOO, A40/13.4.1/0035

710464-001: 0,5 mg/g, 125 ml, R441,66
Dosage: Init.treatm.course: Limit.to 4 consec. wks.treatm. Max.dos. 50 ml/wk. Re-assess. diagn. if no improvem.within 4 wks.

Apply on dry scalp once dly.& massag.les. Leave on x15 mins.without occlus.bef.lather.& rins.

Maint.treatm: When pt.is clear/has mild plaque psorias.aft.4 wks.of once dly treatm.apply 2x/wk. to maint.therapeut.eff.& prev.recurr. Safety & effectiven. of maint treatm.not demonstrat.for more than 6 mnth period.

(S4) SPRAY, 46/13.4/0556

722469-001: 500 µg/g, 120 ml, R412,63
Indications: Topic.treatm.of mod.to sev.plaq.-type psorias.in adults.

Dosage: Spray directly to affect areas 2xdly.& rub in until absorb. Max.50 g per wk. Limit. treatm. to 4 wks. If furth.treatm.necess.use less potent ster. Discont.when dis.controlachiev. May be rep.for psorias.exacerbat.aft. an off treatm. period

Contraindications: Infect.scalp area, areas other than scalp, ulcerat.skin les., childr.und.18 yrs., pregn.& lactat. Spray also: skin areas affect.by bact./vir/fung.or parasit.infects., skin TB, skin dis.caus.by syphil., acne vulgar., rosac/ perioral dermat., applic.near eyes, peri-anal & genit.prurit.
Side effects: Skin atroph.changes, benign intracran. hypertens., Cushing.state, HPA-axis depress., dryn., irritat., hypopigmentat., hypersens., applic.site burn., perioral dermatit./ skin atrophy/wors.rosac./acne & hypertrichos. with spray

Warnings and special precautions: Poss. treatm.rebound relaps., tol.developm., loc./ system. toxic., high.risk of system.effs.with contin.long-term use/large quantit.used/appl.to large/damaged areas/occlus.dress.& poss.more sev.in childr., ac.adren.insuffic.with abrupt withdr., near eyes, intertrig.areas, suit.anti-microb. ther.in second.bact.infects., poss. provokes pustul.form of dis., sev.liv.dysfunct., sev.diab.mellit., decr.fertility with SC admin.in rats, teratogen.follow.derm.applicat.in anim.

 XE "Cosentyx" COSENTYX, Novartis South Africa (Pty) Ltd
See Section 26
 XE "Dovobet" DOVOBET, AI Pharm Ltd [P/S] 
Calcipotriol 50 µg, betamethasone dipropion. 0,5 mg/g

Indications: Psoriasis vulgaris

(S4) OINT, 37/13.9.1/0241

708636-001: 30 g, R547,83
708636-002: 60 g, R1 095,66
Dosage: Apply to affect.area once dly upto 4 wks. Max.wkly dos: 100 g. Max.dly.dos: 15 g

(S4) GEL, 44/13.9.1/0632

Calcipotriol 50 µg, betamethasone dipropion. 0,5 mg/g

Indications: Scalp psoriasis., mild to mod.psorias. vulgaris plaques on non-scalp body regions in adults.

717191-001: 30 g, R547,75
Dosage: Do not shower/bath immed.aft.applicat. and gel to remain on skin dur.night/day

Adults: Apply to affect.area once dly. Recomm. treatm. per.4 wks.for scalp areas & 8 wks.for non-scalp areas.  Applicat. of 1-4 g/day gen.suffic. Contin. or rep.treatm.aft.med.review and und. reg.med.supervis. Max.dly.dos.15  g & max.wkly dos.100 g. Body surf.treat.not to exceed 30%. For scalp applic.gel maybe used & 1-4 g/day usually suffic. 4g=1 teaspoon

Contraindications: Erythroderm.exfoliat.& pustul. psorias., known Ca metabol.disords., vir./fung./ bact. or parasit.skin infects., skin manifestat.in relat.to TB/syphil., perioral dermatit., atroph.skin, striae atrophicae, skin vein fragility, ichthyos., acne, rosacea., ulc., wounds, perianal & genit. prurit., pregn.& lactat.

Side effects: Hypercalcaem.if max.wkly.dos. exceed. Freq: Prurit. Less freq: Skin infects., folliculit., hypersens., eye irrit., psorias. exacerbat., skin burn., skin pain/irritat., dermatit., erythema, acne, dry skin, rash, striae, exfoliat., rebound eff.

Addit.pharmacolog.class reacts: Calcipotriol: Poss. syst.effs.caus.hypercalcaem./hypercalciur. Betamethasone: Loc.reacts., colloid milia, depigmentat., gen. pustul.psorias., syst.reacts., adrenocortic.suppress., cataract., infects., diab.mellit.metabol.contr.impact, incr.IOP.

Warnings and special precautions: Avoid other concom.steroids, system.corticoster. advers. effs.poss., avoid apply.to large areas damag.skin/ und.occlus.dress & in skin folds, decr.in cortisol response to adrenocorticotrop.hormone challenge aft.4 wks.treatm.at high dos., to minimise hypercalcaem. risk avoid treatm.of more than 30% body surf., avoid face/mouth or eyes & wash hands aft.applic.to avoid accident.transf.to these areas., treat.second.infects.with appropr. antimicrob. ther., discont.if second. infect.worsens, grad.withdr.& medic.supervis.post treatm.to monit. poss.rebound effs., discont.for advers.effs.relat.to long term use, no exper.in guttate psorias., limit. exper.in combinat.with other syst.antipsoriat. meds./ photother., avoid/limit artific./natur. sunlight expos., passes into breast milk, safety in sev.hepat./ren.impairm.not est., no exper.in childr. & adolesc.und.18 yrs.

See also MDR page 56-57.
 XE "Linotar Gel" LINOTAR GEL 1 (Glenmark) MeyerZall [P/S]

Coal Tar

Indications: Psorias.& eczemat.condits.of skin & scalp, cold sores.
(S0) EMULS, A27/13.9.1/0357

794422-012: 1 g/100 g, 250 ml, R280,95

Dosage: Extern.use only. Apply thin layer on clean les.2-3x/day. Massage gent.& leave to dry.

Contraindications: High.inflam./brok.skin, use in/ around rect./genit.area/groin.

Side effects: Poss.enhanc.skin photosens., skin irrit./acne-like erupt.

Warnings and special precautions: Avoid cont. with eyes, discont.ther.if irrit.occurs, avoid dir. sunl.expos.aft.applic.
 XE "Neotigason" NEOTIGASON, (Cipla) Teva [P/S]
Acitretin

Indications: Sev.extens.psorias., loc.or gen. pustular psorias., sev.keratiniz.disords.resist.to other ther.

(S5) CAPS, W/13.4.2/73, 74

817732-004, 10 mg, 30, R1 042,55
817740-007, 25 mg, 30, R2 427,98
Dosage: Prescribe only for 1 mnth.to ensure reg. monitor. Indiv.admin.once dly.with meals/milk. Init.dly.dos: 25/30 mg x 2-4 wks. Maint: 25-50 mg/day x further 6-8 wks. Max. 75 mg dly.

Keratiniz.disords: Contin/maint.dos.at low level of 20 mg & up to 50 mg dly.

Combinat.treatm: Reduc.dos.depend.on indiv. repons. Std.topic.treatm.except. keratolyt.can gen. be contin.

Contraindications: Acitret./ retinoid cross sensit., pregn.(teratogen.) & breastf., women of childbear.potent.strict contracept.4 wks bef.during and 3 yrs aft.treatm., sev.liv./ kidn.impairm.& chron.abnorm. elev.bld.lipid values, concom.tetracyclines, concom. methotrex., concom.vit.A/ othr. retinoid.due to risk of hypervitaminos.A, microdos. progesterone preps.(minipills), childr.und.18 yrs.or until bone developm.compl., treatm.long.than 12 mnths., cont.glucose.

Side effects: Very common: Dry.inflam. react.of mucous membr., dry mouth & thirst,, cheilit., prurit., alopec., acne, skin exfoliat., abnorm.LFT & lipids, atherogenes.Common:  Headache, stomatit., GI disord., skin fragil., sticky skin, dermatit., abnorm.hair text., britt.nails, paronych.,erythem., arthralg., myalg., periph.oed. Uncommon: Dizzin., blurr.vis., gingivit., hepatit., rhagad., dermatit.bull., photosens.react. Freq.unknown: Vulvo-vaginit., Candida albic., Type I hypersens., hear.impair., tinnit., flush., Capillary Leak Syndr./retinoic acid syndr., dysphon., dysgeus., rect.haemorrh., pyogen.granuloma, madaros., angioed., urticar., skin thinn., exfoliat.dermatit., dry skin assoc.with scaling/ thinn./erythema esp.face/ hair thinn./ frank alopec., granulaomat.lesions, sweat., rhagades of corner of mouth., malaise, drowsin. Rare: Periph.neuropath. Very rare:  Ben.intracran. hypertens., night blindn., ulcerat.keratit., jaund., bone pain, exostos.
Special warnings and precautions: Teratogenic, see prod.lit for condits.of Pregnan.Prevent.Program., pt.to use eff.contracept.without interrupt.1mnth bef.treatm.& at least 3yrs aft.stop.even in amenorrh., obt.neg.pregn.test bef.treatm./ monthly during & periodical.with 1-3 mnth interv.for 3yrs after stop.treatm., min.req. fem.pts of childbear.pot.-use at least 1 highly eff.method of contracept. or 2 compliment. user depend.forms, pt.not to donate bld.during therap.and 3 yrs.aft.discont., reports of psychiatric disords, take care with pts.with depress.hist., women of childbear. age to avoid.alcoh.during treatm. and 2 mnths aft.cessat.of treatm., musculoskelet. changes with long-term treatm.: hyperostos.incl.vertebr.-& bridg.of vertebr.bodies / exostos./ extraskelet. calcificat.incl.soft tissue-/-of anterior spinal ligam./-of tendons & ligaments esp.ankle, knee & pelv./ periosteal thick./disk narrow./ cortic.bone resorpt./ osteoporos./ bone thinning/ fract./ premat.epiphyseal.clos./ painl.muscle stiffn., rare severe skin reacts, photosens., trans.revers.elev.transamin./ alkal. phosphatas., elev.serum triglycer.& cholester.monit.in high risk pts.& long-term treatm.1 mnth.aft.commence.& every 3 mnths, atherogenes.risk, monit.hepat. funct.bef.& 1-2 wkly for 1st 2 mnths then 3 mnthly during treatm., if path.values monit.wkly., if deteriorate or fail to return to norm.stop treatm., cont.monitor hep.funct.for 3 mnths, freq.checks in high risk pts.:DM/ alcohol./ obesity/ CV risk fact./ lipid metab.dis., decr.night vis., intracran.hypertens- disc.& refer for neurolog.evaluat.if sev.headache/ N&V & vis disturbs.exper., investig.atypic. musculoskelet. sympts., period.exam.for poss. acitret. induc.bone chang.& extra-skelet. calcificat., eff.of UV light enhanc., mood changes with high doses, rare cases of Capillary Leak Syndr.& Exfoliative dermatit., poss.alopec. 

Interactions: Alcoh.not be ingest.by women of childbear.age, avoid alcoh.during treatm.& 2mnths aft., Vit A & other retinoids incr. hypervitaminosis A risk, reduc.phenytoin protein bind., dimin.eff.of progest.preps.or “minipills”, incr.risk of hepatit.with methotrex., tetracyclines.
 XE "Remiflix" REMIFLIX, Cipla Medpro [P/S] 

Infliximab.

Indications: Act.psoriat.arthrit, chron. sev.plaque psorias.where system.ther. indicat.
(S4) POWD.FOR INFUS, 53/30.1/0502
3003928-001: 100 mg, R2 593,34
Dosage:Prior init.therap.evaluat.for active.TB & latent infect.See product lit.for prep.& admin.techniq. Admin. by exper.physic.only. 
Psoriat.arthrit: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly Use with/without methotex. S&E of re-admin.other than every 8 wks.not est.

Plaque psorias: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly. S&E of re-admin.other than every 8 wks.not est.
Contraindications:>5 mg/kg in mod.-severe HF (NYHA class III/IV), TB & other sev.infects.eg. sepsis/ abscess/ opportunist.infects.

Side-effects:Common: Anaem., leukopen., hypertens., headache, chills, peripher.oed., pyrex. constip., diarrh., dyspeps., entirit., gastrit., aphth. stomatit. stomatit. vomit., abscess, bronchopneumon., cellulit., entirit., folliculit., furuncle, LRTI, lymph node TB, pulmon.TB, resp.tract.infect., sinusit., skin infect., tinea versicol., TB, URTI, infus.related reacts., UTI, incr.ALT, incr.bld.triglycer., incr.gamma-glutamyltransfer., incr.hepat.enzyme, incr.transaminas., incr.TSH, decr. appetite, dehydrat., hypercholesterolaem., hyperglycaem., hyperlipidaem., hypertriglyceridaem., arthralg., musc.spasm., RA, synovit., depress., insomn., haematur., nephrolithias., urin.incontinen., chronic bronchit., cough, middle lope syndr., product.cough. Uncommon: Myocard. ischaem., vertig, eye irrit., allerg.oed., papul.urticar.
Special warnings and precautions: Incr.risk of fatal infect., not to be initiat.in pts.with act.infect./ >65 yrs./ co-morbid. cond., immunosuppress. eg.corticoster./ methotrex.poss.incr. infect.risk, consid. risk & benefit prior treatm.in pts with chronic/recur.infect./ exposed to TB/ hist. of opportun.infect./ reside or travel.in areas of endem.TB or mycoses.(suspect invas.fungal infect.)/ underly cond. predispos.to infect., hist of TB/ HIV/ diagn.of latent TB as risk of TB reactivat., monit.S&S of infect., discon.if serious infect./ sepsis, reports of malignanc.in pts.≤ 18yrs., reports of lymphoma/ melanoma/ merkel cell CA & other malignanc., RA pts.incr.risk of leukaem., poss.incr.risk of HSTCL in comb.with immunosuppress., pts.with mod-severe COPD incr.risk of malignanc., pts.with hist.of /who develops malignan., test for HBV infect. prior treatm.as poss.HBV reactivat., evaluat. for liver injury if S&S of liver dysfunct., discont.if jaund./ incr.LFT, monit.HF pts.closely discont.if new/worse sympt., discont.if severe hypersens.reacts., consid.benefit vs risk for reinduct., pts.with ongoing/ hist.of signific. hematolog.abnorm., pts.with or develop neurologic disord., concom. anakinra/ abatacept/ live vaccines/ therap.infect. meds/ other biologicals not recomm., switch between biologicals incr. infect. risk., stop treatm.if sympt.of lupus-like syndr.& positive antib.test., monit.for infect.after surgical proced., adeq. contracept.in child bear.women x6 mnths.aft.last treatm., safety in pregnan. not est., do not breastfeed.

Interactions: Concom.anakinra/ abatacept, avoid concom.tocilizumab, concom.methotrexate poss.decr.anti-infliximab antibodies and incr.conc., comb.with other biological therap., live vaccines, therap.infect.meds., monit. conc./ effect of CYP450 substrates
 XE "Remsima" REMSIMA, AI Pharm [P/S] 

Infliximab.

Indications: Mod.psorias.where photother. inadeq./ inappropr., sev.plaque psorias.in adults where system.ther.indicat.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 52/30.1/0309. 10 mg/ml

3001518-001: 100 mg 1 vial, R2 593,34
Dosage: See product lit.for prep.& admin.techniq. Safety & effic.beyond recomm.durat.not est. Admin. by exper.physic.only. Observ.for 1-2 hrs. post infus. Facilit.for treat.anaphylax.to be avail. Admin.IV

Psorias: Init. 5 mg/kg IV infus.follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks.aft.init. infus. then every 8 wks.thereaft. If no respons.aft.14 wks.addit.treatm.should not be given. Data unavail.for re-admin.other than every 8 wks.

Contraindications: TB & other sev.infects.eg. sepsis/abscess/opportunist.infects., mod.to sev.HF (NYHA class III/IV), concom.anakinra, concom.live vaccines

Side effects: V.common: Vir.infects., headache, URTI, sinusit., abdom.pain, naus., infus.relat.react., pain. Common: Bact.infects., neutropen., leucopen., anaem., lymphadenopathy, allerg. resp. sympts., depress., insomn., vertigo, dizzin., hypaesthes., paraesthes., conjunctivit., tachycard., palpitat., hypotens., hypertens., ecchymosis., hot flush., flush., LRTI, dyspn., epistax., GI haemorrh., diarrh., dyspeps., GORD, constipat., abnorm. hepat. funct., incr.transaminas., new onset or worsen. psorias., urticar., rash, prurit., hyperhidros., dry skin, fung.dermatit., eczema, alopec., arthralg., myalg., back pain, UTI, chest pain, fatig., fev., inj.site react., chills, oed. Uncommon: TB, fung. infects., thrombocytopen., lymphopen., lymphocytos., anaphylact.react., lupus-like syndr., ser.sickn./-like react., amnes., agitat., confus., somnol., nervousn., seiz., neuropathy, keratit., periorbit.oed., hordeolum, new onset or worsen. card.fail., arrhythm., syncope, bradycard., periph. ischaem., thrombophlebit., haematoma, pulm.oed., bronchosp., pleurisy, pleur.effus., intestin. perforat., intestin.stenos., diverticulit., pancreatit., cheilit., hepatit., hepatocellul.damage, cholecystit., bull.erupt., onychomycos., seborrh., rosacea, skin  papilloma, hyperkeratos., abnorm.skin pigmentat., pyelonephrit., vaginit., imp.heal., autoantibody posit. Rare: Meningit., opportunist.infect. (bact./ fung./vir./parasitic), hepatit.reactivat., lymphoma, non-Hodgkin lymphoma, Hodgkin dis., leukaem., melanoma, cervic.Ca, agranulocytos., thrombot. thrombocytopen.purpura, pancytopen., haemolyt. anaem., idiopath.thrombocytopen.purpura, anaphylact. shock, vasculit., sarcoid-like react., apathy, transver.myelit., CNS & periph. demyelinat. disords., endophthalmit., cyanos., periph. effus., circulat.fail., petech., vasosp., interstit. lung dis., autoimmune hepatit., jaund., tox. epiderm.necrolys., Stev.-John.syndr., erythema multiforme, furunculos., granulomatous les., complem.fact.abnorm. Not known: Vacc. breakthrough infect., hepatosplen.T-cell lymphoma (prim.adolesc/young adults with Crohn’s dis & ulcerat.colit), Merkel cell Ca, trans.vis.loss dur./ within 2 hrs.of infus., myocard.ischaem., MI, liv. fail., worsen.dermatomyosit.

Warnings and special precautions: Eval.TB incl.latent TB & other opportunist.infect.risk bef./ dur./aft. init.ther., discont.in pres.of ser. infects./sepsis, infus.relat.ac./delay.hypersens. reacts.incl.anaphylax., antibod.format.reduc.& reduc.freq.of infus.reacts.with concom. immunomodulat., eff.of concom.immunomodulat. ther.more profound in episodic.treatm.than maint.treatm., antibod.format.risk.incr.if immunosuppress. discont.prior to/dur.treatm., antibod. not always detect.in ser., discont.& no furth. infus.admin.if ser.reacts.occur., infect.relat. reacts.more likely if antibod.develop., delay. hypersens. react.risk incr.with incr.treatm.free interv.theref.caref.monit.reqd.if re-treatm.init. aft.prolong.per., eval.risk vs benef.for pts.resid./ have travel.to reg.where invas.fung.infects. endem., consid. poss.invas.fung.infect.if ser.syst. illn.pres., chron.infect./recurr.infect.hist., consid. anti-TB ther.in latent/act.TB hist.prior to init. ther. where altern.course of treatm.cannot be confirm./ signif.TB risk.fact.pres.despite. negat.latent TB test, monit.for act.TB S&S dur.& aft.treatm. incl. those test.negat., human antichimeric antibody (HACA) posit.pts.more likely to exper. infus.reacts., excl.source of infect. specific.absecess.in fistulis. Chron’s dis.with ac.suppurat. fistul., HBV infect. test.prior.to init.ther.& if ther. reqd.monit.caref.if posit., if HBV reactivat. develops discont.treatm.& init.antivir.ther., discont. if jaund./ALT lev.>5 times ULN develop & investig., concom.abataept not recomm., concom. other biologic.therapeut./ therapeut.infect.meds.not recomm., caut.when switch.from one biologic. to another as infect.risk poss.incr., 6 mnth wait. per. bef.admin.BCG vacc.to infts.expos. in utero, discont.if lupus-like syndr. develop & posit.for antibod. against double strand. DNA, pre-exist./ recent onset CNS demyelinat. disords., lymphoma incid. high.than expect.in gen. populat., incr. background risk for lymphoma & leukaem.in RA pts.with long stand.high.act. inflamm. dis., caut.if incr.malign.risk due to heavy smok., malign. hist./ pts.develop.malign., psorias. pts.with hist.of extens. immunosupress.ther./ prolong. PUVA, eval. poss.risk with concom. azathioprine or 6-mercaptopurine, skin Ca risk fact., screen for dysplas.in prior dysplas.or colon Ca hist., HF of NYHA class I/II, sympts.suggest.of bld.dyscras., plan. surg.with monit.for infect., elderly, high. proport.of paed.pts.have report. infect., paed.pts.to be uptodate with vaccinat. guidelines, sucrose poss. influenc.diab.glycaem. control, fruct.intol., gluc.-galact.malabsorpt./ sucrase-isomaltase, not stud.in childr.less than 6 yrs.of age with juvenile rheumat.arthrit.. safety in pregn.& lactat. not est., crosses the placenta & detect.in infts.ser.up to 6 mnths follow.birth, adeq. contracept.in child bear.women x6 mnths.aft.last treatm.,do not breast feed x6 mnths aft.last treatm.

14.6
Acne 
(See also 18.4)

ORATANE (MDR Listing)

 XE "Acnetane" ACNETANE, AI Pharm Ltd [P/S]

Isotretinoin

Indications: Sev.recalcitr.nodul.acne & sev. nodul. acne unrespons.to convent.ther.incl.syst. antibiot.

(S5) CAPS. 34/13.4.2/0356, 0357
701667-001: 10 mg, 60, R340,18
701656-001: 20 mg, 60, R697,91
Dosage: Indiv.depend.on pts.weight & severity. Admin. with meals. Low dos.once dly.& high. dos. as sngl.or div.dos. Init: 0,5 mg/kg dly.x2-4 wks until.respons.est. Maint: Contin.at 0,5 mg/kg dly.if respons.good reduc.to 0,1 -0,2 mg/kg with intol. dur. init.ther. Incr.to 1,0 mg/kg/day where init. respons.inadeq.& in partic.sev.cases if well toler. Admin. maint.ther. x12 wks.for 1st stage of ther. Observ. 8-20 wk. interv. bef.admin.2nd.course.if necess.

Contraindications: Pregn.& lactat., isotretinoin & vit.A derivat.hypersens., hepat./ren.impairm., hypervitaminos. A, hyperlipidaem., concom. vit.A/other retinoids & tetracycl., women of childbear. potent.unless uninterrupt. effect. contracept. practis.x1 mnth.prior to ther./dur.& at least one mnth.aft.discont.

Side effects: Teratogen., dry skin & mucosa, dry eyes, keratit., conjunctivit., revers.corn.opacit., contact lens intol., skin reacts., nail dystrophy, incr. granulat.tiss.format., persist.hair thinn., revers. alopec., hirsut., acne fulmin., hyperpigmentat., photosens., musc.& joint pain, CNS effs., depress., psychot. sympts., suicid. behav., benign.IC hypertens., night vis.& colour impairm., imp.hear.at cert. freq., GI disturbs., inflammat.bowel dis., pancreatit., hepatit., bronchosp.most. with asthma hist., bld.dyscras., incr.serum triglycer./ cholester. lev., decr.HDL, hyperuricaem., skelet.hyperostosis, loc./ system. infects., lymphadenopathy, haemat./ proteinur.,allerg.vasculit., hypersens.incl. anaphylax.

Special precautions: Two simultan.reliable methods of contracept.recomm., explicit. explanat. of pregn.risk & relev.contracept.meas.to pt., pregn. test.prior & dur.ther., avoid other keratolyt. / exfoliat. agents, avoid UV expos., trans. incr.in acne at init.of ther., pancreatit.risk with high serum triglycer., est.liv.funct.prior to ther./ aft.1 mnth treatm.& at 3 mnthly interv., observ.for depress. discont.& init.appropr. treatm. if occurs, concom.tetracycl.assoc.with benign IC-hypertens., diagnos.of diabetes, discont.in pres.of vis.chang./pres.of uncontrol. hypertriglyceridaem./ pancreatit., sympts.of inflammat.bowel dis/ diabet./ fam.hist. thereof., est.lipid profile prior to ther./1 mnth aft. init. ther.& at end of treatm.& more freq.in high risk pt.groups, do not donate bld.dur.ther.and x1 mnth. aft.cessat., avoid skin resurfac.proced.dur.& x6 mnths.aft.ther., avoid diet.supplem.contain. Vit.A, poss.intol.to vigorous exerc.

Drug interactions: Addit.effs.tox.effs.with vit.A incl.diet.supplem., concom.tetracycl. assoc.with benign IC-hypertens.

 XE "Acnetret" ACNETRET, Cipla Medpro [P/S]

Isotretinoin

Indications: Sev. nodul.acne unrespons.to convent. ther.incl.antibiot.

(S5) CAPS. 38/13.4.2/0267, 0265
711877-001: 10 mg, 60, R273,91
711876-001: 20 mg, 60, R536,71
Dosage: Admin.dly.dos.with meals/milk. Indiv. depend. on sever.& S/E. Init: 0,5 mg/kg dly.x2-4 wks. Until respons.est. Maint: 0,5-1 mg/kg dly. for 12-20 wks. If well-tol.dly.dos.may be incr.to 1 mg/ kg where init.respons.inadeq.or in sev.cas. Max. dos.of 1 mg/kg/day to be giv.for limit.per. only.
Low.dos.may be giv.once dly.& high.dos.2xdly.or more. Maint.at low.dos.in pts.show.sev.intol.to norm. dos. Incr.remiss.rate & relaps.prevent.with cumulat. dos.of at least 120 mg/kg/treatm. Ther. durat. depend.on dly.dos. Compl.& prolong.remiss. poss. in some pts.aft.sngl.course for 16-24 wks. Observ. at least 8 wk.interv.bef.admin.2nd course if necess.
Contraindications: Pregn.& lactat., women who may become pregn.dur.treatm., women of childbear. potent.unless uninterrupt.effect. contracept. practis.x1 mnth.prior to ther./dur.& at least one mnth.aft.discont., pre-exist. hypervitaminos. A, hepat./ren.insuff., excess.elev. bld. lipids, concom.tetracycl., sorbitol intol.

Side effects: Bld.dyscras., CNS effs., headache, malaise, drowsin., seiz., behav.disords., incr. ser. triglycer./ cholester.lev., HDL reduct., ac. pancreatit., hyperuricaem., GI disturbs., dry mouth/ pharyng. mucosa, bleed.gums/nose, inflamm. bowel dis., haematur., proteinur., hepatit., poss. fatal, musc./joint pain, skelet.hyperostos.& prem. epiphys.clos., dry eyes, conjunctivit., keratit., cont. lens intol., bronchosp., skin reacts., lips/nose dryn., photosens., hair thinn., alopec., hirsutism, hyperpigmentat., allerg. vasculit., nail dystrophy, sweat., incr.granulat.tiss. format.in acne erupt., acne fulminans, hear.defic., loc./syst.infects., depress., psychos., suic.ideat./suic., corn.opacit. esp.with high dos.

Warnings and special precautions: Teratogen., explicit explanat.of pregn.risk & relev. contracept.meas.to pt., pregn.test.prior & dur. ther., 2 reliab.forms of contracept.recomm.to be used simultan., to be admin.by spec.physic.only, est. liv.funct.prior to ther./aft.1 mnth treatm.& as appropr. dur.treatm., discont.ther.if liv.enzym. remain elev./hepatit.susp., depress.hist., monit.for depress. signs & init.appropr.treatm.if reqd., hypercholesterolaem., hypertriglyceridaem.tend. developm., est.lipid profile prior to ther.& thereaft. mnthly. dur.treatm., freq.bld.gluc.lev.in diab. mellit., discont.ther.& screen pts.with sympt.of pseudotum. cerebri for papilloed.& ref.to neurolog. for furth. diagn.& care, discont.ther./ophthalmolog. exam. if vis.chang., warn pt.of potent.decr.night vis., pancreatit.risk with high ser.triglycer., discont. ther. in case inflamm.bowel dis.sympt.exper., do not donate bld.dur.ther.and x1 mnth.aft.cessat., avoid diet.supplem.contain.Vit. A, concom. tetracycl. indicat.as assoc.with benign IC-hypertens., concom.keratolyt./exfoll.anti-acne agents not indic., radiat./UV ther.not to be start. dur. treatm., avoid excess.dermabras./wax epilat. dur. & 5-6 mnths.aft.treatm., trans.acne worsen. gen. dur. init.per.

Drug interactions: Addit.tox.effs.with vit.A incl. diet. supplem.

 XE "Androcur" ANDROCUR, Bayer [P/S]

Cyproterone acet.

Indications: Sev.& mod.sev.forms of acne & seborrh., mod.sev.forms of hirsut., mod.sev. androgenet.alopec.

(S4) TABS, R/21.12/159
791970-019: 10 mg, 15, R443,84
Dosage: Commenc.on 5th day of menstr.cycle with 1 tab taken from appropr. marked blister, contin. with 1 tab dly.till tab. mark.with no.15. Foll. above regim.every 28 days. Length of treatm. determ.by severity & respons.

Contraindications: Pregn.& lact., liv.dis., hist.of persist.itch/ jaund./herpes dur.prev.pregn., Dubin Johnson syndr., Rotor syndr., wast.dis., depress., prev./exist.liv.tumours or thromboembol. process., diab.with vascul. changes, sickle cell anaem., admin. bef.conclus.of puberty.

Side effects: Unknown freq: Benign & malign. liv.tumors, hypersens.react., weight incr./decr., abnorm.hepat.funct., jaund., hepatit., depress. mood, libido decr./incr., intra-abdom.hemorrh., rash, breast tendern., ovulat.inhibit., spott.

Special precautions: Concurr.combinat. contracept., pt.to rec.one complete cycle of combinat.contracept prior to commenc.treatm., only for use in wom.of child-bear age, excl. pregn. bef.start of treatm, lactose intol., excl.organ.dis.if persist./recurr.bleed. occ.at irregul.interv., reg. check of liv.funct. & discont.if hepatotox.occ., monit.carbohydr.metabol.of diab.CV dis., ischaem. heart dis., cerebrovasc.dis.& hypertens., consult Dr.if bleed.fails to occur aft. 28 day cycle., bear in mind that sex.steroids can promote growth of cert. horm.depend.tiss.& tumours., consid.different. diagn. of liv.tumour if sev.upper abdom.complaints, liv. enlargem./signs of intra-abdom.haemorrh. occur.

Interactions: Metabol.inhibit.by strong CYP3A4 inhibits., decr.conc.with CYP3A4 induc.

 XE "Benzac AC" BENZAC AC 5, Galderma [P/S]

Benzoyl peroxide.

Indications: Acne vulgaris.

(S0) GEL. [P/S] X/13.12/133. 5 g/100 g.

807842-029: 15 g, R111,31
807842-028: 40 g, R283,56
Dosage: Apply 1-2xdly.to affect.areas aft cleans.

(S0) WASH. [P/S] 30/13.12/0044. 5 g/100 g.

856924-008: 100 g, R280,38
Dosage: Apply 1-2xdly.to affect.areas, rub gently & leave on skin x30secs.bef.rins.
Side effects: Allerg.contact dermatit.& dryn.

Special precautions: Safety dur.pregn., lactat. & use in childr.not est., discont.in case of sev.irrit.

Warnings: Avoid contact with eyes, eyelids, lips & muc. membr., poss.bleach./skin discolourat.if in cont.with any materials, poss.trans.skin discolourat. if used with PABA-contain.sunscreens.

 XE "Clindoxyl" CLINDOXYL, GSK [P/S]
Clindamycin 1 g, anhydr.benzoyl peroxide 5 g/100 g

Indications: Acne vulgaris esp.inflamm.les.in adolesc.& adults.

(S4) GEL, 42/13.11/0441

719260-001: 25 g, R286,33
Dosage: Wash affect.skin area, rinse & pat dry. Apply gel once dly.in even. In some cases 4-6 wks may be requir.bef.full therap.eff. Treatm.not to exceed more than 12 wks.contin.use.

Contraindications: Safety in pregn.& lactat.not est., lincomycin hypersens., safety & effic.in childr. und. 12 yrs.not est.

Side effects: Erythema/peel./dryn./prurit.at applic. site, paraesthes., acne worsen., cont. dermatit., burn., diarrh., isolat.pseudomembr.colit., resist.with longt.use, allerg.reacts.

Warnings and special precautions: Avoid mouth/ eyes/skin/ mucous membr./abrad.or eczemat. skin, minim.sun/sun lamp expos., atop. pts., sens.skin, reduc.applic.freq.in case of excess. dryn./irrit., lincomycin/erythromycin cross-resist., avoid other concom.topic.acne preps.cont.Vit.A, potent.synerg.betw.clindamycin & gentamycin, concom.topic.antibiot./abrasiv./alcoh.cont.prod. &/astring.

 XE "Cyclimycin" CYCLIMYCIN, (Aspen Pharmacare: Pharma) Pharmacare  [P/S]

Minocycline HCl equiv.to minocycline
Indications: Sev.acne-adjunct.

(S4) CAPS. W/20.1.1/0442, 0443

788287-001: 50 mg, 60, R272,60
788295-012: 100 mg, 100, R1 329,89
Dosage: Adults: Acne: Init. 50-100 mg 2xdly. Maint: 50 mg 2xdly.
Contraindications: Pregn.& lactat., childr.und.12 yrs, poss.dos.reduct.of anticoags., potent. hepatotox. medic., Ca, Mg, Al & iron salts decr. absorpt.

Side effects: GI disturbs., non-suscept.organ overgrowth, tooth discol., enamel hypoplas.& retard. bone growth in childr.und.12/foetus, incr. IC-press & bulg. fontanelle in infts., bld.dyscras., vit. defic., allerg.reacts., photosens., poss.neg.N2 bal. in elderly, pseudotumour cerebri

Warnings and special precautions: Imp.liv. funct., myasth. grav.sympt.poss.aggrav.

Drug interactions: Poss.reduc.anticoag.dos., Ca, Mg, Al & iron salts decr.absorpt., poss. antagon.in act. with concom.penicill.

 XE "Dalacin-T" DALACIN T, Pfizer [P/S] 
Clindamycin phosphate equiv.to clindamycin base 
Indications: Acne vulgaris.

(S4) LOT, Y/20.1.6/326. 10 mg/ml.

828718-008: 30 ml, R202,58
Dosage: Apply thin.to affect.area 2xdly.
Contraindications: Lincomycin/clindamycin sens., antibiot.assoc.colit./ulcerat.colit./Crohn’s dis.

Side effects: V.common: Skin irritat., dry skin, urticar., peel. Common: GI disords., seborrh. Post market: Folliculit., eye pain, pseudomembran. colit., abdom.pain, contact dermatit.

Warnings and special precautions: Investig. prolong./signif. diarrh.& discont.ther.if necess., topic.absorpt.occurs, avoid mouth & sensitive surf./ abrad.skin & muc.membr., atopic pts., safety in pregn.& lactat.not est., report.in breast milk aft. oral & parenter.admin.

Interactions: Antiperistalt.meds.poss.prolong/ aggrav.colit., system.admin.enhanc.neuromusc. block act.

See also MDR page 620.
 XE "Deriva" DERIVA, Glenmark [P/S]

Adapalene.

Indications: Acne vulgaris of face/chest & back where comedones, papules & pustules predominat.

(S3) GEL. 44/13.11/0766. 1 mg/g.

720276-001: 30 g, R243,30
Dosage: Apply once dly.aft.wash to affect.area bef.retir. Treatm.may be resum.in the event of tempor.discont./reduc.freq. if pt.judg.to tol.treatm.

Contraindications: Neonates & childr.und.12 yrs., sev.acne, safety in pregn.& lactat.not est., 

Side effects: Skin irrit., erythema, dryn., scal., prurit., burn., photosens., contact dermat., sting.& warm feel.

Special precautions: Discont.in case of sev. irritat/reduc.freq./discont.tempor., avoid contact with eyes/muc.membr./broken or eczemat.skin, sev.acne cover.large areas of body, not to be used in women of childbear.age unless effect. contracept. pract., other concom.retinoids/ meds. with simil.mode of act., safety of rep.expos.to sun & UV irradiat.not est, poss addit.irrit.effs.with concom. peel.agents/irrit.prod./astringents, use of other cutan.anti-acne treatm.eg erythromycin, benzoyl perox.may be used in morn., birth defects. report.with topic.retinoid expos.dur.pregn.

 XE "Diane-35" DIANE-35, Bayer [P/S]

21 tabs: Cyproterone acetate 2 mg, ethinylestradiol 0,035 mg. 7 non-hormon.tabs.

Indications: Androgen depend.acne, androgen depend.alopec., hirsut., contracept.

(S4) TABS, V/21.8.2/300
825859-018: 28, 1 mnth.cal.pack, R211,11
Dosage: 1 tab.at same time dly.from 1st day of menstr. cycle.
Contraindications: Hist./curr.venous thrombos.(DVT,PE), hist./curr.arter.thrombos.(eg.MI)or prodromal condits.(eg.angina pector.& TIA), hist./curr.CVA, migraine hist.with focal neurolog.sympts., sev./multipl.risk fact.for venous/ater.thrombos.eg.DM with vascul.sympts./sev.hypertens./ sev.dyslipoproteinaem., herdit./acquir.predispos.for venous/arter.thrombos.eg.APC resist./ antithrombin-III-deficien./ prot.C or S deficien./ hyperhomocysteinaem./ antiphospholip.-antibod., sev.hepat.dis., direct-act.antiviral (DAA) meds.cont.ombitasvir/ paritaprevir/ dasbuvir & comb., hist./curr.liver tumour, known/ suspect.sex-steroid malignan., undiag. vag.bleed.,concom.other hormon.contracept., known/suspect.pregnan., lactat., use in men.

Side effects: Common: Nausea, abdom.pain, incr.weight, headache, depress.-/alt.mood., breast pain./-tendern., Uncommon: Vomit., diarrh., fluid retent., migraine, decr. libido, breast hypertroph., rash, urticar. Rare: Contact lens intoler., hypersens., decr.weight, incr.libido, vag.-/breast discharg., erythema nodosum/-multiforme, thromboembol.
Special warnings and precautions:Incr.risk of VTE & arter.thromboemb.,discont.if freq./sev.of migraine incr., incr.risk of liv.tumours, slight incr.rel.risk of breast CA, hypertriglyceridaem./fam hist.incr.risk of pancreatit., disc.if hypertens., reports of occur./deteriorat.of jaundice and/or prurit.relat.to cholestas., gallstone/ porphyr./ SLE/ haemolyt.uraem.syndr./ Sydenham’s chorea/ herpes gestationis/ otoscleros.-relat.hearing loss, exacerb.sympts of angioed., discon.if ac./chronic liv.funct.disturb., discont.if recurr.of cholestat.jaund., monitor.diabetics, Chron’s dis.& UC, avoid sun expos./UV radiat.if chloasma tend., mood changes/depress.sympt., contains lactose. 

Interactions: Meds induce microsom.enzymes & result in incr.sex hormone clear.lead.to breakthrough bleed.&/or contracept.fail., phenytoin/ barbit./ primidone/ carbamazep./ rifampicin/ poss.oxcarbamazep./ topiramate/ felbamate/ griseofulv./ St.John’s Wort incr.clear., comb.OC/ HIV/HIC protease inhib./ non-nucleoside reverse transcirpt inhib.poss.incr./decr.plasma conc., strong & mod. CYP3A4 inhib.eg.azole antifung./ verapamil/ macrolides/ diltiazem/ grapefruit juice/ etoricoxib poss.incr.plasma conc., ciclospor.conc.increase, lamotrigine conc.decr., CYP3A4 substr.eg.midazolam & CYP1A2 substr.eg.theophylline weak plasma conc.incr., or mod.plasma conc.incr.with eg.melatonin & tizanidine, DAA meds.cont. ombitasvir/ paritaprevir/ dasbuvir & comb.incr.ALT lvl.>20xUL, centain lab.tests.
 XE "Differin" DIFFERIN, Galderma [P/S]

Adapalene.

Indications: Acne vulgaris where comedones, papules & pustules predominate.

(S3) GEL. 29/13.12/0606. 1 mg/g.

827215-002: 30 g, R323,44
(S3) CREAM. 32/13.12/0476. 1 mg/g.

863939-007: 30 g, R323,44
Dosage: Apply once dly.to affect.area bef.retir.& aft.wash.

Contraindications: Childr.und.12 yrs., sev.acne, concom.retinoids/meds with similar act.

Side effects: Skin irritat., dry skin, burn.sensat., erythema, contact dermatit., skin discomf., sunburn, prurit., skin exfoliat., acne flare, skin pain & swell., eyelid irrit./-erythema/-prurit/-swell.

Special precautions: Allerg.reacts.may arise aft.treatm.completed, not to be used in pregn.& lactat., tetratogen.shown in anim.with oral admin., discont.in case of sev.irritat., do not apply to broken skin/large surf.areas esp.in women of childbear.age not on adeq.contracept., other retinoids/ meds.with simil.mode of act.not to be used concur., eff.of rep.expos.to sun & UV irradiat. not est.theref.avoid, poss addit.irrit.effs.with concom. peel.agents/irrit.prod.& astringents, use of other cutan.anti-acne treatm. eg erythromycin, benzoyl perox.may be used in morn.

 XE "Diva 35" DIVA 35, Unicorn [P/S]

21 tabs: cyproterone acetate 2 mg, ethinyl-oestradiol 35 µg. 7 placebo tabs.

Indications: Sev.androgen-depend.acne, androg. alopec.& mild hirsutism in women, oral contracept. where anti-androg.ther.reqd.
(S4) TABS, 38/21.8.2/0055
707875-001: 28, 1 mnth.cal.pack, R115,92

Dosage: 1 tab.at same time dly.from 1st day of menstr. cycle.
Contra-indications: Pregn.& lactat., mod.imp. liv.funct., cholestas., Dubin-Johns.or Rotor syndr., hepat.adenomas, oestrog.depend. neoplasms eg breast or endometr.Ca, CV dis. incl.prev./exist.arter./ven.thrombot.or embol. process. or predispos.condits., lipid metabol. disturbs., undiag.vag.bleed., cholestat.jaund., chorea, herpes, pemphigoid gestationis/ deteriorat. otoscleros., sev./foc.migraine, cerebrovasc.condit., advanc.diab.mellit.with vasc. changes, sickle-cell dis., porphyr., men, childr.

Side-effects: Hepat.Ca, thrombos., weight gain, depress., N&V, alt.liv.funct., hepatit., jaund., hepatomegaly, hepat.fail., gall bladd.dis., alopec., photosens., allerg.rash, breast tendern., vag.candidias., thromboembol.disords., thrombosis, reduc.gluc.tol., lipid metabol. changes, appetite changes, mood/ment./libido changes, dizzin., headache, migraine, contact lens intol., fluid retent., hypertens., GI disturbs., chloasma, melisma, haemorrhag.erupt., cervic. secret.changes, incr.cerv.& breast Ca risk, menstr. irregular., post treatm.anovulat.

Special precautions: Depress.hist., gall bladd. dis., condits.influenc.by fluid retent., high BP, varicos.veins., phlebit.hist., otoscleros., multipl. scleros., epilep., tetanus, chorea min., asthma, discont.4-6 wks. bef.surg.assoc.with incr. thrombo-embol.risk or prolong.immobilisat., discont.immed.in case of first sign of thrombo-embol.disords./unusual.sev.prolong.headache / sudd.vis./hear./percept.disturbs./collapse,/S&S of cerebrovasc.dis./hepatit./jaund./gen.itch./liv. enlargem./sev.upper abdom. pain/sev.depress./ signific.incr.BP/exacerbat.of condits.known to poss.deterior.dur.OC ther./pregn., past oligomenorrh. & amenorrh., addit.non hormon. contracept.methods when effic.at risk, surg., investig.heavy inter menstrual bleed., incr.incid. circulat.dis., fam.hist of arter.dis., hypercholesterolaem., familial hyperlipoproteinaem., diab.mellit., obesity, migraine, benign & malign.liv.tumours observ., consid.liv.tumour in different.diagnos.in pres. of sev.upper abdom.complaints/liv.enlargem./signs of intra abdom.haemorrh.

Drug interactions: Reduc.plasma lev.with antibiot., enzyme induc.eg.anti-epilept.agents/ griseofulvin /barbitur./phenylbutazone & rifampic. imp.act., effic.of anticoags./ antidepress./ anti-diabet./anti-hypertens./ß-blocks. & diurets.reduc., theophyll.& cyclospor. plasma conc.incr., large supplem.Vit.C incr. ethinyloestradiol ser.lev.
 XE "Doxycycline Biotech 100 mg" DOXYCYCLINE BIOTECH 100 MG, Biotech Laboratories (Pty) Ltd
See Section 18.4
 XE "Drasira" DRASIRA, Cipla Medpro (Pty) Ltd
See Section 17.1.1
 XE "Eloine" ELOINE, Aspen Pharmacare
See Section 17.1.1
 XE "Epiduo" EPIDUO, Galderma [P/S]

Adapalene 1 mg/g (0,1 %), benzoyl peroxide 25 mg/g (2,5 %)

Indications: Acne vulgaris where comedones, papules & pustules are pres.

(S3) GEL. 44/13.12/0109

720002-001: 30 g, R321,87
Dosage: Treatm.durat.determ.by clinic.condit. Clinic.improvem.appear 1-4 wks.aft.treatm.init.

Apply once dly.to affect.area bef.retir.& aft.wash.

Side effects: Skin irrit./erythema/dryn./scal./ burn.& sting.peak.dur.1st wks., prurit., sunburn, allerg. contact dermatit., fac.swell.

Warnings and special precautions: In case of sens.apply non-comedon.moisturis./less freq./ discont.in case of sev.irrit., safety & effective.not stud.in childr.und.12 yrs., do not apply to broken skin, avoid contact with eyes/mouth/ nostrils & muc.membr., discont.in case of sens., excess. expos. to sun & UV radiat.to be avoid, bleach.& discolourat.poss.if contact made with col.mater. incl.hair, other retinoids/benzoyl peroxide & meds. with simil.mode of act.not to be used concur., poss addit.irrit.effs.with concom. desquamat./irrit.& dry.agents, not to be used in pregn.& lactat., tetratogen.shown in anim.with oral admin.
 XE "Epiduo Forte" EPIDUO FORTE, Galderma [P/S]

Adapalene 3 mg/g (0,3 %), benzoyl peroxide 25 mg/g (2,5 %)

Indications: Cutaneous treatm. of acne vulgaris where comedones, papules & pustules are pres.

(S3) GEL. 50/13.12/9031

3006361-001: 30 g, R495,54
Dosage: Treatm.durat.determ.by clinic.condit.& therap.response. Clinic.improvem.appear 1-4 wks.aft.treatm.init. If no improvem.aft.4-8 wks. reconsid. treatm. Apply once dly.in evening to clean dry skin to affect.area.

Contraindications: Pregnan., women planning pregnan.

Side effects: Common: Atop. dermatit., eczema, skin irrit./ erythema/ burn./ scaling. Uncommon: Paresthes., erythema of eyelid, dry skin, prurit., rash.Unknown: Anaphylac.react., eyelid oed., tight throat, dyspn., allerg. contact dermatit., fac.swell., pain of skin & blisters, skin discolourat., urticar., applicat.site burn.

Special warnings and precautions: Do not apply to broken/ sunburn/ eczemat.skin, avoid contact with eyes/ mouth/ nostrils & muc.membr., disc.if sensitiv.reacts., excess. expos. to sun & UV radiat.to be avoid, bleach.& discolourat.poss.if contact made with col.mater. incl.hair, S&E in sev.nodul./ deep nodulocyst.acne & childr.<12 not studied, contains propylene glycol that may cause skin irritat., not to be used dur.breastfeed. 

Interactions: Do not use concom.othr.retinoid/ benzoyl perox./meds with simil mode of action, caut.with cosmet.with desquamative/ irritant/ drying eff./ abbrasive soap & cleans.
 XE "Ginette" GINETTE, Cipla Medpro [P/S]

21 tabs: ethinyl oestradiol 0,035 mg, cyproterone acetate 2 mg/tablet & 7 placebo tabs.

Indications: Contracept.in anti-androg.ther., as adj.to ethinyl oestradiol in idiopath.hirsutism, sev. acne esp.androgen-depend.

(S4) TABS, 33/21.8.2/0185
897214-005: 28, 1 mnth.cal.pack, R152,86
Dosage: 1 tab.at same time dly.from 1st day of menstr. cycle.
Contraindications: Pregn., recent evacuat.of hydatidiform mole until urine & plasma gonadotrop. norm., lactat., known/suspect.breast Ca, liv.dis., wast./malign.dis., thrombo-embol. disords./ hist., sev. chron.depress., sickle-cell anaem., oestrog.depend.neoplasma, funct.ovar. cyst, Dubin-Johnson or Rotor syndr., lipometabol. disords., sev.liv.funct.impairm., cerebrovasc. insuff., coron.arter.dis., deteriorat.otoscleros., prurit. hist.dur.prev.pregn., undiag.vag.bleed., herpes, recurr.cholestat.jaund., porphyr., migraine, use in men & childr.

Side effects: Breast chang., menstr.flow & libido chang., depress.moods, GI disturbs., dizzin., headache, skin reacts., vag.candidias., mass gain, periph. oed., hair pattern alterat., bld.dyscras., gall bladd.obstruct., hepatit., coron.& ven.thrombos., CVA’s, hypertens., carbohydr.& lipid metabol. chang., benign & malig.liv.tumours, liv.funct. impairm., incr.cerv.Ca risk, poor contact lens tol., vis. deteriorat.in myopic pts.

Special precautions: Excl.pregn.bef.init. ther., diab.mellit., tetany, hypertens., epilep., chorea, multip.scleros., ren.dysfunct., asthma, depress., varicose veins, card.dysfunct., gallbladd.dis., cont. lens., obesity, condits.influenc.by fluid retent., consid. benef.-risk in endometrios.& uter.fibroids, discont.in case of onset of migraine/sev. headache, sudd./grad.hear.or vis.loss, first sign of thrombo-embol.disords., surg./prolong.bedrest, persist.upper abdom.pain/hepatit./jaund., monit. BP, in hirsut.excl.androg.-produc.tumours & adren. enzyme eff.1st, oligomenorrh., amenorrh., hypercholesterolaem., hyperlipoproteinaem., addit. non-horm.contracept. dur.antibiot.ther.

Drug interactions: Griseofulvin/rifampicin/cert. antibiot.& anti-epilep.decr OC effectiven., effic.of some anticoags./antidepress./anti-diab.agents/ anti-hypertens./ß-blocks.& diurets.reduc., theophyll. & cyclospor.plasma conc.incr.

 XE "Ilotycin A" ILOTYCIN A, Aspen Pharmacare [P/S]
Vitamin A acid (tretinoin)
Indications: Acne vulgaris.

(S3) GEL, H/13.12/172

842591-001: 0.05 %, 20 g, R86,03
(S3)CREAM, H/13.12/171

842605-002: 0.05 %, 20 G, R146,76
Dosage:Apply 2xdly, to clean skin, lightly cover entire aff.area.

Contra-indications: Ac.dermatit.partic.ac.eczema & rosacea 

Side-effects:Trans.skin redn./feel.warm/ sting., poss.exacerbat.of inflamm.lesion.during 1st wks.

Warnings and special precautions: Extern.use only, avoid eyes, mouth & mucous membr., therap.results after 2-3 wks, optim.results after 6-7 wks. 
Interactions: Othr concom.topic.med.applicat., use preps.contain.peel.agents (eg.sulphur/ resorcinol/ benzoyl perox./ sal.acid), do not comb.with medic./ abrasive.soaps, cosmetic.strong drying eff, high conc.alchol.product., astring, avoid exten.sunlight expos.& sunlamps.

 XE "Leyla" LEYLA, Austell Pharmaceuticals (Pty) Ltd
See Section 17.1.1
 XE "Minerva-35" MINERVA-35, (Aspen Pharmacare: Pharma) Bayer [P/S] 

21 tabs: Cyproterone acetate 2 mg, ethinylestradiol 0,035 mg & 7 hormon.-free tabs.

Indications: Androgen depend.acne./ hirsut., contracept.

(S4) TABS, 29/21.8.2/0685
897311-004: 28, R156,79
Dosage: 1 tab.at same time dly.from 1st day of menstr. cycle.
Dosage: 1 tab.at same time dly.from 1st day of menstr. cycle.
Contraindications: Hist./curr.venous thrombos.(DVT,PE), hist./curr.arter.thrombos.(eg.MI)or prodromal condits.(eg.angina pector.& TIA), hist./curr.CVA, migraine hist.with focal neurolog.sympts., sev./multipl.risk fact.for venous/ater.thrombos.eg.DM with vascul.sympts./sev.hypertens./ sev.dyslipoproteinaem., herdit./acquir.predispos.for venous/arter.thrombos.eg.APC resist./ antithrombin-III-deficien./ prot.C or S deficien./ hyperhomocysteinaem./ antiphospholip.-antibod., sev.hepat.dis., direct-act.antiviral (DAA) meds.cont.ombitasvir/ paritaprevir/ dasbuvir & comb., hist./curr.liver tumour, known/ suspect.sex-steroid malignan., undiag. vag.bleed.,concom.other hormon.contracept., known/suspect.pregnan., lactat., use in men.

Side effects: Common: Nausea, abdom.pain, incr.weight, headache, depress.-/alt.mood., breast pain./-tendern., Uncommon: Vomit., diarrh., fluid retent., migraine, decr. libido, breast hypertroph., rash, urticar. Rare: Contact lens intoler., hypersens., decr.weight, incr.libido, vag.-/breast discharg., erythema nodosum/-multiforme, thromboembol.
Special warnings and precautions:Incr.risk of VTE & arter.thromboemb.,discont.if freq./sev.of migraine incr., incr.risk of liv.tumours, slight incr.rel.risk of breast CA, hypertriglyceridaem./fam hist.incr.risk of pancreatit., disc.if hypertens., reports of occur./deteriorat.of jaundice and/or prurit.relat.to cholestas., gallstone/ porphyr./ SLE/ haemolyt.uraem.syndr./ Sydenham’s chorea/ herpes gestationis/ otoscleros.-relat.hearing loss, exacerb.sympts of angioed., discon.if ac./chronic liv.funct.disturb., discont.if recurr.of cholestat.jaund., monitor.diabetics, Chron’s dis.& UC, avoid sun expos./UV radiat.if chloasma tend., mood changes/depress.sympt., contains lactose. 

Interactions: Meds induce microsom.enzymes & result in incr.sex hormone clear.lead.to breakthrough bleed.&/or contracept.fail., phenytoin/ barbit./ primidone/ carbamazep./ rifampicin/ poss.oxcarbamazep./ topiramate/ felbamate/ griseofulv./ St.John’s Wort incr.clear., comb.OC/ HIV/HIC protease inhib./ non-nucleoside reverse transcirpt inhib.poss.incr./decr.plasma conc., strong & mod. CYP3A4 inhib.eg.azole antifung./ verapamil/ macrolides/ diltiazem/ grapefruit juice/ etoricoxib poss.incr.plasma conc., ciclospor.conc.increase, lamotrigine conc.decr., CYP3A4 substr.eg.midazolam & CYP1A2 substr.eg.theophylline weak plasma conc.incr., or mod.plasma conc.incr.with eg.melatonin & tizanidine, DAA meds.cont. ombitasvir/ paritaprevir/ dasbuvir & comb.incr.ALT lvl.>20xUL, centain lab.tests.
 XE "Retin-A" RETIN-A, MC Pharma [P/S]

Tretinoin.
Indications: Hyperkeratot.follicul.& relat.condit. eg.acne vulgaris.

(S3) CREAM, [P/S] F/13.12/106. 0,5 mg/g.

760242-003: 20 g, R389,79
(S3) GEL, [P/S] J/13.12/350. 0,25 mg/g.

760250-006: 20 g, R390,06
Dosage: Wash area not more than 2x/day and allow to dry for at least 20-30 mins.bef.applic. Apply 1xdly at bedt.to affect.areas avoid.over saturat. Ther.results poss. aft.2-3 wks with optim. results aft. 6 wks. Resume ther./applic.freq.incr. when pt.able to toler.should ther.have been interrupt.
Contraindications: Safety in pregn.not est., safety & effic. not est.in childr.
Side effects: Hyperkeratos., skin irrit., skin pain, erythema, prurit., papul.rash, rash, dermatit., dry skin, skin exfoliat., headache, fac.swell., blister, local crust.&/ peel., skin discolourat./burn.sensat., hyper-/ hypopigmentat., swell., feel.hot, photosens., scab, eye irrit.

Special precautions: Lactat., not effect.in most cases of sev.pustul.& deep cyst.nodul.variet., discont.ther.in case of sev./persist.irrit.with eczema, not near eyes/mouth/paranas.mouth creas./ mucous membr., poss.irrit.skin & incr. dryn. with weath.extrem., sun expos.incl.UV sunlamps, sunscreen/protect.cloth.if expos.not be avoid., oral tretinoin teratogen.in some anim., alert phys.should pregn.occur as birth defects report.with top.admin., monit.dos.freq.observ. clinic. respons./skin tol., poss.inflamm.les. exacerbat. dur.init.ther., discont./reduc.freq.if loc.irrit.warrants, other topic.meds.& abrasiv.

Drug interactions: Allow.effs.of concom.topic. med./ preps.contain.benzoyl peroxide/sulfur/ resorcinol/salicyl.acid & toiletr.with abras./dry/ desquatmat. eff.to subside bef.use.

 XE "Roaccutane" ROACCUTANE, Roche [P/S]

Isotretinoin.

Indications: Sev.recalcitr.nodul.acne unrespons. to convent.ther.incl.system.antibiot.

(S5) CAPS. R/13.4.2/118, 119.
761125-020: 10 mg, 30, R296,31
761133-004: 20 mg, 30, R539,00
Dosage: Indiv. Start on 2nd or 3rd day of menstruat. Admin.with food once or twice dly. Init: 0,5 mg/kg dly.with dos.rang.to 1,0 mg/kg/day.
Sev.dis.& trunc.acne: Up to 2,0 mg/kg/day. Incr. remiss.rates & prevent relapse admin.cumulat. treatm. dos.120-150 mg/kg. Ther.durat.in indiv. pts. varies as a funct.of dly dos. Compl.remiss. often achiev.by 16-24 wks. Reduc.dos.in cases of intol.admin.over a long.durat. Maj.pts.achiev. compl. clear.of acne with sngl.treatm.course. Observe interv.of 8 wks.bef.admin.2nd.course.
Contraindications Lactat., pregn./women intend. to become pregn./women of childbear.age unless effect.contracept.is used uninterrupt.for 1 mnth. prior to ther., dur.& at least 1 mnth.aft.discont. ther., pre-exist.hypervitaminos.A, hepat.insuff., excess.elev.bld.lipid values, concom.Vit.A /tetracycl., other keratolyt./exfoliat.agents, concurr. radiat.ther.with UV light, soya allerg., sorbitol/ mannitol intol.

Side effects: V.common: Anaem., incr.red bld thrombocytopen., thrombocytos., blepharit., conjunctivit., dry eye, eye irrit., incr.transaminas., cheilit., dermatit., dry skin, localis.exfoliat., prurit., erythemat.rash, skin fragilit., arthralg., myalg., back pain, incr.bld.triglicerides, decr.high lipoprot. Common: Neutropen., headache, epistax., nas. dryn., nasopharyngit., incr.bld. cholester./bld.gluc., haematur., proteinur. Rare: Allerg.skin reacts., anaphylact. reacts., hypersens., depress., aggrav. depress., aggress.tendenc., anx., mood alterats., alopec. Very rare: Lymphadenopathy, diabet. mellit., hyperuricaem., Gram pos. (mucocutan.) bact.infect., abnorm.behav., psychot.disord., suicid.ideat./attempt, suicid., benign intracran. hypertens., convuls., drowsin., blurr. vis., cataract, colour blindn., contact lens intol., corn.opacity, decr.night vis., keratit., papilloed., photophob., imp. hear., vasculit, bronchosp., hoarsen., colit., ileit., dry throat, GI haemorrh., haemorrhag.diarrh., IBD, naus., pancreatit., hepatit., acne fulminans, aggrav.acne, facial eryth., exanth., hair disord., hirsut., nail dystrophy, paronych., photosens.react., pyogen. granul., skin hyperpigmentat., incr.sweat., arthrit., calcinos>, prem.epiphys.fusion, exostos., reduc.bone density, tendonit., glomerulonephrit., incr.format.of granulat.tiss., malais., incr.bld. creatin.phosphokin. Unknown freq: Eryth. multiforme, Stev.-Johns.syndr., tox.epiderm. necrolys., rhabdomyolys.

Warnings and special precautions: Teratogenic., incr.spontan.abort.risk, no pregn.until 1 mnth.discont.of Roaccutane, poss.contracept. fail., consid.indiv.effic.of contracept.methods esp.dur.first cycle of horm.contracept., use two reliab. forms of contracept.simultan., negat. pregn. test 11 days prior to ther., mnthly.pregn.test recomm. dur.ther., limit prescripts. in wom.of childbear. potent. to 30 days of treatm.with continuat. of treatm.requir.new prescript., pt.to confirm contracept. meas.underst./willingn.to comply, only to be used by spec.physic., est.liv. funct.bef.& 1 mnth.aft.start of treatm.subseq.at 3 mnth.interv., reduc.dos./discont.if transaminase levs. > normal not return.to normal dur.treatm./ hepatit.suspect., monit.for signs of depress & init. appropr.treatm.if reqd., discont.ther.& screen pts with sympts.of pseudotum.cerebri for papilloed.& ref.to neurolog.for furth.diagn.& care, monit.pts. with dry eye syndr., refer pts.with vis.diffic.for ophthalm. exam., advise pts.of poss.decr.night vis., monit.vis.prob.caref., est.lipid profile prior to ther. & 1 mnth. aft.start of treatm.& at end of treatm., discont. ther.in case of uncontr. hypertriglyceridaem./ pancreatit.sympt., freq. monit. recomm.in diabet./obesity/alcohol./lipid metabol.disords., skelet.hyperostos.observ.by X-rays, consid.benef.-risk ratio in case of bone chang. incl. premat.epiphys.clos., discont.in case of GI S&S incl.sev.haemorrh.diarrh., interv.of 8 wks. bef.repeat.treatm., rep. course only for definite relapse., avoid sun/UV expos., adjuv. ther. with mild topic.meds.admin.as reqd., do not share meds. (partic.females), return unused meds.to pharm. at end of treatm., do not donate bld.dur & x1 mnth. aft.treatm.discont., poss.trans.incr.in acne at init.of ther., avoid aggress.dermabras.& cutan.las. treatm./wax depilat.x5-6 mnths.aft. treatm., monit.for sev.skin reacts.& discont.if occ., ren.insuff., sev.allerg.reacts.necessit.interrupt.of ther. & monitor., poss.decr.contact lens tol., reduc. tol.to vigour.phys. activ., contains sorbit.

Interactions: Vit.A incr.S/E., tetracycl.poss.incr. intracran. hypertens.

 XE "Rubaz" RUBAZ, Pharma Dynamics (Pty) Ltd
See Section 17.1.1
 XE "Skinoren Acne Cream" SKINOREN ACNE CREAM, (AI Pharm Ltd) Bayer [P/S] 
Azelaic acid.

Indications: Mild to mod.acne vulgar.

(S1) ACNE CREAM. W/13.12/228. 200 mg/g.

794171-001: 30 g, R261,82
Dosage: Apply to cleans.affect.area 2xdly. Contin. applic.over couple of mnths for best results with clin.exper.for applicat.of up to 1 yr. Reduc amnt & freq.if skin irrit occurs.

Contraindications: Safety in pregn.& lactat.not est.

Side effects: Applicat.site burn./-prurit & site erythema, seborrh., acne, depigmentat., cheilit., applicat.site exfoliat./-pain/-dryness/-discolourat./ -irrit./-paraesthes./-dermatit./-discomf./-oed./-vesicles/-eczema/-warmth/-ulc., hypersens., 

Special precautions: Avoid eyes.& mucous membr., safety & effic.in childr.below 12 yrs.not est., worsen.of asthma report.

See also MDR page 91.
 XE "Skinoren Gel" SKINOREN GEL, (AI Pharm Ltd) Bayer [P/S] 
Azelaic acid.

Indications: Mild to mod.acne vulgar.& papulopustular rosacea. 

(S1) GEL, 36/13.12/0028. 150 mg/g

703471-003: 30 g, R261,82
Dosage: Apply approx. 0,5 g(2,5 cm) 2xdly to affect.area aft.cleans. In case of irrit.reduc.amnt of gel/freq. Improvem.gen.apparent within 4 wks.
Side effects: Contact.dermatit., applic.site prurit./ burn./pain/dryn./rash/paraesthes./erythema./ exfoliat./ warmth/discolourat., photosens.reacts., skin rash, fac.oed.

Special precautions: Safety in pregn.& lactat. not est., avoid eyes & muc.membr.., avoid alcohol. cleans./tinct.& astring./abras.& peel.agents.in papulopustul.rosacea, safety & effic.in childr.und. 12 yrs.for acne & und.18 yrs.for papulopustul. rosacea not est., worsen.of asthma report.post. market.
See also MDR page 92.
 XE "Supatane" SUPATANE, Austell [P/S]

Isotretinoin

Indications: Sev.recalcitr.nodul.acne & sev. nodul. acne unrespons.to convent.ther.incl.syst. antibiot.

(S5) CAPS, 51/13.4.2/0006, 0007

3005434-001: 8 mg, 60, R340,17
3005435-001: 16 mg, 60, R679,36
Dosage: Take with food, once or twice dly.

Standard dose: Init.at 0,4 mg/kg dly. Most pts. dose ranges from 0,4-0,8 mg/kg/day. Pts.with very severe/ truncal acne may need up to 1,6 mg/kg. Ther.durat.varies based on daily dose Complete remiss.often in 16-24 wks. For severe intoler.to recommend.dose, cont.at lower dose with longer ther.durat.Most pts.clear acne with single ther.course.For definite relapse, renew ther.with same daily dose.Further improv.up to 8 wks. post-discontinuation. If 2nd course needed, wait at least 8 wks. post 1st course completion.
Concurrent topical ther.: Avoid oth. Keratolyt./ exfoliat.anti-acne agents & UV radiat.ther. Mild topical meds. may be used if need.

Renal impairm.: For sev.ren.insuffic. start at lower dose (eg.8 mg/day).Then incr.up to 0,8 mg/kg/day or till max. toler.dose.
Paed.: Not for prepubert.acne & not recommend.for <12 yrs.due to lack of data.

Contraindications: Pregn.& lactat., isotretinoin & vit.A derivat.hypersens., hepat./ ren.impairm., hypervitaminos. A, hyperlipidaem., concom.vit.A/ other retinoids & tetracycl., women of childbear.potent.unless uninterrupt. effect. contracept. practis.x1 mnth.prior to ther./ dur.& at least one mnth.aft.discont., hypersens. to soya-bean oil.

Side effects: Freq.:Thrombocytopen., anaem., thrombocytos., RBC sedim.rate incr., neutropen., headach., blepharit., conjunctivit., dry eye, eye irrit., nasopharyngit., epistax., nasal dryn., transamin.incr., prurit., rash erythemat., dermatit., cheilit., dry skin, loc.exfoliat., skin fragil., arthralg., myalg., back pain, triglycer. incr., HDL decr. Less.Freq.: G+ bacter.infect., lymphadenopath., anaphylact.react., hypersens., allerg.skin react., diabetes mell., hyperuricaem., benign.IC hypertens., convuls., drowsin., dizzin., papilloed., cataract, colour blindn., contact lens intol., corneal opac., decr.night vis., keratit., photophob., vis.disturb., blurred vis., bronchosp., hepatit., alopec., acne fulmin., erythema, exanthem., hair disord., hirsut., nail dystroph., paronych., photosens.react., pyogen.granul., skin hyperpigment., sweat.incr., arthrit., calcinos., epiphys.premat.fusion, exostos., red.bone dens., tendonit., cholest. incr., gluc.incr., haematur., proteinur., depress., aggress.tend., anxiety, mood alter., suicide, suicid.attempt, suicid.ideat., psychot.disord., abnorm.behav., hear.impair., vasculit., inflam.bowel dis., colit., ileit., pancreatit., GI haemorrh., haemorrh.diarrh., dry throat., glomerulonephrit., granulat.tiss., Unknown freq.: Erythema multiform., SJS, TEN, rhabdomyol., sex. dysfunct., erect.dysfunct., decr.libido, gynaecom., vulvovag.dryn., bld.creat. phosphok. incr.

Special warnings and precautions: Two simultan.reliable methods of contracept.recomm., explicit. explanat. of pregn.risk & relev.contracept.meas. to pt., pregn.test.prior & dur.ther., monitor for signs of depress. esp. in pts. with hist. of depress., monit. for sev.skin reacts. (eg. EM, SJS, TEN) & discont. if suspect., avoid aggress. chem. dermabras. & cutan.laser treatm. x5-6 mnths. post-ther., avoid wax depilat. x6 mnths. post-ther., avoid concurr.admin. with topic. keratolyt./ exfoliat.anti-acne agents., use skin moisturis.ointm. & lip balm from start of ther.due to dryness., avoid UV expos., trans.incr.in acne at init.of ther., monit. for allerg. cutan. react. & allerg.vasculit., monit. for eye disord. incl. dry eyes/ corneal opacit. & decr. night vision & discont. if necess., monit. for myalgia/ arthralg. & incr. serum creatine phosphokinase; risk of rhabdomyolys., monit.for bone chang. in long-term high-dose ther., discont.on signs of benign intracran. hypertens., est.liv.funct.prior to ther./ aft.1 mnth treatm.& at 3 mnthly interv. & consider dose reduct./ discont.if persist.elev. transaminase levels., est.lipid profile prior to ther./1 mnth aft. init.ther.& at end of treatm.& more freq.in high risk pt.groups & discont. if hypertriglyceridaem. uncontroll.or sympts.of pancreatitis occur., monit. for inflamm. bowel dis.& discont. if sev. (haemorrhag.) diarrh., more freq. checks of serum lipid val. / bld gluc. in high-risk pts.(eg. diabet., obesity, alcohol., lipid metabolism disord.)., do not donate bld.dur.ther.& x1 mnth. aft.cessat., avoid skin resurfac.proced.dur.& x6 mnths.aft. ther., avoid diet.supplem.contain.vit.A, poss.intol.to vigorous exerc.

Interactions: Addit.tox.effs.with vit.A incl.diet.supplem., concom.tetracycl. assoc.with benign IC-hypertens., loc.irritat.with. topic.keratolyt. / exfoliat.agents.
 XE "Tetralysal" TETRALYSAL, Galderma Laboratories SA (Pty) Ltd
See Section 18.4
 XE "Treclin" TRECLIN, Mylan [P/S] 
Clindamycin phosp.10 mg, tretinoin 0,25 mg/g

Indications: Topic.treatm.of acne vulgar.when comoedones/papules & pustul.pres.in pts.12 yrs. & old

(S3) GEL, 49/13.12/0499

3003312-001: 30 g, R436,63
Dosage: Adults & adolesc.>12 yrs: Wash entire face at bedt.& gently apply pea sized amnt to face. Treatm.not to exceed 12 wks. contin. use without evaluat. Therapeut. improvem. observ.sev.wks.aft. start.treatm. Safety & effic of rep.courses not est.

Miss.dos: Wait till next dos.

Contraindications: Lincomyc.hypersens., region. enterit., ulcerat.colit., antibiot.assoc. colit. hist., person./famil.skin Ca hist., ac. eczema/ rosacea & perioral dermatit.hist., pustul./deep cyst.nodul. acne, pregn./plan.pregn., women of child bear.age not on effect. contracept., breastfeed.

Side effects: Uncommon: Acne, dry skin, erythema, seborrh., photosens., prurit., rash, exfoliat. rash, skin exfoliat., sunburn, applicat.site react./-burn./-dermatit./-dryn./-erythema. Rare: Hypersens., hypothyroid., headache, eye irrit., gastroenterit., naus., dermatit., H.simplex, macul. rash, skin bleed./-burn.sensat./-depigmentat./-irrit., applicat.site irrit./-swell./-eros./-discolourat./ -prurit./-desquamat., feel.hot, pain.

Special warnings and precautions: Safety & effic.not est.in childr.or pts.>65 yrs., not stud.in ren./hepat.dis., not for oral/ophthalm./intranas. or intravag.use, not recomm.for mild acne vulgar., C.diffic.assoc.colit.report.with topic.use, discont./ reduc. freq.if sev.irrit.exper., atop.subj., do not apply at same time as other topic. preps., other keratolyt.agent use & if used allow their effs.to subside bef.init.ther., avoid agents with strong dry. eff., avoid UV expos., allow sunburn to recov., resist. & cross sens.poss., coagulat.tests with concom. vit.K antagon., negat.pregn.test 24 hrs. bef. init.ther. & effect.contracept.for both parties bef./dur.& x1 mnth aft.discont., tretinoin tetratogen., cross.into breast milk.

Interactions: Other topic.preps., other keratolyt. agent use, avoid concom.corticoster., in vitro antagon. with erythromyc., synergy with metronidazole, antagon.& synergist.effs.with aminoglycos., agonist.act.with neuromusc. block. agents, incr.prothromb.time & INR with vit.K antagon., enhanc.permeabil.for other top.meds.

See also MDR page 485.
 XE "Triphasil" TRIPHASIL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
6 brown tabs: ethinyl oestradiol 30 µg, levonorgestrel 50 µg. 5 white tabs: ethinyl oestradiol 40 µg, levonorgestrel 75 µg. 10 yellow tabs: ethinyl oestradiol 30 µg, levonorgestrel 125 µg. 7 red placebo tabs.
Indications: Fertil.contr.in women, dysfunct. uterine bleed.& prim.dysmenorrh.where contracept. desir., may benefit women on contracept.with coincident.acne.

(S3) TABS. N/18.8/0040.

825832-004: 28, R101,48
Dosage: 1 tab at same time dly, commenc.1st day menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect.head note for oral contraceptives in Pharm.Class.in 17.1.1.

 XE "Yaz" YAZ, Bayer (Pty) Ltd
See Section 17.1.1
 XE "Zineryt" ZINERYT, (AI Pharm Ltd) Astellas [P/S] 
Erythromycin 40 mg, zinc acet.12 mg/ml
Indications: Mod.to sev.acne vulgaris

(S4) TOP.LOT, 34/13.12/0474

897783-007: 30 ml, R225,55
Dosage: Reconstit.accord.to direct.

Apply to skin of entire face 2xdly.x10-12 wks.
Contraindications: Pregn.
Side effects: Erythema, skin.burn.sensat., dry skin, prurit., skin irritat./exfoliation, antibiot.cross-resist.organ.overgrowth, hypersens

Special precautions: In human exper.oral erythromyc.poss.causes congenit.malformat., avoid eyes, nose & other muc.membr., concom.top.acne ther., poss.mutual cross allerg.betw.macrolides.
See also MDR page 100.
14.7
Melanin inhibitors and stimulants
No products listed
14.8
Emolients and protectives
No products listed

14.9
Others 
(See also 4.3)

ALDARA (MDR Listing)

INTRASITE (MDR Listing)

IRUXOL (MDR Listing)

PROTOPIC (MDR Listing)

 XE "Adco-Biohist" ADCO-BIOHIST, AI Pharm Ltd [P/S]

Diphenhydramine HCl 10 mg, Zn oxide 50 mg, calamine 150 mg, phenol 4 mg/ml.
Indications: Eczema, infect.skin sores, itch., insect bites, sunburn, psorias.

(S2) LOT. G2011.

794120-008: 100 ml, R9,74

Dosage: Apply to affect.areas 3xdly.
Contra-indications: Ac.vesicul.& exudat.skin dis.

Side-effects: Allerg.reacts., light sens.

 XE "Aldara" ALDARA, iNova [P/S] 
Imiquimod

Indications: Topic.treatm.of superfic.basal cell Ca, extern.genit./perianal.warts (Condyloma acuminata), non hyperkeratotic, nonhypertrophic actin.keratos.(AKs) of face or scalp in adults.

(S4) CREAM, 32/34/0541. 12,5 mg/sachet

851884-008: 12 sngl.use sachets, R1 236,08
722706-001: 1 pump (4 actuat.=1 sach), R824,06
Dosage: Sev.day rest period may be taken if loc.skin react.severe/caus.discomf. Rest periods were consid.part of treatm.per.which was not extend. Wash & dry area bef.applicat. Apply prior to sleep.& allow skin contact x8-(6-10) hrs. Apply thin layer & rub onto affect.area. Occlus. dressing not recomm. Wash off aft.rest period.

Superfic.basal cell Ca: Apply once dlyx5 consecut. days/wk.x6 wks. Clinic.outcome determ. aft.treat.skin regenerates approx.6-12 wks. aft. treatm.ends.

Extern.genit./Perianal warts: Apply once dly 3x/wk.(every other day follow.by a 2 day treatm. free interv) prior to norm.sleep.hrs. Keep on skin for 8-(6-10) hrs. Cont. treatm. till clear of warts or for max.16 wks.
Actinic Keratosis: Apply 3x/wk.prior to normal sleep. hrs.leave in position x8 hrs,contin.x4 wks. If any AK’s persist.repeat treatm.for addit.4 wks. Max. total treatm.durat.8 wks. Assess AK dear.at 4-8wk.follow.each treatm.period. If excess.loc.skin react.exper./infect.noted a rest period of sev.days may be taken. Sub-clinic.les.may appear in treatm.area.
Side effects: V.common: Burn., prurit., itch. Common: Infect., pustules, lymphadenopathy, anorex., headache, naus., arthralg., myalg., back pain, bleed., erythema, hypopigmentat., irrit., pain, papules, paraesthes., rash, appicat.site react./ sensitiv./soreness/sting./tendern./ burn./ erythema/ itch.& pain, fatig., pyrex. Uncommon: Bact. infect., fung.infect., genit.candidias., H.simplex, influenza, rhinit., URTI, vaginit., vulvit., insomn., depress., irritabil., dizzin., migraine, paraesthes., somnol., conjunctiv.irrit., eyelid oed., tinnit., flush., pharyngit., nas.congest., pharyngo laryngeal pain, abdom.pain, diarrh., dry mouth, vomit., rect.disord., rect. tenesmus, actin.keratos., dermatit., eczema, erythema, face oed., prurit., folliculit., rash erythematos., incr.sweat., urticar., pain in extremity, dysur., dyspareun., erect. dysfunct., male genit.pain, uterovag.prolapse, vag. pain, atroph.vaginit., vulv.disord., applicat.site dermatit./ discharge/inflammat./oed./scabb./ scar./ skin breakdown/swell./ulc./vesicl./warmth/ asthen./ discomf.& inflammat., influenza-like illn., lethargy, malaise, pain, rigors.

Warnings and special precautions: Safety & effic. in pts.und.18 yrs.of age not est., treat. urethral/ intra-vag./cervic./rect.or intra anal warts not recomm., , no clinic.exper.in prev.treat. superfic. bas.cell Ca within 1 cm of eyelids/nose/ lips, auto-immune condits.poss.exacerbat., organ transplant pts., immunosuppress.ther., allow time for skin to recov.1st from any prev.drug/surg. treatm., consid.interrupt.dos.if intens.loc.inflamm. reacts. occur, follow.dly foreskin hygiene routine in uncircumcis.males, wash skin bef.sex.activ., condoms & vag. diaphragms.poss.weaken., inflammat. skin condits. poss.exacerbat, actinic keratos.treatm.of eyelids/inside of nostrils or ears/ lip area inside vermillion border not eval., skin noticeably diff.dur. ther.& until heal., the assoc. betw. complete clear.rate & loc.skin reacts.intens. in AK may be relat.to stimulat.of loc.immune respons., no exper.in immunocomprom.pts., protect treat.skin from solar expos., no exper.in applic. immed.follow.other cutan.meds.for extern. genit.& perianal wart treatm., poss perman.hypo -/hyperpigmentat.report., treat.any infect that develops, not recomm.in pregn.& lactat.
Interactions: Caut.with concom. immunosuppress. ther.

See also MDR page 353.
 XE "Allergex Mepyramine Cream" ALLERGEX MEPYRAMINE CREAM, AI Pharm [P/S]

Mepyramine maleate.
Indications: Allerg.& prurit.skin condits.

(S2) CREAM. G1540. 2 g/100 g.

800511-018: 25 g, R15,88
Dosage: Apply to affect. area 3-4xdly.
Contraindications: Ac.vesicul.& exudat. dermat.

Side effects: Skin sensitisat.with eczemat. erupt., poss.system.eff.if large areas treat.

 XE "Calasthetic" CALASTHETIC, AI Pharm Ltd [P/S]

Calamine 1,22 g, benzocaine 279,4 mg, phenol 25,3 mg, pheniramine mal. 10,2 mg/10 g.
Indications: Sunburn, prurit., itch.skin condits.

(S2) CREAM. G1796.

711624-003: 35 g, R51,83
Dosage: Apply 3-4xdly as reqd.
Contraindications: Ac.vesicul.& exudat. dermatos., infts.

Side effects: Allerg.reacts./skin sensitisat.with rep. applic., syst.effs.

Special precautions: Do not appl.near eyes/ large skin areas.

 XE "Dupixent" DUPIXENT, Sanofi-Aventis [P/S]
Dupilumab

Indications: Mod.to sev.atop.dermatit.not adeq. controll.with topic.corticoster.ther./when those ther.not advis. Can be used with./-out corticoster. ther.

(S4) SOL FOR INJ, 51/13.12/0879. 300 mg/2 mL

3002853-001: 2xprefill.syr., R23 166,60
Dosage: SC admin.only at diff.sites 

Adults: Recomm.dos: Init.600 mg (ie2x300 mg inj) follow.by 300 mg every other wk. Bas.on indiv. respon. may be incr.to 300 mg wkly. Miss.dos: Admin. as soon as poss.thereaft.resum.dos.at reg. sched.

Side effects: V.common: Inj.site reacts., Common: Eosinophil., allerg.conjucntiv., eye prurit., blepharit., dry eye. Select.S/E: Ser.sickn.& ser.sickn.like react.report. 
Warnings and special precautions: Discont. immed.if syst.hypersens.react.occurs, treat pre-exist. helminth infects.bef.init.ther., if helminth infect.occurs.dur.treatm.& unrespons.to anti-helminth ther.discont.ther.until infect.resolv., safety & effic.not est.in allerg./atop.condits.other than atop.dermatit., treatm.of comorbid atop. condits. eg asthma not to be adjust without seek. med.advice, sucr.intol., use.dur.pregn.& lactat.not advis., safety & effic.in paed.pts.not est., no data avail.for hepat./sev.ren.impairm., immunogenicity potential, 

Interactions: Not stud.with live attenuat.vaccin., impact on P450 enzym.activ.not stud.
 XE "Efudix" EFUDIX, Mylan [P/S] 
5-Fluorouracil

Indications: Solar & senile keratos., Bowen’s dis., singl./multip.superfic.basal cell Ca, pre-malign. condits.
(S4) OINT. D/13.8/122. 50 mg/g

722367-015: 20 g, R1 029,22
Dosage: Sen.& solar keratos: Apply to affect. areas 1-2x dly.gen.without dress.

Other condits: Apply occlus.dress.dly. Durat. usual. 3-4 wks. May be exceed.if necess.

Contraindications: Pregn./susp.pregn.
Side effects: Surround.skin redden.

Special precautions: Use und.strict med. supervis., max.skin area for treatm.not to exceed 500 cm2, treat large areas in sect., avoid mucous membr & eyes, must wash hands aft.use.
See also MDR page 461.
 XE "Elidel" ELIDEL, Mylan [P/S] 
Pimecrolimus

Indications: Mild to mod.atopic dematit.in childr. 2-11 yrs/adolesc.12-17 yrs.& adults for short term treatm.of signs and sympts.& intermitt. ther.for prev.of progress of flares where alternat.convent.ther.deem.inadvis./ respons. inadeq./intol.

(S4) CREAM, 36/34/0522. 10 mg/g

702081-002: 30 g, R474,29
702081-003: 60 g, R948,57
Dosage: Adults and childr.2 yrs & over: Apply thin layer to affect.area 2xdly. May be applied to all skin areas incl.head,/face,/neck & intertriginous areas. Apply on appear.of 1st S&S & resume on 1st recurr.of S&S if discont to prev. dis. flares. Due to low system.absorpt.tot.dly.dos. / surf.area treat/durat.of treatm.is not restrict. Emol.may be applied immed.aft.use, however aft. bath/show.apply emol.bef.Elidel

Contraindications: Childr.und.2 yrs., safety & effic. in pregn./lactat.& elderly not est., potent. malign./ pre-malign.skin les., act.cutan.vir. infects.

Side effects: Infect.relat.lymphadenopathy, wart developm., skin/subcutan.tiss.reacts., headache, nasopharyngit., influenza, pharyngit., vir.  infect., pyrex., cough, herpeticum eczema, alcoh .intol., allerg.reacts.incl.rare anaphylax., resp. tract. infects., skin infects., otit.media, rhinorrh., rhinit., wheez., GI disturbs., urticar., hypersens., applic.site reacts.incl.impetigo herpes
Special precautions: Long-term safety not est., rare cases of malign.report., treat.loc.clinic. infects. 1st incr varicella zoster/H simplex vir. infect. risk theref.eval.risk vs.benef.in pres.of such infects., investig.aetiology of lymphadenopathy which may have develop.& ensure it resolves, discont.in pres.of ac.infect. mono nucleos./unclear aetiology of lymphadenopathy, not recomm.in immunocompromis. pts., time to skin tumour format. in anim.photo-carcinogenic.study shortened theref.minim.or avoid nat./artific. sunlight expos., concom.CYP3A inhibit., if S&S persist beyond 6 wks.re-exam.pt.to confirm diagnos., applicat.to vaccinat. sites not recomm., do not mix.with other top.meds., incr.S/E incid. report. when topic.corticoster.used sequent., Netherton’s syndr.due to incr.system.absorpt. potent.
See also MDR page 462.
 XE "Glentriz" GLENTRIZ, Glenmark [P/S]
Imiquimod

Indications: Topic.treatm.of superfic.basal cell Ca, extern.genit./perianal.warts (Condyloma acuminata), non-hyperkeratotic, non-hypertrophic actin.keratos.(AKs) of face or scalp in adults.

(S4) CREAM, 49/34/0556. 12,5 mg/sachet

3003492-001: 12 sngl.use sachets, R976,51
Dosage: Wash & dry area bef.applicat. Apply prior to sleep.& allow skin contact x8-(6-10) hrs. Apply thin layer & rub onto affect.area. Occlus. dressing not recomm. Avoid shower./bath.dur.6-10 hrs.treatm.period. Wash off aft.rest period.

Superfic.basal cell Ca: Apply once dly x5 consecut. days/wk.x6 wks. Cover treatm.area incl.1 cm surrounding tumour. Clinic.outcome determ. aft.treat.skin regenerates approx.6-12 wks. aft. treatm.ends.

Extern.genit./Perianal warts: Apply once dly 3x/wk.(every other day follow.by a 2 day treatm. free interv) prior to norm.sleep.hrs. Keep on skin for 8-(6-10) hrs. Cont. treatm. till clear of warts or for max.16 wks.
Actinic Keratosis: Apply 3x/wk.prior to normal sleep. hrs.leave in position x8 hrs,contin.x4 wks. If any AK’s persist.repeat treatm.for addit.4 wks. Max. total treatm.durat.8 wks. Assess treatm.at 4-8 wks.follow.each treatm.period. A rest period of several days may be taken if loc.react.causes discomf./if infect.observ.

Side effects: Freq: Infect., lymphadenopathy, anorex., headache, naus., myalg., back pain, applicat.site prurit./pain/burn./irrit./itch./ erythema/ bleed./papules/paraesthes.& rash, Less freq: H.simplex, genit.candidias., vaginit., bact. infect., fung.infect., URTI, vulvit., rhinit., influenza, insomn., depress., irritabil., dizzin., migraine, somnol., conjunctiv.irrit., eyelid oed., tinnit., flush., pharyngit., nas.congest., pharyngo laryngeal pain, abdom.pain, diarrh., vomit., rect.disord., rect. tenesmus, dry mouth, prurit., dermatit., folliculit., rash erythematos., eczema, incr.sweat., urticar., actin.keratos., face oed., skin ulc., arthralg., pain in extremity, dysur., male genit.pain, penile disord., dyspareun., erect.dysfunct., uterovag.prolapse, vag.pain, atroph.vaginit., vulv.disord., pyrex., asthen., rigors, influenza-like illn., pan, malaise, applicat.site dermatit./scar./hyperaesthes./ulc./ warmth/discharge/oed./scabb & crust./swell./ vesicl./inflammat.& skin breakdown, lethargy, discomf., inflammat. Post marketing reports of alopecia/haematologic.paramet.requir.clinic.intervent./ elev.liv.enzym./erythema/Stev.Johns.syndr.& cutan.lupus erythematos.

Warnings and special precautions: Safety & effic. in pts.und.18 yrs.of age not est., do not use in childr.with molluscum contagoisum, avoid contact with eyelids/ nostrils/ lips, inflammat.skin condits. poss.exacerbat, no exper.in immunocomprom. pts., auto-immune condits.poss. exacerbat., organ transplant pts., allow time for skin to recov.1st from any prev. drug/surg.treatm., consid. interrupt.dos.if intens.loc.inflamm.reacts. occur, reduc.haematolog.reserve, limit.exper.in foreskin assoc.genital warts, follow.dly foreskin hygiene routine in uncircumcis.males, treat. urethral/intra-vag./cervic./rect.or intra anal warts not recomm., wash skin bef.sex.activ., condoms & vag. diaphragms.poss.weaken., skin appears noticeably diff.in superfic.bas.cell Ca, no clinic. exper. in prev.treat.bas.cell Ca, limit.exper.of actin.keratos.other than face and scalp theref.not recomm., not recomm.in AK les.wth mark. hyperkeratos./hypertrophy, poss perman.hypo -/hyperpigmentat.report., protect treat.skin from solar expos., skin noticeably diff.dur.AK ther.& until heal., the assoc. betw.complete clear.rate & loc.skin reacts.intens.in AK may be relat.to stimulat.of loc. immune respons., decr.rate of complete clear.in AK les.great.than 8 les., not recomm.in pregn.& lactat., treat.any infect that develops.
Interactions: Caut.with concom. immunosuppress. ther.

 XE "Histodor" HISTODOR, (Aspen Pharmacare) Pharmacare [P/S]

Mepyram.mal.50 mg, diphenhydram.HCl 50 mg/5 g.

Indications: Allerg.& prurit.skin condit., nettle stings, insect bites & jelly fish stings.

(S2) CREAM. G1756.

731269-004: 20 g, R16,71
Dosage: Apply to affect.area 2-3xdly.

Contraindications: Eczema.

Side effects: Skin sensitisat., dermatit., system.S/E aft.applicat.to large skin areas.

 XE "Intrasite Applipak" INTRASITE APPLIPAK, Smith Nephew Pharm [P/S] 

Na Carboxymethyl cellulose.

Indications: Dress.for cavity wounds, extravasat. injur., ven.& decubit.ulc.

(S0) GEL, 30/14.2/0117.

894664-018: 0,345 g/unit, 10 x 15 g units, R1 357,84
835323-021: 0,575 g/unit, 10 x 25 g units, R1 697,23
Dosage: Prepare wound & using asept.techniq. introd. gel into wound, smooth over wound surface to minimum depth of 5 mm. Cover with second. dress. Change dress.when necess., gel should not be left in wound for longer than 3 days.

Contraindications: Extern.use only, expos. musc. tendon/ bone, deep part.& full thickn.burns.

Side effects: Trans.discomf/irrit.

Special precautions: Treat wounds with signs of clinic. infect.appropr.bef.use, seek medic.advice bef. using on wound at high risk of infect., ulc. caus. by arter.insuffic.should be inspect.reg.by dr.

See also MDR page 741.
 XE "Iruxol Mono" IRUXOL MONO, Smith & Nephew [P/S] 
Collagenase clostridiopeptidase A 1,20 u, proteases 0,24 u/g.
Indications: Wound cleans.in various types of ulcerat. incl.decubit.ulc.& poor.heal.necrot.wounds

(S1) OINT. G1633.

734012-012: 10 g, R122,37
734012-004: 30 g, R367,20

Dosage: Apply 1xdly.
Contraindications: Other topic.preps.

Side effects: Burn.sensat., loc.irrit.

See also MDR page 741.
 XE "Metvix" METVIX, Galderma [P/S]

Methyl aminolevulinate.

Indications: Thin or non-hyperkeratotic and non-pigment.actinic keratos.on face and scalp when other ther.consid.less appropriat., superfic.&/ nodul. basal cell Ca unsuit.for other avail.ther.due to poss.treatm.relat.morbid.& poor cosmet. outcome, squamous cell carcinoma in situ (Bowen’s dis.) when surg.excis.consid.less appropriate.

(S4) CREAM, A38/26/0528. 160 mg/g.
705611-001: 2 g, R3 891,47
Dosage: Two sess.1 wk.apart. Prepare affect.area to remove scales and crusts and roughen les.surf. Apply 1 mm thick layer with spatula to les.& surround. 5-10 mm norm.skin. Cover with occlus. dress.& leave x3 hrs. Remove dress., clean area with saline & immed.expos.les.to red light with contin. spect.of 570-670 nm and tot.light dos.of 75 J/cm2 at les.surf. Red light with narr.spectrum giv.same activat.of accumulat.porphyr.may be used. Light intens.at les.surf. should not exceed 200 mW/ cm2. Use only CE mark.lamps equipp. with necess.filters &/reflect.mirrors. Admin.correct light dos. Light dos.determin.by var.fact.& lamp should be used accord.to manual. Monit.light dos. deliv.if poss. Multiple les.may be treat.dur.same session. Assess respons.aft.3 mnths. Confirm BCC & Bowen’s dis les.respons.by histologic.biopsy. Les.that show non-complete response may be re-treat.if desir. Close clinic.monit.of Bowen’s dis.with histology.if necess.recomm.

Contra-indications: Morpheaform bas.cell Ca, porphyr., not recomm.dur.pregn., hyperkeratot. actin. keratos., no exper.in pts.und.18 yrs., no exper.with pigment./high.infiltrat.les./les locat.on genital./Bowen’s les.>40 mm/Bowen’s dis in transplant pts.on immunosuppress.ther.& arsenic expos.hist.therefore not recomm.,

Side-effects: Painf.skin sensat., loc.phototox.of erythema & oed., burn/sting./prick.& tingl.skin, itch., crust., ulcerat., blisters, suppurat., infect., peel., applicat.site reacts., bleed.skin, hypo-/hyper pigmentat., rash, urticar., eczema, headache, naus., eye pain & irrit., fatig., dizzin., scar, skin sensitisat., allerg.reacts.poss.delay.
Special precautions: Admin.only by photodynam. ther.train.health care prof., exper.of long term effic.limit., in absenc.of clinic.exper. discont. breast feed.x48 hrs.aft.applicat., pt.& operat.to observ.specif.safety precaut., discont.any UV ther.1st, avoid sun expos.for couple of days, avoid eye contact.

 XE "Phenergan" PHENERGAN, Zentiva [P/S]
Promethazine 2 g, dibromopropamidine isethionate 0,15 g/100 g

Indications: 1st & 2nd degr.burns, scalds, insect bites and stings.

(S2) CREAM, G1334

754722-007: 25 G, R64,65
Dosage: Burns & scalds: Apply directly to affect.area. Cover with dress.when indicat.
Insect bites: Apply immed.& rep.2-3xdly or more oft.if necess.

Contraindications: Prolong.treatm.of burns & scalds, ac.vesicul.& exudat.dermatos.
Side effects: Photosensitisat., skin sensitisat.

Special precautions: Discont.in case of photosenitisat.or if no improvem.within 3 days, brok./eczema.skin, restrict applicat.if large areas affect.to avoid system.absorpt.effs.eg.drowsin., stains cloth./bedlinen.
 XE "Protopic" PROTOPIC, (AI Pharm Ltd) Astellas [P/S] 
Tacrolimus

Indications: 0,03 % Second line ther.in adults & childr.over 2 yrs.for treatm.mod.to sev.atopic dermatit.

0,1 % Mod.to sev.atopic dermatit.in adults not adeq.respons.to 0,03 % or intol.to convent.ther.

(S4) OINT, A40/13.12/0219, A40/13.12/0231

712758-001: 0,3 mg/g, 30 g, R424,34
712758-002: 0,3 mg/g, 60 g, R848,69
712759-001: 1,0 mg/g, 30 g, R470,28
712759-002: 1,0 mg/g, 60 g, R940,56
Dosage: Prescr.by medic.profess. Intermitt.not contin.treatm.stop.if no improvem.aft.3 wks.

Use on any part of the body, incl.face/neck & flexure areas.except muc.membr. Do not apply und.occlus. Apply thin layer to affect.areas.

Childr.>2 yrs.: 0,03 %: 2xdly.for up to 3 wks.then reduc.to 1xdly until clear.of les.

Adults & childr.> 16 yrs.: 0,03 % & 0,1 %: Start with 0,03 % 2xdly.contin.until clear.of les., if sympts. not resolv.start treatm.with 0,1 % 2xdly. Attempt to reduc.freq./use of low.strength if poss.

Contraindications: Immunocompromis.adults & childr., macrolide hypersens.

Side effects: Skin irrit./-burn./-prurit./-erythema/ -warm.sensat./-pain/-rash & -paraesthes., herpes vir.infects., Kaposi’s variceliform erupt., folliculit., acne, paraesthes.& dyaesthes., alcoh.intol.

Warning and special precautions: Malign.incl. cutan.& other types of lymphoma & skin cancers have been report.with the use of Protopic, minimise sun/UV expos., safety & effic.not demonst. for >12 mnths., not recomm.in genet. epiderm. barrier defects due to incr.syst.absorpt. potent, extens.skin involvem.over extend per.of time esp.childr., do not apply to potent./pre-malign. areas, investig.& observ.any lymphadenopathy prior to init.ther., concom. system. admin.known CYP3A4 inhibit.in widespr. &/erythroderm.dis., admin.vaccinat.prior to commencem./ dur.treatm free interv.with 14 days or 28 days for live attentuat.vaccinat.betw.last applic., consid.alternat.vaccinat., reproduct.toxicity follow.system.admin., pregn.& lactat., childr.und.2 yrs., do not apply emollients to same area within 2 hrs., other concom.topic.meds/system.ster./ immunosuppress. agents & in clinic.infect.atop. dermatit.not assess., treat clinic.infects.bef. admin., do not admin.in presc.of herpes & viral infects., loc.immunosuppress.potent unknown for treatm. beyond 1 yr., hepat.fail.

See also MDR page 82.
 XE "Retacnyl" RETACNYL, Galderma [P/S]

Tretinoin.

Indications: As adjunct.treatm.of photodamag. skin due to sun expos.in pts.unrespons.to skin care programs & sun avoid.

(S3) CREAM, 29/13.5/0353. 0,5 mg/g.

874752-019: 30 g, R423,16
Dosage: Apply once dly.to affect.areas bef.retir. & aft.wash. Allow area to dry for at least 20-30  mins. bef.applic. Maint: Apply 1-3 x wkly.once max. benef.achiev.

Contraindications: Safety in pregn.& lactat. not est.

Side effects: Loc.reacts.incl.slight erythem., hypo/ hyperpigmentat., highten.UVB suscept., sev.irrit.of eczemat.skin.

Special precautions: Safety & effic.for use long. than 12 mnths.not est., effic.in pts.old.than 50 yrs.or on mod.to heavily pigment.skin not est., discont./reduc.freq.if loc.irrit. warrants, eczema, weather extrem., avoid/minim. sunlight expos., pt.educat.advis., avoid eye cont., eyelids, nose angles, mouth & mucous membr., teratogen.in experim.animals, concom. topic.meds., peel. agents & abrasiv.esp.those contain.alcoh.

 XE "Rozex" ROZEX, Galderma [P/S]

Metronidazole.

Indications: Inflamm.papules, pustul., & erythema of rosacea.

(S3) GEL. 29/13.4.2/0771. 7,5 mg/g.

820210-005: 30 g, R282,48
Dosage: Adults: Apply & rub a thin film 2xdly to affect.area.

Contraindications: Pregn.& lactat., childr.not recomm.

Side effects: Watery eyes, loc.irrit., trans.redn., mild dryn.&burn.

Special precautions: Bld.dyscras./hist.thereof, reduc.freq./discont.if loc.irrit.occurs, avoid.UV expos., 
Drug interactions: Oral metronidazole potent. anticoag.eff of coumar.& warfar.

 XE "Soolantra" SOOLANTRA, Galderma [P/S]

Ivermectin

Indications: Topic.treatm.of mod.to sev. inflammat. les.of papulopustul.rosacea in adults.

(S3) CREAM. 49/13.12/0906. 10 mg/g.

3003443-001: 30 g, R372,36
Dosage: Apply pea size amnt.once dly.at bedt.to affect.areas of the face for up to 4 mnths. Max. recomm.dly.dos.1 g cream. Treatm.course may be repeat. If no improvem.aft.3 mnths.discont.treatm. Avoid eyelids, eyes,lips mouth & mucos.surf.

Contraindications: Pregn.& lactat.

Side effects: Common: Skin burn.sensat. Uncommon: Skin irritat., prurit., dry skin, rosacea aggravat. Not known: Erythama, contact dermatit., swell.face, incr.transaminas.

Special warnings and precautions: Safety in ren.& hepat.impairm.not est., no data avail.on use in childr.& adolexc.und.18 yrs., not for oral/ ophthal./ intranas./vag.use, apply cosmets.aft. cream dried, trans.aggravat.of rosacea usually resolv.within 1 wk.of contin.treatm., discont.in sev. worsen.with strong derm.react., other concom. rosacea top./system.treatm.not investigat., teratogen. in anim., excret.in breast milk of anim.

Interactions: Plasma expos.poss.incr.with potent. CYP3A4 inhibit.

 XE "Staquis" STAQUIS, Pfizer [P/S] 
Crisaborole 2 % (20 mg/g)

Indications: Topic.treatm.of mild-mod.atopic dermatit.in pts.≥2yrs.
(S4) OINT, 55/13.12/0287

3003773-001: 30 g, R451,42
3003773-002: 60 g, R902,82
Dosage:Apply thin layer twice dly to affect.skin areas.

Side effects: Applic.site reacts.such as burn./sting. 

Special warning and precautions:Hypersens.reacts. incl.urticar.discont.if suspect., safety in pregn.& breastf.not est., S&E paed.pts.<2yrs not est.
See also MDR page 702.
15
OPHTHALMICS
15.1
Anti-infectives
VIGAMOX (MDR Listing)

 XE "Besivance" BESIVANCE, (Bausch & Lomb) SofLens [P/S] 
Besifloxacin

Indications: Conjunctiv.caus.by suscept.bact.in pts ≥ 1yr

(S4) OPHTH.SUSP, 20/15.1/0062. 

3002608-001: 6 mg/ml; 1x5 ml; R239,89
Dosage: Adults & childr. ≥ 1yr: 1 drp.in affect. eye(s) 3xdly x 7 days.

Side effects: Comm: Conjunctivit., blurr.vis., eye irrit./ pain/ prurit., headache. Uncomm: Conjunctiv. haemorrh., eye discharge, eyelid oed., conjunctiv.hyperaem., punct.keratit., ocul. hyperaem., vir.conjunctivit., dry eye, limbal hyperaem., incr.lacrimat.
Special precautions: Not for inj.in eye or other tiss., cildr.< 1 yr, discont.if super-infect.occ., avoid cont.lens.dur.infect., dry eye pts. & pts where cornea poss.compromis., Monitor.prolong.use, safety & effic.in pregn.not est.

 XE "Brolene" BROLENE, (AI Pharm Ltd) Genop [P/S]
Propamidine isethionate.

Indications: Eye & eyelid infects., eye infect. prophylax.aft.minor eye injur.

(S0) EYE DROPS, [P/S] H1212. 1 mg/ml.

710466-005: 10 ml, R55,86

Dosage: 1-2 drps. 4x/day for max.1 wk.

Special precautions: Discont.in cases of sensitis., adverse effs.on corn.permeability & disrupt.of corn.epithelium poss.reg.ophthalm. examinat.with prolong.use, extens.ocul.surf.dis.

 XE "Chloramex Ophthalmic Ointment" CHLORAMEX OPHTHALMIC OINTMENT, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Chloramphenicol.
Indications: Superfic.eye & eyelid infects.

(S4) OINT. H1193. 10 mg/g.

713724-005: 3,5 g, R16,36
Dosage: Apply small amnt.4xdly.
Contraindications: Prev./fam.bld.dyscras.hist. incl. aplast.anaem.

Side effects: Less.freq: Bone marr.depress., aplast. anaem., bld.dyscras., anaphylax., angioed., trans.burn.& sting., urticar., vesic.& maculopap. dermatit., fev.

Warnings and special precautions: Ophthal. use only, supplem.topic.ther.with appropr. syst. treatm. in case of sev.infects., sensitisat.& emerg. of resist.organ.with prolong.use, medic.advice if no improvem. aft.2 days/if sympts.worsen/eye injury/ other concom.eye drops or oint./rec.conjunctivit./ glauc./ dry eye syndr./eye surg/laser treatm.in last 6 mnths., do not wear contact lense dur.ther/24 hrs. thereaft., eval.eff.on ability to drive/use mach./ tasks req.conc., safety in pregn.& lactat.not est.

Interactions: Concom.meds.liable to depress bone marr.funct., poss.interfers with meds. metabol. by hepat.microsom.enzymes, effs.of coumar. anticoags./warfar/some hypoglycaem eg chlorpropamide & tolbutamide.& antiepilept.eg phenytoin enhanc., metabol.incr.by hepat.enzym. induc., poss.decr.effs.of Fe & Vit.B12 in anaem. pts., OC’s act.imp.

 XE "Ciloxan" CILOXAN, Novartis [P/S]

Ciprofloxacin.

Indications: Corn.ulc.& conjunctiv.caus.by suscept.bact.

(S4) OPHTH.SOL. Z/15.1/202. 3 mg/ml.

794104-002: 5 ml, R210,30
Dosage: Corneal ulc/abscesses: 1st day 2 drps.in affect. eye every 15 mins. x6 hrs, then 2 drps.every 30 mins.for remain.of day. 2nd day: 2 drps.hrly. 3rd -14th day: 2 drps 4 hrly. Dos.regim.may be extend.at discret.of physic.

Bact.conjunctivit: First 2 days 1-2 drps.in conjunctiv. sac. 2 hrly while awake, then 1-2 drps. 4 hrly while awake until infect.resolv. Dos.regim. may be extend.at discret.of physic.

(S4) EYE OINT. 35/15.1/0410. 3 mg/g

701064-001: 3,5 g, R221,62
Dosage: Corneal ulc/abscesses: Apply 1,25 cm into conjunctiv.sac every 1-2 hours around the clock for 2 days then 4 hrly for furth.12 days. Dos.regim.may be extend.at discret.of physic.

Bact.conjunctivit: Apply 1,25 cm into conjunctiv. sac/lid margin 3xdly.for 2 days then 2xdly.for furth. 5 days. Dos.regim.may be extend.at discret.of physic.

Contraindications: Hypersens.to other quinolon.
Side effects: Common: White precipit.& ocul. discomf., ocul.hyperaem., metal.taste. Uncommon: Headache, keratopathy/punctuat. keratit., corn.infiltrat., photophob., reduc.vis.acuity, lid oed., blurr.vis., eye pain, decr.tear., eye swell., prurit., incr.tear., eye discharge, lid marg.crust., crystals/scales, conjunctiv.oed., eyelid erythema, paranas.sinus hypersecret., rhinit., naus. Rare: Hypersens., dizzin., ocul.toxic., keratit., conjunctivit., corn.epithel.defect, diplop., hyoaesthes. eye, asthenop., hordeolum, eye irritat., eye inflammat., ear pain, diarrh., abdom.pain, dermatit. Post market: Tendon disord.

Special warnings and precautions: Discont.at first sign of rash/ hypersens.reacts., ser.& occas. anaphylax.with syst.quinolone ther.with only a few.pts.with hypersens.hist., overgrowth of non-suscept. organ.incl.fung.with prolong.use, init. appropr.meas.in superinfect.start.with examin. pt.with aid of magnificat (eg slit-lamp biomicroscopy) & fluoresc. stain.where appropr., poss. adverse eff.on corn.permeabil.& corn.epithel. with prolong.use, reg.ophthalmolog.exams.reqd., extens. ocul.surf.dis., discont.at 1st sign of tend. inflammat.as tendon inflammat.& rupt.report.with syst.quinolones, top.ocul.precipit.resolv.from immed. to 13 days aft.ther.commencem.& does not preclude cont.applicat./advers.affect clinic.course, avoid contact lens.use, safety in pregn.& lactat.not est.
Interactions: With system.admin.theophyll. plasma conc.elev., caffeine metabol.interf.with, eff. of warfarin & its.derivat.enhanc.& trans.incr.in serum creatinine with cyclosporin.

 XE "Exocin" EXOCIN, Abbvie [P/S] 
Ofloxacin.
Indications: Suscept.extern.ocul.infects., 

(S4) EYE DROPS. Z/15.1/347. 3 mg/ml.

839957-009: 5 ml, R106,36
Dosage: Bact.conjunctivit: 1 drp. 2-4 hrly. x2 days then 4xdly.for max.10 days.

Bact.corn.ulc: 1st 2 days: 1-2 drps.every 30 mins. while awake . Awaken approx.4 & 6 hrs.aft.retir. and instill 1-2 drps. Day 3 through 7 to 9: 1-2 drps. hrly.while awake. Day 7-9 through treatm. complet: 1-2 drps.4xdly.
Contraindications: Pregn., lactat., safety & effic. in childr.bel.1 yr not est.

Side effects: Stev.John.syndr., corn.precipitat.& perforat. with pre-exist.corn.epithel.defects./corn. ulc., eye irrit./ocul.discomf., poss.report.system. effs., dizzin., keratit., conjunctivit., blurr.vis., photphob., eye-/periorbit.oed., foreign body sensat. in eyes, incr.lacrimat., dry eye, eye pain/-prurit, eyelid prurit., ocul.hyperaem., naus., hypersens. reacts., fac.oed.

Warnings and special precautions: Not for inj., ser. hypersens./anaphylact.reacts.report.with syst. admin., other quinolone hypersens, rhinopharyng. passage poss.contrib.to diffus.bact.resist., poss. superinfect., extend.use extens.ocul.surf.dis., reg. opthalmol.exam., soft contact lens use, excret.in breast milk, 

See also MDR page 6.
 XE "Fucithalmic" FUCITHALMIC, Pharmaco [P/S]

Fusidic acid hemihydr.equiv.to fusidic acid anhydr. 

Indications: Staphylococ.conjunctivit.

(S4) DROPS. W/15.1/196. 10 mg/g.

783641-001: 5 g, R105,82
Dosage: All ages: 1 drp. 2xdly contin. x2days aft.eye returns to normal.

Side effects: Trans.sting., hypersens.

Special precautions: Not for use with contact lens, prolong.use of benzalkon.chlor.preserv. preps.in pts.with extens.ocul.surf.dis., resist.

 XE "Genfloc" GENFLOC, Gen-eye [P/S]
Moxifloxacin HCl equiv.to moxifloxacin

Indications: Topic.treatm.of suscept.bact. conjunctivit.

(S4) SOL. 49/15.1/0909. 5 mg/ml

3003572-001; 5mg/ml; 1x5ml; R189,18
Dosage: Adults: 1 drp.in affect.eye(s) 3xdly x4days. Childr: Safety & effic.demonstr.in paed. pts.incl.neonates at same dos.as adults.
Contraindications: Quinolone hypersens., no adeq. stud.in pregn.

Side effects: Freq: Eye pain/irrit. Less freq: Decr. Hb, hypersens., headache, paraesthes., dizzin., palpitats., nas.discomf., pharyngolaryng. pain, sensat.of foreign body (throat/eye), dyspn., dysgeus., N&V, erythema, rash, prurit., urticar., incr ALT/ GGT, punctate keratit., dry eye, conjunctiv. haemorrh., ocul.hyperaem./ discomf., eye prurit., eyelid oed., corneal epithel.defect, corneal disord./eros./abras., conjunctivit., blepharit., eye swell./allerg./disch., conjunctiv. oed., blurr.vis., reduc.vis.acuity, asthenop., eryth.of eyelid, endophmthalit., ulcerat.keratit., incr.IOP, corneal opacity/infiltrat./deposits/oed., photophob., eyelid oed., incr.lacrimat.

Special precautions: Ser.& occas.fatal hypersens./ anaphylact.react.(some follow.1st dos.) report. with system.quinolones, non-suscept. organ. overgrowth with prolong use, discont.if allerg. react./superinfect.occurs, discont.at 1st sign of tendon inflammat., no contact lenses in pres.of ocul. bact.infect., lactat., pregn., not for prophylax. / empiric treatm.of gonococcal conjunctivit., not for treatm.of Chlamydia trachomatis in pts. < 2 yrs.
 XE "Lennon Sulphacetamide" LENNON SULPHACETAMIDE EYE OINTMENT, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Sulphacetamide sodium.
Indications: Eye & eye socket infects., styes, trachoma.

(S2) OINT, H1169.

767360-001: 350 mg/3,5 g, R35,22
Dosage: Apply small quantity to inner corner of eye 3x/day.

Contraindications: Corneal penetrat.wounds, concurr.Ag salt preps.

Side effects:.Loc.burn.& sting., hypersens.reacts.

Special precaution: Poss.cross sens.with furosemide/ thiazide diuret./sulponylureas & carbon anhydrase inhibit., poss sulphonam. sensitiv.

 XE "Minims Chloramphenicol " MINIMS CHLORAMPHENICOL 0,5 %, (Bausch & Lomb) SofLens [P/S]

Chloramphenicol
Indications: Ac.eye infect.caus.by suscept. organ.

(S4) SOL, E/15.1/223. 2,5 mg/0,5 ml

743550-013: 20x0,5 ml, R370,92
Dosage: Sngl.dos.eye drops. Adults & childr. accord. to ophthalmol.

Contraindications: Minor infects./ prophylactic. use, dry eye syndr.(long term use).

Side effects: Loc.hypersensit.

Special precautions: Newborn infts., anaem. pts., concom.agents which suppress bone marr. funct.

 XE "Natacyn" NATACYN, (Equity) [P/S]

Natamycin.
Indications: Fung.blepharit., conjunctiv., keratit. caus.by suscept.organ.incl.Fusarium solani keratit.

(S4) SUSP. RX/15.1/240. 50 mg/ml.

745987-001: 15 ml, R2 463,42
Dosage: Fung.keratit: 1 drp. 1-2 hrlyin the conjuctiv.sac. Reduc.freq.to 1 drp. 6-8x dly.aft. 3-4 days. Cont. 14-21 days/until resolut.of infect. In many cases reduc.dos.grad.at 4-7 day interv.to ensure replicat.organ.elimin.

Fung.blepharit.& conjunctivit: Less.freq.init. dos. (4-6 applic) may be suffic.
Side effects: Allerg.react., chest pain, dyspn., eye discomfort & tear., change in vis., corn.opacity, eye oed./-hyperaem./-irrit./-pain, foreign body sensat., parathesia
Special precautions: Base contin.of ther.on clinic. re-eval.& addit.lab.stud.if no improvem.of infect.aft.7-10 days.treatm., susp.adheres to areas of epithel.ulcerat./retent.in fornices occurs reg., pregn.& lactat., safety & effective.in paed.pts.not est., advise pts.not to touch drop.tip, contact lenses not to be worn if S&S of fung.blepharit./ conjunctiv.or keratit.pres.
 XE "Optiphen" OPTIPHEN 0,5 %, Gen-eye [P/S]

Chloramphenicol

Indications: Superfic.eye & eyelid infects.caus.by suscept. organ.

(S4) SOL, 47/15.1/0254. 5 mg/ ml

3003447-001; 5mg/ml; 1x10ml; R77,27
Dosage: Adults & childr: 2 drps in affect.eye(s) 4 x dly. Dos adj.poss.req.in paeds. Max.treatm. durat.10-14 days

Contraindications: Myelosuppress.dur.prev. expos. to chloramphenicol, known person./family hist.of bld.dyscras.incl.aplast.anaem., pregn.& lactat.

Side effects: Bone marrow depress., aplast. anaem., hypersens.react.incl.angioed./anaphylax./ urticar./ fev./vesic.& maculopapul.dermatit., trans. irrit./ burn./sting./sensitiv.reacts incl.itch./ dermatit.

Special precautions: Concom.agents which suppress bone marr.funct., poss.toxic.with chron. use, routine bld.profile advis.bef.ther./at appropr. interv.dur.ther.to detect haemopoiet.abnorm.with long-term./intermitt.use., avoid long-term use, discont.if new infect.devel.dur.treatm.& take appropr. meas., glauc., dry eye syndr., eye surg./ laser treatm. in last 6 mnths., eye inj., avoid contact lens use.

Interactions: May interact.with meds.metabolis. by hepat. microsom.enzymes, enhanc.eff.of coumarin anticoags./warfarin/hypoglycaem.incl. chlorpropamide & tolbutamide/antiepilept.incl. phenytoin., metabol.poss.incr.by phenobarbit./ rifampicin., eff.of iron/vit.B12 in anaem.pts. poss. decr., act.of oral contracepts.poss.affect.
 XE "Tobrex" TOBREX, Novartis [P/S]
Tobramycin.

Indications: Suscept.ext.bact.infects.of eye & adnexa.

(S4) SOL. [P/S] P/15.1/58. 3 mg/ml.

771082-002: 5 ml, R140,41
Dosage: 1-2 drps. 4 hrly. Sev.infects: 2 drps.hrly till improvem., then reduc.bef.discont.
(S4) OINT. [P/S] P/15.1/205. 3 mg/g.

771104-006: 3.5 g, R140,96
Dosage: Mild or mod: 1 cm 2-3xdly. Sev. infects: 1 cm 3-4 hrly till improvem.then reduc.bef. discont.
Side effects: Common: Ocul.discomf., ocul. hyperaem. Uncommon: Hypersens., headache, keratit., corn.abras., vis.impairm., blurr.vis., eyelid erythema, conjunctiv.oed., eyelid oed., eye pain, dry eye, eye discharge, eye prurit., incr.lacrimat., urticar., dermatit., madaros., leukoderma, prurit., dry skin. Freq.unknown: Anaphylact.react., eye allergy, eye irritat., eyelid prurit., rash.

Special warnings and precautions: Discont.if aminoglycos.sensitiv.occurs, consid.poss.top./ syst.cross sensitiv.to other aminoglycos., neurotox./ ototox.& nephrotox.report.with syst. aminoglycos., concom.syst.aminoglycos., prescrib. in known/suspect.neuromusc.disords.as musc. weakn. poss.aggrav., monit.tot.ser.conc.if concom. syst. aminoglycos.admin., poss.skin sensitisat./ superinfect.with prolong.use, corn.heal.poss. retard.with ophthalm.oint., due to poss. adverse eff.on corn. permeabil.& corn.epithel.with prolong. use reg.ophthalm.exam.reqd., prolong.use with extens. ocul.surf.dis., concom.soft contact lens wear not recomm., when still wear.contact lenses remove lenses bef.insert.& wait at least 15 mins. bef.re-insert., as no well control.stud.in pregn. admin.only if potent.benef.outweigh risks, eval.benef.vs.risk in nurs.mothers.

Interactions: Ototoxic, neuromusc.block.drugs or carbenicillin (enhanc.eff.).

 XE "Toryn" TORYN, Gen-eye [P/S]
Tobramycin.

Indications: Suscept.ext.bact.infects.of eye & adnexa.

(S4) OPHTH.SOL. 46/15.1/0942. 3 mg/ml.

3002121-001: 5 ml, R119,55
Dosage: 1-2 drps. 4 hrly. 

Sev.infects: 2 drps.hrly till improvem., then reduc.bef.discont.
Side effects: Less.freq: Eye infect.exacerbat./ second., loc.hypersens., eye irrit., ocul.hyperaem., blurr. vis., eyelid oed., eyelid prurit., periorbit.eye pain/-erythema. Freq.unknown: Loc.ocul.toxic.

Warnings and precautions: Monit.respons.to topic. antibiot., superinfect.with prolong.use, syst. aminoglycos., avoid soft contact lens contact, discont. if sensitiv.occurs, reg.ophthalm.examinat. due to poss. advers.eff.on corn.permeabil.& corn. epithel.with prolong.use, prolong.use with extens. ocul.surf.dis., safety & effic.not est.in pregn., eval. benef.vs.risk in nurs.mothers, allow vis.to clear bef.driv./using mach.
Interactions: Concom.ototox./nephrotox./ neurotox. meds.or those with neuromusc.block. activ., enhanc.eff.with carbenicillin, allow.15 min. interv.aft.admin.bef.re-insert.soft contact lens., monit. ser.conc.with concom.syst.aminoglycos., topic.corticoster.poss.mask infect.
 XE "Vigamox" VIGAMOX, (AI Pharm) Novartis [P/S] 
Moxifloxacin HCl equiv.to moxifloxacin

Indications: Topic.treatm.of suscept.bact. conjunctivit.

(S4) SOL. 40/15.1/0164. 5 mg/ml

707883-001: 5 ml, R244,27

Dosage: Adults: 1 drp.in affect.eye(s) 3xdly x4days. Childr: Safety & effic.demonstr.in paed. pts.incl.neonates at same dos.as adults.
Contraindications: Quinolone hypersens., no adeq. stud.in pregn.

Side effects: Ocul.discomf./-hyperaem./-pain, ocul.prurit., dry eyes, headache, taste pervers.

Special precautions: Ser.& occas.fatal hypersens./ anaphylact.react.(some follow.1st dos.) report. with system.quinolones, non-suscept. organ. overgrowth with prolong use, discont.if allerg. react./superinfect.occurs., no contact lenses in pres.of ocul.bact.infect., lactat., pregn.

See also MDR page 602.
 XE "Xinoct" XINOCT, Gen-eye [P/S]

Ciprofloxacin

Indications: Suscept.bact.conjunctivit.& corn. ulcerat.

(S4) OPHTH.SOL, 47/15.1/0959

3001392-001: 3 mg/ml, 1x5 ml, R155,78
Dosage: Adults & childr.over 2 yrs:
Corneal ulc/abscesses: 1st day 2 drps.in affect. eye every 15 mins. x6 hrs, then 2 drps.every 30 mins. for remain.of day. 2nd day: 2 drps.hrly. 3rd -14th day: 2 drps 4 hrly. If treatm.long.than 14 days reqd.dos.regim.may be extend.at discret.of physic.

Bact.conjunctivit: First 2 days 1-2 drps.in conjunctiv. sac. 2 hrly while awake, then 1-2 drps. 4 hrly while awake until infect.resolv.

Contraindications: Hypersens.to other quinolon.

Side effects: Freq: Dysgeus., corn.deposits, ocul. discomf., ocul.hyperaem. Less freq: Hordeol., rhinit., hypersens., headache, dizzin., itch., for.body sensat., lid marg.crust., cryst./scales, conjunct. hyperaem./-oed./-stain., keratopathy/keratit., allerg.reacts., lid oed., tear., photophob., corn. infiltrat.& decr.vis.acuity, eyelid erythema, blurr. vis., dry eye; incr.eye discharge., eyelid exfoliat., conjunctivit., diplop., eye pain/-swell./-prurit./-irrit./-inflammat./-hypoaesthes., naus., metall. taste, diarrh., abdom.pain, dermatit.
Warnings and special precautions: Discont.at first sign of rash/hypersens.reacts./tendon. inflammat, rhinopharyng.passage risk contribut.to bact. resist.diffus., remove contact lenses bef. instill., ser.anaphylact.reacts.to system.quinolone admin., overgrowth of non-suscept.organ.incl. fung. with prolong.use, init.appropr.meas.in superinfect. examin.pt.with aid of magnificat (eg slit-lamp biomicroscopy) & fluoresc. stain.where appropr., poss.adverse eff.on corn.permeabil.& corn. epithel.with prolong.use, reg.ophthalmolog. exams.requir., extens.ocul.surf.dis., format.of white precipit.does not preclude contin.use, safety in pregn.& lactat.not est., avoid contaminat.of dropp.by avoid.eye/surround.area contact.

Interactions: With system.admin.theophyll. plasma conc.elev., caffeine metabol.interf.with, eff. of warfarin & its.derivat.enhanc.& trans.incr.in serum creatinine with cyclosporin.

 XE "Zymar" ZYMAR, Abbvie [P/S] 
Gatifloxacin 

Indications: Conjunctiv.caus.by suscept.bact.

(S4) EYE DROPS, A39/15.1/0367. 3 mg/ml

709867-001: 5 ml, R233,52
Dosage: Bact.conjunctivit: Day 1& 2: 1 drp. 2 hrly. while awake up to 8xdly. Day 3-7: 1 drp. 4xdly.while awake
Contraindications: Hypersens.to other quinolon., pregn., nurs.mother., safety & effic.in infts.und.1 yr.not est.

Side effects: Conjunctivit., punctate keratit., papill. conjunctivit., incr.lacrimat., conjunctiv. disords., eyelid oed., reduc.vis.acuity, red eye, eye irritat./ pain/disch., dry eye, conjunctiv.haemorrh., chemos., erythema, contact dermatit., taste disturbs., headache, hypersens.reacts.incl anaphylact. reacts., overgrowth of non-suscept. organ. incl.fungi with prolong.use, blepharit., conjunctiv./ ocul, hyperaem., blurr.vision, eye prurit./ swell., naus., dyspn., skin rash, prurit., urticar.

Warnings and special precautions: Advers. effs. on corn.permeabil.& disrupt.of corn.epithel with prolong./rep.use, reg.ophthalmolog.exam., extens. ocul.surf.dis., not to be inj.subconjunctiv./ introd. direct.in anter.chamb.of eye, superinfect., do not use contact lenses if S&S of bact. conjunctivit. exist., discont.in case of rash/allerg. react., avoid touch.dispens.contain.to eye/any oth. surf.

Drug interactions: With system.quinolone admin. theophyll.plasma conc.elev., caffeine metabol. interfer. with, warfarin & derivat.effs.enhanc., trans. elev.in ser.creatinine with system. cyclosporine.

See also MDR page 22.
15.1.1
Antivirals
No products listed
15.2
Corticoids
ALREX (MDR Listing)

LOTEMAX (MDR Listing)

 XE "Alrex" ALREX, (Bausch & Lomb) SofLens [P/S] 

Loteprednol etabonate

Indications: Short-term(6wks) treatm.of season. allerg. conjunctivit.

(S4) OPHTH.SUSP. 38/15.2/0203. 2 mg/ml

722716-001: 5 ml, R179,08
Dosage: Admin.concom.ophthal.products at least 10 mins.apart. Adults: Instil 1-2 drps.4xdly into affect. eye(s). Dur.1st wk.dos.may be incr.to 1 drp. hrly. if necess.

Contraindications: Other corticoster.hypersens., vir.dis.of cornea & conjunctiva, untreat. purul.ocul. infect., suspect./confirm.eye infects., amoeb./ mycobact. infects., fung.dis.of ocul.struct., glauc., childr. und. 18 yrs., pregn.& lactat.

Side effects: Incr.IOP, itchy eyes, conjunct. hyperaem., epiphor., burn./sting., foreign body sensat., abnorm.vis., dry eyes, photophob., eye discomf./ -discharge/-pain/-irrit./-disord./-infect., chemos., blurr.vis., headache, eyelid erythema/-abnormal., ant.chamb.cells/-synech./-flare/-inflammat., irit., uveit., corn.abnormal., ciliary flush, keratit., kerat.precipit., macul.oed., papilla, conjunct.oed., fluorescein stain., hyphema, ophthalmit., sticky eye, rash, urticar., nervousn., taste disturb., diarrh., N&V., migraine, rhinit., pharyngit., incr.cough, UTI, asthen., chest pain, chills, fac.oed., fev., pain, conjunctivit., glauc., lacrimat. discharge, mydrias., vitreous disord./-discharge, corn.les./-opacity/-ulc., cataract, abnorm. accommodat., vis.field.defect, H.simplex, sweat., prurit., skin discolourat., spasms, dizzin., paraesthes., trem., anx., insomn., otit.med., parosm., ear discharge/-pain, depress., dyspeps., glycosur., palpitat., vasodilat., hypertens., tachycard., lung disord., voice alterat., laryngism., asthma, dyspn., laryngit., lung discharge, allerg. react., aggrav.react., hair abnormalit., abnorm. feel., anorex., malaise, photosens.

Warnings and special precautions: Poss. adverse eff.on corn.permeabil.& corn.epithel.with prolong.use., prolong.use with extens.ocul.surf. dis., do not use contact lenses, in dis.caus.thinn.of cornea/sclear peforat.poss., eye infects.poss. enhanc. / mask., re-eval.condit.if no improv.within 2 days, monit.IOP if used >10 days.

Drug interactions: Potent.to incr.IOP advers. affect. by system.anticholinerg., poss.decr.of ocul. hypotens. eff.of ocul.hypotens.ther., incr.IOP risk with cyclopleg., CYP3A inhibit.incl.cobicistat incr.syst.S/E

See also MDR page 215.
 XE "Betnesol" BETNESOL, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph.
Indications: Non-infect.inflam.condit.

(S4) EYE DROPS, H1257. 1 mg/ml.

708267-009: 5 ml, R230,01
Dosage: 1-2 drps. 1-2 hrly until control.achiev. then reduc.
Contraindications: Poss.herpet.keratit., glauc., viral, bact., fung., TB & purul.infects., ulcerat. condits., rosacea, H.simplex, vaccinia, varicella, soft contact lens, pregn.

Side effects: Reduc.vis.funct, incr.IOP

Special precautions: Long term use in childr., infect.sympt.poss.mask., incr.suscept.to infect., admin.to red eyes until defin.diag.made, poss. advers. effs.on corn.permeabil.& disrupt.of corn. epithel.with prolong./rep.use, reg.ophthalm.exam. reqd., corn.perforat.report.in dis.caus.thinn.of corn., cataracts with unduly prolong.treatm., fung. keratopathy, glauc., adren.suppress.esp.in infts., grad, withdr., HF, rec.MI, hypertens., diab.mellit., epilep., hypothyroid., hepat.fail., osteoporos., pept. ulcerat., psychos., sev.affect.disords., ren. impairm.

Drug interactions: Corticoster.eff.reduc.by barbitur./ carbamazepine/phenytoin/primidone & rifampic., corticoster.plasma conc.incr.by OC’s & ritonavir, corticoster.with K+ deplet.diuret.poss. caus. excess K+ loss & incr.hypokalaem.with amphotericin B/xanthines & ß2-agon., incr.GI bleed. & ulcerat.with concom.NSAID’s, alt. respons. to anticoags., poss.incr.antidiab./ antihypertens. requirem., salicyl.ser.conc.decr., antimuscar. effs.in myasth.grav.poss.decr., poss. interacts with antivir./neuromusc.block.& fem. hormones.

 XE "Dexagel" DEXAGEL, (Bausch & Lomb) SofLens [P/S]

Dexamethasone sod.phosph.
Indications: Reduc.ocul.inflammat.aft.cataract surg.

(S4) GEL, 37/15.2/0275, 0.985 mg/g

708581:001: 5 g, 1, R172,86
Dosage: Do not to exceed 4 wks. Init.1 drp.4 hrly. Therafter 3 to 4 dly.applic.suffic.

Contraindications: H.corneae superficial., bact.& vir.infects without concomit.anti-infect. basic. ther., ocul.TB, ophthalm.mycos., ulcer.les of cornea, narr./open angle glauc.

Side effects: Unknown freq: Glauc.& cataract. with prolong.use, perforat.of globe assoc.with dis. caus.thin.of corn./sclera & long term use, elev.bld gluc. lev in diabet., allerg.reacts.

Warnings and special precautions: As antibact. resist.impair.infect.is poss., discont.if infect. occurs unless inflamm.react.so sev.that cortisone treatm.is absolut.necess., persist. corneal. ulcerat.with prolong.use poss.from fung. infect., do not use for undiagnos.red eye, safety & effic.in childr.not est., adren.suppress.with long time use in childr., trans.blurr.vis.through streak format., vehicle driv./mach.operat., concom. contact. lens use should not be used, safety in pregn.& lactat.not est.

Interaction: Five min.interv.if admin.with other eye drops/oint.& admin.last, cotreatm.with CYP3A inhibit.incl.cobicistat.contain.products expect.to incr.syst.ster.effs.

 XE "FML Liquifilm" FML LIQUIFILM, Abbvie [P/S] 
Fluorometholone 1 mg, polyvinyl alcoh. 14 mg/ml.
Indications: Steroid respons.inflamm.of palpebr. & bulb.conjunctiva, cornea & ant.segm.of the globe.

(S4) EYE SUSP, J/15.2/327.

726958-018; 5 ml, R224,44
Dosage: 1-2 drps. 2-4 x dly. Init. 24-48 hrs. safely incr.to 2 drps.hrly.

Contraindications: Vir.dis.of cornea & conjunctiva incl.epithel.H.simplex keratit., vaccinia/ varicella eye infects., TB of the eye, fung. dis. of ocul.struct., childr.und.2 yrs., safety in pregn. not est, not recomm.in lactat.

Side effects: Glauc.with prolong.use, opt.nerve damage, defects in vis.acuity & fields of vis., poster. subcapsul.cataract format., delay.wound heal., second.ocul.infects., dis.caus.thin.of corn./ sclera & perfor., eye irrit./-pain/-discharge/-prurit./ -swell., conjunctiv./ocul.hyperaem., foreign body sensat., eyelid & eye oed., blurr.vis., incr. lacriminat., mydrias., ulcerat./punct.keratit., hypersens., dysgeus., skin rash.

Warnings and special precautions: Safety in pregn. not est., not recomm.in lactat., poss.adverse effs.on corn.permeabil.& disrupt.of corn.epithel. with prolong/rep.use reg.ophthal.exam.reqd., prolong. use in extens.ocul.surf.dis., intraocul. steroids may prolong & exacerb.vir.eye infects., glauc. with freq.IOP monit., ac.untreat.infect.may be mask. or activ.enhanc., soft contact lense users, suspect fung.invas.in any persist.corn.ulcerat. concom./ prior steroid use, restrict.use to 10 days unless und.strict ophthal.supervis., avoid dispen. contain.touch.eye/any other surf., in pres.of blurr. vis.& other vis.disturbs.eval.for other poss.caus. eg. cataract/glauc.& centr.serous chorioretinopathy, ocul.admin.teratogen.in rabbits, premat.discont., vis.to clear bef.driv./operat. Machin.

Interactions: CYP3A inhibit.poss.incr.risk of system. corticoster.relat.effs.

See also MDR page 8.
 XE "Lotemax" LOTEMAX (Bausch & Lomb) SofLens [P/S] 

Loteprednol etabonate

Indications: Allerg.conjunctivit.&.ac.anter. chamb. uveitis.

(S4) EYE DROPS, 37/15.2/0588

721666-001, 5 mg/ml, 5ml, R201,82

Dosage: Allerg. conjunctivit: 1 drp.in conjunctiv. sac of affect.eye(s) 4 x dly. Treatm.not to exceed 6 wks.

Ac.anter.chamb.uveitis: 1 drp. in conjunctiv.sac of affect.eye(s) 4 x dly. Dur.init.treatm.within the 1st wk dos.may be incr.up to 1 drop hrly.if necess.

(S4) OPTH.GEL, 51/15.2/9036

3006229-001, 5 mg/ml, 5ml, R198,40

Indications: Treatm.of post-op.inflammat.& pain follow.ocul.surg.
Dosage:1-2 drops 4x per day begin the day aft.surg.cont.for 2 wks.
Contraindications: Vir.dis.of cornea & conjunctiva incl.epithel.H.simplex keratit. (dendrit. keratit.)/vaccinia & varicella, mycobact.infect.of eye & fung.dis.of ocul.struct., safety & effic.in paeds.not est., safety in pregn.not est., lactat.
Side effects:Gel: Common:  Eyelid oed., eye pain Uncommon: Anter.chamb.inflamm., incr. lacrimat., photophob., eye irritat.,eye prurit., foreign body sensat., dry eyes IOP incr., macul.oed., anter. chamber cell/ -flare, blurr.vis., oc.hyperaemia/-discomf., eyelid prurit., eye swell., photopsia, punctate keratit., pupill.dis., facial rash, dry mouth.Unknown: Hypersens.,  headache, eye irritat., oc.hyperaem., blurr.vis., eye swell., incr.lacrimat., eye prurit., dry eye, photophob., naus.
Drops: Very common-common: Abnorm. vis./blurr., burn.upon instillat., chemos., discharge, dry eyes, epiphora,., itch., infect., conjuntivit., corn.abnormalit., keratoconjunctivit., ocul.irrit. /discomf., papill., uveit.Unkwown: Elev., post.subscap.cataract format., second.ocul.infect., perforat.of globe. Very common: 

 Headache, rhinit,.pharyngit Special warnings and precautions: If pain/ redn./ itch/ aggrav.inflamm.pt to consult dr., for opthalmic use only, poss. adverse effs.on corneal permeabil.& danger of disrupt.of corneal epithelum with prolong./ rep.benzalkonium chloride use, reg. ophthalmolog. exam.reqd., avoid cont. lens. dur. treatm., monit.IOP if use ≥ 10 days., prolong use may result in post.subcaps.cataract., use aft.cataract surg.may delay heal.and incr.risk of bleb format., only prescrib.aft.examinat.involv. magnificat.& fluoresc.stain.if approp., re-eval.aft. 2 days if S&S fail to improv., 
may incr. haz.of second.ocul.infects.& may mask infect./ enhanc.exist.infect., glauc., in dis.caus.thinn.cornea/ sclera perforat.can occ., fung.infects., may prolong course & exacerb.severit.of vir.eye infects, hist.of H simplex, embryotox. & teratogen. in anim. 
Interactions: Gel: No studies. Poss.systemic meds with anticholinerg.activ., may incr.IOP and decr.hypotens.eff with concom.oc.hypotens. therap., concom.cycloplegics may incr.risk raised IOP, also drops: CYP3A inhibit.incl. cobicistat incr. syst. S/E
 XE "Maxidex" MAXIDEX, Novartis [P/S]

Dexamethasone.
Indications: Ophthalm: Steroid respons.ocul. inflamm. of palpebr.& bulbar conjunctiv/cornea & ant.globe segm.

Otic: Steroid respons.inflamm.ext.audit.meatus condits. eg.allerg.otitis externa, select.purul.& non-purul.infect.otit.extern.when oed.& inflamm.

(S4) OPHTH.SUSP. H1143 (Act 101/1965). 1 mg/ml.

740446-002: 5 ml, R203,76
Dosage: Opthalm: Instill 1-2 drps.into conjunctiv. sac. To reduc. syst.absorpt.keep eyelid clos x2 mins. & close lacrim.duct.with fing.x2 mins. Sev. inflammat: hrly.& subseq.at long.interv.till discont. Mild inflamm: 4-6xdly. Chron.inflammat: 3-8 hrly as neces. In glauc.cases limit.treatm. durat. to 2 wks.unless prolongat.justif.

Otic: 3-4 drps.in aur.canal 2-4xdly.

Contraindications: Epithel.herpes simplex keratit.(dendrit.keratit), vaccinia, varicella, other vir.corn.& conjunctiv.dis., mycobact.eye infect. ocul.struct.fung.dis., aft.uncomplic. remov. of corn.foreign body, mechan.eye lacerat.& abras.

Side effects: Uncommon: IOP incr. Rare: Eye infect.exacerbat/second., hypersens., eye irritat., reduc.vis.acuity, sub-capsul.cataract, glauc., vis.field defects. V.rare: Corn.perforat.

Warnings and special precautions: Prescrib./ renew only aft.slit-lamp biomicroscopy & fluorescein test, incr.risk of ocul.complicat.& system. S/E with excess./prolong.use, consid.other ther.if no respons.within 3-4 days, poss.glauc.with optic nerve damage/vis.acuity & field of vis. defects with prolong.use, high.risk of corticoster. induc. IOP in fam./person.glauc.hist., monit.IOP rout. if used for 10 days or long., monit.glauc.pts. week., perforat.in dis.caus.corn./sclera thin., correct. corn.ulc.diagnos.import.bef.init. corticoster. treatm., corn.ulcerat.aggravat., contact lens.use discourag.dur.ther., period.slit-lamp microscopy essent.in H.simplex.treatm., infects. poss. mask./enhanc., incr.second.ocul.infect. hazard as immune respons.poss.suppress.with prolong. use, appropr.antibiot.ther.with concurr. bact. infects., consid.poss.persist.corneal fung. infects. aft.prolong.dos., do not discont. prematurely as flare-up poss.with sudd.interrupt., due to poss. adverse eff.on corn.permeabil.& corn. epithel. with prolong.use reg.ophthalm.exam.reqd., prolong.use with extens.ocul.surf.dis., not effect.in Sjogren’s keratoconjunctivit., eval.S/E bef.driv./ operat. machin., safety in pregn.& lactat.not est., do not treat breast feed.mothers, 

Interactions: Poss.addit elev.IOP with pupil dilat. eye drps.that elev.IOP, allow 15 min.interv.betw. other concom.eye preps.admin.
 XE "Minims Prednisolone Sodium Phosphate " MINIMS PREDNISOLONE SODIUM PHOSPHATE 0,5 %, (Bausch & Lomb) SofLens [P/S]

Prednisolone sod.phosph.

Indications: Non-infect.inflammat.condits.of out.eye & anter.segment.

(S4) SOL, P/15.2/212. 2,5 mg/0,5 ml

743607-015: 20x0,5 ml, R507,68
Dosage: Sngl.dos.eye drops. Adults: 1-2 drps.as reqd. Childr: At discret.of ophthalmol.

Contraindications: Viral, fung., TB & other bact. infects., ulcerat., glauc., pregn.
Side effects: Incr.IOP, corneal ulc., reduc.vis. funct., subcapsul.cataract.with prolong.treatm., poss.adren.suppress.with prolong.use in childr.

Special precautions: Incr.suscept.to infects., prolong.use

Drug interactions: Effs.of barbit./sedat.hypnot. & TCA’s poss.incr., effs.of anticholinester./ antivir. eye preps.& salicylates decr., CYP3A inhibit.incl.cobicistat incr.system.S/E.

 XE "Ozurdex" OZURDEX, Abbvie [P/S] 
Dexamethasone in polymer matrix of 50:50 poly-D,L-lactideco-glycolide (PLGA)

Indications: Adults with vis.impairm.due to diabet. macul.oed.who are pseudophak./insuffic. responsive/unsuit. for non-corticoster.ther.; macul.oed.follow.either branch/central retin.vein occlus., poster.eye segm.inflammat.present.as non-infect. uveit.

(S4) INTRAVITREAL IMPLANT, 44/15.2/0045. 700 µg/implant

713829-001: 1, R14 385,98
Dosage: Effic.& safety not demonstrat.for more than 1 applicat. Monit.pt.for IOP elev & endophthalmit. aft.admin. Intravitreal admin.only by exper.qualif.ophthalmologist.

Asept.techniq.with adeq.anaesthes.& broad spectrum topic.antimicrob.admin.prior to inj.

Admin.one implant intra-vitreally into affect.eye. Rep.dos.may be admin.depend.on ophthalmologists assessm.

Insert needle into the vitreous cavity until silicone sleeve against the conjunctiva. Slow.press actuat. button until audible click noted. Ensure actuat. button is fully pressed and lock.flush with applicat. surf.remov.needle in same direct.used to enter the vitreous. Follow.intravitr.inj.pts should contin.to be treat. with a broad spectrum antimicrob.

Contraindications: Act./suspect.ocul.or periocul. infect.incl.most cornea & conjunctiva vir.dis./hist. thereof, vaccinia/varicella/mycobact.infect.& fung. dis., act.ocul.H.simplex, advanc.glauc.where not adeq.control., aphak.eyes with rupt.of poster.lens capsule, eyes with anter.chamb.intraocul.lens /iris/transscler.fixat. IOLs & ruptur. poster.lens capsule., safety in pregn.& lactat.not est., no relev. indicat.for childr.und.18 yrs.

Side effects: Incr.IOPpeak.at day 60 return.to baseline by day 180 either not req.treatm./tempor. top.IOP low.meds.admin., conjunct.haemorrh., headache, migraine., vitreous detach., cataract format./progress., ster.induc.glauc., second.infect., subcaps. cataract, vis.disturbs., ocul.hypertens., blepharit., necrotis.retinit., eyelid prurit. Side effs. consid. relat.to proced.incl.vitreous haemorrh., reduc. vis.acuity, vitreous opacit./floaters, eye pain, photops., conjunct.oed., ant.chamber cell, conjunctiv. hyperaem./oed., endolphthalmit., retin. detachm., retin.tear, eye hypotony, ant.chamb. flare/ inflammat.., scler.hyperaem., abnorm. sensat. in eye, device dislocat.with/-out corn.oed., device insert.complicat.result.in ocul.tiss.damage, implant misplacem.

Warnings and special precautions: Ocul.H. simplex hist., advers.event incid.high.in pts.with centr.retin.vein occlus., corticoster.may produc. glauc.& enhanc.second.ocul.infect., temp.use of topic.IOP low.meds.if necess., monit.for IOP elev/ infect./ endophthalmit.aft.admin., effic.& safety of bilat. treatm.not stud., not stud.in pts with macul. oed. second.to RVO with signific.retin.ischaem., pts. tak.anti-coag./anti-platel.meds., no driv.or operat.mach.until poss.temp.vis.blurr.resolv.
See also MDR page 15.
 XE "Pred Mild" PRED MILD, Abbvie [P/S] 
Prednisolone acet.
Indications: Mild to mod.allerg., inflamm.disord.

(S4) EYE SUSP, [P/S] J/15.2/73. 1,2 mg/ml.

756466-008: 5 ml, R193,65
Dosage: 1-2 drps. 2-4xdly. Init. 24-48 hrs.safely incr.to 2 drps.hrly.

PRED FORTE, [P/S] J/15.2/77.
Indications: Steroid respons.inflamm.of palpebr. & bulb.conjunctiva, cornea & anter.segm.of eye globe.

(S4) EYE SUSP, [P/S] 10 mg/ml.

756458-005: 5 ml, R238,83
Dosage: Apply punct.occlus.to reduc.poss. system. absorpt.
Adults: 1-2 drps 2-4xdly. Dur.init.24-48 hrs.safely incr. dos.to 2 drps.hrly.
Contraindications: Ac.untreat.purul.ocul. infects., superfic.H.simplex, vaccinia, varicella, other vir.dis.of corn.&conjunctiva, mycobact.eye infect., fung.dis.of the ocul.structs., safety & effic. in paed.not est., safety in pregn.& lactat.not est.
Side effects: IOP, opt.nerve damage, defects in vis. acuity & fields of vis., poster.subcapsul. cataract format.aft.prolong.use, hypersens., urticar., headache, eye penetrat., sclear./corn. perforat., fung./vir./bact.eye infect., ocul.sting., ocul. hyperaem., eye irrit./pain, blurr.vis., mydrias., foreign body sensat., dysgeus., prurit., skin rash.
Warnings and special precautions: Restrict. use to 10 days unless und.strict ophthal.supervis., soft contact lense users, poss.adverse effs.on corn. permeabil.& disrupt.of corn.epithel.with prolong/ rep.use reg.ophthal.exam.reqd., prolong.use in extens.ocul.surf.dis., poss.allerg.-type reacts.from sulphite sensitiv., perforat.report.in dis.caus.corn./ sclera thinn., incr.second.ocul.infect.hazard with prolong.use, H.simplex hist., ac.purul.eye infect. may be mask.or enhanc., suspect fung.invas.in any persist. corn.ulcerat.concom./prior steroid use, glauc. with freq.IOP monit., refer.condits.not respond. within 48 hrs.to ophthalmolog., poss. delay. heal.& incr.bleb.format.with use aft.cataract surg., avoid dispen.contain.touch.eye/any other surf., poss.adren.suppress.with prolong./freq.high dos., in pres.of blurr.vis.& other vis.disturbs.eval. for other poss.caus.eg. cataract/glauc.& centr. serous chorioretinopathy, premat.discont.

Interactions: CYP3A inhibit.may incr.risk of system. side effs.
See also MDR page 21.
 XE "Spersadex " SPERSADEX 0,1%, (Restan) AI Pharm Ltd [P/S]
Dexamethasone disod.phosph.0,1 g, hydroxypropylmethylcell.0,2 g/100 ml
Indications: Allerg./inflamm.eye condits.

(S4) DROPS. H1285. 

765821-001: 5 ml, R202,61
Dosage: 1 drp 4xdly.
Contraindications: Bact./vir.corn.injur./ulc., purul., conjunctiv./eyelid infect., TB, mycos., glauc.

Side effects: Second.glauc., complic.cataract developm.(prolong.use).

Special precautions: Poss.induc.of corn. abscess, fung.keratopathy, glauc., regul. opthalmolog.exam.requir., extens.ocul.surf.dis.

15.3
Combinations (anti-infectives with corticoids) 
 XE "Betnesol-N" BETNESOL-N, (Adcock Ingram) Pharmacare [P/S]

Betamethasone sod.phosph. 0,1 g, neomycin sulph. 0,35 mg/100 ml
Indications: Non-infect.inflam.condits.

(S4) EYE DROPS, H1258.

708291-007: 5 ml, R182,82
708429-009: 10 ml, R365,65
Dosage: 1-2 drps. 1-2 hrly until control achiev. then reduc.
Contraindications: Viral, fung., TB & purul. infect., poss.herpet.keratit., glauc., soft contact lens., neonates, pregn., lactat.

Side effects: Incr.IOP., ac.sensitisat.

Special precautions: Do not admin.to red eyes until defin.diagn.made, unnecess.use to avoid neomycin resist.organ.occur., poss.inducem.of corn. abscess & fung.keratopathy, corn.perforat. report.in dis.caus.thinn.of corn., cataracts with unduly prolong.treatm., advers.effs.on corn. permeabil.& disrupt.of corn.epithel.with prolong./ rep.use, glauc., reg.ophthalm.exam.reqd., prolong. use with extens.ocul.surf.dis., adren.suppress.esp. in infts.

 XE "FML-Neo" FML-NEO, Abbvie [P/S] 
Fluorometholone 1 mg, neomycin sulph. 5 mg/ml.
Indications: Infect.conjunctivit.sens.to neomycin, anter. segm.inflamm.disords.complicat.by bact. sens. to neomyc., foll.remov.foreign bodies, pre-/post-op.

(S4) SUSP. J/15.2/335.

726966-002: 5 ml, R234,19
Dosage: 1-2 drps. 2-4xdly. Dur.init. 24-48 hrs. safely incr.to 1 drp.hrly. Do not discont. prematur.
Contraindications: Ac.untreat.purul.ocul. infects. not sens.to neomycin, ac. superfic.keratit.& conjunctivit. due to superfic.H.simplex., fung.dis., vaccinia/ varicella/most other conjunctiv.& corn. vir. dis., ocul.TB, mycobact.infects., glauc., pregn. & lactat., safety & effic.not est.in childr. <2yrs

Side effects: Post.subcapsul.lenticul.opacit., system. hypercorticoid., corneal ulcerat./thinn./ calcificat., keratic perforat., incr.IOP, eye irrit./ prurit./ pain/disch./oed/swell, conjunctiv./ocul. hyperaem., vis.disturb., foreign body sensat.in, eyelid oed., blurr.vis., incr.lacrimat., mydrias., cataract, ulcerat. kerat., conjunct.ulc., ocul.infect. incl. bact./fung.& vir.infects., vis.field defects, punctate keratit., skin rash, hypersens.

Warnings and special precautions: Prolong. use may incr. IOP with poss.glauc.& damage to opt. nerve/defects in vis.acuit.& field.of vis./delay. wound healing./incr.risk of secondar.ocul.infects, ac. untreat./resist.infect.may be mask./activat.or enhanc., H.simplex hist., suspect fung.invas.in any persist.corn.ulcerat.with concom./prior steroid use, discont.if sensitiv./other untow.reacts.occ., refer. condits.not respond.within 48 hrs.to ophthalmolog., poss.adverse effs.on corn. permeabil. & disrupt.of corn.epithel.with prolong/ rep. use reg.ophthal.exam.reqd., prolong.use in extens. ocul.surf.dis., remove soft cont.lens prior to admin. & wait >15 mins.follow.admin.bef. reinsert., allow.15 mins.bef.installat.of other eye drops, avoid dispen.contain.touch.eye/any other surf., in pres.of blurr.vis.& other vis.disturbs.eval. for other poss.caus.eg. cataract/glauc.& centr. serous chorioretinopathy, compress.lacrim.sac at medial canthus aft.instill.to reduc.poss.system. absorpt.
Interactions: CYP3A inhibit.poss.incr.risk of system. corticoster.relat.effs.
See also MDR page 7.
 XE "Lotemax Co" LOTEMAX CO, Soflens [P/S]
Loteprednol etabonate 5 mg/ml, tobramycin 3 mg /ml.

Indications: Treatm. of suscept.superfic. bact. ocular infect./ risk thereof, inflamm. condit. of palpeb. & bulbar conjunct./ cornea & ant. segm. incl.allerg. conjunctivit./ acne rosacea/ superfic. punctate keratit./ herpes zoster keratit./ iritis & cyclit., chronic ant. uveit., & corneal injur. from chem./ radiat./ thermal burns or  foreign body penetrat. 

(S4) OPTH.SUSP, 51/15.3/9038.

3006329-001: 5 ml, R247,37
Dosage: Vigorously shake bef.use, do not discont. ther. premat., not more than 20 ml on init. prescr., no repeat w/o further eval., avoid applic. tip touch. eye/ fingers/ any surface.

Recommended.dos.: 1-2 drps. 4-6 hourly; Dur.init. 24-48 hrs. may incr. to 1-2h admin; grad. decr. freq. as clin. signs impr.

Contraindications: Most vir. dis. of corn. & conjunct. incl. epithel. herpes simplex kerat. (dendrit. kerat.), vaccinia, varicella, mycobact. infect. of the eye, and fung. dis. of ocul. struct., safety in pregn & lactat.not est., safety & effic.in childr.< 16 yrs. not est.

Side effects: V.Common: Abnorm./blurr vis.., burn.on instill., chemosis, disch., dry eye, epiphora, foreign body sens., itch., infect., photophob., rhinit./pharyngit. Common: Headache, burn./sting.upon instill., conjunctiv., incr.lacr., eye pain, meibomianit., corneal stain., eyelid erythem./ oed., rash, ocular discomf./ hyperaem. Uncommon: Incr.IOP, foreign body sens., asthenop., keratit., naus., hypersensitiv., keratit., corneal abras., vis.impair./- blurr., eryth.eyelid, conjunct.oed., eyelid oed., dry eye, eye disch., eye prurit., lacr.incr., urticar., dermatit., madaros., leukoderm., prurit., dry skin. Unkn.freq.: Loteprednol etabon.: Elev.IOP w/ optic nerve damage, vis.acuity & field defects, post.subcapsul.cataract form., sec.ocul.infect., globe perforat. Tobramycin: Sec.eye infect., anaphylact.react., hypersens.(local), eye allergy, eye irritat., ocular hyperaem., blur.vis., eyelid oed./-prurit., eye pain (periorbit.), erythema (periorbit.), rash.

Warnings and special precautions: Not for inject., not recommend. in childr., pt. to consult Dr. in case of pain develop./ redn./ itch./ aggravat. inflamm., avoid wear. soft contact lense, benzalkon.chlor. may cause eye irritat./ dry eyes/ affect tear film & corneal surf. (monit.with prolong. use), caut. in dry eye pts & corneal comprom., reg. ophthalm.exam. reqd. for extend. use in pts. with ocul.surf. dis., monit. IOP if used >10 days, caut.in pts. with glauc., corticosteroids may result in post. subcaps.cataract form. & delay heal. post-cataract surg., prolong.use may incr. secondary infect. risk, in ac. purulent condits steroids may mask infect./ enhance exist. infect., re-eval.pt. if no improv. after 2 days., herpes simplex hist., may prolong/exacerb. vir. infect., consid. fung.infect. in persist. corneal ulcerat., discont. if hypersens. develops., monit. with concom. system. aminoglycosides, pts. with myasthenia gravis/Parkinson’s, skin sensit./ overgrowth of non-suscept. org.with long-term use, concom.meds with neuromuscul.block.activity/ ototoxic propert.

Interactions: No interact.studies conduct., system. anticholinerg. agents may counteract the ocular hypotens. effect of loteprednol., concomit.ocul. hypotensive agents may incr. IOP & decr. their hypotens. effect., co-treatm. with CYP3A inhibit. incl. cobicistat-contain.products may incr. risk of systemic side-eff.; avoid unless benefit outweighs risk. Tobramycin & carbenicillin incompat.

 XE "Maxitrol" MAXITROL, Novartis [P/S]

Polymyxin B 6 000 iu, dexamethasone 1 mg, neomycin 3 500 iu/ml or g.
Indications: In the managem.of infect.ocul. inflammat.produc.by organisms which are sensitive to neomycin sulph & polymixin B sulph. Ac./ chron.non-purul.conjunctiv./ blepharoconjunctivit & keratoconjuncitivit., non-spec.superfic.keratit., deep keratit., acne rosacea keratit., iridocyclit., mild ac.iritis, recurr.margin. ulcerat.& corn.ulc.(caut.in dis.caus.corn.thinn. because of perforat.danger) non-purul.blepharit., sclerit., episclerit., scleroconjunctiv., H.Zoster ophthalmicus (not for use in H simplex), post-op for ophthalm.infect.prophylax.

(S4) OPHTH.SUSP. [P/S] H1145 (Act 101/1965).

740454-005: 5 ml, R195,18
Dosage: 1-2 drps.4-6xdly.reduc.aft. 3-4 days on satisfact.response.
(S4) EYE OINT. [P/S] H1158 (Act 101/1965).

740462-008: 3,5 g, R192,94
Dosage: Appl.small amount 3-4xdly. Satisfact. respon.reduc.grad.to once dly.x sev.days.
Contraindications: Ac,purul.conjunctiv.& blepharit., tubercul., fung.& vir.les.(H.simplex-dentric keratit.), vaccinia, varicella, mechan. lacerat.& abras.

Side effects: Delay.wound heal., develop.& spread. of infect.may mask.progress.until sight lost, glauc.in prolong.use theref.freq.IOP monit.reqd., optic nerve damage, vis.acuity defects, post.subcapsul. cataract format.

Special precautions: Perforat.in dis.caus.thin.of cornea/sclera, strom.H.simplex, second.& fung. infects., avoid prolong.loc.use of neomycin as sensitisat.poss., delay.hypersens.reacts.poss.mask.by dexamethas.

 XE "Mydex" MYDEX, Gen-Eye [P/S]
Dexamethasone 1 mg, tobramycin 3 mg/ml.
Indications: Ocul.inflammat.reduct.& suscept. organ.infect.prophylax.follow.intraocul.surg.

(S4) OPHTH.SUSP, 46/15.3/0196

3005866-001: 5 ml, R174,79
Dosage: Instil.1 drp. in oper.eye 4 hrly while awake x3 days pre-op, then 1 drp.immed.on conclus.of surg. At 1st dress. change, 1 day follow.surg.instil 2 drps. 2 hrly.while awake x2 days, from post-op.day 3, 1 drp.4x/day x1 wk. Maint: 1 drp/day x10 days. Max 20 ml.
Contraindications: Epithel.H.simplex keratit., vaccinia, varicella, other corn.& conjunct.vir.dis., eye mycobact. infect., ocul. fung.dis., untreat.parasit. eye infects., uncomplic.remov.of corn.foreign body, mechan.lacerat.& eye abras., heal.delay.promot. developm.& spread of infect.

Side effects: Less freq.: Headache, incr.IOP, eye pain/-prurit./-irrit., ocul.discomf./-hypertens., conjuct.oed., keratit., eye allergy, blurr.vis., dry eye, ocul. hyperaem., dysgeus, rhinorrh., laryngosp. Freq.unknown: Anaphylact.react., hypersens., dizzin., Cushings.syndr., adren.suppress., eyelid oed./- erythema, mydrias., incr.lacrimat., naus., abdom.discomf., erythema multiforme, rash, face swell., prurit. Follow.opthalm.dexamethas: Freq.: Headache, eye irrit., oc.hyperaem., eyelid erythema, abnorm.sensat.in eye, post-nas.drip Less.freq: Eye infect.(exacerbat./second), Cushings.syndr., adren. suppress., red.vis.acuity, glauc., vis.field defects., subcapsul.cataract, incr.IOP, imp.heal., optic nerve injury, corn.perforat.

Follow.opthalm.tobramycin: Freq.: Oc.hyperaem., eye pain Less.freq.: Sec.eye infect., loc.hypersens., eye irritat., burr.vis., eyelid oed./-prurit., oc.discomf., eye allerg., conjuctiv., glare, incr.lacrimat., keratit., erythem.

Special warnings and precautions: Poss.ocul. hypertens.and/ or glauc.with prolong.use damag. optic nerve/ defects in vis.acuity & field of vis.& poster.subcapsul.catarct.format., high.risk of corticoster. induc.glauc.with fam./ person.glauc. hist., ster.produced glauc.poss.aft.wk.or more of treatm.in pts.predispos.to chron.simple glauc., itraocul.hypertens.freq.induc.in norm.eyes incr. press.in eyes with init.elev.press., glauc.not always revers.on discont., IOP & cataract format. risk incr.in predispos.pts.eg diabet., monit.IOP rout.with use x10 days or long & wkly.for glauc. pts.even though diffic.in paeds./ uncooperat.pts., may mask progress. of bact./ vir & fung. conjunctivit.infects.till sight is lost, poss.perforat.with dis.caus.corn./sclera thin poss.aggravat.of corn.ulcerat. theref.ulc.to be correct.diagnos. bef.init.treatm., topic.NSAID/ steroid contain meds. may delay corn.heal., poss.reduc.resist.aids infect. developm.mask.clinic.infect.signs, incr.risk of second.ocul.infects., poss.progress.of dendrit. keratit.result.in irrevers.cornea cloud., consid.poss. fung.invas.if persist.corn.ulcerat.occurs.with treatm., discont.corticoster.ther.if fung.infects.occurs, not for inj.into eye, poss.cross hypersens.to other topic./ system. aminoglycos. antibiot., ser. advers.reacts. incl.neurotoxic./ ototoxic & nephrotox. with system. aminoglycos.antibiot. theref.caut.advis.if admin.concom., known/ suspect.neuromusc.disords.as musc.weakn. poss.aggrav., concom.soft contact lens wear not recomm., aft.intens./ long term contin.ther.Cushing syndr./ adren.suppress.poss.in predispos.pts.incl.childr.& concom.CYP3A4 inhibit.treatm., when still wear.contact lenses remove lenses bef.insert.& wait at least 15 mins.bef.re-insert., due to poss. adverse eff.on corn. permeabil.& corn.epithel.with prolong.use reg. ophthalm.exam.reqd., prolong.use with extens.ocul.surf.dis., tempor.blurr.vis.may affect ability to drive/ operate machin., safety in pregn.& lactat.not est.
Interactions: Concom.topic.NSAID & corticoster. may delay corn.heal., CYP3A4 inhibit. incl.ritonavir & cobicistat decr.dexamethasone clear.
 XE "Spersadex Comp" SPERSADEX COMP, AI Pharm Ltd [P/S]
Dexamethasone disod.phosph. 1 mg, chloramphen. 5 mg, hydroxypropylmethylcellul. 2 mg/1 ml.
Indications: Infect.& allerg.condits.

(S4) DROPS. H1278.

765813-009: 5 ml, R214,15
Dosage: 1 drp 1-4xdly.
Contraindications: H.simpl.cornealis, tubercul. process.involv.conjunct., cornea & ant. uvea.

Side effects: Second.glauc.& compl.cataract developm.with prolong use.

Special precautions: Poss.induct.of corn. abscess./ fung.keratopathy/glauc.

 XE "Tobradex" TOBRADEX, Novartis [P/S]
Dexamethasone 1 mg, tobramycin 3 mg/ml.
Indications: Ocul.inflammat.reduct.& suscept. organ.infect.prophylax.follow.intraocul.surg.

(S4) OPHTH. SUSP. [P/S] X/15.3/91.

789194-007: 5 ml, R219,49
Dosage: Admin.other topic.ophth.meds.at least 5 min.apart with eye ointm.admin.last.
Instil.1 drp.4 hrly while awake x3 days pre-op, then 1 drp.immed.on conclus.of surg. At 1st dress. change, 1 day follow.surg.instil 2 drps. 2 hrly.while awake x2 days, from post-op.day 3, 1 drp.4x/day x1 wk. Maint: 1 drp/day x10 days. Max 20 ml.
(S4) EYE OINT. [P/S] X/15.3/92.

Dexamethasone 1 mg, tobramycin 3 mg/g.

789186-004: 3,5 g, R218,26
Dosage: Admin.other topic.ophth.meds.at least 5 min.apart with eye ointm.admin.last.
Apply 1.5 cm 3xdly x3 days pre-op, then 1.5 cm immed.upon complet.surg. At 1st dress. change, 1 day follow.surg.apply 1.5 cm 3xdly for 1st 9 days. Maint: Apply 1.5 cm dly.from day 10 to day 20. Max. 7 g.
Contraindications: H.simplex keratit., vaccinia, varicella, other corn.& conjunct.vir.dis., eye mycobact. infect., ocul. fung.dis., untreat.parasit. eye infects., uncomplic.remov.of corn.foreign body, mechan.lacerat.& eye abras., heal.delay.promot. developm.& spread of infect.
Side effects: Uncomm: Incr.IOP, eye pain/-prurit./-irrit., ocul.discomf., eye irritat. Rare: Keratit., eye allergy, blurr.vis., dry eye, ocul. hyperaem., dysgeus. Freq.unknown: Anaphylact. react., hypersens., dizzin., headache, eyelid oed., eyelid erythema, mydrias., incr.lacrimat., naus., abdom.discomf., erythema multiforme, rash, face swell., prurit., Cushings syndr., adren.suppress.

Follow.opthalm.dexamethas: Less.freq: Eye infect.(exacerbat./second), Cushings.syndr., adren. suppress., reduc.vis.acuity, glauc., vis.field defects., subcapsul.cataract, IOP, imp.heal., optic nerve injury, corn.perforat.

Follow.opthalm.tobramycin: Due to low.dos. syst. effs.unlikely. Less.freq: Second.eye infect., loc.hypersens., eye irrit., ocul.hyperaem., blurr.vis., eyelid oed., eyelid prurit, periorbit.eye pain, periorbit. erythema.
Warnings and special precautions: Poss.ocul. hypertens.and/or glauc.with prolong.use damag. optic nerve/defects in vis.acuity & field of vis.& poster.subcapsul.catarct.format., high.risk of corticoster. induc.glauc.with fam./person.glauc. hist., ster.produc.glauc.poss.aft.wk.or more of treatm.in pts.predispos.to chron.simple glauc., itraocul.hypertens.freq.induc.in norm.eyes incr. press.in eyes with init.elev.press., glauc.not always revers.on discont., IOP & cataract format. risk incr.in predispos.pts.eg diabet., monit.IOP rout.with use x10 days or long & wkly.for glauc. pts.even though diffic.in paeds./uncooperat.pts., may mask progress. of bact./vir & fung. conjunctivit. infects.till sight is lost, poss.perforat. with dis.caus.corn./sclera thin., poss.aggravat.of corn.ulcerat. theref.ulc.to be correct.diagnos. bef. init. treatm., topic.NSAID/steroid contain meds. may delay corn.heal., poss.reduc.resist.aids infect. developm.mask.clinic.infect.signs, incr.risk of second.ocul.infects., poss.progress.of dendrit. keratit.result.in irrevers.cornea cloud., consid.poss. fung.invas.if persist.corn.ulcerat.occurs.with treatm., discont.corticoster.ther.if fung.infects. occurs, not for inj.into eye, poss.cross hypersens.to other topic./ system. aminoglycos.antibiot., ser. advers.reacts. incl.neurotoxic./ototoxic & nephrotox. with system. aminoglycos.antibiot. theref.caut.advis.if admin.concom., prescrib.in known/suspect.neuromusc.disords.as musc.weakn. poss.aggrav., concom.soft contact lens wear not recomm., aft.intens./long term contin.ther.Cushing syndr./adren.suppress.poss.in predispos.pts.incl. childr.& concom.CYP3A4 inhibit.treatm., when still wear.contact lenses remove lenses bef.insert.& wait at least 15 mins.bef.re-insert., due to poss. adverse eff.on corn. permeabil.& corn.epithel.with prolong.use reg. ophthalm.exam.reqd., prolong.use with extens. ocul.surf.dis., tempor.blurr.vis.may affect ability to drive/ operate machin., safety in pregn.& lactat.not est.

Interactions: Concom.topic.NSAID’s & corticoster. may delay corn.heal., CYP3A4 inhibit. incl.ritonavir & cobicistat decr.dexamethasone clear.
 XE "Voxidex" VOXIDEX, Aspen Pharmacare [P/S]
Levofloxacin 5 mg, dexamethasone 1 mg/ml
Indications:Prev.& treatm. of inflammat.and prev.of infect.assoc.with cataract surg.in adults.

(S4) EYE DROPS. 54/15.3/0836

3004966-001-007: 5 ml, R196,54
Dosage: Instil 1 drp direct.aft.surg.then 6 hrly for 7 days, do not disc.prematur., cont.with next dose if missed.

Contraindications: H.simplex, keratit., varicella, other corn.& conjunct.vir.dis., eye mycobact. infect., ocul. fung.dis., untreat.purulent eye infects.,

Side effects: Very comm: Ocul.burn., decr.vis.& mucous strand, incr.IOP. Comm: Eye discomf./-irritat./-burn./-sting./-itch.& blurr.vis. Uncomm: Headache, dysgeus., eye irritat, abnorm.eye sensat., ocul.hypertens., chemos., conjunct.papill.reacts/-inject./-follicl., lid oed/-erythem./-matt., ocul.pain/-dryness, photophob., allerg.& hypersens.reacts., delayed wound heal., post.subcapsul.cataract, opportun.infect., glauc., rhinit., naus., tongue disord., prurit. Rare: Skin rash, laryng.oed. Very rare: Anaphylax., adren.depress., conjuctiv., mydrias., ptosis, uveit., crystall.keratopathy, corn.thickn.change/-calcificat./-oed./-ulcerat./-perforat., face oed., admin.site cond. Unkown: Cushing syndr. 
Special warnings and precautions: Opthalm.use only, antibiot.resistan.with prolong.use.,disc.if infect.devel., disc.if tendon inflamm., poss.ocul.hypertens./glauc.with prolong.use, incr.IOP risk incr.in predispose.pts eg diabet., refer visual disturb.to opthalm., may slow corn. wound heal.incr with concom NSAID, perforat.in thinning corn./sclera dis., avoid prolong use as poss.immune suppress., not for pts <18yrs, safety in pregn.not est., do not use while breastf.

Interactions: Concom.eye drps., concom.probenecid,cimetid.,ciclospor.alter pharmacokin.of levofloxac., concom 
top.NSAID incr corn. heal.probl., CYP3A4 inhibit. incl.ritonavir & cobicistat decr.dexamethasone clear.

15.4
Decongestants
 XE "Oculerge " OCULERGE, (Aspen Pharmacare: Consum) Pharmacare [P/S]
Antazoline HCl 0,5 mg, tetrahydrozoline HCl 0,4 mg /1 ml.
Indications: Hay fev.& allerg.conjunctivit.

(S2) EYE DROPS. 31/15.4/0144

827150-008: 15 ml, R37,67
Dosage: 1 drp 3-4xdly.into low.lid

Contraindications: MAOI's, clos.angle glauc., safety in pregn.& lactat. not est., childr.und. 6 yrs.not recomm.
Side effects: Trans.irrit., syst.reacts., hypersens. reacts., naus., headache, drowsin.

Special precautions: Poss.adverse effs.on corn. permeabil.& corn.epithel.with prolong.use, reg. ophthalmolog.exam.requir., extens.ocul.surf.dis., hypertens., card.irreg., hyperglycaem., hyperthyroid.

 XE "Oculosan" OCULOSAN, AI Pharm Ltd [P/S]

Zn-sulph. 0,2 mg, naphazoline nitr.0,05 mg/ml.
Indications: Non-infect.conjunctivit., irrit., allergy, aft.bact.& vir.infect.treatm., tear duct irrigat.

(S2) EYE DROPS. H1272.

750271-019: 10 ml, R61,25
Dosage: 1 drp 4xdly.

Contraindications: Narr.-ang.glauc., dry eyes, keratoconjunctivit.sicca, infts., MAOI's, safety in pregn.& lactat.not est.

Side effects: Rebound eff.with longt.treatm., burn., mydrias., blurr.vis., incr.IOP, poss.system. absorpt. 

Special precautions: Hyperthyroid., CV dis., hypertens., diab.mellit./hyperglycaem., eye dis., infect.or injury, remove cont.lens.bef.instill.& 15 mins.aft., discont.if eye pain, vis.chang.& loc.eff. cont.for long.than 72 hrs. 
Drug interactions: Pressor eff.potent.with TCA's if system.absorb.

 XE "Oxylin" OXYLIN, Abbvie [P/S] &
Oxymetazoline HCl 0,25 mg, polyvinyl alcoh. 14 mg/ml.

Indications: Conjunctivit., eye irrit.

(S2) EYE DROPS. V/15.4/41.

751952-001: 15 ml, R77,43
Dosage: 1-2 drps. 2-4xdly.
Contraindications: Clos.angle glauc.

Side effects: Pupill.dilat., rebound congest.& mios., ocul.pain., incr.IOP., sedat.in childr.

Special precautions: Uncontr.hypertens., card. irreg., diabet., hyperthyroid., other medicat.

Drug interactions: MAOI.

Warnings: Ingest.may cause sev.CNS depress.

See also MDR page 15.
 XE "Spersallerg" SPERSALLERG, AI Pharm Ltd [P/S]
Antazoline HCl 0,5 mg, tetryzoline HCl 0,4 mg /1 ml.
Indications: Conjunctivit.

(S2) DROPS. H1283.

765856-018: 10 ml, R61,71
Dosage: Adults: 1 drp 3-4xdly. Childr.2-12 yrs: 1 drp.1-2 xdly.

Contraindications: Dry eyes esp. keratoconjunctiv. sicca, narr.angle glauc.risk, MAOI's, childr.und.2 yrs.not recomm., safety in pregn.& lactat. not est.

Side effects: Irrit., blurr.vis., headache, drowsin, tachycard., syst.reacts.esp.childr./elderly, antimuscarin. effs.

Special precautions: Poss.adverse effs.on corn. permeabil.& corn.epithel.with prolong.use, reg. ophthalmolog.exam.requir., extens.ocul.surf.dis., soft cont.lens., incr.IOP, hypertens., card.irreg., hyperthyroid., diab.mellit., poss.rebound congest.

Drug interactions: Addit.antimuscarin.eff.with antimuscarin.drugs.

15.5
Mydriatics
 XE "Atropine Eye Drops" ATROPINE EYE DROPS AI Pharm Ltd [P/S]

Atropine sulph.
Indications: Cycloplegic/mydriat.for refract., dilat.of iris or uveal tract dur.ac.inflamm.condits..

(S3) EYE DROPS. J/15.4/312.

705632-008: 10 mg/ml, 5 ml, R46,26
Dosage: Uveitis: 1 drp. 3xdly.

Refract: 1 drp. 2xdly 1-2 days bef.exam.& 1 hr. bef.exam. Maint.press.over lacrim.sac for 1 min.aft.install.
Contraindications: Glauc., childr.und.6 yrs., belladonna alkal.sensitiv.

Side effects: Flush., dry skin/mouth, blurr.vis., rapid pulse, dizz., conjunctiv.irrit.

Special precautions: Extens.ocul.surf.dis., reg. opthalm.exams., discont.if eye pain occurs.

 XE "Cyclogyl 1%" CYCLOGYL, Alcon [P/S]

Cyclopentolate HCl.
Indications: Mydrias.& cyclopleg.in diagn. proced.

(S3) SOL. H1147. 10 mg/ml.

717029-018: 15 ml, R215,05
Dosage: Adults: 1 drp.follow.by 2nd drp.in 5 min. Childr: 1 drp.each time at time of refract.follow. 10 min. by 2nd applic.if necess.
Contraindications: Clos.angle glauc., narr.angle betw. iris and corn.

Side effects: Trans.sting., incr.IOP, syst.reacts., CNS and card.pulm.S/E esp.in prem.& small infts. with syst.absorpt., feed.intol.in neonat.& infts. follow.ophthal.use, atax., behav.disturbs., psychot. reacts., confus., fast/irreg.heartbeat, fev., halluc., skin rash, slurr.speech, swollen stomach in infts., thirst, dry mouth, unusual drowsin., tiredn., weakn., vasodilat., blepharoconjunctivit., hyperaem., punctat.keratit., synech., blurr.vis., eye burn., hypersens.eg. conjunctivit.

Special precautions: Elderly/where IOP risk incr., with hold inft.feed.x4 hrs.aft.examinat., tonometr. exam.prior to instillat.advis., when prolongat.of cyclopleg.desir only 1 addit.drop recomm., do not drive/operat.machin.in event of blurr.vis., psychot.react.& behav.disturb.esp.in childr., photophob., safety in pregn.& lactat.not est., observ.infts.x30 mins.follow.instillat.as system. toxic.report., incr.susceptibil.in infts.& young childr./childr.with blue eyes& blond hair/ Down’s syndr./spast.paralys.or brain damage, due to poss.adverse eff.on corn.permeabil.& corn. epithel. with prolong.use reg.ophthalm.exam.reqd., prolong.use with extens.ocul.surf.dis., poss. undiagn. predisposit.to angle clos.glauc.in elderly.

 XE "Cyclomydril" CYCLOMYDRIL, Alcon [P/S]

Cyclopentolate HCl 2 mg, phenylephr.HCl 10 mg/ml.
Indications: Mydrias.of irises for funduscop. exam.

(S3) SOL. H1149.

717037-002: 5 ml, R197,14
Dosage: Fundoscopy: 1 drp.in each eye every 5-10 min.max.3x. Heavily pigment.iris.may req.larg. dos. Apply press.over the nasolacrim.sac.in premat. & small infts.x2-3 mins.follow.instillat. observ. closely for at least 30 mins.
Contraindications: Clos./narr.angle glauc., anatom.narr.angle, MAOI’s/within 10 days of stop.such treatm.

Side effects: Incr.IOP, syst.reacts.partic.in childr., trans.sting., hypersens.eg. conjunctivit.

Special precautions: Psychot.react./behav. disturb. & cardiopulm.S/E partic.in childr., advis. parents not to get into child’s mouth and to wash hands aft.admin., elderly & other with incr. IOP, estim. depth of angle of ant.chamber to avoid induc. angle clos.glauc., photophob., driv.& hazard. activ., CV dis., hypertens., hyperthyroid., reacts. simil. to other anticholinerg.produc., restrict to short term use as eff.of long-term admin.not est., due to poss.adverse eff.on corn.permeabil.& corn. epithel. with prolong.use reg.ophthalm.exam.reqd., prolong.use with extens.ocul.surf.dis.

Drug interactions: Phenylephr.effects enhanc.by guanethidine, reserpine, methyldopa, TCA’s.

 XE "Isopto-Atropine 1%" ISOPTO-ATROPINE 1%, Alcon [P/S]

Atrop.sulph.
Indications: Long act.mydriat., cyclopleg.

(S3) SOL. H1135. 10 mg/ml.

734276-001: 5 ml, R170,88
Dosage: Refract: 1 drp. 2xdly 1-2 days bef. exam, 1 drp.1 hr.bef.exam.

Uveit: 1 drp 3xdly.

Contraindications: Clos.angle glauc., narr.angle betw.iris & corn., belladonna alkal.hypersens.

Side effects: Hypersens.as conjunctiv., incr.IOP.

Special precautions: Syst.toxicity esp.in infts, syst.absorpt.poss.minim.by compress.lacrim.sac x1-2 mins.dur.& follow.instillat., mydriat.& cyclopleg. admin.to elderly & others where an incr. IOP poss., tonometr.exam., due to poss.adverse eff.on corn.permeabil.& corn.epithel.with prolong. use reg.ophthalm.exam.reqd., prolong.use with extens.ocul.surf.dis.

 XE "Minims Cyclopentolate Hydrochloride" MINIMS CYCLOPENTOLATE HYDROCHLORIDE 1%, (Bausch & Lomb) SofLens [P/S]

Cyclopentolate HCI.
Indications: Mydrias.& cyclopleg., iridocyclit., applanat.tonometry.

(S3) SOL, C/15.4/49

743402-014: 5 mg/0,5 ml, 20x0,5 ml, R368,80
Dosage: Sngl.dos.eye drops. Use accord.to ophthalmol.

Adults & childr:

Refraction: 1 drp.of 0,5 % sol.repeat.aft.5 mins. usual.suffic.but deeply pigment.eye may requir. 1 % sol.

Lenticul.adhes: Instil 1 or 2 drps.of 0,5 % sol. follow aft.6 hrs.by 1 or 2 drps.of a 2 % sol.of pilocarpine nitr. Altern.treatm.to be repeat.dly.

Iritis or iridocyclit: Instil 1 or 2 drps.of 0,5 % sol. 6-8 hrly.

Contraindications: Narr.angle glauc., narr.angle betw. iris & cornea, neonates except on expert evaluat.

Side effects: Incr IOP, necr.colit.preterm inft., seiz.esp.childr., mouth dryn., photophob., rarely syst.effs.from parasympatholyt.act.
 XE "Minims Phenylephrine Hydrochloride" MINIMS PHENYLEPHRINE HYDROCHLORIDE 10 %, (Bausch & Lomb) SofLens [P/S]

Phenylephrine HCI.

Indications: Mydriat., open angle glauc.

(S1) SOL, D/15.4/22. 50 mg/0,5 ml

743429-028: 20x0,5 ml, R379,33
Dosage: Sngl.dos.eye drops. Adults & childr.as direct.by ophthalmol.

Contraindications: Hypertens., hyperthyroid., part. heart block, myocardit., bradycard., coron. circulat. impairm., infts., elderly, card.dis., adv.arterioscleros., angle-clos.glauc., MAOI’s, TAD’s, beta-block., RIMA’s

Side effects: Pseudoephedr.cross-sens., liberate pigm.from iris, corneal cloud., allerg.conjunctiv., irrit. on applicat.to eye, blurr.vis., photophob., conjunct. sensit., allergy, tachycard.reflex bradycard., palpitat., extrasystoles, card. dysrhythm., periph.vasoconstrict., hypertens., periorbit. pallor preterm pts, paed.pulm.oed.

Warnings and special precautions: Sev. ischaem. heart dis., diab.mellit., prostat.hyperplas., anter.chamb.angle, ocul.hyperaem., min.system. absorpt. by compress.lacrim.sac.

Interactions: Antihypertens.revers.act., MAOI’s incr. advers.reacts., TAD’s potentiat.press.respon. & risk card. dysrhythm., halothane incr.ventric. fibrillat., digox,/quinidine incr.dysrhythm.

 XE "Minims Tropicamide " MINIMS TROPICAMIDE 1 %, (Bausch&Lomb) SofLens [P/S]

Tropicamide.

Indications: Mydriat.& cyclopeg.of rapid onset.& brief durat.

(S3) SOL, N/15.4/123. 5 mg/0,5 ml

743437-012: 20x0,5 ml, R408,32
Dosage: Sngl.dos.eye drops. Adults: 2 drps.at 5 min.interv.furth.1-2 drps.aft.30 mins.if reqd. Childr: At discret.of ophthalmolog.

Contraindications: Narr.angle betw.iris & cornea.

Side effects: Photophob., conjunctiv.irrit., poss. syst. toxic.particul.in.small childr.(dry mouth, bradycard. follow.by tachycard.)

Special precautions: Inadeq.for cyclopleg.in childr.

 XE "Mydriacyl" MYDRIACYL, Alcon [P/S]

Tropicamide.
Indications: Mydrias.& cyclopleg.for fundus exam.& refract., pre-& post op.states where short- act.mydriat.reqd.

(S3) SOL.  H1154. 10 mg/ml.

745383-009: 15 ml, R207,61
Dosage: Refract: 1-2 drps.rep.in 5 mins. 1 addit. drp.to prolong.mydriat.eff.if not examin.within 20-30 min.

Fundus exam: 1 drp. 15-20 min.bef.exam.

Compress.lacrim.sac at medial canthus by digit. press for at least 1 min aft.instal.to reduc.system. absorpt.
Contraindications: Narr./clos.angle glauc., safety dur.pregn.& in breastfeed.women not est., hypersens.to anticholinerg.

Side effects: Loc.incr.IOP, trans.sting., blurr.vis. & light sens.second.to pupillary dilat., photophob., with/without corneal stain., loc.irrit.with prolong. admin., hyperaem., oed., conjunctiv., dry mouth/ skin, flush., bradycard.foll.by tachycard.with palpit. & arrythm., urin.urgency/diffic.& retent., reduc. tone & motility of GI tract lead.to constip., vomit., giddin., stagger., rash in childr., abdom.distent.in infts.
Special precautions: Elderly, incr.IOP, shallow ant.chamber, estim.depth of angle of ant.chamber to avoid induc.angle clos.glauc., poss.CNS. disturbs./ psychot.reacts./behav.disturbs.& CV collaps. from anticholin.hypersens., infts.& childr., childr. & indiv.suscept.to belladonna alkaloids, oral tox., inflam.eye, adverse effs.on corneal permeabil. & danger of disrupt.of corneal epithelum with prolong./ rep.benzalkonium chloride use, reg. ophthalmolog. exam.reqd., prolong.use with extens. ocul.surf.dis., do not drive/engage in other hazard. activ.unless vis.clear as complet recov. from eff. poss. takes upto 6 hrs.

Drug interactions: Concom.admin.of other meds. with anti-muscarin.propert.eg.amantadine/some anti-histamines/butyrophenones/phenothiaz.& TCA poss.enhanc.anti-muscarin.agents effs.

15.6
Glaucoma
AZARGA (MDR Listing)

AZOPTIC (MDR Listing)

DUOTRAV (MDR Listing)

TRAVATAN (MDR Listing)

 XE "Alphagan Purite" ALPHAGAN PURITE, Abbvie [P/S] 
Brimonidine tartrate

Indications: IOP low.in open-angle glauc/ocul. hypertens.

(S3) SOL. A39/15.4/0202. 1,5 mg/ml

709410-001: 5 ml, R178,63
Dosage: 5 min.interv.betw.other topic.ophthal. meds.

Recomm.dos: 1 drp.in affect.eye(s) 2xdly.12 hrly.apart

Contraindications: MAOI's, no studies in pregn. & lactat., not recomm.in childr.< 2 yrs.

Side effects: Allerg./follicul.conjuctivit., conjunctivit. hyperem./folliculos./oed./haemorrh., prurit., blepharit., burn.sensat., conjuctivit. epiphora, eye disch./dryn./irrit./pain, foreign body sensat., photophob., sting., superfic.punctuate keratophy, vis.disturb., vis.field.defects, vitreous floaters, vis.acuity worsen., blepharoconjunctivit., corn. eros., cataract, keratit., tear., vitreous detachm./ disord, dizzin., headache, somnol., taste pervers., hypertens., insomn., cough, dyspn., nasal dryn., dyspeps., oral dryn., GI disords., eyelid oed./ erythema, rash, allerg.react., bronchit., flu syndr., pharyngit., rhinit., sinus infect., sinusit., asthen., bradycard., hypotens., irit., mios., skin reacts., depress., keratoconjunctivit.sicca, tachycard., apnoea/ bradycard./hypotherm./hypoton.& somnol. in infts, fatig., drowsin.

Warnings and special precautions: Concom. (-block./ antihypertens.&/card.glycosides, TCA poss. affect.metabol.& uptake of circul.amines., sev.CV dis., hepat./ren.impairm., depress., cerebr./ coron. insuff., Raynaud’s phenom., orthostat. hypotens., thromboangiit.obliterans, monit.IOP routinely in pts.using IOP low.meds., ocul.surg./ intercurr.ocul.condits.

Drug interactions: Poss.addit./potent.effs.with concom.CNS depress./antihypertens., MAOIs may affect.metabol.& incr.system.adverse eff.
See also MDR page 1.
 XE "Atana" ATANA, Gen-eye [P/S]
Latanoprost

Indications: Elev.IOP reduc.in open angle glauc./chron.clos.angl.glauc.& ocul.hypertens.

(S4) OPHTH.SOL. 47/15.4/0116. 50 µg/ml.

720971-001: 2,5 ml, R186,12

Dosage: If other topical ophthalmolog.meds.are being used admin. at least 5 mins.apart.

Adults: 1 drp in affect.eye(s) once dly.pref.in even. Do not exceed once dly dos. Cont.with next dos.as plann.if 1 dos.miss. IOP reduct.init.3-4  hrs aft. admin. with max.effect. obt.8-12 hrs.later.& maint. for at least 24 hrs.

Contraindications: Safety in pregn & lactat.not est., safety & effic.in childr.not est.

Side effects: Incr.iris pigmentat., eye col.& eyelash chang., mild foreign body sens., punctate epithel. keratopathy, conjunctiv.hyperaem, periorbit. oed., uveit./irit., corn.oed./eros., palpebr. skin darken., macul.oed., ang.pect., dyspn., cough., ac.asthma attack, asthma aggravat., URTI, colds & flu, musc./joint/back/chest pain, bact.keratit.

Warnings and Special precautions: Cont. high benzalkon.chlor.conc.poss.absorb by cont. lens., cyst.aphak./pseudophak.pts.with torn post. lens capsul./pts.with risk fact.for macul.oed., pts. to be inform.of potent.grad.incr.brown iris pigmentat. & poss. disparity betw.treat.& untreat. eye, eye colour chang.mainly in mix. colour irides with onset within first 8 mnths.of ther., ren./hepat.impairm., URTI, colds, flu, skin reacts., reg.ophthalmolog.exam.reqd., extend.use in pts.with extens.ocul.surf.dis., no exper.in ac. clos. angl.glauc.attacks, ocul.reacts.esp. conjunctiv. /lid reacts., remove contact lens.bef. admin.& wait at least 15 min.to reinsert., limit. exper. in inflamm.ocul.condits./inflamm. neovasc. angl.clos./congenit.or pigment.glauc. /pseudophak. pts.with open angl.glauc., med. advice in case of intercurr.ocul.condit., ocul. infects.

Drug interactions: IOP reduc.eff.is addit.to that of beta-adrenerg.antagon., eff. was addit.in combin. with adrenerg.agonists (dipivefrin)/oral carbonic. anhydr.inhibit.(acetazolamide) & partly with cholinerg.agonist (pilocarpine), precipitat. occurs with eye drops cont.thiomersal.

 XE "Azarga" AZARGA, (AI Pharm) Novartis [PWR] 
Brinzolamide 10 mg, timolol 5 mg/ml

Indications: Decr.of IOP in adults with open-angle glauc. or ocular hypertens.where monother. prov.insuffic.IOP reduct.

(S4) SUSP. 44/15.4/0046

717260-001: 5 ml, R220,60
Dosage: Adults incl.elderly: 1 drp.in conjunctiv. sac of affect.eye(s) 2xdly. Nasolacrim.occlus. aft.instillat. poss.reduc.system.S/E. Admin.other topic. meds.at least 5 mins.apart. Treatm.to start follow.day when substit.anoth.anti-glauc.agent with Azarga.

Contraindications: Bronch.asthma/hist.therof, sev.chron.obstruct.pulm.dis., sinus bradycard.,sick sinus syndr., sino-atr.block,  2nd/ 3rd degr. AV block, overt CF, cardiogen.shock, sev. allerg.rhinit.& bronch.hyperactiv., other B-blocks./ sulphonam. hypersens., hyperchloraem.acidos., sev.ren. impairm., safety & effic.in pregn.& lactat./childr. bel. 18 yrs.not est., not stud.in narr.-angle glauc., concom.oral carbon.anhydrase inhibit.not recomm.

Side effects: Insomn., dysgeus., mydrias., blurr. vis., eye irrit./pain/discharge/prurit., foreign body sensat., punct. keratit., dry eye, ocul./conjunctiv. hyperaem., allerg.conjunctivit./blepharit., ant. chamber flare, eyelid marg.crust./erythem., astenop., abnorm.eye sensat., decr.BP, COPD, pharyngolaryng./back/extremit./ren.pain, cough, rhinorrh., hair disord., lichen planus, GI disturbs., nasopharyngit., sinusit., pharyngit., rhinit., decr. red bld.cells, incr.bld.chlor., hypersens., hypoglycaem., psych.disords., decr.libido, CNS effs., cerebr.ischaem., dizzin., paraesthes., trem., headache, hypoaesthes., ageus., CVA, myasth. grav., keratit., keratopathy, incr.opt.nerve cup/disc ratio, corn. disord./epithel.defect/stain/oed./eros., incr.IOP, eye depos./swell./allergy, meibomianit., diplop., glare, photophob., photops., vis.acuity reduc., pterygium, ocul.discomf., keratoconjunctiv. sicca, eye hypoaesthes., sclera.pigment., subconjunctiv. cyst, incr.lacrimat., eyelid ptos./ disord./ oed., madaros., abnorm.vis., tinnit., vertigo, cardioresp.distress, ang., bradycard., dysrhythm., palpitat., tachycard., card.fail./arrest, AV block, hypertens., hypotension, dyspn., asthma, bronch. hyperactiv., epistax., URT congest., throat irrit., postnas.drip, sneez., nas.dryn., resp.fail., bronchosp., skin reacts., musc.spasm, myalg., arthralg., pollakiur., erect.dysfunct., asthen., chest discomf./ pain, fatig., periph.oed., feel.abnorm./ jittery, irritability, meds.residue, malaise, syst. effs., sulphonam.adverse reacts.
Warnings and special precautions: Reproduct. toxic.in animals, timolol excret.in breast milk, elderly, asthma, unstab.diab., hypoglycaem., hyperthyroid., Prinzmetal ang., sev.periph.& circulat. disord., contr.CF bef.init.ther., absorb. system., hypotens., discont.if S&S of hypersens./ ser.reacts.occ., pt.hist.of sev.anaphylact.reacts.to a variety of allergens poss. unrespons.to usual adrenaline dos., limit.exper.in pseudoexfoliat. /pigment. glauc.& IOP monit.recomm., cont.lenses, monit. other condit.with comprom.corneas eg. diab., 15 min.interv.aft.instillat.bef.insert.contact lens., avoid soft cont. lens., concom.CYP3A4 inhibit., poss.mask hypoglycaem./hypothyroid. sympt., monit.with freq./prolong use, CF adeq. contr. bef.init.ther., sev.card.dis.hist., poss.fatal reacts. with bronchosp.in asthma pts., concom.oral ß-adrenerg.blocks., poss. risk of metabol.acidos.in pts. with ren.impairm.risk., musc.weakn. consist. with cert.myasthen.sympts., choroid.detachm., may block system. ß-agonist effs.of adrenaline in surgic.anaesthes.

Interactions: Metabol.poss.inhibit.by CYP3A4 inhibit., poss.hypotens.&/mark.bradycard.with Ca chann. blocks./guanethidine/ß-adrenerg. blocks./ antidysrhythm./digital.glycosid./ parasympathomimets., hypertens.react.potent.to sudd. clonidine withdr., potent.syst.ß-blockade with CYP2D6 inhibits., poss.incr.eff.of anti-diab. agents.

See also MDR page 587.
 XE "Azoptic" AZOPTIC, (AI Pharm) Novartis [P/S] 
Brinzolamide 

Indications: Monother./adjunct.ther.to ß-block.for elev. IOP in ocular hypertens./open-angle glauc.

(S3) SUSP. 34/15.4/0382. 10 mg/ml

701523-001: 5 ml, R218,27
Dosage: Allow 10 mins.betw.admin.of other top. ophthalm.drugs. Nasolacrim.occlus.aft.instillat. poss. reduc.system.S/E

Monother./adjunct.ther: 1 drp.in conjunctiv.sac of affect.eye(s) 2xdly or 1 drp.3xdly.

Contraindications: Hypersens.to any compon.& sulphonam., sev. ren. impairm., hyperchloraem. acidos., concom.oral carbon.anhydrase inhibit., safety in pregn.,lactat.& paed.not est., hepat. impairm., not stud.in narr.-angle glauc.

Side effects: Sulphonam.adverse reacts., Ocul. effs: Tempor.blurr.vis., ocul.discomf., foreign body sensat., ocul.hyperaem., dry eye, ocul.pain/ discharge /prurit., keratit., blepharit., conjunctivit., lid margin crust., sticky sensat., tear., eye fatig., keratopathy, abnorm.vis., keratoconjunctivit., corn. stain., eye disord., photophob., meibomit., vis. changes, irritat., glare, lid disord., decr.vis., corn. eros. System.effs: Taste pervers., chest pain, alopec., pain, GI disturbs., hypersens.reacts., CNS effs., rhinit., dyspn., pharyngit., bronchit., dry nose, epistax., incr.cough, kidney pain, impot., incr.urin. freq.

Special precautions: Limit.exper.in pseudoexfoliat. /pigment.glauc./concom. antiglaucoma agents other than timolol, contact. lenses as corn.hydrat.poss.affect.poss.incr. risk to corn., other condit.with comprom.corneas eg.diab., 15 min.interv.aft.instillat.bef.insert. contact lenses, absorb.system., concom.CYP3A4 inhibit.

Drug interactions: Metabol.poss.inhibit.by CYP3A4 inhibit.

See also MDR page 589.
 XE "Betoptic" BETOPTIC, Novartis [PWR]

Betaxolol.
Indications: Low.IOP in chron.open angle glauc., elev.IOP.

(S3) SOL. 15.4/371. 5 mg/ml.

708445-004: 5 ml, R264,83
Dosage: 1 drp. 2xdly.
Contraindications: Sinus bradycard.uncorrect. >1st degree AV block, cardiogen.shock, CF unless /unt.control., safety in pregn.& long term use not est., safety & effic.in childr.not est.

Side effects: Discomf.& tear., blurr.vis., decr. corn.sensitiv., erythema, itch.sensat., corn. punctate stain., keratit., photophob., syst.reacts.

Special precautions: Hist.of CF /heart block, discont.at 1st sign of CF, monit.IOP reg.dur.treatm., tfd.from other sngl./sev.concom.agents, diabet., thyrotoxicos., bronch.asthma, chron.bronchit., use with miot.in angle clos.glauc., maj.surg., concom. adrenerg.psychotrop.drugs, diminish.respons.with prolong.use., poss.adverse eff.on corn.permeabil.& corn.epithel.with prolong.use, prolong.use in extens. ocul.surf.dis., lactat.

Drug interactions: Mydrias.with concom.ophth. epinephr., poss.addit.eff.with catecholamine-deplet. drugs, potent.addit.eff.with oral ß-adrenerg. block.agents.

 XE "Brimoct" BRIMOCT, Gen-eye [P/S]

Brimonidine tartrate

Indications: IOP low.in open-angle glauc./ocul. hypertens.

(S3) OPHTH.SOL. 45/15.4/0688. 2 mg/ml

721293-001: 5 ml, R176,89
Dosage: Recomm.dos: 1 drp.in affect.eye(s) 2xdly.12 hrly. 5 min.interv.betw.other topic.ophth. meds.

Contraindications: MAOI's, safety & effic.in pregn./ childr.und.2 yrs.not est.

Side effects: Conjunctivit. hyperaem./oed./ haemorrh. /folliculos., allerg./follicul.conjuntivit., eye prurit./pain/dryn./irrit./disch., burn./foreign body sens., sting., blepharit., epiphora, vis. disturbs. /field defects, worsen.vis.acuity, superfic. punct.keratopathy, vitreous float., corn.eros., irit., mios., CNS effs., headache, dizzin., psych.disords., hypertens., hypotens., palpitat., bradycard., tachycard., allerg.reacts., eyelid erythem., vasodilat., dyspn., cough, nas./oral dryn., dyspeps., sinusit., sin.infect., flu syndr., broncit., rhinit., pharyngit., asthen.

Warnings and special precautions: Ser.CNS effs.report.in infts.with topic.use theref.not recomm. in paed.pts.und.2 yrs., lactat., soft cont. lens., reg.ophthalmolog.exam., extens. ocul.surf. dis., dry eye syndr., monit.IOP with other concom. IOP low.meds., sev.CV dis., elderly, Raynaud’s phenom., cerebr./coron.insuff., depress., orthostat. hypotens., thromboangiit.obliterans., no studies in ren./hepat.impairm., concom. (-block./ antihypertens. &/ card.glycosid., TCA poss.affect. metabol.& uptake of circul.amines., syst.clonidine hypotens.eff.poss.blunt.by TCA’s.

Drug interactions: Poss.addit./potentiat.effs. with concom.CNS depress., alpha-agonists may reduc. pulse & BP.

 XE "Co-Atana" CO-ATANA, Gen-eye [PWR]
Latanoprost 50 µg, timolol 5 mg/ml

Indications: IOP reduct.in open angle glauc.& ocul.hypertens. when intol.or uncontrol.on monother. other.than latanoprost & timolol.

(S4) OPHTH.SOL. 47/15.4/0528.

722712-001: 2,5 ml, R194,60
Dosage: 1 drp in affect.eye(s) once dly. If other topic.ophth.meds.are being used admin.at least 5 mins.apart.

Contraindications: Re-act.airway dis.incl.chron. obstruct.pulm.dis/bronch.asthma or hist.thereof, sinus bradycard., 2nd/3rd degree AV block, cardiogen. shock, card.fail., safety in pregn.not est., breast feed., childr.

Side effects: Incr.iris pigmentat., dark./thicken.& lengthen.of eye lashes, eye irrit./hyperemia, corn. disords., conjunctivit., blepharit., eye pain, headache, skin rash, foreign body sensat., punctate epithelial eros., macul.& cystoid macul. oed., irrit./uveit., corn.oed.& eros.,dyspn., asthma/ exacerbat., darken.of eyelid skin, ocul.irrit., dry eyes, keratit., decr.corn.sensitiv., vis.disturbs. incl.refract.changes, diplop., ptos., choroid. detachm. aft.filtrat.proced., dizzin., insomn., incr. myasth.grav.S&S, paraesthes., nightmares, depress., memory loss., tinnit., dysrhythm., heart block, CHF, palpitat., card.arrest, bradycard., hypotens., cold hands & feet, claudicat., oed., cerebr.ischaem., Raynaud’s phenom., CVA, syncope, resp.fail., bronchosp.predom.in pre-exist. bronchosp.dis.,cough, psoriasiform rash, psorias. exacerbat., alopec., allerg.react.incl.angioed., loc. & gen.rash, urticar., SLE, Peyronie’s dis., decr. libido, fatig., chest pain, asthen.

Warnings and special precautions: System. absorpt.theref. cardiovasc.& resp.reacts.of ß-adrenerg.poss., control card.fail.adeq.bef.init. treatm., in hist.of anaphylact.reacts.pts.more respons. to rep.challenge & poss.unrespons.to usual adrenal.dos., with concom.oral beta-block. eff. on IOP & known beta-block.syst.effs.poss. exaggerat., use of two loc.prostagland./two beta-block.not recomm., spontan.hypoglycaem., diab., poss. masks sympts.of ac.hypoglycaem.& cert. hyperthyroid. sympts., myasth.grav.sympts.aggrav., grad. incr.in brown pigment of iris.which may be perman., perman.heterochrom.poss.in unilater. treatm., no/limit.exper.in treatm.of neovasc./ inflamm./ chron.angle clos./congenit.glauc./open angle of pseudophakic pts./& pigment.glauc., no exper. in ac.clos.angle glauc.attacks, risk fact.for mac. oed./aphak.pts or in pseudophak.pts.with torn post.lens capsule, poss.adverse eff.on corn. permeabil. & corn.epithel.with prolong.use, extend. use in extens.ocul.surf.dis., contact.lens use, excret.in breast milk.

Drug interactions: Poss.addit.effs.with Ca chan. block./catecholamine-deplet. drugs/ß-block agents / antidysrhythm./parasympathomimet./digox./ MAOI & narcot., mydrias.with adrenaline, beta-blocks.incr.hypoglycaem.eff.of anti-diabet.
 XE "Combigan" COMBIGAN, Abbvie [PWR] 
Brimonidine tartrate 2 mg/ml, timolol mal. 5 mg/ml

Indications: IOP control in chron.open-angle glauc./ ocul.hypertens.where pts.stabilis.on same dos.of indiv.compon.

(S3) EYE DROPS, A39/15.4/0464

709863-001: 5 ml, R227,72
Dosage: 1 drp.in affect.eye(s) 2xdly. 12 hrs.apart. Compr.lachrym.sac/ close eyes for 2 min to red.system.absorp.Inst.othr ophth.meds 5 min apart.

Contraindications: Safety & effic.in pts.< 18 yrs.not est., react.airw.dis incl.bronchosp./ bronch.asthma/ hist.therof./ sev.COPD, sinus bradycard., sick sinus syndr., sino-artrial nodal block, 2nd& 3rd degr.AV block not contr.with pacemaker, overt CF, cardiogen.shock, neonat.& infants (<2 yrs), MAOIs/within 2wks of stopping., safety in pregn. & lactat.not est.

Side effects:Very common: Conjuctivit.hyperaem./ burn.sensat. Common: Stinging sensat.in eye, eye prurit., allerg.conjuctivit., conjunctiv.folliculos., vis.disturbs., blepharit., epiphora, corn.eros., superfic.punctuate keratit., eye dischar./ dryn./ irritat./ pain, foreign body sensat., eyelid erythema/-prurit./- oed, depress., somnol., headache, dizzin., bradycard., hypertens., rhinit., oral dryn, naus., diarrh., asthen. Uncommon: Vis.acuity worsen., conjunctiv.oed., follicul.conjutivit., allergic.blepharit., conjunctiv., asthenop., vitreous floaters, photophob., papillary hypertrophy, eyelid pain, conjunctiv. blanch., corneal oed./- infiltrates, vitreous detachm., syncope, CHF, palpitat., hypotens., nasal dryn., taste pervers., allerg.contact dermatit. Not known: Blurr.vis., red.vis.acuity, dysrhythm., bradycard., tachycard., naus., facial erythema. Brimodindine: Irit., iridocyclit., miosis, insomn., upper resp.sympt., dyspn., GI sympt., system.allerg.reacts., hypersens., skin reacts. Timolol: Similar s/e to system. ß-blockers Additional s/e: System.allerg.reacts., hypoglycaem., behav.changes & psychic disturb., CVA, cerebral ishaem., myasth.grav.S&S incr., paraesthes., keratit., decr.corneal sensit., diplop., ptosis, choroid.detach.follow.filtrat.surg., corneal eros., cystoid macul.oed., pseudopemphigoid, refract.changes, oed., chest pain, AV-/ heart block, card.arrest., CF, pulmon.oed., angina pect,worsen., tinnit., Raynauds phenomen., cold hands & feet, claudicat., bronchosp., dyspn., cough, nas.congest., resp. fail.,URTI, dyspeps., abdom.pain, vomit., anorex., dysgues., alopec., psoriasif.rash, psorias exacerbat., skin rash, myalg., sex.dysfunct., decr.libido, Peyronie’s dis., retroperit.fibros., fatig.
Special warnings and precautions: Resp.& card.reacts incl death due to bronchosp./ CF, hypersens.to othr α-adrenocept.agonists, pts.with hist.of sev.anaphylact.react.to variety of allerg.poss.more react.to rep.challenge & poss.unrespons.to usual epinephr.dos., disc.if allerg.react.such as allerg.conjuctiv./-blepharit., poss.system.absorb., monit.IOP routinely, depress., cerebr./ coron.insuffic., Raynaud’s phenom., orthostat. hypotens., thromboanglit.obliterans, CV dis., hypotens.therap.with ß-blockers/ 2 topic. ß -blockers, sev.circulatory dis., mild/ mod.asthma, spontan.hypoglycaem/ diab.as ac. hypoglycaem. sympts.poss.mask., signs of hyperthyroidism poss.mask., thyroidtoxicos., metab.acidos., untreat.phaeochromocytom., corneal dis., choroidal detachm.aft.filtrat.proced., withdr.prior maj.surg.controvers.- reverse eff.with agonists if need., surg.anaesthes., not studied in clos.-angle glauc., muscl.weakn.in MG pts., cerebrovasc.insuff., poss.advers. eff. on corn.permeabil.& corn.epithel.with prolong. use, inform pts- avoid contaminat.of tip, ocul.surg./ intercurr.ocul.condit., remov.contact lens.before admin & wait 15 min.bef.reinsert., benzalkon.chlor.discolour soft cont.lens.

Interactions: MOAI incl.linezolid, antidepress.aff.noradrenerg.transmiss.eg.TCAs/ mianserin, poss.addit./potentiat. effs. with concom.CNS depress.eg.alcoh./ barbiturates/ opiates/ sedatives & anaesthetics, system. ß-block., poss.addit.effs.with oral CCB/ ß-adrenerg. block.agents/ antidysrhythmics/ digoxin/ parasympthomimetics, mydrias.report. with concom.epinephr., incr. hypoglycaem eff of antidiabetic meds, potens.hypertens.reacts.to sudden withdr.of clonidine, potens.system. ß-blockade with CYP2D6 inhib.eg. quinidine/ fluoxetine/ paroxetine, tachycard.& incr.hypotens.risk with anaesthetic.meds., iodine contrast, IV lignocaine, cimetidine/ hydralazine & alcoh.incr.plama conc.of timolol, meds.aff. metab.& uptake of amines eg. chlorpromazine/ methylphenidate/ reserpine, system.α-adrenerg.agonist eg.isoprenaline/ prazosin, theoretic.possibil.addit.IOP lower.eff. with prostamines/ prostaglandins/ carbonic anhydr.inhibit.& pilocarpine.
See also MDR page 2.
 XE "Cosopt" COSOPT, Mundipharma [PWR]
Dorzolamide 20 mg, timolol 5 mg/ml.
Indications: Elev.IOP in ocul.hypertens., open angle/pseudoexfoliat.glauc./other second.open-angle glauc.when concom.ther.is appropr.

(S3) OPHTH.SOL. 32/15.4/0525

860379-019: 5 ml, R231,30
Dosage: 1 drp.2xdly.in affect.eyes. Admin.other topic.meds.10 mins.apart. When substitut.with another opthalm.antiglauc.agent discont.other agent aft.dos.on one day & commence Cosopt on the next day. By using nasolacrimal occlus./clos. eyelids for 2 mins.syst.absorpt.is reduc.decr. syst. S/E & incr.loc.activ.

Paed: Safety & effic.not est.in paed.pts.below 2 yrs.& although used in childr.2-6 yrs.safety & effic. data insuffic.to recomm.dose.
Contraindications: Bronch.asthma/hist. thereof, sev.chron.obstruct.pulm.dis., sinus bradycard., sick sinus syndr., sino atrial block, 2nd/3rd degr. AV block, overt CF, cardiogen.shock., sev.ren. impairm./ hyperchloraem.acidos.

Side effects: V.common: Cosopt: Burn.& sting., dysgeus. Common: Cosopt: Conjunctiv.inj., blurr.vis., corneal eros., ocul.itch., tear., sinusit., Dorzolamide: Headache, eyelid inflamm.& irrit., superfic. punct. keratit., naus., asthen., fatig., Timolol: Ocul.irrit.incl.blepharit., keratit., decr.corn. sensitiv., dry eyes, conjunctivit. Uncommon: Cosopt: Urolithias., Dorzolamide: Iridocyclit., Timolol: Vis.disturbs.incl.refract. changes, bradycard., dyspn., naus., dyspeps., asthen., fatig. Rare: Cosopt: Syst.allerg.reacts. incl.angioed./ urticar./ rash & anaphylax., breath shortn., resp.fail., rhinit., bronchosp., contact dermatit., Stev.John.syndr., tox.epiderm. necrolys. Dorzolamide: Dizzin., paraesthes., irrit. incl. redn., pain, eye lid crust., trans.myop., corn. oed., ocul.hypotony, choroid.detachm.follow. filtrat.surg., S&S of loc.reacts.incl.palpebr.react., epistax., throat.irrit., dry mouth, rash. Timolol: Allerg. reacts.incl.angioed./urticar./loc.& gen. rash & anaphylax., insomn., nightmares, memory loss, paraesthes., incr.myasthen.grav.S&S, decr. libido, CVA, cerebr.ischaem., ptos., diplop., choroid. detachm.follow.filtrat.surg., tinnit., chest pain, palpitat., oed., arrhythm., CHF, card. arrest, heart block, hypotens., claudicat., Raynauds, cold hands & feet, bronchosp.predom. with pre-exist.bronchosp.dis., resp.fail., cough, diarrh., dry mouth, alopec., psoriasiform rash, psorias. exacerbat., SLE, Peyronie’s syndr., decr.libido. Not known: Dorzolamide: Foreign body eye sensat., palpitat. Timolol: Prurit., hypoglycaem., hallucinat., itch., tear., redn., blurr. vis., corn.eros., AV block, CF, dysgeus., abdom. pain, vomit., skin rash, myalg., sex. dysfunct.
Special warnings and precautions: Soft contact lense use, poss.adverse eff.on corn. permeabil.& corn.epithel.with prolong.use, extend. use in extens.ocul.surf.dis., S/E report. with syst. ß-block.admin.may occur but incid.is low.aft.topic.admin., in CV dis critic.assess.pts.& consid.ther.with other act.subst., monit.card.dis. pts., caut.in 1st degr.heart block, sev.circulat. disturbs./ disords., eval.benef.vs risk in mild to mod. COPD, hepat.impairm, discont.in pres.of ser. reacts./hypersens., pts.with hist.of atopy/ sev. anaphylact.react.to a variety of allergens may be more react.to rep.challenge & may be unrespons. to usual epinephrine dos., concom. oral carbon.anhydrase inhibit.not recomm., observ. for potent.addit.eff.with concom.syst.ß-adrenerg.block.agents, use of 2 topic.ß-adrenerg. block.agents not recomm., withdr.grad., spontan. hypoglycaem.& labile diab., signs of hyperthyroid. poss.mask., corn.dis., surg. anaesthes., sympts.of myasth.grav.poss.aggrav., prior ren.calculi hist.pts.poss.at incr.urolithias. risk, great.sensitiv.in elderly poss., not stud.in ac. angle-clos.glauc., potent.for corn.oed.in pts. with low endothelial cell counts incr., poss. dimin. responsiven.to timolol with prolong.use, childr. und.2 yrs., no adeq.well-control.stud.in pregn., timolol pres.in human milk, pts to be advis. on correct admin.to prev.bact.contaminat. & poss.ocul.infects.
Interactions: Poss.addit.effs.with concom.oral Ca chann.block./catecholamine deplet.meds./ß-adrenerg.block.agents/antiarrhythm.(incl.amiodarone)/digital./parasympathomimet./guanethidine/narcots.& MAOI, system.ß-block.potent.with CYP2D6 inhibit., mydrias.with ophthalm.ß-block. & adrenaline, hypoglycaem.eff.of antidiabet. agents incr., oral ß-adrenerg.block.agents may exacerb. rebound hypertens.follow.clonid.withdr.
 XE "DuoTrav" DUOTRAV, (AI Pharm) Novartis 
Travopost 40 µg, timolol 5 mg/ml

Indications: Decr.of elev.IOP in pts.with ocul. hypertens./open-angle glauc.where treatm. with eith.indiv.ingred.alone prov.insuffic IOP reduct.

(S4) SOL. A40/15.4/0511

708877-001: 2,5 ml, R245,05
Dosage: Admin.at least 5 mins.apart.from other top. ophthalm.meds. When substit.for another agent discont.it & then commenc.DuoTrav.ther. follow.day.

Nasolacrim.occlus./gently clos.eyelid aft.admin.is recom.& may reduc.system.absorpt.

Adults incl.elderly: 1 drp.in conjunctiv.sac of affect.eye(s) once dly.at the same time each day.
If dos.miss.treatm.should contin.with next dos.as plan.ie.dos.should not exceed.1 drp.in affect.eye(s) dly.

Contraindications: Bronch.asthma/hist.thereof, sev.chron.COPD, sinus bradycard., 2nd/ 3rd degr. AV block, overt CF, cardiogen.shock, pregn., women attempt.to fall pregn., lactat., not recomm. in pts.bel.18 yrs.

Side effects: Hyperaem.of eye incl.ocul./ conjunctiv.hyperaem., hypersens., headache, eye pain/irrit./prurit., foreign body sensat.in eye, dry eye, punct.keratit., photophob., ocul.discomf., abnorm.sensat., blurr.vis., keratoconjunctivit.sicca, conjunctivit., allerg.conjunctivit., meibomianit., eyelid marg.crust./pruritus, asthenop., incr. lacrimat., iris hyperpigmentat., growth of eye lashes, dark circl.under eyes, bradycard., hypotens., skin discolourat., abnorm.hair growth., fatig., decr.heart rate.

Warnings and special precautions: Same CV & pulm.advers. effs. exper.with system.beta adrenerg. block.poss., contr.CF prior to init.ther., spontan.hypoglycaem., diab.mellit.as sympts.of hypoglycaem.poss.mask., hyperthyroid.sympts. poss. mask., Prinzmet.ang./periph.& centr.circulat. disords & hypotens.worsen., pts.with hist.of atopy/ sev.anaphylact.react.to a variety of allergens may be unrespons.to usual adrenal.dos., advis.pts.of iris pigmentat.& eyelash changes esp.if only one eye is treat., no exper.in ocul.inflammat./neovasc./ angle clos./narr.angle or congenit.glauc., limit. exper.in thyroid eye dis./open angle glauc of pseudophak.& pigment/pseudoexfoliat.glauc., aphak., pseudophak.pts.with torn poster.lens caps./ ant.chamb.lens, cystoid macul.oed.risk fact., irit./uveit.predispos.risk fact., prolong.use in dry eye pts./comprom.corn.condits., soft contact lens use, adeq.contracept., no stud.in pts.with hepat./ ren.impairm.

Drug interactions: Poss.addit.effs.with oral Ca chann.block./beta-block./antidysrhythm./digox.& parasympathomimet., potent.hypertens.react.to sudd. clonidine withdr., hypoglycaem.effs.of antidiabet. agents poss.incr.
See also MDR page 592.
 XE "Ganfort" GANFORT, Abbvie 
Bimatoprost 0,3 mg, timolol 5 mg/ml

Indications: IOP.reduct. in open-angle glauc/ ocul.hypertens.where pts.respons.to topic.beta-block/prostagland.analag.given alone insuffic.

(S4) EYE DROPS, 42/15.4/0127

714110-001: 3 ml, R245,05
Dosage: Observe 5 min.interv.if other topic. ophthal. meds.used.

Adults incl.elderly: 1 drp.in affect.eye(s) once dly.in the morn./evening.

Contraindications: React.airway dis.incl. bronch. asthma/hist.therof, sev.chron.obstruct. pulm.dis., sinus bradycard., 2nd/3rd degr.AV block, overt CF, cardiogen.shock, inadeq.data in pregn., breast feed., childr.or adolesc.

Side effects: Very common: Conjuctivit. hyperaem., eyelash growth Common: Headache, superfic. punctate keratit., corn.eros., burn./sting.sensat., eyelid prurit., foreign body sensat., eye dryn./ pain/ disch./ prurit./ irrit., eyelid oed./ erythema, photophob., vis.disturbs., blepharit., vis.acuity worsen., incr.lacrimat., conjucntiv.irritat., rhinit., blephar. pigmentat., hirsut., periocul.skin hyperpigmentat.Uncommon: Iritis, conjuctiv.oed., eyelid pain, abnorm. sensat.in eye, asthenopia, trichias., iris pigmentat., periorbit.& lid changes assoc.with periorbital fat atrophy &skin tightn.result.in deepen.of eyelid sulcus, eyelid ptosis, enophthalmos, lagophthalmos & eyelid retract., darken.eyelash., epiphora, dyspn. Not known: Hypertens.reacts incl. S&S of allerg.dermatit./ angioed./ eye allergy, insomn., nightmare, dysgeus., dizzin., cystoid macul.oed., eye swell., blurr.vis., ocul.discomf., bradycard., hypertens., bronchosp., asthma, alopec., periocul.skin discolour., fatig. Additional s/e of timolol: System.allerg.reacts incl. anaphylax., urticar.local.& gen.rash, prurit., hypoglycaem., behav.changes & psychic disturb.incl depress., memory loss, hallucinat., anx., disorientat., confus., nervousn., somnol., syncope, CVA, incr.S&S of MG, paraesthes., cerebr.ischaem., decr.corneal sensitiv., diplop., ptosis, choroid.detachm.follow.filtrat.surg., keratit., refract.changes, pseudopemphigoid, ocul.irriat.S&S, tinnit., AV block, card.arrest, dysrhythm., CF, CHF, chest pain, pulmon.oed., worsen.angina pect., hypotens, claudicat., Raynauds phenom., cold hands & feet, cough, nasal congest., resp.fail., URTI, naus., diarrh., dyspep, dry mouth, abdom.pain, vomit., anorex., psoriasif.rash, psorias.exacerbat., skin rash, myalg., SLE, sex.dysfunct., decr.libido, Peyronie’s dis., retroperit. fibrosis, asthen., infection. Additional s/e of bimatoprost: Blepharosp., retin.haemorr., uveit., allerg.conjuctivit.,asthma-/COPD exacerbat.,naus., abdorm.hair growth,asthen., peripher.oed. Phosphate cont.eye dr.: Corn.calcificat.
Special warnings precautions: Soft contact lens., poss. advers. eff. on corn.permeabil.& corn.epithel. with prolong.use, extens.ocul.surf.dis., ß-block. mask hypoglycaem.S&S, hepat./ren.impairm., advers. reacts.found with system.admin.poss., CF to be adeq.control., monit.sev.CV dis., hyperthyroid. signs poss.mask., worsen.of Prinzmetal ang./sev.periph.& centr.circulat. disords. & hypotens., spontan.hypoglycaem. /diab. as ac.hypoglycaem.sympts.poss.mask., pts. with hist.of sev.anaphylact.react.to variety of allerg. poss.unrespons.to usual adren.dos., pigmentat. changes report.poss.perman., macul. oed. risk factors, use not stud.in inflamm.ocul. condits./ neovasc.inflamm.angle clos.glauc., congenit. glauc., narr.-angle glauc., pot.hair growth on contact with skin., monit.in dry eye pts./compromis.cornea for poss.punctate keratopathy&/ toxic ulcerat.keratopathy caused by benzalk.chloride.

Interactions: Poss.addit.effs.with oral Ca antagon./ß-block.agents/anti-arrythm./digital. glycosid.or parasympathomimet., ß-block.incr. antidiabet.agents hypoglycaem.eff., ß-block. potent.clonidine sudden withdr.hypertens.react.

See also MDR page 8.
 XE "Glaucopress" GLAUCOPRESS, Gen-eye [P/S]

Dorzolamide HCl equiv.to base

Indications: Elev.IOP in ocul.hypertens./open angl.glauc./pseudoexfoliative.glauc./other second. open-angl.glauc.

(S3) OPHTH.SOL. 45/15.4/1035. 20 mg/ml.

720983-001: 1x5 ml, R155,88
Dosage: Monotherapy: 1 drp.3xdly. Adjunct.with β-block: 1 drop 2x dly. Admin at least 10 mins apart if used in combinat.

Substit.for anoth.ophth.antiglauc.agent: Discont. agent aft.complet.dly.dos.& start Glaucopress next day.

Contraindications: No adeq.studies in pregn., not eval.in mod.to sev.ren.impairm.but due to ren. excret.not recom.in sev.ren.impairm., safety & effic. in childr.und.16 yrs.not est.

Side effects: Burn./sting./itch/tear., blurr.vis., conjunctivit., eyelid inflamm./irrit., iridocyclit., photophob., myop., superfic.punct.keratit., eye pain, redn., asthen., fatig., headache, dizzin., paraesthes., epistax., bronchosp., bitter taste, naus., hepat.necros., bld.dyscras.incl. agranulocytos. /aplast.anaem., skin reacts.incl. Stev. Johns.syndr./tox.epiderm.necrolys., angioed., urolithias., hypersens., loc.reacts.

Warnings and special precautions: Malformat. of verebr.bodies observ.in rabbits., consid. benef.vs.risk in lactat., not recomm.in sev. ren. funct.impairm., not eval.in hepat.imairm., soft cont. lens., poss.syst.absopt., poss.recurr. sensitisat. if sulphonam.re-admin.irrespect.of route of admin., elderly, poss.adverse effs.on corn.permeabilit. & corn.epithel.with prolong.use, reg.ophthalmolog.exams.requir., extens.ocul.surf. dis., concom.oral carbon.anhydr.inhibits.not recomm., discont.& eval.pt if allerg.-type react. occur, ac.angl.-clos.glauc., poss.ocul.infects., cont. mannitol.with poss.mild laxat.eff.
Drug interactions: IOP lower.eff.poss.addit.with β-adrenerg.blocks., potent.addit.eff.on known carbon. anhydr.syst.effs.with oral carbon.anhydr. inhibits.

 XE "Glaumide-Co" GLAUMIDE-CO, Gen-eye [PWR]
Dorzolamide 20 mg, timolol 5 mg/ml.

Indications: Elev.IOP in ocul.hypertens., open angle/pseudoexfoliat.glauc./other second.open-angle glauc.when concom.ther.is appropr.

(S3) OPHTH.SOL. 46/15.4/0684

721902-001: 1x5 ml, R206,52

Dosage: 1 drp.2xdly.in affect.eyes. Admin.other topic.meds. at least 10 mins.apart.

Contraindications: Bronch.asthma/hist.thereof, sev.chron.obstruct.pulm.dis., sinus bradycard., 2nd/3rd degr.AV block, overt CF, cardiogen.shock, safety in pregn. & lactat.not est., safety & effic.in childr.not est.

Side effects: Sulphonam.-relat.effs.incl.hepat. necros./bld.dyscras., conjunctivit., resp./card. effs.incl.death, poss.syst.absorpt., loc.ocul.reacts., choroid.detachm.aft.filtrat.proced., conjunct. inj., blurr.vis., tear., corn.eros., eyelid irrit./ inflamm., superfic.punct.keratit., iridocyclit., trans. myop., eyelid crust., SLE, tinnit., headache, dizzin., paraesthes., depress., syncope, incr. myasth.grav. S&S, decr.libido, CVA, CNS effs., bradycard., palpitat., chest pain, CHF, dysrhythm., heart block, cerebr.ischaem., Raynaud’s phenom., claudicat., hypotens., oed., resp.fail., epistax., dyspn., cough, bronchosp., GI disturbs., skin reacts.incl.psorias. exacerbat./ Stev.Johns.syndr./tox.epiderm. necrolys., alopec., urolithias., Peyronie’s dis., fatig., asthen., system.allerg.reacts. incl. anaphylax., blepharit., keratit., decr.corn.sens., dry eyes, vis.disturbs.incl.refract.chang., ptos.

Warnings and special precautions: Excret.in human milk, poss.adverse eff.on corn.permeabil.& corn.epithel.with prolong.use, reg.ophthalmolog. exam. reqd., extend.use in extens.ocul.surf.dis., soft cont. lense use, poss.syst.sulphonam. absorpt., discont.in allerg./ser.hypersens.reacts., concom.oral carbon.anhydr.inhibits./use of 2 topic. ß-adrenerg.blocks.not recomm., poss.addit.effs. with syst.ß-adrenerg.block.agents., not recomm.in sev. ren.impairm.(creatine clear.<30 ml/min.), no studies in hepat.impairm./ac.angl.clos.glauc., elderly, contr.CF adeq.bef.init.ther., monit.sev.card. dis.pts., pts.with hist.of sev. anaphylact.react.to a variety of allerg.poss.more react.to rep.challenge while tak.ß-block.& may be unrespons.to usual adrenal. dos.

Drug interactions: Poss.addit.effs./hypotens.&/ mark.bradycard.with concom. oral Ca chann. block./catecholamine deplet.meds. & ß-adrenerg. block.agents, poss.acid base disturbs.with oral carbon.anhydr.inhibit., oral ß-adrenerg.block. agents may exacerb.rebound hypertens. follow.clonid.withdr., system.ß-block.potent.with CYP2D6 inhibit.

 XE "Isopto-Carpine" ISOPTO-CARPINE 1 & 2%, Novartis [P/S]
Pilocarpine HCl.
Indications: Open angle glauc., antagon.effs short-act.mydriat.

(S3) OPHTH.SOL. H1129, H1161.

734284-004: 10 mg/ml, 15 ml, R152,06
734179-006: 20 mg/ml, 15 ml, R146,74
Dosage: 2 drps. 3-4xdly.
Contraindications: Ac.irit.

Side effects: Init.slight incr.IOP, sensitiv.& contact allerg., cil.spasm, brow ache with tempor. reduct.in vis.acuity.

Warnings and special precautions: Use over extend. period in pts.with extens.ocul.surf.dis.

 XE "Loxoptic" LOXOPTIC, Gen-eye PWR]

Betaxolol

Indications: Low.IOP in chron.open angle glauc., elev.IOP.

(S3) OPHTH.SOL. 47/15.4/0526. 5 mg/ml.

722010-001: 5 ml, R205,21
Dosage: Indiv. Usual dos: 1 drp. 2xdly. Syst. absorpt. reduc.when using nasolacrim.occlus./ clos.eyelids x2 mins.

Contraindications: Card.shock/overt card.fail., sinus bradycard., sick sinus syndr., sino-atrial block, 2nd/3rd degr.AV block not contr.with pacemak., react.airway dis.incl.bronch.asthma /sev.bronch.asthma hist./sev.COPD, damag. cornea, safety in pregn.not est., safety & effic.in childr.not est.

Side effects: Syst./skin reacts., allerg.reacts. incl. angioed., discomf.& tear., decr.corn.sensitiv./ tear prod., corn. punct.stain./eros., keratit., photophob., anisocor., ptos., diplop., blepharit., psych.disords., CNS effs., headache, memory loss, syncope, CVA, cerebr. ischaem., incr.myasth.grav. S&S, dizzin., paraesthes., hypoglycaem., card.disords.incl. mark.bradycard., CCF, chest pain, sev.periph.vasc. dis. & exacerbat.thereof, Raynaud’s phenom., periph.gangrene, hypotens., cold/cyanot.hands & feet, intermitt.claudicat. exacerbat., dyspn., asthma, bronchosp.(death report), cough, GI disturbs., alopec., skelet.musc.weakn., myalg., sex.dysfunct., impot., decr.libido, poss.mask hyperthyroid./ac. hypoglycaem.S&S.

Warnings and special precautions: Secret.in human milk, lactat., ren.decomposit., CF hist., 1st degr. heart block, discont.ther.when CF signs, CV dis., Prinzmetal’s ang., hypotens., bronchosp./ bronch. asthma/ COPD or asthma hist., concom. adrenerg. psychotrop.meds./hypoglycaem.agents/ phenothiazin., soft cont.lens., dimin.respons.with prolong. use., monit.for potent.addit.eff.with concom. oral ß-blocks., diabet., thyrotoxicos., pts. subj. to spontan.hypoglycaem., corn.dis./sicca syndr./ simil.tear film abnorm., pts.with hist.of atopy/ sev.anaphylact.react.to a variety of allerg. poss. more react.to rep.challenge & may be unrespons. to usual adrenal.dos., syst.absorpt., reg. ophthalmolog.exam.requir., monit.IOP reg.dur. treatm., tfd.from other sngl./sev.concom.agents, use with miot.in angle clos.glauc., poss. adverse eff. on corn.permeabil.& corn.epithel.with prolong. use.

Drug interactions: Mydrias.with concom.ophth. epinephr., potent.addit.eff.with oral Ca chann. blocks./ß-adrenerg.block.agents/anti-dysrhythm./ parasympathomimets/catecholamine.-deplet. agents.
 XE "Lumigan" LUMIGAN, Abbvie [P/S] 
Bimatoprost

Indications: Elev.IOP reduct.in chron.open-angle glauc./ ocul.hypertens.as monother.or as adjunct. ther. to ß-block.

(S4) EYE DROP SOL., 42/15.4/0835, 36/15.4/0157

716754-001: 0,1 mg/ml, 2,5 ml, R217,20
703666-003: 0,3 mg/ml, 3 ml, R265,06
Dosage: Admin.1 drp.in affect.eye(s) once dly in even. Max: once dly.as more often may lessen eff. Admin.at least 5 mins.apart from other top. ophthalm. meds.

Contraindications: Childr./adolesc., safety in pregn.& lactat. not est.

Side effects: 0.1 mg:Very common: Conjunctiv./ocul.hyperaem., prostagl.analogue periorbitopath.(PAP), Common: Eye. irrit. /prurit., punct.keratit., incr.eyelash growth, eye pain, eyelid erythem.& prurit., hypertrichos./skin hyperpigmentat., instill.site irrit.Uncommon: Headache, asthen., blurr.vis., conjunct. disord./-oed., iris hyperpigment., madarosis, nausea, dry skin, eyelid marg. crust., prurit. Not known: Blephar. Pigmentat., macul.oed., dry eye, eye discharge, eye/-lid oed., foreign body sensat., ocul.discomf, photophob., asthma/-& COPD exacerbat., dyspn., skin discolourat., hypersens.incl.S&S of eye , allerg.&allerg.dermatit., hypertens. Addit.adv.eff.: Corn.eros., ocul.burn., allerg.conjuctiv., blepharit., wors.vis.acuity, vis.disturb., eyelash darken., cataract, retin.haemorrh., uveit., cystoid macul.oed., iritis, blepharos., eyelid retract., peri-orbit.erythem., peri-ocul.skin pigmentat., hirsut., abnorm.hair growth, asthen., peripher.oed., abnorm LVT, infection.
0.3 mg: Very common: Conjunctiv. /ocul.hyperaem., prostagl.analogue periorbitopath.(PAP), eyelash growth, eye prurit. Common: Headache, punct.keratit., corn.eros., acoular burn./-irritat., allerg.conjuctiv., blepharit., wors.vis.acuity, asthenop., conjuct.oed., foreign body sensat., ocul.dryn., eye pain/-discharge, photophob., incr.lacrimat., blurr.vis., incr.iris pigmentat., darken.eyelash, eyelid erythem./-prurit., cataract., hypertens., peri-ocul.skin pigmentat., skin hyperpigmentat., blepharal pigmentat., abnorm.LVT Uncommon: Dizzin., retin.haemorr., uveit., cystoid macul.oed., iritis, blepharosp., eyelid retract., periorbit.erythem., eyelid oed., nausea, hirsutism, asthen., peripher.oed., infections.Not known: Ocul.discomf., asthma/-& COPD exacerbat., dyspn., abnorm.hair growth, skin discolourat., hypersens.incl.S&S of eye , allerg.&allerg.dermatit. Phosphate cont.eye dr.: Corn.calcificat.
Special warnings and precautions: Pts.with act. intraocul.inflammat.as it may be exacerbat., avoid sol. runn.onto cheek/other skin areas, remove soft cont.lens.prior to admin.& wait >15 mins. follow.admin.bef.reinsert, reg. ophthalmolog. exam., prolong.use in extens.ocul. surf. dis., concom.anti-glauc.agents other than topic. ß-block. not eval., ren./mod.to sev.hepat. impairm., bef.treatm.advis.pts.of poss.prostagl.analogue periorbitopath.(PAP) & iris& eyelid pigmentat.& eyelash chang.esp.if only one eye is treat., hist.of oc.viral.infect./ uveit./ iritis, compromis. resp.funct., COPD, asthma, not stud.in heart block more sev.than 1st degr./uncontrol.CHF/inflamm. ocul. condits./neovasc.-/inflamm.-/angle-clos.-& congenit.-or narr.angle glauc., aphakic pts./ pseudophakic pts.with torn poster.lens caps./mac. oed.risk fact., avoid touch.dispen.contain.to eye/ any other surf., monit.pts.tak.concom. prostanglandin analogs.for IOP chang.

Interactions: IOP-lower.eff.poss. reduc.in pts. with glauc./ocul.hypertens.when used with other prostagland.analogs.
See also MDR page 10-13.
 XE "Ocudor Co" OCUDOR CO, (Unicorn) Pharma Dynamics [Not permit. in competit.in certain sports]
Dorzolamide 20 mg, timolol 5 mg/ml.

Indications: Elev.IOP in ocul.hypertens., open- angle/pseudoexfoliat.glauc./other second.open-angle glauc.when concom.ther.is appropr.

(S3) EYE DROP SOL. 51/15.4/0162
3000372-001: 5 ml, R178,85

Dosage: 1 drp.2xdly.in affect.eye(s). When substit. for anoth.antiglauc.agent discont.med.aft. complet. dly.dos.& start Ocudor Co the next day. Admin.at least 10 mins. apart if more than one ophthalm. med.used. Safety & effic.in paed.pts .bel. 2 yrs not est. Data on safety & effic.insuff.in childr. 2-6 yrs.

Contraindications: Bronch.asthma/hist.thereof, sev. chron.obstruct.pulm.dis., sinus bradycard., 2nd/ 3rd degr.AV block, overt CF, cardiogen.shock, safety in pregn.& lactat.not est., not for admin. while using soft cont.lens.

Side effects: Freq: Headache, blurr.vis., burn.& sting., corn.eros., conjunctiv.inj., eyelid inflamm./-irrit., eye itch., superfic.punctuate keratit., tear., ocul.irrit .incl.blepharit., decr.corn.sens., dry eyes, conjunctivit., sinusit., dysgeus., taste pervers., naus., asthen., fatig. Less freq: Bld.dyscras., SLE, S&S syst. allerg.reacts.incl.angioed./skin reacts./ shortn. of breath/anaphylax., hypersens., loc. reacts., psych./GI disords., dizzin., paraesthes., CNS effs., CVA, decr.libido, myasth.grav.S&S incr., choroid. detachm.foll.filtrat.surg., corn.oed., iridocyclit., ocul.hypotony, trans.myop., ptos. diplop., vis.disturbs.incl.refract.chang., tinnit., card. disords.incl.card.arrest, CHF, dysrhythm., heart block, vasc.disords.incl.cerebr.ischaem., claudicat., oed., Raynaud’s phenom., resp.fail., rhinit., epistax., bronchosp.esp.in bronchosp.dis., cough, dyspn., dry mouth, throat irrit., diarrh., dyspeps., naus., fulmin.hepat.necros., cont. dematit., Stev.Johns.syndr., tox. epiderm.necrolys., alopec., psorias.exacerbat., SLE, urolithias., peyronie’s dis., sex.dysfunct. Freq.unknown: Incr. in antinucl.antibod., non thrombocytopen. purpura, thrombocytopen., trans.eosinophil., hypo-/hyperglycaem., hallucinat., confus., itch./tear./ sore/red eye, blurr.vis., corn.eros., pneumonit., pulm.-/ retroperiton.fibros., pleurisy, scleros. peritonit., excess.sweat., prurit., arthralg., myopathy, musc,cramps, male impot., myalg., triglycerid.& cholester.conc.chang., rais.liv.enzym.

Warnings and special precautions: Resp./ card.reacts.incl.death due to bronchosp./CF, not for use in mild to mod.COPD, sev.card.dis.hist./β-block. ther.adeq.contr.bef.init.ther., monit.CV dis. pts.for deterior.signs/adverse reacts., 1st degr. heart block, sev.periph.circulat.disturbs./disords., poss. sev.adverse reacts./fatalit.due to sulphonam. react.incl.Stev. Johns.syndr./tox.epiderm. necrolys./ fulmin.hepat.necros./bld.dyscras., discont. if ser.reacts./hypersens./loc.adverse eff. esp. conjunctivit. & lid reacts.occur, pts.with hist. of sev.anaphylact.reacts.to variety of allergens poss. more react.to repeat.challeng.& poss. unrespons.to usual epinephrine dos., not recomm. in sev.ren.impairm., no studies with hepat. impairm., concom.oral carbon.anhydr.inhib.not recomm., concom.alpha-adrenocept.block.ther.to be giv. in phaeochromocyt., withdr.grad.in coron. heart dis., corn.dis., may mask hyperthyroid.signs, spontan. hypoglycaem./labile diab.as may mask ac.hypoglycaem.signs, surg./anaesthes., incr. urolithias.risk in pts.with ren.calculi hist., myasth. grav.poss.aggrav., not for use in ac.angl-clos. glauc., soft cont.lens., poss.adverse eff.on corn. permeabil.& corn.epithel.with prolong.use, reg. ophthalmolog.exam.reqd., extend.per.use in extens. ocul.surf.dis., potent.incr.for corn.oed./ irrevers. corn.decompensat.developm.in pts.with low endothel.cell counts &/intra-ocul.surg.hist., choroid. detachm.poss. with Ocudor Co aft.filtrat. proced., potent.addit.eff.on IOP/known ß-block. syst. effs.in pts.who are receiv.ß-block.ther. system., use of 2 ß-adrenerg.blocks.not recomm.

Interactions: Poss.mydrias.with concom. epinephrine, potent.syst.ß-blockade with concom. CYP2D6 inhib., poss.incr.hypoglycaem.eff.of antidiab. meds., excerbat.rebound hypertens.aft. clonidine withdr., poss.addit.effs./hypotens.&/ mark. bradycard.with concom.oral Ca chann. block./ catecholamine deplet.meds.& ß-adrenerg. block. agents/dysrhythm./digox./ parasympathomimets., guanethidine/narcot./ MAOI’s.

 XE "Saflutan" SAFLUTAN, Mundipharma

Tafluprost

Indications: Elev.IOP reduct.in open-angle glauc./ ocul.hypertens.

(S4) OPHTH.SOL, A45/15.4/0710. 15 µg/ml (4,5 µg/0,3 ml sngl.dos.contain.)

720401-001: 30 sngl.dos., R241,57
Dosage: Admin.any other top.ophthal.product at least 5 mins apart. Wipe off any excess from eyelid skin ro reduc.risk of eyelid darken. Nasolacrim. occlus. aft.admin.recomm.to reduc.syst.absorpt.

Recomm.dos: 1 drp.in affect.eye once dly in the even.

Side effects: Common: Headache, eye prurit./-irrit./-pain, conjunctiv./ocul. hyperaem., eyelash changes, dry eye, eye foreign body sensat., eyelash discolour., eyelid erythema, supefic. punct. keratit., photophob., incr.lacrimat., blurr. vis., reduc.vis.acuity, incr.iris pigmentat. Uncommon: Blephar.pigmentat., eyelid oed., asthenop., conjunctiv.oed, eye discharge, blepharit., anter.chamb.cells., ocul.discomf., anter. chamb.flare, conjunctiv.pigmentat., conjunctiv. follicles., allerg.conjunctivit.& abnorm. eye sensat., eyelid hypertrichos. Rare: Corn. calcificat.with phosphate contain.eye drps.in some pts.with signif.damag.corneas. Not known: Iritis/uveit., lid sulcus deepen., macul. oed./ cystoid macul.oed., asthma exacerbat., dyspn.
Special warnings and precautions: Inform pt.of poss.erman.eyelash growth/dark.eyelid skin & incr.iris pigmentat., hair growth where sol. comes in contact, sev.asthma, no exper.in neovasc./ angle-clos./narr.-angle or congenit. glauc, aphak.pts, pigment./pseudoexfoliat.glauc., pseudophak.pts.with torn post.lens.caps/anter. chamber lenses/macul.oed.risk fact., irit/uveit. known risk fact., not stud.in ren.& hepat.insuffic., safety & effectiven.in childr. <18 yrs./pregn.& lactat.not est., effect.contracept.in women of child bear.age, embryotoxic./teratogen.& excret. in milk in anim.stud., allow poss.blurr.vis.to clear bef.driv./operat.mach.
 XE "Simbrinza" SIMBRINZA, (AI Pharm) Novartis [P/S] 
Brinzolamide 10 mg, brimonidine tartrate 2 mg/ml

Indications: Decr.of IOP in adults with open-angle glauc. or ocular hypertens.where monother. prov.insuffic.IOP reduct.
(S3) EYE DROPS. 50/15.4/0358

3004660-001: 5 ml, R225,30
Dosage: For occular use. Do not swall.

Adults incl.elderly: 1 drp.in affect.eye(s) 2xdly. Nasolacrim.occlus. aft.instillat. & clos.eyelids for 2 mins.poss.reduc.system.S/E. Admin.other topic. meds.at least 5 mins.apart.

Contraindications: Sulphonam. hypersens., MAOI ther., antidepress.ther.affect. noradrenerg. transmiss. (e.g. tricylics & mianserin) hyperchloraem. acidos., sev.ren.impairm., neonat. & infants < 2 yrs., not stud.in narr.-angle glauc., 

Side effects: Common: Somnol., dysgeus., dizzin., eye allerg./pain, keratit., eye pain, ocul. discomf./ hyperaem, blurr./abnorm.vis, conjunctiv. blanch., dry mouth. Uncommon: Headache, motor dysfunct., amnes., memory impairm., paraesthes., corn.eros./ oed./ depos., blepharit., conjunctiv. disord./ oed., photophob., photops., eye swell./ discharge, eyelid oed., dry eye, vis.acuity reduc., lacrimat.incr., pterygium, erythema of eyelid, meibomianit., diplop., glare, hypoaesthes.eye, scleral pigmentat., subconjunctiv.cyst, abnorm. sensat.in eye, asthenop., vertigo, tinnit., card.-resp. distress, angina pect., arrhythm., palpitat., heart rate irreg., bradycard., tachycard., hypotens., dyspn., bronch. hyperactiv., pharyngolaryng.pain, dry throat, cough, epistax., upper resp.tract congest., nasal congest./dryn., rhinorrh., throat irritat., postnas.drip, sneez., dyspeps., oesophagit., abdom.discomf., diarrh., vomit., naus., freq. bowel movem., flatul., oral hypoaesthes./paraesthes., cont. dermatit., urticar., rash, maculopapul.rash, prurit., alopec., skin tightn., back pain, musc. spasm., myalg. , ren.pain, erect.dysfunct., pain, chest discomf., feel.abnorm./ jittery, irritabil. V Rare: Syncope, uveitis, miosis, hypertens. Freq. unknown: Tremor, hypoaesthes., ageus., asthma, abnorm. LFT., fac.oed., dermatit., erythema, arthralg., pain in extremit., pollakiur., chest pain, peripher.oed.

Warnings and special precautions: Not stud.in hepat.impairm., safety & effic.in childr.& adolesc. 2-17 yrs.not est., cont.lenses, monit.pts.with comprom.corneas eg. in diab.mellit./corn. dystroph., discont.if allerg.react./hypersens. observ., IOP-lower. effect expect.to last for 5-7 days follow.cessat., concom.antihypertens.meds./ oral or system.ß-adrenerg.blocks/card.glycosid., sev./unstable CV dis.hist.,monit.IOP routinely, pts. with depress./cerebr. or coron.insuffic./Raynaud's phenomen./ orthostat.hypotens./ thromboangiit. obliter., concom.oral carbon.anhydrase inhibit.not recomm., poss. risk of metabol.acidos.in pts.with ren.impairm.risk., absorb.system., poss. acid-base disturbs., may impair abil.to perf.tasks requir.ment. alertn. &/ physic. coordinat.in elderly, 15 min. interv. aft. instillat.bef.insert.contact lens., avoid soft cont. lens., monit.with freq./prolong use, concom. agon./antagon.of the adrenerg.recept. (e.g. isoprenaline, prazosin), concom.meds.affect. metabol.& uptake of circulat.amines (incl chlorpromazine, methylphenidate, reserpine, SNRIs).

Interactions: TCA’s may blunt ocul.hypotens. resp., addit./potentiat.eff. with CNS depress., metabol. poss.inhibit.by CYP3A4 inhibit., poss. hypotens.with concom. antihypertens.meds./ oral or system.ß-adrenerg.blocks/card.glycosid.

 XE "Timoptol" TIMOPTOL, Mundipharma [PWR]

Timolol mal.
Indications: Reduct.of elev.IOP.in ocul. hypertens./ chron.open angle glauc./aphak.pts. with glauc./second.glauc., pts.with narr.angles & hist.of spontan/iatrogenic.induc.narr.angle clos. in oppos.eye where IOP reduct.necess., concom. ther. in paed.glauc.when inadeq.contr.with other anti-glauc.ther.
(S3) SOL. K/15.4/339, 340.

770833-004: 2,5 mg/ml, 5 ml, R123,95
770841-007: 5 mg/ml, 5 ml, R145,65
Dosage: Use of nasolacrim.occlus./clos.eyelids x2 mins.reduc.syst.absorpt.poss.result.in incr.loc. activ.
Init: 1 drp. 0,25% sol.2xdly.in affect. eye(s). If respons.inadeq.change dos.to 1 drp.0,5% sol. 2xdly.Other concom.IOP-reduc.ther.may be giv. Press. lower.respon.may req.sev.wks.to stabil. & evaluat.should incl.IOP determinat.aft.approx.4 wks. If IOP satisfact.maint.consid.once dly.dos. ther.

Ref.to prod.lit.for transf.pts.from other ther.

Childr: Admin.concom.with other anti-glauc. meds. Init: 1 drp.0,25% sol.12 hrly.in affect. eye(s). May be incr.to 1 drp.0,5 % sol.12 hrly.if necess. Use not recomm.in prem.infts./neonates
(S3) XE GELLAN SOL. 29/15.4/0230, 0231.
Indications: Reduct.of elev.IOP.in ocul. hypertens./ chron.open angle glauc./aphak.pts. with glauc./second.glauc., pts.with narr.angles & hist.of spontan/iatrogenic.induc.narr.angle clos. in oppos.eye where IOP reduct.necess.
819816-019: 2,5 mg/ml, 2,5 ml, R123,57
819824-003: 5 mg/ml, 2,5 ml, R145,45
Dosage: Init: 1 drp. 0,25 % sol.1xdly. If respons. inadeq.admin.1 drp.0,5 % sol.1xdly. Other concom.IOP-reduc.ther.may be giv. Admin.other top. meds.no less than 10 mins.prior.

Ref.to prod.lit.for instr.on transf.pts.from other ther.

Contraindications: Sinus bradycard., sino-arterial block, 2nd/3rd degr. AV block, overt CF, cardiogen. shock, react.airway dis., bronch. asthma or hist.thereof, sev.COPD

XE Gellan Sol: Also heart block, sick sinus syndr.sino-arter.block, uncontrol.card.fail., concom.Ca chann.antogon.in imp.card.funct., advanc.periph.arter.insuffic., Raynauds syndr.
Side effects: Ocular: Common: Headache, ocul. irritat., conjunctivit., blepharit., keratit., decr.corn.sensitiv., dry eyes. Uncommon: Depress., syncope, dizzin., vis.disturbs.incl. refract.changes, bradycard., dyspn., naus., dyspeps., asthen., fatig. Rare: Syst.lupus erythematos., insomn., nightmares, memory loss, CVA, cerebr.ischaem., paraesthes., incr.S&S of myasth.grav., ptosis, diplop., choroid.detachm. follow.filtrat.surg., corn.calcificat.with use of phosphate contain.eye drps.to signific.damag. corneas, tinnit., chest pain, palpitat., oed., arrhythm., CHF, heart block, card.arrest, claudicat., hypotens., Raynaud’s, cold hand & feet, bronchosp., resp.fail., cough, diarrh., dry mouth, alopec., psoriasiform rash/psorias. exacerbat., Peyronie’s dis., decr.libido. Not known: Prurit., hallucinat., blurr.vis., corn.eros., card.fail., oed., abdom.pain, dysgeus., vomit., skin rash, sex.dysfunct., hypoglycaem., myalg.

Systemic: Rare: Allerg.reacts.S&S incl. anaphylax./ angioed./urticar./loc.& gener.rash. Not known: Non-thrombocytopen.purpura, anaphylact.react., dimin.conc., incr.dream., nightmares & other psych.disturbs., vertigo, loc.weakn., 2nd or 3rd degr.AV block, sino-atrial block, pulm.oed., arterial insuffic.worsen., ang.pect.worsen., vasodilat., rales, sweat., exfoliat. dermatit., micturit.diffic., extremity pain, decr. exerc.tol., hyperglycaem., mask.S&S of ac.hypoglycaem., arthralg., incr.bld.urea/ser.K+/ ser.uric acid & triglycerid., decr.in Hb/ haematocrit & HDL cholester.

XE Gellan Sol: Post market: Anorex., behaviour. changes, aphak.cystoid macul.oed., hypertens., nas.congest., retroperiton.fibros., pseudopemphigoid.

Special warnings and precautions: Reg. opthalm. exam.with prolong./repeat.use, over extend.per.in extens.surf.ocul.dis., dry eye., comprom. corn., asthma, bronchit., chron. resp. dis., 2nd & 3rd degr.heart block, sinus bradycard. less than 50 bpm., periph.vasc.dis., Raynauds, unwise to reduc.dos.in peri-op period, advers. effs. of syst.beta-adrenerg.block.poss.but incid. low.with topic.admin., known C/I’s to syst.beta-adrenerg.receptblock.agents, in CV dis.consid. ther..with other act.subst., contr.CF prior to init. ther.& monit.card.dis.pts., 1st degr.heart block, eval. benef.vs.risk in mild to mod.COPD, sev. periph. circulat.disturbs./disords., spontan. hypoglycaem., diab.esp.labile diab. receiv.insul./ oral hypoglycaem.agents, poss.block.of hyperthyroid. sympts., as withdr.of beta-adrenerg. block.agents prior to maj.surg. controvers. if necess.dur.surg.beta-adrenerg. block. agents.effs.poss.revers.by suffic.dos.of adrenerg. agon., corneal dis., poss.addit.effs.of syst.ß-adrenerg.recept. block.ther.admin., use of 2 topic. ß-adrenerg. block.agents not recomm., discont. ß-block.ther.grad., poss.choroid.detach. aft. filtrat.proced., use in conjunct.with a miot.in angle-clos.glauc., poss.contamin.of multidos. contain., remove soft contact lens.bef.admin.& reinsert aft.15 mins., pts.with hist.of atopy/sev. anaphylact.react.to a variety of allergens may be more react.to rep.challenge & poss.unrespons.to usual adrenal.dos., young glauc.pts., poss.S/E of oculo-cutan.syndr.type with prolong has not been excl., myasth.grav., digital.poss.necess.in pts. rec.long-term ther.if CCF likely., grad. withdr. & limit.physic.activ.dur.withdr.per., alpha-adrenerg. block.ther.in phaeochromocyt., do not use dur.pregn., pass.into breast milk, eval.S/E bef.driv./perform.complicat.tasks.

XE Gellan Sol: Also safety & effic.in childr.not est.
Interactions: Mydrias.with concom.adrenal., system. ß-block.potent.with concom.CYP2D6 inhibits., poss.addit.effs.with oral Ca entry block./ catecholamine deplet.meds./ antiarhythmics./ parasympthomimet./digital. glycos./ rauwalf.alkaloids/guanethine/ß-adrenerg. block.agents, poss.addit.effs.with catecholam.-deplet.meds., rebound hypertens.follow. clonidine withraw.may be exacerbat.

 XE "Travatan" TRAVATAN, (AI Pharm) Novartis [P/S] 
Travoprost

Indications: Reduct.elev.IOP.in pts.with open-angle glauc./other ocul.hypertens.as monother./as adjunct.ther.

(S4) SOL. 36/15.4/0333. 40 µg/ml

702534-003: 2,5 ml, R217,62
Dosage: Admin.at least 5 mins.apart from other top.ophthalm.meds.

1 drp.in conjunctiv.sac of affect.eye(s) once dly in even.
Contraindications: Pregn., women attempt.to fall pregn., lactat., childr.und.18 yrs.

Side effects: Incr.pigmentat.of iris/periorbit.& periocul. tiss., incr.eyelash growth & discolourat., grad. change in eye col., skin irrit., ocul./ conjunctiv. hyperaem., H.simplex, keratit.herpet., hypersens., season.allergy, dysgeusia., dizzin., vis. field defects, headache, punctate keratit., bact. keratit., ant.chamb.flare, eye pain, photophob., eye discharge, ocul.discomf., eye irrit./-abnorm. sensat., foreign body sensat., blurr.vis., dry eye, eye prurit., eyelid erythema/-oed., reduc.vis.acuity, macul. degenerat., corn.eros., iridocyclit., iritis. uveit., keratit., ant.chamb.inflamat./-pigmentat., eye inflamm./-swell., corn.stain., photopsia., blepharit., conjunctiv.oed., corn.epithel.defect, halo vis., corn.pigmentat., allerg.conjunctivit., conjunctiv. disord., conjunctivit., conjunctiv. follicles, hypoasthes.eye, meibominit., incr. lacrimat., ectropion, keraconjunctivit.sicca, sicca syndr., pigment dispers.syndr., mydrias., cataract, eye allergy, dark circles und.eyes, eyelid pain/-disord./- marg.crust./-prurit., scler.hyperaem., asthenop., irreg.-/decr.heart rate, palpitat., hypotens., hypertens., dyspn., asthma, resp.disord., oropharyng. pain, cough, dysphon., nas.congest., throat irrit., react.pept.ulc., GI disords., dry mouth, allerg. & contact dermatit., periorbit.oed., erythema, rash, hair colour & texture changes, hypertrichos., madaros., musculoskelet.pain, asthen., malaise.
Warnings and special precautions: Safety & effic. beyond 3 mnths.not est., pigmentat.tiss.& eyelash changes esp.if only one eye is treat., avoid direct expos.to bot.contents if pregn/attempt. pregn., teratogenic.demonstr.in experiment. animals, adeq.contracept.in women of child bear. potent., passes into breast milk, iritis/uveitis pre-dispos. risk fact., act.intra ocul.inflammat., macul. oed.main.in aphak./pseudophak.pts.with torn poster. lens caps./known risk fact., not eval.for angle clos./inflammat/neovasc.glauc.treatm, asthma poss.exacerbat., do not admin.while wear. contact lens., re-insert contact lens.15 min.aft. admin., admin.other opthalm.meds.at least 5 mins apart, nasolacrim.occlus./gent.clos.of eyelid aft. admin.recomm.to reduc.system.absorpt., when substitut. anoth. ophthalm. antiglauc.agent with TRAVATAN discont. other agent & start TRAVATAN follow.day.

Drug interactions: Addit.eff.with timolol & brimonidine eye drops.

See also MDR page 600.
 XE "Trusopt" TRUSOPT 2%, Mundipharma [P/S]

Dorzolamide HCl equiv.to base.

Indications: Elev.IOP treatm.in ocul. hypertens./ open-angle glauc./pseudoexfoliat. glauc & other second.open-angle glauc., adjunct.ther.to ß-block./ monother.in short term paed.glauc. treatm.
(S3) OPHTHAL.SOL. 29/15.4/0766. 20 mg/ml.

819832-006: 5 ml, R163,35
Dosage: Monotherapy: 1 drp.in affect.eye(s) 3xdly.

Adjunct.with ophthal.ß-block: 1 drp.in affect. eye(s) 2xdly. When substitut.for another opthalm. antiglauc.agent discont.other agent aft.dos.on one day & start Trusopt on the next day. Admin at least 10 mins apart if more than one topic. ophthal.med.used.

Contraindications: Mod.to sev.ren.impairm./ hyperchloraem.acidos., caut.in hepat.impairm.as not stud., soft contact lense use.
Side effects: V.common: Burn.& sting. Common: Headache, superfic.punctuat.keratit., tear., conjunctivit., eyelid inflammat./-irrit., eye itch., blurr.vis., naus., bitter taste, asthen., fatig. Uncommon: Iridocyclit. Rare: Dizzin, paraesthes., irrit.incl.redness, pain, eyelid crust., trans.myopia, corn.oed., ocul.hypotony, choroid. detachm.follow.filtrat.surg., epixtax., dry mouth, throat irrit., Stev.John.syndr., tox.epiderm. necrolys., contact dermatit., urolithias., loc.& system. hypersens. reacts.incl.angioed./urticar./ prurit./rash/shortn.of breath & rarely bronchosp. Not known: Eye foreign body sensat., palpitat., dyspn

Special warnings and precautions: Not stud. in ac.angle-clos.glauc., since it is a sulphonam.& absorb.system.the adverse reacts.attribut.are applic., discont.if ser.react./hypersens.occur., incr.urolithias.risk assoc.with oral carbonic anhydr.inhibit.esp with prior ren.calculi hist., concom.oral carbonic anhydr.inhibit.ther.not stud.theref.not recomm., discont.& eval.pt.if allerg.type react.occur., pre-exist.chron.corn. defects &/intra-ocul.surg.hist., incr.potent.for corn.oed.in pts.with low endothel. cell counts, reg. ophthalmolog.exams.recomm., extend.use in extens.ocul.surf.dis., remove soft contact lenses prior to use & wait 15 mins.bef.reinsert., not stud.in pts.<36 wks.gestation.age & less than 1 wk.of age, benef.vs.risk eval in paed.pop.with signif.ren.tubul.immat.because of poss. metabol. acidos.risk, great.sensitiv.in elderly poss., do not admin.dur.pregn., vertebr.body malformat.seen in rabbits giv.maternotox.dos.assoc.with metabol. acidos.great.than or equal to 2,5 mg/kg/day, safety dur.breastfeed.not est. pharmacodynam./ toxicologic.data in amin.show excret.of metabol. in milk, eval.effs.bef.driv./perform.complic. tasks.

Interactions: Full eval.not done with miotics & adrenerg.agon., consid.poss.acid base disturbs.& result.interact.report.with oral carbonic anhydr. inhibit.
 XE "Vyzulta" VYZULTA, Soflens [P/S]
Latanoprostene bunod 0,024 %

Indications: Elev.IOP reduc.in open angle glauc.& ocul.hypertens.

(S4) OPHTH.SOL, 53/15.4/0226

3006583-001: 0,24 mg/ml, 5 ml, R462,50
Dosage: If othr.topical ophthalm.meds.are being used to lower IOP admin. at least 5 mins.apart.

Adults: 1 drp in affect.eye(s) once dly.pref.in even. Do not exceed once dly dos.

Contraindications: Safety in pregn & lactat.not est., safety & effic.in childr.< 16 yrs. not est.

Side effects: Common: Conjunct. hyperaem., ocul. hyperaem., eye irrit./ pain/ prurit., foreign body sensat., instill. site pain. Uncomm.: Abnorm. sensat., asthenop., blepharit., blurr.vis., chem. eye injur., conjunct. disord./ haemorrh./ irrit./ oed., corneal vital dye stain., dry eye, eye col. chang., eye disch., eyelid erythem./ hypopigment./ margin crust. oed./ pain/ pigmentat./ prurit., eyelash growth, incr. lacrimat., iris hyperpigment., incr. IOP, keratit., meibomianit., ocul. discomf., photophob., punct. keratit., reduc. vis. acuity, temp. reduc. vis. acuity, trichiasis, uveit. chest discomf., fatig., instill. site discomf./ erythem./ hypersens./ irrit./ react., pain, abnorm.hair growth, hair col. chang., madaros., rash, skin hyperpigment., hyperhidros., urticar., ear/ tooth/ urin. tract/ vag. infect., insomn., dysgeus., headach., cough, dyspnoea, sinus congest., dry mouth, naus., breast mass.

Special warnings and precautions: Seek med. advice with new ocul. condit./ sudd. vis. acuity decr./ ocul. surg./ ocul. react. espec. conjunctivit. & eyelid react., may incr. iris & periorbit. tiss. pigmentat. (perman. in iris & likely revers.in periorbit. tiss. post discontin.), contin.in pts. with incr. iris pigment. with reg. exams., eyelash & vellus hair changes poss. (reversible on discontin.), caut.in pts. with hist. of intraoc. inflamm. (iritis/uveitis) & avoid in active cases., macul. oed. report. esp. in aphakic pts./ psuedophakic pts with torn post. lens capsul./ pts. known risk fact. for cystoid macul. oed, bact. keratitis assoc. with topical ophthalm. product contam. reported (avoid contam. of dispens. cont. tip)., adv.effs from benzalkon. chlor. preserv. poss. espec. with prolong./repeat.use or in ocul.surf. dis. & reg. exam. reqd., remove cont. lens. Bef. admin.& reinsert after 15 mins., use of two or more prostaglands./ prostagland. analogs/ derivs. not recom.

Interactions: No interact. studies perf. with VYZULTA. Admin. other topical ophthalm. meds. at least 5 mins. apart., paradox. elev. in IOP report. with concom. ophthalm. admin. of two prostagland. Analogs.
 XE "Xalacom" XALACOM, (Viatris Healthcare) Upjohn [PWR]
Latanoprost 50 µg, timolol 5 mg/ml

Indications: IOP reduct.in open angle glauc.& ocul.hypertens. when intol.or uncontrol. on monother. other than latanoprost & timolol.

(S4) EYE DROPS. 36/15.4/0043.

702983-003: 2,5 ml/bot., R267,81

Dosage: Adults incl.elderly: 1 drp in affect.eye(s) once dly. Dos.not to be exceed. If other topic. ophthalm.meds.are being used admin. at least 5 mins.apart. Cont.with next dos.as plann.if one dos.miss.

Contraindications: React.airway dis.incl.bronch. asthma or hist.thereof/COPD, sinus bradycard., 2nd/3rd degree AV block, card.fail., cardiogen. shock, safety & effic.in childr.not est., safety in pregn.not est., lactat.

Side effects: Incr.iris pigmentat., darken.of palpebr.eyelid skin, dark./thicken./misdirect. growth & lengthen.of eye lashes, macul.oed.incl. cystoid macul.oed., Prinzmetal’s ang./periph. & circulat.disords.aggravat., hypotens., sev.resp. reacts. incl.fatal bronchosp.in asthma pts., bradycard., eye irrit./hyperemia, corn.disords., conjunctivit., punctate epithel. eros., blepharit., headache, skin reacts.,psorias.exacerbat., infect., sinusit., URTI, diab.mellit., depress., hypercholesterolaem., abnorm.vis., cataract, refract.error., keratit., photophob., vis.field defect., hypertens., hypertrichos., arthrit., foreign body sensat., dizzin., irit./uveit., asthma/aggravat., ac. asthma attacks, dyspn., cough, localis. skin reacts. on eyelids., muscle/joint/eye pain, non-specif. chest pain, allerg.reacts.incl.anaphylax./angioed., anorex., psych.disords., decr.libido, CNS effs., cerebr. ischaem., cerebrovasc.accid., vis.disturbs. incl. diplop., tinnit., card.disords.incl.CF/arrest, worsen. ang.pect., claudicat., Raynauds, cold hands & feet, nas. congest., pulm.oed., resp.fail, GI disturbs.incl. retroperiton. fibros., alopec., SLE., impot., Peyronie’s dis., asthen., fatig., oed., ocul. effs. incl. perman.eye colour chang.

Warnings and special precautions: Heterochrom. potent.in unilat.treatm. of which pt.to be inform.bef.init.ther., aphak./pseudoaphak. pts.with torn post.lens.caps./pts.with macul.oed. risk fact., choroid.detachm.aft.filtrat.proced., no exper.in treatm.of inflamm./neovasc./chron.angle clos./ congenit.glauc./open angle of pseudophak. pts. /& pigment.glauc., system.absorpt.theref. cardiovasc.& resp. reacts.of ß-adrenerg.poss., monit.CV dis./hist.therof, withdr.grad.bef.maj. surg., consid.anaesthes.risk, spontan. hypoglycaem., unstab.insul.-depend.diab., poss. masks sympts. of ac. hypoglycaem.& cert. hyperthyroid. sympts., in hist.of anaphylact. reacts. pts.more respons.to rep.challenge & poss. unrespons. to usual adrenal.dos., incr.musc.weakn. in myasth.grav./myasthen.sympt., contact.lens use,

 monit.with freq./prolong.use in dry eyes/condits. where cornea compromis., poss.adverse eff.on corn. permeabil.& corn.epithel.with prolong.use, reg. ophthalmolog.exam.requir., extend.use in extens. ocul.surf.dis., use of 2 or more topic.ß-adrenerg. blocks./prostagland.not recomm., excret. in breast milk, reg.exam.with incr.iris pigmentat.& poss. discont.ther if necess.

Drug interactions: Poss.life-threat.interacts.with concom. hypoglycaem.agents/ phenothiazin./ var. anti-dysrhythm., hypoglycaem.eff.of anti-diabet. agents incr., IOP eff./known syst. ß- block.effs. poss.potent.with oral ß-block., poss.addit.effs. with Ca chann.block./catecholamine-deplet.drugs/ ß-block agents/antiarrhythm./digital.glycos./ parasympathomimet./narcot./MAOI, mydrias.with adrenal.

 XE "Xalatan" XALATAN, (Viatris Healthcare) Upjohn [P/S] 
Latanoprost.

Indications: Elev.IOP reduc.in pts.with open angle glauc., chron.angle clos.glauc.& ocul. hypertens.
(S4) EYE DROPS. 31/15.4/0614. 50 µg/ml.

833223-003: 2,5 ml/bot., 1, R206,90

Dosage: Adults: 1 drp in affect.eye(s) once dly. pref.in even. not exceed dos. Cont.with next dos.as plann.if 1 dos.miss. If other topic. ophthalm.meds. are being used admin.at least 5 mins.apart.

Contra-indications: Safety in pregn & lactat.not est., childr.not recomm., use of 2 ≥ prostagland./ prostagland.analogs/prostagland.derivat.not recomm.

Side-effects: Incr.iris pigmentat., eye irrit., blepharit., eye pain, eyelid oed., eye col.& eyelash/ vellus hair chang., conjunctiv.hyperaem, trans. punctate epithel.eros.., skin rash, dizzin.,headache, irit./ uveit., keratit., macul.oed.main.in pts.with aphakia & pseudophakia with torn post.lens caps./ ant. chamber lens., sympt.corn.oed.& eros., periorbit. oed., darken.of the palpebral skin, asthma, dyspn., URTI, colds & flu, musc./joint/ back/chest pain, ang. pect., poss.bact.keratit., cont. lens absorpt., blurr.vis.

Warnings and special precautions: Pts.to be inform.of potent. grad.incr.brown iris pigmentat. which is irrevers.esp.in case of mix.colour.irid., aphak./ pseudophak.pts.with torn post.lens capsules/pts.with risk fact.for macul.oed., reg. opthalmolog.exam.reqd., extend.use in pts.with extens.ocul.surf.dis., eff.of contin.admin.not est., limit. exper.in inflamm.ocul.condits./inflamm./ neovasc./angl.clos./congenit. or pigment.glauc./ pseudophak.pts.with open angl.glauc., no exper.in ac.clos.angl.glauc.attacks, ren./hepat.impairm., ocul.reacts.esp.conjunctiv./lid reacts., limit.exper. in asthma but asthma aggravat./ ac.asthma./ cough/ dyspn.poss., avoid cont.betw.dispens. cont.& eye/surround.struct., heterochrom.poss.in unilater.treatm., exceed.1x dly. dos.decr.IOP low. eff,, rem.contact lenses bef.instill.& re-insert aft.15 min.

Drug interactions: IOP reduc.eff.is addit.to that of beta-adrenerg.antagon., eff.was addit.in combin. with dipivefrin, acetazolamide & partly with pilocarpine, precipitat.occurs with eye drops contain.thiomersal.

15.7
Others
ILEVRO (MDR Listing)

LUCENTIS (MDR Listing)

VSIQQ (MDR Listing)

 XE "Acular" ACULAR, Abbvie [P/S] 
Ketorolac tromethamine.

Indications: Ocul.pain/burn.& sting.reduct. follow. corn.refract.surg.

(S4) 0,4% EYE DROPS., A40/15.4/0282. 4 mg/ml.

713372-001: 5 ml, R247,49
Dosage: 1 drp. 4xdly.for up to 4 days post-op.

(S3) 0,5% EYE DROPS, 29/15.4/0265. 5 mg/ml.

Indications: Inflammat.follow.ocul.surg.

820032-018: 1x5 ml, R247,09
Dosage: 1 drp.3xdly. start.24 hrs.bef.surg & contin. post-op.

Contraindications: Contact lens, safety & effic. in childr./pregn.& lactat.not est.

Side effects: Common: Iritis, keratic precipitat., hem retinal, cystoid macul.oed., eye burn./prurit./ trauma, incr. intraocul.press., hypersens., headache. Post market: Eye irrit./oed./swell./ pain, eyelid oed., ocular hyperaem., conjunctiv. hyperaem., ulcerative keratit., bronchosp./ exacerbat. of asthma.
Warnings and special precautions: Allow 15 mins. to elapse bef.re-insert.contact lenses, poss. adverse eff.on corn. permeabil.& corn.epithel.with prolong.use., reg.ophthal.exam.requir., prolong.use with extens.ocul.surf.dis., cross-sens.potent.to acetylsalicyl. acid/phenyl acet.derivat.& NSAID’s, bronchosp./ exacerbat.of asthma in pts.with known hypersens.to aspirin/NSAIDS or past med. hist. of asthma assoc. with ACULAR, bleed. tendenc., concom.medicat.that prolongs bleed. time, slow/delay.heal.poss.with topic.NSAID’s, may mask usual signs of infect., discont.in pts. with evid.of corn.epithel.breakdown & monit.corn. health closely, incr.sight threat.corn.advers.events in complic. ocul.surg./corn.denervat./corn.epithel. defects /diab.mellit./ocul.surf.dis./rheumat. arthrit. & rep.ocul.surg.within short period of time, use more than 24 hrs.prior to surg/beyond 14 days post surg. may incr.pt. risk for occurr.& sever.of corn. adv. events.

Interactions: Incr.post.-op bleed.risk poss.with anticoags./coumarin/indandione deriv./hepar.& platelet aggregat.inhibit., concom.steroids incr. heal. probl.potent.

See also MDR page 1.
 XE "Allergex Eye Drops" ALLERGEX EYE DROPS, AI Pharm Ltd [P/S]

Oxymetazoline HCl
Indications: Allerg.eye inflamm.

(S2) DROPS. H1274

874922-003: 0,25 mg/ml, 15 ml, R34,84
Dosage: Admin.1-2 drps.in eyes, morn.& even.or when requir.

Contraindications: Childr.und.6 yrs.

Side effects: Loc.reacts., poss.rebound congest. with prolong use.

Special precautions: Regul.opthalm.exam. requir., extens.ocul.surf.dis.

 XE "BSS Alcon" BSS ALCON, Alcon [P/S]

Na-Cl 6,4 mg, Na-acet.trihydr.3,9 mg, Na-citr. dihydr.1,7 mg, KCl 0,75 mg, CaCl dihydr.0,48 mg, MgCl 0,3 mg/ml.

Indications: Irrigat.dur.eyes/ENT surg.

(S1) SOL. H1353, NX/15.4/151.

711020-019: 15 ml, R64,38.

711039-003: 250 ml, R114,25.

711012-008: 500 ml, R224,24.
Dosage: Follow directions.

Side effects: Keratopathy when corn.endothel.is abnorm., post-op inflamm.reacts, corn.oed., corn.decompensat.

Warning: Medicat.added may result in intraocul. tiss.damage., not for inj.or IV use.

 XE "BSS Plus" BSS PLUS, Alcon [P/S]

Glutathione disulf.0,184 mg, dextrose anhyd. 0,92 mg, CaCl dihydr.0,154 mg, MgCl hexahydr. 0,2 mg, NaCl 7,14 mg, KCl 0,38 mg, dibas. Na phos.anhydr.0,42 mg, sod.hydrog.carbon. 2,1 mg/ml.

Indications: Irrigat./phacoemulsificat.fluid.dur. intraocul.surg., globe format.& deepen.of anter. chamb. 

(S1) SOL. 34/34/0447

700417-006: 500 ml, R280,17

Dosage: Follow directions.

Side effects: Post-op inflamm.reacts., corn.oed., corn.decomposit.

Special precautions: Do not use other addit., do not use until reconstit., diab.pts.& undergo. vitrect.

 XE "Duovisc" DUOVISC, Alcon [P/S]

Sngl.blist.packs contain.dispos.glass syringes deliver.0,35 ml or 0,5 ml Viscoat and either 0,4 ml or 0,55 ml Provisc.

Indications: Prov.of two viscoelastic mat.with diff.physicochemic.propert.used to perform spec. tasks dur.cataract proced.

(S4) VISCOELAST.SYST, 33/3/0182

882911-004: 1x0,35 ml Viscoat & 1x 0,4 ml Provisc, R1 398,34
882903-001: 1x0,5 ml Viscoat & 1x 0,55 ml Provisc, R1 957,67
Special precautions: Allow to attain room temp.prior to use.

See respect.manufact.product lit.for further details.

 XE "Duratears Preservative Free " DURATEARS PRESERVATIVE FREE, Alcon [P/S]

Anhydr.liq.lanolin.

Indications: Eye lubric.

(S0) OINT. J/15.4/290. 30 mg/g.

721719-007: 3,5 g, R84,90

Dosage: Small ribbon in conjunct.sac./into affect area
Special precautions: Discont.if persist.ocul.irrit.

 XE "Eylea" EYLEA, Bayer [P/S]

Aflibercept

Indications: Neovascul.(wet) age-relat. macul. degenerat. (AMD), macul.oed. follow. centr.retin. vein occlus. (CRVO), macul.oed. second.to branch retin. vein occlus. (BRVO), diabet. macul. oed. (DME), myopic choroid. neovascularisat. (myopic CNV)

(S4) SOL.FOR INJ., A46/15.4/0841. 40 mg/ml.

722548-001: 1 vial (100 microlitres equiv to 4 mg), R7 773,54
Dosage: Only to be admin.by dr.experienc.in admin. of intravitr.inj., monit.pt immed.follow. admin. for elev.IOP., monitor.pt.dur.treatm.interv. extens.through to complet.of ther.
Neovascul. age-relat.macul.degenerat: 2 mg by intravitr. inj every mnth for 3 mnths then every 2 mnths., treatm.interv.may be maint./extend.bas. on vis.& anatom. outcom.

Macul.oed.follow.centr.retin.vein occlus.: 2 mg by intravitr.inj every mnth until vis & anatom. outcom. stable (3 or more consec.mnthly.inj. may be req.), treatm.should be contin.& interv. may be extend.bas.on vis.& anatom.outcom. Interv. betw. dos. should not be < 1 mnth.

Macul.oed. second.to branch retin. vein occlus: 2 mg by intravitr.inj every mnth until vis & anatom. outcom.stable (3 or more consec.mnthly. inj. may be req.), treatm.should be contin.& interv. may be extend.based on vis.& anatom.outcom.

Diabet. macul.oed.: 2 mg by intravitr. inj every mnth for 5 mnths then every 2 mnths.

Myopic choroid. neovascularisat. (myopic CNV): Sngl. 2 mg dos. by intravitr.inj. Only admin. addit.dos.if vis.& anatom.outcom.indicat. dis. persist.

Contraindications: Ocul./periocul.infect., act. sev. intraocul. inflammat., pregn.& lactat.

Side effects: Very common: Conjuntiv. haemorrh., eye pain, reduc.vis.acuit. Common: retin. pigm.epithel.tear, detachm.of retin.pigm. epithel., cataract, cortic/nucl./subcapsul.cataract, corn.eros./abras., IOP, blurr.vis., vitr.floaters/ detachm., inj.site pain/haemorrh., foreign body sensat.in eye, incr.lacrimat., eyelid oed., punct. keratit., conjuntiv./ocul.hyperaem., retin. degenerat., vitr.haemorrh. Uncommon: Endophthalmit., retin.detachm./tear, uveit, irit., iridocyclit., lenticul. opacit., corn.epithel. defect, anter.chamb.flare, corneal oed. Rare: Traumat. cataract, vitrit., hypopyon., blindness, hypersens.

Warnings and special precautions: Poorly contr. glauc., elev.in IOP may occur; monit. perfus. of the optic nerve head & IOP., warn pt.to report sympts. suggest.endophthalmit.& manag. appropr., potent.risk of arter.thromboembol.events, potent. for immunogenocit., ensure contracept.in wom.of childbear.potent. & contin.for 3 mnths aft.treatm., reproduct. toxicit.in animals, contains sucrose
 XE "Fluorescite 10%" FLUORESCITE 10%, Alcon [P/S]

Fluorescein.
Indications: Diagnost.angiography/angioscopy of retina & iris vasculature.

(S3) IV INJ. A40/28/0679. 100 mg/ml.

709634-001: 12 x 5 ml, R4 453,40
Dosage: Inject contents into antecubital vein rapid (1 ml/sec.recomm). Adults: Norm.dos.500 mg. Childr.: Recomm.dos.7,7 mg/kg body weight.

See manufact.prod.literat.for admin.instruct.
Contraindications: Hypersens.to fluorescein sodium or any other ingred., safety & effic.in pregn. & lactat.not est.

Side effects: Hypersens.reacts, anaphylact reacts./ shock, uriticar., anaphylactoid reacts./ shock, dysgeus., headache, syncope, convuls., card.arrest, bradycard., tachycard., thrombophlebit., hypotens., shock, hot flush, hypertens., pallor, bronchosp., asthma, cough, dyspn., laryngeal/nasal/pulm.oed, resp.arrest, sneez., abdom.discomf., N&V, prurit., extravasat., death

Special precaution: Avoid extravasat dur.inj., poss.death due to anaphylax.report., allerg./ bronch. asthma hist., yellow skin & urine discol.

Warning: Not for intrathecal or intra-arterial use.

 XE "Ilevro" ILEVRO, (AI Pharm) Novartis [P/S] 
Nepafenac

Indications: Adults: Prev.& treatm.of pain & inflamm. assoc.with cataract surg.& risk reduct.of post op.macul.oed.assoc.with cataract surg.in diab.pts.

(S3) EYE DROPS, 52/15.4/0575. 3 mg/ml

3003157-001: 3 ml, R245,60
Dosage: . Admin.other topic.ophthalm.meds.at least 5 mins.apart.with eye ointm.last. Admin. miss.dos.as soon as poss.bef.revert.to sched.

Adults incl.elderly: 

Prev.& treatm.of pain & inflamm: 1 drp.in conjunctiv.sac of affect. eye(s) once dly.begin.1 day prior to surg., on day of surg.& 1st 2 wks post-op. Treatm.may be extend.to 3 wks.post op. Admin.addit.drop 30-120 mins.prior to surg.

Cataract.surg.assoc.post op.macul.oed.risk reduct. in diab.pts: 1 drp.in conjunctiv.sac of affect. eye(s) once dly.begin.1 day prior to surg., on day of surg.& up to 60 days post-op. Admin.addit.drop 30-120 mins.prior to surg.
Contraindications: Other NSAID drug hypersens., where asthma/urticar./ac.rhinit. precipit. by acetylsalicyl.acid or other NSAID’s,

Side effects: Uncommon: Keratit., punctat. kertit., corn.epithel.defect, foreign body eye sensat., eyelid margin crust., hypertens. Rare: Hypersens., dizzin., headache, irrit., choroid.effus., corn.deposits, eye pain, ocul.discomf., dry eye, blepharit., eye irrit., eye prurit.,eye discharge., allerg.conjuctivit., incr.lacrimat., conjunctiv. hyperaem., naus., dermatochalasis, allerg. dermatit. Not known: Corn.perfus., imp.corn.heal., corn.opacity, corn.scar, reduc.vis.acuity, eye swell., ulcert.keratit., corn.thinn., blurr.vis., incr.BP, vomit. 

Warnings and special precautions: Safety & effic.not est.in childr., do not inj./swallow, avoid sunlight, discont.& monit. if corn.epithel.breakd. evid., combin.with topic.ster.incr.heal.probl. potent., complicat.ocul. surg./corn.denervat./corn. epithel. defects/diab. mellit./ocul.surf.dis./ rheumat. arthrit./rep.ocul.surg.within short per.at incr.risk of sight threat.advers.corneal.reacts., prolong. use, known bleed.tendenc., concom. meds. that prolong bleed.time, ac.ocul.infects. poss. mask., concom.anti-infect.ther., do not wear contact lens, monit.for keratopathy with freq./ prolong use, extens.ocul.surf.dis., poss.cross. sens. with acetylsalicyl.acid/phenylacet.acid derivat.& other NSAID’s., adeq.contracept.in women of childbear.potent., reproduct.toxic.in anim., not recomm.dur.pregn., ensure clear vis.bef.driv./perform.complic.tasks

Interactions: Concom.prostagland.analog.not recomm., incr.bleed.potent.wth top.ster., incr. haemorrh.risk with meds.prolong.bleed.time.

See also MDR page 593.
 XE "Kelopt" KELOPT, Gen-eye [P/S]

Ketorolac tromethamine.

Indications: Inflam.relief follow.ocul.surg.

(S3) OPHTH.SOL., 45/15.4/1033. 5 mg/ml.

723869-001: 5 ml, R180,80
Dosage: 1 drp.4xdly.commenc.24 hrs.bef.surg.& contin. post-op. Use beyond 14 days post surg. incr.risk & sev.of corn.advers.events.

Contraindications: Aspir./NSAID’s hypersens., safety & effic. in childr.not est., pregn.& lactat., soft contact lens in situ.

Side effects: Sting., burn., ocul.oed./-inflammat./-irrit./-pain, superfic.keratit.& ocul. infects., corn.infiltrat., conjunctiv.hyperaem., iritis, dry eyes, corn.oed./-ulcerat./-eros./-perforat./-thinn., epithel.breakdown, allerg./loc.reacts., headache.

Warnings and special precautions: Due to poss. aspir./NSAID’s cross-sensitiv.asthma pts./ precipitat.rhinit/urticar., signs of infect. poss. mask., poss.incr.ocul.tiss.bleed.with ocul.surg., pept.ulcerat.hist., bleed.tendenc., meds.prolong. bleed.time, discont.& monit.in pres.of corn.epithel. breakd., incr.sight threat.corn.advers.events in complic. ocul.surg./corn.denervat./corn.epithel. defects /diab.mellit./ocul.surf.dis./rheumat.arthrit. & rep. ocul.surg.within short period of time & if used more than 24 hrs.prior to surg/beyond 14 days post surg., slow/delay.heal.poss., HF poss. precipitat. in comprom.pts., poss.adverse eff.on corn. permeabil.& corn.epithel.with prolong.use., reg. ophthal.exam.requir., prolong.use with extens. ocul. surf.dis., determine S/E bef.driv./operat. machin.
Drug interactions: Incr.post.-op bleed.risk poss. with anticoags./coumarin/indandione deriv./ hepar. & platelet aggregat.inhibit., concom. steroids incr.heal.probl.potent.

 XE "Ketagex" KETAGEX, Soflens [P/S]
Ketotifen fumarate equiv. to 0,25 mg ketotifen (0,025 % m/v) 

Indications: Tempor.prev.of itch.due to season.allerg. conjunctivit.

(S2) OPTH.SOL, 47/15.4/1166

3006228-001: 0,25 mg/ ml, 10 ml R167,95

Dosage: Adults & childr.over 3 yrs: 1 drp.in conjunctiv.sac.of affect.eye(s) 2xdly.evry 8-12 hrs. S&E > 4 wks not est. Do not let applicat.tip touch eye surf./ fingers/ any oth.surf.

Side effects: V.common: Conjunct. inject., headaches, rhinit. Common: Allerg.react., burn./ sting., conjunctivit., disch., dry eyes, eye pain, eyelid disord., itch., punctate keratit./-corneal epithel. eros., lacrimat. disord., mydrias., photophob., rash, flu syndr., pharyngit., drowsin. Unknown freq.: Hypersens. react. incl. local allerg.react. (contact dermatitis, eye swell., eyelid prurit., oed.), system.allerg. react. incl. facial swell./ oed.(assoc. w/ contact dermatit.), exacerb. of allerg.condit. (asthma, eczema). 

Special precautions: Only for ocul.instillat., not recomm.in pregn.& lactat., S&E in childr. < 3 yrs not est, 5 min.interv.betw.instill.other ophthalm. preps., not to be used if sol. changes col./ cloudy/ for cont. lens relat.irrit., benzalkon.chlor. may cause eye irrit./ dry eye sympts./ affect tear film & corneal surf.theref.monit.caref.with freq./prolong.use in dry eye pts./ condits.where corn.comprom., do not drive/ operate machin. unless vis.clear., remove contact lens. bef. admin. & only reinsert aft. interv.of 15 mins., benzalkon.chlor. irrit. may impact treat. adherence in childr.

Interactions: No interact.stud.perf., may potent.CNS depress./ antihist./ alcohol eff.

 XE "Lucentis" LUCENTIS, Novartis [P/S] 

Ranibizumab

Indications: Adults: Neovasc. (wet)age-relat. macul. degenerat.(AMD), vis.impairm.due to diabet. macul. oed.(DME) & macul.oed.second.to retin.vein occlus.(branch RVO/centr. RVO), mod. sev. to sev.non-proliferat.diabet.retinopathy (NPDR) & proliferat.diabet.retinopathy (PDR), vis. impairm. due to choroid.neovascularisat. (CNV), vis.impairm. due to CNV second.to patholog.myop. (PM). Preterm infts: Retinopathy of prematurity (ROP).
(S4) SOL.FOR INJ, 41/15.4/0860. 10 mg/ml

711524-001: 1 vial with filter needles, 2,3 mg in 0,23 ml of which 0,05 ml (equals 0,5 mg) is inject., R8 028,51
Dosage: Intravitreal inj.only by exper. ophthalmologist. 

Adults: Recomm.dos: 0,5 mg (0,05 ml) as sngl. intravitr.inj. Interv.betw.2 dos.in same eye not to be shorter than 1 mnth.

Wet age-relat.macul.degenerat./vis.impairm. due to DME/macul.oed.second.to RVO & vis.impairm.due to CNV second.PM: Treatm. init.with one inj/mnth & contin. until vis.acuity achiev. / no signs of dis.activ. Monit.interv.to be determ.by practit.bas.on vis.acuity and/or anatom. paramet. If treat.with a treat and extend regim. extend. treatm.interv.stepwise until dis.sign./vis. impairm recur. For wet AMD extend treatm.interv. by 2 wks. at a time & by 1 mnth.at a time for DME. For NPDR/ PDR & RVO treatm. interv. may also be gradual.extend.but data insuff. to concl.interv. length. Short.treatm. interv. accord.if dis.activ. recurs. Treatm. of vis.impairm.due to CNV should be determ.individ. bas.on dis.activ. In vis.impairm. due to CNV second.PM many pts.may need only 1-2 inj.dur.1styr

Laser photocoagulat.in DME & branch RVO: Admin.concomit. with laser photocoagulat./in pts. with prev.laser photocoagulat. When giv.on same day, admin.at least 30 min.aft.photocoagulat. Admin.broad spectr.topic.microbicide prior to inj.

Preterm infts: Recomm.dos.: 0,2 mg (0,02 ml) as sngl.intravitr.inj. Treatm. init.with a single inj./eye & may be giv.bilateral.on same day. In total, up to 3 injects./eye may be administer.within 6 mnths. of treatm.initiat. if signs of dis.activ. Admin.of > 3 inj./eye not stud. Interv.betw.2 dos.in same eye not to be shorter than 4 wks.

Contraindications: Act./suspect.ocul./periocul. infects., act.sev.intraocul.inflammat., pregn.& lactat.

Side effects: V.common: Nasopharyngit., headache, intraocul.inflammat., vitrit., vitreous detachm., retin.haemorrh., vis.disturb., eye pain/-irritat/-prurit., vitreous float., conjunctiv.haemorrh., foreign body sensat., incr.lacrimat., blepharit.,dry eye, ocul.hyperaem., arthralg., incr.IOP. Common: Influenza, UTI, anaem., anx., stroke, retin. degenerat./ disord./detachm./tear, retin.pigment epithelium detachm./tear, vis.acuity reduc., vitreous haemorrh./ disord., uveit., iritis, iridocyclit., cataract, cataract subcapsul., poster. caps. opacificat., punct.keratit., corn.abras., ant. chamber flare, blurr.vis., inj.site/eye haemorrh., conjunctivit., allerg.conjunctivit., eye discharge, photops., photophob., ocul.discomf., eyelid irrit./ oed./pain, conjunctiv.hyperaem.,cough, naus., allerg. reacts. Uncommon: Blindn., endophthalmit., hypopyon., hyphaema, keratopathy, iris adhes., corn.depos./oed./striae, inj.site pain & irrit., abnorm. eye sensat.

Warnings and special precautions: Adeq. contracept. in women of childbear.potent., potent. teratogen., monit.for early detect. & treatm. of poss. infect., no studies with concurr.eye condits. e.g. retin. detachm. or macul.hole./pts. prev.treat. with intravitr.injects./pts.with act.system.infects., discont.treatm.in pts.with rhegmatogen.retin. detachm./ stage 3 or 4 macul.holes., endophthalmit., monit.& manage IOP & perfus.of optic nerve head, safety & effic.admin.to both eyes concurr. not stud., poss.immunogenicity, arter.thrombot. event risk., known stroke risk fact. & stroke/TIA hist., vis.disturbs.may affect driv./ mach.operat. abil., determ.pts. hypersens.reacts. hist.prior to intravitreal inj., not recomm.in childr.& adolesc. < 18 yrs. for indicats.other than ROP due to lack of safety & effic. data, exper.limit.in pts > 75 yrs., do not admin.concurr.with other Anti-VEGF meds., risk facts.for retin.pigm. epithel.tears, long-term safety in preterm infnts. not est., limit.exper. in treatm.of pts with DME due to type I diabet./ pts. with RVO present. irrevers.ischaem. vis.funct. loss./ PM pts.with prev.unsuccessf. vPDT treatm./ eff. in PM pts. with extrafov.les., withold dos. & do not resume treatm.earl. than next sched.treatm. in event of decr.in BCVA of ≥ 30 letters compar.to last vis.acuity assessm./IOP ≥ 30 mmHg/ retin. break/ subretin. haemorrh.involv. centre of fovea or if haemorrh.is ≥ 50 % of total les.area/ perform. or plann. intraocul.surg.within prev.or next 28 days

Interactions: Adjunct.with verteporfin photodynam. ther. in wet AMD/PM should not be used, do not mix.with other med.prod.
 XE "Minims Fluorescein Sodium" MINIMS FLUORESCEIN SODIUM 2 %, (Bausch & Lomb) SofLens [P/S]

Fluorescein sod.

Indications: Detect.corneal abras.& foreign bodies, applanation tonometry, assess.patency of nasolacrimal duct,contact lens fitt. 

(S1) SOL, T/15.4/86. 10 mg/0,5 ml

743534-026: 20x0,5 ml, R523,57
Dosage:. Sngl.dos.eye drops. Apply suffic.sol.to stain damage.area, wash away excess with sterile saline sol.

Contraindications: Soft contact lenses
Side effects: Allerg., anaphylax., allerg. conjunctivit., periorbit.oed., urticar., rash, angioed.
Special precautions: Avoid microb.contamin.

 XE "Minims Oxybuprocaine Hydrochloride " MINIMS OXYBUPROCAINE HYDROCHLORIDE 0,4 %, (Bausch & Lomb) SofLens [P/S]

Oxybuprocaine HCl.
Indications: Applanation tonometry, contact lens fitt.

(S4) SOL. C/15.4/44. 2 mg/0,5 ml

743526-015: 20x0,5 ml, R329,59

Dosage: Sngl.dos.eye drops. Adults & childr: 1-3 drps.as direct.by ophthalmol.depend.on degree of anaesth.reqd. Onset: 6-20 secs. Durat: 15 mins.
Contraindications: Allergies, card.dis., hyperthyroid, open lesions.

Side effects: Eye allergy, allerg.blepharit., hypersensitiv., anaphylax., Syst.toxic.( CV-collapse, convuls., hyperexcitab.)

 XE "Minims Proxymetacaine Hydrochloride " MINIMS PROXYMETACAINE HYDROCHLORIDE 0,5 %, (Bausch & Lomb) SofLens [P/S]

Proxymetacaine HCI

Indications: Topic.ocul.anaesth.

(S4) SOL, 35/15.4/0088. 0,0025 g/0,5 ml

704504-002: 20x0,5 ml, R387,44
Dosage: Sngl.dos.eye drops. Adults & childr: 

Deep anaesth: 1 drp every 5-10 mins.x5-7 applic.

Remov.of sutures: 1-2 drps.2-3 mins.bef.remov. of stitch.

Remov.foreign bodies: 1-2 drps.prior operat.

Tonometry: 1-2 drps.immed bef.measurem.

Contraindications: Premat.babies, ocul. inflammat. /infect.

Side effects: Pupill.dilat./cyclopleg.effs., conjunct. irrit., hyperallerg.corn.react.incl.ac. intense. & diffuse epithel.keratit., allerg.contact dermatit.

Special precautions: Known allerg., card.dis., hyperthyroid., do not rub./touch eye while anaesth. persist, protect eye from dust & bact.contamin.

 XE "Minims Tetracaine Hydrochloride " MINIMS TETRACAINE HCL 1 %, (Bausch & Lomb) SofLens [P/S]

Tetracaine HCl
Indications: Loc.anaesth.for ophthalm.proced.& min.surg., gonioscopy in suspect.glauc.

(S4) SOL, C/15.4/47. 5 mg/0,5 ml

743518-012: 20x0.5 ml, R367,99
Dosage: Sngl.dos.eye drops. Use accord.to ophthalmol. Onset: 9-26 secs. Durat: 10-20 mins.
Contraindications: Concom.sulphonamid.

Side effects: Conjunct.irrit., punctate corneal damage (due to lact.acid accumulat.), dermatit., CV-collapse, occas.convuls.& hyperexcitab.

Drug interactions: Inhib.act.of sulphonamides.

 XE "Nevanac" NEVANAC, Novartis [P/S]

Nepafenac

Indications: Prev.& treatm.of pain & inflamm. assoc.with cataract surg.& risk reduct.of post op.macul.oed.assoc.with cataract surg.

(S3) EYE DROPS, 42/15.4/1006. 1 mg/ml

716222-001: 8 ml, R233,21
Dosage: Use low.effect.dos.for shortest poss. durat. of treatm. Admin.other topic.ophthalm. meds.at least 5 mins.apart.

Adults: 1 drp.in conjunctiv.sac of affect.eye(s) 3xdly. Begin.1 day prior to surg., on day of surg.& 2-3 wks post-op. Admin.addit.drop 30-120 mins. prior to surg. Treatm.can be extend.up to 60 days to reduce risk of macul.oed.assoc.with cataract surg. 
Contraindications: Other NSAID drug hypersens., HF, GI bleed./perforat.hist.relat.to prev. NSAID’s, act./hist.of recurr.GI ulc./haemorrh. /perforat., where asthma/urticar./ac.rhinit. precipit. by acetylsalicyl.acid or other NSAID’s

Side effects: Uncommon: Keratit., allerg. conjuctivit., punctat. kertit., eye pain, foreign body eye sensat., eyelid margin crust. Rare: Hypersens., dizzin., headache, blurr.vis., eye prurit., dry eye, eye discharge., photophob., eye irrit., incr.lacrimat., blepharit., naus., allerg. dermatit. Freq.not known: Corn.perforat., ulcerat. keratit., corn.thinn., corn.opacity, corn.abras., corn.scar., imp.corn.heal., reduc.vis.acuity, eye swell., ocul. hyperaem., vomit., incr.BP. Data from other NSAID PI’s: Oed., hypertens., CF, pept.ulc./ perforat., GI bleed., N&V, diarrh., flatul., constipat., dyspeps., abdom.pain, malaena, haematemes., ulcerat.stomatit., colit.& Crohn’s dis. exacerbat., gastrit., bullous skin reacts.incl. Stev.-John.syndr.& TEN

Special warnings and precautions: Safety & effic. not est.in pts.<18 yrs., discont.& monit.if corn. epithel.breakd.evid., complicat.ocul. surg./ corn.denervat./corn.epithel.defects/diab. mellit./ ocul.surf.dis./ rheumat. arthrit./rep.ocul.surg. within short per.at incr.risk of sight threat.advers. corneal.reacts., combin.with topic.ster.incr. heal. probl. potent., known bleed.tendenc., concom. meds. that prolong bleed.time, do not wear contact lens, monit.for keratopathy with freq./ prolong use, ac.ocul.infects.poss.mask., concom. anti-infect.ther., as fluid retent.& oed.poss. hypertens./ HF hist., GI dis.hist., elderly, discont.if GI bleed./-ulcerat.occurs, skin rash/mucos.les.or other hypersens.signs report., poss.cross.sens. with acetylsalicyl.acid/phenylacet.acid derivat.& other NSAID’s., reproduct.toxic.in anim., not for use dur.pregn. & C/I in third trimest., not for use in women breastfeed.infts., ensure clear vis.bef. driv./ perform.complic.tasks

Interactions: Incr.S/E with concom.NSAID’s, incr. risk of GI perforat./ ulcerat./bleed.with concom. corticoster., anticoags.eff.poss.enhanc., incr. intest. bleed.risk with anti-platelet agents & SSRI’s.

 XE "Novesin Wander" NOVESIN WANDER, AI Pharm Ltd [P/S]

Benoxinate (Oxybuprocaine HCl)

Indications: Loc.eye anaesth.

(S4) DROPS. H1270. 4 mg/ml, 0.4 %

748188-002: 3 ml, R158,17
Dosage: For cornea prep: Instil.may be repeat.2-5 times for adeq.anaesthes.as reqd.
Side effects: Hyperaem., epithel.les., hypersens. reacts., mild burn.

Special precautions: Sev.corn.damage with indiscrimin.use.

 XE "Olopagen once daily" OLOPAGEN ONCE DAILY Gen-eye [P/S] 

Olopatadine 

Indications: Tempor.prev.& treatm.of itch.due to allerg. conjunctivit.

(S2) OPHTH.SOL, 47/15.4/1224

3005988-001: 2mg/ ml, 5 ml, R175,00
Dosage: Adults & childr.over 3 yrs: 1 drp.in conjunctiv.sac.of affect.eyes once dly.

Side effects: Common: Headache, dysgeus., eye irritat./-swell./-pain, dry eye, blurr.vis., ocul.hyperaem., eye &-lid prurit., asthenop., eyelid disord., eyelid margin crust., incr.heartrate, nasal dryn., dry mouth. Freq.unknown: Hypersens., dizzin., punctate keratit., keratit., eye discharge, ocul.discomf., incr.lacrimat., eyelid erythema, naus., contact dermatit., fatig.

Special warnings and precautions: Not recomm.in pregn.& lactat., preservat. benzalkon.chlor. report. to cause punctate keratopathy &/tox. ulcerat. keratopathy., extended use in pts with extensive ocul.surf. dis., do not drive/operate machin. unless vis.clear., interv.of 10 mins. bef.insert.contact lens.

Interactions: Concom.top.ocul. meds. allow 5 min.betw.applicat.
 XE "Panamor Eye Drops" PANAMOR EYE DROPS, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Diclofenac sodium
Indications: Ant.eye segment inflam. assoc.with cataract surg., short term use for ocul.surf.pain of corn.origin, short term use for inflammat.follow. argon laser trabeculoplasty for which safety has not been est.for more than 4 days.

(S3) EYE DROPS. 45/15.4/0686. 1 mg/ml.

722050-001: 5 ml, R229,74
Dosage: 1 drp.4-5xdly.determ.by severity of condit.

Pre-op: Up to 5 drps.dur.3 hrs.bef.surg.

Post-op: 3 drps aft.surg. thereaft. 1 drp. 4-5xdly.
Contraindications: Soft contact lens use, aspir/ NSAID’s/other prostagland.synthetase inhibit. sens., pts.in whom asthma/rhinit.& urticar. precipit. by aspir./other prostagland.synthetase inhibit., young childr., intraocul. use dur.surg. proced., HF., est.ischaem.heart dis., cerebrovasc. dis., stroke, periph.arter.dis., GI perforat./ulcerat./ bleed.assoc.with prev.NSAIDS incl.eye drops., act./ hist.of recurr.ulc./haemorrh./perforat., pregn.from around 20 wks.or later, lactat.

Side effects: Freq: Mild.trans.burn.& sting., trans.eye pain, mild to mod.eye irrit., pept.ulc., poss.fatal perforat./GI bleed., N&V, diarrh., flatul., constipat., dyspeps., abdom.pain, melaena, haematemes., ulcerat.stomatit., colit./Crohn’s dis.exacerbat., gastrit. Less freq: Hypersens.with eye itch.& redden., photosens., ocul.hyperaem., blurr.vis.immed.aft.instill., dyspn., asthma exacerbat. Freq.unknown: System.hypersens., conjunctiv./corn.ulcerat., corn./sclera melts & perforat., corn.disords., punct.keratit., corn.thinn., corn.epithel.defect, corn.oed., conjunctiv. hyperaem., allerg.conjunctivit., eyelid erythema, ocul.oed.& prurit., oed., hypertens., CF, bull.reacts.incl.Stev.John.syndr.& TEN, drug react.with eosinophil.& system.sympts.(DRESS).
Special warnings and precautions: Corn.toxic. report., ulcerat.of conjuctiv./ cornea, corneal / scleral melts & perfor.part. after catar.surg., risk fact.for corn.ulcerat.& thinn., nasolacrim.occlus./ closing eyes for 3min.red. sytem.absorp.& incr.local activ., interv.of at least 5 min.between other meds., poss.masks onset/progress.of ocul.infects., appropr. ther.to be giv.concom.in presenc.of infect./risk, poss.incr. ocul.tiss.bleed.in conjuct.with ocul.surg., known bleed. tendenc./meds.known to prolong bleed. time, concom.topic.steroids., hypertens./HF hist., signific.CV risk fact.,GI dis.hist., discont.if GI bleed./ulcerat. occurs, elderly, reports of SJS & TEN, discont.at 1st appear.of skin rash/ mucos.les./other hypersens.signs, drug react.with eosinophil.& system.sympts.(DRESS), eval.S/E bef. driv./ perform.complicat.tasks.

Interactions: In pre-exist.signific.corn. inflammat incr.risk.of corn.complicat.developm. with topic. steroids, incr.potent.for heal.probl.with topic. steroids, incr.S/E’s with two or more concom. NSAID’s, incr.GI perforat./ulcerat./bleed with corticoster., anticoags.effs.enhanc., incr.GI bleed. risk with anti-platelet meds., ophthalm. acetylcholine & carbachol preps poss.ineffect., incr.GI bleed.with SSRI’s.
 XE "Patanol" PATANOL, Novartis [P/S] 
Olopatadine

Indications: Tempor.prev.of itch.due to allerg. conjunctivit.

(S2) SOL. 33/15.4/0189

701415-001: 1 mg/ml, 5 ml, R179,23
Dosage: Adults & childr.over 3 yrs: 1 drp.in conjunctiv.sac.of affect.eyes 2xdly.

Side effects: Common: Headache, dysgeus., eye pain, eye irritat., dry eye, abnorm.eye sensat., nas. dryn., fatig. Uncommon: Rhinit., dizzin., hypoaesthes., corn.eros., corn.epithel.defect, corn. epithel.disord., punctate keratit., keratit., corn. stain., eye discharge, photophob., blurr.vis., reduc. vis.acuity, blepharosp., ocul.discomf., eye prurit., conjunctiv.follicules, conjunctiv.disord., foreign body eye sensat., incr.lacrimat., eyelid erythema, eyelid oed., eyelid disord., ocul.hyperaem., contact dermatit., skin burn.sensat., dry skin. Not known: Hypersens., face swell., somnol., corn.oed., eye oed., eye swell., conjunctivit., mydrias., vis. disturbs., eyelid margin crust., dyspn., sinusit., N&V, dermatit., erythema, asthen., malaise

Special precautions: Not recomm.in pregn.& lactat., 5 min.interv.betw.instill.other concom. ophthalm. preps., preservat.benzalkon.chlor. report. to cause punctate keratopathy &/tox. ulcerat. keratopathy theref.monit.caref.with freq./prolong.use in dry eye pts./condits.where corn.comprom., do not drive/operate machin. unless vis.clear., interv.of 10 mins.bef.insert. contact lens.

 XE "Provisc" PROVISC, Alcon [P/S]

Na hyaluronate.
Indications: Aid in surgic.ant.segment proced. includ.cataract extract.with intraocul.lens implantat.

(S4) VISCOELASTIC DEV. X/3/408. 10 mg/ml.

808296-019: 1x0,4 ml syringe, R307,21
814377-009: 1x0,55 ml syringe, R422,41
878081-003: 1x0,85 ml syringe, R652,81
Dosage: Slow.& caref.inj.suffic.amount into ant. chamber. Remove by irrigat.&/aspirat.at close of surg.
Contraindications: Hypersens.

Side effects: Trans.incr.IOP, post-op.inflamm. reacts., corneal oed.& decompensat.

Special precautions: Potent.allerg.risks., intra-ocul. use only, observ.rout.precaut.assoc.with surg. proced., monit.post-op IOP & instit.ther.if signif. incr. occur, allow to attain room temp.prior to use.

 XE "Relestat" RELESTAT, Abbvie [P/S] 
Epinastine HCl

Indications: Short term treatm.of seas.allerg. conjunctivit.

(S2) EYE DROPS, 37/15.4/0691. 0,5 mg/ml

707876-001: 5 ml, R157,31
Dosage: Admin.at least 10 mins.apart.in case of other concom.ophthalm.meds. No exper.of use in clinic.stud.for more than 8 wks.

Adults & childr.12 yrs.& old: 1 drp.2xdly.in each affect.eye.
Side effects: Comm: Eye burn./-irrit. Uncomm: Conjunctiv. oed./hyperaem., eye discharge/-dryn./-prurit./-pain, incr. lacrimat., vis.disturbs., headache, asthma, nas. irrit., rhinit., sinusit., dysgeus. Post market: Eye swell., eyelid oed., skin & eye hypersens. reacts.

Warnings and special precautions: Top. ophthalm. use only, soft contact lens users to wait 15 mns.aft.instillat., poss.adverse eff.on corn. permeabil. & corn.epithel.with prolong.use., prolong. use with extens.ocul.surf.dis., reg. opthalm. examin.with prolong.use, no driv./operat. mach. until. vis.clear, safety in pregn.& lactat.not est., to avoid eye/med.contamin.dropp.tip not to come into contact with any surf., not stud.in elderly or hepat./ren.impairm., safety & effic.not est.in childr.und.12 yrs., 
See also MDR page 21.
 XE "Spersatear" SPERSATEAR, AI Pharm Ltd [P/S]
Hydroxypropylmethylcellulose.

Indications: Mucin.& aq.defic.dry eye condits.

(S0) DROPS. N/15.4/22. 3mg/ml.

765740-001: 20 ml, R41,36.

Dosage: 2 drps 3xdly/as reqd.

Special precautions: Reg.opthalm.exam.requir. with prolong.use, extens.ocul.surf.dis.

 XE "Stop-Allerg" STOP-ALLERG, (AI Pharm Ltd) Genop [P/S]

Na cromoglicate.
Indications: Allerg.conjunctivit.

(S2) EYE DROPS. W/15.4/430 

894605-003: 20 mg/ml, 13,5 ml, R43,26

Dosage: Adults & childr.incl.elderly: 1-2 drps. in each eye 4xdly dur.expos.to allergen.

Contraindications: Safety in pregn.not est., soft contact lens.

Side effects: Loc.reacts.

Special precautions: Extens.ocul.surf.dis., reg. opthalm.exam.with prolong.use.

 XE "Tears Naturale" TEARS NATURALE PRESERVATIVE FREE, Alcon [P/S]
Dextran-70 1 mg, hydroxypropyl methylcellulose 3 mg/ml.

Indications: Artific.tear treatm.in mucin.& aq.defic.dry eye condit.

(S0) SOL. 29/15.4/0216.

817511-008: Sngl.dos. 0,4 ml x 30 units, R136,90

Dosage: 1-2 drps.as reqd.

Warning: Do not re-use, discard once opened.

 XE "Tears Naturale II" TEARS NATURALE II, Alcon [P/S]
Dextran-70 1 mg, hydroxypropyl methylcellulose 3 mg/ml.

Indications: Artific.tear treatm.in mucin.& aq. defic.dry eye condit.

(S0) SOL. J/15.4/315.

817562-001: 15 ml, R83,90

Dosage: 1-2 drps.as reqd.

 XE "Viscoat" VISCOAT, Alcon [P/S]
Na chondroitin sulph. 40 mg, Na hyaluronate 30 mg/ml in physiolog.buffer.
Indications: Aid in surgic.ant.segment.proced. includ.cataract.extract.& intraocul.implantat.

(S4) VISCOELASTIC DEV. Y/3/319.

789437-007: 1x0,5 ml/syringe, R1 288,49
878103-007: 1x0,75 ml/syringe, R1 932,70
Dosage: Inj.carefully into ant.chamber prior/ follow. intra-occular lens deliver. At end of proced. remove by irrigat./aspirat.
Side effects: Trans.incr.IOP.

Special precautions: Potent.allerg.risks., fail.to foll. assembly instruct./use of alt.cannula may result in cannula detachm.& ser.injur., intra-ocul. use only, observ.rout.precaut.assoc.with surg. proced., monit.post-op IOP & instit.ther.if signif. incr.occur.

 XE "Vividrin" VIVIDRIN, (Bausch & Lomb) Soflens [P/S]

Na cromoglicate.
Indications: Allerg.conjuncitiv.

(S2) EYE DROPS. W/15.4/0086 

804630-003: 20 mg/ml, 10 ml, R61,93
Dosage: Adults & childr: 1 -2 drps in each eye 4xdly.on reg.basis due to prophylact.nat.of ther.

Side effects: Trans.sting.& blurr., local irrit. headache, skin rash, bronchosp., breathlessn., anaphylax.

Special warnings and precautions: Safety in pregn. not est., withdr.of Na cromoglicate if concom. steroid dos.has been reduc., 15 min interv.bef.reinsert.of soft contact lens, dry eye & comprim.cornea, monit.prolong.use.
 XE "Vsiqq" VSIQQ, Novartis [P/S] 
Brolucizumab

Indications: Neovasc.(wet) age-relat.macul. degenerat.(AMD), diab.macul.edema (DME).
(S4) SOL.FOR INJ, 54/15.4/0489. 120 mg/ml

3002668-001: 1x0,23 ml, R8 028,51
Dosage: Intravitreal inj.only; admin.adeq. anaesthes./ broad spectr.topic.microbicide prior to inj; safety & effic.of admin.in both eyes concurr. not stud.& not recomm.

AMD recomm.dos: 6 mg (0,05 ml) every 4 wks. for first 3 dos., thereaft.every 12 wks. Treatm. interv.may be individualis.based on dis.activity./anatomic. paramets. Treatm. interv. could be as freq.as every 8 wks. The interv. betw.2 dos.should not be less than every 8 wks.
DME recomm.dos.: 6 mg (0,05 ml) by intravitreal inject.every 6 wks for 1st 5 dos., theraft. Every 12 wks.Treat.interv.to be determ.by physic.based on dis.activ.assess.by visual acuity &/ anatom.param., consid.8 wkly treatm.in pts with dis.activ.
Contraindications: Act./suspect.ocul./periocul. infects., act.intraocul.inflammat., pregn.& lactat, safety & effic.not est.in childr.& adolesc. < 18 yrs.

Side effects: Common: Vis.acuity reduc., retin. haemorrh., uveit., iritis, vitreous detachm., retin. tear, cataract, conjunctiv. haemorrh., vitreous float., eye pain, IOP incr., conjunctivit., retin.pigm. epithel.tear, vis. blurr., corn.abras., punct.keratit., hypersens. Uncommon: Endophthalmit., blindn., retin.artery occlus., retin.detachm., conjunctiv. hyperaem., lacrimat.incr., abnorm. eye sensat., retin.pigment epithel. detachm., vitrit., ant. chamber inflammat., iridocyclit., ant.chamber flare, corneal oed., vitreous haemorrh.Unknown freq: Retin. vasculit., retin.vasc.occlus.
Warnings and special precautions: Adeq. contracept. in women of childbear. potent.dur. treatm. & for at least 1 mnth.aft.last dos., potent.teratogen.& embryo/foetotox., pts.to report sympts.of endophthalmit./retin.detachm./retin. vasculit.&/retin.vasc.occlus.without delay, treatm.emerg.antibod.respons.poss.aft.1st intravitr.inj.-disc.treatm., IO inflamm.rel.adv.events incl.retin.vaculit.&-vascul.occlus.more freq.in fem., interv. between 2 dos.dur.maint.should not be less than every 8 wks., monit.& manage IOP & perfus.of optic nerve head, safety & effic. admin.to both eyes concurr.not stud., glycaem.contr.of pts.with diabet.mellit.poss.affect., fructose intol., gluc.-galact. malabsorpt., sucrase-isomaltase insuff., immunogenicity, vis.disturbs.may affect driv./ mach. operat.abil., determ.pts. hypersens. reacts.hist.prior to intravitreal inj.

16
URINARY SYSTEM
16.1
Diuretics
 XE "Adco-Dapamax" ADCO-DAPAMAX, AI Pharm Ltd.

Indapamide.
Indications: Mild to mod.hypertens., oed.assoc. with CHF.

(S3) TABS. 30/7.1/0092.

819417-009: 2,5 mg, 30, R19,86
819417-017: 2,5 mg, 600, R397,15
Dosage: Hypertens: 1 tab.dly.pref.in the morn., may be incr.to 2 tabs aft. 4 wks. In more sev.cases may be combin. with other categor.of antihypertens.

Oed: 1 tab.dly, may be incr.to 2 tabs.aft.1 wk.
Contraindications: Sulphonam.-type meds. hypersens., sev.ren./ hepat.dysfunct., Addison’s dis., pre-exist.hypercalcaem., safety in pregn.& lactat.not est., concom.thiazide diuret.not recomm.

Side effects: Metab.disords., electrol.imbal., GI disturbs., headache, dizzin., impot., photosens./ hypersens.reacts., postur.hypotens., paraesthes., yell.vis., cholest.jaund., pancreatit., bld.dyscras.

Special precautions: Imp.ren./hepat.funct., discont.if azotaem.& oligur.occur, elderly pts. partic. suscept.to electrol.imbal., SLE may be exacerb./activ.in suscept.pts., no exper.of use in childr.

Drug interactions: Thiazide diuret.may enhance toxic.of digital.glycosid., enhanc.neuromusc. block. act.of competit.musc.relax., the K deplet. eff. enhanc.by corticoster., corticotroph./ carbenoxolone & dimin.respons.to press.amines, eff. of antihypertens.agents poss.enhanc., postur. hypotens.poss.enhanc.by concom.alcoh., barbitur./ opoids, Li may lead to toxic bld.conc., NSAID’s may interfer.with effic.& enhanc risk of ren. insuff.

 XE "Adco-Retic" ADCO-RETIC, AI Pharm Ltd [N/P/S]

Amiloride HCl 5 mg, hydrochlorothiaz. 50 mg.
Indications: Oed.of card.decompensat., hepat. cirrhos., corticoster.ther., essent.hypertens.
(S3) TABS. V/18.1/260.

780618-009: 100, R44,83
780618-017: 1 000, R448,29
Dosage: Oed: 1-2 tabs/day, once diures.achiev. attempt.reduct.for maint.

Hypertens: ½-1 tab dly. May be used as adjunct.to other anti-hypertens.meds.
Contraindications: Hyperkalaem., concom. antikaliurets.& K-supplem., imp.ren.funct., childr., pregn.& lactat.

Side effects: Orthostat.hypotens., abn.liv.funct., pept. ulc.activat., GI disturbs.incl.bleed., dry mouth, skin reacts., bld.disords., CV effs., musc. cramps, CNS eff., elev.ser.K, weakn., vertigo, paraesthes., min.psych.chang., vis.disturbs., anaphylact.-type react., fev., necrotiz.angiit., Stev. Johns.syndr., digitalis toxic., jaund., pancreatit., hyperglycaem., hyperuricaem., gout, photosens., sialadenit., resp.dist., malaise, chest pain, flush., nas. congest., impot., urin.disturbs., electrolyte imbal., poss.decr.urin.Ca, hyperkalaem., hyperparathyroid., hypercalcaem.& hypophosphataem. with prolong.use.

Special precautions: Part.heart block., imp.ren. /hepat.funct., liv.dis.incl.cirrhos., diabet., poss. develop. of acidos., digital.pts., adren.dis., discont. in case of incr.azotaem./oligur., ren.funct.test advis. bef.init.ther.in diabet./susp.diabet., pass. through breast milk & cross.placenta.

Drug interactions: K-deplet.eff.enhanc.by corticoster., corticotrophin, carbenoxalone, act.of other hypertens.potent.esp.gang.block., avoid Li (incr.toxicity risk), orthostat.hypotens.potent.by alcoh., barbit.& narcots., incr.respons.to tubocurarine, poss.decr.arter.respons.to norepinephr.

 XE "Aldactone" ALDACTONE, Pfizer 
Spironolactone

Indications: Essent.hypertens., short-term pre-op prim. hyperaldosteron., CHF incl.NYHA class III-IV, condits.where second. hyperaldosteron. pres., diuret.-induc.hypokalaem./ hypomagnesaem.as adjunct.ther., est. prim.hyperaldosteron.diagn.
(S3) TABS, H1941, H/18.1/2
701793-007: 25 mg, 60, R109,69
701807-016: 100 mg, 30, R347,59
Dosage: Admin.dly dos.in div./sngl.dly.dos.

Adults: Essent.hypertens: Usual.50-100 mg/day. May be grad.incr. at 2 wkly. interv.up to 200 mg/day. Contin.for at least 2 wks.ensur.adeq. respons. Adjust dos.as necess.

CHF: Init.dly.dos.of 100 mg as sngl./div.dos. Rang. from 25-200 mg dly. Maint: Indiv.

Sev.HF.in conjunct. with std.ther. (NYHA Class III-IV): Init. 25 mg once dly.in pts. with ser.K+≤ 5,0 mmol/L & ser.creatin.≤ 220 µmol/L. May be incr.to 50 mg once dly.as clinic.indic.or reduc.to 25 mg every other day if not tol.

Cirrhos: Usual.100 mg/day if urin.Na+/K+ ratio > 1,0. 200-400 mg/day if ratio <1,0. Maint: Indiv.
Nephrot.syndr: Usual dos: 100-200 mg/day. Use only if other ther.ineffect.

Diuret.-induc.hypokalaem. &/ hypomagnesaem: 25-100 mg/day when oral K+ &/ Mg supplem.consid.inappropr.
Diagn. & treatm. of prim.hyperaldosteronism: Init.diagnost.meas.while pts.are on norm.diets. Adults: Long test: 400 mg dly.for 3-4 wks. Short test: 400 mg dly.for 4 days.

Short-term pre-op. prim.hyperaldosteronism treatm: Dly.dos.100-400 mg bef.surg. May be giv. as longt.maint.ther.indiv.at low.effect.dos.if pts. unsuit.for surg.

Paed populat: Init.dly.dos.3 mg/kg bm in div.dos. Adjust accord.to respons.& tol.

Contraindications: Ac.ren.insuffic., rapid progress. ren.funct.impairm., anur., hyperkalaem., concom. eplerenone, Addison’s dis., 
Side effects: V.common: Hyperkalaem. Common: Confus.state, dizzin., naus., prurit., rash, musc.sp., ac.kidn.injury, gynaecomast., breast pain (male), malaise. Uncommon: Benign.breast neoplasm (male), electrol.imbal., abnorm.hepat. funct., urticar., menstr.disords., breast pain (female). Freq.unknown: Agranulocytos., leucopen., thrombocytopen., libido disords., GI disords., tox.epiderm.necrolys., Stev.John.syndr., DRESS, alopec., hypertrichos., 
Special warnings and precautions: Concom. meds./condit.known to cause hyperkalaem., decompensat. hepat.cirrhos., liv.dis.as hepat.coma poss.precipit.in suscept.pts., crit.K+ monit. in pts.with sev.HF, ser.K+ monit./managem.in sev.HF, avoid other K+ -spar.diurets/oral K+  supplem.if ser. K+  > 3,5 mmol/L, discont./interrupt treatm.for ser.K+  >5 mmol/L or ser.creatin.> 350 µmol/L, anaesthes., feminisat.in male rat foetus., detect.in breast milk, determ.respons.bef.driv./perform.complicat.tasks.
Interactions: Poss.sev. hyperkalaem.with other meds.known to cause hyperkalaem., addit.eff.with other diuret.& antihypertens.agents., reduc.vasc. responsiven.to noradrenal., digox.half-life incr., reduc. diuret. eff.with aspir./other NSAIDs, antipyrine metabol.enhanc., poss.interfer.with digox. plasma conc.assays., hyperkalaem.metabol. acidos. with concom.ammon.Cl & cholestyramine, decr.effic.of either agent with carbenoxolone.
See also MDR page 607.
 XE "Austell-Furosemide" AUSTELL-FUROSEMIDE, Austell

Furosemide

Indications: Adjunct in ac.pulm.oed., card. oed.with other card.ther., mild to mod.hypertens., ren.oed.in nephrot.syndr., cerebr.oed., ascit.due to liv.cirrhos./mech.obstruct./CF, forced diures.in hypercalcaem.& cert.poison.treatm., in burns to reduc.loc.oed & prev.oligur.progress.to anur.

(S3) TABS, 37/18.1/0433

707423-001: 40 mg, 30, R29,59
Dosage: Adults: 

Usual dos: 20-80 mg as sngl.dos.pef.in morn.

Oed: Init.40 mg once dly adjust.accord.to response. Mild cases: 20 mg dly.or 40 mg on alt. days. Some req.80 mg or more dly.as 1-2 dos.dly./ intermitt. Dos.up to 600 mg dly.by grad.titrat.poss. reqd.in sev.cases.

Hypertens: 40-80 mg dly.

Forced diuresis: 20-40 mg in addit.to infus.of electrol.sol.

Childr: Usual dos: 1-3 mg/kg bm dly.up to max. 40 mg dly.

Contraindications: Sulphonam.hypersens., azotem.& oligur.dur.sev.progress.ren.dis.treatm., hepat.coma or electrol.deplet.states until condit. correct./improv., lactat.

Side effects: Bld.dyscras.incl.aplast.anaem.& agranulocytos., fluid & electrol.disturbs.e.g. hypokalaem./hyponatraem., bld.coag.disords. partic.in elderly, ac. pancreatit., precip.diab.mellit., tetany, blurr.vis., tinnit., deafn., post.hypotens., circulat.disturbs.with poss.vasc.effs.& circulat. collapse, GI disturbs., skin reacts.incl.exfol. dermatit. / photosens./paraesthes.& vasculit., gout as a result of hyperuricaem., manifestat./aggravat. of obstruct.micturit.sympts.
Special precautions: Admin.in pregn.only for short periods if strict.indicat., monit.electrol.reg. esp.in elderly/diabet& card./hepat.or ren. impairm., myocard.sensitiv.to digital.incr.with K+defic., perm.deafn.with ototox.meds., prostat. hyperplas., imp.micturit., K+ contain./K+spar.preps. poss.indicat.

Drug interactions: K+-deplet.eff.enhanc.by glucocortoid/laxat.abuse, nephrotox.& ototox. eff.of cert.antibiot.(aminoglycos) potent., anti-diabet./pres.amines potency diminish., salicylates/ theophylline/Li & curaremimet.musc.relax.eff. potent., enhanc.eff.of antihypertens., NSAID’s antag.act., absorpt.reduc.by sucralfate.
 XE "Burinex" BURINEX, AI Pharm Ltd

Bumetanide
Indications: Oed.assoc.with CHF/ren.dis./ac. pulm.oed./hepat.ascit.

(S3) TABS. G/18.1/94

711152-005: 1 mg, 30, R228,07
711152-004: 1 mg, 100, R760,35
Dosage: Most.dly.dos.of 1 mg requir.giv.as sngl. morn.dos. 2nd dos.may be giv.6-8 hrs.later depend. on respons. May be incr.until satisfact.respons. obtain.in refract. cases. Dos.to be titrat.indiv. accord. to respons.& reqd.therap.activ. When control on low.dos.inadeq.init. 5 mg dly.then incr. by 5 mg increm.12-24 hrly.until reqd.respons.or S/E appear. Consid.2xdly dos.

Contraindications: Anur., hepat.coma, mod.to sev.liv.fail., electrol.deplet., childr.

Side effects: Skin rash, musc.leg cramps, abdom. discomf., thrombocytopaen., gynaecomast., pancreatit./ sev.gener. musculoskelet.pain somet. assoc.with musc.spasm in high dos., inj.poss. aggrav. pre-exist.electrol.imbal., uric acid incr., hear. disturbs.esp.in ren.insuff., incr.K+ excret.

Special precautions: Sudd.chang.in CV press./ poss.circulat.collapse with excess. rapid.oed. mobilisat., pre-exist.electrol.imbal., high dos./ prolong.per., low salt diet, monit.bld.gluc.period.in diab./susp.latent diab., avoid in 1sttrimest.of pregn., concom.antihypertens.meds., period.ser. electrol.advis.in deplet.risk pts., high K+ diet in longt. ther., KCl supplem.indic.in pts.where diet. K+ poss.inadeq., low K+ lev., K+ spar.diurets.poss. benef., discont.ther.in oligur.developm., hepat. cirrhos., condits.assoc.with K+ deplet., low K+ lev.incr.myocard.sensitiv.to digital.tox.effs.
Drug interactions: Eff.of antihypertens.meds. poss.potent.

 XE "Catexan" CATEXAN, (Unicorn) Servier

Indapamide

Indications: Mild to mod.hypertens.

(S3)TABS, 32/7.1/0406

700820-005: 2,5 mg, 30, R18,91
Dosage: Adult: Max.(2,5 mg)1 tab.dly.pref.in morn. May be used in conjunct.with other antihypertens. No exper.in use for in childr.

Contraindications: Sulphonamid.derivat. hypersens., hepat.encephalopathy, sev.hepat. funct. impairm./ren.fail., hypokalaem.

Side effects: Common: Hypersens. reacts.esp. skin where predispos.to allerg/asthmat.reacts. Uncommon: Vomit., purpura. Rare: Vertigo, fatig., headache, paraesthes., naus., constip., dry mouth. Very rare: Bld.disords., dysrhythm., hypotens., pancreatit., abnorm.liv.funct., angioneurot. oed.&/urticar., tox.epiderm.necrolys., Stev. Johns.syndr., ren.fail., hypercalcaem. Not known: Syncope, myop., vis.impairm., Torsade de point., hepat.encephalopathy onset in case of hepat. insuff., hepatit., ac.disseminat.LE worsen., photosens.reacts., K+ deplet.with hypokalaem.esp. ser. in cert.high risk pts., hyponatraem.with hypovolaem., ECG QT prolong., incr.BGC, incr.uric acid, elev.liv.enzym.

Warnings and special precautions: Ren.funct. monit., monit.plasma K+ /ECG with digital., avoid in pregn., excret.in breast milk, discont.ther.in case of hepat. encephalopathy/photosens.reacts., protect expos.areas from sun/artific.UVA if ther. re-admin. necess., K+supplem.poss.reqd.if act.of other concom.diurets.potent., plasma sod.meas. bef. init.ther.& reg.aft., more freq.monit.in at risk pts. eg. elderly/cirrhot.pts., poss.dehydrat./ orthostat. hypotens.with hyponatraem.assoc.with hypovolaem., second.compensat.metabol.alkalos., sudd. hypotens.&/ac.ren.fail.risk with ACE-inhib. when ther.init.in pres.of sod.deplet., K+deplet.with hypokalaem. risk to be prevent.in cert.high risk pts., hypokalaem.incr.card.toxic.of digital./ dysrhythm. risk, poss.decr.urin.Ca excret., hypercalcaem. poss.due to prev.unrecognis. hyperparathyroid. in which case ther.to be withdr. bef. parathyroid funct.investig., diabet., gout hist, lact. intol., concom.Li not recomm., K+ lev.monit. bef. init.ther.with Torsades de pointes-induc. meds./ appropr. ther.correct.hypokalaem.if need./ ECG/ electrol. monit.dur.ther., rehydrat.bef.init. ionat. contrast media.

Interactions: Poss.reduc.eff./ac.ren.fail.risk in dehydrat. pts.with concom.NSAIDs/COX-2 select. inhib./ salicyl.acid.dos.≥3 g/day, incr.hypokalaem. risk with Amphotericin-B IV/gluco-& miner.syst. corticoster./ tetracosactide/stimul.laxat., incr. antihypertens. eff.with baclofen, hypokalaem. predispos. to digital.tox.eff., incr.allopurinol hypersens. reacts., poss.hypokalaem.esp.in pts. with ren. fail./diabet.or hyperkalaem.with concom. K+-spar. diurets., incr.metform.-induc.lact. acidos. risk, incr.ac.ren.fail.risk with large dos.of ionat. contrast med., incr.eff./orthostat.hypotens.risk with TCA’s, hypercalcaem.risk with Ca salts, incr. plasma creatin.risk with ciclosporin/tacrolimus, decr. antihypertens.eff.with corticoster./ tetracosact., incr.plasma Li with poss.Li toxic.
 XE "Cipla Indapamide" CIPLA INDAPAMIDE, Cipla Medpro

Indapamide

Indications: Mild to mod.hypertens.

(S3) TABS, 31/7.1/0097

710313-001: 2,5 mg, 30, R19,50
Dosage: Adult: 1 tab.dly.pref.in morn.aft breakf. May be used in conjunct.with other antihypertens. agents.

Contraindications: Sev.hepat.insuffic., safety in pregn.& lactat.not est.

Side effects: Allerg.reacts., electrol.imbal., GI disturbs., headache, orthostat.hypotens.

Special precautions: Elderly, imp.ren./hepat. funct., diabet., gout hist, hyperuricaem., sympathectomy, sulphonamide type med cross sens., concom.Li not recomm., pts.at high risk of develop.hypokalaem.may req.K+supplem., poss hyperkalaem.with supplementat.

Drug interactions: Poss.interacts.with amiodarone, coumarin or indanlone-deriv. anticoags., digit.glycosides, other antihypertens., non-depolaris.neuromusc.block.agents, & sympathomimet.

 XE "Diuresix" DIURESIX, Innovata Pharma

Furosemide.
Indications: Oed.of card./hepat./ren.origin, refract.oed.in conjunct.with other diuret.types, sac.ren.fail., symptomat.hypercalcaem.

(S3) TABS. K/18.1/114

705967-001: 40 mg, 250, R62,09
Dosage: Adults: 40 mg dly. Aft.6 hrs.80 mg may be admin.& aft.another 6 hrs.120 mg if necess. Admin.dly.doses exceed.120 mg in 2-3 div.dos. Maint. 20-40 mg dly.

Childr: 1 mg/kg bm/day, may be incr.grad.to 3 mg/kg bm/ day if necess.not exceed.120 mg/dly

Mild to mod.hypertens: 40-60 mg dly. In combinat. with other antihypertens.low.dos.may suffice.

Contraindications: Incr.azotaem.& oligur., hepat. coma & electrol.deplet.until basic condit.correct, 

Side effects: Hyperuricaem., metab.alkalos., K deplet., dermatit., postur.hypotens., N&V, blurr. vis., anaem., agranulocytos., thrombocytopaen., poss.precipitat.of diab.mellit., low.ser.Ca with rare tetany, dehydr.& reduct.of bld. vol.with poss.circulat.collapse & poss.vasc.thrombos.& embol.esp.in elderly.

Special precautions: K-deplet.steroid therapy.

Drug interactions: Concom. cephalospor., excess. K-loss in pts.receiv.card.glycosid.precipit. digital. toxic., aminoglycosid.poss.enhanc. ototoxic.

 XE "Dyna Indapamide SR" DYNA INDAPAMIDE SR, Pharma Dynamics

Indapamide.

Indications: Mild to mod.hypertens.

(S3) SR TABS, 42/7.1/0790.

716962-001: 1,5 mg, 30, R49,61
Dosage: One SR tab.dly.pref.in the morn. May be combin.with other antihypertens.

Contraindications: Hypersens.to other sulphonamide type meds., sev.hepat.impairm., sev.ren.fail., safety in pregn.& lactat.not est., safety & effic.in childr.not est., other concom. diuret.caus.hypokalaem.not recomm.

Side effects: Thrombocytopen., granulocytopen., leucopaen., aplast.anaem., hypochloraem. alkalos., hyponatraem., hypokalaem., hyperuricaem., skin rash, itch., pulm.oed., pneumonit., cholestat.jaund., pancreatit., headache, postur.hypotens., dizzin., anorex., N&V, constip., diarrh. electrol./ hypotens.effs., hypersens./allerg.reacts., alt.lab. test values.

Special precautions: Elderly, consid.benef.vs. risk in sev.ren.impairm./anur./gout hist./diab. mellit./ hyperuricaem./hepat.impairm./ sympathect., monit.uric acid lev.esp.with gout hist., monit.ser.K+in pts.prone to hypokalaem., K+ supplem./K+ spar.diurets.may be reqd., discont.if azotaem./oligur.occurs.

Drug interactions: Incr.hypokalaem.assoc. arrhythm. risk with amiodarone, coumarin/ indandione-deriv.anticoag.eff.decr., enhanc. digitalis toxic.with digital.glycosid., poss. interacts. with other antihypertens., enhanc.Li-toxic.risk, enhanc.blockade with neuromusc. block. non-depolaris.agents, reduc.effs.with sympathomimets.

 XE "Frusemide Fresenius" FRUSEMIDE FRESENIUS AMP, Fresenius Kabi

Frusemide.

Indications: 20 mg/2 ml: Card.oed.in conjunct. with adeq.glycos.ther., ascites due to liv.cirrh./ mech. obstruct.or card.fail., ren./pulm./cerebr.oed., forc.diures., burns to reduc.loc.oed & prev.oligur. progress.to compl.anur. 250 mg/25 ml: Oliguria in ac.& chron.ren.fail., chron.ren.insuffic.
(S3) INJ. K/18.1/207, Z/18.1/139. 

727687-018: 20 mg/2 ml, 10x2 ml, R54,27
799955-019: 250 mg/25 ml, 10x25 ml, R684,48
Dosage: Admin.IVI/ IM slow.over 1-2 min.
Adults: Recomm.dos: 20-40 mg IV rep.if necess. aft.not less then 2 hrs. Paed.dos: Usuall.1 mg/kg bm.

Pulm.oed: Init.40 mg IV rep.if necess.aft.approx. 60-90 mins.
Oliguria in ac.& chron.ren.fail: 250 mg dil to 250 ml in suit.dil.infus.over 1 hr. Max.dly dos: 1 g.

Contraindications: Sulphon.hypersens., incr. azotaem. & oligur.dur.treatm.of sev.progress.ren. dis., hepat.coma, electrol.deplet., hypovolaem., hypotens., anur./ren.fail.due to nephrotox.or hepatotox.drugs, precomat.states assoc.with hepat.cirrhos., lactat., Addison's dis., pre-exist. hypercalcaem., breastfeed., safety in pregn.not est.
Side effects: Fluid & electrol.imbal., revers. deafn. & tinnit.with rapid IV infus., perman.deafn. with imp.ren.funct., skin reacts.incl.photosens.& erythema multiforme, N&V, diarrh., blurr./yell.vis., dizzin., headache, pancreatit., musc.spasm, cramps, hypotens., allerg.reacts., cholestat.jaund., bone marr.depress., bld.dyscras., hyperuricaem. with gout precipitat., low.ser.Ca lev., dehydrat.& reduc. bld.vol.with circulat.collaps.& poss.vasc. thrombos. partic.in elderly, nephrocalcinos.in preterm.infts.

Special precautions: Monit.fluid & electrol.bal., prostat.hypertrohy, imp.micturit., may precipit. diab. mellit.,digital.tox.poss.precipitat.with excess. K-  loss & concom.card.glycos., K-   deplet.steroids, concom.cephalospor.& ototox.meds., imp.ren./ hepat.funct., diab.mellit., adren.dis.

Drug interactions: Neuromusc.block.act.of non-depolar.musc.relax.enhanc., alcoh./barbit.& narcot.enhanc.post.hypotens., tox.Li bld.conc.
 XE "Furobe" FUROBE, (Ranbaxy) Be-Tabs

Furosemide.
Indications: Oed.of card./hepat./ren.origin, refract.oed., symptomat.hypercalcaem., mild to mod.hypertens.

(S3) TABS. S/18.1/31

821845-012: 40 mg, 250, R61,09
Dosage: Adults: 40 mg dly.,may be incr.to 200 mg dly.if necess. Admin.dly.doses exceed.120 mg in 2-3 div.doses. Maint.therapy 20-40 mg dly.

Childr: 1 mg/kg bm/day, may be incr.to 3 mg/kg bm/ day if necess.not exceed.120 mg/dly

Contraindications: Azotaem.& oligur., hepat. coma, electrol.deplet., lactat.

Side effects: Hyperuricaem., metab.alkalos., K deplet., dermatit., postur.hypotens., N&V, blurr. vis., bld.dyscras., imp.gluc.tol., dehydr.& reduct.of bld. vol.with poss.circulat.collapse, electrol. disturbs., vasc.thrombos.& embol.esp.in elderly, excess. K-loss in pts.receiv.card.glycosid.precipit. digital. toxic.

Special precautions: K-deplet.steroid therapy.

Drug interactions: Poss.nephrotoxic.with concom. cephalospor.aminoglycosid.poss.enhanc. ototoxic.

 XE "Hexazide" HEXAZIDE 25, (Sandoz) Hexal [N/P/S]

Hydrochlorothiazide

Indications: Oed.assoc.with CCF/hepat.cirrhos.& nephrot.syndr., hypertens.as sngl./combinat.ther.

(S3) TABS, 32/18.1/0419

890470-007: 25 mg, 100, R59,58
Dosage: Indiv.dos. Init.& maint.at low.effect.dos.

Oed: 25-50 mg/day. Max.recomm.dly.dos.100 mg.

Hypertens: Init.dos: 12,5 mg.12,5-25 mg dly.as sngl.dos. Max.recomm.dly.dos.100 mg.

Contraindications: Sev.ren.& hepat.dysfunct., sulphon. deriv.meds.hypersens., Addison’s dis., safety in pregn.& lactat.not est., refract. hypokalaem., hypercalcaem.

Side effects: Orthostat.hypotens., hypersens.incl. purpura, photosens., rash, uritcar., fev., resp. distress incl.pneumonit.& pulm.oed., anaphylact. reacts. Freq: Hypomagnesaem. Less freq: Anorex., gastric irritat., N&V, cramp., diarrh., constipat., pancreatit., thrombocytopen sometimes with purpura, hypochloraem.alkalos., hypokalaem., hyponatraem., glycosur., hyperuricaem., hypercalcaem., headache. Freq.unknown: Sialadenit., non-melanoma skin Ca (bas.& squam. cell Ca), aplast.anaem., haemolyt.anaem., bone marr. fail., leucopaen., neutropaen., agranulocytos., diab.mellit.inadeq.control, hyperglycaem., appetite decr., electrol.imbal., hypercholesterolaem., hypovolaem., restlessn., light-headedn., xanthops., chorod.effus., ac.myop., ac. angle-clos.glauc., necrotis.vasculit., hepatatocellul. & cholestat.jaund., lupus like syndr., photosens., skin vasculit., tox.epiderm. necrolys., erythema multiforme, musculoskelet. weakn., ren.dysfunct., interstit.nephrit., ren.fail., glycosur., pyrex., triglyceride.incr.

Special warnings and precautions: Monit.for S&S of electrol.& fluid imbal., determ.urine & ser. electrol. partic.in pres.of excess.vomit./parenter. fluid admin., poss.hypokalaem.with brisk diures./ prolong. ther./hepat.cirrhos & concom.ster/ACTH admin., sensitis/exaggerat.heart repons.to tox. digital. effs., poss.diuret.induc.hyponatraem., due to reduc. urin.Ca excret.elev.ser.lev.poss.in absenc. of Ca metabol.disords., withdr.ther.bef. parathyroid. tests, elderly, treatm.ineffect.once creatine clear.<30 ml/min., azotaem.precipitat./ aggrav., cumulat.effs.with ren.funct.impairm., discont. ther. if incr.azotaeam.& oligur.observ.in sev. progress. ren.dis.treatm., imp.hepat.funct./ progress. liv.dis., monit.bld.gluc.in diab.und.insul./ antidiab.ther.as dos.adjustm.poss.reqd., manifestat. of latent.diab.mellit., gout poss. precipitat., Mg urin.excret.incr., discont.as rapid.as poss.if vis.field defects/trans.myop.& ac.angle-clos. glauc.develop, sulfonam/penicill.allergy are risk fact.for ac.angle.clos.glauc developm., lact. intol., incr.non-melanoma skin Ca (NMSC) risk with incr.cumulat.dos.with photosens.act.a poss. mechanism, pts.to report suspic.skin les.& take adeq. sun protect.meas., prev.NMSC, SLE poss. exacerbat./activat.

Interactions: Toxic.of digital.glycos.poss enhanc., absorpt.imp.by anionic exchange resins, diuret./ natriuret. & antihypetens.eff.reduc.by NSAID’s, poss. dos.adjustm.of antidiabet.meds., caut.use of metform.as lact.acidos.risk.induc.by poss.funct. ren.fail., addit.effs.of other antihypertens., sev. electrol. deplet.esp.hypokalaem.with corticoster.& ACTH, decr.respons.to press.amines, potent.effs.of non-depolaris.skelet.musc.relax., poss.dos. adjustm. of uricosur.meds.due to incr.ser.uric.acid lev., allopurin.hypersens.reacts.incr., poss.Ca dos.adjustm. of Ca supplem./Ca spar.meds.due to decr.excret., hyperglycaem.eff.of beta-block.& diazoxide enhanc., bioavailabil.incr.by anticholinerg. agents, amantadine advers.eff.risk incr., cytotox.meds.ren.excret.reduc.potent. myelosuppress.effs., alcohol/barbit./narcot./ antidepress.may potent. orthostat.hypotens., poss. Li toxic., parathyr.funct.tests.interfer.with.

 XE "Indapamide 2,5 Kiara" INDAPAMIDE 2,5 KIARA, Kiara

Indapamide.

Indications: Mild to mod.hypertens.

(S3) TABS. Z/7.1/203.
831026-006: 2,5 mg, 30, R21,98
Dosage: 1 tab.dly.pref.in the morn. Further reduct.in BP in combin.with other antihypertens.
Contraindications: Sev.hepat.insuffic., safety in pregn.& childr.not est. 

Side effects: Hyperglycaem.& glycosur.in diab. & other suscept.pts., hyperuricaem., may precipit. gout, electrol.imbal., GI disturbs., headache, dizzin., photosens.reacts., postur.hypotens., paraesthes., impot., yell.vis., hypersens.reacts., cholest. jaund., pancreatit., bld.dyscras.

Special precautions: Imp.ren./hepat.funct., diabet., poss.hyponatraem.in sev.CHF where pts. are very oedemat.with high dos.in conjunct.with restrict. diet.salt, elderly pts.partic.suscept.to electrol. imbal., SLE may be exacerb/activ.in suscept. pts., Addisons dis.

Drug interactions: May enhanc.toxic.of digital. glycosides, enhanc.neuromusc.block.act.of competit. musc.relax., eff.of antihypertens.agents poss. enhanc., postur.hypotens.poss.enhanc.by comcom. alcoh., barbitur./opoids,the K+ deplet.eff. enhanc. by corticoster., corticotrophin/ carbenoxolone, tox.Li bld.conc.

 XE "Inspra" INSPRA, (Viatris Healthcare) Upjohn 
Eplerenone

Indications:.Reduc.CV death risk in stable pts. with L.ventric.dysfunct.& clinic.evid.HF aft.ac.MI

(S4) TABS, A39/6.4/0106, 0107.

706121-002: 25 mg, 28, R729,22
706121-001: 25 mg, 30, R781,30

706135-001: 50 mg, 30, R781,30

Dosage: Usual.admin.with std.ther.

Recomm.dos: 50 mg once dly. Init.25 mg once dly. titrat.to targ.dos.of 50 mg once dly.pref.within 4 wks.as tol.

Contraindications: Hyperkalaem./condits.assoc. with hyperkalaem., concom.K+-spar.diuret., strong CYP3A4 inhibit., not recomm.in paed.as data insuffic., pregn., lactat.

Side effects: Hyperkalaem., hypotens., dizzin., GI disturbs., abnorm.ren.funct., postur.hypotens., asthen., back pain, malaise, L card.fail., leg cramps, headache, atrial fibrillat., dehydrat., hypercholesterolaem., hypertriglyceridaem., hyponatraem., MI, insomn., pharyngit., prurit., incr.sweat., eosinophil.

Special precautions: Monit.K+ when init.ther./ chang.dos.& period.dur.ther.where hyperkalaem. risk poss., dos.reduct.shown to decr.ser.K+lev., imp.ren.funct., diabet.microalbuminur., monit. electrol.in mild to mod.hepat.impairm., not eval.in sev.hepat.impairm., monit.ser.lev.of concom.Li

Drug interactions: Signific.interacts.report.with CYP3A4 inhibit.eg.ketoconazole/erythromycin/ saquinavir/verapamil & fluconazole, other K+-spar. agents with NSAIDS have shown sev.hyperkalaem. in imp.ren.funct., Li tox.report.with diuret.& ACE inhibit.

 XE "Lasix" LASIX, Sanofi-Aventis 

Furosemide.
Indications: Oed., ascites & ac.pulmon.oed., mild to mod.hypertens., barbit.poison.(forced diuresis), burns.

(S3) TABS. E/18.1/201, 202, V/18.1/9.

735930-007: 20 mg, 30, R175,92
735949-018: 40 mg, 30, R210,56
735949-026: 40 mg, 250, R1 754,80
780839-005: 80 mg, 30, R678,83
(S3) INJ. H1777. 10 mg/ml.

735981-019: 5x2 ml, R100,05
(S3) SOL. N/18.1/6. 10 mg/ml.

839515-006: 100 ml, R421,10
Dosage: IV/IM admin.is indicat.in all cases where intest. absorpt.imp./if prompt diures.reqd. Admin. IV inj.slow.not exceed.rate of 4 mg/min. Durat.of treatm. at physic.descret.

Adults: 20-80 mg as sngl.dose in morn, if necess. 6 hrs. aft.40 mg dose admin.80 mg & if necess. admin. 120 mg aft.another 6 hrs. Maint: 20-40 mg dly. Admin.dly.dos.exceed.120 mg in 2-3 div.dos.

Hypertens: 40-80 mg dly.

Pulm.oed: Init.40 mg IV, rep.aft.20 mins.if necess.

Forced diures: 20-40 mg in addit.to infus.of electrol.sol.

Infts.& childr.und.15 yrs: Oral dos: 2 mg/kg bm/ day in div. doses. Titr.to max.of 6 mg/kg. Parenter dos: 1 mg/kg/bm/day given only in life-threaten. condits. Max.20 mg/day.

(S3) RETARD CAPS. J/18.1/5.

Indications: Prolong.diures., oed.due to venous insuffic.& aft.thrombos.
735973-008: 60 mg 30, R367,15
Dosage: Adults: Oed: 60 mg dly./on altern.days in mild cases.

Hypertens: 60 mg dly. May be incr.to 120 mg dly or more in sev.cases. Maint.dos.depend.indiv. response.
(S3) TABS, D/18.1/266

735957-010: 500 mg, 100, R6 261,04
Indications: Ac./chron.ren.fail.with filtrat.below 20 ml/min., chron.ren.insuffic.in predialyt.stage, ac. ren.fail.in post-op phase & in assoc.with septic process., nephrot.syndr.

Dosage: Gen. 1-4 tabs aft.breakf., if adeq. diures. not achiev.within 4-6 hrs incr.init.dose by ½-1 tab.

Chron.ren.insuff: Init. 250 mg, if no adeq. respons. in 4-6 hrs.incr.by ½ tab 4-6 hrly.until effect.dose achiev.(gen.betw. ½-4 tabs.).
Contraindications: Hypersens.to sulphonamid., incr. azotaem.& oligur., anur./hypokalaem. /hyponatraem./ hypovolaem.with/without hypotens., hepat.coma, electrol.deplet., lactat., Tabs 500: Ren.fail.due to Hg-sublimate caus. nephrotox.& in assoc.with hepat.coma, carbon tetrachlor. poison. caus.hepatotox., Retard 60 & 500 mg tabs: childr.

Side effects: Dermatit., prurit., paraesthes., blurr. vis., postur.hypotens., N&V, diarrh., allerg. reacts., bld. dyscras., hyperuricaem., liv.damage, lower. ser.Ca-lev., tetany, Ca deposits in ren. tiss. in prems., excess.diures., GI disturbs., anaphylact. shock, gout precipitat.in predisp.pts. due to incr.uric acid conc., pancreatit., rehydr.& reduct. of bld.vol.(circulat. collapse, embol., vasc. thrombos.), excess. K-loss in pts.receiv.card. glycosid., precipit.digital.toxic., electrol. disturbs., revers.deafn.& tinnit.with parent.use, incr. risk of persistence of patent ductus arterios. in prems., aggrav.of pre-exist.metabol.alkalos., CNS effs., obstruct.micturit.sympts.manifest./ aggrav.

Special precautions: Elderly, pregn.& then only for short periods, imp.hepat./ren.funct., diab. mellit./ adren.dis., K-rich diet advisab., K-deplet. steroid ther., correct shock bef.commenc. high dos.ther., infus.250 mg strength only using vol./rate controll.infus.pumps, concom.cisplat. due to hear.damage risk, concom.chlor.hydr.not recomm., do not infus./combine in same syr.with other meds., monit.for excess.BP decr., poss.incr. K+ loss with laxat.abuse., monit.ser.creatin., urea & electrol. reg.dur.long-term treatm.

Drug interactions: K+ defic.incr.myocard.sens.to digital., cephalosporin & aminoglycosid.assoc. nephrotoxic. potent., ototox.of aminoglycosid.& other ototox.drugs incr., may dimin./potent other meds. effs., act.of other hypotens.meds.poss. potent., NSAID’s may antagon.act., sucralfate decr. intestin.absorpt.

 XE "Mylan Indapamide" MYLAN INDAPAMIDE, Mylan 

Indapamide.

Indications: Mild to mod.hypertens.indiv./in combinat.

(S3) TABS. 29/7.1/0590
703329-001: 2,5 mg, 30, R18,30
Dosage: 1 tab.dly.in the morn. Further reduct.may be combin.with other antihypertens.
Contraindications: Sev.hepat./ren.insuffic., hypokalaem., safety in pregn.& childr.not est., Addison's, exist.hypercalcaem., concom.Li. 

Side effects: Hyperglycaem.& glycosur.in diab. & other suscept.pts., hyperuricaem., may precipit. gout, electrol.imbal., hypercalcaem., hypomagnesaem., seiz., GI disturbs., headache, dizzin., photosens.reacts., postur.hypotens., paraesthes., impot., yell.vis., hypersens.reacts., cholest.jaund., pancreatit., bld.dyscras., poss. unmask diab.mellit. 

Special precautions: Concom.diurets. poss. caus.hypokalaem.not recomm., elderly pts. partic. suscept. to electrol.imbal., imp.ren./hepat.funct., cirrhos. pts., poss.diab.agents dos.adjustm., poss. hyponatraem. in sev.CHF where pts.are very oedemat. with high dos.in conjunct. with restrict. diet.salt, SLE may be exacerb/activ.in suscept.pts.

Drug interactions: May enhanc.toxic.of digital. glycosides, enhanc.neuromusc.block.act.of competit.musc.relax., eff.of antihypertens.agents poss.enhanc., postur.hypotens.poss.enhanc.by comcom.alcoh., barbitur./opoids, the K+ deplet.eff. enhanc.by corticoster., corticotrophin/ carbenoxolone, tox.Li bld.conc.

 XE "Natrilix SR" NATRILIX SR, Servier 

Indapamide.

Indications: Mild to mod.hypertens.

(S3) SR TABS, 31/7.1/0166.

830836-004: 1,5 mg, 30, R50,47
Dosage: One SR tab.in the morn. In more sev. cases may be combin.with other antihypertens.

Contraindications: Sev.hepat.insuff., hypersens. to other sulphonamide type meds., sev.ren.fail. (creatinine clear.<36 ml/min), safety in pregn.not est.

Side effects: Giddin., headache, GI disturbs., postur. hypotens., electrol.imbal., hypersens. reacts.

Special precautions: Ren.insuff., K+ supplem. may be reqd., monit. uric acid lev., monit.ser.K+in pts.prone/sens.to hypokalaem.as no signif.diures. is usual.produc.

Drug interactions: Could potent.other diuret

 XE "Pharma-Q Furosemide" PHARMA-Q FUROSEMIDE INJECTION, Pharma-Q

Furosemide.

Indications: Oed.of card./hepat./ren.origin, ac. pulm. oed., cerebr.oed., forc.diures.

(S3) INJ. 32/18.1/0194, 29/18.1/0664. 10 mg/ml

899127-002: 20 mg/2 ml, 10x2 ml, R27,93
703589-001: 50 mg/5 ml, 10x5 ml, R124,39
Dosage: IM/IV. IV rate not to exceed 4 mg/min. Adults: Recomm.20-50 mg slow IV repeat.aft.not less than 2 hrs.if need.

Childr: Usual.0,5-1,5 mg/kg bm.

Pulm.oed: 40 mg slow IV follow.by 2nd dos.1 hr later if need. May be incr.to 80 mg.

Contraindications: Sulphonam.hypersens., anur./ ren. fail.due to nephrotoxic./hepatox.drugs, ren. fail.assoc.with hepat.coma, pre-comatose states assoc.with hepat.cirrhos., safety in lactat.not est.

Side effects: Fluid & electrol.imbal.incl. hyponatraem. /hypokalaem./hypochloraem. alkalos., allergy, nausea, diarrh., vis.disturbs., dizzin., headache, pancreatit., photosens., skin rash., hypersens.reacts., hypotens., bld.dyscras., hepat. dysfunct., cholestat.jaund., paraesthes., tinnit. & deafn.esp.high dos., glucosur., hyperglycaem., hyperuricaem., incr.Ca ren.excret., ren. stone format.in preterm infts.

Special precautions: Pregn., cross.placent. barrier, excret.in breast milk, jaund.infts., monit. fluid & electrol.imbal.esp.in pres.of vomit./dur. parent. fluid ther., may precipit.gout attacks, prostat. hypertrophy, micturit.impairm., concom. ototox. meds.

Drug interactions: Poss.enhanc.cephalospor./ aminoglycoside nephrotoxic., poss.reduc.clinic.eff. with phenytoin & indomethacin.

 XE "Puresis" PURESIS, (Aspen Pharmacare: Pharma) Pharmacare
Furosemide.
Indications: Ascites due to liv.cirrhos./ mechan. obstruct.or CF, prev.oligur.progress.to complete anuria, card.oed., mild.to mod.hypertens., oed.dur. last 3 mnths pregn.(pre-eclampt.toxaem.& eclamps.)

(S3) TABS. H/18.1/185.

758272-006: 40 mg, 30, R29,08
758272-014: 40 mg, 250, R242,42
Dosage: Init. 1-3 tabs. Maint. ½-1 tab.dly.
Contraindications: Hepat.coma, electrol.deplet., incr.azotaem.& oligur.treatm.of sev.progress.ren. dis., lactat.women

Side effects: Dermatit.incl.urticar.& exfoliat. dermatit., prurit., paraesthes., blurr./yellow vis., dizzin., pancreatit., photosens., postur.hypotens., headache, N&V, diarrh., anaem., leucopen., aplast. anaem., thrombocytopen.with purpura, agranulocytos., asymptomat. hyperuricaem., gout & diabet.precipitat., decr.ser. Ca with result. tetany, hepat.dysfunct., cholestat.jaund., tinnit., deafn.

Warnings and special precautions: Only for select.pregn.cases & for short per., prostat. hypertrophy, imp.micturit., imp.hepat./ren.funct., porphyr., circulat.collapse poss.with excess.diures. partic.elderly, K+ deplet.ster., dehydrat.& reduc. bld.vol., electrol.disturbs., admin.in pregn.only to select.cases & for short period., deafn.poss. perman. if given with ototox.meds.

Interactions: Nephrotox.with concom. cephaloridine, enhanc.cephalospor.& aminoglycos. antibiot.nephrotoxic., aminoglycos.ototox.enhanc., phenytoin & indomethac.poss.reduc.clinic.effs., digit.glycos. toxic. poss.enhanc.by deplet.ser.K+ lev., neuromusc.block.act.of competit. musc.relax. enhanc., antihypertens. agents effs.enhanc., K+-deplet. eff.enhanc.by corticoser./ corticotroph/ carbenoxolone, tox.Li bld.lev., chang.in antidiabet. agents.dos.poss.

 XE "Ridaq" RIDAQ, (Aspen Pharmacare: Pharma) 
Pharmacare [N/P/S]

Hydrochlorothiazide.
Indications: Oed.due to sodium & water retent., essent.hypertens.in combinat. with reduc.dos.of specif.antihypertens.meds., antidiuret.eff.in diab. insipid.

(S3) TABS. M/18.1/35 

880949-007: 25 mg, 500, R658,88
Dosage: Oed: Adults: Init.25-100 mg later reduc. to small.maint.dos.oft.given on alt.days. An init. dos.of up to 200 mg may be necess.but larg.dos. have no addit.eff.

Hypertens.adjunct: Adults: 25-100 mg/day with reduc. dos. of hypotens.agent. Dos.should not be high.than that necess.to achiev.desir.eff.

Childr: 2,5 mg/kg bm dly.in 2 div.dos.
(S3) TABS. A39/18.1/0399

Indications: Mild to mod.hypertens.alone or in combinat.with other antihypertens.
710437-001: 12,5 mg, 30, R18,15
Dosage: If sngl.dos.indicat.pref.tak.in morn.to minim.freq.of urinat.dur.sleep. With /aft.meal.

Mild to mod.hypertens: Adults: 12,5 mg dly.

Adjunct in hypertens.: Adults: 12,5-25 mg dly.in conjunct.with anti-hypertens.med. Dos. should not high.than necess.to achieve desir.eff.

Contraindications: Hypersens.to other sulphonam. deriv.meds., anur., sev.ren.impairm., sev.hepat.impairm.., Addison dis., pre-exist. hypercalcaem., hist.of or curr.basal cell carcin.&/or squam.cell.carcin.of skin & lip, 2nd & 3rd trimest.pregn., lactat.

Side effects: Freq. Electrol.imbal., hypochloraem. alkalos., hyponatraem., hypokalaem., restlessn., lethargy, drowsin., seiz., GI disturbs., dry mouth, musc.pain & cramps, oligur., thirst, weakn. Less freq: Sialadenit., thrombocytopen., granulocytopen., leucopen., aplast.& haemolyt. anaem., hypersens.reacts., metabol.disturbs. partic.at high dos., hyperglycaem., hyperuricaem., hypomagnesaem., anorex., depress., sleep disturbs., headache, dizzin., paraesthes., yellow vis., vertigo, postur.hypotens., pulm.oed., pneumonit., gastric.irritat., N&V, constipat., diarrh., intestin.ulcerat., pancreatit., cramp., cholestat. jaund., photosens.reacts., skin rashes, musc. sp., glycosur., reduc.Ca excret., impot., advers. plasma lipid changes. Freq.unknown: Non-melanoma skin Ca, agranulocytos., neutropen., bone mar.depress., anaphylact.reacts. purpura, lightheadedn., trans.blurr.vis., choroid. effus., card.dysrhythm., necrotis.angitit., resp. distress, erythema multiforme, Stev.John.syndr., exfoliat.dermatit.incl.TEN, alopec., cutan.lupus erythematos.-like reacts., cutan.lupus erythematos. reactivat., urticar., ren.fail.& dysfunct., interstit. nephrit., fev., incr.cholester.& triglycer.
Special warnings and precautions: Imp.hepat. funct., progress.liv. dis., partic.hypokalaem.risk with hepat.cirrhos., poss.cumulat.effs.with imp. ren. funct.& ineffect.at creatin.clear.of 30 mL/min. or below, consid.discont.if progress.ren.impairm. evid., monit.antidiabet.meds.as requirem.may change, monit.electrol.bal., monit.for hypokalaem., poss. chlor.replacem.reqd.in metabol.alkalos., poss. dilut.hyponatraem.in oedemat.pts.in hot weather., hyperuricaem./poss.gout precipitat., poss.hypomagnesaem., discont.bef. perform.parathyr.funct.tests, poss.cholest./ triglyceride.lev.incr., poss.activat./exacerbat.of SLE, poss.sensitiv.reacts.in allerg.or bronch. asthma, sulphonam./penicill.allergy hist.risk fact. for poss.ac.clos.glauc., incr.non-melanoma skin Ca/ bas.cell Ca & squam.cell Ca with incr.dos. observ., photosens.act.poss.NMSC mechan., advise pts.of NMSC risk and to report any new suspic. skin les.& apply necess.sun protect.meas., reconsid.use with prev. NMSC., hist.of or curr.basal cell carcin.&/or squam.cell.carcin.of skin & lip, antihypertens.effs. poss.enhanc.in post-sympathect., lact.intol., eval. effs. bef. driv./operat.machin., safety in pregn.& lactat.not est., cross.the placenta, distrib.into breastmilk,
Interactions: Electrol.imbal.partic.hypokalaem. intensif.by parenter.amphoteric.B/carbenoxol./ stimul.laxativ., antidiabet.meds.dos.may req. adjustm., ser.Ca lev.poss.incr., absorpt.reduc.by cholestyramine/colestipol resins, risk of symptomat. hypontraem.with carbamazep., toxic.of digit. glycos.poss.enhanc., enhanc.neuro musc. block. of competit. musc.relax., eff.of other antihypertens. meds.enhanc., postur.hypotens. potent. by alcoh./barbit.& narcots., K+ deplet.eff. enhanc.by corticoster./ ACTH & beta2-agon., diminish. respons. to pressor amines, Li bld.conc. incr., NSAID’s reduc.diuret./naturiet.& antihypertens. eff., torsades de pointes.assoc. meds.due to hypokalaem.risk, ser.prot.bound Iodine lev.decr.without signs of thyroid disturb.
 XE "Risat" RISAT, Aurogen [N/P/S]
Torasemide.

Indications: Essent.hypertens., oed.of card.& hepat.origin, pulm.oed.due to ac.card.insuffic.

(S3) TABS. 43/18.1/1042, 1043

3000185-001: 5 mg, 30, R161,20

3000186-001: 10 mg, 30, R180,63
Dosage: Essent.hypertens: Init: 2,5 mg/day. Usual maint: 2,5 mg/day. May be incr.to 5 mg/day if eff.insuff.

Oed.of card.& ren.origin: Init: 5 mg/day. Usual maint: 5 mg/day. May be incr.up to 20 mg/day depend. on sev.if eff.insuff. Up to 40 mg has been admin.in indiv.cases.

Contraindications: Ren.fail.with anur., hepat. fail., pregn.& lactat., sulfonylurea hypersens., hypovolaem./-natraem./-kalaem., sev.micturit. disords., childr.12 yrs.or young.

Side effects: Freq: Constip., N&V, headache, dizzin. Less freq: Water & electrol.disturbs. depend. on dos.& durat.esp.with limit.salt intake, hypokalaem., hyponatraem., hypochloraem. alkalos., decr.erythrocyte/leucocyte/platelet counts, hypotens., GI haemorrh., dry mouth., allerg. skin reacts., photosens., limb paraesthes., vis. disturbs, ototox. Freq.unknown: Thromboembol. complicats., card./cerebr.ischaem, diarrh., incr.bld. urea & creatin., confus.states, poss.rise in bld. gluc, incr. in Gamma-GT, alter.bld.gluc./lipid metabol.

Warnings and special precautions: Monit. electrol.bal./vol.deplet., monit.pts.with hyperuricaem. & gout tend., incr.urine prod.in pts. with urin.obstruct.may lead to urin.retent./bladd. distent., lact.intol., monit.gluc./uric acid/creatin.& lipid lev.reg.dur.longt.ther., carbohydr.metabol. monit. recomm.in latent/manifest. diab.mellit., elderly

Interactions: With concom.card.glycosid., K+ &/ Mg defic.poss.incr.sens.of card.musc.to digit., kalidiuret. eff.of mineralo-& glucoster./laxat. poss. incr., NSAID’s may reduc.eff., eff.of antihypertens. poss. potent., concom.ACE-inhibit.may result in excess. BP reduct., antidiabet.meds.act.reduc., potent. damag.eff.of aminoglycoside/cisplat.& cephalospor., act.of curare musc.relax.& theophyll. potent., decr.arter.respons.to press.agents, incr. salicylate toxic.with high dos.salicylat., poss. reduc. eff.with cholestyramine., incr.risk of dysrhythm. assoc.with hypokalaem.with concom. antidysrhythm.meds., eff.of concom.anticoags. decr., incr.Li toxic., probenecid decr.act.
 XE "Spiractin" SPIRACTIN, (Aspen Pharmacare: Pharma) Pharmacare
Spironolactone.
Indications: Oed.& ascites assoc.with hepat. cirrhos. to avoid K+ deplet./precipitat.of hepat. coma follow.use of thiazide diuret, Concom. thiazide/other diuret.maybe admin.if profound diures. necess./in CHF & nephrot.syndr., may be given when respons.to other diuret.not satisfact. but is most useful when giv.with another diuret., hypotens.eff.in essent.hypertens., diagnost.aid of prim.hyperaldosteron.
(S3) TABS. L/18.1/186, U/18.1/52

765910-004: 25 mg, 30, R52,95
765910-012: 25 mg, 200, R353,03
Dosage: Init.100 mg dly in 4 div.dos. Eval.dos.aft. 5 days. Low.dos.if poss. In cert.circumst.dos.may be incr.to 400 mg dly. Concom. convent.diuret.if respon. unsatisf.
(S3) 100 TABS. U/18.1/52

Indications: Oed.& ascites assoc.with hepat. cirrhos. to avoid K+ deplet./precipitat.of hepat. coma follow.use of thiazide diuret, Concom. thiazide/other diuret.maybe admin.if profound diures. necess./in CHF & nephrot.syndr.

898937-019: 100 mg, 60, R669,05
Dosage: Init.100 mg dly in 4 div.dos. Eval.dos.aft. 5 days. Low.dos.if poss. In cert.circumst.dos.may be incr.to 400 mg dly. Concom. convent.diuret.if respon.unsatisf.
Contraindications: Tabs.25 & 100: Ac.ren. insuffic., anur., hyperkalaem. Also for tabs 100: other K- spar. diuret./K supplem., safety in pregn. not est.
Side effects: Hyperkalaem., hyponatraem., drowsin., headache, atax., coma, maculopapul/ erythamat.cutan.erupt., impot., gynaecomast., mild androgen. eff.incl.hirsut., irreg.menses, deep.voice.
Warnings and special precautions: Imp.ren. funct., sev.hepat.dis., monit.electrol.regul., K+ supplement. not to be given, lact.intol., glycaem. control of diab., withdr.grad., safety in pregn.not est.
Interactions: Enhanc.eff.of other antihypertens.-K+ spar.meds, Also for 100 tabs: diab.mellit.& pts.likely to develop acidos.

 XE "Spironolactone Kiara" SPIRONOLACTONE 25 KIARA, Kiara 

Spironolactone.

Indications: Oed., ascites assoc.with hepat. cirrh., nephrot.syndr., CCF.
(S3) TABS. Q/18.1/70.
769665-004: 25 mg, 30, R49,58
769665-012: 25 mg, 200, R330,58
Dosage: Adults: 100 mg dly in 4 div.dose. Childr: 1,5-3 mg/kg bm dly.
Contraindications: Ac.ren.insuff., rapid.progr. ren.funct.impairm., anur., hyperkalaem.

Side effects: Hyperkalaem., hyponatraem., drowsin., headache, atax., maculopap/erythemat. cutan.erupts., impot., gynaecomast., coma, mild androgen.eff.

Special precautions: Imp.ren.funct., hepat.dis., other K+-spar.drugs/K+-supplem., grad.withdr.

Drug interactions: Eff.of antihypertens.agents enhanc.

 XE "Torasemide Biotech" TORASEMIDE BIOTECH, Biotech [N/P/S] 
Torasemide.

Indications: Essent.hypertens., oed.of card.& hepat.origin, pulm.oed.due to ac.card.insuffic.

(S3) TABS. 45/18.1/1185, 1186

723757-001: 5 mg, 30, R145,40
723758-001: 10 mg, 30, R157,64
Dosage: Essent.hypertens: Init: 2,5 mg/day. Usual maint: 2,5 mg/day. May be incr.to 5 mg/day if eff.insuff.

Oed.of card.& ren.origin: Init: 5 mg/day. Usual maint: 5 mg/day. May be incr.up to 20 mg/day depend. on sev.if eff.insuff. Up to 40 mg has been admin.in indiv.cases.

Contraindications: Ren.fail.with anur., hepat. pre-coma/coma., pregn.& lactat., sulfonylurea hypersens., hypovolaem./-natraem./-kalaem., sev.micturit. disords., childr.12 yrs.or young.

Side effects: Freq: Constip., N&V, headache, dizzin. Less freq: Water & electrol.disturbs. depend. on dos.& durat.esp.with limit.salt intake, hypokalaem., hyponatraem., hypochloraem. alkalos., decr.erythrocyte/leucocyte/platelet counts, hypotens., GI haemorrh., dry mouth., allerg. skin reacts., photosens., limb paraesthes., ototox. Freq.unknown: Thromboembol.complicats., card./ cerebr.ischaem, diarrh., incr.bld. urea & creatin., confus.states, poss.rise in bld.gluc, incr.in Gamma-GT, alter.bld.gluc./lipid metabol., vis.disturbs.

Warnings and special precautions: Prostat. hyperplas./or imp.micturit., carbohydr.metabol. monit. recomm.in latent/manifest. diab.mellit., monit.gluc./uric acid/creatin.& lipid lev.reg.dur. longt.ther., monit.pts.with hyperuricaem. & gout tend., lact.intol., monit.electrol.bal./vol.deplet., 

incr. urine prod.in pts.with urin.obstruct.may lead to urin.retent./bladd. distent.,elderly

Interactions: With concom.card.glycosid.K+ &/ Mg defic.poss.incr.sens.of card.musc.to digit., kalidiuret. eff.of mineralo-& glucoster./laxat.poss. incr., NSAID’s may reduc.eff., concurr.&/sequent. parenter.amphotericin B parenteral incr. nephrotox., eff.of antihypertens.poss.potent., concom. ACE-inhibit.may result in excess. BP reduct., antidiabet.meds.act.reduc., potentiat. damag.eff.of aminoglycoside/cisplat.& cephalospor., act.of curare musc.relax.& theophyll. potentiat., decr.arter.respons.to press.agents, incr. salicylate. toxic.with high dos.salicylat., poss. reduc. eff.with cholestyramine., incr.risk of dysrhythm. assoc.with hypokalaem.with concom. antidysrhythm.meds., concurr.sympathomimets. may reduce antihypertens.eff., eff.of concom. anticoags. decr., incr.Li toxic., probenecid decr.act.

 XE "Torsinat" TORSINAT, Austell [N/P/S]
Torasemide.

Indications: Essent.hypertens., oed.of card.& hepat. origin, pulm.oed.due to ac.card.insuffic.

(S3) TABS. A39/18.1/0192, 0193, 0194

3003208-001: 2,5 mg, 30; R141,29
3003209-001: 5 mg, 30; R141,29
3003210-001: 10 mg, 30; R166,62
Dosage: Essent.hypertens: Init: 2,5 mg/day. Usual maint: 2,5 mg/day. May be incr.to 5 mg/ day if eff.insuff. High.dos.will not lead to further BP reduct.

Oed.of card.& ren.origin: Init: 5 mg/day. Usual maint: 5 mg/day. May be incr.up to 20 mg/day depend. on sev.if eff.insuff. Up to 40 mg has been admin.in indiv.cases.
Contraindications: Ren.fail.with anur., hepat. precoma/coma., pregn.& lactat., sulfonylurea hypersens., hypovolaem./-natraem./-kalaem., sev.micturit. disords., childr.12 yrs.or young.

Side effects: Less freq: Dry mouth. Unknown. req: Dizzin., confus.states, headache, cerebr. ischaem., weakn., cramps, limb paraesthes., constip., N&V, diarrh., card.ischaem., water & electrol.disturbs.depend. on dos.& durat. esp.with limit.salt intake, loss of appet., incr.in Gamma-GT/lipid metabol./uric acid lev., allerg. skin reacts., photosens., exanth., decr.erythrocyte/ leucocyte/ platelet counts, alter.bld.gluc., thromboembol. complicats, reduc.bld., incr.bld urea/creatin., hypotens., incr.urine product., vis.disturbs., hypokalaem.with chron.liv.funct.disords.

Warnings and special precautions: Monit. electrol. bal./ vol.deplet., monit.pts.with hyperuricaem. & gout tend., incr.urine prod.in pts. with urin.obstruct.may lead to urin.retent./bladd. distent., lact.intol., monit.gluc./uric acid/creatin.& lipid lev.reg.dur.longt.ther., carbohydr.metabol. monit. recomm.in latent/manifest. diab.mellit., elderly

Interactions: With concom.card.glycosid.K+ &/ Mg defic.poss.incr.sens.of card.musc.to digit., kalidiuret. eff.of mineralo-& glucoster./laxat. poss. incr., NSAID’s may reduc.eff., eff.of antihypertens. poss. potent., concom.ACE-inhibit.may result in excess. BP reduct., antidiabet.meds.act.reduc., potent. damag.eff.of aminoglycoside/cisplat.& cephalospor., act.of curare musc.relax.& theophyll. potent., decr.arter.respons.to press.agents, incr. salicylate toxic.with high dos.salicylat., poss. reduc. eff.with cholestyramine.

 XE "Unat" UNAT, (Viatris SA), Mylan [N/P/S]
Torasemide.

Indications: Essent.hypertens., oed.of card.& hepat.origin, pulm.oed.due to ac.card.insuffic.

(S3) TABS. 28/18.1/0292, 0293, 0294

820369-004: 2,5 mg, 30, R219,20
820377-007: 5 mg, 30, R242,40
820385-018: 10 mg, 30, R262,81
Dosage: Essent.hypertens: Init: 2,5 mg/day. Usual maint: 2,5 mg/day. May be incr.to 5 mg/day if eff.insuff.

Oed.of card.& ren.origin: Init: 5 mg/day. Usual maint: 5 mg/day. May be incr.up to 20 mg/day depend.on sev.if eff.insuff. Up to 40 mg has been admin.in indiv.cases.

Contraindications: Ren.fail.with anur., hepat. precoma & coma, pregn.& lactat., sulfonylurea hypersens., hypovolaem./-natraem./-kalaem., sev. micturit.disords., childr.12 yrs.or young.

Side effects: Water & electrol.disturbs.depend. on dos.& durat.esp.with limit.salt intake, electrol.& vol. defic.incl.headache/dizzin./weakn./loss of appet. /cramps esp.init.& in elderly pts., hypotens., confus.states, cerebr.ischaem., GI disturbs., poss. rise in bld.gluc., incr.urine prod.in pts.with urin. obstruct. may lead to urin.retent./bladd.distent., decr.bld.corpusc.constit., low.K+-lev.esp.in low K+-diet/chron.liv.disords., allerg.skin reacts., photosens., dry mouth, limb paraesthes., vis. disturbs.

Special precautions: Monit.electrol.bal./gluc /uric acid/creatin.& lipid lev.reg.dur.longt.ther., monit.pts.with hyperuricaem.& gout tend., carbohydr. metab.monit.recomm.in latent/ manifest. diab.mellit.

Drug interactions: With concom.card.glycosid., K+ &/Mg defic.poss.incr.sens.of card.musc.to digit., kalidiuret. eff.of mineralo-& glucoster./laxat. poss.incr., NSAID’s may reduc.eff., eff.of antihypertens. poss.potent., concom.ACE-inhibit. may result in excess.BP reduct., antidiabet.meds. act. reduc., potent.damag.eff.of aminoglycoside/ cisplat.& cephalospor., act.of curare musc.relax. & theophyll.potent., decr.arter.respons.to press. agents, incr.salicylate toxic.with high dos. salicylat., poss.reduc.eff.with cholestyramine.

16.2
Anti-diuretics
DDAVP (MDR Listing)

MINIRIN MELT (MDR Listing)

 XE "DDAVP" DDAVP, Ferring [P/S] 
Desmopressin.

Indications: Centr.diab.insipid., short-treatm.of prim. noct.enuresis in childr.over 5 yrs. who have norm. ability to conc.urine.

(S4) TABS, 29/18.2/0429, 34/18.2/0402

837563-003: 0,1 mg, 30, R609,55
703639-003: 0,2 mg, 30, R794,60
Dosage: Indiv. Centr.diab.insipid: Adults & childr: 0,1 mg 3xdly.adjust.accord.to respons. Tot. dly.dos.varies betw. 0,2-1,2 mg. Optim.dos.regim: 0,1-0,2 mg 3xdly.

Noct.enures: Init. 0,2 mg at bedt.incr.up to 0,4 mg if low.dos.not suffic.effect. Short-term treatm. period of 4-8 wks recomm. Admin.recomm.dos. only once in 24 hrs. Do not use 0,1  & 0,2 mg tab interchangeably.

Contraindications: Nephrogen.diabet.insipid., safety in pregn.& lactat.not est., periph.vasc.dis., CF/decomp.card.insuff., cirrhos., nephrot.syndr./ chron.ren.dis., oed., hypertens., cerebr.vasc.dis., habit.& psychogen. polydipsia, concom.diurets., hyponatraem., do not admin.to pts.with abnorm. ren.funct.for enures.
Side effects: Sev.allerg.reacts., headache, emot. disturbs.in childr., skin reacts., hypertens., trans. hypotens., tachycard., GI disturbs., flush., vulva pain, water retent./hyponatraem., water intoxicat., large dos. produc.press.eff.in anaesth./ pts.tak. ganglion or adrenerg.neuron.block./sympathet outflow defects.
Special precautions: Observe childr.for fluid overingest./ poss.water intoxic., when used for diagnost.purpos. limit fluid.intake to < 0,5 L from 1 hr.bef.unt.8 hrs.aft.admin., concom.pressor agents, B/P monit.in heart dis./hypertens.pts., limit dos.to prod. desir.physiolog.response, do not admin.to dehydrat. pts.unt.water balance restor., elderly, condit. charact.by fluid/elect.imbal., interrupt treatm. at signs of fluid retent./hyponatraem., condit. req.concom.diuret.agents, coron.art.insuff. &/ hypertens.CV dis., cyst.fibros., absorpt.with colds not est., pts.at risk of incr.IC-press., consid. sev.bladd.dysfunct.& outlet obstruct.bef. treat. prim.noct.enures., empty bladd.at time of admin., precaut. to avoid hyponatraem.
Drug interactions: TCA's, SSRI's, chlorpromazine & carbamazepine may cause addit.antidiuret.eff., chlorpropamide/ clofibrate/carbamazepine may prolong the act., poss.water retent./hyponatraem. induct.with NSAID's, glibenclamide may reduc. antidiuret. respons., incr.plasma conc.with loperamide, indomethacin incr.magnit.of respons.

Warnings: Overhydrat.incl.card.fail., avoid over-ingest. fluid in childr., in enures.treatm.limit.fluid intake 1 hr.bef.& 8 hrs.aft.admin., treatm.without concom.fluid reduc.poss lead to water retent./ hyponatraem. with/without assoc.effs.incl. convuls.
(S4) INJ. S/8.1/360. 4 µg/ml.

717754-006: 10x1 ml, R1 257,16
Indications: Mild haemophil.A & von Willebrand’s dis.(type l), diabet.isipidus, urinary concentrat. capacity test

Dosage: See prod. lit. for directs.for use.

Mild Haemophilia A and Von Willebrand`s Disease: Admin.antifibrinolyt.agent concurr. Diluent used: Adults & childr 10 kg or more: 50ml NaCl. Childr.weigh.10 kg or less: 10 ml NaCl. When using dos. < 4 µg draw dos. up from amp. as a fract. of a millilitre using a 1 ml syr. & not prepared by dilut./ given by infus.IV admin: 0,3 µg/kg infus.slow.over 15-30 mins.If used pre-op admin.30 mins.bef.proced. 

Centr.Diabet. Insipid.: Inject.to be used when intranas. administrat. unsuit.; Admin.by direct IV inject; Determ.dos.for each pt. & adjust.accord. to pattern of response; Response.to be estimat. by 2 paramets.: adeq. durat. of sleep & adeq.water turnover.

Adults: 1 - 4 µg 1 – 2 x dly;  Childr.> 1yr: 0,4 - 1 µg  1 – 2 x dly.;  Childr.< 1yr: 0,2 – 0,4 µg  1 – 2 x dly.; 

Urin. Concentrat.Capacity Test: Intranas.present.recommen.in childr.
Adults: 4 µg IMI/SC; Childr.> 1yr: 1 – 2 µg; Childr.< 1yr: 0,4 µg  

Contraindications: Safety in pregn.& lactat.not est., Type llB Von Willebrand’s dis.

Side effects: Tachycard., headaches, mild abdom. cramps, N&V, fac.flush., vulv.pain, water intoxicat. from overhydrat.

Warnings and Special precautions: Overhydrat., not suit.for infts.und.3 mnths., monit.factor VIII assay bef.& 20 mins.post infus. for respons.& if activ.less than 5% of normal DDAVP should not be relied upon, monit.BP/pulse dur. infus., fluid overload.in haemophil., heart dis., hypertens., cyst.fibros., sensitiv. test in pts. hypersens. to ADH, large dos. pressor eff.in anaesth./ pts.tak.ganglion/adrenerg. neur. block.or sympathet.outflow defects, myocard. ischaem. induc./exacerb., pregn.

Interactions: Indomethac.incr.magnit.of respons., glibenclamide may reduc.antidiuret. respons., carbamazepine may prolong act

See also MDR page 281.
 XE "Minirin Melt" MINIRIN MELT, Ferring, [P/S] 
Desmopressin acet.

Indications: Centr.diab.insipid., short-treatm.of prim. noct.enuresis in childr.over 5 yrs. who have norm. ability to conc.urine.

(S4) SUBLING.TABS, 42/18.2/0346, 0347

722060-001: 120 µg, 30, R785,45
722061-001: 240 µg, 30, R1 572,42
Dosage: Place und.tong. Discont.if adeq.clinic. eff.not achiev.wihthin.4 wks.follow.dos titrat,
Centr.diab.insipid: Indiv. Tot.dly.dos.betw.120-720 µg. Adults & childr: Suit.start.dos: 60 µg 3xdly.adjust.accord.to respons. Maint: Gen.60-120 µg 3xdly.
Prim.noct.enures: Init.120 µg at bedt.incr.up to 240 µg if low.dos.not suffic.effect. Treatm.period of up to 4-8 wks. Admin.recomm.dos.only once every 24 hrs. Assess need for contin.treatm.by withdr.for at least 1 wk.

Contraindications: Nephrogen.diabet.insipid., known/suspect.card.insuffic.& other condits.req. diuret.treatm., mod.to sev.ren.insuffic., habit.& psychogen. polydipsia, hyponatraem., SIADH, oedemat. states not assoc.with endogen. vasopress. defic., safety in pregn.not est., 

Side effects: Hyponatraem., anaphylact.reacts., headache, dizzin, insomn., somnol., asthen., hypertens., N&V, abdom.pain, diarrh., constipat., psych.disords.in childr., bladd.& urethr.sympts., oed., fatig., hypokalaem., paraesthes., vis. impairm., vertigo, palpitat., orthostat.hypotens., dyspn., dyspeps., flatul., bloat.& distens., sweat., prurit., rash, urticar., musc.spasm, myalg., malaise, chest pain, flu-like illn., weight incr., incr.hepat. enzyme, confus.state, allerg.dermat., coma, epistax.in childr.

Warnings and special precautions: Poss. hyponatraem.with assoc.effs.incl.convuls.with excess.water intake, when used for prim.noct. enures.minim.fluid.intake from 1 hr.bef.until 8 hrs. aft.admin., concom.pressor agents, at low dos. food intake may reduc.intens.& durat.of the antiduret. eff., unknown if enters mothers milk but GI absorpt.unlikely, interrupt treatm.at signs of fluid retent./ hyponatraem., treatm.not recomm.in pts. >65 yrs., no stud.perform.in hepat.impairm., hyponatraem. is revers.& in childr.often.occurs in relat. to changes in dly routines affect.fluid intake &/ perspirat., incr.hyponatraem.risk with ser.Na lev. in low.range of norm., sev.bladd.dysfunct.& outlet obstruct., interrupt.treatm.in illn.charact.by fluid. &/electrol.imbal., incr.IC press.risk, fluid/ electrol. imbal., concom.meds.known to induc. SIADH, concom. NSAID’s.

Drug interactions: TCA's/SSRI's/chlorpromazine/ carbamazepine & antidiab.of sulfonylurea group may cause addit.antidiuret.eff., carbamazepine may prolong the act., NSAID’s poss induc.water retent./hyponatraem., incr.plasma conc.with loperamide.
See also MDR page 290.
16.3
Urinary alkalinizers
 XE "Adco-Sodasol" ADCO-SODASOL, AI Pharm Ltd [P/S]

Na-citr. 0,613 g, Na-bicarb. 1,716 g, citr.acid anhydr. 0,702 g, tartaric acid 0,858 g/4 g.

Indications: Gastr.antacid., urin.alkalinis., crystallur.prevent.dur.sulphonamide treatm.

(S0) EFFERV.GRANS. 29/18.3/0379.

820059-005: 60 g, R19,77

820059-013: 120 g, R33,92

Dosage: Take on empty stom.in ½ glass of H2O follow.by addit. H2O.

Adults: 1-2 medic.meas. (4-8 g) 2-3xdly. Childr: 6-12 yrs: 1 medic.meas. (4 g) 2-3xdly.

Contraindications: Sev.ren.dis., metabol.disturb. with alkalos., hypocalcaem., hypochlorhydr., concom. urin.tract antisept.requir.acid urine.

Side effects: GI disturbs., metabol.alkalos.with excess.admin.in imp.ren.funct., musc. hypertonicity, twitch.& tetany in hypocalcaem. pts., Na overload.& hyperosmolality with excess. dos.

Special precautions: Ren.insuffic., CHF, hypertens., bacteriuria not eradicat.

Drug interactions: Antacids with comprom.ren. funct.may absorb dangerous.high amounts of Al.

 XE "Alkafizz" ALKAFIZZ, Cipla Medpro [P/S]

Na-citr. 0,613 g, Na-bicarb. 1,716 g, citr.acid anhydr.0,702 g, tartaric acid 0,858 g, liq.gluc.0,34 ml/4 g

Indications: Urin.alkalinis., gastr.antacid.

(S0) EFFERV.GRANS, 29/18.3/0378
816256-012: 60 g, R54,10
816256-004: 120 g, R81,26
Dosage: Take on empty stom.in H2O

Adults: 1-2 medic.meas. (4-8 g) 2-3xdly..

Childr: 6-12 yrs: 1 medic.meas. (4 g) 2-3xdly.

Contraindications: Sev.ren.dis., metabol. disturb.alkalos., hypocalcaem., hypochlorhydr., concom.urin.tract antisept.requir.acid urine.

Side effects: GI disturbs., metabol.alkalos.in imp.ren.funct.with excess.admin., musc. hypertonicity, twitch.& tetany esp.in hypocalcaem. pts., Na overload. & hyperosmolality & result. oed.with excess.dos.

Special precautions: Ren.insuffic., bacteriur. not eradicat., CHF, hypertens.

Drug interactions: Poss.danger.high amnts of Al absorb.with antacids.in imp.ren.funct.

 XE "Citro-Soda" CITRO-SODA, AI Pharm Ltd [P/S]

Na-citr. 613 mg, Na-bicarb. 1716 mg, tartaric acid 858 mg, citr.acid 702 mg/4 g.

Indications: Urin.alkalinis., gastr.antacid., prev.crystallur.dur.sulphonamide treatm.

(S0) GRANS, [P/S] E1031.

821837-001: 60 g bottles, R37,54

821837-028: 120 g bottles, R55,21

832588-024: 8x4 g sachets, R25,43

832588-008: 30x4 g sachets, R67,90

(S0) CRANBERRY GRANS. [P/S] 28/18.3/0372
715589-001: 60 g, R37,54

715589-002: 120 g, R55,21

715590-001:30x4 g sachets, R67,90

Dosage: Take on empty stom.in ½ glass of water follow.by addit.water.

Adults: 1-2 med.meas. (4-8 g) 3-4xdly.

Long-term ther: 1 med.meas.dly.

Childr: 6-12 yrs: 1 med.meas.(4 g) 2-3xdly.

Contraindications: Sev.ren.dis., metabol.disturb. alkalos., hypocalcaem., hypochlorhydr., Na-restrict. diet, antisept.requir.acid urine., eff.in pregn.not est.

Side effects: GI disturbs., metabol.alkalos.esp.in pts.with imp.ren.dysfunct., hypernatraem.& laxat. eff., Na overload & hyperosmolal.with excess.dos. incr.thirst, hypernatraem., musc.hypertonic., twitch. & tetany in hypocalcaem.

Special precautions: Pept ulcerat., ren.abnorm., liv.cirrh., CHF, hypertens., periph./pulm.oed., pre-eclamps., bact.not eradicat., lactat., allow 1-2 hrs. aft.tetracycl.admin.& at least aft.ketoconaz. admin., concur.methenamine not recomm.

Drug interactions: Concurr.antacid poss.result in system.alkalos., poss promote developm.of Ca stones & hypernatrem., Al.contain.antacids poss. incr.Al.absorpt., solubil.of ciprofloxacin/ norfloxacin/ oflxacin in urine poss.reduc., salicylat. poss.incr.urin.excret.& decr.salicylat.therapeut. eff., tetracycl.absorpt.poss.decr., reduc. ketoconazole absorpt., effectiv.of methenamine poss.reduc.

 XE "Uralyt-U" URALYT-U, (Mylan) Takeda [P/S]
Potassium sod.hydrog.citrate 2,43 g/5 g

Indications: Urine alkalin., dissolut.& prevent.of uric acid stones, sympt.treatm.of porphyr.cutanea tarda.

(S0) GRAN. H/18.4/1773. 1 meas.=2,5 g.

773948-007: 280 g, R712,03
Dosage: 4 meas./day in div.doses aft.meals. Adjust accord.to urine pH determ.by indic.paper.
Contraindications: CF, imp.liv./ren.funct., hypernatraem., hyperkalaem., alkalos., K-spar. diuret.

Special precautions: 2-2½ L fluid intake dly., CF, low Na diet.

 XE "Uri-Alk" URI-ALK, Medchem [P/S]
Na-citr. 615 mg, Na-bicarb. 1 362 mg, tartaric acid 860 mg, citr.acid anhydr. 700 mg.

Indications: Gastr.antacid., urin.alkalinis.

EFFERV.TABS. 31/18.3/0414.

841986-002: 12, R51,75
Dosage: Admin.2-3xdly.on empty stom.in H2O.

Adults: 1-2 tabs. Childr.6-12 yrs: 1 tab.
Contraindications: Sev.ren.dis., metabol./ resp. alkalos., hypocalcaem., hypochlorhydr., concom. urin.tract antisept.requir.acid urine, pts.on Na restrict.diet.

Side effects: GI disturbs.

Special precautions: Ren.insuffic./abnormalit, CHF, hypertens., aldosteron., oed., bact.not eradicat., pept.ulc., monit.ser.electrol.in ren.dis.

Drug interactions: Dangerous.high amnts of Al poss.absorb.with antacids in comprom.ren.funct.

16.4
Urinary antiseptics
TRACTINFECT (MDR Listing)
 XE "Cipladantin" CIPLADANTIN, Cipla Medpro [P/S]

Nitrofurantoin

Indications: Treatm.& prev.of recur.uncomplicat. low.UTI’s

(S4) CAPS, 53/18.5/0109.107, 0110.108

3006188-001: 50 mg, 30, R171,97
3006190-001: 100 mg, 30, R345,12
Dosage: Continue therap.at least 1 wk & at least 3 days aft steril.of urine.Re-eval.cont.infect. Adults: Ac.UTI: 50-100 mg 4xdly.with meals & at bedt.

Prev.recurr: 50-100 mg/day.

Ac.UTI: Childr: 5-7 mg/kg bm/day in 4 div.dly.dos.

Prev.recurr: 1 mg/kg/day long term. Not for childr.<1 mnth.

Contraindications: Anur., oligur.,ren.impairm., pregn.at term., infts.und.3 mnth of age-poss.haemol.anaem.due to immat.enzyme syst., G6PD defic.or nurs.mothers of infts.with this defic., ac.porphyr.
Side effects:Less freq.: Aplast.anaem., periph.neuropathy incl.optic.neurit.with sympts.of sensor.& motor involv., nystagm., vert., dizzin, headache, drowsin., benign intercran.hypertens., collpase, cyanos.Freq.unknown.: Superinfect., agranulocytos., leukopen., granulocytop., haemolyt.anaem., thrombocytopen., megalobl.anaem., G6PD def.aneam., eosinophil., allerg.skin reacts., agioed., anaphylax., depress., euphor., confus., psychot.reacts., ac./subac.& chron.pulm.react., cough, dyspn., pulm.fibros., poss.associat.with lupus-erythemat.-like syndr., sialadenit., anorex., N&V, pancreatit., emes., abdom.pain., diarrh., cholestat.jaund., chron.ac.hepatit., hepat.necros., auntoimm.hepatit.
Special warnings and precautions:Not eff.for treatm.of parenchymal infect.of unilat.non-funct.kidn., excl surg.cause for infect.in recurr./ severe cases, caut.to use as short course only for treatm.of uncomplic.lower UTI with eGFR 30-40 mL/min.treat.resist.pathogen., course not to exceed 14 days, separate rep.courses., pulmon.dis., hepat.dysfunct., neurologic.dis., allerg.diathes., disont.if unexpl.pulmonar./hepat./ haematolog./neurologoc.reacts., anaem., diab.mellit., electrol.imbal., debilit.condits., folic acid deficien., early report.of periph.neuropathy, discont.if periph.neuropathy occ., monit.pulm.funct.in elderly & prolong.ther., asthma, discont.if haemolys. pres., stop.if hepatit., pseudomon.implicat.in superinfects.,cont.lact., do not use while breastfeed.

Interactions: Probenec/sulphinpyrazone reduc.excret., Mg trisilicate reduc.absorpt., gluc.urin.test using copper reduct.false posit., antagon. with nalidix.& oxolinic acid, do not admin. with concom.quinolones, carbon.anhydrase inhib.eg.acetazolam.& urine alkalin.eg. pot.citrate decr.antibact.activ., food and meds.delay gastic emptyi.incr.absorp., red.eff.oestrog.OC, inactiv.typhoid vacc.

 XE "Macrodantin" MACRODANTIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Nitrofurantoin

Indications: Treatm.& prev.of recur.uncomplicat. low.UTI’s

(S4) CAPS, G/18.5/160, 161

739839-004: 50 mg, 50, R361,84
739847-007: 100 mg, 50, R726,99
Dosage: Adults: Ac.UTI: 50-100 mg 4xdly.with meals & at bedt.

Prev.recurr: 50-100 mg/day.

Ac.UTI: Childr: 5-7 mg/kg bm/day in 4 div.dos.

Prev.recurr: 1 mg/kg/day

Contraindications: Anur., oligur., pregn.at term., infts.und.1 mnth of age, safety in early pregn.not est., G6PD defic.or nurs.mothers of infts.with this defic., concom.quinolones, ren.impairm.
Side effects: Haemolyt.anaem., GI disturbs., hypersens. reacts., anaphylax., lupus-like syndr., myalg., arthralg., ac./subac.& chron.pulm.sensitiv. react., interstit. pulm.fibros.in chron.medicat., hepatotox., bld.dyscras., periph.neuropathy, headache, dizzin., nystagm., drowsin., sev. polyneuropath.with demyelinat.& degenerat.of sensory & motor nerves, trans.alopec., superinfect. of GUT only.

Special precautions: Course not to exceed 14 days, separate rep.courses., asthma, monit.pulm. funct.in elderly & prolong.ther., discont.if haemolys. pres., pseudomon.implicat.in superinfects., urine col.brown, early report.of periph. neuropathy/condits.predispos.to periph. neuropathy, predisposit.to pulm./hepat./ neurologic. & allerg.disord., elderly.

Drug interactions: Probenec/sulphinpyrazone reduc.excret., Mg trisilicate reduc.absorpt., antagon. with nalidix.& oxolinic acid, do not admin. with concom.quinolones.
See also MDR page 148.
16.5
Others 
(See also 5.3, 5.4)

BETMIGA (MDR Listing)

 XE "Beniprosin" BENIPROSIN SR, (Unicorn) Ranbaxy [P/S]
Tamsulosin HCl.

Indications: Funct.sympts.of benign prostat. hyperplas.(BPH)

(S4) SR CAPS, A40/34/0211

716778-001: 0,4 mg, 30, R181,44

Dosage: Swall.whole while in stand./sitt.posit. Do not crush/chew.

1 cap.dly.aft.breakf.

Contraindications: Orthostat.hypotens.hist., hepat.insuffic., use in females.

Side effects: Hypersens.reacts., angio-oed., dizzin., headache, postur.hypotens., palpitat., syncope, rhinit., GI disturbs., abnorm.ejaculat., priapism, asthen.

Special precautions: Only for male pts., thorough examin.bef.init.ther.to excl.other condit. caus.same sympt., determ.PSA bef.& reg. aft., pt.to sit/lie down when first sympt.of orthost. hypotens.occur., inoperat.floppy iris syndr. assoc.with alpha-1 blocks observ.dur. cataract surg.

Drug interactions: Incr.plasma lev.with cimetidine, decr.plasma lev.with furosemide, diclofen.& warfar.may incr.eliminat.rate, hypotens. effs.with concom.other alpha1-adrenocept. antagon.

 XE "Betmiga" BETMIGA, Astellas [P/S] 
Mirabegron

Indications: Sympt.treatm.of urin.urg./incr. micturit. freq. &/urg.incont.in adult with overact. bladder (OAB) syndr.
(S3) TABS, 47/16.5/0297, 0298

722475-001: 25 mg, 30, R499,97
722789-001: 50 mg, 30, R499,97
Dosage: Recomm.dos: 50 mg once dly.
Contraindications: Hypersens.to active subst./any excipient., sev.end-stage ren.impairm.(eGFR < 15 ml/min/1.73m2), sev.hepat.impairm,(Child-Pugh Class C), sev.uncontroll. hypertens.(systol. ≥180 mm Hg and/or diastol. ≥110 mm Hg)
Side effects: Common: Tachycard., UTI. Uncommon: Vag.infect., cystit., dizzin., somnol., blurr.vis., palpitat., atrial.fibrillat., dyspeps., urticar./macul./papul.rash, prurit., joint swell., vulvovag. prurit., incr. BP/GGT/AST/ ALT. Rare: Eyelid/lip oed., leukocytoclast. vasculit., purpura. Unknown freq.: Insomn., confusion.state, GI disords., hypertens.cris., angioed., urin.retent., headache.

Warnings and special precautions: Pregn.& lactat., wom.of childbear.potent.not using contracept., safety & effic.in childr.<18 yrs.not est., sev. ren.impairm., meas.BP at baseline & periodic. dur.treatm., limit.data in in pts.with stage 2 hypertens., congenit./acquir.QT prolongat., clinic. signif. bladd.outlet obstruct.(BOO)/pts.tak. antimuscarin. meds for OAB, concom.digox.

Interactions: AUC incr.with concom. ketoconazole, concom.meds.with narr.therapeut. index & signif.metabolis.by CYP2D6 incl. thioridazine/ haloperidol/risperidone/Type 1C antidysrhythm/ TADs., Cmax & AUD of metoprolol/ desipramine incr., concom.CYP2D6 substrat.that are individ.dose titrat., consid.potent.for P-gp inhibit. with concom.sens.P-gp substrat.incl. dabigatran.

 XE "Cystistat" CYSTISTAT, Pharmaco

Sodium hyaluronate 

Indications: Temp.replacem.of the glycosaminoglycan layer in bladd.assoc.with radiat.ther.

(S4) SOL, A40/18.10/0062. 40 mg/50 ml.

3000270-001, 1x50 ml, 

R2 039,49

Dosage: For admin.by a medic.practit.only. Instil entire vol.of sol.into bladd.aft.any resid.urine remov. Retain.in bladd.for as long as poss.(min.30 mins.).

Recomm.use: Instill.into bladd each wk for 4–12 wks. & then mnthly.until sympts.resolv.

Contraindications: Childr., pregn & lactat.

Side effects: Irrit.bladd.sympts., haematur., infects., irrit.rash., admin.site dermatologic. manifestat.

Warnings and special precautions: Discont.if adv. reacts.experienc.
 XE "Flomax" FLOMAX, Astellas [P/S] 
Tamsulosin HCl.

Indications: Funct.sympts.of benign prostat. hyperplas.(BPH) in adult males.
(S4) SR CAPS, 30/34/0428

840599-005: 0,4 mg, 30, R409,79
Dosage: Swallow whole

1 cap.dly.aft.breakf./ first meal of the day.

Contraindications: Hypersens., orthostat. hypotens. hist., hepat.insuffic., concom.strong inhibits. of CYP3A4, e.g. ketoconaz., safety & effic. in childr. <18 yrs. not est.

Side effects: Common: Dizzin, ejaculat.disords, Uncommon: Headache, palpit, orthostat. hypotens., rhinit., constip., diarrh., naus., vomit., rash, prurit., urticar., aesthen. Rare: Syncope, angioed. V.rare: Stev.-Johns.syndr., priapism. Freq.unknown: Blurr.vis., vis.impairm., epistax., erythema multif., exfoliat.dermatit., atrial fibrillat., dysrhythm., tachycard., dyspn., intraoperat.floppy iris syndr.dur.cataract surg.

 Warnings and special precautions: Effic.in childr.with neurogen.bladder not demonstrat., orthostat. hypotens, thorough examin.bef.init. ther. to excl.other condit.caus.same sympt., digit.rect. exam.& determ.PSA bef.& reg.aft., intend.for adult males only, sev.ren.impairm., init.ther.in pts. sched. for cataract.and glauc.surg.not recomm., meas.to be in place to manage poss.intraoperat. floppy iris syndr.dur.cataract surg., caut.with concom. mod. inhibits.of CYP3A4

Interactions: Diclofen.& warfar.may incr.elimin. rate, hypotens.effs.with concom.other alpha1-adrenocept. antagon., incr.expos.with strong inhibits. of CYP3A4 e.g. ketoconaz.

See also MDR page 177.
 XE "Flospasm" FLOSPASM, (Aspen Pharma) Pharmacare [P/S]
Flavoxate HCl.

Indications: Anti-spasmod.in urologic.disords.

(S2) TABS, 49/18/0064

3005691-001: 200 mg, 15, R98,12
Dosage: Adults: 1 tab 3xdly for as long as reqd.Take aft. meals to prevent naus.

Contraindications:Hypersens., pylor./ duod.obstruct., obstruct.intest.les., ileus, achalas./ othr.GI obstruct.condits., GI haemorrh., obstruct.low.urin.tract uropath./ urin.retent., glauc., myasthen grav., childr.< 12 yrs., pregnan.& lactat.

Side effects: Freq.: Naus.Less freq: Eosinophil., leucopen., angioed., ment.confus., nervousn., drowsin./ headache/ dizzin./ somnol., vis.impairm., blurr.vis./ eye accommodat.disturbs./ incr.ocul.tens., vertigo, tachycard., palpitat., diarrh., dry mouth, dyspeps., dysphag., vomit., urticar.& other dermatos., rash, prurit., urin.retent., dysur., fatig., hyperpyrex. Freq.unknown: Hypersens./ anaphylact.reacts./-shock, glauc., jaund., liv.disord., abnorm.hepat.enzyme, erythema.

Special warnings and precautions:Ren.impairm., susp.glauc.esp.narrow angle-, ser./ uncontr./ obstruct.low.urin.tract disords., drowsin.(ext.time betw.doses if need.),contains lactose.

 XE "Pravlex" PRAVLEX SR 0,4 mg, Macleods [P/S]

Tamsulosin HCl.

Indications: Funct.sympts.of benign prostat. hyperplas.(BPH)

(S4) SR CAPS, 48/34/0855

3005678-001: 0,4 mg, 30, R195,42
Dosage: Swall.whole while in stand./ sit.posit. Do not crush/chew.

1 cap.dly.aft.breakf.

Contraindications: Orthostat. hypotens.hist., hepat.insuffic., use in females., concom.strong inhibits. of CYP3A4 incl. ketoconazole

Side effects: Freq.: Dizzin., ejaculat. Disords. (incl. retrograde ejaculat. & ejaculat. failure). Less freq.: Headache, syncope, palpitat., orthostat. hypotens., rhinit., constipat., diarrh., N&V, rash, prurit., urticar., angioed., Stevens-Johnson syndr., priapism, asthen. Freq. unkn.: Vis.blurr., visual impair., epistax., dry mouth, erythema multiforma, dermatit. exfoliat., drowsin., IFIS, atrial fibrillat., dysrhythm., tachycard., dyspn.

Special warnings and precautions: Only for male pts., safety in pts.< 18 yrs. not est., thorough examin.bef. init.ther.to excl.other condit. caus.same sympt., digit.rectal examinat. & determ.of PSA bef.& reg. aft., pt.to sit/ lie down when first sympt.of orthost. hypotens.occur., sev.ren.impairm., inoperat.floppy iris syndr. assoc.with alpha-1 blocks observ.dur. cataract surg., pre-op assessm.of cataract surg.pts.

Interactions: Incr.plasma lev.with cimetidine, decr.plasma lev.with furosemide, diclofen.& warfar.may incr.eliminat.rate, hypotens. effs.with concom.other alpha1-adrenocept. antagon., ketoconazole/ paroxetine incr. AUC & Cmax.
 XE "Rantral MR" RANTRAL MR, Ranbaxy (SA) Pty Ltd
See Section 7.3.2
 XE "Renvela" RENVELA, (Sanofi) Genzyme Biopharm [P/S]

Sevelamer carbonate

Indications: Adult hyperphosphataem.in haemodialys./periton.dialys. & adult chron.kidney dis. (CKD) pts.not on dialys.with ser.phosphor. > 1.78 mmol/L.

(S4) TABS, 45/32.16/0305

720512-001: 800 mg, 180, 

R3 142,91

Dosage: Do not crush, chew or break tabs. Admin. 3x/day with meals.

Recommend.starting dos: 2,4 - 4,8 g /day based on clinic.needs & phosphor.lev.

Pts.prev.on phosph.binders: Admin.on gram for gram bas.with monitor.of ser.phosphor.levs.to ensure optim.dly.dos..

Maint: Monit.ser.phosphor.lev.& titrat.dos.every 2 - 4 wks. until accept.ser.phosphor.lev reach.& thereaft.on a reg.basis. In clinic.pract treatm.will be contin.bas.on need to contr.ser.phosphor.lev.& dly.dos.is expect.to be an aveg.of approx. 6 g/day.

Contraindications: Hypophosphataem., bowel obstruct., safety in pregn./lactat.& pts.und. 18 yrs. not est, concom.ciprofloxac.

Side-effects: Naus., vomit., upper abdom.pain, constip., diarrh., dyspeps., flatul, intestin.obstruct., ileus.

Warnings and special precautions: Safety & effic.not est.in GI disords.eg.dysphag./swallow. disords./ sev.GI motility disords./maj.GI surg.hist., re-eval.treatm.in pts develop.constip./sev.GI sympts, poss.vit A,D,E & K supplement.in pts not tak.supplement. vits, pts.to adhere to precrib. diets., monit.TSH lev.with concom.levothyroxine, when a reduc.bioavailabil.of a med.prod.could have a signific. clinic.eff.admin.it 1 hr bef./3 hrs. aft.or monit.bld. lev. of the med, concom.anti-arrhythm.& anti-seiz.meds.

Drug interactions: Ciprofloxacin bioavail.decr., incr.TSH lev.with levothyroxine, bioavail.of other med.prods.poss.affect.
 XE "Tamsul" TAMSUL 0,4 SR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Tamsulosin HCl.

Indications: Funct.sympts.of benign prostat. hyperplas.(BPH)

(S4) SR CAPS, A40/34/0316

706713-001: 0,4 mg, 30, R192,77
Dosage: Swallow whole. 1 cap.dly.aft.breakf.

Contraindications: Orthostat.hypotens.hist., hepat.insuffic., use in females

Side effects: Freq.: Rhinit., nausea, diarrh., abnorm. ejaculat., asthen., palpitat., dizzin., headache. Less freq.: Hypersens.reacts., angio-oed., depress., nervousn., sleep disturb., hallucinat., drowsing., red.sclera, blurr.vis., vertigo, tinnit., post.hypotens., palpitat., syncope, chest pain, dyspn., nasal congest., epistax., constipate., vomit., dry mouth, abnorm.liv.enzyme val., pancreatit., urinar.freq., incont., impoten., priapism, arthral., diaphores.
Special warnings and precautions: Thorough examin.bef. init. ther.to excl.other condit.caus.same sympt., determ. PSA bef.& reg.aft.

Interactions: Diclofen.& warfar.may incr. eliminat.rate, hypotens.effs.with concom.other alpha1-adrenocept.antagon.

 XE "Urispas 200" URISPAS 200, AI Pharm Ltd [P/S]
Flavoxate HCl.

Indications: Anti-spasmod.in urologic.disords.

(S2) TABS. 29/18/0428.

820113-020: 200 mg, 15, R109,25
820113-019: 200 mg, 90, R655,50
Dosage: Adults incl elderly: 1 tab 3-4xdly at reg. interv. for as long as reqd.

Contraindications: Pylor./duod.obstruct., obstruct. intest.les./ileus, achalas, GI haemorrh., obstruct. low.urin.tract uropath., urin.retent., glauc., childr.und. 12 yrs.

Side effects: Common: Naus. Uncomm: Eosinophil., leucopen., angioed., CNS effs.incl. drowsin./headache/dizzin./somnol./vertigo, eye disords.incl.blurr.vis./eye accommodat.disturbs./ incr.ocul.tens., tachycard., palpitat., diarrh., dry mouth, dyspeps., dysphag., vomit., urticar., rash, other dermatos., dysur., fatig., hyperpyrex. Rare: Prurit., urin.retent. Not known: Hypersens./ anaphylact. react./shock, confus.state, glauc., constip., jaund., liv.disord., abnorm.hepat. enzym.lev., erythema.

Warnings and special precautions: Susp. glauc., ser./uncontr./obstruct.low.urin.tract disords., drowsin., safety in porphyr./pregn. & lactat. not est., concom.appropr.anti-infect.ther.if urin.infect.evid., diab.mellit., not for lact.intol indiv., safety & effic.in childr.und.12 yrs.not est.

Interactions: Enhanc.eff.with other meds.hav. antimuscarin.propert./inhibit.of meds.-metabolis. enzym.by MAOI’s, absorpt.of other meds.poss.aff. by gastr. motilit.reduct., domperidone/ metoclopromide GI effs.poss. antagonis., Urispas & parasympathomimets.poss.counteract each other’s effs.

 XE "Uromax" UROMAX, Cipla Medpro [P/S]
Tamsulosin HCl.

Indications: Funct.sympts.of benign prostat. hyperplas.(BPH)

(S4) MODIF.REL.CAPS, A40/34/0046

710306-001: 0,4 mg, 30, R202,97
Dosage: Swallow whole in stand./sitt.posit.
1 cap.dly.aft.breakf.

Contraindications: Orthostat.hypotens.hist., hepat.insuffic., init.ther.prior.to sched.cataract surg., use in females

Side effects: Hypersens.reacts., angio-oed., CNS effs., intraoperat.floppy iris syndr., post. hypotens., palpitat., syncope, rhinit., GI disturbs., abnorm. ejaculat., priapism

Special precautions: Thorough examin.bef.init. ther.to excl.other condit.caus.same sympt., determ. PSA bef.& reg.aft., intraoperat.floppy iris syndr.report.dur.cataract surg incr.risk of procedur. complicat.dur.cataract surg., pre-op assessm.of cataract surg.pts.

Drug interactions: Cimetidine incr.plasma lev., furosem.decr.plasma lev., diclofen.& warfar.may incr. eliminat.rate, other alpha1-adrenocept.block. exacerb.hypotens.eff.

 XE "Urton" URTON, Cipla Medpro [P/S] 
Mirabegron

Indications: Sympt.treatm.of urin.urg./incr. micturit. freq. &/urg.incont.in adult with overact. bladder (OAB) syndr.
(S3) TABS, 54/18.10/0030,0031

3007407-001: 25 mg, 30, R356,50
3007408-001: 50 mg, 30, R356,50
Dosage: Recomm.dos: 50 mg once dly.
Contraindications: Sev.end-stage ren.impairm.(eGFR < 15 ml/min/1.73m2), sev.hepat.impairm,(Child-Pugh Class C), sev.uncontroll. hypertens.(systol. ≥180  and/ or diastol. ≥110 mm Hg).

Side effects: Freq.: Tachycard., UTI, Less freq.: Vag.infect., cystit., angioed., dizzin., somnol., blurr.vis., eye lid oed., palpitat., atrial.fibrillat., dyspeps., gastrit., lip oed., urticar./macul./ papul.rash, prurit., leukocytoclast. vasculit., purpura., joint swell., vulvovag. prurit., incr. BP/ GGT/ AST/ ALT. Freq.unknown: Insomn., headache, hypertens.cris., naus., constip., diarrh., urin.retent.
Special warnings and precautions:  Not studied in end stage ren.dis., sev. ren.impairm.red dose, not recomm.in sev ren.impair.rec.concom.strong CYP3A inhib., not studied sev.hep.impair., not recomm.in mod.hep.impairm.rec.concom. strong CYP3A inhib., limit.data in in pts.with stage 2 hypertens., meas.BP at baseline & periodic. dur.treatm., congenit./acquir.QT prolongat., clinic. signif. bladd.outlet obstruct.(BOO)/ pts.tak. antimuscarin. meds for OAB, avoid in pregn.& breastfeed. 

Interactions: Inhib.eff on metabolis.of CYP2D6 substr., inhib. P-gp-mediated meds (eg.dabigatran) transport at high concentr., not recomm.in sev.ren. impiarm./ mod.hep.impairm.rec. concom.strong CYP3A inhib., concom. meds.with narr.therapeut. index & signif.metab.by CYP2D6 incl. thioridazine/ haloperidol/ risperidone/ Type 1C antidysrhythm., rx lowest dose of digoxin if used in comb.

 XE "Xatral XL" XATRAL XL, Sanofi-Aventis (Pty) Ltd
See Section 7.3.2
17
GENITAL SYSTEM
17.1
Contraceptives
17.1.1
Hormonal  (including oral) 
CONTRA INDICATIONS: Known or suspected carcinoma of the breast or endometrium; cerebrovascular insufficiency, coronary artery disease, valvular heart disease; disturbance of lipometabolism; cholestatic jaundice of pregnancy or jaundice with prior contraceptive pill use; history of herpes of pregnancy; known or suspected oestrogen-dependent neoplasms; lactation; otosclerosis with deterioration during pregnancy; patients with known or suspected pregnancy; previous or existing benign/malignant liver tumours; previous or existing thrombophlebitis/thromboembolic disorders; known thrombophilic conditions; relative contraindications include history of diabetes mellitus, epilepsy, asthma, hypertension, depression, porphyria, states of fluid retention occurring; severe diabetes with vascular involvement; acute or chronic hepatocellular disease with abnormal liver function; severe migraine; sickle cell anaemia; undiagnosed abnormal vaginal bleeding.

REASONS FOR IMMEDIATE DISCONTINUATION: Occurrence for the 1st time of migraine headache. More frequent occurrence of unusually severe headache. Sudden perception disorders (ie. disturbed vision, hearing). 1st signs of thrombophlebitis or thromboembolic symptoms. Onset of unexplained pain & tightness of chest. Pending operations (6 weeks before). Immobilisation (eg. after accidents). Onset of jaundice/hepatitis or generalised pruritus. Increase in epileptic seizures. Significant rise in BP. Known or suspected pregnancy. Sudden upper abdominal pain. 

PEOPLE AT RISK: Cigarette smokers especially more than 15/day. History of preeclamptic toxaemia. Women over 35 yrs. Continual use for more than 5 years. Obesity. Hypertension. Diabetes. Hypercholesterolaemia. Familial hyperlipoproteinaemia. 

SIDE EFFECTS: Breast disorders/pain; changes in libido; hepatitis; benign, malignant and unspecified neoplasms including breast cancer, benign breast neoplasm, hepatic adenoma, cervical dysplasia, focal nodular hyperplasia, fibroadenoma of breast, breast cyst; fluid retention; gall bladder disease; GI disorders including abdominal pain, abdominal distension, colitis, pancreatitis; headaches/migraine; Increase in disease of circulatory system (coronary thrombosis, cerebrovascular accidents and venous thrombosis); hot flushes; cardiac disorders including MI, tachycardia and palpitations; respiratory disorders including pulmonary embolism & dyspnoea; liver enlargement; dyslipidaemia; nervous system disorders including syncope, convulsion, paraesthesia, dizziness; weight changes; appetite changes; psychiatric disorders including mood changes, depression, nervousness, anxiety, insomnia; nausea and vomiting;  musculoskeletal disorders including muscle spasms, extremity pain, myalgia and back pain; eye disorders including retinal vascular thrombosis, visual impairment, dry eyes, poor tolerance of contact  lenses; hypertension; reproductive system disorders including dysmenorrhoea, metrorrhagia, spotting; abnormal withdrawal bleeding, prolonged  amenorrhoea after discontinuation, ovarian cysts, supressed lactation; skin and subcutaneous tissue disorders including rash, skin pigmentation/discoloration, angioedema, eruthema nodosum, hisutism, sweating, acne, alopecia, urticarial, pruritus and erythema; UTIs; vaginal infections/candidiasis/discharge; varicose  complaints; vertigo.

SPECIAL PRECAUTIONS: Thorough history and examination before prescribing, and regular examination during use; history of depression; past oligomenorrhoea or  amenorrhoea;  adequate precaution prior to  and following elective surgery; alternative contraception must be instituted if treatment is stopped;  during vomiting or diarrhoea absorption may be diminished and require additional contraceptive agents; may interfere with laboratory tests; decreased glucose tolerance in diabetics therefore control must be carefully supervised; increased risk of congenital anomalies in  pregnancy; cardiovascular problems related to smoking - women who take oral contraceptives should be advised not to smoke; careful observation  required if patient have or have had the following conditions: breast nodules, fibrocystic disease of the breast or abnormal mammogram, history of severe depression, varicose veins, sickle cell anaemia, diabetes, hypertension, high cholesterol, epilepsy, asthma, osteosclerosis, multiple  sclerosis, porphyria, tetany, disturbed liver functions, gallstones, cardiovascular disease, kidney disease, chloasma, herpes of pregnancy. The worsening or  first appearance of any of these conditions may indicate that oral contraceptives should be stopped; discontinue in case of unexplained transient/partial/complete loss of vision, onset of blurred vison/diplopia, papilledema or retinal vascular lesions; avoid exposure to sun in case of chloasma gravidarum history; presence of predisposing factors increasing risk of arterial/venous thromboembolic diasease; present or recent hepatic disease; rule out malignancy in case of undiagnosed, persistent or recurrent abnormal vaginal bleeding; discontinue treatment and evaluate cause of exacerbated migraine or recurrent/persistent/severe headaches following a new pattern. 

DRUG INTERACTIONS: Lessened efficacy of contraceptive with certain anti-epileptic agents, aminopenicillins, barbiturates, herbal preparations including St John's wort, rifampicin,  phenylbutazone, tetracycline, neomycin, chloramphenicol, sulphonamides, nitrofurantoin, meprobamate, phenacetin, pyrazole, chlorpromazine,  dihydroergotamine sedatives and antarthritic drugs; plasma levels of oestrogen possibly increased with concomitant paracetamol, ascorbic acid, CYP3A4-inhibitors (including itraconazole, ketoconazole, voriconazole and fluconazole), grapefruit juice and HMG-CoA reductase inhibitors (including atorvastatin and rosuvastatin); plasma levels of co-administered cyclosporine, omeprazole, prednisolone and theophylline may be increased; plasma levels of co-administered paracetamol, lamotrigine, clofibric acid, morphine and salicylic acid may be decreased; co-administration of HIV protease inhibitors and non-nucleoside reverse transcriptase inhibitors may result in significant changes (increase or decrease) in plasma levels of oestrogen and progestin; action of benzodiazepines are increased by oral contraceptives; insulin and antidiabetic requirements may need changes; seizure control may be reduced with co-administered lamotrigine; possibly antagonises the effectiveness of oral anticoagulants, antihypertensive agents & hypoglycaemic agents; oestrogen therapy may decrease the antidepressant response to  tricyclic antidepressants and increase their incidence of toxic side effects; oestrogens may enhance the effects of glucocorticoids.

ZOELY (MDR Listing)

 XE "Actordene" ACTORDENE, (Cipla Medpro) Actor [P/S]
21 hormonal tabs: Gestodene 0,075 mg, ethinylestradiol 0,02 mg, 7 non-hormonal tabs.

Indications: Oral contracept.

(S3) TABS, 48/18.8/1352

3005867-001: 28, R131,68
Dosage: 1 tab.at same time dly.commenc.1st day of menstr.cycle.

Contraindications, side-effects, special precautions and drug interactions: See sect. headnote.

 XE "Biphasil" BIPHASIL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
11 white tabs: levonorgestrel 50 µg, ethinyl oestradiol 50 µg. 10 orange tabs: levonorgestrel 125 µg, ethinyl oestradiol 50 µg. 7 red placebo tabs.
Indications: Fertil.contr.in women, cert.menstr. irreg.

(S3) TABS. H/18.8/10.

825808-006: 28, R62,14
Dosage: 1 tab at same time dly commenc.1st day of menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect.head note.

 XE "Carmadene" CARMADENE, (Cipla Medpro) Actor Pharma [P/S]

21 hormonal tabs: Gestodene 0,075 mg, ethinylestradiol 0,03 mg, 7 non-hormonal tabs.

Indications: Oral contracept.

(S3) TABS, 48/18.8/1353
3005872-001: 28, R98,91
Dosage: 1 tab at same time dly.commenc.1st day of menstr.cycle.

Contra-indications, Side-effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Depo-Provera" DEPO-PROVERA 150, Pfizer [P/S] 
Medroxyprogesterone acetate.

Indications: Contracept.(ovulat. suppress.)

(S4) INJ, E/21.8.2/114. 150 mg/ml.

718440-005: 1x1 ml, R58,59
Dosage: For IM Inj.
Contraception:150 mg IMI 3 mnthly. Recomm.1st admin. given dur.1st 5 days after onset of menstrual period./ within 5 days post part.if not breast feed./ if exclus.breastfeed.at/aft.6th week post partum. Excl.pregn. first if per.betw.injects. > 14 wks.

Contraindications: Undiagn.vag./urin.tract bleed./breast pathology, thrombophlebit./hist. thereof., sev.liv.funct.impairm., bef.menarche, known/suspect.pregn., known/suspect.malign. of breast (excl.use in oncol.indicat.), uncontroll. depress., depress.hist.with hormon.contracept. 

Side effects: V.Common: Nervousn., headache, abdomin.pain/discomf., dysfunct.uterine bleed., amennorrh., fluid retent., weight change. Common: Decr.libido, anorgasm., depress., insomn., dizzin., hot flush., abdom. distens., naus., rash, acne, alopec., back pain., leg cramps., vag.discharg., breast pain/tendern., dysmenorrh., pelvic pain, vaginit., asthen., fatig. Uncommon: Med.hypersens., seiz., somnol., diarrh., jaund., liv.disord., hirsut., prurit., urticar., galactorrh. Rare: Anaphylact.react., anaphylact. react., angioedema, prolong.anovulat., thromboembol. disords., musc. cramps/sp., arthralg., cervix chang.in eros.& secret., virilisat., feminisat., pyrex., decr.glucose toler., loss of BMD. V rare: Inj.site reacts. Unknown freq.: Sev. depress. with suicid. thoughts/ behav. and suicide., acquir. lipodystrophy, osteoporos.

Warnings and special precautions: Loss of BMD in adolesc./ early adulthood & pre-menopaus. women theref.consid.risk/benef. assessm., bone loss is > with incr.durat.& compl. revers.may not be poss., risk benef.analys.in women with osteoporot./osteoporos.risk fact., eval.BMD with long-term ther., adeq. Ca.& vit.D intake recomm., effect.of high.dos. (i.e.used in endometr./ren. Ca) on BMD not est, developm.of thrombo embol.S&S, ophthalm.eval.if vis.disturbs./ migraine exper., amenorrh. & anovulat.follow. repeat. inj. may persist.for up to 18 mnths., when treat. cert.cancers cortic.-like activ.report.with the very high dos., progestat.agent.dur.pregn.not recomm., diabet., poss.masks onset of climacter., liv. dis./dysfunct., not recomm.for second. amenorrh./ dysfunct.uter.bleed., hypercalcaem., condit. affect.by fluid retent., Cushingoid sympts.in high dos., ACTH & hydrocortis.bld.lev.poss.decr., investig. abnorm.bleed., ment.depress.hist., pts.to report mood.changes & depress., person. & family hist.prior to start., consid.alternat.long term (>2 yrs) birth control methods, advise.pt.of poss. menstr. cycle disrupt., physic.examin.pts bef. treatm. with specif. ref.to BP & breast/ abdomin & pelvic.exam.incl. cervical cytology., excl.organ. causes if bleed.irreg., adeq.diagn.meas.indicat.for undiagn.vag.bleed., cert.lab.endocr.& liv.funct. tests poss.affect., inform.lab of use as multiple other lab tests poss.affect.,overall slight/ no incr. breast Ca risk, consid.not re-admin.meds if jaund. devel., no protect.against HIV(AIDS) infects./other STD’s, ensure contracep.coverage when switch. from other contracept.meth.

Interactions: Bioavailabil.depress.by aminoglutethimide. 

See also MDR page 628.
 XE "Desimar" DESIMAR, (Cipla Medpro), Actor [P/S]

21 white tabs: desogestrel 0,15 mg, ethinyloestradiol 0,03 mg. 7 green placebo tabs.

Indications: Oral contracept.

(S3) TABS, 48/18.8/1041

3005921-001: 28, R100,28
Dosage: 1 tab.dly.at same time.x28 consecut. days, start.on 1st day of cycle from silver sect. mark. with appropr.day of the wk.

Contraindications, Side effects, Special warnings and precautions, Interactions: See sect. headnote.

 XE "Diane-35" DIANE-35, Bayer (Pty) Ltd
See Section 14.6
 XE "Diva 35" DIVA 35, Unicorn Pharmaceuticals (Pty) Ltd
See Section 14.6
 XE "Drasira" DRASIRA, (Cipla Medpro), Actor [P/S]

24 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg & 4 inact.tabs.

Indications: Oral contracept., mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not assess.beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 47/21.8.2/0141

3005920-001: 28, R146,00
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle.

Contraindications, Side effects, Special warnigns and precautions, Interactions: See sect. headnote.

 XE "Ella" ELLA, (Cipla Medpro), Actor Pharma [P/S]

Ulipristal acet.

Indications: Emerg.contracept.within 120 hrs.(5 days) of unprotect.sex.intercourse/contracept.fail. (S2) TAB, 46/18.8/0280

3002636-001: 30 mg, 1, R171,94
Dosage: 1 tab.as sngl.admin.ASAP but no later than 120 hrs.(5 days) aft.unprotect. intercourse/ contracept. fail.anytime dur.menstr.cycle. Take another tab.if vomit.occurs.within 3 hrs.of admin. Excl.pregn.bef.admin.if menstrual per.late/pregn. sympts.pres.

Contraindications: Hypersens.or to any excipient

Side effects: Common: Mood disords., headache, dizzin., N&V, abdom.pain & discomf., myalg., back pain, dysmenorrh., pelv.pain, breast tendern.,fatig. Uncomm: Influenza, appetite disords., emot.disord., anx., insomn., hyperactiv. disord., libido changes, somnol., migraine, vis. disturbs., diarrh., dry mouth, dyspeps., flatul., acne, skin les., prurit., menorrhag., vag.discharge, menstr.disord., metrorrhag., vaginit., hot flush, premenstr. syndr., chills, malaise, pyrex. Rare: Disorientat., trem., att.disturbs., dysgeus., syncope, abnorm.eye sensat., ocul.hyperaem., photophob., vertigo, dry throat, urticar., genit. prurit., dyspareun., ruptur.ovar.cyst, vulvovag.pain, hypmenorrhoea, thirst.

Special warnings and precautions: Not recomm. in sev.hepat.impairm., no relev.use in prepubert. childr., not reg.contracept.method, not for use in pregn./suspect.pregn., perform.pregn. test. if next menstr.per.more than 7 days late/has abnorm.charact./pregn.sympts.pres., poss ectop. pregn., act.inhibit./postpon.ovulat.theref.ineffect.if ovulat.has already occur., limit.& inconclus.evid. suggest reduc.effic.with incr.body weight/BMI, use not recomm.with emerg.contracept.contain. levonorgestrel, use reliable barr.contracept.till next menstr. period, not recomm.with concom.use in past 4 wks.of CYP3A4 induc., not recomm.for oral glucocortic. treat.asthmat., lact.intol., excret. in breast milk, eval.effs.bef.driv./perform. complicat. tasks.

Interactions: Cmax & AUC decr.by strong CPY3A4 induc. decr.effic., ritonavir may reduc.plasma conc., clinic.relev.of low.Cmax/delay Tmax & high. mean AUC not known, contracept.act.of combin. hormon.contracept.& progestog.only contracept. reduc.

 XE "Eloine" ELOINE, (Aspen Pharmacare) Bayer [P/S]

24 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg & 4 inact.tabs.

Indications: Oral contracept., mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not assess.beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 44/21.8.2/0957

3001962-001: 28, R159,60
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle. Start each subseq.pack aft.last intake of prev.pack. Withdr. bleed.may not have finish.bef.next pack start.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Ermaft" ERMAFT, Aspen [P/S]

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect.sex.intercourse/ recognis.fail.of mechanic.methods, intend.for emerg.only & unsuit.for reg.contracept.

(S2) TABS, 48/21.8.2/1033, 1034

3004529-001: 0.75 mg; 2; R59,46
3004530-001: 1.5 mg; 1; R68,89
Dosage: 1.5 mg as soon as poss.pref.within 12 hrs.but not later than 72 hrs.aft.unprotect.sex.intercourse. Addit.dos.to be giv.if pt.vomit.with.3-4 hrs.of admin.Avoid all furth.unprotect. sex.intercourse until next menstr.per.using only mechanic.&/ chemic.contracept.methods.

Contraindications: Pregn./ poss.pregn., undiagnos.vag.bleed., hist.of/ curr.high risk of arter.dis., sev.hepat.insuff., depress.not well controll.with treatm., hist.of depress.with horm.contracepts., rep.use within one menstr.cycle., not for women with ectop.pregn.risk., not recomm.in childr.

Side effects: Freq: Dizzin., headache, fev., abdom.pain, diarrh., N&V., bleed.not relat.to menses, delay of menses > 7 days, irreg.menstr.bleed./ spott., breast tendern., fatig. Less freq: Anaphylax./ anaphylact.reacts, gynaecomast., chang.in libido. Freq. unknown: Appet./ weight chang., fluid retent., oed., depress./ sev.depress., drowsin., insomn., GI disturbs., alt.LFT, jaund., skin reacts.incl.chloasma/ allerg.reacts., hair loss, breast chang., premenstr. syndr.like sympts., rash, urticar., prurit., pelv.pain., dysmenorrh., fac.oed.

Special warnings and precautions: Exclud.pregn.bef.init.ther., emergenc. only & unsuit.for reg.contracept., consid. longt. contracept.method if a woman presents for repeat.cours.of emerg.contracept., eval.pts.becom. pregn.even with emerg.contracept.for ectop.pregn., not recomm.with prev. ectop.pregn./ salpingit.hist., eff.on conceptus in event of fail.not known theref.pregn.test if in doubt, next menstr.per.poss.earlier/ later than usual, consult healthcare prof.3 wks.aft.admin., poss.reduc.effic.with incr.BMI., not to be used diagnost.for pregn.test & not giv.in miss./incompl. abort., pract.necess. precaut.against STD transmiss., depress.hist., may have adv.eff. on serum lipids., malabsorpt.syndr., liv.dysfunct., funct.ovar.cyst, diab.mellit., hypertens., not for lact.intol.indiv., secret. in breast milk., limit.exp.in pts.< 16 yrs.

Interactions: Metabol.enhanc./ reduc.eff. with some meds.incl. anticonvuls./ Hypericum perforatum./rifampicin/ ritonavir/ rifabut./ ampicill./ griseofulv./ other antibiot./ ciclosporin, oral antidiab./ insul.requirem.poss.chang., ciclospor.plasma conc.incr.
 XE "Femodene ED" FEMODENE ED, Bayer [P/S]

21 hormonal tabs: Gestodene 0,075 mg, ethinylestradiol 0,03 mg, 7 non-hormonal tabs.

Indications: Oral contracept.

(S3) TABS, W/21.8.2/98
825905-001: 28, R126,83
Dosage: 1 tab at same time dly.commenc.1st day of menstr.cycle.

Contra-indications, Side-effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Ginette" GINETTE, Cipla Medpro (Pty) Ltd
See Section 14.6
 XE "Implanon NXT" IMPLANON NXT, Organon [P/S]

Etonogestrel

Indications: Contracept.

(S4) IMPL. 34/18.8/0448. 68 mg/implant

718619-001: 1, R2 531,45
Dosage: For subdermal insert.under asept.condits. Can be left in place for 3 yrs. Remov.no lat.than 3 yrs.aft.dat.of insert. Impl.can be remov.at any time. Aft.remov.immed.insert.of anoth.impl.will result in contin.contracept.protect.

Ref.to.prod.lit.for insert./remov.instructs.

No preced.hormon.contracept.use in preced. cycle: Insert betw.day 1-5 of menstr.cycle. 

Chang.from combin.hormon.contracept.: Tablets: Insert on day follow.last activ.tab.of prev. comb. oral contracept/at latest on day follow.tab-free/placeb.tab.interv. Vag.Ring/transderm.patch: insert on day of remov./at latest when next applicat. due.
Chang.from progestag.-only contracept. method: Progestagen-only pill: Switch on any day but within 24 h of last tab. Implant/IUCD: Switch on day of remov. Inject.: Switch on day next inject.due.

Follow.abort./miscarr: 1st trimest.: Insert within 5 days follow.abort./miscarr. 2nd trimest.: Insert betw. 21-28 days follow.abort./miscarr.

Postpart.:Breastfeed. Insert.aft.4th postpart.week. Use barr.method unt.7 days aft.insert. Not breastfeed.: Insert.betw.21-28 days postpart.

If deviat.from recomm.tim.of insert.use of barr. method unt.7 days aft.insert.adv.

Contraindications: Act./hist.of ven./arter. thromboembol. disords., known/suspect.sex-ster. sensit. malign., pres./hist.of liv.tumours, pres./ hist.of hepat.dis.as long as liv.funct.val.not return.to norm., known.suspect. pregn., undiagn. vag.bleed.

Side effects: V.comm: Vag.infects., headache, acne, breast tendern./ pain, irreg.menstruat., incr.weight. Comm.: Incr.appet., affect.labil., depress.mood, nervousn., decr.libido, dizzin., hot flush., abdom.pain, naus., flatul., alopec., dysmenorrh., ovar.cyst., impl.site pain/react., fatig., influenz.like illn., pain, decr.weight. Uncomm.: Pharyngit., rhinit., UTI, hypersens., anx., insomn., migraine, somnol., vomit., constip., diarrh., hypertrichos., rash, prurit., back pain, arthralg., myalg., musculoskelet. pain, dysur., genit.discharg., vulvovag. discomf., galactorrh., breast enlargem., genit.prurit., pyrex., oed. Unknown freq.: Incr.BP., seborrh., urticar., angioed., aggrav.angioed.&/heredit.angioed., insert./ remov.of impl.may cause bruis., loc.irrit., scarr., fibros./infect.at impl.site, paraesthes. /paraesthes.-like events, expuls./migrat. of implant., ectop.pregn.

Warnings and special precautions: Excl.pregn. bef.use, period. med. assess.advis. with spec.ref.to BP., poss.incr.risk of breast Ca., rem.in event of pregn./confirm.thrombos./in case of long-term immobil.due to surg./ill., ass.risk fact.known to incr.ven./arter. thromboembol., poss.eff.on periph. insul.resist.& gluc.tol.in diab.wom., wom. treat.for hyperlipidaem., excl.ectop.pregn.in case of amenorrh./abdom.pain, rem.if sust.hypertens. dev./ if signif.BP incr.does not adeq.resp.to meds., ref. to special.if ac./chron.liv.funct.dist.occ., women with tendenc.to chloasma should avoid expos. to sun/UV radiat., more freq.replacem.may be req.in wom.with high.bod.weight., poss.jaund./ prurit.relat.to cholestas/gallstone format./ porphyr./ SLE/haemolyt.uraem.syndr./Sydenham’s chorea/ herpes gestation./otoscleros.-relat.hear. loss/ angioed., ovar.cysts, reduc.effic.with concom. meds. known to decr.etonogestrel plasma conc., use non-hormon.contracept.dur.treatm.with hepat.enzym.-induc.meds.& for 28 days aft.its discont., rem.of impl.and prescr.of non-hormon. contacept.recomm.with long-term hepat.enzym.-induc. meds, does not prot.against HIV infect. & other STDs.

Interactions: Meds.induc.cytochrome P450 can incr.sex horm.clear, incr.plasm.lev.with CYP3A4 inhibits., poss.interfer.with metab.of other meds. e.g.cyclospor.tiss.& plasma conc. incr./lamotrigine tiss./plasm.conc.decr., HIV protease inhibits.e.g. nelfinavir/ NNRTIs e.g. nevirapine &/or meds. used to treat HCV e.g. boceprevir/ telaprevir may poss. affect.effic. Ref. to prescrib.info of concom. meds.to identify poss.interacts.

 XE "Jarina" JARINA, (Aspen Pharmacare) Bayer [P/S]

21 active tabs: Drospirenone 3 mg, ethinylestradiol 0,03 mg & 7 inact.tabs.

Indications: Oral contracept.

(S3) TABS, 43/18.8/0782

3001904-001: 28, R132,00
Dosage: 1 tab.at same time dly.x28 consecut.days commenc. 1st day of menstr.cycle start subseq. pack day aft.last tab of curr.pack. Withdraw.bleed. may not have finish.bef.next pack is start.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Levette" LEVETTE, (Cipla Medpro), Actor Pharma [P/S]

21 yellow tabs: levonorgestrel 0,15 mg, ethinylestradiol 0,03 mg, 7 white placebo tabs.

Indications: Oral contracept., dysfunct.uter.bleed. control, prim.dysmenorrh.where contracept.also desir.

(S3) TABS. 47/18.8/0525

721606-001: 28, R95,40
Dosage: 1 tab.dly.at same time x28 consec.days, commenc. 1st day of menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect.head note
 XE "Lexilev" LEXILEV, Pharma Dynamics, [P/S]

21 yellow tabs: levonorgestrel 0,15 mg, ethinylestradiol 0,03 mg, 7 white placebo tabs.

Indications: Fertil.contr.in women, dysfunct.uter.bleed.control, sympt.treatm.of prim. dysmenorrh.where contracept.also desir.

(S3) TABS, 52/18.8/1022

3007262-001: 28, R79,04
Dosage: 1 tab.dly.at same time, pref.after even.meal/ at bedtime for x28 consec.days, commenc.1st day of menstr.cycle with yellow tabs. During 1st cycle use alt. contracept.for 14 days. Start new pack day after last tab.even if still bleed. If change from another OC begin on day pt.would start new pack of prev.product. Change from pregesterone only pill (POP): Start on 1st day of bleed.even if POP has beeen taken and discard remain. POP.Post partum &-abortum: Start 21 days after vag.delivery, prov. pt.fully ambulant without puerperal complicat., addition. contracept.for 1st 7 days. After 1st trimester abort.start immed. If not breastfeed.start immed.after delivery. Missed tab.: Take missed yellow tab as soon as remember. If 2 consec.tabs missed, take both as soon as rememb.and next tab as usual, If 3 consec.yellow tabs missed, disc.use and discard pack. Start new pack on day 8 after last tab. Each time a tab is missed use additional contracept.for 14 days. If pt miss placebo, still protected if yellow tab is taken on proper day.GI upset: Vomit & diarrh.may red.effic.
Contraindications, Side effects, Special warnings and precautions, Interactions: See sect.head note

 XE "Leyla" LEYLA, Austell [P/S]

24 Active tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg & 4 inact.tabs.

Indications: Oral contracept., mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not assess.beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 47/21.8.2/0333

3005428-001: 28, R128,69
Dosage:Start on 1st day of menstr.cycle, 1 tab.at same time dly.x28 days. Start each subseq.pack aft.last intake of prev.pack. Withdr. bleed.may not have finish.bef.next pack start.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Logynon ED" LOGYNON ED, Bayer [P/S]

6 pale brown tabs: Levonorgestrel 0,05 mg, ethinylestradiol 0,03 mg. 5 small white tabs: Levonorgestrel 0,075 mg, ethinylestradiol 0,04 mg. 10 ochre tabs: levonorgestrel 0,125 mg, ethinylestradiol 0,03 mg. 7 large white placebo tabs.

Indications: Oral contracept.

(S3) TABS, N/21.8.2/113
825956-005: 28, R62,93
Dosage: 1 tab.at same time dly.from 1st day of cycle.

Contraindications, Side-effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Marvelon 150/30" MARVELON 150/30, Organon [P/S]

21 larg.white tabs: desogestrel 0,15 mg, ethinyloestradiol 0,03 mg. 7 small white placebo tabs.

Indications: Oral contracept.

(S3) TABS, Q/18.8/324

825964-008: 28, R121,88
Dosage: 1 tab.dly.at same time.x28 consecut. days, start.on 1st day of cycle from green sect. mark. with appropr.day of the wk.
Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.
 XE "Medilevo" MEDILEVO (Unicorn) Actor Pharma [P/S]

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect. sex.intercourse/recognis.fail.of mechanic. methods, intend.for emerg.only & unsuit.for reg.contracept.

(S2) TABS, 44/21.8.2/0808

3000062-002: 1,5 mg, 1, R71,99
Dosage: 1 tab.as soon as poss.pref.within 12 hrs. but not later than 72 hrs.aft. unprotect.sex. intercourse. Avoid all furth.unprotect.sex. intercourse until next menstr.per.using only mechanic. &/chemic. contracept.methods.

Contraindications: Pregn./poss.pregn., undiagnos. vag.bleed., hist.of/curr.high risk of arter. dis., sev.hepat.impairm., horm.-depend. neoplasm, act.thromboblast.dis., rep.use within one menstr.cycle, porphyr., not for women with ectop. pregn.risk.

Side effects: Freq: Pre-menstr.syndr.-like sympts., alt.menstr.cycl., irreg. menstr.bleed./ spott., weight chang., oed., hyperglycaem., psych./ GI disords., drowsin., dizzin., headache, breast tendern., fatig. Less freq: Anaphylax./anaphylact. reacts., Cushing’s syndr., hot flush., depress., insomn., adren.suppress./insuff./ hypotens./ thromboembol./ thromb.format., alt.LFT, jaund., skin reacts.incl.chloasma/allerg.reacts., hair loss, hirsut., galactorrh., breast/libido chang. Freq. unknown: Advers.eff.on ser.lipids, appet.chang., fluid retent., GI disturbs., urticar., fev., bone marr. density loss, osteoporos., osteoporot.fract.

Warnings and special precautions: Eval.pts. becom. pregn.even with emerg.contracept.for ectop. pregn., not recomm.with prev.ectop.pregn./ salpingit.hist., eff.on conceptus in event of fail.not known theref.pregn.test if in doubt, not to be used diagnost.for pregn.test. & not giv.in miss./incompl. abort., next menstr.per.poss.earlier/later than usual, pract.necess.precaut.against STD transmiss., malabsorpt.syndr., liv.dysfunct., funct. ovar. cyst, diab.mellit., hypertens., migraine, thromboembol. disord., epilep., asthma, card./ ren.impairm., depress., not for lact.intol.indiv., secret. in breast milk.

Interactions: Poss.decr.effic./metabol.enhanc.by liv. enzym. induc.eg.anticonvuls./rifabut./rifampic. /griseofulv. /ritonavir/Hypericum perforatum.

 XE "Medinor" MEDINOR, (Cipla Medpro), Actor Pharma [P/S]

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect.sex.intercourse/recognis.fail.of mechanic. methods.

(S2) TABS, 44/21.8.2/0810

3000741-001: 1,5 mg, 1, R71,99
Dosage: 1 tab.as sngl.admin.ASAP pref.within 12 hrs. but not later than 72 hrs.aft.unprotect.sex. intercourse.

Contraindications: Poss.pregn./pregn, undiagnos. vag.bleed., hist.of/curr.high risk of arter.dis., sev.hepat.impairm., women with hormone-depend.neoplasms, act.trophoblast.dis., rep.use within one menstrual cycle, porphyr., ectop. pregn.risk, emerg.use only & not for reg. contracept.

Side effects: Freq: Premenstr.syndr.-like sympts., alt./ irreg. menstr.cycles/bleed., spott., weight changes, oed., hyperglycaem., nervousn., mood changes, drowsing., dizzin., headache, abdom. pain/ cramp., diarrh., N&V, breast tendern., fatig. Less freq: Anaphylax./anaphylact.react., Cush. syndr., hot flush, ment.depress., insomn., adren. suppress./insuffic., hypotens., thromboembol./ thromb.format., alt.LFT, jaund., acne, melasma/ chloasma, allerg.skin reacts., hair loss, hirsut, galactorrh., breast changes incl.gynaecomast., libido changes. Freq.unknown: Poss.advers.effs. on ser.lipids, appetite changes, fluid retent., GI disturbs., urticar., fev., bone min.density loss, osteoporos., osteoporot.fract.

Warnings and special precautions: Caref.eval. of pts.becom. pregn.for poss.ectop.pregn., not suit. for pts.at risk of ectop.pregn., eff.on conceptus in event of fail. not known, not for reg.contracept., not for use for diagnost.pregn. test., do not admin.in missed/ incomplete abort., pract.neccess.precaut.against STD transmiss., next menstrual period poss.earlier/ later than usual, malabsorpt.syndr., liv.dysfunct., funct.ovar.cyst, diab.mellit., hypertens., migraine, thromboembol. disord, epilep., asthma, card.& ren.impairm., depress., lact.intol., eval.effs.bef. driv./perform. complicat.tasks, secret.in breast milk theref.avoid x6 hrs.aft.admin., avoid unprotect.sex.intercourse till next menstr.period using only mechan./chemic. contracept.methods

Interactions: Metabol.enhanc.by liv.enzym. induc. eg.anticonvuls./rifabut./rifampic./griseofulv. /ritonavir & Hypericum perforatum decr.eff.

 XE "Melodene" MELODENE, Bayer [P/S]
21 hormonal tabs: Gestodene 0,075 mg, ethinylestradiol 0,02 mg, 7 non-hormonal tabs.

Indications: Oral contracept.

(S3) TABS, 31/18.8/0462

842893-008: 28, R140,55
Dosage: 1 tab.at same time dly.commenc.1st day of menstr.cycle.

Contraindications, side-effects, special precautions and drug interactions: See sect. headnote.

 XE "Mercilon" MERCILON, Organon, [P/S]

21 larg.white tabs: desogestrel 0,15 mg, ethinyloestradiol 0,02 mg. 7 small white placebo tabs.

Indications: Oral contracept.

(S3) TABS, Y/18.8/78

825972-019: 28, R140,80
Dosage: 1 tab.dly.at same time.x28 consecut. days, start.on 1st day of menstr.cycle from green sect.mark.with appropr.day of the wk.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Merdeza" MERDEZA, (Cipla Medpro), Actor, [P/S]

21 white tabs: desogestrel 0,15 mg, ethinyloestradiol 0,02 mg. 7 green placebo tabs.

Indications: Oral contracept.

(S3) TABS, 49/18.8/0711

3006185-001: 28, R89,32
Dosage: 1 tab.dly.at same time.x28 consecut. days, start.on 1st day of menstr.cycle from silver sect.mark.with appropr.day of the wk.

Contraindications, Side effects, Special warnings and precautions, Interactions: See sect.headnote.

 XE "Microval" MICROVAL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Levonorgestrel.

Indications: Fertil.contr.

(S3) TABS. E/18.8/58.

826006-019: 30 µg, 28, R92,72
Dosage: 1 tab at same time dly.commenc.1st day of menstr.cycle.

Contraindications, Side-effects, Special precautions, Drug interactions: See sect.head note.

 XE "Minerva-35" MINERVA-35, Aspen Pharmacare
See Section 14.6
 XE "Minesse" MINESSE, Pfizer [P/S]

24 act.yellow tabs: Gestodene 60 µg, ethinyloestradiol 15 µg, 4 white placebo.tabs.

Indications: Pregn.prevent. 

(S3) TABS, 33/18.8/0341

879576-006: 28, R153,69
Dosage: 1 tab.dly at same time dly.pref. aft. even.meal/at bedt. x28 consec.days, commenc.1st day of menstr.cycle.

Contra-indications, side-effects, special precautions & drug interactions: See sect. headnote.

 XE "Minulette" MINULETTE, Pfizer [P/S]

21 white tabs: gestodene 75  µg, ethinyloestradiol 30  µg, 7 red placebo tabs

Indications: Pregn.prevent.

(S3) TABS. W/18.8/11

826014-003: 28, R136,79
Dosage: 1 tab.at same time dly. pref.aft.even. meal./at bedt. commenc.1st day of menstr.cycle.

Contra-indications, Side-effects, Special precautions, Drug interactions: See sect.

head note.

 XE "Mirelle" MIRELLE, Bayer [P/S]

24 act.yellow tabs: Gestodene 0,06 mg, ethinylestradiol 0,015 mg, 4 inact.tabs.

Indications: Oral contracept.

(S3) TABS, 33/18.8/0364

880418-001: 28, R151,74
Dosage: 1 tab.dly at same time x28 consec.days, commenc.1st day of menstr.cycle.

Contraindications, side-effects, special precautions & drug interactions: See sect. headnote.

 XE "Mytricon" MYTRICON, Mylan [P/S]
Medroxyprogesterone acetate.

Indications: Inject.contracept.(ovulat.suppress.)
(S4) INJ 52/21.8.2/0991. 150 mg/ml.

3005353-001: 150mg/ml; 1x25ml; 
R1 243,56

Dosage: 150 mg IMI 3 mnthly. Recomm.1st admin. given dur.1st 5 days after onset of menstrual period./ within 5 days post part.if not breast feed./ if exclus.breastfeed.at/ aft.6th week post partum.
Contraindications: Undiagn.vag./ urin.tract bleed./ breast pathology, thrombophlebit./ hist. thereof., sev.liv.funct.impairm., bef.menarche.

Side effects: Freq: Nervousn., depress., libido chang., headache, dizzin., abdomin. pain/-discomf./-distens., naus., alopec., acne, rash, back-/ extremity pain, vag.discharge, breast tendern., dysmenorrh., genit.tract. infect., oed., fluid retent, asthen., weight chang.

Less freq.: Breast Ca, anaem., bld.disord., hypersens.reacts. e.g.anaphylact./ anaphylactoid reacts., angio-oed., incr.-/ decr. appet., moon face, insomn., anorgasm., emot.disturb., effect.disord., irritabil., anxiety, somnol., seiz., paraesthes., migraine, paralys., syncope, vertigo, tachycard., hot flush., thrombo-embol.dis., hypertens., varicose veins, dyspn., pulmon.embol., GI disturbs., rect.haemorrh., abnorm.hepat.funct./ -enzymes, jaund., hirsut., prurit., urticar.,chloasma, lipodystroph., dermatit., ecchymos., scleroderma, skin striae, arthralg., muscle spasms, osteoporos., osteoporot.fracts., dysfunct.uterine bleed., galactorrh., pelv.pain, dyspareun., suppress.lactat., vaginit., amenorrh., breast pain, metrorrhag., menometrorrhag., menorrhag.,vulvovag. dryness, breast atropy, ovar.cyst, premenstr.syndr., endometr.hyperplas., breast mass, bldy. nipple exudate, vag.cyst, breast enlargem., lack of ret.to fertility, sensat.of pregn., prolong.anovulat., virilisat., feminisat., chest pain, pyrex., fatig., inject.site react./ atrophy/ indentat./ dimpling / nodule/ lump/ pain/ tendern., thirst, dysphon., axillary swell., bone dens.decr., glucose toler.decr., cervic.smear abnorm.

Warnings and special precautions: Assess person./ fam. hist prior to use., loss of BMD in adolesc./ early adulthood & pre-menopaus. women theref.consid.risk/ benef. assessm., bone loss is > with incr.durat.& compl. revers.may not be poss., risk benef.analys.in women with osteoporot./ osteoporos.risk fact., adeq. Ca.& vit.D intake recomm., developm.of thrombo embol.S&S and do not re-challenge, thrombo embol./ coron.vascul.dis.hist., ophthalm.eval.if vis.disturbs./ migraine exper., when treat. cert.cancers cortic.-like activ. report. with the very high dos., progestat.agent. dur. pregn.not recomm., diabet., rec.trophoblast.dis., poss.masks onset of climacter., liv.dis./ dysfunct., not recomm.for second. amenorrh./ dysfunct.uter.bleed., hypercalcaem., condit.affect.by fluid retent., Cushingoid sympts.in high dos., investig. abnorm. bleed., ment.depress.hist./ depress.sympts., consid.alternat.long term (>2 yrs) birth control methods, menstr.cycle disrupt., physic.examin.pts bef.treatm.with specif. ref.to breast & pelvic.organs as well as perform pap.smear, excl.organ.causes if bleed.irreg., adeq. diagn.meas.indicat.for undiagn.vag.bleed., cert.lab. endocr.& liv.funct.tests poss.affect., overall slight/ no incr.breast Ca risk, consid.not re-admin.meds if jaund. devel., no protect.against HIV(AIDS) infects./ other STD’s
Interactions: Bioavailabil.depress.by aminoglutethimide., decr.serum oestrog.lev., ACTH & hydrocortis.bld.lev.poss.decr.

 XE "Nessifem" NESSIFEM, (Cipla Medpro), Actor Pharma [P/S]

24 act.yellow tabs: Gestodene 60 µg, ethinyloestradiol 15 µg, 4 white placebo.tabs.

Indications: Oral contracept.

(S3) TABS, 47/18.8/0344

3005891-001: 28, R137,62
Dosage: 1 tab.dly at same time dly.pref. aft. even.meal/at bedt. x28 consec.days, commenc.1st day of menstr.cycle.

Contra-indications, side-effects, special precautions & drug interactions: See sect. headnote.

 XE "Nordette" NORDETTE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

21 yellow tabs: levonorgestrel 150 µg, ethinyl oestradiol 30 µg, 7 red placebo tabs.

Indications: Fertil.contr.in women, dysfunct.uter. bleed., symptomat.treatm.of prim.dysmenorrh.

(S3) TABS. F/18.8/229.

826030-009: 28, R117,38
Dosage: 1 yellow tab.dly. x21 days, then 1 red tab.dly x7 days, take at the same time dly, commenc on 1st day of mens.

Contraindications, Side-effects, Special precautions, Drug interactions: See sect.head note.

 XE "Norlevo" NORLEVO, (Cipla Medpro), Actor Pharma [P/S]

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect.sex.intercourse/recognis.fail.of mechanic. methods.

(S2) TABS, 33/21.8.2/0471

880612-002: 0,750 mg, 2, R71,99
Dosage: 2 tabs.as sngl.admin.ASAP pref.within 12 hrs. but not later than 72 hrs.aft.unprotect.sex. intercourse.

Contraindications: Pregn./poss.pregn., undiagnos. vag.bleed., hist.of/curr.high risk of arter.dis., sev.hepat.impairm., rep.use within one menstrual cycle, missed/incomplete abort.

Side effects: Bleed.not relat.to menses, menses delay.by more than 7 days, irreg.bleed.&spott., CNS effs., GI disturbs., breast/libido changes, fatig., pre-menstr.syndr.-like sympts., alt.menstr. cycles, advers.eff.on ser.lipids, appetite/weight changes, fluid retent., oed., acne, melasma/ chloasma, allerg.skin reacts., urticar., hair loss, hirsutism, ment.depress., anaphylax./anaphylact. reacts., alt.liv.funct.tests, jaund.

Special precautions: Caref.eval.of pts.becom. pregn. for poss.ectop.pregn., not suit.for pts.at risk of ectop.pregn., eff.on conceptus in event of fail. not known, emerg.use only & not for reg. contracept., secret.in breast milk, mechan./chemic. contracept.for bal.of menstrual cycle., ment. depress. hist., pract.neccess.precaut.against STD transmiss.

Drug interactions: Metabol.enhanc.by liv.enzym. induc.(eg.anticonvuls./rifabut./rifampic./ griseofulv. /ritonavir/Hypericum perforatum decr. eff.

 XE "Nur-Isterate" NUR-ISTERATE, Bayer [P/S]

Norethisterone enantate

Indications: Hormon.contracept.

(S4) OILY SOL.FOR IM INJ, J/21.8.2/136
748552-006: 200 mg/ml, 1x1 ml, R58,22
Dosage: Admin.extrem.slow,deep IM. Prevent sol. reflux by appl.plaster over inj.site.

No preced.hormon.contracept: First inj.within 1st 5 days of menstr.cycle. Chang.from combin. OC: Start immed.on day aft.last act.tab. Chang.from progestog.-only method: Any day from minipill without a break. Implant/IU syst: on day of remov. Anoth. inj. when next inj.is due. Barrier meth.advis. addit.for first 7 days aft.inj. Foll.abort./deliv: Start.immed.provid.no medic. object.

Managem.of inj: Next 3 inj: 8 wkly.with subseq. inj. given at 12 wkly.interv. No adeq.contracept. will be avail from 13 th wk. onwards if inj.interv. extend. Should it be imposs.to maint. the 84-day inj.interv., a 2 mnth.regim.may be used. Pregn. must be rul.out if no withdr.bleed.has occur.within preced.10 wks.

Contraindications: Known/suspect.pregn., ven. thromboembol.disords./hist., arter.& CV dis./hist., uncontrol.hypertens., ac.hepat.dis./hist of sev. hepat. dis.where liv.funct.not return.to norm., prim.bil. cirrhos., Dubin-John.syndr., Rotor syndr., benign/malign.liv tumours./hist., idiopath.jaund.-/prurit.of pregn.hist., known/suspect.sex.ster. influenc.malign., diab.mellit.with vasc.involvem., lipometabol. disturbs., undiagn.vag.bleed., prophyr.
Side effects: V.common: Uter./vag.bleed.incl. spott., short last.amenorrh. Common: Hypersens., incr.weight, dizzin., headache, naus., skin disord., inj.site react., Uncommon: Depress.mood, breast discomf., bloat.
Special warnings and precautions: Incr.risk of ven. & arter.thromboembol.dis., discont.bef.prolong immbolisat., no furth.inj. to be admin.with 1st signs of thromboembol.dis./ migraine.headaches for 1st time/recurr.unusual.sev. headaches or new headache pattern/sudd.percept. disords., hepat.tumour different.diagnos.if sev. upper abdom.pain./liv.enlargem./intra-abdom. haemorrh. signs occur, discont.& treat.hypertens.if it occurs, do not use in tenden.to chloasma, extrauter. pregn.hist./one tube miss., treatm.not to be cont.if depress.recurs/exper., diab./gestat.diab. mellit.hist., annual med.check-up, no protect. against HIV &sex.transmit.infect., effic.reduc.with prolong.inj.interv./concom.med., poss.cycle disturbs., att.to persist.amenorrh.if pregn.ruled out, consid.non-hormon.cause of persist./new bleed. irregul., norm.concept.abilit.ret.within 4-5 mnths. aft last inj.so investig.in women who want childr.if cycle pattern fail.exper., poss.interrupt.of breastfeed. if newborn suffer.from sev./ persist. jaund.

Interactions: Refer to lit.of concom.meds., microsom. induc.incr.sex horm.clear.due to enzym. induct., max.enzym. induct.gen.seen within few wks. but sust.for at least 4 wks. aft.ther.stopp., addit.barr. contracept.adivs. dur.& 28 days aft. concom. med.discont., poss.incr./ decr.of progest., substanc. incr.clear.of sex horm.(dimin.eff.by enzyme induct.) eg.phenytoin, barbiturates, primidone, carbamazepine, rifampicin & poss. also oxcarbazepine, topiramate, felbamate, griseofulvin, rifabutin & St John’s wort., plasma conc.with HIV/HCV prot.inhibit.& non-nucleoside reverse transcript.inhibit., known CYP3A4 inhibits.poss. incr.progest.plasma lev.

 XE "Ovral 28" OVRAL 28, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

21 white tabs: norgestrel 500 µg, ethinyl oestradiol 50 µg, 7 red placebo tabs.
Indications: Fertil.contr.in women, cert.menstr. irreg.

(S3) TABS. H1644 (Act 101/1965)

826138-004: 28, R98,83
Dosage: 1 tab at same time dly, commenc. 1st day menstr.cycle aft.even.meal/bedtime.

Contraindications, Side-effects, Special precautions, Drug interactions: See sect.head note.

 XE "Plan B" PLAN B, Elttab [P/S] 

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect.sex. intercourse/ recognis.fail.of mechanic. methods.

(S2) TABS, 36/21.8.2/0212

721167-001: 0,75 mg, 2, R60,48
Dosage: 2 tabs. ASAP pref.within 72 hrs.aft. first unprotect.sex. intercourse. Addit.dos.to be giv.if pt. vomit. with.2 hrs.of admin. 

Contraindications: Pregn./susp.pregn., lactat., unexpl. vag.bleed., breast Ca, hist. of/curr.high risk of arter.dis., not recomm.in childr.

Side effects: GI disturbs., weight chang., fluid retent., oed., allerg.skin reacts., chloasma, melasma, depress., breast chang.somet. gynaecomast., disturb.bleed.patterns incl.spott., early or delay.mens., libido chang., hair loss, hirsutism, CNS effs., fev., headache, pre-menstr. syndr.-like sympt., anaphylax, anaphylact.reacts., alter.LFT.

Special precautions: Pregn.exclud.bef.init.ther., emergenc. only & unsuit.for reg.contracept., consid. longt. contracept.method if a woman presents for repeat.cours.of emerg.contracept. which does not protect against sexual.transm. infect., excl.pregn.if next mens.per.is 7 days overdue, unprotect.intercourse more than 72 hrs. earl. in same menstr.cycle, abstin./barrier meth. advis. unt.next per., drs.visit 3 wks.aft.Plan B admin., sev.hypertens., diab.mellit.with nephropathy, retinopathy of vasc.dis., ischaem. heart dis., stroke, past breast Ca hist., secret.in breast milk, caref.eval.of pts.becom.pregn.for poss. ectop.pregn., eff.on conceptus in event of fail. not known, vomit./sev.diarrh./poss. malabsorpt. e.g. Chron’s dis.

Drug interactions: Metabol.enhanc./reduc.eff. with some meds.incl.barbits./phenytoin/ carbamazepine/ phenylbutazone/rifampicin/ ritonavir/ ampicill./griseofulv./other antibiot., oral antidiab./ insul.requirem.poss.chang. 
 XE "Qlaira" QLAIRA, Bayer [P/S]
2 dark yellow tabs: oestradiol valerate 3 mg, 5 med.red tabs: oestradiol valerate 2 mg, dienogest 2 mg, 17 light yellow tabs: oestradiol valerate 2 mg, dienogest 3 mg, 2 dark red tabs: oestradiol valerate 1 mg, 2 white placebo tabs.

Indications: Oral contracept.

(S3) TABS. 43/18.8/0591

716676-001: 28, R208,87
Dosage: 1 tab.at same time dly.commenc.1st day of menstr.cycle

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Rubaz" Rubaz, Pharma Dynamics [P/S]

24 Active tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg & 4 inact.tabs.

Indications: Oral contracept., mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not assess.beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 50/21.8.2/0342

3006169-001: 28, R115,67
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.
 XE "Ruby" RUBY, Pharma Dynamics [P/S]

21 hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,03 mg & 7 inact.tabs.

Indications: Oral contracept.

(S3) TABS, A43/18.8/0648

716207-001: 28, R123,82
Dosage: 1 tab.at same time dly.x28 consecut.days commenc. 1st day of menstr.cycle start subseq. pack day aft.last tab of curr.pack. Withdraw.bleed. may not have finish.bef.next pack is start.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Triphasil" TRIPHASIL, (Aspen Pharmacare: Pharma) Pharmacare (P/S)
6 brown tabs: ethinyl oestradiol 30 µg, levonorgestrel 50 µg. 5 white tabs: ethinyl oestradiol 40 µg, levonorgestrel 75 µg. 10 yellow tabs: ethinyl oestradiol 30 µg, levonorgestrel 125 µg. 7 red placebo tabs.
Indications: Fertil.contr.in women, dysfunct. uterine bleed.& prim.dysmenorrh.where contracept. desir., may benefit women on contracept. with co-incident.acne.

(S3) TABS. N/18.8/0040.

825832-004: 28, R104,80
Dosage: 1 tab at same time dly, commenc.1st day menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect.head note.

 XE "Vonel" VONEL Ranbaxy [P/S]

Levonorgestrel

Indications: Prevent of pregn.within 72 hrs.of unprotect.sex.intercourse/recognis.fail.of mechanic. methods.

(S2) TABS, 49/21.8.2/0574

723165-001: 0,75 mg, 2, R63,71
Dosage: 2 tabs.as sngl.admin.pref.within 12 hrs. but no later than 72 hrs.aft.unprotect.sex. intercourse. The earlier admin.the more effect. Furth. unprotect.intercourse to be avoid.with only mechan/ chemic.contracept.till next menstr.per.

Contraindications: Pregn./susp.pregn., undiagn. vag.bleed., hist. of/curr.high risk of arter.dis., sev. hepat.impairm., repeat.use as undesir.hormon. stress & poss sev.cycles disturbs.poss.

Side effects: Anaphylax, anaphylact.reacts., disturb.bleed.patterns incl.spott., early or delay. mens., hyperglycaem., adren.insuffic., Cush.syndr. premenstr.syndr.-like sympts., alt.ser.lipid profiles, weight chang., drowsin., mood changes, nervousn., insomn., ment.depress., dizzin., headache, hypotens., thromboembol., GI disturbs., jaund., alter.LFT, skin rash, melasma, hot flush., hair loss, hirsut., acne, urticar., bone min.density loss, osteoporos., osteoporot.fract., breast tendern/-pain/-chang., ovar.enlargem., ovar.cyst format., galactorrh., decr.libido, gynaecomast., fatig., oed., fluid retent., fev.

Warnings and special precautions: Emerg.only & unsuit.for reg.contracept., reliabil.of contracept. taken x21 days great., high ectop.pregn.risk,caref. evaluat.of pts.becom.pregn.for poss.ectop.pregn., eff.on conceptus in event of fail.not known, not to be used for pregn.diagnos./in miss.or incompl. abort., no protect against STD’s., consult healthcare prof.3 wks.aft.admin., known/suspect. breast malign/tumours, undiagn.urin.tract bleed., hepat.dis., ment.depress.hist., hypertens., card./ ren.impairm., asthma, epilep., migraine, condits. aggrav.by fluid retent., diab.mellit., unsafe in porphyr., lact.intol., excret.in breast milk with breastfeed.poss.6 hrs.aft.admin.

Drug interactions: Metabol.enhanc./reduc.eff. with some meds.incl.anticonvuls./rifampicin/ rifabut./griseofulv./ritonavir/St John’s Wort, ciclospor.plasma conc.incr.
 XE "Yasmin" YASMIN, Bayer [P/S]

21 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,03 mg & 7 inact.tabs.

Indications: Oral contracept.

(S3) TABS, 34/18.8/0494

700089-001: 28, R176,11
Dosage: 1 tab.at same time dly.commenc.1st day of menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Yasmin Plus" YASMIN PLUS, Bayer [P/S]

21 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,03 mg, levomefolate calcium 0,451 mg & 7 hormone free tabs.with levomefolate calcium 0,451 mg

Indications: Oral contracept.& improv.folate status in women seek.oral contracept.

(S4) TABS, 45/18.8/0535

723736-001: 28, R169,09
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle.

Contraindications, side effects, special precautions, drug interactions: See sect. headnote.

 XE "Yaz" YAZ, Bayer [P/S]

24 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg & 4 inact.tabs.

Indications: Oral contracept., mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not assess.beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 41/21.8.2/0842

712856-001: 28, R213,35
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle.

Contraindications, Side effects, Special precautions, Drug interactions: See sect. headnote.

 XE "Yaz Plus" YAZ PLUS, Bayer [P/S 
24 Hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,02 mg, levomefolate calcium 0,451 mg & 4 hormone free tabs.with levomefolate calcium 0,451 mg

Indications: Oral contracept.& improv.folate status in women seek.oral contracept, mod.acne vulgaris in women seek oral contracept., premenstr. dysphoric disord.(effic.not asses beyond 3 cycles) where OC choosen as method of birth control. Not eval.for treatm.of PMS.

(S4) TABS, 45/21.8.2/0534

723730-001: 28, R203,87
Dosage: 1 tab.at same time dly.x28 days commenc. 1st day of menstr.cycle.

Contraindications, side effects, special precautions, drug interactions: See sect. headnote.

 XE "Ynez" YNEZ, AI Pharm [P/S]

21 hormonal tabs: Drospirenone 3 mg, ethinylestradiol 0,03 mg & 7 inact.tabs.

Indications: Oral contracept.

(S3) TABS, 44/18.8/0397

3001912-001: 28, R120,96
Dosage: 1 tab.at same time dly.commenc.1st day of menstr.cycle start subseq.pack day aft.last tab of curr.pack. Withdraw.bleed.may not have finish.bef.next pack is start.

Contraindications, Side effects, Special precautions and warnings, Drug interactions: See sect. headnote.

 XE "Zoely" ZOELY 2,5/1,5 mg, AI Pharm [P/S] 
24 hormon.tabs: Nomegestrol acetate 2,5 mg, estradiol hemihydr.1,5 mg & 4 inact.tabs
Indications: Oral contraception

(S3) TABS, 45/18.8/0064

720904-001: 28, R182,86
Dosage: 1 tab.at same time dly.x28 consecut.days commenc.1st day of menstr.bleed. Start subseq. pack immed.aft.finish.prev.pack irrespect.of pres./absenc.of withdr.bleed.

Contra indications, Side effects, Warnings and special precautions, & Drug interactions: See sect.headnote.
See also MDR page 102.
17.1.2
Locally acting
 XE "NuvaRing" NUVARING, Organon [P/S]

Etonogestrel 11,7 mg, ethinylestradiol 2,7 mg 

Indications: Contracept.

(S3) VAG.RING. 38/34/0171.

715533-001: 1, R191,79
Dosage: Insert & leave in place for 3 contin. wks. Remov.aft. 3 wks.of use on same day of wk.ring was insert. New ring to be insert.aft.ring-free interv.of 1 wk.

No hormon.contracept.use in preced.cycle: Insert on day 1-5, during 1st cycle barrier method is recomm.for 1st 7 days

Chang.from combin.oral contracept.: Insert at latest on day follow.tab.-free/placebo tab.interv. of prev.comb.oral contracept.

Chang.from progestog.-only method/ progestog. -releas.IUS: Minipill: Switch on any day. Implant/IUS: Switch on day of remov. Inject.: Switch on day next inject.due.Use barrrier method for 1st 7 days.

Follow.first-trimest.abort.: Start immed.without need.for addit.contracept.meas. If immed.switch undesirab., follow advic.giv.for “No hormon. contracept. used in preced.cycle”, using alt. contracpt.meas.

Follow.deliv./2nd.trimest.abort: Start dur.4th wk. aft. deliv./2nd.trimest.abort.

Deviats.from recomm.regim.& shift./delay. period: Refer to prod.lit.

Contraindications: Pres./hist.of ven.thrombos. with/-out pulm.embol,pres./hist.of arter.thrombos. / prodrom of a thrombos., known predisposit.for ven./arter.thrombos.with/-out heredit.involvem. e.g. APC resist., antithrombin-III defic., prot. C defic., prot.S defic., hyperhomocysteinaem.& antiphospholip. antibod., hist.of migraine with foc. neurolog.sympts., diabet.mellit.with vasc. involvem., pres.of sev./multip.risk fact.for ven./ arter. thrombos., pancreatit./hist.thereof if assoc. with sev.hypertriglyceridaem., pres./hist.of hepat. dis.as long as liv.funct.val.have not return.to norm., pres./hist.of liv.tumours (benign/malign.)., known/suspect.sex-steroid influenc.malign., undiagn. vag.bleed.,known/suspect.pregn., use with hep.C virus meds.comb.meds.ombitasvir/ paritaprevir/ ritonavir with/-out dasabuvir.

Side effects: Common: Vag.infect., depress., decr.libid., headache, migraine, naus., abdom.pain, acne, breast tendern., genit.prurit.fem., pelv.pain., dysmenorrh., vag.disch., weight incr., med. device discomf./expel.Uncommon: Cervicit., cystit, UTI, incr. appetit, mood alt., dizzin., hypoaesthes., vis. disturbs., hot flush., diarrh., vomit., abdom.distens., constip., alopec., eczema, prurit., rash, back/extremit.pain, musc. spasm., dysur., micturit.urg., pollakur., amenorrh., breast discomf./ enlargem./mass, cervic.polyp, coit. bleed., dyspareun., ectrop.of cerv., fibrocyst.breast dis., menorrhag., metrorrhag., premenstr.syndr., uter. spasm, vaginal burn./odour/pain, vulvovag. discomf./ dryn., fatig., irritabil., malaise, oed., sensat. of foreig.bod., BP incr., contracep.device complic./-break.Rare: Venous-/artrial thromboembol.Not known: Hypersens.reacts incl.angioed.& anaphylax., urticar., penis disord., galactorrh., vag.injur.

Special warings and precautions: Incr.risk of arter.& ven. thrombot.& thromboembol.diseas./events, incr.risk of VTE, thrombos., incr.in freq./sever.of migraine poss. reason for immed.discont., poss.incr.tumour risk., incr. risk of pancreatit.in women with hypertriglyceridaem./ fam.hist.thereof, susp.use of ring & treat if sustain.clinic.signif. hypertens. develops, poss.deteriorat.of jaund./ prurit.relat.to cholestas/gallstone format./ porphyr./SLE/ haemolyt. uraem.syndr./Sydenham’s chorea/ herpes gestation./otoscleros.-relat.hear. loss/ angioed., ac/chron.disturb.of liv.funct.may necessit. discont.until.markers of liv.funct. ret. to.norm. recurr.cholestat.jaund.&/prurit.relat.to cholestas. first occurr.dur.pregn./prev.use of sex steroids necessit.discontinuat., poss.eff.of periph. insul. resist& gluc.tol. in diab.wom., Chrohn's dis./ ulcerat. colit. have been assoc.with hormon. contracept., women with tendenc.to chloasma should avoid expos.to sun/UV radiat., diffic.insert. may be exper.in pts.with uterin.cerv.prolaps., cystocele &/rectocele, sev/chron.constip., consid. incorr. posit.of. ring in case of cystit.sympts., period. med.assess.advis.with spec.ref.to BP/ breasts/ abdom.& pelv.orgs.incl.routin.cervic. cytolog., does not prot.against HIV infects. & other STDs., non-compl./concom.meds.reduc.effic., use barrier meth.dur.treatm.with hepat.microsom. enzym.-induc.meds.& concom.antibiot.& 28 days aft. discont. hepat.microsom.enzym.-induc.meds/7 days aft.discont.antibiot.,if concom.med.admin. runs beyond 3 wks. of ring-cycl.next ring should be insert. immed.without usual ring-free interv., excl. malign./ pregn.if bleed.irreg.occ.aft.prev.reg.cycl. while dev.used accord.to recomm.regim., lab.test results poss.alt. incl.biochem.param.of liv/thyr./ adren./ ren.funct., plasma lev.of carr.prots., lipid/ lipoprot. fracts., param.of carbohydr.metabol., param. of coagulat./fibrinolys.

Interactions:. Meds.induc.microsom. enzym. can incr.sex horm.clear, poss.contracept. fail. with antibiot., poss.interfer.on metab.of other meds. e.g. cyclospor.tiss.& plasma conc.incr. /lamotrigine tiss./plasma conc.decr. Ref.to prescrib. info of concom.meds.to identify poss. interacts.
17.1.3
Contraceptive devices
CONTRA-INDICATIONS: Confirmed or suspected pregnancy; congenital or acquired distortions of uterine cavity or cervical canal; pathology of endometrium or myometrium associated with menstrual disorders; uterine depth less than 6 cm or greater than 9 cm; acute or subacute pelvic inflammatory disease or past history of recurrent pelvic inflammatory disease; acute or chronic cervicitis; undiagnosed abnormal uterine bleeding; post-partum subinvolution of the uterus; past history of ectopic gestation; known or suspected malignancy of reproductive organs; cervical dysplasia where definitive diagnosis and appropriate treatment have not been provided; proven allergy to copper and any disorder to copper metabolism (copper IUD's only). 

WARNINGS: If pregn.occurs in a patient with an IUD in situ there is an increased risk of spontaneous abortion & of septic abortion. Ectopic pregnancy & pelvic inflammatory diseases are more common in IUD users. Embedding & perforation of the uterus may occur.

PRECAUTIONS: Patient should be counselled, a complete medical history obtained and a physical examination performed before insertion. Anaemia or history of menorrhagia or hypermenorrhoea; valvular or congenital heart disease; menopause; an allergic skin reaction may develop with IUCD's. Neurovascular reactions may occur during insertion or removal.

KYLEENA (MDR Listing)

MIRENA (MDR Listing)
 XE "Kyleena" KYLEENA, Bayer [P/S] 
Levonorgestrel 

Indications: Contracept.up to 5 yrs. in women ≥ 18 yrs.
(S4) IU DEL SYST, A47/32.9/0037

3000026-001: 19,5 mg, sngl with access., R3 479,25
Dosage: Insert.by healthcare profess.exper.& train.in IUS insert. Handle using asept.techniq. 

Insertion: Insert.into uterine cavity < 7 days of onset of menstruat./immed.aft.1st trimest. abortion. Ref.to prod.lit.for insert.instruct. Can be replac. with new syst.at any time dur.cycle

Postpartum insert: Postpone insert.until uterus fully involut.& not earlier than 6 wks.aft.deliv., if involut. substant.delay.consid.wait.until 12 wks postpart.

Removal: Remove no later than end of 5th yr., if pt. wish.to contin.using same method a new syst. can be insert.immed.follow.remov.of origin.syst.

Contraindications: Pregn., ac./recurr.pelvic inflamm. dis., condits.assoc.with incr.risk of pelvic infects. incl.gonorrh. & other STIs, ac.cervicit./ vaginit., postpart.endometrit./infect.abort.dur.past 3 mnths., cervic.neoplasm, uter./cervic.malign., progestog.-depend.tumours, postmenopaus.wom., ac. liv.dis./liv.tumour, abnorm.uter.bleed.of unknown aetiology, congenit./acquir.uter.anomal. incl.fibroids which would interfer with insert./ retent.of IU syst.

Side effects: Infreq./freq./prolong.bleed., amenorrh., spotting, oligomenorrh., ovar.cyst, vulvovaginit., upper genit.tract infect., dysmenorrh., breast pain/discomf., device expuls., genit. discharge, uter.perforat., depress.mood/ depress., headache, migraine, GI disords., acne/ seborrh., alopec., hirsut, hypersens.incl.rash/ urticar./ angioed., morphologic.changes of endometr. & weak loc.foreign body react., proced. pain/ bleed., may precipit.vasovag.react.incl.seiz. in epilept. pts., streptococc.sepsis.

Warnings and special precautions: Inform.pt of benef.vs risk bef.insert., conduct physic. examin. incl.pelvic examin./examin.of breast/cervic.smear, re-examin.pt. 4-12 wks.aft.insert. & once a year thereaft./ more freq.if indicat., excl.pregn.& STDs, genit.infects.to be successful.treat.prior to insert., fundal posit.imp. for max.effic.& reduc.risk of expuls., caut./consid.remov.in focal migraine with asymmetric.vis.loss/other sympts.indic.trans. cerebr. ischem./sev.headache/jaund./mark.incr.in BP/ sev.arter.dis.incl.stroke & MI, congenit.heart dis./ valvul.heart dis.at risk of infect.endocardit., monit.bld.gluc.conc.diabet.as gluc.tol.poss.affect., infreq./incr.bleed./amenorrh., consid.pregn.if menstruat. does not occur within 6 wks.of prev. onset, eval.pt.fully for risk facts.assoc.with pelvic infect., bacteriolog.exam.& monitor.advis.with any sympts. indic.infect., remove in case of recurr. endometrit./pelvic inflamm.dis/ac.infects that are sev./non-respons.to treatm., expuls./part.expuls., perforat./penetrat.of uterine corpus/cervix, incr. ectopic pregn.risk, excl.pregn.if remov.threads not vis.on follow-up examin., incr.perforat.risk assoc. with insert.while breastfeed.& for upto 36 wks.aft. giv.birth, ovar.cysts/enlarg.ovar.follicl., remove if pregn.occ.& excl.ectop.pregn., safety & effic.not eval.in pts <18 yrs/ren.impairm., not for use as post-coital contracept.

Interactions: Incr.clear.of levonorgestrel with phenytoin/ barbiturates/primidone/ carbamazepine/ rifampicin/oxcarbazepine/ topiramate/ felbamate/griseofulvin/St. John’s wort., incr./decr.levonorgestrel plasma conc. with HIV/HIC protease inhibits./non-nucleoside reverse transcript.inhibits.

 XE "Mirena" MIRENA, Bayer [P/S] 
Levonorgestrel.
Indications: Contracept., idiopath.menorrhag., endometrial hyperplas.protect.dur.oestrog. replacem. ther.

(S4) IU SYST. A32/34/0332.

20 µg/24 hrs.(52 mg/syst.).

852252-005: 1 Pack, R3 479,27
Dosage: . Effect.for 5 yrs. Insert 1 unit into the uterine cavity within 7 days of menstruat.onset./ immed.aft.1st trimest.abort./6 wks.postpart. May be replaced at any time of cycle/when remov.old syst.

For endometr.protect.dur.oestrog.replacem.ther. insert any time in amenorrh.woman/dur.last days of menstruat/withdr.bleed. Do not remove aft.day 5 of menstr.cycle in sexual.act.wom.unless pregn.desir.

Contraindications: Known/suspect.pregn., low. genit. tract infects., PIDs, postpartum endometrit., infect.abort.over past 3 mnths., cervicit., cervic. dysplas., uter./cervic.malign., undiagn.abnorm. uter.bleed., progestog.-depend.tumours, congenit./ acquir. uter.anomaly incl.fibroids if they distort uter.cavity, condits.assoc.with incr.infect. suscept., ac.liv.dis./tumour, not post-coit. contracept.

Side effects: V.common: Headache, abdom./ pelv. pain, bleed.chang., spott., oligomenorrh., amenorrh., vulvovaginit., genit.disch. Common: Depress., migraine, naus., acne, hirsut., back pain, upper GIT infect, ovar.cyst, dysmenorrh., breast pain, IUD expell. Uncommon: Alopec. Rare: Uterine perforat., incr.BP. Unknown: Hypersens. incl.rash/ urticaria/angioed., breast Ca. risk.

Warnings and special precautions: Use.with caut. aft.special.consultat.or remov.should be consid. if follow.condits.exist or arise for the 1st time: migraine/foc.migraine with asymmetric.vis. loss or other sympts.indicat.trans. cerebr. ischaem./ except.sev.headache/jaund./mark.incr. BP/sev.arter.dis.eg.stroke or MI, congenit./valvul. heart dis.pts.at risk of infect.endocardit.when antibiot. prophylax.recomm.at syst.insert./remov., monit. bld.gluc.in diab., ven./arter.thrombo-embol., excl. pregn.if menstruat.miss.within 6 wks.of prev. menstruat.onset but rep.pregn.test unnecess.in amneorrh.unless pregn.indicat.by other S&S, with contin.oestrog.replacem.ther.non-bleed.patt. develop. grad.dur.1st yr., remov.dev.if recurr. endometrit./ pelv.infects./ac.infect.unrespons.to ther. exper./displac,expuls.of syst.poss.indic.by incr. bleed., post thread,perforat./penetrat.of uter. corpus or cervix poss.with insert.& incr.risk in post partum insert., risk of perforat.incr.with fix. retrovert. uterus, incr.ectop.pregn.risk with prev. ectop. pregn./tubal surg/pelv.infect., excl.pregn.if retriev.thread not visible on follow-up exam., delay. follicul.atres.& contin.folliculogenes., remove syst. in case of accident.pregn.& also consid. terminat., due to loc.hormon.expos. teratogenic. esp.virilisat.cannot be excl.in any cont. pregn., found in breast milk, syncope/ bradycard/ dizzin.dur.insert./remov.of IU syst., poss. seiz.in epilept., pelvic infects., oligo./ amenorrh., inform pt.of risks & S/E, excl. endometr. pathol.bef.insert., investig. bleed.irreg. that develop.dur.prolong.treatm., full gynaecolog. exam.bef.insert.& re-exam.4-12 wks. aft.insert.& 1 yr.thereaft., immed.appropr.diagnost.therapeut. meas. for S&S of thrombos./retin.thrombos., irreg. bleed.may mask some S&S of endometr. polyps/ Ca, not 1stcontracept.choice in nulligrav. women/post menopaus.with advanc.uter.atrophy, confirm./ suspect.hormon.depend. neoplas. incl.breast Ca., bld.malign./leukaem., thrombophleb.

Interactions: Progestog.metabol.poss.incr.by concom. subst.known to induc.drug-metabolis. enzym.incl.cytochrome P450 enzym.
 XE "Nova-T 380" NOVA-T 380, Bayer [P/S]

Polyethylene IUD wound with copper wire with a silver core. Copper surf.area is 380 mm2. Modif.T shaped polyethylene body is impregn.with barium sulph. Fe oxide impregnat.removal threads are attach.to the vertical arm of the T. 

Indications: Contracept.
(S4) IUD, 34/34/0132

530671-003: 1 Pouch, R565,09
Contraindications, Side effects, Special precautions: See sect.headnote.

17.2
Vaginal preparations 
(See also 19.6.2)

CANESTEN (MDR Listing)

LOMEXIN (MDR Listing)

METROGEL-V (MDR Listing)
 XE "A-Por" A-POR VAGINAL, (Aspen Pharmacare: Consum) Pharmacare [P/S]

Clotrimazole.
Indications: Relief of vag.itch./burn.& discharge assoc.with recurr.vag.yeast infect./vag.candidias.

(S1) VAG.CREAM. Z/20.2.2/376. 10 mg/g.

826960-006: 50 g+6 vag.applicat., R28,24
Dosage: Insert 5 g PV bef.retir.x6 consecut.days. Two applic./day x6-12 days if necess. Treat.partn. loc.at same time to prev.reinfect.

Vulvit./vulvo-vaginit: Apply thinly to ext.genital. 2-3xdly x1-2 wks.
Contraindications: Safety in pregn.not est.

Side effects: Loc.reacts., low abdom.cramps, incr. urin. freq./skin rash in syst.absorpt.

Warnings and special precautions: Pref.to complete treatm.bef.menstruat.however cont. dur. per.if necess., treat partner, not for use in pts.und. 12 yrs.

 XE "Adco-Normospor" ADCO-NORMOSPOR, AI Pharm Ltd [P/S]

Clotrimazole.
Indications: Vaginal yeast infects.(main. candidias.)

(S1) VAG.CREAM. 27/20.2.2/0173. 10 mg/g.

832421-006: 50 g + 6 applic., R39,02
Dosage: 5 g deep PV.at night x6 or 7 consec. nights, may be applied 2xdly if necess. for 6 -12 days.

Candida vulvit./vulvo-vaginit: Apply thin.to extern.genital. 2-3xdly x1-2 wks. Treat partn. locally to prev.re-infect.
Contraindications: Safety in pregn.not est.

Side effects: Loc.reacts., lower abdom.cramps, incr.urin.freq./skin rash with syst.absorpt.

 XE "Canalba" CANALBA VAGINAL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Clotrimazole.
Indications: Vag.itch./burn & discharge assoc. with vag.yeast infects.

(S1) VAG.CREAM. 29/20.2.2/0130.

831875-003: 10 mg/g, 50 g+6 applicat. R33,21
Dosage: Insert 5 g PV bef.retir.x6 consecut.days. Two applic./day x6-12 days if necess. Vulvit./vulvo-vaginit: Treat.partn.loc.at same time to prev.reinfect. Apply thinly to ext.genital. 2-3xdly x1-2 wks.
Contraindications: Safety in pregn.not est.

Side effects: Loc.reacts., low abdom.cramps, incr.urin.freq./skin rash in system.absorpt.

 XE "Candaspor" CANDASPOR, Ranbaxy [P/S]

Clotrimazole.
Indications: Vag.candidiasis.

(S1) VAG.CREAM. Y/20.2.2/289.

831883-006: 10 mg/g, 50 g + 8 applicat., R41,53
Dosage: 1 applic.PV.bef.retir.x6 days/or if necess. 2xdly x6-12 days.

Candida vulvit./vulvo vaginit: Apply thinly to extern.genital. 2-3xdly x1 wk.
Contraindications: Safety in pregn.not est.
Side effects: Loc.irrit., contact allerg.dermatit., in syst.absorpt.low abdom.cramps, incr.urin.freq./ skin rash.

Special precautions: Treat partner loc.with cream simultan.

 XE "Candizole V" CANDIZOLE V, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Clotrimazole.
Indications: Relief of vag.itch./burn.& discharge assoc.with recurr.vag.yeast infect./vag.candidias.

(S1) VAG.CREAM. 27/20.2.2/0150. 10 mg/g
832596-019:, 50 g with 6 applicat., R33,21
Dosage: One applicat.(5 g) PV.on retir.x6-7 consecut.days. 

Candida vulvit: Apply thin.to extern.genital.2-3 xdly for 1-2 wks. Treat partner loc.to prevent re-infect.
Contraindications: Safety in pregn.not est.

Side effects: Loc.reacts.

Warnings and special precautions: Pref.to complete treatm.bef.menstruat.however cont. dur. per.if necess., treat partner, not for use in pts.und. 12 yrs.

 XE "Canesten" CANESTEN, Bayer Consum. [P/S] 
Clotrimazole

Indications: Genit.region infects.(vaginit.)caus.by Candida

(S1) 1 VAG TAB, [P/S] Q/20.2.2/281

712264-019: 500 mg, 1 + applicat., R161,74
Dosage: Insert the tab.pv at night. 2nd treatm.may be carried out if necess.

(S1) 1 VAG CREAM, [P/S] U/20.2.2/205

831891-009: 500 mg/5 g, 5 g, R197,05
Dosage: Sngl.dos.treatm.insert.at night.

(S1) 3VC CREAM, A39/20.2.2/0589. 20 mg/g.

718559-001: 20 g + 3 applic., R214,99
Dosage: 1 applic.(5 g) pv at night x3 days. If necess. 2 applic./day (ie.morn & night) x6-12 days.

Canida vulvit./vulvo-vaginit: Apply thin.to extern. genitalia 2-3 x/day x1-2 wks. Treat partn.loc.at the same for sympts.pres.to prev.re-infect.

(S1) DUOPAK, [P/S] 30/20.2.2/0111

VAG TAB 500 mg & CREAM 100 mg/10 g

825042-003: 1x500 mg tab. & 10 g cream + applicat., R180,65
Dosage: Insert tab.into vag.at night, apply cream to infect.areas. A second course may be given.

Side effects: Burn., irrit., prurit., rash, oed., genit. peel., erythema, discomf., contact allerg. dermatit., pelvic pain, allerg.react.(syncope/ hypotens./ dyspn./GI disords), abdom.pain, vag.haemorrh.

Warnings and special precautions: Seek medic. advice if sympt.return within 2 mnths to elimin. underly.med.cause. do not use tampons, intravag. douches/spermicide/other vag.preps. concom., avoid vag.intercourse, may reduc.effic.& safety of concom.latex prod.theref.refrain from sex. intercourse, not dur.menstr.if poss., treat. partner loc.with cream simultan., insert tabs without applic.dur.pregn.if advis.by dr, safety in pregn.not est., avoid in 1st trimest. pregn., excret.in breast milk, pref.to use vag.cream in cases where 500 mg tab.does not disintegrate.eg vag.dryn. assoc. with menopause, do not use in girls und. 12 yrs. unless on medic.advice, discont.if rash/ new irrit.occurs, avoiod eye contact, 

Interactions: Poss.incr.tacrolimus /sirolimus (with oral admin) plasma lev.

 XE "Canstat" CANSTAT, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Nystatin

Indications: Candida albicans monilias., adjuv. prophylax.of second.bact.infects.dur. antibiot./ corticoster.ther.

(S1) VAG.TABS, D/20.1.7/170. 100 000 u

806536-004: 15 +applic., R148,46
Dosage: 100 000 -200 000 u dly. Cont.dur. menstruat.

Side effects: Irrit., allerg.cont.dermatit.

 XE "Dalacin VC" DALACIN VC, Pfizer [P/S] 
Clindamycin phosph. equiv.to clindamycin base

Indications: Bact.vaginosis.

(S4) VAG.CREAM. 27/20.1.1/0292. 20 mg/g.

832340-006: 40 g, R245,56
Dosage: 1 applicat.(5 g) PV.at bedt.for 3-7 cons. days.

Contraindications: Clindamycin/lincomycin hypersens., antibiot.asoc.colit./ulcerat.colit/ Crohn’s dis., pregn.& lactat.

Side effects: V.common: Vulvovagcandidias. Common: Fung.& candida infects., headache, dizzin., dysgeus., URTI, abdom.pain, constipat., diarrh., N&V, prurit., rash, back pain, UTI, glycosur., abnorm.labour, vulvovaginit., vulvovag. disord., menstr.disord., vulvovag.pain, metorrhag., vag.discharge, Uncomm: Bact.infect., hypersens., vertigo, epistax., abdom.distens., flatul., breath dour, urticar., erythema, dysur., trichomon. vulvovaginit., vag.infect., abnorm.microbiolog.test find. Not known: Skin candida, hypethyroid., GI disord., dyspeps., maculopul.rash, endometrios., inflammat., pain. Post market: Pseudomembr. colit.

Warnings and special precautions: Investig. prolong./signif. diarrh., some assoc.pseudomon. colit., avoid vag.intercourse/other vag.prod., safety & effic.in childr.not est., incompat.with condoms/ vag.contr.diaph: use within 72 hrs.not recomm.

Drug interactions: System.admin.enhanc. neuromusc. block act., Lincomycin cross resist., in vitro antagon.with erythromycin.

See also MDR page 619.
 XE "Diflucan" DIFLUCAN, Pfizer Laboratories (Pty) Ltd
See Section 18.10
 XE "Fluomizin" FLUOMIZIN, AI Pharm [P/S] 
Dequalinium chloride 10 mg

Indications: Bact.vaginosis.

(S2) VAG.TABS. 55/18.6/0091. 

3005335-001: 10 mg, 6, R288,60
Dosage: 1 tab dly PV.at bedt.for 6 consec.days. Interr.treatm.during menstruat.& resume afterw. 

Contraindications: Ulcerat.of vag.epithel.& vag.port.of cervix, young girls not had 1st menstruat.

Side effects: Common: Vag.candidias., vag.discharg., vulvovag.prurit./- burn. sens.Uncomm: Bact.vaginit., fung.skin infect., vulvovaginit., headache, naus., vag.haemorr./-pain.Not known: Cystit., ulcerat.& macerat.of vag.epithel., uter. bleed., redn., vag.dryn., allergic reacts.like urticar., erythema., exanthem., swell., rash/prurit, fev.

Special warnings and precautions: Do not use within 12h bef.birth, no S&E on re-treatm., poss.incr.vag.ulcerat.risk with higher dose/incr.durat., no S&E data in women >55 & <18 yrs., use in pregnan. only if clearl.necess.

Interactions: Concom.intravag.soaps/ spermic./douche not recomm., concom. non-latex condom.& other intravag. device not recomm.for 12h aft.treatm. 
See also MDR page 65.
 XE "Fungistop Vaginal" FUNGISTOP VAGINAL, Biotech [P/S]

Clotrimazole.
Indications: Infect.of the genital region(vaginit.)caused by vag.candida.

(S1) VAG.CREAM. 27/20.2.2/0338 10 mg/g
832359-009: 50 g with 6 or 8 applicat., R28,75
Dosage: Insert content of one applicat.(5 g) PV.on retir.x6 consecut.days. 

Candida vulvit./vulvo-vaginit.: Apply thin.to extern.genital.2-3 xdly for 1-2 wks. Treat partner loc.to prevent re-infect.
Contraindications: Excret.in breastmilk, stop breastfeeding during treatm.

Side effects: Allergic reacts., abdom. pain, contact allerg.dermatit., genital peel., prurit., oed., erythem, discomf., burn., irritat., pelvic pain, vag.haemorr., urin.freq.,skin rash.

Special warnings and precautions: Consult, med practition.if abdom.pain/ fev./ foul-smell.vag.discharge before/ during use, recurr.infect.poss.underl. cause, do not treat during menstruat., do not use tampons/ vag.douches/ spermicides/ other vag.preparat.during treatm., not for use in pts.< 12 yrs, discont.if skin rash/ new irritat., avoid eye contact., contains cetostearyl alcoh., safety in pregn.not est.

Interaction: May damage latex contracept.eg.condom/ diaphr., use alternat.precaut.till 5 days after treatm., refrain from sex.intercourse to prev.HIV & STD’s during treatm., incr.tacrolimus plasma lvl.
 XE "Glenmark Clotrimazole" GLENMARK CLOTRIMAZOLE,
Glenmark. [P/S]

Clotrimazole

Indications: Vag.itch., burn.& discharge assoc. with recur.vag.candidias.

(S1) VAG.TABS. 32/20.2.2/0042, 0041

717842-001: 500 mg, 1+applicat., R97,54
717811-002: 100 mg, 6+applicat., R37,94
Dosage: Insert 1x500 mg tab pv bef.retir. OR 1x100 mg tab pv bef.retir.x6 consec. days.

Side effects: Loc.reacts., contact allerg. dermatit., in system.absorpt.low.abdom. cramps/ naus./diarrh./incr.urin.freq., shortn.of breath, decr. BP & imp.consciousn. & hypersens.skin rash.

Special precautions: Insert tabs without applic. dur. pregn.if advis.by dr, 1st trimest.pregn.as safety not est., best to admin.betw.menstr.cycles, treat. partner loc.with cream simultan.

 XE "Gyno-Daktarin" GYNO-DAKTARIN, (J & J) Janssen-Cilag [P/S]

Miconazole nitrate.

Indications: Vag.itch., burn & discharge assoc. with recurr.vag.candidias.

(S1) COMBIPAK, [P/S] U/18.6/103.

VAG.CAPS 400 mg & VAG.CREAM 100 mg/5 g.

812358-007:3x400 mg caps/1x20g cream, R193,74
Dosage: Insert 1 cap bef b/time PV.x3 consecut. days & apply cream around entrance to vag.morn. & even. A second course may be given.

Side effects Genit.prurit.female, vag.burn. sensat., dysmenorh., vag.disch./haemorrh./pain, headache, UTI, abdom.pain., naus., skin rash, dysur., rosacea, uritcar., allerg.condits.incl. anaphylact. & anaphylactoid reacts., prurit., applicat. site.reacts., vulvovag.discomf.

Special precautions: Girls und.12 yrs unless und. medic.supervis., discont.if skin rash/new irrit. occurs., may decr.effectiven.of latex contracept. agents, monit.anticoag.eff.of oral anticoag./oral hypoglycaem. & phenytoin, use only dur.1st trimest. of pregn.aft.consid.benefit:risk ratio, incr. risk for spontan.abort., lactat.

Drug interactions: Inhibit.CYP3A4/2C9, incr.eff. & S/E with concom.oral hypoglycaem.& phenytoin.

 XE "Innospore" INNOSPORE, Innovata Pharm [P/S]

Clotrimazole.

Indications: Relief of vagin.itch./ burn.& discharge assoc.with recurr.vag.yeast infect.(vag.candidias.)

(S1) VAG CREAM, 27/20.2.2/0068. 10 mg/g

711138-002: 50 g+ 6 applicat., R21,19
Dosage: 5 g deep PV at night x6 consec.nights, may be applied 2xdly if necess.x6-12 days.

Candida vulvit./vulvo-vaginit: Apply thin.to extern. genital.2-3xdly x1-2 wks. Treat partn. locally to prev.re-infect.

Contra-indications: Poss.absorp., safety in pregn.not est.
Side-effects: Loc.reacts., contact allerg.dermatit., in system.absorpt.low abdom. cramps, incr.urin. freq./skin rash.

Special warnings and precautions: Advise pt to consult dr if no improvm.in 3 days/ sympts persist for 7 days/ if abdom.pain/ fever/ foul smell.vag.discharge/ sympts.recur in 2 months, in pregn./ lactat./girls <12 yrs.use under med.supervis., do not use dur.menses, discon.if skin rash/ new irrit., may red.effect.of latex product eg.condoms & diaphr.

 XE "Medaspor" MEDASPOR, Cipla Medpro [P/S]
Clotrimazole.

Indications: Fung.vaginit./vulvovaginit.mainly Candida.

(S2) VAG.CREAM. 27/20.2.2/0285. 10 mg/g.

832391-018: 50 g+8 vag.applicat., R43,39
Dosage: Insert 5 g PV.bef.retir.x6 consec.days. Two applicl./day x6-12 days if necess. Treat. partn. loc.at same time to prev.reinfect.

Vulvit./vulvo-vaginit: apply thinly to ext.genital. 2-3xdly x1-2 wks.
Contraindications: Safety in pregn.not est.

Side effects: Loc.reacts., low abdom.cramps, incr. urin.freq./skin rash in syst.absorpt.

 XE "Metrogel V" METROGEL V, iNova [P/S] 
Metronidazole

Indications: Bact.vaginosis

(S2) VAG.GEL, 33/20.2.6/0243. 37,5 mg/5 g
706439-001: 40 g+5x5 g vag.applicat., R257,50
Dosage: Not recomm.dur.menses.

1 applicat.full (i.e. 5 g) into vagina once dly at bedt.x5 days.
Contraindications: Metronidaz./other nitroimidazole/ parabens sensitiv., pregn., safety & effectiven.in childr.not est.

Side effects: Freq: Vag.candidias., N&V, metal. taste in mouth, abdom.pain, decr.appetite, diarrh., constip. Less freq: Agranulocytos., leucopen., pancytopen., thrombocygtopen., angioed., skin rash, prurit., vulvovag.itch./burn.& swell., cramps, urethr.discomf., dark urine, anaphylax. Freq.unknown: Ac.pancreatit., mood/ ment.stat.changes, insomn., hallucinat., periph.neuropathy, epilept.seiz.(high oral ther.), myop., optic neuropath., col.vis.defects, decr.vis., scotomas, erythema, rash, aborm.vag.discharge, incr.pelv.press. Post market: Incoordinat., insomn., flush., cystit., incontin., taste modificat.

Warnings and special precautions: Excret. into breast milk, reacts. report.with oral admin. poss., ren.fail., presentat.of prev.known/or prev.unknown candidias., bld.dyscras., CNS dis., caref. benefit vis risk assesm.in Cockayne syndr. using only if not alternat.treatm.avail.& then perform. liv.funct.tests prior/dur.& at end of treatm., in Cockayne syndr.discont.if liv.funct. becomes mark.elev.& pts.to report sympts.of potent. liv.injury, poss.disulfiram-like react.as assoc. with oral admin., taper/discont.concom.Li bef.init.ther., anticoag.ther.

Interactions: Poss.Li retent., anticoag.eff.of warfar. & other coumar.anticoags.potent.with oral ther.

See also MDR page 367.
 XE "Premarin" PREMARIN, Pfizer [P/S] 
Conjug.oestrog.

Indications: Post-menopaus.& senile vulvo-vaginit., atroph.vaginit., prurit.vulvae caus.by. atroph.chang.in vulv.epithelium, dyspareun. assoc.with atroph.vag.epithelium., prior to plast. pelv.surg.in menopaus.

(S2) CREAM, G3019. 0,625 mg/g.
832448-001: 42,5 g+applicat., R244,13
Dosage: Admin.cyclic: 3 wks on, 1 wk off. For short use only.

Atroph.vaginit: Admin. low.dos.to contr.sympt. & discont. as prompt.as poss. Usual. ½ to 2 g dly.depend. on sever.of condit.

Contraindications: Known /suspect.pregn., undiagn.abnorm.genit. bleed., known/ susp./hist of breast Ca, hist of non-cancer.breast dis., prev. radiat. ther.to chest/breast, known/suspect. oestrog. depend. neoplas., act./hist.of arter. thromboembol. dis., prev.DVT, prev.pulm.embol., inherit. thrombophil., known prot.C/-S or antithromb. defic./other known thrombophil. disords., act./chron.liv. dysfunct./dis., known inherit. genet.mutat. BRCA1 & BRAC2 genes, menstrual periods bef.age 12 yrs., prev. diethylstilbestrol expos.

Side effects: Vagnit.incl.vag.candidias., cystit.-like syndr., breast & ovar.Ca, fibrocyst.breast changes, endometr.Ca, enlarg.hepat. haemangiomas, benign meningioma growth potentiat., anaphylact./anaphylactoid reacts., angioed., hypersens., precocious puberty, gluc.intol., hypocalcaem with dis.predispos.to sev.hyocalcaem., libido changes, mood disturbs., depress., irritabil., dement., dizzin., headache, migraine, nervousn, CVA/stroke, chorea exacerbat., contact lens.intol., retin.vasc. thrombos., MI, pulm.embol., VTE, ven.thrombos., naus., bloat., abdom.pain, vomit., pancreatit., ischaem.colit., gallbladd.dis., cholestat.jaund., alopec., chloasma/melisma, hirsut., prurit., rash, erythema multiforme, erythema nodosum, arthralg., leg cramps, breakthrough bleed/spott., dysmenorrh., pelv.pain, breast pain/-tender./-enlargem/-discharge, vulvovag.discomf.incl. burn./ irrit.& genit.prurit., vag.discharge, leucorrh., gynaecomast.in males, incr.size of uter. leiomyomata, endometr.hyperplas., oed., weight changes, incr.triglycerid., incr.BP.

Warnings and special precautions: Safety & effectiv. in paed.not est., do not start ther.in prepubert. girls bef. epiphys. clos.has occur., caref.observat.of pts.with thrombot.disord.risk fact., incr. stroke risk, thromboembol. (VTE)risk, discont.4-6 wks.bef.surg.assoc.with incr. thromboembol.risk, incr.breast & ovarian Ca risk, yearly breast.exam.advis., incr.endometr.Ca risk, endometr.sampl.in undiagnos.persist/recurr. abnorm. uter.bleed., incr.dement.risk in stud.in women over 65 yrs., gallbladd.dis.risk incr., discont. pend.exam.if sudd.vis.loss/proptos./ diplop./migraine, withdr.if exam reveals papilledema/ retin.vasc.les., sev.hypercalcaem.in breast Ca & bone metastas.pts., angioed.sympts. exacerb.with heredit.angioed., monit.condits.poss. influenc.by fluid retent., pre-exist.hypertriglycerid., imp.liv.funct., past.cholestat.jaund.hist., endometr. hyperplas., BP monit.reg., poss.exacerbat.of asthma/migraine/epilep./diab.mellit.with/without vasc.involvem./SLE/ hepat.hemangiom./ endometrios.& porphyr, dis. predispos.to sev. hypocalcaem., hypothyroid., admin.guid.by clinic. respons rather than hormone lev., poss.weaken of latex condoms, detect.in breast milk.

Interactions: Poss.reduc.plasma conc.with strong CYP3A4 inducers, poss.incr.plasma conc. with CYP3A4 inhibits.

See also MDR page 675-678.
 XE "Synapause" SYNAPAUSE VAG.CREAM, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Estriol

Indications: HRT for treatm.of low.urogenital tract atrophy relat.to oestrog.defic.assoc.with natur/ surg.menopause, pre-& postop ther.in postmenopaus/ ovariectom.women undergo.vag. surg.

(S2) VAG CREAM, V/18.6/201. 1 mg/g

832464-007: 15 g, R224,33
Dosage: Admin.intravag.bef. retir.at night. One applic. till ring mark =0,5 mg.
Low.urogenit.tract atrophy: 1applic/day x1st 2-3 wks. Follow.with grad.reduct.bas.on sympt relief until maint.dos.of 1 applc.2x/wk.achiev.

Pre- & post-op ther: 1 applic./day x2 wks.bef. surg. 1 applic.2x/wk x2wks.aft.surg. Commence post surg.treatm.as soon as applic.poss.

Contraindications: Past/suspect.breast Ca, oestrog.depend.malign.tumours., undiagn. vag.bleed., untreat.endometr.hyperplas., prev. idiopath./curr.ven.thrombo-embol.or risk thereof, thrombophil.disords./dis., pregn.& lactat., act./recent arter.thromboembol.disord., ac.liv. dis/ hist.of liv.dis.as long as LFT fail.return.to norm., porphyr.

Side effects: Unknown freq: Endometrial Ca, dement., gall bladd.dis., loc.irrit.& itch., chloasma/ melasma, erythema multiforme &-nodosum, vasc.purpura, breast tens./tendern & enlargem., breakthrough bleed./spott., cervic.discharge, endometrial hyperplas.
Warnings and special precautions: Phys. exam./ compl.med.& fam.hist.bef.init.ther.& per. indiv.check-ups, condits.pres./occur.prev /aggrav. dur.preg.or prev.HRT may recur.or be aggrav.partic: leiomyoma/ endometrios./risk facts.for thromboembol. disords.or for oestrog.depend. tumours/hypertens./liv.disords./diab.mellit.with or without vasc.involvem./cholelithias./migraine or sev. headache/ SLE/endometrial hyperplas.hist./ epilep./ asthma/otoscleros., discont.ther.in case of jaund./ if liv.funct.deteriorat./signif.BP incr/new onset of migraine type headache/pregn., endometr. hyperplas.and cancer, investig.any vag. bleed., mammograph.density incr.complicat. radiolog. breast Ca detect., incr.breast Ca risk lev.relat.to ther.durat., incr.breast Ca/VTE risk with HRT ther., breast Ca risk incr.when progesterone add., consid. prophylact.VTE meas.follow.surg., excl.thrombophil.predisposit.if person./fam.VTE hist or recurr.spontan.abort.pres., concom. anticoag. treatm., discont.if VTE develops & pts.to report potent. thromboembol.sympts., poss.incr. CV morbidit.risk dur.1st yr of HRT, ischaem.stroke risk with HRT incr.with age, incr.risk of ovarian Ca with oestrog.only HRT products in hysterectom. women, card./ren.dysfunct., concom.treatm. recomm. in vag.infect.
17.3
Oxytocics
PABAL (MDR Listing)

PROPESS (MDR Listing)
 XE "Pabal" PABAL, Ferring [P/S] 
Carbetocin.
Indications: Prevent.of post partum haemorr.due to uterin.aton.follow.Caesar.sect.under epidur./ spin. anaesthes.& vag.deliv.

(S4) INJ, A42/19/0383

718912-001: 100 µg/ml, 5 x 1 ml vials, R1 524,35
Dosage:Admin.asap after deliv. of inft.pref.before deliv.of placenta, do not mix with other infus.fluids 
Caesar.sect.: Sngl.dos.100 µg (1 ml) admin.as IV bolus over 1 min.aft.deliv of inft.

Vag.deliv.: Sngl.dos.100 µg (1 ml) admin.as IM inject./IV bolus over 1 min.aft.deliv of inft.for active.managem.of 3rd stage of labour.
Contraindications: Pregn.& labour bef.deliv., oxytocin & carbetocin hypersens., hepat./ ren.dis., labour induct., ser.CV disords., epilep.

Side effects:After IV admin: Very common: Headache, trem., hypotens., flush., naus., abdom.pain, prurit., feel warmth.Common: Anaem, dizzin., chest-/back pain, dyspn., metal.taste, vomit., chills, gen.pain.Not known: Dysrhyth., bradycard., tachycard., myocard.ischaem.& QT prolong.

After IM admin.: Uncommon: Anaem, headache, dizzin., tachycard., hypotens., chest pain, N&V, abdom.pain, back pain, muscul.weakn., chills, pyrex., gen.pain.Rare: trem., flush., dyspn., prurit., urin. retent.Not known: Dysrhyth., bradycard., tachycard., myocard.ischaem.& QT prolong.
Special warnings and precautions: Use bef.deliv.of inft.not appropr.as uteroton. activ.persists for sev.hrs., if persist.vag/ uterin.bleed. aft.admin.consid.retain.placent.fragm.or perin./vag./cervix lacerat.or inadeq.repair of uter.or disords.of bld. coagulat., single admin only, consid.addit.ther.with other oxytocics in case of persist. uterin.hypoton./ atonia, water intoxicat., poss.hyponatraem., recogn.early signs of drowsin./ listlessn./ headache to prev.convuls.& coma, migraine/ asthma/ CV dis./ states where rapid addit.to extracellul.water may produc. hazard, monit.BP in eclamps.& pre-eclamps.pts., no studies in gestat.DM.

Interactions: Occurr.of interact.known with oxytocin cannot be excl.incl.sev. hypertens.when giv. 3-4 hrs.follow.prophylact.admin.of vasoconstrict. in conjunct. with caudal-block anaesthes., concom.ergot-alkaloids may incr.expos./ BP enhance.eff., not with prostaglandins, inhalat.aneasthetics eg. halothane & cycloprop.may enhance.hypotens eff & weaken carbetocin eff.& poss. dysrhytm.
See also MDR page 292.
 XE "Prandin E2" PRANDIN E2, Pfizer [P/S]
Dinoprostone.
Indications: Labour induct.in at-term/near-term pregn. pts.where there are no foet./matern.C/I.

(S4) VAG.GEL. W/19/455, 456.

835498-026: 1 mg dose, R617,61
835501-027: 2 mg dose, R744,86
Dosage: Init. 1 mg into poster.fornix of vag.canal., aft. 6 hrs.a 2nd.dos.of 1 or 2 mg as necess. Max: 3 mg.
Contra-indications: Grand multiparity (5 or more), no engagem.of the head, prev.uter.surg., cephalopelv. disproport., foetal heart rate pattern suggest.incipient foetal compromise, obstet. condit. where matern./foet.benef.vs.risk favours surg.intervent., unexplain.vag.discharge/uter./vag. bleed.dur.curr.pregn., concom.oxytoc.

Side-effects: Alter.foetal heart rate patterns diagn. as foetal distress, uter.hypercontract./ hyperton, N&V, diarrh., low.BP, back pain, still birth, warm feel.in vag., fev., hypersens.reacts.

Special precautions: Contin.electron.monit.of uter.activ.&foet.heart rate dur.lab induct., compromis. CV/hepat./ren.funct., asthma, consider. uter.rupt.in the pres.of excess.uter.activ. / unusual uterine pain, allow 6 hr.interv.bef. sequent. use of oxytocin, multiple gestat., chorioamniot. membr.rupt., glauc., rais.IOP, eval. clinic.situat.& instit.suit.meas.if uterine hypertonus/ hypercontractilil./where abnorm.foet. heart patterns.devel.

Drug interactions: Oxytocin respons.accent.in pres. of exogen.prostagland.ther.

 XE "Propess" PROPESS, Ferring [P/S] 
Dinoprostone
Indications: Init./continuat.of cervic. ripen.at term from 37 complet.wks. of gestat.

(S4) VAG.INSERT, 33/19/0059. 10 mg/unit

702183-003: 5, R6 515,47
Dosage: Insert one, high into posterior vag. fornix. If aft.12 hrs.cervic.ripen.is insuffic.remove insert. A replacem.second insert may be admin.which must also be remov.no more than 12 hrs.later. Ther. should not involv.more than 2 inserts. Pt.to remain in recumb.posit.for 20-30 mins. Remov.insert when ripen.judged complete or at onset of labour, spontan. membr.rupture/amniotomy, uterine hyperstimulat., hyperton.uter.contract., foet. distress, matern.system. PGE2 adverse effs.at the start of IV oxytocin infus.
Contraindications: Do not insert/leave in place when labour start., membr.ruptur., oxytocic drugs admin., pts.unsuit.to prolong.contracts., prev.maj. uterine surg., prev.cervic./uter.surg., maj.degr.of cephalopelv.disproport., curr.pelv. inflammat.dis. unless treatm.instit., multiple pregn., PGE2 hypersens.
Side effects: Effs.are dos.& route of admin. relat. Cardiotocograph changes & unspecif.foet. distress, incr.uter.activ.with hyperton.contract. with/out foet. distress, GI disturbs., ductus arteriosus potency in pregn.

Special precautions: Monit.foetus & uter. activ., prev.hist of uter.hypertony/glauc./asthma, discont. all NSAID’S or aspirin ther.bef.admin., lung/liv./ ren.dis.

Drug interactions: Potent.oxytoc.drug effs.

See also MDR page 301.
 XE "Prostin E2" PROSTIN E2 0,5 mg, Pfizer [P/S] 
Dinoprostone.

Indications: Induct.of labour where no foet./ matern. contraindicat.

(S4) TABS. J/19/8.

757810-004: 0,5 mg, 10, R789,18
Dosage: Not for vag.use. Adapt to pts.respons.& maint. at low.eff.dos.

Init. 0,5 mg hrly.to a max.single dos.of 1 -1,5 mg till satisfact.respons., then 0,5 mg hrly.for not more than 2 days.

Contraindications: Sens.to prostagland., pts. unsuit. to prolong. contracts.e.g. prev.uter.surg./ caesar. sect./cephalopelv.disproport./suspic./evid. of pre-exist.foet.distress/diffic.lab.or traumat. deliv. hist./grand multiparity (6 or more prev. pregn.)/ no engagem.of the head/non-reassur. foet. heart rate patt./obstet.condit.where matern./ foet. benef.vs.risk favours surg.intervent./ unexplain. vag.discharge/uter.or vag.bleed.dur. curr. pregn.& nonvertex presentat., pelv.inflamm. dis. hist., concom.oxytoc.

Side effects: V.common: GI disords. Common: Uter. contract. abnormalit., foet.distress/alt.foet. heart rate, neonat.distress/low Apgar score. Rare: Incr. risk of post-part.disseminat.IV coagulat.in pharmacologic.induc.lab. Very rare: Hypersens. reacts., trans.vasovag.sympts., card.arrest, hypertens., asthma, bronchosp., rash, back pain, abrupt. placenta, pulm.amniot.fluid embol, rapid cervic.dilat., uter.rupt., neonat.death, still birth, fev.

Warnings and special precautions: Glauc., incr. IOP, asthma/asthma hist., monit.pt.& foetus, allow 6 hr.interv.bef.sequent.use of oxytocin, chorioamniot. membr.rupt., imp. CV/hepat./ren. funct., multiple gestat., with hyperton.uter. contractilit/ tetan.uter.contract.hist. contin.monit. of uter. activ.&foet.heart rate recomm.dur.lab., consider. uter.rupt.in the pres.of sustain.high-tone myometr.contract., pts.with incr.risk of post-part. disseminat.IV coagulat., apply meas.to detect evolv. fibrinolys. ASAP in immed.post-part.phase., excret. in breast milk, embryotox.in lab.animals

Interactions: Oxytocin respons.accent.in pres.of exogen.prostagland.ther.

See also MDR page 684.
 XE "Spec Oxytocin" SPEC OXYTOCIN, Specpharm [P/S]
Synthetic oxytocin.
Indications: Lab.induct.for medic.reasons, enhancem.of labour in uter.inert., Caes.sect.aft. del. of child, prev.&treatm.of post partum haemorrh. & uter.atony,

(S4) INJ, 41/19/0303, A39/19/0074

708939-001: 5 IU/ml, 10x1 ml amps, R799,80
705315-001: 10 IU/ml, 10x1 ml amps, R1 095,46

Dosage: Induct./enhancem.of labour: Admin. by IV drip infus./pref.by variable speed infus. pump. Dil 5 IU/500 ml physiolog.electrol.sol.& infus.at 0,1-0,4 ml/min.(2-8 drps./min) grad.incr. at interv of not less than 20 mins.to desir.respon. Max.rate 2 ml/min. (40 drps./min.) In cases of foet. death/induct.early labour a more conc.sol.of 10 IU/500 ml is advis. Reduc.infus.rate once adeq. lev.of contract.achiev. If no reg.contract.in term/near term pregn.acheiv.aft.infus.of 5 IU discont. Induct.may be start.again on follow.day.

Caes.sect: 5 IU intramurally aft.foet.del.

Postpart.uter.haemorrh prophylax: 5-10 IU IM/ 5 IU slow IV aft.del.of placenta. When induct. infus.admin.cont.infus.at incr.rate dur.3rd stage & next few hrs.thereaft.

Post partum uter.haemorrh: 5-10 IU IM follow. in sev.cases IV infus.of 5-20 iu in 500 ml of non-hydrat.dil.at rate necess.to contr.uter.atony.

Incompl./inevit./miss.abort: 5 IU slow IV, fol.if necc.by IV infus. at 20 to 40 milliunits/min.or high.
Contraindications: Hyperton.uter.contract., foet. distress, cephalopelv.disproport., foet. malpresentat., placenta & vasa praevia, placenta abrupt., cord presentat./prolapse, overdistent./ imp. resist of uterus to rupt.eg.multiple pregn., polyhydramnios., grand multiparity, uter.scar from maj.surg.incl.prev.Caes.sect., prolong.per.in pts. with oxytocin-resist.uter.inertia, sev.PET/CV disords., concom.parent.admin.of other oxytoc.

Side effects: Uter.overstimulat.caus.foet. distress/ asphyx./death/hypertonic./tetanic contracts. or uter.rupture with too high IV dos. used for induct.or enhanc.of labour, N&V, card. arrythm., short-last.hypotens.accomp.with flush & reflex tachycard., card.arrhythm., anaphylact. reacts., , postpart.haemorrh.& fatal afibrinogenaem., dyspn., rash, antidiur.eff.caus. water intoxicat.with prolong./too rapid infus., water intoxicat.assoc.with mat.& neonat. hyponatraem. with prolong.high dos.with large amnts. electrol.-free fluid admin., pelv. haematom., neonat.jaund., retin.haemorrh., rarely matern.death from sev.hypertens.& subarachnoid haemorrh.

Special precautions: Caref.monit.of contract.& foet.heart rate, discont. if uter.hyperactiv./foet. distress pres., only admin.when strict.indicat. und. hosp.& qualif.medic.supervis., never admin. by SC IM/IV bol.inject.when giv.for induct.& enhancem.of labour, borderline cephalopelv. disproport., second.uter.inertia, mild or mod.degr. of pregn. induc.hypertens.or card.dis., pts.over 35 yrs of age, low.uter.segm.Caesar.sect.hist., low infus.vol.in card.disords., avoid tumultuous labour in in-uter.foet.death/meconium-stain. amniot.fluid as amniot.fluid embol.poss., keep. infus. vol.low/use electrol.cont.dil.(not dextr.)/ monit. intake /output & meas.ser.electrol.to minim. water-intoxicat.& hyponatraem.risk, avoid rapid IV inj.when treat./prev.uter.haemorrh.
Drug interactions: Prostagland.may potent. uteroton. eff.& vice vesa, hypotens.eff.enhanc.& act. reduc.by inhalat.anaesth.& caus.card. rhythm. disturbs., may potent.pressor eff.of sympathomim. vasoconstr.agents when giv.dur./ aft. caudal block anaesth.

 XE "Syntocinon" SYNTOCINON, Mylan[P/S]
Synthetic oxytocin.
Indications: Antepartum: Lab.induct.for medic. reas., lab.enhancem.in uter.inert., adj.ther.for managem. of incompl./inevit./missed abort.in early pregn. Postpartum: Dur.Caes.sect.aft.deliv.of child, post-part.haemorrh.& uter.atony prevent.& treatm.

(S4) INJ,  H/19/1967, H/19/1963.

768529-018: 5 IU/ml, 5x1 ml amps, R734,41
768510-007: 10 IU/ml, 5x1 ml amps, R880,70
Dosage:Admin.only und.hosp.condits & qualif. medic.supervis.
Induct.& enhancem.of labour: Dil 5 IU/500 ml physiologic.electrol.sol./5% dextr.sol., I.V.infus.at 0,1-0,4 ml/min.(2-8 drps./min) grad.incr.at interv. >20 min.till contract.pattern.simil.to narm.lab. est. up to max.2 ml/min. 40 drps./min.). Discont.if no regul. contract.aft.total infus.of 5 IU.

Foet.death/induct.early labour: Dil.10 IU/ 500 ml 5% dextr.sol.

Caes.sect: 5 IU slow IV immediat.aft.foet.deliv.

Postpart.uter.haemorrh prophylax: 5-10 IU IM/5 IU slow IV aft.placent.deliv. Cont.infus.at increas. rate dur.3rd stage of labour if used for induct./ enhancem.of labour.

Postpartum uter.haemorrh.treatm: 5 IU by infus./ 5-10 IU IM follow.in sev.cases by IV infus.of 5-20 IU in 500 ml electrol. contain.diluent at rate necess.to contr.uter.atony.

Incompl./inevit./miss.abort: 5 IU slow IV, follow. if necces.by IV infus.at 20-40 milliunits/min.or high.
Contraindications: Hyperton.uter.contract., foet. distress, signif.cephalopelv.disproport., foetal malpresent., placenta & vasa praevia, placenta abrupt., cord prolapse/present., overdistent./imp. resist of uterus to rupt.eg.multiple pregn., uterin. scar from prev.Caes.sect./other surg., polyhydramnios., grand multiparity, prolong.per.in pts. with oxytocin-resist.uter.inertia, sev.PET/CV disords., SC IM/IV bol.inject., concom.parent. admin. with other oxytoc.

Side effects: Uter.overstimulat.caus.foet. distress, asphyx., death, hypertonic., tetanic contracts. or rupture with too high IV dos.used for induct. or enhanc.of labour, antidiur.eff.caus.water intoxicat. with prolong./too rapid infus., haemodynam. form of ac.pulm.oed.without hyponatraem., water intoxicat.assoc.with mat.& neonat. hyponatraem.with prolong.high dos.large infus., large dos.of rapid IV.bolus inject.result in ac. short-last.hypotens.accomp.with flush & reflex tachycard., N&V, headache, card.arrythm., bradycard., dysrhythm., shock, skin rash, anaphylact. reacts., pelv.haematom., neonat. jaund., retin.haemorrh., matern.death, postpart. haemorrh. & fatal afibrinogenaem.

Warnings and special precautions: Pre-disposit. to myocard. ischaem.due to pre-exist.CV dis., known long QT syndr./relat.sympts./meds known to prolong QTc interv., caref.foet.monit., discont. if uter. hyperactiv. /foet.distress pres., cont. infus.dur.3rd stage, borderline cephalopelv. disproport., second.uter.inertia, mild or mod.degr. of pregn.induc.hypertens.or card.dis.in pts.over 35 yrs of age, low.uter.segm.Caes.sect., low infus. vol. in card.disords., use electrol.contain.dil.(not dextr.), monit.fluid intake/output., meas.ser. electrol. if electrol.imbal.suspect., incr.risk of post. part. dissemin.intravasc.coagulat., avoid tumult. lab. in case of in.utero foet.death/pres.of meconium-stain.amniotic fluid

Drug interactions: Prostagland.may enhanc. uteroton. eff.& vice versa, hypotens.eff.enhanc.& act. reduc.by inhalat.anaesth.& their concur.use may caus.card.arrythm.disturbs., meds.known to prolong QTc interv., may potent.pressor eff.of sympathomim. vasoconstr.agents when giv.dur.or aft. caudal block anaesth.

17.4
Uterine antispasmodics
TRACTOCILE (MDR Listings)

 XE "Tractocile" TRACTOCILE, Ferring [P/S] 
Atosiban

Indications: Short term use to delay imminent pre-term birth with gestat. age from 26 –33 complet.wks, reg.uter.contract.of at least 30 secs.durat.at rate of > 4/30 mins., 1-3 cm cervic. dilat.and > 50% effacem.and without signs of foetal distress.

(S4) SOL FOR INJ, 36/18.9/0335

700697-001: 7,5 mg/ml, 0,9 ml/vial, R607,36
(S4) SOL.FOR INFUS.CONC., 36/18.9/0336

700698-001: 7,5 mg/ml, 1x5 ml vial, R1 720,10
Dosage: Only admin.by exper.practit.in obstetr. unit monit.uter.contracts.& foet. heart rate. Commenc. as soon as poss.aft.diagn. Admin.IV in 3 success.stages.

Init.IV bolus dos.6,75 mg (0,9 ml) from sol.for inj. over 1 min., immed.follow.by infus.prepar.from 2 x 5 ml vials conc.for sol.for infus.add.to 90 ml infus. sol.(ie.10 ml of 100 ml infus.bag has been withdrawn) to prepare conc.of 75 mg in 100 ml. Load. infus.dos.of 24 ml/hr.(i.e 18 mg/hr) of prep. sol.over 3 hrs., then reduc.infus.rate to 8 ml/hr (i.e. 6 mg/hr) for up to 45 hrs. Treatm.durat.not to exceed 48 hrs. Tot.dos.of full course pref.not to exceed 330 mg. Consid.alt.ther.if uter.contracts. persist dur.treatm. If re-treatm.necess.also commenc. with bolus follow.by infus.

Contraindications: Gestat.age below 26 or over 33 complet.wks., prem.rupt.of membr.>30 wks. gestat., intrauter.growth restrict., abnorm.foet. heart rate, eclamps., sev.pre-eclamps., intrauter. foet.death, suspect.intrauter.infect., placenta praevia, abruptio placenta, matern./foet.condits. where continuat.of pregn.hazard.

Side effects: Matern.effs.incl: GI disturbs., CNS effs., insomn., hot flushes, tachycard., hypotens., inj.site reacts., hyperglycaem., fev., prurit., skin rash, uter.haemorrh., uter.atony.

Special precautions: Risk:benefit ratio of delay delivery when premat.membr.rupt.cannot be excl., no exper.in imp.ren./liv.funct., limit.clinic.exp.in multiple pregn./gestat.age group betw 24-27 wks./multiple re-treatm., passes into breast milk.

See also MDR page 304.
 XE "Ventolin" VENTOLIN, GSK

Salbutamol sulph.

Indications: Inhibit.of uncomplicat.premat.labour betw.22 - 37 wks. where no medic./obstet.contra-indicat.exists
(S4) INJ. H/10.2.2/118. 500 µg/ml.

775347-019: 5x1 ml, R317,09

Dosage: Med.supervis.& facilit.reqd. Do not admin. in same syringe/infus.as other med. Treatm. durat.not to exceed 48 hrs. Admin.as early as poss.aft.premat.labour diagnos.eval.CV status with contin.ECG monit. Max.sustain.matern.heart rate of 120 beats/min.not to exceed. Discont.if S&S of pulm.oed/myocard. ischaem.develop.
Admin.as sngl.IV inj. Recomm.dos:100-250 µg. Rep.accord.to pt.respons.
(S4) IV INFUS SOL. H/10.2.2/119. 1 mg/ml.

775355-003: 1 mg/ml, 10x5 ml, R3 395,11

Dosage: Do not admin.undil. Dil.in dextr./NaCl or NaCl & dextr.to 10 µg/ml. Treatm.durat.not to exceed 48 hrs. Admin.as early as poss.aft.premat. labour diagnos.eval.CV status with contin.ECG monit. Max.sustain.matern.heart rate of 120 beats/min.not to exceed. Discont.if S&S of pulm. oed/myocard. ischaem.develop.
Infus.rate: 10-45 µg/min.depend.on contract. strength & freq. Init.10 µg/min, incr.rate at 10 min interv.till pt.respons.then incr.slow.till contract. cease. Maint.for 1 hr.then reduc.by 50% decrem. 6 hrly.

Contraindications: Threaten.abort., gestat.age <22 wks., intra-uter.foet.death, lethal congenit./ chromosom.malformat., matern./foet.condit.where pregn.prolongat.is hazard., pulm.hypertens., valvul.heart dis., pre-exist.ischaem.heart dis/its risk fact.

Side effects: V.common: Trem., tachycard., palpitat. Common: Headache, musc.cramps. Uncommon: Myocard.ischaem., pulm.oed. Post market: Hypersens./anaphylact.reacts., potent. ser.hypokalaem., hyperactiv., agitat., card. dysrhythm., periph.vasodilat. N&V, Inj.also: Pain/ sting.when admin IM undil.
Warnings and special precautions: Thyrotoxicos., ser.hypokalaem.poss., no concom. beta-block. meds.admin., incr.bld.gluc.lev. induc. with poss.keto-acidos.developm.in diabet. exagger.by corticoster., monit.diab.& concur. corticoster. ther., co-exist.heart dis.where adeq.CV status eval.to be conduct., concom.O2 recomm.in hypox.pts., not recomm.when membr.rupt./cervix dilat.beyond 4 cm, matern.heart rate incr.betw.20-50 beats.min., fall in matern.BP, monit.fluid/ electrol. bal.& card.resp.funct., safety dur.pregn.& lactat.not.est.

Interactions: Beta-block.meds.should not be prescrib.tog.
17.5
Sexual dysfunction
17.5.1
Others
No products listed
17.5.2
Erectile dysfunction
 XE "Avigra" AVIGRA, (Viatris SA) Pharmacia [P/S]
Sildenafil citr.

Indications: Erectile dysfunct.

(S4) TABS. 43/7.1.5/0887, 0888

716914-001: 50 mg, 2, R46,89

716914-002: 50 mg, 4, R83,40

716914-003: 50 mg, 8, R187,57

716915-001: 100 mg, 2, R93,79

716915-002: 100 mg, 4, R187,59

716915-003: 100 mg, 8, R375,19

Dosage: 50 mg approx.1 hr.bef.sex.activ. May be incr.to 100 mg or decr.to 25 mg depend.on effic.& tol. Max.recom.dos.is 100 mg & max.dos.freq.is 1xdly.

Contraindications: Concomit.nitric oxide donors/ nitrates, hepat.impairm./sev.ren.impairm.& concom. cytochrome P450 3A4 inhibit.it is not known if nitrates can be safely co-admin.at this point., men in whom sex.activ.is inadvis.because of underly.card.vasc.status., safety & effic.of combinat. with other treatm.of erect.dysfunct.not stud., concom.HIV protease inhibit./ritonavir, women, childr.

Side effects: Anaem., leucopen., fac.oed., paramacul.oed., shock, allerg.reacts., thirst, gout, unstable diab., hypoglycaem.react., hyperglycaem., hypernatraem., asthen., atax., hyperton., neuralg., neuropathy, paraesthes., trem., vertigo, depress., insomn., somnol., abnorm.dreams, decr.reflexes, hypaesthes., headache, migraine, syncope, accident.fall /injury, abnorm./temp.vis.loss/decr., diplop., ocul.redn./-swell., incr.intraocul.press, retin.vasc.dis./bleed., vitreous detachm./tract.& conjunctiv., photophob., eye haemorrh., cataract, dry eyes, eye pain, photophob., tinnit., deafn., ear pain, ser.CV events, hypotens., ang.pect., AV block, tachycard., palpitat., postur.hypotens., card.arrest, heart fail., abnorm.ECG, cardiomyopathy, nas.congest., asthma, dyspn., laryngit., pharyngit., sinusit., bronchit., incr.sput.& cough., dyspeps., abdom.pain, vomit., glossit., colit., dysphag., gastrit., gastro-enterit., oesophagit., stomatit.,dry mouth, rect.haemorrh., gingivit., abnorm.liv.funct.tests, flush., urticar., H.Simplex, prurit., sweat., skin ulc., contact./ exfoliat.dermatit., photosensitiv.react., erythema, arthrit., arthros., myalg., tend.rupt., tenosynovit., myasthen., synovit., cystit., noctur., urin.freq./ incontin., hyperuricaem., haematur., priapism., breast enlargem., abnorm.ejaculat., genit.oed., anorgasm., fev., pain, chills.

Warnings and special precautions: Thorough med.hist.& physic.exam.to diagn erect.dysfunct., consid. cardiovasc.stat., MI/stroke/life threaten. arrhythm. with.last 6 mnths., rest.hypotens./ hypertens., CF/ coron.artery dis.caus.unstable angina, retinit.pigmentosa, medic.advice for erect.> than 4 hrs, condits.predispos.to priapism, anatomic.deform.of penis, bleed.disords., pept. ulcerat., fact.incr.plasma lev.are age>65 yrs./ hepat.impairm., sev.ren.impairm./concom.potent cytochrome P450 3A4 inhibit.theref.consid. low.init.dos., protect.against STD’s incl.HIV & pregn.

Drug interactions: Clear.reduc.by inhibit of cytochrome P450 & isoforms 3A4 & 2C9, HIV prot.inhibit.eg saquinavir reduc.clear., ritonavir incr plasma conc., potent.hypotens.eff.of nitr.

 XE "Caverfil" CAVERFIL, Cipla Medpro [P/S]

Tadalafil

Indications: Treatm.of erectile dysfunct. (sex.stimulat.reqd.)

(S4) TABS, 51/7.1.5/0034.032

3005793-001: 5 mg, 28, R598,00
Dosage: Adult men: Recomm.dos: 5 mg once dly.at approx.the same time.

(S4) TABS, 51/7.1.5/0035.033

3005794-001: 20 mg, 4, R247,25
Dosage: Adult men: Recomm.max:20 mg prior sex.activ. It can be taken 36 hrs. and as early as 16 mins.prior to sex.activ. Recomm.max dose freq.: once dly. Contraindications: Concomit. organ.nitrate of any form, sev.hepat.insuffic.(Child-Pugh Class C), loss of vis.in one/both eye(s) due to non-arterit. anter. ischaem.optic neuropath.(NAION), unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women, not for childr.<18 yrs.

Side effects: Freq: Headache, flush., nas. congest., dyspeps., back pain, myalg., pain in extremit. Less freq: Hypersens. reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans. amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., NAION, retin.vascul. occlus., tinnit., sudd.loss of hear., tachycard., unstabl.ang. pect., MI, palpitat., ventric. dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, N&V, GORD, rash, urticar., SJS, exfoll.dermat., hyperhydros., haematur., priapism, prolong.erect., pen. haemorrh., haematosperm., chest pain, periph. oed., fatig., fac,oed., sudd.card.death.

Special warnings and precautions: Med.hist.& physic.exam.to diagn.& determ. pot.underly.causes, sex.activ.risk for pts.pre-exist. card.dis., determ.card.status of pts.prior treatm., vasodilat. prop.of trans.decr.BP eff., not for men with card.dis.in whom sex.activ.is inadvisable, effic. unknow in pts.with hist.of pelv.surg./ radic.non-nerve-spar.prostatect., concom.alpha-1-block.eg doxazosin as symptomat. hypotens.poss.(combinat.not recomm.), MI within last 90 days, unstable ang./ ang.occur.dur.sex. intercourse, NYHA Class 2/ great.HF in last 6 mnths., uncontroll.dysrhythm./ hypotens. (<90/50 mm Hg) / uncontrol.hypertens., stroke within last 6 mnths., if sympts. upon init.sex.activ.refrain from further sex.activ.& report to med.pract., vis.defect.& cases of NAION & incr.risk., stop treatm. in case of sudd.vis.defect., discont.if sudd.hear.decr./ loss exper., once-a-day dos.not recomm.in sev.ren.impairm.or studied in hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic.deform. of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect. dysfunct. treatm. not stud.theref.not recomm., cont. lactose & 20 mg tab cont.sodium

Interactions: CYP3A4 inhibit.(ritonavir, saquinavir, erythromycin, itraconazole) incr.expos., pot.interact.by inhibit.of transporters (eg.p-glycoprot.), CYP3A4 induc.(phenobarb., phenytoin, carbamazepine, rifampicin)decr.expos., antacids (Mg-/Al.-hydroxide) reduc. absorpt.without alter.AUC expos., , augments hypotens. eff.of nitrates, syst.vasodilat.propert.may augment BP low. eff of antihypertens.agents., oral bioavail.of ethinylestradiol & terbutaline poss.incr.,high doses of alcoh.intake poss.incr. postur. dizzin./ orthostat.hypotens., addit.BP low.eff.with riociguat,caution with 5-alpha reduct.inhibit.

 XE "Cialis" CIALIS, Eli Lilly [P/S]
Tadalafil.

Indications: Erectile dysfunct.(sex.stimulat. reqd.)
(S4) TABS. 36/7.1.5/0384

700204-001: 20 mg, 2, R300,63
700204-002: 20 mg, 4, R601,25
Dosage: Recomm.max:20 mg prior to anticipat. sex.activ.up to 36 hrs.or 16 min.prior to sex. activ. Max. dos freq is once dly.

(S4) TABS, 41/7.1.5/0644

713444-001: 5 mg, 28, R1 174,91
Dosage: Adult men: 2,5-5 mg once dly.at approx. same time each day.

Contraindications: Concomit.organ.nitrate of any form, sev.ren./hepat.insuffic., loss of vis.in one eye because of non-arterit.anter.ischaem. opt. neuropathy regardless if episode was in/not in connect with prev.PDE5 inhibit.expos., men with card.dis.for whom sex.activ.is inadvis., safety & effic.in pregn.& lactat.not est., safety & effic.of combinat.with other treatm.of erect. dysfunct. not est.& theref.not recomm.2,5 mg & 5 mg tabs.also: prev.part./sudd./tempor.or perman. decr.or loss of vis.in one or both eyes, prev. uni-/bilat.hear.decr.or loss thereof with/ without assoc.vestibul.sympts., galact.intol/ Lapp lact. defic./gluc.-galact.malabsorpt.

Side effects: Flush., dyspeps., back pain, myalg., headache, dizzin., nas.congest., conjunctiv. hyperaem., eye pain, eyelid swell., hypersens. reacts., Stev.John.syndr., exfoliat. dermatit., ser.CV & cerebrovasc.events main.in pts.report.pre-exist.CV risk fact., hypo-/hypertens., syncope, abdom.pain, gastroesophag. reflux., sweat., blurr.vis., irrevers. uni/bilater.non-arteritic.anter.ischaem. optic neuropathy, retin.vein occlus., vis.field defect, sudd.uni-/bilat.decr.or loss of hear., priapism, migraine, epistax

Special precautions: Use not recomm.in MI within last 90 days/unstable ang./ang.occur.dur. sex.intercourse/NYHA Class 2 or great.HF in last 6 mnths./uncontroll.dysrhythm./hypotens./ uncontrol. hypertens.or stroke within last 6 mnths., concom.antihypertens.treatm., med. assessm. to determ.poss.underly.causes & appropr. treatm.thereof, consid.cardiovasc.stat./ risk, advis.pts.to discont.ther.& seek med.advice if sudd.loss of vis./hear.decr.or loss exper., seek medic. advice for erect.> than 4 hrs., condits. predispos. to priapism, anatomic.deform.of penis, concom.alpha-1-block.eg doxazosin, eval risk of poss. advers.eff.from vasodilat.eff.
Drug interactions: Tadalafil expos.incr.by ketoconazole a select.inhibit.of CYP3A4, ritonavir a CYP3A4/2C9/2C19 & 2D6 inhibit.incr. sngl.dos. expos.theref.simil.eff.can be expect.with other HIV protease/CYP3A4 inhibit., rifampicin a CYP3A4 induc.decr.plasma conc theref.simil.eff. can be expect.with other induc., antihypertens. agents eff.poss.augment., BP low.eff.of doxazosin (an alpha1-adrenerg.block) augment., potent. hypotens.eff.of nitr., antacids reduc. absorpt. without alter.AUC expos.

 XE "Cyfil" CYFIL, Accord [P/S]

Tadalafil

Indications: Erectile dysfunct.in adult males. (sex.stimulat.reqd.)

(S4) TABS, 50/7.1.5/0772

3003607-001: 5 mg, 28, R821,10
Dosage: Adult men: Recomm.dos: 5 mg once dly.at approx.the same time.

(S4) TABS, 50/7.1.5/0773

3003614-001: 20 mg, 4, R343,71
Dosage: Adult men: Recomm.max:20 mg with max. dos. freq.of once dly. It can be taken 36 hrs. and as early as 16 mins.prior to sex.activ.

Contraindications: Concomit.organ.nitrate of any form, sev.hepat.insuffic., part./sudd./tempor or perman.decr.or loss of vis.in one/both eye(s) due to NAION, unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women.

Side effects: Freq: Headache, flush., nas. congest., dyspeps., back pain, myalg., pain in extremit. Less freq: Hypersens.reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans. amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., non-arteritic.anter. ischaem. optic neuropathy (NAION), retin.vascul. occlus., tinnit., sudd.decr.or loss of hear., tachycard., ang. pect., MI, palpitat., ventric. dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, vomit., naus., gastro-oesphag. reflux, rash, urticar., Stev.-Johnson syndr., exfoll.dermat., hyperhydros., haematur., priapism, prolong.erect., pen. haemorrh., haematosperm., chest pain, periph. oed., fatig., fac,oed., sudd.card.death.

Warnings and special precautions: Med. assessm.to determ.poss.underly.causes & appropr. treatm.thereof, pre-exist.card.dis.where sex.activ. is inadvis.due to potent.card.risk, MI within last 90 days/unstable ang.or ang.occur.dur.sex. intercourse/ NYHA Class 2 or great.HF in last 6 mnths./ uncontroll.dysrhythm./hypotens. (<90/50 mm Hg) /uncontrol.hypertens.& stroke within last 6 mnths., concom.alpha-1-block.eg doxazosin as symptomat.hypotens.poss. (combinat.not recomm.), consid.if underly.CV dis. could be advers.affect.by syst.vasodilat.prop.of trans. decr. BP eff., discont.in case of sudd.vis. defect, incr.NAION recur.risk if NAION prev.exper., discont.if sudd.hear.decr./loss exper., once-a-day dos.not recomm.in sev.ren.impairm., safety not studied in sev.hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos.to poss.priapism, anatomic.deform.of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect. dysfunct. treatm. not stud.theref.not recomm., lactose intol., effic. unknow in pts.with hist.of pelv.surg./radic. non-nerve-spar. prostatect., 48 hrs.to elaps.aft.last dos.bef.nitrate admin.consid., inhibit concom. riociguat not recomm., safety & effic.in pregn.& lactat. not est., safety with concom. 5-ARIs not est.

Interactions: CYP3A4 inhibit.incr.expos., CYP3A4 induc.decr.expos., antihypertens.agents BP low. eff. poss.interfer.with, addit.BP low.eff.of alpha1-adrenerg.block.& riociguat, augments hypotens. eff.of nitrates, alcoh.intake poss.incr. postur. dizzin./ orthostat. hypotens.potent., antacids reduc.a bsorpt.without alter.AUC expos., oral bioavail.of ethinylestradiol & terbutaline poss.incr.

 XE "Dynafil" DYNAFIL, Pharma Dynamics [P/S]
Sildenafil citr.

Indications: Erectile dysfunct.

(S4) TABS. A42/7.1.5/1071, 1072

718397-001: 50 mg, 4, R78,66
718396-001: 100 mg, 4, R157,36
Dosage: 50 mg approx.1 hr.bef.sex.activ. May be incr.to 100 mg or decr.to 25 mg depend.on effic.& tol. Max.recomm.dos.is 100 mg & max.dos.freq.is 1xdly.

Contraindications: Concom.nitric oxide donors/ nitrat./ritonavir, safety & effic.of combinat.with other treatm.of erect.dysfunct.not stud., men in whom sex.activ.is inadvis., galact.intol.hist., Lapp lact.defic., gluc.galact. malabsorpt., women & childr.

Side effects: Deafn., temp.vis.loss/disturbs., epistax., bld.dyscras., allerg./photosens.react., thirst, gout, unstab.diab., hyperglycaem., periph./ fac./genit.oed., hyperuricaem., hypoglycaem. react., hyponatraem., depress., insomn., headache, dizzin., atax., hyperton., neuralg., neuropathy, paraesthes., trem., vertigo, somnol., abnorm. dreams, decr.reflex., hypoaesthes., ocul.burn./ swell., incr.IOP, retin.vasc.dis./bleed., vitreous detach./tract., paramacul.oed., conjuctiv., photophob., eye haemorrh., cataract, dry eyes/ mouth, mydrias., diplop., tinnit., eye/chest/ear/ abdom.pain, ser.CV events incl.MI & cerebrovasc. haemorrh./sudd.death, syst.vasodil.eff.poss. result.in trans.supine BP, ventr.arrythm., TIA, ang.pect., AV block, migraine, palpit., CF, abnorm. ECG, cardiomyopathy, hypo-/hypertens., syncope, nas.congest., dyspn., asthma, laryngit., pharyngit., sinusit., bronchit., incr.cough/sputum, dyspeps., GI disturbs.incl.rect.haemorrh., glossit., dysphag., stomatit., gingivit., abnorm.liv.funct.tests, flush., erythem., skin reacts.incl.exfolat.dermatit., H.simplex, sweat., skin ulc., myalg., arthrit., arthros., tend.rupt., tendosynovit., myasthen., cystit., synovit., noctur., urin.freq./incont., haematur., priapism, breast enlargem., abnorm. ejaculat., anorgasm., fev., shock, asthen., accid.fall /inj.

Special precautions: Pre-exist.card.dis.risk, thorough med.hist.& physic.exam.diagn. erect. dysfunct., consid.CV status, MI/stroke/life threat. arrhythm. with.last 6 mnths., rest.hypotens./ hypertens., CF/ cor.artery dis.caus.unstab.ang., retinit. pigmentosa, medic.advice for erect.> than 4 hrs, condits.predispos.to priapism, anatomic. deform. of penis, concom.other antihypertens., bleed. disords., pept.ulcerat., fact.incr.plasma lev. are age>65 yrs./hepat.impairm./sev.ren. impairm./ concom. potent cytochrome P450 3A4 inhibit. theref. consid.low.init.dos.

Drug interactions: Potent. hypotens.eff.of nitrates, reduc.clear.with inhib.of cytochrome P450 (CYP) isoforms 3A4 & 2C9, ritonavir incr plasma conc., incr.metab./clear.with induc.of cytochrome P450 (CYP) isoforms 3A4 eg.rifampic., antihypertens. eff.of other antihypertens.potent.
 XE "Eraflex" ERAFLEX, Macleods [P/S]

Sildenafil citr.

Indications: Erectile dysfunct.

(S4) TABS, 46/7.1.5/0255, 0256

3005750-001: 50 mg, 4, R79,41
3005751-001: 100 mg, 4, R134,65
Dosage: 50 mg approx.1 hr.bef.sex.activ. May be incr.to 100 mg or decr.to 25 mg depend.on effic.& tol. Max.recomm.dos.is 100 mg & max.dos.freq.is 1xdly.

Contraindications: Concom. use of nitric oxide donors/ nitrates/ nitrites/ riociguat, potent CYP3A4 inhibs. (incl.ritonavir, erythromycin, saquinavir, ketoconazole and itraconazole), men in whom sex.activ.is inadvis., NAION, severe hep. impairm., severe ren. impairm. not on dialysis, BP <90/50, recent stroke/ MI, hered.degener.retin.disord., women & childr.

Side effects: Freq.: Headache, dizzin., visual colour distort., visual disturb., blurr.vision, flush., hot flush, nasal congest., naus., dyspeps. Less freq.: Rhinitis, hypersens., somnol., CVA, TIA, syncope, lacrim. disords, eye pain, photophob., photopsia, ocular hyperaem., visual brightness, conjunctivit., retinal haemorrh., arterioscl. retinopathy, retinal disorder, glaucoma, visual field defect, diplopia, vis.acuity reduc., myopia, asthenop., vitreous floaters, iris disord., mydrias., halo vis., eye oed/ swelli/ disord./ irritat., conjunctiv. hyperaem., abnorm.sensat.in eye, eyelid oed, scleral discolorat., vertigo, tinnit., deafn., tachycard., palpitat., MI, atrial fibrillat., unstable angina, hypertens., hypotens., epistax., sinus congest., throat tightn., nas.oed., nas.dryn. , GORD, vomiting, abdom. pain upper, dry mouth, oral hypoaesth., rash, myalgia, pain in extrem., haematuria, penile haemorrh., haematospermia, incr. erection, chest pain, fatigue, feeling hot, irritability, incr. heart rate.Unknown freq.: Seiz, NAION, retin.optic vascul.occlus., sudd. card. death, ventricul.dysrhythm., SJS, TEN, priapism.
Special warnings and precautions: Adjust dose in elderly/ mild to mod. ren./hepatic impair. & with CYP3A4 inhibs., thorough med.hist.& physic.exam.diagn.erect. dysfunct., use caution in patients with CV dis. & incr.susceptibil.to vasodilators, anatomical penis deform., conditions predisposing to priapism, medic.advice for erect.> than 4 hrs, potentiate hypotensive eff.of nitrates, concom. pulmon.arter. hypertens.meds, discont.if effect on vision, hearing loss, concom. use with alpha-blockers may lead to symptomatic hypotens., bleed. disords.,pept.ulcerat.

Interactions: Potent.hypotens.eff.of nitrates, reduc.clear.with inhib.of cytochr. P450 (CYP) isoforms 3A4 & 2C9, CYP3A4 inhibitors (incl.ritonavir/ saqunavir) incr plasma conc., incr.metab./ clear.with induc.of cytochrome P450 (CYP) isoforms 3A4 eg.rifampic., antihypertens. eff.of other antihypertens.potent., poss.sev. interact.with nicorandil, AUC and Cmax of concom. bosentan incr.

 XE "Levitra" LEVITRA, Bayer [P/S]
Vardenafil

Indications: Erectile dysfunct.

(S4) TABS, [P/S] 36/7.1.5/0515, 0516, 0517

701067-001: 5 mg, 4, R168,38
701069-001: 10 mg, 2, R168,38
701069-002: 10 mg, 4, R336,76
701071-003: 20 mg, 2, R336,63
701071-001: 20 mg, 4, R673,27
(S4) ORODISPERS.TABS, [P/S] 44/7.1.5/1049
717985-001 :10 mg, 4, R366,14
Dosage: Oral use. Sexual stimulat.reqd. Max. freq. once/day.Recomm. init.dos: 10 mg approx. 1 hr bef.sex. activ. but may be tak.anywhere betw. 25 mins.-4-5 hrs bef. Recomm.dos.range is 5-20 mg bas.on tolerab.& effic.

Orodispers tabs: Place on tong.without food/liq. in mouth. Admin.immed.upon release from blist.

Contraindications: Concom.nitrate/nitric oxide donors, women, childr., neonates, end-stage ren. dis. req.dialys., penile anatomic.deformat., condit. predispos. to priapism, hypotens.(rest.systol.BP of <90mmHg), uncontr.hypertens. (>170/110mmHg), stroke/ life threat.arrhythm.hist., MI within last 6 mnths., uncontr.CF, unstab.ang., known heredit. degenerat. retin.disords., bleed.disords., act.pept. ulcerat., sev.liv.impairm., concom.indinavir & ritonavir, men with underly.card.condits.for whom sex. activ.is not recomm., other erect.dysfunct. treatm. not stud., concom.indinavir/ritonavir, congenit. QT prolongat., concom.Class 1A or Class lll antiarrhythm., concom.itraconazole/ ketoconazole dos.high.than 200 mg, also Orodispers. tabs: not recomm.in mod.hepat. impairm., phenylketonur., rare heredit.fruct.intol., concom. Orodispers.tabs.as start.dos.in pts.on alpha-blocks.

Side effects: Incr.QTc-interv., headache, dizzin., vasodilat., nas./sinus congest., GI disturbs.incl. GORD, back/abdom./eye/back/chest pain, incr. musc. tone & cramp., incr.creatine kinase, conjunctivit., allerg.react., angioed., paraesthes., dysesthes., somnol., syncope, amnes., seiz., vis. disturbs. incl.vis.loss, rais.IOP, photophob., tinnit., vertigo, palpitat., tachycard., ang.pect., MI, ventr. tachyarrythm., hypotens., dyspn., skin reacts., myalg., incr.erect., priapism, feel.unwell., non-arterit. anter. ischaem.optic neuropathy.

Special precautions: Assess card.status prior to any treatm., max.of 5 mg not exceed.with concom. ketoconazole/ itraconazole/erythromycin/ clarithromycin, known/congenit.QT prolongat. hist./ concom.meds.known to prolong QT interv., discont. ther.immed.& alert physic.in case of sudd. vis. loss, with concom.alpha-block.ther.init.at low. recomm. start.dos.of 5 mg only if pt.stable on alpha-block. ther., consid.time separat.dose with concom. alpha-block.except tamsulosin, elderly >65 yrs., sudd.deafn./hear.loss, non-arterit.anter. ischaem. optic neuropathy risk fact.

Interactions: Cytochrome P450 (CYP) 3A4 inhibit. incr.plasma lev., poss.symptomat.hypotens.with alpha-block., furth.low.BP with grad.alpha-block incr. in pts.taking PDE5 inhib., hypotens.eff.of subling.nitroglycer.potent., incr.AUC & Cmax with erythromycin/ketoconazole/indinavir/ritonavir.

 XE "Raviag" RAVIAG, Ranbaxy [P/S]
Sildenafil

Indications: Erectile dysfunct.

(S4) TABS. 45/7.1.5/0873, 0874

721402-001: 50 mg, 4, R82,09
721403-001: 100 mg, 4, R164,20
Dosage: Adults: 50 mg once dly.admin. 1 hr.bef. sex.activ. May be incr.to 100 mg or decr.to 25 mg depend. on effic.& tol. Max.dly.dos: 100 mg. Dos. freq. once/day.

Contraindications: Concom.nitric oxide donors/ nitrat., sev.ren./hepat.impairm., concom.potent cytochrome P450 3A4 inhib.

Side effects: Ser.CV events incl.MI/sudd.card. death/ CV haemorrh./TIA, hypertens., flu syndr., RTI, H simplex., pharyngit., bronchit., sinusit., UTI, laryngit., bld.dyscras., allerg./hypersens.reacts., gout, unstab.diab., hyperglycaem., hyperuricaem., hypoglycaem.react., hypernatraem., psych./card. /prostat./ren./urin./resp.disords., anorgasm., headache, dizzin., CNS/vasodilat.effs., neuropathy, trem., vertigo, decr.reflex., migraine, myasthen., seiz./ recurr.thereof, eye disords.incl.chromatops., eye haemorrh., cataract, eye/ear/bone/limb/back/ chest pain, temp.vis.loss, ocul.redn./burn./swell., incr.IOP, retin.vasc.dis./bleed., vitr.detachm./tract. & paramacul.oed., non-arter.ant.ischaem. opt. neuropathy lead.to poss.perm.vis.loss, tinnit., deafn., flush., hypotens., shock, epistax., postur. hypotens., rhinit., asthma, dyspn., incr.cough/ sputum, GI disturbs., rect.haemorrh., gingivit., skin reacts. incl.exfol.dermatit., fac./genit./periph.oed., alopec., cellulit., sweat., arthrit., arthros., arthralg., myalg., tend.rupt., tenosynovit., synovit., haematur., cystit., abnorm.ejaculat., breast enlargem., asthen., photosens., thirst, chills, abnorm. LFT/ECG, accident.fall/inj.

Warnings and special precautions: Not an aphrodisiac, pts.old.than 65 yrs., pre-exist.card. dis. risk, where sex.activ.is inadvis.due to underly. CV status, med.hist.& physic.exam.diagn.erect. dysfunct. bef.init.ther., left ventric.outflow obstruct., syndr.of multip.syst.atrophy, 1st stabil. pts. on alpha block.ther.bef.init.ther., postur. hypotens. sympt., MI/stroke/life-threat.dysrhythm. with. last 6 mnths., rest.hypotens.(BP <90/50) or hypertens. (BP >170/110 ), card.fail./coron.arter. dis. caus.unstab.angin., retinit.pigmentosa, medic. advice for erect.> than 4 hrs./priapism, penis deformat., condits.predispos.to priapism, safety & effic. with other concom.ther.for erect.dysfunct. not est., interacts.with concom.other antihypertens. not studied, bleed.disords., act. pept. ulc., not for use in childr./women/NAION risk fact., mild-mod.ren./hepat.funct.impairm., safe admin.of nitrates 24 hr post dos.unknown in pts. >65 yrs./hepat.impairm./sev.ren.impairm.or concom.P450 3A4 inhibit.as conc.3-8xhigh.than seen in healthy volunteers.

Drug interactions: Potent.hypotens.eff.of ac./ chron. nitrat., poss.symptom.hypotens.with alpha-blocks., anti-aggregat.eff.of sod.nitropruss. potent., hypotens.events with alpha blocks., incr. plasma conc.with cimetidine, reduc.clear.with CYP3A4 inhibits., incr.AUC with erythromycin/ ritonavir/ saquinavir.

 XE "Sentalis" SENTALIS, Macleods [P/S]

Tadalafil

Indications: Treatm.of erectile dysfunct. (sex.stimulat.reqd.)

(S4) TABS, 49/7.1.5/1147,1148

3005844-001: 5 mg, 28, R351,41
3005845-001: 20 mg, 4, R143,00
Dosage: 5 mg once a day approx.same time Recomm.max:20 mg taken prior sex.activ.It can be taken 36 hrs. and as early as 16 mins.prior to sex.activ. Max dose freq.: once a day.

Contraindications: Concomit. organ. nitrate of any form, sev.hepat. insuffic.(Child-Pugh Class C), loss of vis.in one/ both eye(s) due to non-arterit. anter. ischaem.optic neuropath.(NAION), unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women, not for childr.<18 yrs.

Side effects: Freq.: Headache, flush., nas. congest., dyspeps., back pain, myalg., pain in extremit. Less freq.: Hypersens. reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans. amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., NAION, retin.vascul. occlus., tinnit., sudd. loss of hear., tachycard., unstabl.ang. pect., MI, palpitat., ventric. dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, N&V, GORD, rash, urticar., SJS, exfoll. dermat., hyperhydros., haematur., priapism, prolong.erect., pen. haemorrh., haematosperm., chest pain, periph. oed., fatig., fac,oed., sudd.card.death.

Special warnings and precautions: Med.hist.& physic.exam.to diagn.& determ. pot.underly.causes, sex.activ.risk for pts.pre-exist. card.dis., determ. card. status of pts.prior treatm., vasodilat. prop.of trans.decr.BP eff., not for men with card.dis.in whom sex.activ.is inadvisable, effic. unknow in pts.with hist.of pelv.surg./ radic.non-nerve-spar.prostatect., concom.alpha-1-block.eg doxazosin as symptomat. hypotens. poss.(combinat.not recomm.),not recomm.if: MI within last 90 days/ unstable ang./ ang.occur.dur.sex. intercourse/ NYHA Class 2/ great.HF in last 6 mnths./ uncontroll.dysrhythm./ hypotens. (<90/50 mm Hg) / uncontrol. hypertens./ stroke within last 6 mnths., if sympts. upon init.sex.activ.refrain from further sex.activ.& report to med.pract., vis.defect.& cases of NAION & incr.risk., stop treatm. in case of sudd.vis.defect., discont.if sudd.hear.decr./ loss exper., once-a-day dos.not recomm.in sev.ren. impairm.or studied in hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic. deform. of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect. dysfunct. treatm. not stud.theref.not recomm., lactose intol. 
Interactions: Select.CYP3A4 inhibit. (ketoconazole) incr.expos., pot.interact.by inhibit.of transporters (eg.p-glycoprot.), CYP3A4 inducer (rifampicin/ phenobarbitone/ phenytoin/ carbamazepine) red.tadalafil expos.& decr.effic., ritonavir & othr HIV protease inhib.eg.saquinavir & othr. CYP3A4 inhibit.eg. itraconazole/ erythromycin incr.expos., antacids (Mg-/Al.-hydroxide) reduc. absorpt.without alter.AUC expos., augments hypotens. eff.of nitrates, syst.vasodilat.propert.may augment BP low. eff of antihypertens. agents., C/I with doxazosin due to signif. BP lower.eff., oral bioavail.of ethinylestradiol & terbutaline poss.incr., alcoh.intake poss.incr. postur. dizzin./ orthostat.hypotens.similar freq.to alcoh.alone, addit.BP low.eff.with riociguat, caution with 5-alpha reduct.inhibit.
 XE "Sildenafil Cipla" SILDENAFIL CIPLA, Cipla Medpro [P/S]
Sildenafil citr.

Indications: Erectile dysfunct.

(S4) TABS. 42/7.1.5/0780

721554-001: 50 mg, 4, R77,65
Dosage: 50 mg approx.1 hr.bef.sex.activ. May be incr.to 100 mg or decr.to 25 mg depend.on effic.& tol. Max.recomm.dos.is 100 mg & max.dos.freq.is 1xdly.

Contraindications: Concom.nitric oxide donors/ nitrat./potent cytochrome P450 3A4 inhibits., sev. ren./hepat.funct.impairm., lact.intol., use in women/ childr., men in whom sex.activ.is inadvis., safety & effic. of combinat.with other treatm.of erect. dysfunct.not stud.

Side effects: Flu syndr., UTI, resp.infect., H simplex., bld.dyscras., allerg./photosens./ hypersens. react., unstab.diab., hyperglycaem., hypoglycaem. react., thirst, gout, periph.oed., hyperuricaem., hypernatraem., psych.disords., CNS effs., headache, dizzin., seiz., trem., hyperton., neuralg., migraine, paraesthes., neuropathy, eye disords. incl.non-arter.anter.opt.neuropathy with irrevers. blindn., chromatops., cyanops., ophthalm. effs., incr. IOP, retin.vasc.dis./bleed., vitreous detachm./ tract., eye haemorrh., cataract, vertigo, tinnit., ear pain, deafn., sudd.hear.decr./loss, palpitat., ang.pect., AV block, tachycard., HF, card.arrest, abnorm. ECG, cardiomyopathy, MI, ventr. dysrhythm., sudd.card.death, flush., hypotens., shock, hypertens., CV haemorrh., TIA, nas. congest., epistax., rhinit., asthma, dyspn., pharyngit., laryngit., sinusit., bronchit., incr. sputum/ cough, GI disturbs., glossit., rect. haemorrh., gingivit., abnorm.LFT, skin reacts., cellulit., alopec., sweat., arthrit., arthros., tendon rupt., tenosynovit., bone/limb/back/chest pain, myalg., ren./urin.disords., priapism, prolong erect., anorgasm., abnorm.ejaculat., genit./fac./periph. oed., breast enlargem., pyrex., asthen., chills, accident.fall/inj., fluid retent., supine BP decr.

Warnings and special precautions: Not an aphrodis., pre-exist.card.dis.risk, thorough med. hist.& physic.exam.diagn.erect.dysfunct., consid. CV status, haemodynam.stab.on alpha-blocks., life-threat.dysrhythm./stroke/MI within past 6 mnths., rest.hypotens./hypertens., CF/coron. artery dis.caus.unstab.ang., retinit.pigmentosa, condits. predispos.to priapism, immed.med.assist. if prolong.erect.last.long.than 4 hrs./priapism long.than 6 hrs., anatomic.deform.of penis, bleed.disords., pept.ulcerat., safeguard against STD’s & unwant.pregn., discont.ther.if sudd.vis./ hear.loss occurs, avoid concom.grapefr., elderly, mild to mod.ren./hepat.funct.impairm., pre-exist. CV risk fact.

Drug interactions: Reduc.clear.with inhib.of cytochrome P450 (CYP) isoforms 3A4 & 2C9, incr.plasma conc.with grapefr., poss.symptom. hypotens.with alpha-blocks., potent. hypotens.eff. of nitrat., incr.AUC with erythromycin/ritonavir, sequinavir/ cimetidine incr plasma conc., antihypertens. eff.of other antihypertens.potent.

 XE "Tadalafil adco" TADALAFIL ADCO, Adcock Ingram [P/S]

Tadalafil

Indications: Treatm.of erectile dysfunct. (sex.stimulat.reqd.)

(S4) TABS, 52/7.1.5/0084.080, 0085.081

3006544-001: 5 mg, 28, R375,28
3006545-001: 20 mg, 2, R76,47
3006545-002: 20 mg, 4, R152,94
Dosage: 5 mg once a day approx.same time Recomm.max:20 mg taken prior sex.activ.It can be taken 36 hrs. and as early as 16 mins.prior to sex.activ. Max dose freq.: once a day.

Contraindications: Concomit. organ. nitrate of any form, sev.hepat.insuffic. (Child-Pugh Class C), loss of vis.in one/ both eye(s) due to non-arterit. anter. ischaem.optic neuropath.(NAION), unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women, not for childr.<18 yrs.

Side effects: Freq.: Headache, flush., nas. congest., dyspeps., back pain, myalg., pain in extremit. Less freq.: Hypersens. reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans. amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., NAION, retin.vascul. occlus., tinnit., sudd. loss of hear., tachycard., unstabl.ang. pect., MI, palpitat., ventric. dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, N&V, GORD, rash, urticar., SJS, exfoll. dermat., hyperhydros., haematur., priapism, prolong.erect., pen. haemorrh., haematosperm., chest pain, periph. oed., fatig., fac,oed., sudd.card.death.

Special warnings and precautions: Med. hist.& physic.exam.to diagn.& determ. pot.underly.causes, sex.activ.risk for pts.pre-exist. card.dis., determ.card.status of pts.prior treatm., vasodilat. prop.of trans.decr.BP eff., not for men with card. dis.in whom sex.activ.is inadvisable, effic. unknow in pts.with hist.of pelv.surg./ radic.non-nerve-spar.prostatect., concom.alpha-1-block.eg doxazosin as symptomat. hypotens.poss.(combinat.not recomm.),not recomm.if: MI within last 90 days/ unstable ang./ ang.occur.dur.sex. intercourse/ NYHA Class 2/ great.HF in last 6 mnths./ uncontroll.dysrhythm./ hypotens. (<90/50 mm Hg) / uncontrol. hypertens./ stroke within last 6 mnths., if sympts. upon init.sex.activ.refrain from further sex.activ.& report to med.pract., vis.defect.& cases of NAION & incr.risk., stop treatm. in case of sudd.vis.defect., discont.if sudd.hear.decr./ loss exper., once-a-day dos.not recomm.in sev.ren. impairm.or studied in hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic. deform. of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect. dysfunct. treatm. not stud.theref.not recomm., lactose intol. 

Interactions: Select.CYP3A4 inhibit.(ketoconazole) incr.expos., pot.interact.by inhibit.of transporters (eg.p-glycoprot.), CYP3A4 inducer (rifampicin/ phenobarbitone/ phenytoin/ carbamazepine) red.tadalafil expos.& decr.effic., ritonavir & othr HIV protease inhib.eg.saquinavir & othr. CYP3A4 inhibit.eg. itraconazole/ erythromycin incr.expos., antacids (Mg-/Al.-hydroxide) reduc. absorpt.without alter.AUC expos., augments hypotens. eff.of nitrates, syst. vasodilat.propert.may augment BP low. eff of antihypertens.agents., C/I with doxazosin due to signif.BP lower.eff., oral bioavail.of ethinylestradiol & terbutaline poss.incr., alcoh.intake poss.incr. postur. dizzin./ orthostat.hypotens.similar freq.to alcoh.alone, addit.BP low.eff.with riociguat, caution with 5-alpha reduct.inhibit.
 XE "Tadalafil dyna" TADALAFIL DYNA, Pharma Dynamics [P/S]

Tadalafil

Indications: Treatm.of erectile dysfunct. (sex.stimulat.reqd.)

(S4) TABS, 49/7.1.5/0285

3005795-001: 5 mg, 30, R647,45
Dosage: Adult men: Recomm.dos: 5 mg once dly.at approx.the same time.

(S4) TABS, 49/7.1.5/0286

3005796-001: 20 mg, 2, R125,35
3005796-002: 20 mg, 4, R250,70
Dosage: Adult men: Recomm.max:20 mg with max. dos. freq.of once dly. It can be taken 36 hrs. and as early as 16 mins.prior to sex.activ.

Contraindications: Concomit. organ.nitrate of any form, sev.hepat.insuffic.(Child-Pugh Class C), loss of vis.in one/both eye(s) due to non-arterit. anter. ischaem.optic neuropath.(NAION), unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women, not for childr.<18 yrs.

Side effects: Freq: Headache, flush., nas. congest., dyspeps., back pain, myalg., pain in extremit. Less freq: Hypersens. reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans. amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., NAION, retin.vascul. occlus., tinnit., sudd.decr.or loss of hear., tachycard., unstabl.ang. pect., MI, palpitat., ventric. dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, vomit., naus., gastro-oesphag. reflux, rash, urticar., Stev.-Johnson syndr., exfoll.dermat., hyperhydros., haematur., priapism, prolong.erect., pen. haemorrh., haematosperm., chest pain, periph. oed., fatig., fac,oed., sudd.card.death.

Special warnings and precautions: Med.hist.& physic.exam.to diagn.& determ. pot.underly.causes, sex.activ.risk for pts.pre-exist. card.dis., determ.card.status of pts.prior treatm., vasodilat. prop.of trans.decr.BP eff., not for men with card.dis.in whom sex.activ.is inadvisable, effic. unknow in pts.with hist.of pelv.surg./ radic.non-nerve-spar.prostatect., concom.alpha-1-block.eg doxazosin as symptomat. hypotens.poss.(combinat.not recomm.), MI within last 90 days, unstable ang./ ang.occur.dur.sex. intercourse, NYHA Class 2/ great.HF in last 6 mnths., uncontroll.dysrhythm./ hypotens. (<90/50 mm Hg) / uncontrol.hypertens., stroke within last 6 mnths., if sympts. upon init.sex.activ.refrain from further sex.activ.& report to med.pract., vis.defect.& cases of NAION & incr.risk., stop treatm. in case of sudd.vis.defect., discont.if sudd.hear.decr./ loss exper., once-a-day dos.not recomm.in sev.ren.impairm.or studied in hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic.deform. of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect. dysfunct. treatm. not stud.theref.not recomm., lactose intol.

Interactions: CYP3A4 inhibit. (ritonavir/ saquinavir/ ketoconazole/ itraconazole& erythromycin)incr.expos., pot.interact.by inhibit.of transporters (eg.p-glycoprot.), CYP3A4 induc.(rifampicin/ ritonavir)decr.expos., antacids (Mg-/Al.-hydroxide) reduc. absorpt.without alter.AUC expos., , augments hypotens. eff.of nitrates,syst.vasodilat.propert.may augment BP low. eff of antihypertens.agents., oral bioavail.of ethinylestradiol & terbutaline poss.incr., alcoh.intake poss.incr. postur. dizzin./ orthostat.hypotens., addit.BP low.eff.with riociguat,caution with 5-alpha reduct.inhibit.
 XE "Talvior" TALVIOR, Forrester [P/S]

Tadalafil.

Indications: Erectile dysfunct.in adult males. (sex.stimulat.reqd.)

(S4) TABS, 50/7.1.5/0661

3002553-001: 5 mg, 30, R719,90
Dosage: Adult men: Recomm.dos: 5 mg once dly.at approx.the same time.

(S4) TABS, 49/7.1.5/0785

3003559-001: 20 mg, 2, R147,20
3003559-002: 20 mg, 4, R294,40
Dosage: Adult men: Recomm.max:20 mg with max. dos. freq.of once dly. It can be taken 36 hrs.and as early as 16 mins.prior to sex.activ.

Contraindications: Concomit.organ.nitrate of any form, sev.hepat.insuffic., part./sudd./tempor or perman.decr.or loss of vis.in one/both eye(s), unilat./ bilat.hear.loss with/-out vestibul.sympts.

Side effects: Freq.: Insomn., anx., headache dizzin., blurr.vis., photophob., chromatops., cyanops., eye irritat., eye pain, vertigo, flush., nas. congest., epitax., dyspeps., diarrh., vomit., back pain, myalg., pyrex. Less freq: Bronchit., cellulit., anaem., leucopen., hypersens.reacts., angioed., somnol., hypaesthes., paraesthes., seiz., trans. anaem., conjunctiv., incr.lacrimat., eyelid swell., non-arteritic.anter.ischaem.optic neuropathy (NAION), sudd.decr.or loss of hear., tinnit., ang. pect., chest pain, MI, palpitat., tachycard., dysrhythm., sudd.card.death, hypertens., postur. hypotens., orthostat.hypotens., syncope, stroke, dyspn., oesophagit., pharyngit., rhinit., cough, sinusit., dry mouth, dysphag., gastrit., gastro-oesphag. reflux, loose stools, naus., upper abdom. pain, prurit., rash, sweat., erythema., alopec., arthralg., neck pain, limb pain, UTI, urin.freq.& incontin., haematur., priapism, spontan.penile erect., incr.erect., gynaecomast., haematosperm., asthen., fatig., pain, fac.oed., fluid retent. Freq. unknown: Retin.field occlus., vis.field defect. Post market: Migraine.

Warnings and special precautions: Med. assessm.to determ.poss.underly.causes & appropr. treatm.thereof, pre-exist.card.dis.where sex.activ. is inadvis.due to potent. card.risk, MI within last 90 days/unstable ang.or ang.occur.dur.sex. intercourse/ NYHA Class 2 or great.HF in last 6 mnths./ uncontroll. dysrhythm./hypotens. (<90/50 mm Hg/uncontrol.hypertens.& stroke within last 6 mnths., consid.if underly.CV dis.could be advers.affect.by syst.vasodilat.prop.of trans. decr. BP eff., coron.artery dis., diab., hyperlipidaem., hypertens., low cup to disc ratio, smok., incr.NAION recur.risk if NAION prev.exper., sudd.hear.decr./loss exper., combin.with other erect. dysfunct.treatm.not stud.theref.not recomm., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic.deform.of penis, not recomm.in sev.ren.impairm., safety & effic.not est.in hepat.insuffic., act.pept.ulcerat., not stud.in bleed.disords., lact.intol., safety & effic.in pregn.& lactat.not est., limit.dos.to 10 mg not more than once every 24 hrs.with CYP3A4 inhibit., clinic.signific.augmentat.of doxazosin BP low.effs., 48 hrs.to elaps.aft.last dos.bef.nitrate admin.consid., concom.riociguat not recomm., not for use in women.

Interactions: CYP3A4 inhibit.incr.expos., CYP3A4 induc.decr.expos., antihypertens.agents BP low. eff. poss.interfer.with, addit.BP low.eff.of alpha1-adrenerg.block.& riociguat, augments hypotens. eff.of nitrates, alcoh.intake poss.incr. orthostat. hypotens.potent., antacids reduc.absorpt.without alter.AUC expos., oral bioavail.of ethinylestradiol & terbutaline poss.incr.
 XE "Teldesel" TELDESEL, Austell [P/S]

Tadalafil

Indications: Treatm.of erectile dysfunct. (sex.stimulat.reqd.)

(S4) TABS, 51/7.1.5/0279

3005545-001: 5 mg, 28, R351,41
Dosage: Adult men: Recomm.dos: 5 mg once dly.at approx.the same time.

(S4) TABS, 51/7.1.5/0280, 0281

3005546-001: 10 mg, 4, R68,56
3005544-001: 20 mg, 2, R71,61
3005544-002: 20 mg, 4, R143,22
Dosage: Adult men: Recomm.max:20 mg with max. dos.freq.of once dly. It can be taken 36 hrs.and as early as 16 mins.prior to sex.activ.

Contraindications: Concomit. organ.nitrate of any form, sev.hepat.insuffic.(Child-Pugh Class C), loss of vis.in one/both eye(s) due to non-arterit.anter. ischaem.optic neuropath.(NAION), unilat./ bilat.hear.loss with/-out vestibul.sympts., not for use in women, not for childr.<18 yrs.

Side effects: Freq: Headache, flush., nas.congest., dyspeps., back pain, myalg., pain in extremit. Less freq: Hypersens. reacts., angioed., dizzin., stroke, syncope, TIA, migraine, seiz., trans.amnes., blurr.vis., eye pain, vis.field defect., eyelid swell., conjunctiv.hyperaem., NAION, retin.vascul.occlus., tinnit., sudd.decr.or loss of hear., tachycard., unstabl.ang. pect., MI, palpitat., ventric.dysrhythm., hypotens., hypertens., dyspn., epistax., abdom.pain, N&V, gastro-oesphag. reflux, rash, urticar., SJS, exfoll.dermat., hyperhydros., haematur., priapism, prolong.erect., pen.haemorrh., haematosperm., chest pain, periph.oed., fatig., fac,oed., sudd.card.death.

Special warnings and precautions: Med.hist.& physic.exam.to diagn.& determ. pot.underly.causes, sex.activ.risk for pts.pre-exist.card.dis., determ.card.status of pts.prior treatm., vasodilat.prop.of trans.decr.BP eff., not for men with card.dis.in whom sex.activ.is inadvisable, effic. unknow in pts.with hist.of pelv.surg./ radic.non-nerve-spar.prostatect., concom.alpha-1-block.eg doxazosin as symptomat. hypotens.poss.(combinat.not recomm.), MI within last 90 days, unstable ang./ ang.occur.dur.sex.intercourse, NYHA Class 2/ great.HF in last 6 mnths., uncontroll.dysrhythm./ hypotens.(<90/50 mm Hg) / uncontrol.hypertens., stroke within last 6 mnths., if sympts. upon init.sex.activ.refrain from further sex.activ.& report to med.pract., vis.defect.& cases of NAION & incr.risk., stop treatm. in case of sudd.vis.defect., discont.if sudd.hear.decr./ loss exper., once-a-day dos.not recomm.in sev.ren.impairm.or studied in hepat.insuffic., seek medic.advice for erect.> than 4 hrs., predispos. to poss.priapism, anatomic.deform.of penis, concom.CYP3A4 inhibit. incr.expos., combin.with other erect.dysfunct. treatm. not stud.theref.not recomm., lactose intol.

Interactions: CYP3A4 inhibit. (ritonavir/ saquinavir/ ketoconazole/ itraconazole & erythromycin) incr.expos., pot.interact.by inhibit.of transporters (eg.p-glycoprot.), CYP3A4 induc.(rifampicin/ ritonavir) decr.expos., antacids (Mg-/Al.-hydroxide) reduc. absorpt.without alter.AUC expos., augments hypotens.eff.of nitrates, syst.vasodilat.propert.may augment BP low.eff of antihypertens.agents., oral bioavail.of ethinylestradiol & terbutaline poss.incr., alcoh.intake poss.incr.postur. dizzin./ orthostat.hypotens., addit.BP low.eff.with riociguat, caution with 5-alpha reduct.inhibit.

 XE "Viagra" VIAGRA, (Viatris Healthcare) Upjohn [P/S] 
Sildenafil citr.

Indications: Erectile dysfunct.

(S4) TABS. 32/7.1.5/621, 622, 623.

843652-005: 25 mg, 2, R43,66

843652-004: 25 mg, 4, R87,31

843660-008: 50 mg, 2, R48,53

843660-007: 50 mg, 4, R97,07

843679-019: 100 mg, 2, R97,07

843679-018: 100 mg, 4, R194,16

Dosage: 50 mg approx.1 hr.bef.sex.activ. May be incr.to 100 mg or decr.to 25 mg depend.on effic.& tol. Max.recomm.dos.is 100 mg & max.dos.freq.is 1xdly.

Contraindications: Concom.nitric oxide donors/ nitrat., concom.potent P450 3A4 inhibit., sev.ren./ hepat.impairm., men in whom sex.activ.is inadvis. because of underly.CV status., safety & effic.of combinat.with other treatm.of erect.dysfunct.not stud., use in women & childr., lact.intol., reg.&/ intermitt. organ.nitrat. use.

Side effects: Flu syndr., RTI, infect., herpes simpl., pharyngit., bronchit., sinusit., UTI, laryngit., anaem., leukopen., allerg.react., unstab.diab., hyperglycaem., hypernatraem., gout, hyperuricaem., anorgasm., headache, dizzin., CNS effs., vertigo, migraine, tremor, abnorm.vis., chromatops., conjunctiv., photophob., dry eyes, eye pain/ haemorrh., cataract, tinnit., ear pain, deafn., palpitat., tachycard., ang.pect., AV block, card. arrest, HF., cardiomyopathy, flush., hypotens./ postur. hypotens., shock, epistax., rhinit., resp./ skin/ musculoskelet.& connect.tiss./prostat./ metabol.& nutrit./psych./eye disords., dyspn., asthma, incr.cough/sputum, GI disturbs.incl. rect. haemorrh., cystit., noctur., urine.freq./incont., haematur., abnorm.ejaculat., genit./periph.oed., breast enlargem., asthen., pain, thirst, chills, abnorm. ECG, accid.inj./fall, photosensitiv./ hypersens. react., seiz., incr.IOP, retin.vasc.dis., vitreous detachm./tract.& paramacul.oed., non arterit. anter.ischaem.opt.neuropathy with vis.loss/ blindn., MI, sudd.card.death, ventr.dysrhythm., priapism., prolong.erect., hypotens.events with concom. alpha blocks, CV haemorrh., TIA, hypertens.

Warnings and special precautions: Not an aphrodis., med. hist.& physic.exam.to diagn.erect. dysfunct., consid.cardiovasc.stat., left ventric. outflow obstruct./rare syndr.of multip.syst.atrophy, MI/ stroke/life threat.dysrhythm.with.last 6 mnths., rest.hypotens./hypertens., CF/coron. artery dis. caus.unstab.ang., retinit.pigmentosa, medic. advice for erect.> than 4 hrs./priapism, ren./ hepat.impairm., elderly (65 yrs & old.), sudd. unilat./ bilat. sensorineur.deafn.with/without assoc. vestibul. sympt., condits.predispos.to priapism, anatomic. deform.of penis, haemodynamic. stab.on alpha blocks.bef.init.ther., bleed.disords., pept.ulcerat., concom.doxazosin.
Drug interactions: Potent.hypotens.eff.of nitr., clear. reduc.by inhibit.of cytochrome P450 & isoforms 3A4 & 2C9, incr.conc.with cimetidine, reduc. clear.with CYP3A4 inhibits., incr.AUC with erythromycin, anti-aggregat.eff.of sod.nitropruss. potent., incr.AUC & Cmax with saquinavir/ritonavir.

18
ANTI-MICROBIALS
18.1
Beta-lactams
18.1.1
Penicillins
AUGMENTIN (MDR Listing)

TAZOCIN 4EF (MDR Listing)

 XE "Adco-Amoxycillin" ADCO-AMOXYCILLIN, AI Pharm Ltd [P/S]

Amoxycillin trihydrate equiv.to amoxycillin.
Indications: Suscept.non-penicillinase produc. micro-organ.infects.eg.RTI, UTI, skin & soft tiss.infects., GIT infects.

(S4) CAPS, [P/S] X/20.1.2/196, 197

785229-035: 250 mg, 15, R11,73
811440-001: 500 mg, 15, R21,41
(S4) SUSP, [P/S] X/20.1.2/199.

829102-019: 250 mg/5 ml, 100 ml, R22,68
Dosage: Adults & childr.over 40 kg: 250-500 mg 3xdly. Childr.as % of adult dos: 12 yrs: 75%. 7 yrs: 50%. 1 yr: 25%. Infts: 20 mg/ kg/day in 3 div. dos.

Sev.infects: Double dos. Cont.for 48-72 hrs.aft. pt. asymptomat.

Gonorrh: 3 g as sngl.dose.
Contraindications: Penicil.& cephalosp. hypersens., infect.mono-nucleosis, safety in pregn. & lactat.not est.

Side effects: Urticar./maculopap.skin rash, GI disturbs., glossit., stomatit., pseudomembr.colit., supra-infects.

Special precautions: Assess organ.function in prolong.therapy, leukaem., bld.dyscras.

Drug interactions: Decr.effic.of OC's, absorpt.of other meds., allopurinol incr.skin rash.

 XE "Allmox" ALLMOX, Innovata Pharma [P/S]

Amoxycillin trihydrate equiv.to amoxycillin.
Indications: Suscept.non-penicillinase produc. micro-organ.infects.

(S4) CAPS, Y/20.1.2/161, 162

704443-002: 250 mg, 500, R217,25
704444-001: 500 mg, 500, R356,91
Dosage: Adults: 250-500 mg 8 hrly.

Uncomplicat.gonorrh: 3 g as sngl.dose combin. with probenecid 1 g
(S4) S & SF SUSP, 36/20.1.2./0117, 0118

714179-001: 125 mg/5 ml, 100 ml, R12,49

714180-001: 250 mg/5 ml, 100 ml, R16,18

Dosage: Infts: up to 6 kg bw: 25-50 mg 8 hrly. 6-8 kg bw: 50-100 mg 8 hrly. Infts & childr.8-20 kg bw: 6,7-13,3 mg/kg bw 8 hrly. Childr.20 kg bw & over & adults: 250-500 mg 8 hrly. Max.dos: 4,5 g/day.

Contraindications: Penicill.& cephalosp. hypersens., allergy hist., infect.mono-nucleosis. Susp also: Babies born to hypersens.mothers in neonat.period.

Side effects: Hypersens reacts.incl.Stev.John. syndr. & anaphylax., maculopap.skin rash, superinfects., bld.dyscras. angioneurot.oed., fev., swoll.joints, pseudomembr.colit., N&V, diarrh., heartburn, prurit.ani, serum transaminas. conc. rais., revers.hyperactiv., agitat., anx., insomn., confus., behav.changes., dizzin., sore mouth/tong., black hairy tong.

Warnings and special precautions: Cross. placental barrier, may be used dur.lactat.but 1st assess. neonat ren./hepat & haematopoiet.funct., discont.in case of ser.anaphylact.react., crystalluria poss.if dehydrat./oligur.pres., imp. ren. funct., syphilis as Jarisch-Herxheimer react. poss., prev.penicill./cephalospor./other allerg. hypersens. reacts., monit.ren./hepat & haematopoiet. funct. dur.prolong.ther.
Interactions: Decr.effic.of oestrog.contain.OC's, absorpt.of other meds.poss.affect., probenec. delay. excret.

 XE "Amoclan" AMOCLAN, (Cipla Medpro) Pharmascript [P/S]

Amoxycillin 875 mg, clavulanic acid 125 mg.

Indications: Sens.U&LRT, UT, skin & soft tiss. infects.

(S4) BID TABS. 37/20.1.2/0361

704484-001: 10, R165,15
Dosage: Admin.immed.bef.meals.

Adults: 1 tab 12 hrly.

(S4) TABS, [P/S] 35/20.1.2/0232

Amoxycillin 250 mg, clavulanic acid 125 mg.

707184-001: 15, R61,54
Dosage: Admin.immed.bef.meals

Adults: 1 tab. 8 hrly

(S4) FORTE TABS, [P/S] 35/20.1.2/0233

Amoxycillin 500 mg, clavulanic acid 125 mg.

707185-001: 15, R106,12
Dosage: Admin.immed.bef.meals.

Sev.infects: Adults: 1 tab.8 hrly.

(S4) SUSP, [P/S] 35/20.1.2/0249 

Amoxycillin 125 mg, clavulanic acid 31,25 mg/5 ml.

707186-001: 100 ml, R50,51
Dosage: Admin.at start of meals.

Childr: 9-18 kg: 5-10 ml 8 hrly.
(S4) FORTE SUSP, [P/S] 35/20.1.2/0250 

Amoxycillin 250 mg, clavulanic acid 62,5 mg/5 ml.

707187-001: 100 ml, R83,68
Dosage: Admin.at start of meals.
Childr: 18-37 kg: 5-10 ml 8 hrly.
Contraindications: Penicill.& cephalospor. hypersens., prev.ingred.assoc.jaund./hepat. dysfunct. hist., safety in pregn.not est., glomerular filtrat.<30 ml/min.

Side effects: Superinfect., pseudomembr.colit., prolongat.of prothromb.time, hepatit., cholestat. jaund., GI disturbs., skin reacts.incl.erythem. multiform., vaginit., abnorm.taste, CNS effs., hot flush., hypersens.reacts.incl.Stevens-Johnson /serum-sickn.-like syndr., anaphylax., interstit. nephrit., death gen.assoc.with underly.dis./ concom. medicat., crystallur., bld.dyscras., prolongat. of bleed.& prothromb.time, convuls.in ren.impairm./high dos., superfic.tooth discolourat., poss. Jarisch-Herxheimer react.in syphil.pts.

Special precautions: Hypersens.react.hist.to penicill./multipl.allergens, avoid in infect. mononucleos., concom.anticoags., monit.ren./ hepat. & haematolog.syst.dur.prolong./high dos. ther., hepat.dysfunct., pass.into breast milk, imp. ren. funct., addit.dos.at end of haemodialys., as GI S/E esp.relat.to clavulan.compon.consid.addit. amoxycill. separately if high dos.indicat., discont.if skin rash occurs, elderly, syphilis, adeq.fluid intake & urin. output,sod.restrict.diet., lymphat.leukaem., lactat.
Drug interactions: Incr.amoxycillin bld.lev.with probenecid, reduc.OC effic., incr.skin reacts.with allopurinol, tetracycl./other bacteriost.drugs poss. interfer.with bactericid.effs.

 XE "Ampicillin Fresenius" AMPICILLIN FRESENIUS VIALS, Fresenius Kabi [P/S]
Ampicillin sodium.

Indications: G+ve non-penicillinase produc. staphyloc., haemolyt.& non-haemolyt.streptococ., Diplococc.pneumon., Clostrid. sp. & Streptoc.faecalis. G-ve coc. Neiserr.sp., H.influen., E.coli, Proteus mirabilis & many Brucell./ Salmonell.& Shigell.strains.

(S4) INJ. H/20.1.2/25, 26

893889-005: 250 mg, 10, R96,07

893889-008: 250 mg, 100, R960,70

893890-001: 500 mg, 10, R148,14
893890-008: 500 mg, 100, R1 481,40
Dosage: Adults: 500 mg 6 hrly, in sev.infects. may be admin.up to 6x in one day. Childr: ¼-¾ adult dose, incr.in relat.to age from infts.to 15 yrs.

Contraindications: Penicill./cephalospor. hypersens., babies in neonat.period born to hypersens. mothers, ocular admin., safety in pregn.& lactat.not est.

Side effects: Trans.diarr./ naus./ heartburn/ prurit.ani, allerg. reacts.in hypersens.pts., erythem.multiforme up to 15 days aft.stop., sore mouth/ tongue & black hairy tongue, liv.enzym.incr., cholestat.jaund., hepatit., haemolyt.anaem., leukopen., prolong bleed.time, defect.platel.funct., convuls., CNS toxic.
Special warnings and precautins: Intrathecal admin.not recomm., hist.of allerg., not for infect.mononucleos./ lymphat,leukem./ HIV/ concom.allopurinol due to incr.skin rashh risk, high doses in ren.impairm./CHF pts., syphilis as Jarisch-Herxheimer react.may occ.

Interactions: Poss.decr.effic. of oestrogen.OC
 XE "Apen" APEN, (Mylan) Xixia [P/S]

Ampicillin 250 mg, cloxacillin 250 mg

Indications: Suscept.mix.bact.infect.incl. penicill. resist.staphylococci

(S4) CAPS, [P/S] 27/20.1.2/0108

797553-002: 500 mg, 20, R42,04
797553-010: 500 mg, 100, R210,18
(S4) SUSP, [P/S] 27/20.1.2/0109.

Ampicillin 125 mg, cloxacillin 125 mg/5 ml.

829500-018: 250 mg/5 ml, 100 ml, R45,42
Dosage: Admin. 6 hrly.

Adults & childr.over 10 yrs: 500 mg-1 g. Childr. 2-10 yrs: 250-500 mg. Up to 2 yrs: 250 mg.
Contraindications: Penicill.sens.

Side effects: Allerg.reacts., superinfects., skin rash, maculopapul.rash (esp.mononucleos.pts.), GI disturbs., anaphylax., pseudomembr.colit., Jarish-Herxheimer react.in syphil.pts.

Special precautions: Lymphat.leukaem.& hyperuricaem.pts.reciev.allopurinol, monit.ren.& haematol.syst.dur.prolong.high dos.therapy.

Drug interactions: Effic.of oestrog.contain.OC's decr., absorpt.of other medic.poss.affect.

 XE "Augmentin" AUGMENTIN, (Aspen Pharmacare) GSK [P/S] 
Amoxycillin 400 mg, clavulanic acid 57 mg/5 ml.

Indications: U&LRTI incl.recurr.otit.media & bronchit. & bronchopneumon., GUTI, skin & soft tiss.infects. infects caus.by amoxicill. resist.organ. produc.beta lactamases sensit.to clavulan.acid.

(S4) BD SUSP FORTE [P/S] 36/20.1.2/0367

704068-001: 70 ml, R164,46
Dosage: Take immed.bef.meal. Ther.durat.max.14 days without review. Childr.7-12 yrs: (22-40 kg): 5-10 ml 12 hrly.

ES 600 SUSP, A39/20.1.2/0130

Amoxicillin 600 mg, clavulanic acid 42,9 mg/5 ml.

Indications: Ac.bact.otit.med.caus.by H influenzae. Streptococc.pneumon & Moraxella catarrhal.

710041-001: 50 ml, R151,60
710041-002: 100 ml, R303,21
Dosage: Take immed.bef.meal. Ther.durat.max.14 days without review. Not interchang.with other susp. as clavulan.content diff. No exper.in paed. pts. >40 kg or in adults. No clinic.data in childr.und.3 mnths.

8 kg: 3 ml 12 hrly., 12 kg: 4,5 ml 12 hrly., 16 kg: 6 ml 12 hrly., 20 kg: 7,5 ml 12 hrly., 24 kg: 9 ml 12 hrly., 28 kg: 10,5 ml 12 hrly., 32 kg: 12 ml 12 hrly., 36 kg: 13,5 ml 12 hrly.
(S4) TABS BD, [P/S] 32/20.1.2/0239.

Amoxycillin 875 mg, clavulanic acid 125 mg 

853542-007: 10, R206,36
Dosage: Admin at start of meal.

Sev.infects.& RTI: Adults: 1 tab.12 hrly.
Contraindications: Penicill.& cephalospor. hypersens., childr.und.2 mnths., all childr.for parenter. form., prev.Augmentin-assoc.jaund. /hepat. dysfunct., glomerul.filtrat.of < 30 ml/ min.for Augmentin 1000.

Side effects: V.common: Diarrh., Common: Mucocutan. candidias., N&V. abdom pain, Uncomm: Dizzin., headache, indigest., gastrit., mod.AST/ALT rise, skin rash, prurit., urticar. Rare: Revers.leucopen., erythema multiforme. Post market: Revers.agranulocytos.& haemolyt.anaem., bleed.& prothromb.time prolongat., fatal hypersens. reacts., revers. hyperactiv., asept. meningit., convuls.in imp.ren.funct.& high dos. ther., antibiot.assoc.colit., black hairy tong.esp. with susp.formulat., superfic.tooth discolourat., hepatit.& cholestat.jaund., Stev.John.syndr., tox. epiderm. necrolys., bull.exfoliat.dermatit., ac. generalis. exanthemous pustulos., drug react.with eosinophil.& system.sympts.(DRESS), interstit. nephrit., crystallur.
Warnings and special precautions: Prev. penicill./ cephalospor.& other allergen hypersens., not treatm. of choice for sore throat/pharyngit. becaus.of poss. underly.infect.mononucleos., ren. impairm.(should not be used if filtrat.rate (BDtabs) <30ml/min), hepat.impairm., poss.pseudomembr. colit. diagnos.in pres.of diarrh.aft.antibiot.ther., poss.mycot./bact.superinfects., lymphat.leukaem., syphilis as Jarisch-Herxheim.react.poss., monit. pts. on anticoag., avoid alchoh.dur.& for sev.days aft., maint.adeq.hydrat., Na restrict.diets.if high dos.necess., period.organ funct.eval.with prolong.ther., consult loc. susceptibility data where poss., safety in pregn.not est., phenylketonur.with ES susp., childr. >40 kg dos.at adult recomm., dos.childr. 2 mnths-2 yrs. accord.to body weight, no dos.recomm.for prem. infts., distribut.in breast milk.
Interactions: Probenecid decr.ren.tubul. secret. of amoxycillin but not clavulanic acid, effic. of OC’s poss.reduc., incr.skin rash incid. with allopurinol, INR incr.in pts.on warfar., tetracycl.& other bacteriostat. meds.interf.with amoxycillin bactericid. effs., monit.INR with concom.warfar., pre-dos.conc.of mycophenol. mofetil active metabol.reduc.

See also MDR page 309-311.
 XE "Auro Amoxiclav" AURO AMOXICLAV, Aurogen[P/S]
Amoxycillin, clavulan.acid.
Indications: Sens.U&LRT, genito-urin./ skin & soft tiss. infects.

(S4) TABS 375, [P/S] 41/20.1.2/0535

713381-001: 15, R55,19
Dosage: Adults: 1 tab 8 hrly.

(S4) TABS 625, [P/S] 41/20.1.2/0536

Amoxycillin 500 mg, clavulan.acid 125 mg.

713382-001: 15, R96,72
Dosage: Sev.infects./resp.infects: Adults: 1 tab 8 hrly.

(S4) TABS 1 000, [P/S] 41/20.1.2/0537

Amoxycillin 875 mg, clavulan.acid 125 mg.

713383-001: 10, R167,05
Dosage: Sev.infects./resp.infects: Adults: 1 tab 12 hrly.

Admin.immed.bef.meals. Do not substit. 2  325 tabs for 1  625 tab or 2  625 tabs for 1 1000 mg tab.in treat.sev.infects

(S4) SUSP, [P/S] 41/20.1.2/0963, 0964

Amoxycillin 125(250) mg, clavulan.acid 31,25(62,5) mg/5 ml
713358-001: 125/31,25 mg/5 ml, 100 ml, R52,63
713360-001: 250/62,5 mg/5 ml, 100 ml, R107,57
Dosage: Admin.immed.bef.meals. Childr: 25-50 mg/ kg/day of the 4 parts amoxicill: 1 part clavulan. acid preps.(corresp.to dly.dos.of equiv.of 20-40 mg/kg amoxicill. & 5-10 mg/kg clavulan. acid). Childr: 9-18 kg: (125-31,25 mg/5 ml) 5-10 ml 8 hrly. 18-37 kg: (250-62,5 mg/5 ml) 5 ml 8 hrly.
Contraindications: Penicill./cephalospor.cross-sens., prev.hist.of assoc.jaund./hepat.dysfunct., safety in pregn.not est., 1000 mg tab.where glomerul.filtrat. <30 ml/min.

Side effects: GI disturbs., skin reacts.incl.rash/ erythem. multiforme/Stev.Johns.syndr./tox. epiderm. necrolys./bullous exfol.dermatit., vaginit., headache, dizzin., tiredn., hot flush., ser.sickn.-like syndr., ser.somet.fatal hypersens.reacts./ angioneurot. oed., interstit.nephrit., vasculit., superinfect., pseudomembr.colit., hepatit., cholestat. jaund., crystallur., bld.dyscras., prothromb. time prolong., CNS effs., convuls., superfic. tooth discolour.esp.with susp., sev.hepat. effs. somet.death report.

Warnings and special precautions: Prev. penicill. hypersens., multipl.allergen sens.hist., discont. treatm.& appropr.ther.to be init.if allerg. react./ superinfect.occurs, infect.mononucleos., concom.anticoag.ther., per.organ funct.assessm. dur. prolong.ther., OC’s, excret.in breast milk, cons. separate amoxicill.if high.amoxicill.conc.reqd., elderly, Jarisch-Herxheim.react.in syphil.pts., imp. ren. funct., sev.hepat.funct.impairm., lactat., adeq. fluid intake/urin.output maint.with high dos., sod. restrict. diets, lymphat.leukaem.

Interactions: Probenecid incr.amoxycill.bld. lev., OC effic.reduc., incr.skin rash incid.poss.with allopurinol & ampicillin, tetracycl.& other bacteriostat.drugs interfer. with bactericid.eff.
 XE "Auro Ampicillin Injection" AURO AMPICILLIN INJECTION, Aurogen [P/S]
Ampicillin sodium.

Indications: G+ve & G-ve infects.caus.by non-penicillinase produc.ampicillin sens.organ.
(S4) POWD.FOR INJ. 41/20.1.2/0122

719996-001: 500 mg, 1xvial, R16,03

Dosage: Recomm.adult dos: Adults incl.elderly: 500 -1000 mg 4-6x/day IV for as long as IV requir.

Meningit: 2 g 6 hrly IV. Childr: 150 mg/kg IV dly. in 4 div.dos. Therap.dos.to be admin.for at least 10 days in beta-heamolyt.streptococc.infects. Dos. may be incr.in sev.infects. Childr.< 20 kg: 10-25 mg/ kg 6 hrly. Childr.> 20 kg: Adult dos. Meningit.or sev.infects: 50 mg/kg 6 hrly. Neonat: 5 mg/kg/dos.(meningit: 100 mg/kg/dos.) 12 hrly in first week of life then 8 hrly. Then 1-3 mg/ kg/dos. 6 hrly.

Contraindications: Known penicill./cephalosp. sens., babies in the neonat.period born to hypersens.mothers, safety in pregn.& lactat.not est., ocul.admin., mix.in same syr.as aminoglycosid./other beta-lactam antibact., add.to Dextrose infus., intrathec.admin.

Side effects: Sev.allerg./sens.reacts., anaphylax., superinfect., pseudomembran. colit., skin reacts. incl.erythema multiforme/Stev.Johns. syndr./tox. epiderm. necrolys., bld.dyscras., electrol.disturbs., CNS effs., convuls., paraesthes., dizzin., GI disturbs., crystallur., stomatit., glossit., black hairy tong., mucocutan.candidias., hepatit., jaund., hypokalaem., hypernatraem., loc.reacts.

Special precautions: Cephalosp.cross-sens., multip. allerg.hist., passes into breast milk, discont. in case of allerg.react.& instit.appropr. ther., Jarisch-Herxheim.react.in syphil.pts.esp.CV syphil./where ser.risk of incr.loc.damage such as opt. atrophy, discont.if skin rash occurs, avoid in infect. mononeucleos./lymph.leukaem./susp.HIV infect./concom.allopurinol, adeq.fluid intake esp. dur. high dos., concom.lignocaine only in case of IM inj., concom.anticoags./leucovorin/OC’s, per. organ funct.assessm.esp.dur.prolong.ther., sod. restrict. diet, methotrex.toxic., avoid alcoh., imp. ren. funct., adeq.fluid intake/urin.output, CCF pts.

Drug interactions:INR incr.with anticoags, methotrex. clear.decr., K+accumlat.with poss. result. hyperkalaem.with ACE inhibits./K+ spar. diurets./ K+ -contain.meds./K+ supplem., incr. haemorrh. risk with meds.with an antiplatel. funct./ NSAID’s, hypoprothrombinaem.induc.with salicylate large dos., poss.reduc.OC effic., incr. skin rash with allupurinol.

 XE "Austell-Amoxicillin" AUSTELL-AMOXICILLIN, Austell [P/S]

Amoxicillin trihydrate equiv.to amoxicillin.
Indications: Suscept.mild to mod.sev.infects., Lyme dis., endocardit.prophylax., combinat.ther. in H.pylori infects.

(S4) CAPS, 37/20.1.2/0003, 0004

707499-001: 250 mg, 500, R194,74
705637-001: 500 mg, 500, R369,34
Dosage: Tot.dly.dos.admin.in div.dos.most common.8 hrly.

Adults & childr.over 40 kg:

Tot.dly.dos: 750 mg-3 g. Max.recomm.dos. 6 g/day.

Resp.infects: 500 mg 8 hrly.

Lyme dis: Isolat.erythema chronicum migrans: 4 g/day. Gen.manifest: 6 g/day both for minim.of 12 days.

Gonorrh: 3 g with 1 g probenecid.

Eradicat H pylori infect.assoc.with duod. ulcerat.: 750 mg-1 g 2xdly in combin.with other agents for 7 days. 

Childr.und.40 kg:

20-50 mg/kg/day. Max recomm.dos: 150 mg/kg/ day

Lyme dis: Isolat.erythema chronicum migrans: 20-50 mg/kg/day. Gen.manifest: 100 mg/kg/day both for minim.of 12 days.

Contra-indications: Penicill./cephalospor. hypersens., infect.mononucleos., safety in pregn.not est.

Side-effects: Sev.hypersens.reacts.incl. anaphylax., superinfect., pseudomembr.colit., prolong.of prothromb.time, hepatit., cholestat. jaund., GI disturbs., skin rash, prurit., urticar., ser.sickn.-like syndr., erythema multiforme, Stev. Johnson syndr., hypersens.vasculit., exfoliat. dermatit., tox.epiderm.necrolys., interstit. nephrit., mucocutan.candidias., crystallur., bld. dyscras., CNS effs.incl.convuls., superfic.tooth discolourat.
Special precautions: Cephalospor./penicill. cross-sens., multiple allerg.hist., cross placenta & distribut.in breast milk, concom.anticoags., period.organ funct.assessm.advis.dur.prolong. ther., poss.Jarisch-Herxheim.react.in syphil.pts., adeq.fluid intake & urin.output at high dos., low sod.diet, lymphat.leukaem.as esp.suscept.to induc.skin rash, sev.hepat.impairm., mod.to sev.ren.impairm.

Drug interactions: Incr.& prolong.bld.conc.with probenecid, effic.of OC’s poss.reduc., incr.skin reacts.with allopurinol, tetracycl.& other bacteriostat. may interfer with bactericid.effs.

 XE "Austell-Co-Amoxiclav" AUSTELL-CO-AMOXICLAV, Austell [P/S]
ES Powder for Suspension: Applicant Camox

Amoxicillin trihydrate 250 mg, clavulanic acid 125 mg.

Indications: Sens.U&LRT, UT, skin & soft tiss. infects.

(S4) TABS.375, [P/S] A39/20.1.2/0488

707407-001: 15, R51,51
Dosage: Admin.with food

Adults: 1 tab 8 hrly.

(S4) TABS. 625, [P/S] A39/20.1.2/0489

Amoxicillin trihydrate 500 mg, clavulanic acid 125 mg.

707408-001: 15, R76,35
Dosage: Admin.with food

More sev.infects.& RTI’s: Adults 1 tab 8 hrly.

(S4) ES 600 POWD.FOR SUSP, 48/20.1.2/1123

Amoxicillin 600 mg, clavulanic acid 42,9 mg/5 ml

Indications: Ac.bact.otit.med.caus.by H.influnzae/ Streptococc.pneumon & Moxarella catarrhal.

722105-002: 50 ml, R119,62
722105-001: 100 ml, R239,35
Dosage: Take immed.bef.meal. Ther.durat.max.14 days without review. No exper.in pts.>40 kg or in adults. No data in childr.und.3 mnths.

8 kg: 3 ml 12 hrly., 12 kg: 4,5 ml 12 hrly., 16 kg: 6 ml 12 hrly., 20 kg: 7,5 ml 12 hrly., 24 kg: 9 ml 12 hrly., 28 kg: 10,5 ml 12 hrly., 32 kg: 12 ml 12 hrly., 36 kg: 13,5 ml 12 hrly.
Contraindications: Penicill./cephalospor. hypersens., prev.hist.of assoc.jaund./hepat. dysfunct., safety in pregn.& childr.und.6 mnths.& 2 mnths for ES susp,not est.

Side effects: GI disturbs., stomatit., glossit., black hairy tong., enterocolit., antibiot.assoc.colit.& diarrh. incl.pseudomembr.colit., superfic.tooth discolourat., skin reacts.incl.erythem.multiforme/ tox. epiderm.necrolys./Stev.-Johns.syndr., vaginit., headache, dizzin., revers.hyperactiv., convuls., tiredn., hot flushes, angioed., anaphylax., ser. sickn.-like syndr., hypersens.vasculit., hypersens. reacts., hepatit.& cholestat.jaund., interstit. nephrit., crystallur., bld.dyscras., prothromb.time prolong., super-infect.
Warnings and special precautions: Allergy hist., penicill./cephalospor.cross-sens., infect. mononucleos., concom.anticoags., imp.ren./hepat. funct., hyperuricaem.treat.with allopurinol, amoxicill. excret.into breast milk, incr.risk of necrotis.enterocolit.in neonates with prophylact. use, as same amnt.clavulan.acid is pres.in each strength two 375 tabs. are not equiv. to one 625 tab., consid.separ.amoxicillin if high amoxicillin conc.reqd., Jarisch-Herxheimer react.in syphil.pts., adeq.fluid intake, sod.restrict.diet if high dos. necess., lymphat.leukaem., overgrowth of non-suscept. organism, monit.ren./hepat.& haematopoiet. funct.with prolong.ther.
Drug interactions: Probenecid incr.& prolongs amoxicill.bld.lev., OC effic.reduc., tetracycl.& other bacteriostat.drugs interfer with amoxicill. bactericid. effs., incr.skin rash incid.with allopurinol, poss.disulfiram-like react.with alcoh., incr. prothrombin time with oral anticoags.

 XE "Betaclav" BETACLAV, Unicorn [P/S]

Amoxicillin 250 mg, clavulanic acid 125 mg

Indications: Sens.U&LRT incl.bronchopneum., UTI, skin & soft tiss. infects.

(S4) TABS 375, [P/S] 41/20.1.2/0546.

721444-001: 15, R52,41
Dosage: Admin.at the start of meal
Adults: 1 tab 8 hrly.

(S4) TABS 625, [P/S] 41/20.1.2/0547.

Amoxycillin 500 mg, clavulanic acid 125 mg.

721445-001: 15, R92,10
Dosage: Admin.at the start of meal More sev. infects.& RTI’s: Adults 1 tab 8 hrly. Do not substit. 2x375 mg tabs for one 625 mg tab.

(S4) TABS 1 000, 41/20.1.2/0548
Amoxicillin 875 mg, clavulanic acid 125 mg

714704-001: 10, R159,11
Dosage: Admin.at the start of meal. More sev. infects & RTI’s: Adults: 1 tab 12 hrly. Do not substit. 2x625  mg tabs for one 1 000 mg tab.
Contraindications: Penicill./cephalospor. hypersens., prev.hist.of assoc.jaund./hepat. dysfunct., safety in pregn.not est.

Side effects: GI disturbs.esp.naus.& diarrh., mucocutan.candidias., bld.dyscras., prolong. bleed./ prothromb.time, thrombocytopen.purp., hypersens./ anaphylact.reacts., angioneurot. oed., dizzin., headache, convuls., pseudomembr./ haemorrhag.colit., superfic.tooth discolourat., stomatit., glossit., black hairy tong., hepatit.& cholestat.jaund., skin reacts.incl.tox.epiderm. necrolys./Stev.-John.syndr./bullous exfol. dermatit., interstit.nephrit., crystallur., tiredn., hot flush., amoxycill.secret.in breast milk, superinfect.

Special precautions: Allergy hist., penicill./ cephalospor.cross-sens., lactat., as same amnt. clavulan. acid is pres.in each strength two 375 tabs.are not equiv.to one 625 tab. & two 625 tabs not equal to one 1 000 tab, imp.ren.funct., concom. anticoags., discont.ther.in ser.sickn.syndr./ hypersens. vasculit./sev.skin reacts./superinfect., Jarisch-Herxheimer react.in syphil. pts., adeq.fluid intake/maint.urin.output esp.with high dos., period. assessm.of organ syst.funct.advis. dur. prolong.ther., elderly, avoid if infect. mononucleos. susp., lymphat.leukaem., sev.hepat.dysfunct., OC effic.reduc., incr.skin rash.with allopurinol & ampicill., hyperuricaem.

Drug interactions: Probenecid incr.& prolongs amoxicill.bld.lev., tetracycl.& other bacteriostat. drugs interfer. with amoxicill.bactericid.effs.

 XE "Betamox" BETAMOX, Ranbaxy [P/S]

Amoxycillin trihydrate equiv.to amoxycillin.
Indications: Suscept.non-penicillin produc. organ.infects.

(S4) CAPS, [P/S] Y/20.1.2/127, 128.

788155-024: 250 mg, 500, R244,35
788546-023: 500 mg, 500, R486,19
(S4) SUSP, [P/S] Y/20.1.2/129, 130.

829358-005: 125 mg/5 ml, 100 ml, R14,77
829366-008: 250 mg/5 ml, 100 ml, R21,28
Dosage: Admin.3xdly.

Adults: 250-500 mg. Childr.& infts: 2-10 yrs: 125 mg. 6 mnths-2 yrs: 125 mg. 0-6 mnths: 62,5 mg.
Contraindications: Penicill./cephalospor. allergy, infect.mononucleos, lymphat.leukaem., hyperuricaem.being treat.with allopurinol.

Side effects: GI disturbs., allerg.reacts., anaphylax., maculopapul.rash, pseudomembran. colit., superinfects.

Special precautions: Dehydrat., oligur., ren.fail., syphil.

Drug interactions: Effic.of oestrog.contain.OC's decr., absorpt.of other medic.poss.affect.

 XE "Bindoclav" BINDOCLAV, (Cipla Medpro) Actor Pharma [P/S]

Amoxicillin trihydr.equiv.to amoxicillin, potassium clavulanate equiv.to clavulan.acid.

Indications: Sens.U&LRT, UT, skin & soft tiss. infects.

(S4) TABS 375, [P/S] 41/20.1.2/0532.

Amoxicillin 250 mg, clavulanic acid 125 mg.

716124-001: 15, R54,70
Dosage: Admin.immed.bef.meals. Clavulanic acid does not contrib.to ther.eff.for amoxicill.sens. organ.

Childr: 25-50 mg/kg/day of the 4 parts amoxicill. & 1 part clavulanic acid prep.(corresp.to dly.dos. equiv. of 20-40 mg/kg amoxicill. & 5-10 mg/kg clavulanic acid) admin.in div.dos.8 hrly.

Adults: 1 tab 8 hrly.

(S4) TABS 625, [P/S] 41/20.1.2/0533.

Amoxicillin 500 mg, clavulanic acid 125 mg.

716125-001: 15, R93,59
Dosage: Childr: 25-50 mg/kg/day of the 4 parts amoxicill & 1 part clavulanic acid prep.(corresp.to dly.dos. equiv. of 20-40 mg/kg amoxicill. & 5-10 mg/kg clavulanic acid) admin.in div.dos. 8 hrly.

Adults: More sev.infects.& RTI: 1 tab 8 hrly.Do not substit. 2x375 mg tabs for one 625 mg tab.

(S4) TABS 1000, [P/S] 41/20.1.2/0534 

Amoxicillin 875 mg, clavulanic acid 125 mg

716126-001: 10, R153,25
Dosage: Adults: More sev.infects.& RTI: 1 tab 12 hrly. Do not substit. 2 x675 mg tabs for one 1 g tab.
Contraindications: Penicill./cephalospor. cross-sens., prev.amoxicillin/clavulanic acid-assoc. jaund./hepat.dysfunct., safety in pregn.not est., infect.mononucleos.

Side effects: Ser.hypersens.reacts.incl. angioneurot. oed./anaphylax., interstit.nephrit., GI disturbs.esp.naus.& diarrh., skin reacts.incl. erythem.multiform./Stev.John.syndr./tox.epiderm. necrolys., vaginit., headache, CNS effs., hot flush., superinfect., black hairy tong., glossit., tooth discolourat., mucocut.candidias., pseudomembr./ haemorrh.colit., hepatit./cholest.jaund.with rare death reports main.with ser.underly.dis./concom. meds with hepat.eff.potent., crystallur., bld. dyscras., bleed./prothromb.time prolong., convuls., Jarisch-Herxheimer react.in syphil.pts., excret.in breast milk.

Special precautions: Lactat., imp.ren./hepat. funct., prev.incl.cephalospor.hypersens.reacts., allergy hist., consid.separ.amoxicill.if high. amoxicill. conc.requir., monit.pts.on anticoags., per.assessm.advis.dur.prolong treatm., incr.skin rash risk in hyperuricaem.pts.treat.with allopurinol, maint.adeq.fluid intake/urin.output dur.high dos., Na restric.diet if high dos.necess., lymphat. leukaem.pts., discont.if superinfects.occur.

Drug interactions: Probenecid incr.amoxicill. bld. conc., effic.of OC’s reduc., tetracycl./other bacteriost. meds.poss.interfer.with amoxicill. bacteriocid.effs.

 XE "Bio Amoksiklav" BIO-AMOKSIKLAV, Biotech [P/S]

Amoxycillin 125 mg, clavulan.acid 31,25 mg/5 ml

Indications: Sens.U&LRT, UT, skin & soft tiss. infects.

(S4) SUSP, [P/S] 31/20.1.2/0683

865540-004: 100 ml, R50,24
Dosage: Admin.with food.

Childr: 9-18 kg: 5-10 ml 8 hrly.
(S4) FORTE SUSP, [P/S] 31/20.1.2/0684

Amoxycillin 250 mg, clavulan.acid 62,5 mg/5 ml.

865559-007: 100 ml, R87,59
Dosage: Admin.with food.
Childr: 18-37 kg: 5-10 ml 8 hrly.
(S4) TABS 375, [P/S] 31/20.1.2/0681

Amoxycillin 250 mg, clavulan.acid 125 mg.

865532-001: 15, R57,82
Dosage: Admin.with food.

Adults: 1-2 tabs 8 hrly.

(S4) TABS 625, [P/S] 31/20.1.2/0682

Amoxycillin 500 mg, clavulan.acid 125 mg.

865524-010: 15, R96,61
Dosage: Admin.with food.

Sev.infects./resp.infects: Adults: 1 tab 8 hrly.

(S4) TABS 1 000, [P/S] A40/20.1.2/0500

Amoxycillin 875 mg, clavulan.acid 125 mg.

708387-001: 10, R153,58
Dosage: Admin.with food.

Sev.infects./resp.infects: Adults: 1 tab 12 hrly.

Contraindications: Penicill./cephalospor./ tetracycl., cephamycins/beta-lact.inhibit. hypersens., prev.hist.of assoc.jaund./hepat. dysfunct., safety in pregn.& childr.und.6 mnths. not est., 1000 mg tab.where glomerul.filtrat. <30 ml/min.

Side effects: GI disturbs., skin reacts.incl. erythem. multiforme, hypersens.reacts.incl.Stev. –John. syndr., anaphylax., super-infect., vaginit., CNS effs.incl.convuls., hot flush., hepatit. & cholestat. jaund., stomatit., glossit., black hairy tong., pseudomembr.colit., crystallur., bld. dyscras., bleed.time prolong., superfic.tooth discolourat.

Special precautions: Multipl.allergen allerg. hist., penicill./cephalosporin cross-sens., imp. ren. / hepat.funct., infect.mononucleos., adeq. fluid intake, sod.restrict.diets, lymphat.leukaem., excret. in breast milk, hyperuricaem.treat.with allopurinol, consid.separate amoxicillin if high. amoxicillin. conc.reqd., Jarisch-Herxheim.react. in syphil.pts., concom.anticoag.ther.

Drug interactions: Probenecid incr.amoxycill. bld. lev., OC effic.reduc., tetracycl.& other bacteriostat. drugs interfer with bactericid.eff.

 XE "Cloxacillin Fresenius" CLOXACILLIN FRESENIUS, Fresenius Kabi [P/S]

Cloxacillin

Indications: Penicillinase produc.staphyloc. infects. resist.to benzyl penicill.such as: Abscess., cellulit., bacteraem.(septicaem.), endocardit., pneumon.(resp.tract), osteomyelit.(bone&joints).
(S4) POWD.FOR INJ. M/20.1.2/227, 228.

701081-007: 250 mg, 1x1,5 ml, R11,38
701081-005: 250 mg, 10x1,5 ml, R113,77
701081-006: 250 mg, 50x1,5 ml, R568,86
701087-005: 500 mg, 1x10 ml, R24,47
701087-003: 500 mg, 10x10 ml, R244,60
701087-004: 500 mg, 50x10 ml, R1 223,04
Dosage: Adults: All system.dosages may be doubled in sev. infects.
IM inj: 250 mg 4-6 hrly. Dissolv.in 1,5 ml water for inj.
Slow IV inj: 500 mg 4-6 hrly.dissolv.in 10-20 ml water for inj. & admin.over 3-4 mins.
IV infus: 500 mg 4-6 hrly. admin.over 2-3 mins.
Intrapleur.inj: 500 mg dly dissolv. in 2-5 ml of water for inj. 

Intra-articul.inj: 500 mg dly dissolv.in 2-5 ml of water for inj.
Children: 12,5 - 25 mg/kg every 6 hrs. Und.2 yrs: ¼ of adult dos; 2 to 10 yrs: ½ of adult dos.

Contraindications: Penicill.allergy, cephalosp. cross-sens., neonates born to hypersens.mothers, sub-conjunctiv.inject., use as eye drop, intrathec. admin.

Side effects: Freq: Sore mouth/tongue, trans diarrh., nausea; Less freq: Leucopen., defect. platelet funct., allerg.reacts., convuls./signs of CNS tox. incl.cerebr.irrit., pain, inj.site reacts.; Freq.unknown: Overgrowth of non-suscept. organ., haemolyt.anaem., prolong.bleed.time, phlebit./ thrombophlebit., black hairy tongue, heartburn, prurit.ani, pseudomembran.colit., incr. liv.enzymes, hepatit., cholestat.jaund., erythema multiforme, poss. Jarisch-Herxheimer react. in syphilis.

Warnings and special precautions: Jaund. neonates, incompat. with aminoglycosid./ tetracycl./ erythromycin & polymixin B., consid. unsafe in porphyr., safety in pregn.not est., cross. placenta., distrib.in breast milk, monit ren./hepat. funct. dur. prolong./high dos.ther., cyst.fibros.

Interactions: Mutually inactivat. aminoglycosides., poss.interacts.& reduc.eff.with concom. chloramphenicol/ etracyclines, probenecid enhanc.plasma conc.

 XE "Cloxin" CLOXIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Cloxacillin sod.equiv.to cloxacillin.

Indications: Penicillinase produc.staphyloc. infects. resist.to benzyl penicill., gram +ve S.aureus skin & soft tiss.infects., pneum., endocardit., osteo myelit.

(S4) CAPS. N/20.1.2/90, 91.

809632-012: 250 mg, 100, R318,49
809640-015: 500 mg, 100, R393,22
Dosage: Admin. 6 hrly.1 hr.bef.meals.

Adults: 500 mg. Childr. 2-10 yrs: 250 mg.
Contraindications: Hypersens., cephalosp. cross-sens., neonates born to hypersens.mothers, incompat. with aminoglycosid./tetracycl./ erythromycin & polymixin B.

Side effects: Hypersens.reacts., anaphylax., prolong.bleed.time & defect.platel.funct., GI disturbs., supra-infect., hepatit., cholest. jaund., electrol.imbal., incr.liv.enzyme values, poss. Jarish-Herxheim.react.in syphil.

Special precautions: Imp.ren.funct.

 XE "Co-Amoxyclav ES Sandoz" CO-AMOXYCLAV ES SANDOZ, Sandoz SA [P/S]

Amoxicillin trihydrate eqv.to amoxicillin 600 mg/5 ml, potassium clavulanate eqv.to clavulanic acid 42,9 mg/5 ml

Indications: Short term treatm.of ac.bact.otitis med.caus.by Haemophilus influenz./ Streptoc.pneumoniae/ Moraxella catarrhalis.

(S4) POWD.FOR SUSP, 51/20.1.2/0478

3006160-001: 50 ml, R114,10
3006160-002: 100 ml, R228,20
Dosage: Take immed.bef.meal. Ther.durat.max.14 days without review. No exper.in pts.>40 kg or in adults. No data in childr.und.3 mnths. 8 kg: 3 ml 12 hrly., 12 kg: 4,5 ml 12 hrly., 16 kg: 6 ml 12 hrly., 20 kg: 7,5 ml 12 hrly., 24 kg: 9 ml 12 hrly., 28 kg: 10,5 ml 12 hrly., 32 kg: 12 ml 12 hrly., 36 kg: 13,5 ml 12 hrly.Not interchangeabl.with other Sandoz co-amoxyclav susp.
Contraindications:Penicill./ cephalospor.hypersens., prev.hist.of assoc.jaund./ hepat.dysfunct., safety in pregn.& childr.<2 mnths not est., no clinic.data childr.<3 mnths. 

Side effects:Freq.: Mucocutan. candidias.(incl.vaginit.),diarrh., N&V, Less freq.: Revers.leukopen. & agranuloytos., thrombocytopen., haemol.anaem., prothromb.& bleed.time prolong., angioneurot.oed., anaphylax., serum sickn.-like syndr., hypersens.vasculit., dizzin., headache, revers.hyperact.& convuls., indigest., antibiot. assoc.colit., superfic.tooth discolourat., abdom.pain, gastrit., stomatit., glossit., black hairy tong., abnorm.taste, tiredn., hot flush., mod.incr.ALT/AST, hepatit.& cholestat.jaund., fatal hepat.event, skin rash, prurit., urticar., petechiae, purpura, flush., exfoliat.dermat., eryth.multiform., SJS, TEN, bull.exfol.dermat., AGEP with DRESS, interstit. nephrit., crystallur. 

Special warnings and precautions: Adhere to principl.of antibiot.stewardsh., hypersens.& anaphylax.esp.with hist.of allerg., penicill./cephalospor.cross-sens., not treatm.choice for sore throat/ pharyngit.due to underlyi. infect. mononucleos., hepat. dysfunct., adj.dose in mod-sev.ren.impairm., overgrowth of non-suscept. organism.with prolong.use, per.assessm.of organ syst.funct.in prolong therap., discont.in antibiot.-associat.colitis & sev.cutan.adver.reacts (eg.SJS, TEN, DRESS, AGEP), lymphat. leukaem., cont.saccharin sod., distrib.into breast milk caus.side eff.in infant.

Interactions: Probenecid incr.& prolongs amoxicill.bld.lev., OC effic.reduc., effs., incr.skin rash incid.with allopurinol, poss.disulfiram-like react.with alcoh.
 XE "Curam" CURAM, Sandoz [P/S]

Amoxycillin 500 mg, clavulanic acid 125 mg.

Indications: Sens.U&LRT, UTI, skin & soft tiss.infects.

(S4) 625 TABS, [P/S] .34/20.1.2/0378

704047-001: 15, R117,80
Dosage: Admin.at start of meals. Adults 1 tab 8 hrly.

(S4) 1000 TABS, [P/S] 36/20.1.2/0181

Amoxycillin 875 mg, clavulanic acid 125 mg

,704049-001: 10, R107,02
Dosage: Admin.at start of meals. Adults: 1 tab. 12 hrly.

(S4) BD SUSP [P/S] A39/20.1.2/0070

Amoxycillin 400 mg, clavulanic acid 57 mg/5 ml.

705832-001: 35 ml, R60,39
705832-002: 70 ml, R120,98
Dosage: Take immed.bef.meal. Ther.durat.max.14 days without review. Childr.2 mnths-2 yrs: Recomm. dos: Mild to mod.infects: 25(3.6) mg/kg/ day. More sev.infects: 45(6,4 mg)/kg/day. Mild to mod.infects: Childr.2-6 yrs: (13-21 kg): 2,5 ml 12 hrly. 7-12 yrs: (22-40 kg): 5 ml 12 hrly. More sev. infects: Childr.2-6 yrs: (13-21 kg): 5 ml 12 hrly. 7-12 yrs: (22-40 kg): 10 ml 12 hrly.
Contraindications: Penicill./cephalospor.cross sens., prev. ingred.assoc. jaund./hepat.dysfunct. hist., safety in pregn.not est., infect.mononucleos., 1000 tabs & susp.where glomerul.filtrat.rate less than 30 ml/min., BD susp: insuffic.exper.in childr. und.2 mnths.

Side effects: Hypersens.reacts.incl.anaphylax./ fatalit., angioneurot.oed., GI disturbs., abdom. pain, skin reacts., vaginit., CNS effs.incl.seiz., hot flush., hepatit.& cholest.jaund.& rarely death but gen.assoc.with ser.underly.dis./concom.meds., glossit., black hairy tong., pseudomembr.colit., Stevens Johnson syndr.& tox.necrolys., bld. dyscras., prothromb./bleed.time.prolongat., defect. platelet funct., Jarisch-Herxheimer react.in syphil./ other spirochaete infects., super-infect., crystallur.

Special precautions: Allerg.hist., sev.hepat. dysfunct., imp.ren.funct., incr.skin rash risk in lymphat. leukaem./poss.HIV infect.& hyperuricaem. pts. treat.with allopurinol, excret.in breast milk, concom.alcohol, appropr.monit.with anticoags., per.organ funct.assessm./adeq.fluid intake & urin.output maint.dur.prolong.ther., outweigh benef.-risk dur.pregn., sod.restrict.diet.
Drug interactions: Probenecid incr.amoxycill. bld.conc., effic.of OC’s reduc., tetracycl./other bacteriost.drugs poss.interfer.with bactericid.effs.

 XE "Flucloxacillin 250 mg Oethmaan" FLUCLOXACILLIN 250 mg OETHMAAN, 
Oethmaan Biosims [P/S]

Flucloxacillin sod.equiv.to flucloxacillin

Indications: Penicillinase produc.staphylococ. infects.

(S4) CAPS, 44/20.1.2/0816

723163-001: 250 mg, 20, R73,71
723163-002: 250 mg, 40, R147,42
723163-003: 250 mg, 100, R368,62
Dosage: Adults: 250 mg 6 hrly, 1 hr.bef.meals.
Contraindications: Penicill.& other beta-lactam antibiot.hypersens.

Side effects: More freq: Oral & vag.candidias., diarrh., N&V, headache. Less freq: Anaphylax., allerg. reacts., fev., eosinophil., joint pains, angioneurot. oed., exfoliat.dermatit. Unknown freq: Agranulocytos., leucopen., neutropen., erythema multiforme, Stev.-John.syndr., tox. epiderm. necrolys., electrol.imbal., ac.porphyr. attacks, seiz., heartburn, colic, prurit.ani., C.dific. colit., hepatotox., hepatit., cholestat.jaund.

Warnings and special precautions: Allerg. hist., hepat.dysfunct.hist.relat.to prior flucloxacill. use/hepat.impairm., porphyr.pts., poss.resist. theref. sensitiv.test.recomm., discont.in the event of hypersens., safety in pregn.not est., excret.in breast milk

Interactions: Poss.incr.hepatotox.with other hepatotox. meds., incr.ser.conc.with probenec., 

 XE "Macropen" MACROPEN, (Mylan) Xixia [P/S]

Amoxycillin 250 mg, flucloxacillin 250 mg.

Indications: Suscept.bact.infects.of mix.origin where penicillin resist.staphylococci implicat.

(S4) CAPS, [P/S] 27/20.1.2/0106

797561-005: 500 mg, 15, R40,74
797561-013: 500 mg, 100, R271,81
(S4) SUSP, [P/S] 27/20.1.2/0107.

Amoxycillin 125 mg, flucloxacillin 125 mg/5 ml.

830208-003: 250 mg/5 ml, 100 ml, R54,72
Dosage: Admin. 3xdly 1 hr.bef.meals. Sev.infects: Dose may be incr.

Adults: 500 mg. Childr.und.2 yrs: 2,5 ml. 2-12 yrs: 5 ml.
Contraindications: Penicill.sens., neonates.

Side effects: Allerg.reacts., skin rash, maculopapul. rash (esp.mononucleos.pts.), anaphylax., GI disturbs., pseudomembr.colit., superinfects., Jarisch-Herxheimer react.in syphil. pts., cholestat.hepatit.

Special precautions Lymphat.leukaem.& hyperuricaem.pts.receiv.allopurinol, monit.ren.& haematolog.syst.dur.prolong.high dos.therapy.

Drug interactions: Effic.of oestrog.contain.OC's decr., absorpt.of other medic.poss.affect.

 XE "Piperacillin/Tazobactam Fresenius" PIPERACILLIN/TAZOBACTAM FRESENIUS, Fresenius Kabi [P/S]
Piperacillin 4 g, tazobactam 0,5 g

Indications: Adults: Haemophilus influenzae community acquir.pneum., intra-abdom., skin & skin struct.& gynaecolog.infects.due to suscept. organ produc.ß-lactamase, bact.infects.in neutropen. pts.with concom.aminoglycos.

Childr: With aminoglycos.for bact.infects.in neutropen. pts., ser.intra-abdom. E.Coli/Bacteroide infects. in hospit.childr.2-12 yrs., mix.infects.& in presumpt. ther.bef.sens.test results are known.

(S4) POWD.FOR SOL.FOR INFUS, 45/20.1.1/1173

723481-002: 1x 50 ml, R54,65
723481-001: 10x 50 ml, R546,48
Dosage: Admin.by slow IV infus.over 30 mins. Ther. durat: Ac.infects: min.5 days contin.for 48 hrs beyond clinic.sympt.resolut.or fev. Usual.7-10 days.

Adults & childr.12 yrs.& old: Usual: 4 g piperacillin/ 0,5 g tazobactam 8 hrly.

Immunocomprom.&neutropen.pts: 4 g piperacill. /0,5 g tazobact.6 hrly with an aminoglycos. Childr.und.12 yrs: Ther.recomm. only for childr.with neutropen. Childr.weigh.over 50 kg: Foll.adult dos.guid.incl.an aminoglycoside. Childr. weigh.less than 50 kg: Dos.adjust.to 90 mg/ kg (80 mg piperacillin/10 mg tazobact.) admin. 6 hrly with aminoglycosid.

Neutropen.pts: Full therap.dos.with an aminoglycos.

Hospital.childr.with intra-abdom.infects: Childr. 2-12 yrs with norm.ren.funct.weigh.up to 40 kg: Recomm.dos: 112,5 mg/kg (100 mg piperacill./12,5 mg tazobact.) 8 hrly. Childr.2-12 yrs. with norm.ren.funct.weigh.over 40 kg: Foll. adult dos.guid. Ther.dur.to be guid.by infect. sever./clinic.& bacterial.progress. Recomm:min.of 5 days & max.14 days consid.dos.admin.to contin. at least 48 hrs.aft.clinic.S&S resolut.

Contraindications: Allerg.react.hist.to piperacillin/ tazobact./any penicill.&/cephalosp./ ß-lactam. inibit.

Side effects: Clostrid.diffic.assoc.diarrh., bld. dyscras., hypersens.incl.anaphylact.reacts., decr. bld. gluc., hypokalaem., hypoglycaem., headache, CNS effs., chest pain, hypotens., phlebit., thrombophlebit., flush., GI disturbs., hepatit., skin reacts. incl.erythema multiforme/Stev.-Johns. syndr./ tox.epiderm.necrolys., arthralg., interstit. nephrit., ren.fail., fev., loc.reacts., rigors, rash in cyst. fibros.pts., platel.dysfunct./bleed., prolong .prothromb./ part.thromboplast.time, thrombocytos., convuls., loc.reacts., jaund., neuromusc. excitabil.with high.dos., elev.LFT, leukopen./ neutropen.esp.dur.prolong.ther.

Warnings and special precautions: Poss.fatal hypersens. reacts.incl.shock, discont.ther.in case of hypersens.reacts./bleed.disord.& init.appropr. treatm., prev.penicill.hypersens./multipl.allerg. sens. hist., paed.pts.bel.2 yrs., discont.ther.in case of est.pseudomembr.colit./if ser.skin reacts. progress, per.haematopoiet.funct.monit.dur. prolong. ther., superinfect., neuromusc.excitabil./ convuls. if high.than recomm.IV dos.giv., concom. hepar./ warfar./oral anticoags./NSAIDs/other meds. affect.bld.coagulat.syst.&/thrombocyte funct., monit.methotrexate toxic., cross.placenta, excret. in breast milk, safety in pregn.& lactat.not est., pts.over 65 yrs.with ren.impairm., electrol. monit. with low K+reserv.& pts.receiv.meds.poss. low. K-lev., ren.insuff./haemodialys., incr.sod.lev., concom. use with sols.cont.only sod.bicarb., mix. with other meds.in syr./infus.bott., not to be add.to bld. prod./album.hydrolys.

Drug interactions: Probenecid produc.long half-life & low.ren.clear., neuromusc.block.of vecuronium poss.prolong., prolong.neuromusc. blockade of non-depolaris.musc.relax., piperacill. may reduc.methotrex.excret., interact.with bacteriostat. antibact.agents, decr.OC effic., inactivat. of aminoglycosid.when mix.tog.

 XE "Ranclav" RANCLAV, Ranbaxy [P/S]

Amoxycillin, clavulanic acid

Indications: Sens.U&LRT, UT, skin & soft tiss. infects.

(S4) TABS 375, [P/S] 33/20.1.2/0459.

Amoxycillin 250 mg, clavulanic acid 125mg.

867373-008: 15, R72,40
Dosage: Admin.bef.meals.

Adults: 1-2 tabs 8 hrly.

(S4) TABS 625, [P/S] 33/20.1.2/0460.

Amoxycillin 500 mg, clavulanic acid 125 mg.

867381-019: 15, R108,34
Dosage: Adults 1 tab 8 hrly. Do not substit. 2x375 mg tabs for one 625 mg tab.

(S4) TABS 1g, [P/S] 40/20.1.2/0568

Amoxycillin 875 mg, clavulanic acid 125 mg

708893-001: 10, R159,11
Dosage: Adults: 1 tab 12 hrly. Do not substit. 2 x675 mg tabs for one 1g tab.
(S4) SUSP, [P/S] 34/20.1.2/0251

Amoxycillin 125 mg, clavulanic acid 31,25 mg/5 ml

894123-003: 100 ml, R52,34
Dosage: Admin.immed.bef.meals 

Childr:9-18 kg: 5-10 ml 8 hrly.correspond.to 25-50 mg/kg/day

(S4) FORTE SUSP, [P/S] 34/20.1.2/0252

Amoxycillin 250 mg, clavulanic acid 62,5 mg/5 ml

894125-001: 100 ml, R85,46
Dosage: Admin.immed.bef. meals.

Childr.18-37 kg: 5-10 ml 8 hrly.correspond.to 50 mg/kg/day

Contraindications: Penicill./cephalospor. cross-sens., safety in pregn.not est., prev.ingred. assoc. jaund./hepat.dysfunct.hist., infect.mononucleos., safety in childr.und.6 mnths.

Side effects: Hepatit., jaund.& cholest.jaund., hypersens. reacts.incl.anaphylax.,Stev.Johns. syndr. & tox.necrolys., bld.dyscras., GI disturbs., pseudomembr. colit., CNS effs., sore mouth & black hairy tong., super-infect., vaginit., thrush, Herxheimer react.in syphil.pts.

Special precautions: Incr.skin rash risk in lymphat. leukaem.& hyperuricaem.pts.treat.with allopurinol, cephalosporin/penicill.cross sens., allergy hist., imp.ren./hepat.funct., syphil., av. high dos.in pts.receiv.K-spar.diurets., excret.in breast milk.
Drug interactions: Probenecid incr.amoxycill. bld. conc., signific.interacts.with anticoags./ NSAID’s/platel.aggregat.inhibit.& thrombolyt. agents, effic.of OC’s reduc.

 XE "Razobin" RAZOBIN, Aurogen [P/S]
Piperacillin 4 g, tazobactam 0,5 g

Indications: Adults: Haemophilus influenzae community acquir.pneum., intra-abdom., skin & skin struct.& gynaecolog.infects.due to suscept. organ produc.ß-lactamase.bact.infects.in neutropen. pts., with concom.aminoglycos.

Childr.und.12 yrs: With aminoglycos.for bact. infects. in neutropen.pts. Childr.2-12 yrs: Ser. intra-abdom.E.Coli/Bacteroid.infects.in hospit. childr.

(S4) POWD.FOR INJ, 44/20.1.1/0082

720746-001: 4/0,5 g, sngl.dos.vials, R62,87
Dosage: Admin.by slow IV infus.over 30 mins. Adults & childr. 12 yrs& old: Usual: 4 g piperacillin/ 0,5 g tazobactam 8 hrly. Usual ther. durat: 7-10 days guid.by sev.of infect.& pt. progress. Treat for minim.5 days, max.14 days Cont. for 48 hrs.aft.sympt.resolut./fev.in ac.infects. Treat neutropen.pts with full therap.dos.plus an aminoglycoside. Childr.und 12 yrs: Only recomm. for childr.with neutropen. Childr.weigh.over 50 kg: Foll.adult dos.guid.incl.an aminoglycos. Childr. weigh. less than 50 kg: Adjust dos.to 90 mg/kg (80 mg piperacill./10 mg tazobact.) admin. 6 hrly.in combin.with an aminoglycoside.

Immunocomprom.& neutropen.pts.: 4 g piperacill./0,5 g tazobact.6 hrly with an aminoglycos.

Hospitalis.childr.with intra-abdom. infects: Childr.2-12 yrs weigh.up to 40 kg: Recomm. dos.112,5 mg/kg (100 mg piperacill./12,5 mg tazobact.) 8 hrly. Childr.2-12 yrs.weigh.over 40 kg: Foll.adult dos.guid: 4,5 g (4 g piperacill./ 0,5 g tazobact.) 8 hrly.

Contraindications: Safety in pregn.& lactat.not est., penicillin, cephalospor. or ß-lactamase inibit.sens., concom.use with sols.cont.only sod. bicarb., not compat. with Lactat.Ringer’s sol., no eval. in childr.bel.2 yrs., mix./admin.with anoth. antibiot. esp.aminoglycosid., add.to albumin hydrolysat./ bld.prod.

Side effects: Bld.dyscras., bleed.manifestat., prolong. prothromb./ part.thromboplast. time, thrombocytos., hypersens.incl.anaphylact.reacts., hypoglycaem., hypoalbuminaem., hypoproteinaem., hypokalaem., psych.disords., headache, insomn., musc.weakn., convuls., dry mouth, tachycard.incl.ventric./supraventric., bradycard., dysrhythm., atr./ ventric.fibrillat., card. fail./ arrest, circulat., MI, hypotens., loc. reacts., flush., GI disturbs., stomatit., jaund., pseudomembr. colit.poss.life-threat., hepatit., skin reacts. incl.erythema multiform./bulb.dermatit./ Stev. John.syndr./ tox.epiderm.necrolys., incr. sweat., arthralg., myalg., interstit.nephrit., urin. retent., dysur., ren.fail., fev., rigor, tiredn., oed., incr. fev./ rash in cyst.fibros.pts., leukopen./ neutropen. esp.dur.prolong.ther., platel.dysfunct./ bleed., neuromusc.excitabil.with high.dos.

Warning and special precautions: Cross. placenta, piperacill.excret.in breast milk, poss. fatal hypersens.reacts.incl.shock, multip.allerg. sens. hist., enquir.re prev.hypersens.reacts.to penicill./ cephalosp./other allerg.bef.init.ther., discont. ther.if bleed.disord./ anaphylact. react.occur & instit.appropr.ther., methotrexate toxic., period. assessm.of organ syst.funct.incl.ren./ hepat.& haematopoet.funct. dur.prolong.ther., superinfect.esp.dur. prolong.ther., ren.insuff./haemodialys., electrol. determin.with low K reserv.& pts.receiv. diurets./cytotox.ther., discont.ther.& admin.suit. ther. in case of pseudomembran.colit.sympt., poss. neuromusc.excitabil./convuls.with high.than recomm. IV dos., sod.cont.poss.incr.overall sod. intake, monit.coagulat.parameters reg.with concom. high hepar.dos./oral anticoags./ other meds. that affect.bld.coagulat.&/thrombocyte funct., ren.insuffic.

Drug interactions: Probenecid produc.long. half-life & lower ren.clear., poss.neuromusc. block. prolongat. of vecuronium, poss. prolong. neuromusc. blockade of non-depolaris.musc.relax., piperacill. may reduc.methotrex.excret.

 XE "Sandoz Co-Amoxyclav" SANDOZ CO-AMOXYCLAV, Sandoz [P/S]

Amoxycillin 125 mg, clavulanic acid 31,25 mg/5 ml.

Indications: U&LRTI, UTI, skin & soft tiss. infects.

(S4) SUSP, [P/S] 34/20.1.2/0394
878774-009: 100 ml, R48,94
(S4) FORTE SUSP, [P/S] 34/20.1.2/0395

Amoxycillin 250 mg, clavulanic acid 62,5 mg/5 ml.

878782-001: 100 ml, R79,90
Dosage: Admin.bef.meals. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ.

Childr: 18-37 kg: 5-10 ml 8 hrly. at start of a meal.
Adults: Bact.infects: 10 ml forte susp.8 hrly.

Other infects: 10 ml forte susp.12 hrly.or 5 ml forte susp.8 hrly.

Childr: Bact.infects: Neonates & infts.up to 12 wks.: 15 mg amoxycillin/kg 12 hrly.
Infts.3 mnths & older & childr.upto 40 kg/bm. Ac.otitis media./pnemon./sinusit.& other sev. infects: 13,3 mg amoxycillin/kg bm.8 hrly.

Less sev.infects.: 6,7 mg amoxycillin/kg bm. 8 hrly.

Childr.more than 40 kg: Adult dos.

(S4) TABS 375, 35/20.1.2/0318

Amoxycillin 250 mg, clavulanic acid 125 mg

878766-006: 15, R59,02
Dosage: Admin.bef.meals. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ.

Adults: 1 tab. 8 hrly.

(S4) TABS 625, 34/20.1.2/0275

Amoxycillin 500 mg, clavulanic acid 125 mg

701736-001: 15, R101,54
Dosage: Admin.bef.meals. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ.

Adults: 1 tab. 8 hrly.

(S4) TABS 1000, 36/20.1.2/0180

Amoxycillin 875 mg, clavulanic acid 125 mg

703356-001: 10, R171,15
Dosage: Admin.bef.meals. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ.

Adults: 1 tab. 12 hrly. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ

(S4) DISP.TABS 625, [P/S] 41/20.1.2/0102

Amoxycillin 500 mg, clavulanic acid 125 mg

719283-002: 16, R97,89
Dosage: Admin.bef.meals. Tabl.to be dispers.in water/mouth bef.swallow. 

RTI/more sev.infects: 1 tab.8 hrly at start of meal. Clavulan.acid does not contrib.to therap.eff. for amoxycill.sens.organ.

(S4) DISP.TABS 1 000, [P/S] 41/20.1.2/0103

Amoxicillin 875 mg, clavulanic acid 125 mg

719284-001: 10, R141,47
Dosage: Admin.bef.meals. Tab.to be dispers.in water/mouth bef.swallow.

RTI/more sev.infects: 1 tab. 12 hrly.at start of meal. Clavulan.acid does not contrib.to therap.eff. for amoxycill.sens.organ.

(S4) BD SUSP, A39/20.1.2/0071

Amoxycillin 400 mg, clavulanic acid 57 mg/5 ml

705471-001, 35 ml, R57,69
705471-002, 70 ml, R115,71
Dosage: Admin bef.meals. Clavulan.acid does not contrib.to therapeut.eff.for amoxycill.sens.organ.

Mild to mod.infects: Childr 2 mnths-2 yrs: 25/3,6 mg/kg/day. 2-6 yrs.(13-21 kg): 2,5 ml 2xdly. 7-12 yrs.(22-40 kg): 5 ml 2xdly. 

Sev infects: Childr 2mnths-2 yrs: 45/6,4 mg/kg/ day. 2-6 yrs.(13-21 kg): 5 ml 2xdly. 7-12 yrs.(22-40 kg): 10 ml 2xdly.

(S4) IV 0,6 INJ, 38/20.1.2/0326

Amoxycillin 500 mg, clavulanic acid 100 mg

705588-001: 5x10 ml vials, R112,36
(S4) IV 1,2 INJ, 38/20.1.2/0324

Amoxycillin 1000 mg, clavulanic acid 200 mg.

704658-001: 5x20 ml vials, R224,87
Dosage: For IV infus.dil.reconstit.vial furth.to desir. vol with suitable fluid, contents to be used within 15 mins.of reconstit. Admin.by IV inj (over 2 mins.)/slow IV infus. (over 30 mins.).

Adults: Admin two 0,6 strength vials OR one 1,2 strength vial 6-8 hrly. Max.dly.admin.of clavulanic acid 800 mg. IV ther.no long.than 10 days without review. Contin.with oral formulat.where appropr. aft.satisfact.respons.
Contraindications: Penicill./cephalospor. hypersens., prev.ingred.assoc. jaund./ hepat. dysfunct., safety in pregn.not est. IV also: not suit. for IM/SC admin., insuffic.evid.for IV recomm.in childr., do not mix. IV formulat.with aminoglycos. in same syringe/giv.set., do not use lignocaine/ benzyl alcoh.for IV inj., BD susp.insuffic.evid.for childr.und.2 mnths., Disp.Tabs: use in childr.

Side effects: Fatal hypersens., angioneurot.oed. with oral admin., hepatit.& cholestat.jaund. predom. in adults/elderly with rare fatalit.gen. assoc. with ser. underly.dis./concom.medicat., GI disturbs., skin reacts.incl.erythema multiforme, Stev. Johns.syndr.& tox.epiderm. necrolys., vaginit., vag.candidias., abnorm.taste, CNS effs. incl. convuls./dizzin./headache, hot flush., stomatit., glossit., sore mouth, black hairy tong., pseudomembr. colit., anaphylax., crystallur., dysur., urin. retent., bld.dyscras., serum sickn., prolongat. bleed./ prothromb.time, nephropathy, interstit. nephrit., Jarisch-Herxheim.react.in syphil.pts.& pts. with other spirochate infect.esp.CV syphil., loc. reacts. with inj., superfic.tooth discol., chest pain, chills.

Special precautions: Allerg.hist., penicill./ cephalospor./cross-sens., imp.ren./hepat. dysfunct., haemodialys decr.ser.conc., adeq.fluid intake, Na-restrict.diet when admin.high dos., ser. incr. loc.damage risk, infect.mononucleos., lymphat. leukaem., poss.HIV infect., monit.ren./ hepat.& haematolog.syst.dur.prolong.ther., pts. present. with sore throat/pharyngit., superinfect., excret. in breast milk, avoid alcoh.dur.& for sev. days aft. treatm., approp.monit.with concom. anticoag. ther., monit.ser.lev.in pts.with ren.insuff. receiv. IV ther.& adjust dos.accord., consid.addit. amoxycill.if reqd.in separate form if GI disturbs. sev., sens.test.if poss., phenylketonur., Disp.Tabs also:do not subst.2x625 Disp.Tabs for 1x1000 Disp. Tab.

Drug interactions: Incr.amoxycill.bld.lev.with probenecid, poss.incr.rash.with allopurinol, OC’s effic.poss.reduc., tetracycl.& other bacteriostat. drugs may interfere with bactericid.effs.of amoxycillin, aminoglycos.inactiv.if mix.in same syr.

 XE "Sandoz Flucloxacillin" SANDOZ FLUCLOXACILLIN 250, Sandoz [P/S]

Flucloxacillin sod.equiv.to flucloxacillin

Indications: Penicillinase produc.staphylococ. infects.

(S4) CAPS, T/20.1.2/33

781231-019: 250 mg, 20, R77,34
Dosage: Adults: 250 mg 6 hrly, 1 hr.bef.meals.
Contraindications: Penicill.hypersens.

Side effects: Skin rash., fev., eosinophil., joint pains, angioneurot.oed., anaphylax., superinfect., GI sympt., cholest.hepatit.

Special precautions: Allerg.hist.

 XE "Septapen" SEPTAPEN, Innovata [P/S]

Flucloxacillin sod.equiv.to flucloxacillin

Indications: Infect.caused by suscep.organism incl. skin & soft tiss.infect., infect.wounds & burns, otitis med., UTI, RTI by penicillinase prod.organism., orthopaed.infect.-septicaem., meningit., endocardit., enterocolit.

(S4) CAPS, 29/20.1.2/0550

3004454-001: 250 mg, 20, R54,69
Dosage: Adults: 250 mg (1 cap) 6 hrly Skin & soft tiss.infect.: Up to 8 g/day in div.doses 6-8 hrly. Take 1 hr.bef.meals.
Contraindications: Penicill.allergy, not for topical eye use.

Side effects: Allerg.reacts. as prurit.skin rash/ erymath.skin reacts./ urticar., GI-upset eg. naus., colic,diarrh., hepatit., cholest.jaund., reports of pseudomembr.colit.
Special warnings and precautions: Cross sens.with b-lactam antibiot.eg.cephalosporins, disc.if skin rash, overgrowth of non-suscept.organism.with overuse, safety in pregn.not est., excret.in breast milk.

 XE "Tazocin 4 EF" TAZOCIN 4 EF, Pfizer [P/S] 
Piperacillin 4 g, tazobactam 0,5 g.

Indications: Adults: Haemophilus influenzae community acquir.pneumon., intra-abdom., skin & skin struct.& gynaecolog.infects.due to suscept. organ produc.ß-lactamase., with aminoglycos.for bact.infects.in adult neutropen.pts. Childr: With aminoglycos.for bact.infects.in paed.neutropen. pts. und.12 yrs., ser.intra-abdom.E.Coli/ Bacteroides infects.in hospit.childr.2-12 yrs.

Useful in treatm.of mix.infects.& presumpt.ther. prior to sensit.test result avail.
(S4) INJ, [P/S] Z/20.1.1/201.

709201-001: 12x70 ml glass vials, R7 122,84
Dosage: Admin.by slow IV infus.over 30 mins. Reconstit.with 20 ml of dil.& further dil.to 50 or 100 ml for infus. Adjust dos.with imp.ren.funct.(ref to prod.lit.). Treat for a minim.of 5 days & for 48 hrs. aft.resolut.of clinic.sympts.

Adults & childr.over 12 yrs: 4 /0,5 g piperacillin/ tazobactam 8 hrly.

Immunocomprom.& neutropen.pts.with infect: Adults & childr.over 12 yrs: 4/0,5 g piperacillin/ tazobactam 6 hrly.combin.with aminoglycoside.

Childr.und.12 yrs: Only recomm.for childr.with neutropen. Neutropen:  Childr.weigh.over 50 kg: Adult dos. incl. aminoglycoside. Childr. weigh. less than 50 kg: 90 mg/kg 6 hrly.in combinat. with aminoglycos.

Hospitalis.childr.with intra-abdom.infects: Childr.2 -12 yrs.weigh.up to 40 kg: 112,5 mg/kg (100 mg piperacill./12,5 mg tazobactam) 8 hrly. Childr.2-12 yrs.weigh.over 40 kg: 4,5 g (4 g piperacill./0,5 g tazobactam) 8 hrly.

Contraindications: Penicillin, cephalosporin or ß-lactamase inhibit.sensitiv., ser.intra-abdom.infect. treatm.in childr.und.2 yrs., safety in pregn.& lactat. not est.

Side effects: V.common: Diarrh. Common: Thrombocytopen., posit.direct Coombs test, prolong.activat. part. thromboplast.time, hypoalbuminaem., decr.total protein, headache, insomn., abdom.pain, naus., vomit., constip., dyspeps, incr, AST/ALT/ALP, rash, prurit., incr.bld. creatin./urea, pyrex., inj.site react. Uncommon: Leucopen., prolong.prothromb. time/INR, hypokalaem., hypoglycaem., hypotens., phlebit., thrombophlebit., flush., hyperbilirubinaem., urticar, arthralg., myalg., chills. Rare: Agranulocytos., epistax., pseudomembr.colit., stomatit. Freq. unknown: Neutropen., purpura, prolong.bleed. time, jaund., incr.GGT, bull.dermatit., ren.fail., candidias., anaem., pancytopen., haemolyt.anaem., eosinophil., thrombocytos., anaphylact.react./ shock, hypersens., hepatit., erythema multiforme, maculopapul.rash, tox. epiderm.necrolys., Stev.-Johns.syndr., tubulointerstit.nephrit.
Warnings and special precautions: Poss.fatal hypersens. reacts.incl.shock, discont.in case of allerg.reacts., ser.hypersens.reacts.req.immed. emerg. meas., monit.pts.develop.skin rash and discont.if les.progress., period.organ.syst.funct./ haematopoiet. funct.asessm.dur.prolong.ther., poss. bleed. manifestat., poss.neuromusc. excitabil. /convuls.with high.than recomm.IV dos., electrol. determin.with low K+ reserv., Na content may incr.overall Na intake, imp.ren.funct./ haemodialys., monit.coagulat.paramet.reg.with concom. meds.that affect.bld.coagulat./ thrombocyte funct., do not mix with other meds.in syringe/infus., do not add to bld. products/album. hydrolysates, poss.resist.with prolong.treatm., consid.pseudomembran.colit.in presc.of diarrh., not to be used with sols. contain.only sod.bicarb., Ringer’s lact.sol.only compat.with TAZOCIN 4 EF formulat., cross.placenta, excret.in breast milk., treatm.of mix. infects.caus.by piperacillin suscept. organ./ ß-lactamase produc.organ.suscept.to piperacillin/tazobactam should not req.addit.of anoth.antibiotic, monit.methotrex.ser.lev.if admin. comcom.to avoid drug toxic.

Interactions: Probenec.produc.long half-life & lower ren.clear., poss.neuromusc.block.prolongat. of vecuronium, poss.prolong.neuromusc.blockade of non-depolaris.musc.relax., piperacill.may reduc. methotrex.excret., inactivat.of aminoglycosid. when mix.tog., false-posit.react.for gluc.in urine wih copper reduct.meth./ Bio-Rad Labs. Platelia Aspergillus EIA test

See also MDR page 708.
 XE "Ultramox" ULTRAMOX 500, Oethmaan Biosims [P/S]

Amoxycillin trihydrate equiv.to amoxycillin.

Indications: Infects.caus.by suscept.non-penicillin.produc. organisms
(S4) CAPS, Y/20.1.2/101

3001647-001: 500 mg, 500, R618,06
3001647-002: 500 mg, 100, R123,61
3001647-003: 500 mg, 15, R18,54
Dosage: Adults: 750 mg-1.5 g per day. Up to 6 g dly.in ser.infects. 

General dos.: 250 mg 3xdly. In sev.infects.do.may be incr.

GI tract infects.: 1-2 g dly. for 4-5 day. Ac.typhoid fever: Adults: 4 g dly. for 14 days. Children: 100 mg/kg dly. for 21 days

Gonnorrhoea: 2-3 g as a sngl. dos. in combinat.with probenecid

Contraindications: Penicill./ cephalospor. allergy

Side effects: Allerg.reacts.incl. prurit.skin rash/ erythemat. skin react./ urticar., anaphylax./ maculopapular rash, bld.dyscras., resist., crystalluria., superinfects., GI disturbs. 

Special warnings and precautions: To prevent antibiotic.resist.sensitivity.test. advis.to ensure ther.is appropr., discont.if ser.allerg.react.occ., pts with dehydrat./ oliguria as crystalluria poss.

 XE "Zoxil" ZOXIL, (Mylan) Xixia [P/S]
Amoxycillin trihydrate equiv.to amoxycillin.

Indications: Suscept.non-penicillin.produc. organisms

(S4) CAPS, [P/S] 28/20.1.2/0124, 0125.

808539-019: 250 mg, 15, R12,72
808547-003: 500 mg, 15, R25,53
(S4) SUSP, [P/S] 28/20.1.2/0126, 0127.

830739-009: 125 mg/5 ml, 100 ml, R15,72
830747-001: 250 mg/5 ml, 100 ml, R21,00
Dosage: Adults: 250-500 mg 3xdly. Up to 6 g dly.in ser.infects.
Childr.& infts: Admin. 3xdly.

2-10 yrs: 125 mg. 6 mnths-2 yrs: 125 mg. 0-6 mnths: 62,5 mg. Prem.infts (ie.1-2,5 kg): 30-62,5 mg once dly.for 1st 1-2 wks.depend.on size & maturity, thereaft.admin. 2-3xdly.
Contraindications: Penicill./ cephalospor. allergy, infect.mononucleos.

Side effects: Allerg.reacts.incl.anaphylax./ Stevens-Johnson syndr., bld.dyscras., superinfects., GI disturbs., pseudomembran. colit., Jarisch-Herxheim.react.in syphil.pts. 

Special precautions: Dehydrat., oligur., ren. fail., period.ren./hepat./bld.assessm.dur.prolong.ther., glandul.fev., lymphat.leukaem., pts.being treat. with allopurinol, excret.in breast milk. 

Drug interactions: Effic.of oestrog.contain.OC's decr., absorpt.of other medic.poss.affect., absorpt. of concurr.digox.poss.incr.

18.1.2
Cephalosporins
ZINFORO (MDR Listing)

 XE "Auro Cefalexin" AURO CEFALEXIN, Aurogen[P/S]

Cephalexin monohydrate equiv.to cephalexin.

Indications: Suscept.RTI, otit.media, dent./skin & soft tissue infects.

(S4) TABS, 41/20.1.1/0388

714312-001: 500 mg, 20, R47,65
Dosage: Adults: Dos.range 1-4 g dly.in equal.div. dos.usual.250 mg 6 hrly.

Skin & soft tiss.infects./streptococc. pharyngit./ tonsillit./mild uncompl.UTI: 500 mg 12 hrly. Larg.dos.may be need.in more sev./infects. caus.by less suscept.organ. Parenteral ther.should be consid.if dos.larg.than 4 g reqd.

Contraindications: Penicill.cross-sens., safety in pregn.& lactat.not est., not suit.for childr.

Side effects: GI disturbs., pseudomembr.colit., allerg.reacts.incl.drug fev./angioed./anaphylax., skin/ser.-sickn.-like reacts., vaginit., vag.disch., genit.prurit./monilias., headache, dizzin., convuls., fatig., tox.psychos., bld.dyscras., hepatit., cholestat. jaund.

Special precautions: Cross.placenta, excret.in breast milk, GI dis.hist., hypersens., known allerg. hist., superinfect.with prolong.use, discont.ther./ appropr. treatm.in case of allerg.reacts./ pseudomembr. colit., imp.ren.funct., concom.OC’s.
Drug interactions: Decr.OC effic., incr. nephrotoxic. risk with other nephrotox.meds.

 XE "Auro Cefepime" AURO CEFEPIME, Aurogen [P/S]
Cefepime

Indications: Adults: LRT incl.nosocom.& commun. acquir.pneum., ac.bact.exacerbat.of chron. bronchit., ac.bronch., complic.& uncomplic. UTI, skin & skin struct., & complic.intra-abdom. infects caus.by suscept.bact.incl.peritonit./bil. tract infects., empiric monother.of febrile neutropen. using combinat.ther.with another approp.antimicrob.agent in pts.at high risk of sev. infect.

Childr.2 mnths.& old: LRT, UTI, skin & skin struct., empiric monother.of febrile neutropen. using combinat.ther.with another approp. antimicrob. agent in pts.at high risk of sev.infect.

(S4) INJ. 41/20.1.1/0690, 0691

713369-001: 1 g, sngl.vial, R92,91
713370-001: 2 g, sngl.vial, R191,15
Dosage: Admin.IV/IM depend.on suscept of organ. /sev.of infect./overall condit.& ren.funct. Admin.by IV inj.over 3-5 mins.OR IV infus.of 50-100 ml over approx. 30 mins. Usual durat.of ther: 7-10 days. More sev.infects.may require long. treatm.

Adults & childr.12 yrs & old with norm.ren. funct.: Recomm.dos: 

Mild to mod.complic./uncomplic.UTI: 500 mg-1 g IV/IM 12 hrly.

Mild to mod.infects.incl.bronchit., skin & skin struct.infects: 1 g IV/IM 12 hrly.

Sev.infects: 2 g IV 12 hrly. 

Empir.fev.in neutropen.pts: 2 g IV 8 hrly. x7 days /resol.of neutropen.

Paed.pts.1 mnth up to 12 yrs.
Pneumon.,UTI & skin struct.infects: Paed.pts. >2 mnths.& body weight< 40 kg: 50 mg/kg 12 hrly x 10 days. More sev.infects: 8 hrly.dos. sched.
Empir.febrile neutropen: Paed.pts.> 2 mnths. < 40 kg: 50 mg/kg 8 hrly x7-10 days. Exper.limit. in paed.pts. < 2 mnths of age.

Paed.pts. 1-2 mnths: 30 mg/kg 12 hrly or 8 hrly may be consid. Monit.admin.caref.
Paed.pts. > 40 kg: recomm.adult dos.applies.

Old.than 12 yrs.< 40 kg: Dos.for young.pts. < 40 kg. Paed.dos.not to exceed the max.recomm. adult dos.of 2 g 8 hrly.

Exper.in IMI admin.in paed.pts.limit.

Contraindications: Safety in pregn.& lactat. not est.

Side effects: Bld.dyscras., aplast.anaem., haemorrh., anaphylax., fev., headache, dizzin., seiz., paraesthes., vasodilat., dyspn., chills, GI disturbs., oral monilias., pseudomembr.colit., taste pervers., hepatit., cholestat.jaund., skin reacts.incl. tox. epiderm.necrolys./erythem.multiform./ Stev. John. syndr., vaginit., genit.prurit., loc.reacts.incl. phlebit. /inflamm.at IV & IM inj.site, superinfect., encephalopathy/ myoclonus., colit.

Special precautions: Allerg.reacts.esp.meds., prev. ß-lactam/penicill.hypersens., discont.ther.in allerg. reacts.& treat appropr., imp.ren.funct./ condits. comprom.ren.funct., pseudomembr.colit., appropr. treatm.in case of superinfect., monit.ren. funct. esp.with concom. nephrotox., elderly with ren. funct.impairm.

Drug interactions: Incompat.when admix.with vancomycin HCl/ gentamycin sulph./ aminophylline.

 XE "Auroxime" AUROXIME, Aurogen [P/S]
Cefuroxime axetil equiv.to cefuroxime

Indications:Infect.caus.by suscept.organ.strains in: Pharyng.& tonsillit., otit.media, sinusit., ac.& chron.bronchit., ac.uncomplic. cystit.& Lyme dis.

(S4) TABS, A40/20.1.1/0720; 0721

713531-001: 250 mg, 10, R144,80
713532-001: 500 mg, 10, R286,85
Dosage: Admin.½.hr.aft.food.

Adults: Sinusit., ac.& chron.bronchit: 250 mg 2xdly x7 days. (Range 5-10 days)

Ac.uncomplicat.cystit: 125 mg 2xdly x7 days. (Range 5-10 days)

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x20 days

Childr: 3 mnths-2 yrs: 125 mg 2xdly. Over 2 yrs: 250 mg 2xdly.
Contraindications: Penicill.& other ß-lactam hypersens., safety & effic.in pregn.& lactat.not est., safety in porphyr.not est., no exper.in childr. und.3 mnths.

Side effects: Pseudomembr.colit., bld.dyscras., headache, GI disturbs., vag.candidias., skin reacts.incl.erythema multiforme/ Stev.Johns. syndr./ tox.epiderm.necrolys., hypersens.reacts. incl.bronchosp./anaphylax.

Special precautions: GI dis.hist.esp.ulc.colit./ region.enterit./pseudomembr.colit., ren.funct. impairm., discont.ther.with suspect.pseudomembr. colit., superinfect.with prolong.use, Jarisch-Herxheim.react.in Lyme dis.

Drug interactions: Probenecid incr.AUC.

 XE "Austell-Cefotaxime" AUSTELL-CEFOTAXIME, Austell [P/S]

Cefotaxime sodium
Indications: URT/urin.tract & GIT suscept.organ. infects., Neisseria meningitides in childr., ac. uncomplicat.cystit., reduc.incid.of post-op infects. in potent.contaminat.surg.proced.

(S4) INJ. 37/20.1.1/0364, 0365
707289-001: 500 mg, 1 vial, R17,88
707290-001: 1 g, 1 vial, R30,41
Dosage: Admin.IM/IV. IV infus: Disolv.in 40-100 ml & infus.IV over 20-60 mins. Dos.,route of admin.& freq.depend on nature, sev.of infect., condit. of pt.& sensitiv.of pathog.

Adults: 1 g 12 hrly. Sev: 3-4 g dly in 2-4 admin., with up to 12 g IV in very sev.cases.

Neonates: 0-1 wk: 50 mg/kg bm IV 12 hrly. 1-4 wks: 50 mg/kg bm IV 8 hrly. Childr: 50 -100 mg/kg bm/day 2-4 inj.& in except.cases up to 200 mg/kg/ day.

Contra-indications: Penicillin hypersens., safety in pregn.& lactat.not est.

Side-effects: Bld.dyscras., arrythm.follow.rapid bolus infus.through centr.ven.catheter, headache, confus., encephalopathy, GI disturbs., decr.ren. funct. partic.with aminoglycos., trans.hepat. enzyme incr., loc.reacts., skin reacts.incl.erythema multiforme/Stev.John.syndr./tox.epiderm.necrolys., hypersens.reacts.incl.anaphylax., superinfects., poss Jarisch-Herxheimer react.

Special precautions: Penicill.cross-sens., Na content in Na restrict.pts., monit.WBC for treatm. long.than 10 days & discont.if neutropen.develops, pseudomembr.colit., GI dis hist.esp.ulcerat.colit./ reg.enterit/antibiot.assoc.colit., ren.funct.impairm., porphyr., do not mix with other antibiot.in syr./ infus.

Drug interactions: Enhanc.nephrotoxic.with nephrotox.meds./diuret.
 XE "Austell-Ceftriaxone" AUSTELL-CEFTRIAXONE, Austell [P/S]
Ceftriaxone sodium

Indications: Bact.septicaem./meningit./intra abdom. infects./skin & skin struct./bone & joint/ ren. & urin.tract/ resp.tract & ENT infects.caus.by suscept. organ., uncomplic.gonorrh., peri-op.infect. prophylax.

(S4) INJ. 39/20.1.1/0176
707288-001: 1 g, 1, R34,75
Dosage: Admin.IM/IV. IV inj.over 2-4 mins. & IV infus.over at least 30 mins. Durat.of ther.for min. of 48-72 hrs.aft.pt.afebr./bact.eradicat.

Adults & childr.over 12 yrs: 1-2 g once dly. Max: 4 g dly. Neonates up to 14 days: 20-50 mg/kg bm once dly. Max: 50 mg/kg dly. Not necess.to different. betw.prem.& term infts. Infts.& childr. (15 days to 12 yrs): 20-80 mg/kg bm once dly. Childr.with bm 50 kg or more: Usual adult dos.

Bact.meningit: Neonates, infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly., adapt dos. accord. once organ.& sens.determin. Adults: 4 g once dly.

Gonorrh: 125 mg IM as sngl.dos.

Periop.-prophylax: Sngl.dos.of 1-2 g 30-90 mins. prior to surg.

Contra-indications: Penicill.cross-sens., safety in pregn.& lactat.not est.

Side-effects: GI disturbs., pseudomembr.colit., Ca salts precipit.in galbladd., haematoma/bleed., bld. dyscras., prolong. prothromb.time, skin reacts. incl. Stevens Johnson syndr., dizz., headache, oligur., genit.mycos., poss.drug precip.in kidn., anaphylact. / loc.reacts., fev., shiver., superinfect., shadows detect.by gallbladd.sonogram mistak.for gallston. usual. follow.high.than recomm.dos., pancreatit.

Special precautions: Cross.placenta & excret. in breast milk, sev.ren.fail., do not add to sols. contain. Ca, incompat.with vancomyc./fluconazole & aminoglycosides, neonates esp.prems.at risk of develop. bilirubin encephalopathy

 XE "Betaroxime" BETAROXIME, Unicorn[P/S]
Cefuroxime axetil

Indications: Pharyngit., tonsilit., otitis media, sinusit., ac.& chron.bronchit., ac.uncomplicat. cystit. infects.caus.by suscept.organ., Lyme dis.

(S4) TABS, 41/20.1.1/0139

710531-001: 500 mg, 10, R243,44
Dosage: Admin. ½ hr.aft.food.
Adults: Sinusit., ac.or chron.bronchit: 250 mg 2xdly x 7 days (range 5-10 days)
Ac.uncomplic.cystit: 125 mg 2xdly x 7 days (range 5-10 days)
Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly for 20 days
Childr.3 mnths-2 yrs: 125 mg 2xdly. Over 2 yrs: 250 mg 2xdly. 
Contra-indications: Penicill.& other ß-lactam antibiot. hypersens., safety & effic.in pregn.& lactat. not est., safety in porphyr.not est., no exper. in childr.und.3 mnths.for tabs.

Side-effects: Bld.dyscras., headache, trans. incr. in hepat. enzym.lev., GI disturbs., skin reacts. incl.erythema multiforme/Stev.-Johnson & tox.epiderm.necrolys., vag.candidias., hypersens. reacts.incl. bronchospasm/ anaphylax., ac.ren.fail., Jarisch-Herxheim.react. follow.Lyme dis.treatm.

Special precautions: GI dis.hist.esp.ulcerat. colit., discont.ther.if pseudomembr.colit.suspect., Crohn’s dis., ren.funct.monit.recomm in imp.ren. funct.pts., avoid concom.furosemide, poss. penicill. /cephalospor.cross.sens., monit.bone marr. respons.in pts.develop.decr.HB conc., super-infect.

Drug interactions: Probenecid incr.ser.lev.& delays excret., furosemide enhanc. nephrotox. potent., nephrotoxic.risk incr.with concom. aminoglycos. & other cephalospor.

 XE "Cefasyn" CEFASYN, (Cipla Medpro) Alkem [P/S]
Cefuroxime axetil.equiv.to cefuroxime.

Indications: Pharyngit., tonsillit., otit.media, sinusit., ac.& chron.bronchit., ac.uncomplic.cystit.& Lyme dis.in adults & childr.over 12 yrs.

(S4) TABS, 45/20.1.1/0216,0217

718658-001: 250 mg, 10, R128,63
718659-001: 500 mg, 10, R239,35
Dosage: Admin.½.hr.aft.food.

Sinusit., ac.& chron.bronchit: 250 mg 2xdly x7 days. (Range 5-10 days)

Ac.uncomplicat.cystit: 125 mg 2xdly x7 days. (Range 5-10 days)

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x20 days

Contraindications: Penicill.& other ß-lactam hypersens.

Side effects: Bld.dyscras., hypersens.reacts.incl. anaphylax., headache, dizzin., GI disturbs., trans hepat.enzyme lev.incr., jaund., erythema multiforme /Stev.Johns & tox.epiderm.necrolys., vag.candidias.

Warnings and special precautions: GI dis.hist., ren.funct.impairm., porphyr., investig.for poss. pseudomembr.colit.if suspect., poss.penicill.& cephalospor.cross.sens., overgrowth of non-suscept. organ.with prolong.use, Jarish-Herxheim. react.report.follow.Lyme dis.treatm., safety in pregn.& lactat.not est.

Drug interactions: Probenecid incr.AUC, OC effic.poss.reduc.

 XE "Cefazolin Oethmaan" CEFAZOLIN OETHMAAN, Oethmaan Biosims [P/S]

Cefazolin sodium 

Indications: Suscept.organ.resp. tract, GUT, skin & skin struct., bone & joint infects., septicaem., endocardit., peri-/intra-& post-operat.prophylax.in abdom. hysterect.
(S4) INJ. 31/20.1.1/0675, 0676
3001642-001:500 mg, 2x10 ml, R173,91
3001643-001:1 g, 4x10 ml, R140,21
Dosage: Dosage: IV/IM admin

Adults: Pneumococc.pneum.: 500 mg-1 g 6-12 hrly

Ac.uncompl.UTI: 1 g 12 hrly.
Mild infects: 250-500 mg 8 hrly.

Mod.to sev.infects: 500 mg-1 g 6-8 hrly.

Sev.infects: 1 g-1,5 g 6 hrly.

Peri-op.prophylax: 1 g IV/IM admin.½-1 hr.prior to surg. For proced.2 hrs.or long.1 g IV/IM dur.surg. (modify dos.& dos.interv.accord.to proced.durat.) then 1 g IV/IM 6-8 hrly.postop x24 hrs.

Childr: 25-50 mg/kg bm/day in 3-4 div.dos. May be incr.to 100 mg/kg bm/day in sev. infects.

Contraindications: Penicillin/ (-lactam. hypersens., intrathecal admin.not approv. route, safety in pregn. not est.
Side effects: Freq: Headache, abdom.cramps, diarrh., naus., vomit., anorex., oral/vag.candidias., hypersens. incl.skin rash/urticar./eosinophil./fev., reacts. resembl.ser.sickn./anaphylax. Less freq: Hypoprothrombinaem., leucopen., neutropen., thrombocytos., thrombocytopen.,agranulocytos., convuls., dizzin., confus., stup., flatul., dyspeps., pseudomembr.colit.sympts, incr.in transamin.liv. enzymes & ALP, hepatit., cholestat.jaund., urticar., prurit., skin rash, tox.epiderm.necrolys., eryth. multiform., Stev.-Johns.syndr., ren.dysfunct., interstit. nephrit., incr.urea, ren.funct. mpairm., genit- & anal prurit., genit.monilias.& vaginit., inj. site thrombophlebit., pain.at IM inj.

Special warnings and precautions: Penicill. cross-sens., other cephalospor.allerg., discont.if pseudomembr.colit.suspect., disulfiram-like effs. with concomit. alcohol., discont.if allerg.react.dev., superinfect.poss with prolong.used, imp.ren.funct, GI dis.hist. partic.colitis, crosses into breast milk, ren.funct.impairm., porphyr., do not mix with other antibiot.in syr./ infus.

Interactions: Probenecid decr.ren.tubular secret., posit. direct & indirect Coombs' test.

 XE "Cefepime Fresenius" CEFEPIME FRESENIUS, Fresenius Kabi [P/S]

Cefepime

Indications: Adults: LRT incl.nosocom.& commun. acquir.pneum., ac.bact.exacerbat.of chron. bronchit., ac.bronch., complic.& uncomplic. UTI, skin & skin struct., & complic.intra-abdom. infects caus.by suscept.bact.incl.peritonit./bil. tract infects., empiric monother.of febrile neutropen. using combinat.ther.with another approp.antimicrob.agent in pts.at high risk of sev. infect.

Childr.2 mnths.& old: LRT, UTI, skin & skin struct., empiric monother.of febrile neutropen. using combinat.ther.with another approp. antimicrob. agent in pts.at high risk of sev.infect.

(S4) POWD FOR INJ. 47/20.1.1/0005, 0006

3004227-001: 1 g, sngl.vial, R81,65
3004228-001: 2 g, sngl.vial, R163,30
Dosage: Admin.IV/IM depend.on suscept of organ. /sev.of infect./overall condit.& ren.funct. Admin.by slow IV inj.over 3-5 mins.OR IV infus.of 50-100 ml over approx. 30 mins. Usual durat.of ther: 7-10 days. More sev.infects.may require long. treatm.

Adults & childr.12 yrs & old with norm.ren. funct.: Recomm.dos: 

Mild to mod.complic./ uncomplic.UTI: 500 mg-1 g IV/IM 12 hrly.

Mild to mod.infects.incl.bronchit., skin & skin struct.infects: 1 g IV/IM 12 hrly.

Sev.infects: 2 g IV 12 hrly. 

Empir.fev.in neutropen.pts: 2 g IV 8 hrly. x7 days /resol.of neutropen.

Pneumon.,UTI & skin struct.infects: Paed.pts. >2 mnths.& body weight< 40 kg: 50 mg/kg 12 hrly x 10 days. More sev.infects: 8 hrly.dos. sched.
Empir.febrile neutropen: Paed.pts.> 2 mnths. < 40 kg: 50 mg/kg 8 hrly x7-10 days. Exper.limit. in paed.pts. < 2 mnths of age. Paed.pts. > 40 kg: recomm.adult dos.applies. Old.than 12 yrs.< 40 kg: Dos.for young.pts. < 40 kg. Paed.dos.not to exceed the max.recomm. adult dos.of 2 g 8 hrly. Exper.in IMI admin.in paed.pts.limit.

Contraindications: Safety in pregn.& lactat. not est., pts with hist.of hypersens. reactions to to cephalospor. antibiotics/ beta-lactam antibiotics

Side effects: Freq: Anaem., eosinophil., phlebit.at infus.site, diarrh., skin rash, infus.site react./ inflammat./ pain, Coombs test pos., prolong.prothromb.time, prolonged part.thromboplast.time. Less freq: Vaginit., candidias.(vagin. & oral), Clostridium difficile associat.diarrh., colit., pseudomembran.colit., thrombocytopen., leukopen., neutropen., anaphylact. react., angioed., headache, convuls., paraesthes., dysgeus., dizzin., vasodilat.,dyspnoea., N&V / abdomin.pain/ constipat., erythema, urticar., prurit., incr.bld urea/ creatin., genit.prurit, pyrex. infus.site inflammat., chills. Freq.unknown: Overgrowth of non-suscept. organisms, agranulocytos., aplast./ haemolyt.anaem., anaphylact.shock, state of confus., coma, stupor, encephalopathy, alter. state of consciousn., myoclon., haemorrh, GI disord, SJS, TEN, erythema multiforme, ren.fail, tox.nephropathy, false-pos.glycosuria.

Special warnings and precautions: Allerg.reacts.esp.meds., prev. ß-lactam/penicill.hypersens., discont.ther.in allerg. reacts.& treat appropr., imp.ren.funct./ condits. comprom.ren.funct., pseudomembr.colit., appropr. treatm.in case of superinfect., monit.ren. funct. esp.with concom. nephrotox., elderly with ren. funct.impairm., interfere.with serological test., monit.ren.funct. with concom aminoglycosides/ potent diuretics.

Interactions: Incompat.when admix.with vancomycin HCl/ gentamycin sulph./ aminophylline., concom.bacteriostat.antibiotics may interf.with act., probemecid may inhib.ren.exctret., action of warfar.poss.potentiat.

 XE "Cefotaxime Oethmaan" CEFOTAXIME OETHMAAN, Oethmaan Biosims [P/S]
Cefotaxime sodium

Indications: URT/urin.tract & GIT suscept.organ. infects., N.meningitides in childr., ac.uncomplicat. cystit., reduc.incid.of post-op infects.in potent. contaminat. surg.proced.

(S4) INJ. 41/20.1.1/1063, 1064
3000874-001: 0,5 g, 2x1 ml, R24,88
3000875-001: 1 g, 4x1 ml, R55,77
Dosage: Admin.IM/IV. IV infus: Disolv.in 40-100 ml & infus.IV over 20-60 mins. Dos./route of admin.& freq.depend on nature/infect.sev./pt. condit. & sensitiv.of pathog.

Adults: 1 g 12 hrly. Sev: 3-4 g dly in 2-4 dos.admin., with up to 12 g IV in very sev.cases.

Neonates: 0-1 wk: 50 mg/kg bm IV 12 hrly. 1-4 wks: 50 mg/kg bm IV 8 hrly. Childr: 50 -100 mg/kg bm/day 2-4 inj.& in except.cases up to 200 mg/kg/ day.

Contraindications: Penicillin/ (-lactam. hypersens., safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., arrythm.follow.rapid bolus infus.through centr.ven.catheter, headache, confus., encephalopathy, GI disturbs., decr.ren. funct. partic.with aminoglycos., interstit.nephrit., trans. hepat. enzyme.incr., loc.reacts., skin reacts. incl.erythema multiforme/Stev.John.syndr./tox. epiderm.necrolys., hypersens.reacts.incl. anaphylax., superinfects., poss Jarisch-Herxheimer react.

Warnings and special precautions: Penicill. cross-sens., Na content in Na restrict.pts., monit. WBC for treatm.long.than 10 days & discont.if neutropen. develops, discont.if pseudomembr.colit. suspect., GI dis hist.esp.ulcerat.colit./reg.enterit/ antibiot. assoc.colit., ren.funct.impairm., porphyr., discont.if allerg.react.dev., superinfect.poss with prolong.used, do not mix with other antibiot.in syr./ infus.

Interactions: Enhanc.nephrotoxic.with nephrotox. meds./diuret., posit.Coombs react., false-neg. ferricyanide bld.gluc.test, false-pos.urine gluc.test with reduc.subst.

 XE "Ceftriaxone FKSA" CEFTRIAXONE FKSA, Fresenius Kabi [P/S]

Ceftriaxone

Indications: Bact.septicaem., meningit., intra-abdom.infects., skin & skin struct./ bones & joint/ ren.& urin.tract/resp.tract & ENT infects.caus.by suscept.organ., uncomplic.gonorrh., peri-op.infect. prophylax.
(S4) POWD.FOR SOL.FOR INJ, 48/20.1.1/0227, 0228, 0229
3004515-001: 500 mg, 1 vial, R18,04
3004515-002: 500mg, 10 vials, R180,44
3004516-001: 1 g, 1 vial, R17,41
3004516-002: 1 g, 10 vials, R174,11
3004517-001: 2 g, 1 vial, R51,14
3004517-002: 2 g, 10 vials, R511,41
Dosage: Admin.IM/IV.

Adults & childr.over 12 yrs: 1-2 g dly. Max: 4 g dly.

Neonates up to 14 days (not necess.to different. betw.prem.& term infts) 20-50 mg/kg bm once dly. Dly.dos.not to exceed 50 mg/kg. Infts.& childr.(15 days - 12 yrs): 20-80 mg/kg bm once dly. Adult dos. applic.to childr.with bm.of 50 kg and over. IV doses of > 50 mg/kg bm admin.as infus.over at least 30 mins.

Bact.meningit: Neonates, infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly. Adapt dos.accord.once organism.& sensitiv.est. Adults: Recomm.4 g once dly. 

Gonorrh: 125 mg IM as sngl.dose.

Periop.infect.prophylax: Sngl.dos.of 1-2 g 30-90 mins.prior to surg.

Contraindications: Hypersens.to beta-lactam antibiots., penicill.cross-sens., safety in pregn.& lactat.not est., prem.neonates up to a postmenstr. age of 41 wks., full-term neonates up to 28 days of age with hyperbilirubinaem./ jaund. or are hypoalbuminaem./ acidotic.or if they req. IV Ca treatm. or Ca-contain.infus., lidocaine C/I where used as solv.
Side effects: Freq.: Eosinophil., leucopen., thrombocytopen., diarrh, loose stool, incr.hepat.enz., rash. Less.freq.: Genit.fung.infect., pseudo- membran.colit., granulocytopen., anaem., coagulopathy, headache, dizzin., encephalopathy, bronchosp., naus., vomit., prurit., urticar., haematur., glycosur., phlebit., inj.site pain, pyrex., oed., chills, incr.bld.creatinine. Unknown freq.: Superinfect., haemolytic anaem., agranulocytos., neutropen., haematoma/ bleed., anaphylact.shock/ react., hypersens., Jarisch-Herxheimer react., convuls., vertigo, pancreatit., stomatit., glossit., Gall bladd. precipitat., kernicter., hepatit., cholestat. hepatit., SJS., TEN, erythema multiforme, ac. generalis.exanthemat. pustulos., DRESS, exfoliat. dermatit., petechiae, purpura, diaphores., flush., oligur., ren.precipitat., false-pos. Coombs test/ galactosaem.test/ non- enzymat. methods for glucose determinat.

Special warnings and precautions: Cross.placenta barr.& excret. in breast milk, sev.ren.fail., not compat. with sols.contain.Ca & vancomycin/ fluconazole & aminoglycos., no dos.reduct.reqd.in hepat impairm. provid.ren.funct.intact., not recomm.in neonates esp. prems.at risk of develop.bilirubin encephalopathy., do not admin.IV is solut.contains lidocaine, hypersens.react., interact.with calcium-contain.prods., disc.if pt. dev. anaem. until cephalosporin-associat.anaem. is exclud., perf.compl.bld. count at regul.interval.dur.prolong.treatm., consid. antibiot.-associat. colitis./ pseudo-membran. colitis diagnos.in pts present. with diarrh., superinfect.with non-suscept. microorgan., sev. ren./hepat.insuffic., poss.interfer.with serologic.test., biliary/ren. lithiasis, biliary stas., Jarisch-Herxheimer react., encephalopathy, pts.on sodium controll.diet, monit.INR with concom.oral anticoags.

Interactions:Poss.precipitat.format.with Ca-contain.diluents/ other Ca-contain.infus., incr.risk of bleed.with oral anticoags.

 XE "Cepodem" CEPODEM, Ranbaxy [P/S]

Cefpodoxime proxetil equiv.to cefpodoxime.
Indications: Suscept.URTI/LRTI, commun.acquir. pneum.in adults.
(S4) TABS, [P/S] 36/20.1.1/0225, 0226

703056-001: 100 mg, 10, R141,40
703057-001: 200 mg, 10, R157,26
Dosage: Admin.with meals. Admin.for min of 10 days in ß-haemolyt.streptococc.infects. Depend.on condit:

Adults: 100-200 mg 12 hrly.
(S4) SUSP, [P/S] 36/20.1.1/0227. 40 mg/5 ml.

703058-001: 50 ml, R95,32
703058-002: 100 ml, R190,62
Dosage: Childr.over 1 yr: 8 mg/kg/day in 2 div.dos.at 12 hrly interv.
Contraindications: Safety in pregn.& lactat.not est., safety & effic.in childr.<1 yr.not est.

Side effects: Bld.dyscras., anaphylact.reacts., loss of appetite, headaches, paraesthes., dizzin., tinnit., GI disturbs., liv.damage, rash, prurit., urticar., Stev.John.syndr. tox.epiderm.necrolys, erythema multiforme, asthen., malaise.
Warnings and special precautions: Penicill.& ß-lactam cross sensitiv., super infect., poss. develolpm. of pseudomembran.colit., ren.impairm., lact./sucrose intol.
Drug interactions: Antacids & histam.H2 recept. anagon. decr.absorpt., probenec.reduc.excret.
 XE "Ceroxim" CEROXIM, Ranbaxy [P/S]
Cefuroxime axetil.equiv.to cefuroxime.

Indications: Pharyngit., tonsillit., otit.media, sinusit., bronchit., ac.uncomplic. cystit.& Lyme dis.in adults & childr.over 12 yrs.

(S4) TABS, 34/20.1.1/0349, 0350

700689-001: 250 mg, 10, R143,20
700687-001: 500 mg, 10, R239,92
(S4) SUSP, 45/20.1.1/0965

723411-001: 125 mg/5 ml, 50 ml, R78,61
723411-002: 125 mg/5 ml, 100 ml, R157,23
(S4) FORTE SUSP, 45/20.1.1/0966

723415-001: 250 mg/5 ml, 50 ml, R157,25
723415-002: 250 mg/5 ml, 100 ml, R314,48
Dosage: Admin.2xdly ½.hr.aft.food x5-10 days. Due to bitter taste don’t crush tabs.

Adults:

Pharyngit./tonsillit./sinusit.& bronchit: 250 mg.

Otit.med: 500 mg
Ac.uncomplicat.cystit: 250 mg.

Childr: 

Usual dos: 125 mg 2xdly.x7 days. Range: 5-10 days.
Pharyngit./tonsillit: 10 mg/kg to max.125 mg 2xdly x7 days with range of 5-10 days.

Otitis media: 3 mnths-2 yrs: 125 mg 2xdly x5-10 days. Over 2 yrs: 250 mg 2xdly. x7 days. Range: 5-10 days.

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x14 days. Range 10-21 days.

Contraindications: Penicill.& other ß-lactam hypersens.
Side effects: Candida overgrowth, oral thrush, vaginit., bld.dyscras., hypersens.reacts.incl skin reacts., urticar., prurit., cutan.vasculit., bronchosp., drug fev., ser.sickn., anaphylax., headache, convuls., GI disturbs., pseudomembr.colit., hear. loss.in childr.with menigit., cholestat.jaund., hepatit., erythema multiforme/Stev.John.& tox. epiderm.necrolys., porphyr., ac.interstit.nephrit., nephrotoxic.,
Warnings and special precautions: GI dis.hist. esp.ulcerat.colit./reg.enterit/pseudomembr.colit., ren.funct.impairm., porphyr., investig.for poss. pseudomembr.colit.if suspect., poss.penicill.& cephalospor. cross.sens., overgrowth of non-suscept. organ.with prolong.use, Jarish-Herxheim. react. report.follow.Lyme dis.treatm., sucrose intol., diabet, phenylketonuria, mild laxat.eff.of mannit., safety in pregn.& lactat.not est., no exper. in childr.und.3 mnths., posit.antiglobul.( Coombs) test

Drug interactions: Probenecid incr.AUC, enhanc. nephrotox.with furosemide, poss.nephrotox.with comcom. aminoglycos., OC effic.poss.reduc.

 XE "Dynacef" DYNACEF, Pharma Dynamics [P/S]

Cefpodoxime proxetil equiv.to cefpodoxime.
Indications: Childr: Ac.otit.med., tonsilit., pharyngit., pneum.
(S4) SUSP, 43/20.1.1/1084

716658-001: 40 mg/5 ml, 50 ml, R96,54
716658-002: 40 mg/5 ml, 100 ml, R193,22
Dosage: Aveg.dos.8 mg/kg/day 12 hrly.with meals.

Childr.betw.10 & 15 kg: 5 ml. 15 kg or more: 10 ml.
(S4) TABS, 44/20.1.1/0012

Indications: Adults: Ac.bronchit.,ac.exacerbat.of chron.bronchit., pharyngit., tonsillit., commun. acquir. bronchopneumon., ac.sinusit.
716657-001: 100 mg, 10, R109,88
Dosage: Tonsillit./pharyngit.& ac.bronchit: 1 tab. 12 hrly.

Ac.sinusit./ac.exacerbat.of chron.bronchit./ pneumon: 2 tabs 12 hrly

Contraindications: Penicill./other beta-lact. hypersens., childr.und.1 yr., safety in pregn.& lactat.not est. Tabs: lact intol.
Side effects: GI disturbs.,oral/vag.candidias., headache, dizzin., paraesthes., asthen., seiz., tinnit., hear.loss, hypersens./anaphylact.reacts., prurit., skin rash, urticar., tox.epiderm.necrolys., erythema multiforme, Stev.-Johns.syndr., cutan. erupt., purpura & bullous erupt., ren.dysfunct., tox. nephropathy, bld.dyscras., hepat.dysfunct.incl. cholestas., elev.liv.enzym., angioed., bronchosp., malaise.
Special precautions: Penicill.& ß-lactam antibiot. cross.sensitiv., potent.nephrotox.meds. admin.concom., ren.impairm., poss.develolpm.of pseudomembran.colit., susp.cont.aspartame.

Drug interactions: Probenecid incr.ser.lev., absorpt. decr.by antacids/histamine H2-recept. antagon., poss.enhanc.nephrotoxic.with loop diuret.

 XE "Exsef" EXSEF, Innovata Pharma [P/S]

Cefixime

Indications: U&LRT & UT infects.caus.by suscept. organ., uncomplicat.gonorrh.

(S4) TABS, 51/20.1.1/0073

3002966-001: 400 mg, 1, R28,07

3002966-002: 400 mg, 5, R140,33

Dosage: Usual ther.durat:5-14 days.

Adults & childr.over 12 yrs: Recomm.dos: 200-400 mg dly.as sngl.dos.or 2 div.dos.

LRTI: 400 mg dly.

URTI: 200 mg once dly. Sinusit.admin.x10-14 days.

Uncomplic.UTI: 200 mg once dly.x1-3 days
Uncomplic.gonorrh: 400 mg sngl.oral dos.
Side effects: Freq: Oral and vag.candidias., pseudomembr.colit., diarrh., loose stools. Less freq: Superinfects., eosinophil., leucopen., agranulocytos., pancytopen., thrombocytopen., coagulat.disords., haemolyt.anaem., hypersens. reacts.incl.anaphpylact.shock/DRESS/uritcar.& arthralg., headache, dizzin., trans.hyperactiv., poss. incr.seiz.tenden, dyspn., N&V, abdom.pain, dyspeps., flatul., lack of appet., antibiot.assoc. large intestin.inflammat., rever.ser.hepat.enzyme elev., hepatit., cholestat.jaund., skin & subcutan. tiss. disords.incl.tox.epiderm.necrolys./Stev. Johns. syndr.& erythema exudat.multiforme, trans. elev.urea.conc., elev.ser.creatin., interstit.nephrit.

Warnings and special precautions: Other cephalospor.and drug hypersens., not suitable for staphylococc. infects.as they are resist., imp.ren. funct., predisposit.to encephalopathy risk, discont. if sev.cutan.advers.reacts./ac.ren.fail.occur, poss. penicillin cross-sens., asthma, allerg.diathes., recurr. of haemolyt.anaem.with haemolyt.anaem. hist.when readmin., safety in newborn & premat. infts. not est., poss. antibiot.assoc.pseudomembr. colit., safety in pregn.& lactat.not est.

Interactions: Anticoags poss.incr.prothromb.time, probenecid incr.ser.conc., nephrotox.meds.incr.ren. impairm.risk, nifedipine incr.bioavailabil., platelet aggregat.inhibit.may incr.haemorrh.risk assoc.with salicylates/cephalospor./NSAID’s & sulfinpyrazone.

 XE "FKSA Cefuroxime" FKSA CEFUROXIME, Fresenius Kabi [P/S]
Cefuroxime as cefuroxime sod.

Indications: Suscept.RTI, ENT, UTI, soft tiss., gynae./obstet.infects., gonorrh., prophylax.bef. surg.where incr.infect.risk. Admin.concom. aminoglycosid.with Pseudomonas aeruginosa infects

(S4) INJ, 42/20.1.1/0737, 0986

718555-001: 750 mg, 10x15 ml vial, R172,14
779245-008: 1 500 mg, 10x20 ml vial, R344,28

Dosage: Adults: 750 mg 3xdly, IM/IV. 

Sev.infects: 1,5 g 3xdly IV, freq.may be incr.to 6 hrly if necess.

Infts.> 3 mnths. & childr: 30-60 mg/kg/day incr.to 100 mg/kg/day if necess.giv.in 3-4 div.dos. 60 mg/kg/day usual.appropr.for most infects.

Gonorrh: 1,5 g as sngl.dos. May be giv.as 2x 750 mg inj.into differ.sites.

Prophylax., abdom.& gynae.ops: 1,5 g IV with anaesthes.induct., then 2x750 mg IM 8 & 16 hrs. later.

Card.& pulm.ops: 1,5 g with anaesthes.induct. then 750 mg IM 3xdly x24-48 hrs.

Contraindications: Penicill./other β-lact. hypersens.
Side effects: Freq: Eosinophil., headache. Less freq: leucopen., thrombocytopen., neutropen., hypoprotrombinaem., haemolyt.anaem., hypersens. reacts.incl.skin rashes, uritcar., prurit., bronchosp., drug fev., ser.sickn., anaphylax., angioed., seiz., mild to mod.hear.loss, N&V, abdom.pain, diarrh. poss.with bld., erythem.multiform., Stev.-John. syndr., TEN, interstit.nephrit., thrombophlebit. Unknown: agranulocytos., pancytopen., trans.incr.in hepat.enzyme lev.& ser.bilirub., hepat.dysfunct.incl.cholestas.

Warnings and special precautions: Penicill./ cephalospor.& other meds.cross sens., GI dis.hist. esp.ulc.colit./region.enterit./pseudomembr.colit., hepat./ren.funct.impairm., poor nutrit.state, safety in porphyr.not est., discont.immed.& instit.appropr. treatm. if pseudomembr.colit.susp., superinfect., safety & effic.in childr.3 mnths.& bel.not est., admin. with other meds., avoid concom. furosemide, safety in pregn.& lactat.not est.
Interactions: Poss.nephrotoxic.with furosemide & aminoglycosid., diuret.aff.ren.funct., reduc.ren. clear. with probenecid.

 XE "Fortum" FORTUM, Sekpharma [P/S]

Ceftazidime pentahydrate equiv.to ceftazidime.
Indications: Sev.infect.incl.septicaem., bacteraem., peritonit.& in immuno-compromis. pts., RTI incl.lung infects.in cyst.fibros., UTI, ENT, skin & soft tiss., GI, bil.& abdom.infect.

(S4) INJ, R/20.1.1/302, 303, 304.

727148-001: 500 mg, 1, R75,92
727156-004: 1 g, 1, R169,87
727172-018: 2 g, 1, R343,80
Dosage: IV/IM use. Depend on sev.& sens.of infect., age, mass & ren.funct. Elderly: Dly.dos.norm.not to exceed 3 g esp. over 80 yrs.

Majority of infects: 1 g 8 hrly or 2 g 12 hrly. Adults: 1-6 g dly. Childr.over 2 mnths.-und.1 yr: 25-50 mg/kg 2xdly. Over 2 mnths: 30-100 mg/ kg/day in 2-3 div. doses. Neonat.& childr.up to 2 mnths: Clin.exper.limit. Dos.of 60 mg/kg/day giv.in 2 div.dos.has prov. effect.

Immunocompromis./fibrocyst.childr: up to 50 mg/kg 3xdly to max.6 g dly.

Fibrocyst.adults with pseudomon.lung infect: High dose of 100-150 mg/kg/day in 3 div.doses. 9 g/day has been used.

Contra-indications: Incompat.with vancomycin, mix.with aminoglycosid.in syr./infus., safety in pregn.not est.

Side-effects: Phleb., pain, inflamm., skin reacts. incl.erythema multiforme/Stev.Johns.syndr./tox. epiderm. necrolys., fev., angioed., anaphylax., GI-disturbs., poss.pseudomembr.colit.develop., candidos., vaginit., CNS eff., headache, dizzin., paraesthes., trem., myoclon., convuls., bld.dyscras.

Special precautions: Imp.ren.funct., penicill. cross-sens., hypersens.hist., concurr.high dos.with nephrotox.drug treatm., excret.in breast milk, superinfect., bact.resist., reg.pt.eval., concom. chloramphenicol, less stab.in sod.bicarb.

 XE "Fraxone" FRAXONE, Innovata Pharma [P/S]
Ceftriaxone.

Indications: Sepsis, meningit.in neonates/infts, peri-op.infect.prophylax., ren.& urin.tract infects, RTI/ENT infects., soft tiss/skin/bone/joint/wound infects., abdom.infects, uncomplic.gonorrh.

(S4) INJ. 34/20.1.1/0321
3004639-001: 250 mg, 1 vial, R90,05
3001103-001: 1 g, 1 vial, R125,87
Dosage: Durat.of ther.for min. of 48-72 hrs.aft. pt.afebr./evid.bact. eradicat. Admin.IM/IV. IV infus. over at least 30 mins. Do not mix with/ admin.simultan.with Ca contain.sols. Incompat. with Amsacrine/vancomycin/fluconazole & aminoglycos.

Adults & childr.over 12 yrs: 1-2 g once dly.may be incr.to 4 g dly.in sev.cas./infects by mod.sens. organ. Infts. & childr: 20-80 mg/kg once dly., depend.on infect.sev.12-24 hrly. Prem.infts. Dly dose not to exceed 50 mg/kg bm.

Bact.meningit: Neonates /infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly., adapt dos. accord.once organ.& sens.determin.
Gonorrh: 125 mg IM as sngl.dose.

Periop.-prophylax: Sngl.dos.of 1-2 g 30-90 mins. prior to surg. In colorect.surg.separate concom.5-nitroimidazole has proven effect.

Contraindications: Penicill.cross sens., cephalospor. hypersens.

Side effects: Loose stools, N&V, stomatit., glossit., eosinophil., haematoma, thrombocytopen., neutropen., leucopen., granulocytopen., haemolyt. anaem., exnthema, allerg.dermatit., prurit., urticar., oed., erythema multiforme, headache, dizzin., incr.liv.enzym., oligur., incr.ser.creatin., genit. tract mycos., fev., shiv., anaphylact.reacts., nephrotox., ac.interstit.nephrit., hepatit., cholestat. jaund., pseudomembr.colit., loc. reacts.

Warnings and special precautions: Excret. in breast milk, safety in pregn. & lactat.not est., sev.r en.fail., sev.hepat.dysfunct., shadows detect.by gallbladd.sonogram mistak.for gallston.usual. follow.high.than recomm.dos., monit.bld.profile& ren.funct.with prolong.treatm., superinfects.with non-suscept. organisms., consid. pseudomembr. colit.in pts.present.with diarrh., not recomm.in neonates esp. prems. at risk of bilirubin encephalopathy, IMI without lidocaine is painf.
Interactions: Antagon.eff.with chloramphenic., poss. false-pos. Coombs/galactomsaem.tests, poss false-pos.in non-enzymat.gluc.determinat.in urine

 XE "Furocsem" FUROCSEM, Innovata Pharma [P/S]
Cefuroxime as cefuroxime axetil.
Indications: Pharyngit., tonsilit., otit.media, sinusit., ac.& chron.bronchit., ac.uncompl.cystit., Lyme dis.

(S4) TABS, 51/20.1.1/0108; 0109

3002615-001: 250 mg, 10, R97,09

3002616-001: 500 mg, 10, R167,47

Dosage: Admin.½.hr.aft.food. Range 5-10 days.

Adults:

Sinusit., ac.& chron.bronchit: 250 mg 2xdly x7 days

Ac.uncomplic.cystit: 125 mg 2xdly x7 days

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x20 days.

Children: 

Usual dos: 125 mg 2xdly.
Otit.media: Childr: <2yrs: 125 mg 2xdly. >2yrs: 250 mg 2xdly.
Lyme dis: No exper.in childr.und.3 mnths. Over 12 yrs: 500 mg 2xdly.x20 days.

Contraindications: Other cephalospor.antibiot.

Side effects: Freq: Candida overgrowth, eosinophil., headache, dizzin., diarrh., naus., abdom. pain, incr.in hepat.enzyme.lev. Less freq: Clostrid.diffic., posit.antiglobul.test, thrombocytopen., leucopen., skin rashes, vomit., Post market: Haemolyt.anaem., urticar., prurit., drug fev., ser.sickn., anaphylax., Jarish-Herxheim. react., pseudomembr.colit., cholestat.jaund., hepatit., erythema multiforme, Stev.John.syndr., tox.epiderm.necrolys.

Warnings and special precautions: Penicillin/ other beta-lactam sensitiv., discont.with overgrowth of other non-suscept.organ., self-limit. Jarisch-Herxheimer react.follow.Lyme dis.treatm., dialys. reduc.ser.lev., safety in pregn.& lactat.not est.
Interactions: Nephrotoxic.with concom. aminoglycos. antibiot., eliminat.poss.affect.by diuret., combinat.OC’s effic.reduc., absorpt.decr.by high dos.antacids/ranitidine/H2 recept.antagon., incr.bleed.risk with anticoags./thrombolyt.meds., probenec.decr.elimin.half-life.
 XE "Klafotaxim" KLAFOTAXIM, Ranbaxy [P/S]

Cefotaxime sod.equiv.to cefotaxime

Indications: Genito-urin., GI, resp.tract, skin & soft tiss.suscept.organ.infects., meningit.in childr., prophylact.in potent.contamin.surg.proced.

(S4) INJ. 31/20.1.1/0328, 0329. 

870749-005: 500 mg, 1x10 ml vial, R23,75
871338-009: 1 g, 1x10 ml vial, R22,29
Dosage: Admin.IM/IV. IV infus.over 20 -60 mins.

Prophylax: Admin.1 g 30-90 mins.bef.surg. Therap: Adults: Usual.2 g dly.in 2 x 1g dos. Sev: 3-4 g dly in 2-4 dos. Neonates & prems: Recomm. dos: 0-1 wks: 50 mg/kg IV 12 hrly. 1-4  wks: 50 mg/kg IV 8 hrly.Infts.& childr: Usual dly. dos: 50-100  mg/kg bm in 2-4 div.dos. In except. cas. up to 200  mg/kg/day may be giv.

Contraindications: Safety in pregn.not est.

Side effects: Hypersens.reacts.incl.interstit. nephrit. & anaphylax., bld.dyscras., bleed. complicat., nephrotoxic., ac.ren.tubul.necros., hepatit., cholestat.jaund., convuls., CNS toxic., GI effs., super-infect.with prolong.use, loc.reacts., pseudomembran.colit., thrombophlebit.

Special precautions: Concom.nephrotox.meds. e.g.aminoglycosid., elderly, discont.if S&S of pseudomembr.colit.develop, penicill.cross-sens., allerg. hist., ren.impairm., monit.ren.& haemotol. status dur.prolong./high dos.treatm.

Drug interactions: Incr.ren.damage risk with gentamicin, enhanc.nephrotoxic.with loop diurets., probenecid inhibit.ren.excret., antagonist.act.with bacteriostat. antibact.agents.

 XE "Lizorp" LIZORP, Aurogen [P/S] 

Cefprozil monohydrate equiv.to cefprozil.

Indications: Mild to mod.sev.U&LRT, otit.med., sinusit., skin & skin struct., uncompl.UTI caus.by suscept. organ.

(S4) TABS, 41/20.1.1/0586, 0587

720375-001: 250 mg, 10, R169,86
720376-001: 500 mg, 10, R280,99
Dosage: Admin.over 10 days.

Adults & childr.over 12 yrs:

URTI: 500 mg every 24 hrs.

LRTI: 500 mg 12 hrly.

Sinusit: 250 - 500 mg 12 hrly.

Uncomplic.UTI: 500 mg every 24 hrs.

Skin/skin struct.infects: 250 mg 12 hrly.or 500 mg 12-24 hrly. 

(S4) SUSP., 43/20.1.1/0535, 0536

722507-001: 125 mg/5 ml, 100 ml, R139,85
722508-001: 250 mg/5ml, 100 ml, R227,49
Dosage: Admin.over 10 days.

Adults & childr.over 12 yrs:

URTI: 500 mg every 24 hrs.

LRTI: 500 mg 12 hrly.

Sinusit: 250 - 500 mg 12 hrly.

Uncomplic.UTI: 500 mg every 24 hrs.

Skin/skin struct.infects: 250 mg 12 hrly.or 500 mg 12-24 hrly. 

Childr.1-12 yrs.:

URTI: 7,5 mg/kg 12 hrly.

Otit.med.: 15 mg/kg 12 hrly.

Skin/skin struct.infects: 20 mg/kg once dly.

Sinusit: 7,5 – 15 mg/kg 12 hrly.

Contraindications: Cephalospor./penicill./beta-lactam antibiot.sensitiv., childr.und.1 yr., pregn.& lactat.
Side effects: Freq: Eosinophil., GI disturbs. Less freq: Neutropen., thrombocytopen., prolong. PT/INR, anaphylax., fev., ser. sickn., pseudomembr. colit., cholestat. jaund., skin reacts. incl. Stev.John.syndr./erythema multiforme, vaginit., superinfect., prurit., urticar. Unknown. freq: Angioed., dizzin., headache, CNS effs., elev. AST/ ALT/ alkaline phosphat./bilirub./bld.urea/ ser. creatin.

Warnings and special precautions: Cephalospor. accumulat.report.in newborn infts., discont. ther.in allerg.react./suspect. pseudomembr. colit., eval.ren.status bef.init.& dur. ther., known/susp.ren.funct.impairm., concom. warfar./ potent diurets., prev.hypersens.reacts., superinfect., Susp: contains phenylalanine

Interactions: Poss.inhibit.of Vit.K synthes., poss. incr.prothromb.times, nephrotoxic.with concom. aminoglycosid.

 XE "Obkef" OBKEF, Oethmaan Biosims [P/S]

Ceftriaxone sodium

Indications: Bact.septicaem./ meningit./ intra abdom. infects./ skin & skin struct./ bone & joint/ ren. & urin.tract/ resp.tract & ENT infects.caus.by suscept.organ., uncomplic.gonorrh., peri-op.infect. prophylax.
(S4) POW FOR SOL FOR INJ, 47/20.1.1/1245
3005747-001: 1 g, 1 x vial, R13,61
Dosage: Admin.IM/ IV inj.over 2-4 mins.& IV infus.over at least 30 mins. Durat.of ther.for min. of 48-72 hrs.aft.pt.afebr./ bact.eradicat. Admin.IV dos ≥ 50mg/kg bm as IV infus.over at least 30 mins

Adults & childr.over 12 yrs: 1-2 g once dly.Max: 4 g dly.Neonates up to 14 days: 20-50 mg/kg bm once dly. Max: 50 mg/kg dly. Not necess.to different.betw.prem.& term infts. Infts.& childr. (15 days to 12 yrs): 20-80 mg/kg bm once dly. Childr.with bm 50 kg or more: Usual adult dos. Bact.meningit: Neonates, infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly., adapt dos. accord. once organ.& sens.determin. Adults: 4 g once dly. Gonorrh: 125 mg IM as sngl.dos. Periop.-prophylax: Sngl.dos.of 1-2 g 30-90 mins. prior to surg.

Contra-indications: Hypersens.to beta-lactam antibiots., penicill.cross-sens., safety in pregn.& lactat.not est., prem.neonates/ full-term neonates age with hyperbilirubinaem./ jaund. or are hypoalbuminaem./ acidotic.or if they req. IV Ca treatm. or Ca-contain.infus., lidocaine C/I where used as solv, IV infus.of ceftriaxone soluts.contain. lidocaine

Side-effects: Freq.: Eosinoph., leucopen., thrombocytopen., diarrh., loose stools, hep.enzym. incr., rash. Less freq.: Genit.fungal infect., pseudo-membr.colitis, granulocytopen., anaem., coagulop., haematoma/ bleed., headach., dizzin., bronchosp., N&V, prurit., urticar., petechi., purpura, diaphor., flush., allerg. dermat., exanthem., phlebit., inj.site pain, pyrexia, oedem., chills, incr.blood creat. Freq.unknown: Haemolyt.anaem., agranulocyt., anaphylax.shock, anaphylax.react., anaphylactoid react., hypersens., Jarisch-Herxh.react., convuls., vertigo, pancreatit., stomatit., glossit., gallbl.precipit., kernicterus, SJS, TEN, erythem.multiforme, AGEP, drug react. with eosinoph. & systemic symptoms (DRESS), exfol.dermatitis, oliguria, ren.precipit.

Special warnings and precautions: Cross.placenta & excret.in breast milk, do not add to sols.contain.Ca, incompat.with vancomyc./ fluconazole & aminoglycosides, not recomm.in neonates esp.prems.at risk of develop.bilirubin encephalopathy, perf.compl.bld. count at regul.interval.dur.prolong.treatm., consid.antibiot.-associat.colitis/ pseudo-membran.colitis diagnos.in pts present.with diarrh., superinfect.with non-suscept.microorgan., sev. ren./ hepat.insuffic., poss.interfer.with serologic.tests., biliary/ ren.lithiasis, biliary stas., Jarisch-Herxheimer react., pts.on sodium controll.diet, monit.INR with concom.oral anticoags., ltd antibacter.spectrum, lidocaine (lignocaine) solut.only for IM inj., disc.if pt.dev.anaem.until cephalosporin-associat.anaem.is exclud.

Interactions: Poss.precipitat. format. with Ca-contain.diluents/ other Ca-contain.infus., incr.risk of bleed.with oral anticoags. antagon.eff.with chloramphenic., poss. false-pos. Coombs/ galactomsaem.tests, poss false-pos.in non-enzymat.gluc. determinat.in urine

 XE "Orelox" ORELOX, Sanofi-Aventis [P/S]

Cefpodoxime proxetil equiv.to cefpodoxime.
Indications: Suscept.URTI/LRTI.
(S4) TABS, [P/S] Z/20.1.1/7, A38/20.1.1/0406

789224-003: 100 mg, 10, R283,39
714125-001: 200 mg, 10, R271,51
Dosage: Admin.with meals

Tonsillit./pharyngit./ac.bronchit: 100 mg 12 hrly. Admin.x10 days for beta-haemolyt. streptococ. infects.

Ac sinusit./exacerbat.of chron.bronchit./ pneum: 200 mg 12 hrly.

(S4) JUNIOR SUSP, [P/S] 27/20.1.1/0564. 

805165-002: 40 mg/5 ml, 50 ml, R161,18
805165-010: 40 mg/5 ml, 100 ml, R322,36
Dosage: Admin.with meals. Aveg.dos: 8 mg/kg/ day admin.in 2 dos.

Childr.betw. 10 & 15 kg: 5 ml 12 hrly. Greater or equal to 15 kg: 10 ml 12 hrly.
Contra-indications: Cephalospor./ ß-lact. hypersens., safety in pregn.& lactat. not est., childr. <1 yr.as insuffic.clinic.data avail., Susp also: Phenylketonur.

Side-effects: Eosinophil., fev., angioed., bronchosp., malaise, anaphylact.shock, rash, cutan.erupt., prurit., urticar., purpura, ser.sickn.-like reacts., bullous erupt./eryth.multiforme/Stev.-Johns. syndr., GI disturbs.incl.diarrh., hepatit., cholestas., bld.dyscras., headache, dizzy sensat., paraesthes., tinnit., asthen., malaise,

Special precautions: Penicill.& ß-lactam cross sensitiv., ser.hypersens.reacts.somet.fatal, discont.ther.in case of allerg.react., ren.impairm., discont.ther.if pseudomembran.colit.sympt.occur & init.appropr.antibiot.ther., GI dis.hist. esp.ulcerat.colit./reg.enterit./antibiot.assoc.colit.,
Drug interactions: Antacids & histam.H2-recept. antagon.reduc.bioavail., probenecid reduc.ren. excret.,
 XE "Ranceph" RANCEPH, Ranbaxy [P/S]

Cephalexin monohydrate equiv.to cephalexin.
Indications: Suscept.organ.resp.tract., GU tract, skin & soft tiss.infects., otit.media, dent.infects.

(S4) CAPS. 30/20.1.1/0334, 0335.

830909-001: 250 mg, 20, R17,46
837253-004: 500 mg, 20, R34,35
(S4) SUSP, 32/20.1.1/0214, 0215

860603-008: 125 mg/5 ml, 100 ml, R34,20
860611-019: 250 mg/5 ml, 100 ml, R33,93
Dosage: Adults: Dos.range 1-4 g dly.in equal div.dos. Usual dos: 250 mg 6 hrly.or 500 mg 12 hrly.Childr. Usual recomm. 25-50 mg/kg bm/ day in div.dos.6 hrly.

Contraindications: Safety in pregn.& lactat.not est.

Side effects: Hypersens.reacts., anaphylax., GI disturbs., skin rash, super-infect., bld.dyscras., hepatit., cholestat.jaund., CNS toxicity with high dos.esp.in ren.fail., vulv.irrit., CNS effs., fatig.

Special precautions: Penicill.cross-sens., allerg. hist., imp.ren.funct., pseudomembran.colit.

 XE "Sandoz Cefpodoxime" SANDOZ CEFPODOXIME, Sandoz [P/S]

Cefpodoxime proxetil equiv.to cefpodoxime.
Indications: Suscept.URTI/LRTI.
(S4) TABS, [P/S] A39/20.1.1/0398.

710125-001: 100 mg, 10, R111,97
Dosage: Admin.with meals.

Adults: 100-200 mg 12 hrly.
(S4) SUSP, [P/S] A39/20.1.1/0397. 40 mg/5 ml.

710126-001: 50 ml, R82,19
710126-002: 100 ml, R164,39
Dosage: Admin.with meals.
Childr.over 1 yr: 8 mg/kg/day in 2 div. dos. at 12hrly.interv.Guidelines: 10-15 kg: 5 ml 12 hrly. >15 kg: 10 ml 12 hrly.
Contraindications: Cephalospor.hypersens., safety in pregn.& lactat.not est., childr.<1 yr., susp. in phenylketonur.

Side effects: GI disturbs., headache, dizzin., tinnit., paraesthes., asthen., hypersens.reacts.incl. anaphylax., haematologic.disords.

Special precautions: Penicill.& ß-lactam cross sensitiv., super infect., pseudomembran.colit., ren. impairm., GI dis.hist.esp.ulcerat.colit./reg.enterit./ antibiot.assoc.colit.

Drug interactions: Antacids & histam.H2-recept. antagon. decr.absorpt., probenecid reduc.ren. excret.

 XE "Seftry" SEFTRY, Oethmaan Biosims [P/S]
Ceftriaxone.

Indications: Bact.septicaem., meningit., intra-abdom./skin & skin struct./bone & joint/ren.& urin.tract/resp.tract & ear nose & throat infects. caus. by suscept.organ., uncomplicat.gonorrh., peri-operat.infect.prophylax.

(S4) POWD.FOR SOL FOR INJ. 41/20.1.1/0869; 0870; 0871

3001244-002: 0,5 g, 1 vial, R50,36
3001245-001: 1 g, 1 vial, R56,22
3001246-002: 2 g, 1 vial, R104,98
Dosage: Do not dil./mix with/ admin.simultan.with Ca contain.sols. Admin.IV dos.>50 mg/kg bm. over at least 30 mins.by infus. Durat.of ther.for min. of 48-72 hrs.aft. pt.afebr./ evid. bact. eradicat. Incompat. with amsacrine/ vancomycin/fluconazole & aminoglycos.

Std dos.adults & childr.over 12 yrs: 1-2 g once dly.may be incr.to 4 g dly.in sev.cas./infects by mod.sens. organ. Neonat./infts. & childr: Neonates up to 14 days: 20-50 mg/kg once dly.Dly dose not to exceed 50 mg/kg. Infts.& childr.(15 days-12 yrs): 20-80 mg/kg once dly. Childr.with bm 50 kg or more: Usual adult dos.

Bact.meningit: Neonates /infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly., adapt dos. accord.once organ.& sens.determin. Adults: Recomm. dos.4 g once dly.

Uncomplic.gonorrh: 250 mg IM as sngl.dose.

Periop.-prophylax: Sngl.dos.of 1-2 g 30-90 mins. prior to surg. In colorect.surg.admin.with/without concom.metronidazole has proven effect.

Contraindications: Penicill.cross sens., cephalospor. hypersens., hyperbilirubinem. neonat.esp.premat.& full term newborn infts.upto 28 days of age with jaund./who req/may req.IV Ca treatm./Ca-contain.infus., excl.lignocaine C/I’s bef. IM admin.

Side effects: Loc.phlebit.reacts.aft.IV admin.Less freq: Loose stools/diarrh., N&V, stomatit., glossit., ceftriaxone salt precipitat.in gallbladd., incr.liv. enzym., pseudomembr.colit., eosinophil., leucopen., granulocytopen., haemolyt.anaem., thrombocytopen., rticar., exanthema, allerg. dermatit., prurit., oed. Unknown freq: Agranulocytos., haematoma/bleed., lymphopenia, prothromb.time prolong., Stev.Johns.syndr., Lyell’s syndr., tox.epiderm.necrolys. Rare: Headache, dizzin., oligur., genit.mycos., kidn.drug precipitat. incr.in immobilis./dehydrat., anaphylact.shock/-reacts., fev., vertigo, incr.ser.creatin., shiver., ceftriaxone-calcium salt precipitat.observ.in lung & kidn.post-mortem in preterm & full term newborns. (<28 days) treat.with concom.Ca

Warnings and special precautions: Do not mix./ admin.simultan.with any Ca contain.IV sols. even via.diff.infus.lines or sites due to ceftraixone-calcium precipitat.risk, not recomm.in neonates esp. prems. at risk of bilirubin encephalopathy, consid.poss.pseudomembr.colits.with diarrh.occur. aft.admin., shadows on gallbladd.sonar.mistaken for gallstones, report.pancreatit.assoc.with bil. stases & sludge risk fact., eval.effs.bef.driv./ perform. complicat.tasks, supplem.non hormon. contracept.meas.advis.dur.& mnth.aft.treatm., excret. in breast milk, safety in pregn. & lactat.not est., reduc.pain of IMI by admin.n combinat.with lignocaine, never admin.lignocaine sol.IV, sev. ren.fail., no need to reduc.dos.in liv.damage provid. ren.funct.intact.

Interactions: Ca contain.products., antagon. eff.with chloramphenic., effic.of OC’s advers.af fect., poss. false-pos. Coombs/galactom saem.tests, poss false-pos.in non-enzymat. gluc.determinat.in urine

 XE "Triaxiphin" TRIAXIPHIN, Ranbaxy [P/S]
Ceftriaxone.

Indications: Bacter.septicem., meningit., intra-abdom., skin/skin struct./bone/joint/ren.& urin. tract/ RTI/ ENT infects., uncomplic.gonorrh., peri-op.infect.prophylax.

(S4) INJ. A38/20.1.1/0552, 0550

705355-001: 500 mg, 1 vial, R44,75
705356-001: 1 g, 1 vial, R50,00
Dosage: Do not mix with/admin.simultan.with Ca contain.sols./products even via diff.infus. lines. Admin.IM/IV. IV dos.of > 50 mg/kg bm.to be infus. over at least 30 mins. Durat.of ther.for min. of 48-72 hrs.aft. pt.afebr./evid.bact. eradicat.

Adults & childr.over 12 yrs: 1-2 g once dly.may be incr.to 4 g dly.in sev.cas./infects by mod.sens. organ. Neon./infts.& childr to 12 yrs: Neonat. i.e. prem/term infts.(to 14 days.) 20-50 mg/kg bm. dly. Dly dose not to exceed 50 mg/kg bm. Infts. & childr.(15 days-12 yrs.): 20-80 mg/kg once dly. Childr.50 kg/more: Usual adult dos.

Bact.meningit: Neonates /infts.& childr: Init. 100 mg/kg (not to exceed 4 g) once dly., adapt dos. accord.once organ.& sens.determin. Adults: 4 g once dly.

Gonorrh: 125 mg IM as sngl.dose.

Periop.-prophylax: Sngl.dos.of 1-2 g 30-90 mins. prior to surg.

Contraindications: Penicill.hypersens., hyperbilirubinaem.neonates esp.prems., concom.Ca contain.sol/prod. irrespect.of age, 

Side effects: Fatal Ca-ceftriaxone precipit.in lung & kidneys of term & prem.infts.when concom. Ca contain.sol/prod.admin.even if line & times of admin.differ., GI disturbs., bld.dyscras., prolong. prothromb.time, agranulocytos., skin & cutan. reacts., Stev.-Johns.syndr./Lyell’s syndr./ tox.epiderm. necrolys., CNS effs., oligur., genit. mycos., hypersens.reacts.incl.anaphylact.reacts., loc. reacts. fev., shiver., pseudomembr. interocolit., coagulat.disords., superinfect., shadows detect.by gallbladd.sonogram mistak. for gallston.usual.follow.high.than recomm.dos., pancreatit.

Warnings and special precautions: Do not add to sol./dil.contain.Ca, observ.48 hr betw. admin. of any Ca contain.sols./prod.incl.parenter. nutrit. & ceftriaxone, no data avail.on potent. interact. with oral Ca contain.prod./IM ceftriaxone & Ca contain.IV/oral products, cross. placent.barr., excret. in breast milk, safety in pregn. & lactat.not est., sev.ren./hepat.dysfunct., incompat. with vancomycin, fluconazole & aminoglycosides, not recomm.in neonates esp. prems. at risk of bilirubin encephalopathy, consid. pseudomembr.colit.in pts.present.with diarrh. subseq.to treatm., superinfects.with non-suscept. organisms., IMI without lidocaine is painf.

Interactions: Ca-ceftriaxone precipit.in lung & kidneys with concom. Ca contain.sol/prod., poss. false-pos. Coombs/galactomsaem.tests, poss false-pos.in non-enzymat.gluc.determinat.in urine

 XE "Zerbaxa" ZERBAXA, MSD [P/S]
Ceftolozane 1 g, tazobactam 0,5 g.

Indications: Pts. 18 yrs & old. Suscept.G(-) & G(+) microorgan.complicat.intra-abdom. infects.in combinat.w ith metronidazole, suscept.G(-) microorgan. complicat.UTI incl.pyelonephrit., suscept. G(-) microorgan.hospit.acquir.bact. pneumon. & ventilat.assoc.bact.pneumon.
(S4) LYOPHILIS.POWD.FOR SOL.FOR IV INFUS, 52/20.1.1/0840

3000193-001: 10x20 ml vials, R13 333,33
Dosage: Constit.sol.is not for direct inject. Pts.over 18 yrs (CrCl > 50 ml/min): Complicat.intra-abdom.infects: Recomm.dos: 1,5 g (ceftolozane 1 g & tazobactam 0,5 g) 8 hrly by IV infus.over 1 hr. in conjunct.with metronidazole 500 mg IV.x4-14 days.

Complicat.UTI incl.pyelonephrit: Recomm. dos: 1,5 g (ceftolozane 1 g & tazobactam 0,5 g) 8 hrly by IV infus.over 1 hr.x7 days

Hosp.acquir.bact.pneum.& ventilat.assoc. bact. pneum: Recomm. dos: 3 g (ceftolozane 2 g & tazobactam 1 g) 8 hrly by IV infus.over 1 hr.x8-14 days.

Ther.durat.guid.by sev & site of infect.& clinic. bacteriolog. respons. Adjust dos.with imp.ren. funct.
Contraindications: Any cephalosporin antibact. sensitiv., sev.hypersens.to any other beta-lactam antibact.

Side effects: Common: Clostridioides diffic. colit., thrombocytos., hypokalaem., insomn., anx., headache, dizzin., hypotens., N&V, diarrh., constipat., abdom.pain, rash, pyrex., infus. site reacts., alanine & aspartate aminotransfer. incr., transamin.incr., abnorm.LFT, bld.alkal.phosphat. incr., gamma-glutamyltransfer.incr. Uncommon: Candidias.incl. oropharyng.& vulvovag., C.diffic. colit., fung.UTI, Clostridioides diffic. colit., anaem., hyperglycaem., hypomagnesaem., hypophosphataem., ischaem.stroke, atrial fibrillat., tachycard., ang.pect., phlebit., ven.thrombos., dyspn., gastrit., abdom.distens., dyspeps., flatul., paralyt.ileus, urticar. ren.impairm.& fail., posit. Coombs test, ser.gamma-glutamyl transpeptidase incr., incr.ser.alkal.phosphatase, posit. Clostridioides test.

Warnings and special precautions: Safety & effic. in childr.&adolesc.bel.18 yrs.not est., elderly pt.dos.to be adjust.on ren.funct., penicill./ cephalospor.cross sensitiv., discont.& init.appropr. ther.in case of anaphylact.react., consid.C.diffic. assoc.diarrh.diagn., drug resist.developm.poss.if admin.without prov./strongly suspect.bact.infect., poss. developm.of posit.direct antiglobul.test, immunocomprom.& sev.neutropen.pts.excl.from study, safety in pregn.& lactat.not est., eval.S/E bef.driv./perform.complicat.tasks

Interactions: Act.subst.inhibit.OAT1 or OAT 3 (eg probenec.) incr.tazobact.plasma conc.

 XE "Zinforo" ZINFORO, Pfizer [P/S] 
Ceftaroline

Indications: Suscept.ac.bact.skin & skin struct. infects., commun.acquir.bact.pneum.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS., 46/20.1.1/0628

721825-001: 600 mg/vial, 10 vials, R10 295,23
Dosage: Vials for sngl.use only.

Pts.> 18 yrs: Recomm.dos: 600 mg 12 hrly.infus. IV over 60 mins.x5-14 days in ac.bact.skin & skin struct.infects.& x5-7 days in CABP.

Contraindications: Other beta-lact.antibact. agent hypersens.

Side effects: Common: Diarrh., N&V, abdom. pain, headache, dizzin,, rash, prurit., incr. transamin., phlebit., pyrex. Uncomm: Anaem., thrombocytopen., hypersens./ anaphylax., urticar., C difficile, prolong. prothromb.time incr.INR, incr. bld. creatin., infus.site reacts.

Warnings and special precautions: Hypersens. hist.to cephalospor./penicill.& other beta-lactam., antibact.assoc.colit.& pseudomembr.colit., pre-exist. seiz.disords., posit.direct antiglobulin test developm., ren.impairm., do not use in pregn.as no clinic.data avail., no breastfeed.as many beta-lact. excret.in breast milk, safety & effic.in paed.pts. not est.
See also MDR page 732.
 XE "Zinnat" ZINNAT, Sandoz [P/S]
Cefuroxime as cefuroxime axetil.

Indications: Pharyngit., tonsillit., otit.media, sinusit., ac.& chron.bronchit., ac.uncompl.cystit., Lyme dis.

(S4) TABS, [P/S] V/20.1.1/362, 363, 364.

781320-003: 125 mg, 10, R124,69
781339-006: 250 mg, 10, R191,83
781347-009: 500 mg, 10, R350,42
Dosage: Do not crush tabs. Admin. 2xdly ½.hr.aft. food x5-10 days.

Adults: Sinusit., ac.& chron.bronchit: 250 mg.
Ac.uncompl.cystit: 125 mg.

Lyme dis: Adults & childr.over 12 yrs: 500 mg for 20 days.

(S4) SUSP, [P/S] Z/20.1.1/148. 125 mg/5 ml.

814091-008: 50 ml, R108,03
814091-016: 100 ml, R216,07
Dosage: Admin. ½ hr.aft.food. 

Childr: usual.125 mg 2xdly.

Otit.med: Childr.und.2 yrs: 125 mg 2xdly. Over 2 yrs: 250 mg 2xdly x5-10 days. Childr.und.3 mnths: No exper.
Contraindications:Hypersens.to other cephalospor.
Side effects: Comm: Candida overgr., eosinophil., headache, dizzin., diarrh., naus., abdom. pain, incr. hepat.enzym.lev. Uncomm: Posit.Coombs’ test, thrombocytopen., leucopen., hypersens.reacts.incl. skin rash., vomit, Post market.: Haemolyt.anaem., urticar., prurit., drug fev., ser.sickn., anaphylax., pseudomenbr. colit., jaund., hepatit., erythema multiforme, SJS, TEN.

Warnings and special precautions: Poss. penicill./ cephalospor.cross sens., poss.candida overgrowth, poss.overgrowth of other non-susceptib.organism with prolong use, gluc.oxidase/ hexokinase methods to determ.gluc.lvl. recomm., serum lvl reduc.by dialys., phenylketonur.as cont. aspartame, poss.eff.on glycaem. contr.in pts with diab.mellit. as susp. cont. sucrose, not taken by pts with heredit. fruct.intol., gluc.-galact.malab./sucrose-isomalt.insuff., poss. pseudomembr.colit., self-limit. Jarisch-Herxheimer react. follow. Lyme dis.treatm.,safety in pregn. & lactat.not est.

Interactions: Poss.reduc.OC effic., concom.furosemide., caution with concom. aminoglycosides, not simultaneously with other meds., poss.false neg.reacts.in ferricyanide test.
 XE "Zinoxime" ZINOXIME, (Cipla Medpro), Actor Pharma [P/S]
Cefuroxime axetil.equiv.to cefuroxime.

Indications: U&LRTI, ac.uncomplic.cystit.& Lyme dis.caus.by suscept.organ.

(S4) TABS, 41/20.1.1/0753

715261-001: 500 mg, 10, R283,85
Dosage: Admin.½.hr.aft.food.

Adults: Sinusit., ac.& chron.bronchit: 250 mg 2xdly x7 days. (Range 5-10 days)
Ac.uncomplicat.cystit: 125 mg 2xdly x7 days. (Range 5-10 days)

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x20 days

Childr: 3 mnths-2 yrs: 125 mg 2xdly. Over 2 yrs: 250 mg 2xdly

Contraindications: Cephalospor./penicill.& other ß-lactam hypersens., safety in porphyr.not est., safety & effic.in pregn.& lactat.not est., no exper. in childr.und.3 mnths.

Side effects: Bld.dyscras., headache, GI disturbs., vag.candidias., skin reacts.incl.erythema multiforme /Stev.John.& tox.epiderm. necrolys., hypersens.reacts.incl.anaphylax., supra-infect., Jarisch-Herxheimer follow.Lyme dis.treatm.

Special precautions: GI dis.hist.esp.ulcer.colit. /region.enterit./pseudomembr.colit., ren.funct. impairm., discont.treatm.immed.if pseudomembr. colit.susp., overgrowth of non-suscept.organ.with prolong.use.

Drug interactions: Probenecid incr.AUC.

 XE "Zinuroz" Zinuroz, Sandoz [P/S]
Cefuroxime axetil.equiv.to cefuroxime
Indications: Pharyngit., tonsilit., otit.media, sinusit., ac.& chron.bronchit., ac.uncompl.cystit., Lyme dis.caus.by suscept.organ.

(S4) TABS, 37/20.1.1/0055, A37/20.1.1/ 0056

703867-001: 250 mg, 10, R143,63
703868-001: 500 mg, 10, R241,61
Dosage: Admin.½.hr.aft.food.

Adults: Sinusit., ac.& chron.bronchit: 250 mg 2xdly x7 days. (Range 5-10 days)
Ac.uncomplicat.cystit: 125 mg 2xdly x7 days. (Range 5-10 days)

Lyme dis: Adults & childr.over 12 yrs: 500 mg 2xdly x20 days

Childr. 3 mnths-2 yrs: 125 mg 2xdly. Over 2 yrs: 250 mg 2xdly. 
Contraindications: Penicill.& other ß-lactam antibiot., safety in pregn.& lactat.not est., childr. und.3 mnths.

Side effects: Eosinophil., headache, GI disturbs., vag.candidias., trans.incr.in hepat. enzym.lev., skin reacts.incl.erythema multiforme/Stev.John.& tox. epiderm.necrolys., hypersens.reacts.incl.skin reacts./ bronchosp.& anaphylax., super-infect., Jarisch-Hexheimer follow.Lyme dis.treatm.

Special precautions: GI dis.hist., ren.impairm., porphyr., poss.pseudomembr.colit.

Drug interactions: Area und.mean ser.conc. time-curve incr.by probenecid.

18.1.3
Others 
DORIBAX (MDR Listing)

MERONEM (MDR Listing)

 XE "Abexem" ABEXEM, (Macleods) Abex [P/S]

Ertapenem.
Indications: Treatm.of adult pts.with follow mod.to sev.infects.caused by suscept.strains: complic.intra-abdom.infects., complic.skin & skin struct.infects.incl.diabet.lower extremity & foot infects., community acquir.pneum., complic.UTI incl.pyelonephritis, ac.pelv.infects.incl.post-partum endomyometrit./ septic abort.& post-surg.gynaecolog.infects. Pediatric pts.(3 mnths.to 17 yrs): Complic.intra-abdom.infects, complic.skin & skin struct.infects, community acquir.pneum., complic.UTI, ac.pelvic infects.

(S4) POWD.FOR INJ, 52/20.1.1/0810

3003558-001: 10x1 g, R4 772,50
Dosage: Reconstit.& dil.bef.admin.IV infus.over 30 mins./IM. Ther durat. 3-14 days depend.on site/ sev.& clinic.respons. Not recomm.in infts.<3 mnths.

Pts.> 13 yrs: Usual dos: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/day.

Contraindications: Hypersens.to β-lactam antibiots., bact.meningit., IM admin.: Sev.shock/ heart block, amide loc.anaesth.hypersens.& for IM admin.due to lidocaine’s use as dil., no data avail.for infts.<.3 mnths.

Side effects: Adults: Freq.: Headache, diarrh., N&V, rash, elev.ALT/ AST, elev.alkaline phosphat., infused vein complic., phlebit./ thrombophlebit., elev. in platelet count. Less freq.: Oral candid, candid., fung.infect., pseudomembran. colitis, pneumon., wound infect., UTI, vaginitis, postop. infect., dermatomycos., neutropen., thrombocytopen., allergy, anorex., hypoglycaem., insomn., somnol., confus., agitat., anx., depress., dizzin., taste perv., seiz., trem., syncope, scler.dis., sinus bradycard., dysrhythm., tachycard., hypotens., extravasat., haemorrh., incr.BP, dyspnoea, pharyng.discomf., nas.congest., cough, epistax., rales/ rhonchi, wheez., constip., acid regurg., dry mouth, dyspeps., abdom.pain, dysphag., faecal incont., pelv.peritonit., cholecystit., jaund., liv. disord., erythema, urticar., dermatit., desquam., prurit., musc.cramp, shoulder pain, ren.insuffic., ac.ren.i nsuffic., abort., genit.bleed., vag.prurit., extravasat., asthen./ fatig., fev., pain, oed./swell., chest pain, inj.site indur., malaise, incr.total serum bilirub./ direct serum bilirub./ indirect serum bilirub./ serum creatin./ serum urea/ serum gluc., decr.serum bicarbon./ serum creatin. & serum potass.; incr.serum LDH/ serum phosph./ serum potass., decr.WBC/ platelet count/ segment.neutrophils/ Hb & Hct; incr.eosinophils/ activated partial thromboplastin time/ prothrombin time (INR)/ segment.neutrophils & WBC, decr.lymphocytes, incr.band neutrophils/ lymphocytes/ metamyelocytes, monocytes/ myelocytes, atypic. lymphocytes, incr.urine bacteria/ urine WBC/ urine epithel.cells/ urine RBC./ urine yeast present, incr.urobilinogen.

Freq. unknown: Anaphylax., alt. ment.stat.(incl.aggress., delir., disorient., ment.stat.changes), hallucinat., depress.lev.of consciousn., dyskines., myoclon., gait disturb., stain. teeth, DRESS syndr., TEN, SJS., AGEP, musc.weakn. Paeds (3 mnths.- 17 yrs):
Freq.: Diarrh., vomit., rash, elev.ALT/ AST, decr. in neutrophil count., infus.site reacts. Less freq.: Headache, hot flush, hypertens., faeces discol., melaena, erythema, rash, petechiae, incr.platelet count/ activat. partial thromboplast.time. prothrombin time (INR), decr.Hb, incr.eosinophil.

Special warnings and precautions: Allerg. reacts. more likely with multiple allerg.hypersens., penicill./ cephalospor./ other ß-lactam cross-sens., discont. immed.if allerg.react.occ.& instit.appropr. treatm, risk of superinfect.due to prolong use & may result in overgrowth of non-suscept.organ., consid. pseudomembranous colit.in pts.present.with diarrhoea., pre-exist.CNS disords., known fact. predispos. to convuls.activ., cont.anticonvuls.ther. in known seiz.disord., if seiz./ foc.trem./ myoclon. occur eval.neurolog.& re-eval.dos.& poss.treatm. discont., concom.use with valproic acid/ divalproex sodium not recomm., caut.in surg. intervent.>.4 hrs due to sub-optimal ertapenem exposure., limited exper.in severe infects, uncert.effic.in treatm.of community acquir.pneum.due to penicillin-resist.Streptococ. pneumoniae & diabetic foot infects.with osteomyelitis., caution with IM admin.to avoid inadvert.inject.into bld. vessel., special care in childr <2 yrs due to limit exper.; C/I in childr <3 mnts., safety in pregn. & lactat.not est., excret.in breast milk, eval.S/E bef.driv./perform.complicat. tasks, consid.Na content in controll. Na diet

Interactions: Valproic acid & divalproex sodium ser.lev.decr.poss.dropp.below therapeut.range., probenecid inhibits ren.excret. of ertapenem & increas. plasma conc./ prolong. half-life.
 XE "Carporem" CARPOREM, Aurogen [P/S]

Meropenem trihydrate.

Indications: Sngl./ multiple suscept.bact.infects.& empiric ther.prior to indentificat.of causat.organ. in ac.chron.bronchit.& pneum., pneum.in childr., UTI in adults & childr., PID, endometrit., skin & skin struct.infects.in adults, meningit.& septicaem.in adults & childr., bact.infects.in host comprom. neutropen. pts., intra-abdom.abscess & peritonit., polymicrob.infects.

(S4) POWD.FOR INJ, 49/20.1.1/1224; 1225

3003806-001: 500 mg, 1x20 ml vial, R62,78
3003807-001: 1 000 mg, 1x20 ml vial, R79,18
Dosage: IV admin.only as bolus inj.over 5 mins./infus. over 15-30 min. Concom.aminoglycos. recomm.in crit.ill pts.with pseudomonas aeruginosa LRTI. Do not mix.with/add to other sols. contain.other meds. Usual dos: Adults: 500 mg-1 000 mg 8 hrly.depend.on type & sev.of infect./known or suspect.susceptibil. of pathogens & pts.condit. 

Childr. 3 mnths & up to 12 yrs.& up to 50 kg: 10-40 mg/kg 8 hrly.depend.on type & sev.of infect./ known or suspect.susceptibil.of pathogens & pts condit.

Childr.over 50 kg: Adult dos.

Febr.episod.in neutropen.pts: Adults: 1 000 mg 8 hrly. Meningit: Adults: 2 000 mg 8 hrly. Childr: 40 mg/ kg 8 hrly.
Contraindications: Carbapenems/penicill./ cephalospor.& other ß-lactam hypersens.

Side effects: Freq: Thrombocythaem., headache, N&V, diarrh., abdom.pain, rash, prurit., inflammat., pain. Less freq: Oral & vag.candidias., eosinophil., thrombocytopen., leucopen., neutropen., agranulocytos., haemolyt.anaem., angioed., anaphylax., paraesthes., convuls., antibiot.-assoc. colit., incr.transaminas./bld.alkal.phosphat & bld. lactate dehydrogen,, incr.bld.bilirub., urticar., erythema multiforme, Stev.John.syndr., tox. epiderm. necrolys., incr.bld.creatinine & -urea, thrombophlebit., inj.site pain. Freq.unknown: DRESS, ac.general.exanthemat.pustulos.(AGEP) 

Special warnings and precautions: Consid. appropriaten.of ther.bas.on infect.sev/resist. preval.& poss.carbapenem resist.bact., Enterobacteriaceae/pseudomon.aeruginosa & Acinetobacter spp.report.resist.to penems, verify prev.hypersens.to beta-lactam antibiot., consid. poss.pseudomembr.colit. in pts.develp.diarrh., do not admin.meds.inhibit.peristals., discont.if sev. cutan.advers.reacts.suspect., seiz.infreq.report., monit.liv.funct.in liv.dis.& pre-exist.liv.disords., poss.posit.direct/indir.Coombs test, due to Na content.control.salt diet., safety & effic.in infts.<3 mnths.not est., safety in pregn. not est., excret.in breast milk, concom.valproic acid/ sod.valproate/ valpromide & not recomm., concom.probenecid, monit.INR with concom.anti-coags.as incr.in anticoag.eff.report.with concom.antibact. agents, eval.effs.bef.driv./ perform. complicat.tasks.

Interactions: Probenecid incr.plasma conc., ser. valproic acid lev.reduc.

 XE "Cilapen" CILAPEN 500, Ranbaxy [P/S]
Imipenem 500 mg, cilastatin sod.500 mg.

Indications: Suscept.intra-abdom., LRT, gynae., septicaem., GUT, bone & joint, skin & soft tiss. infects., endocardit., aerob.& anaerob.G+ve & G-ve infects., mix.infects, sepsis prophylax.aft.colorect. surg.

(S4) POWD.FOR INJ. 42/20.1.1/0637.

715342-001: 500 mg, 100 ml infus.bot., R148,43
Dosage: Treatm: Tot.dly.dos., route of admin.& freq. depend.on type & sev.of infect. Admin.in equal. div. dos.depend.on suscept.of pathog., ren. funct.& bm. Adults >70 kg: 1-2 g dly.in 3-4 div. dos. Max. 4 g or 50 mg/kg/day. Cystic fibros pts: Up to 90 mg/kg/day in div.dos. not exceed.4 g/day. Adults <70 kg /ren.insuffic.appropr.reduc.dos. regim.as per prod.lit.

Childr.& infts.<40 kg: 15 mg/kg 6 hrly. Max. 2 g/ day. Childr.40 kg & over: Adult dos.

Prophylax: Adults: 1 g IV on anaesth.induct. follow. by 1 g 3 hrs.later. A furth.500 mg admin.8 & 16 hrs.aft.induct.

Contraindications: Meningit., safety in pregn.& lactat.not est., childr.und.3 mnths./paed.pts.with imp.ren. funct.not recomm.

Side effects: Bld.dyscras.incl.thrombocytos., decr. Hb, prolong.prothromb.time, anaphylact.reacts., CNS effs., psych.disturbs.incl.hallucinat., seiz., hear. loss, GI disturbs., tooth stain., taste pervers., pseudomembr. colit., hepatit., skin disords.incl. erythem. multiform./tox.epiderm.necrolys./exfoliat. dermatit./ Stev.John.syndr., angioed., candidias., fev., oligur., polyur., anur., ac.ren.fail., red urine, loc. reacts.incl.thrombophlebit., alt.liv.funct.test 

Special precautions: Susp.meningit., low sod. diets, granulocytopen.pts., part.cross-allerg.with other ß-lact. antibiot./penicillin & cephalosporin, combin.with other ß-lactam., prev.ß-lact. hypersens., discont.ther.if allerg.reacts.& instit. appropr. treatm., GI dis.hist.esp.colit., CNS disords., cont.anticonvuls.ther.in known seiz. disord., ren.impairm., neurolog.eval./anticonvuls. ther. if seiz./foc.tremor/myoclon.occur & discont. ther. if CNS sympt.cont., cons.benef./potent.seiz. risk dur.haemodialys., elderly, may be used in immunocompr. pts.for confirm./susp.infects.

Drug interactions: ß-lactamases induc.capable of hydrolyz.other ß-lactam antibiot., poss.seiz.with concom.ganciclovir.

 XE "Doribax" DORIBAX, Acino [P/S] 
Doripenem

Indications: Suscept.nosocomial pneumon. excl.ventilat.assoc.pneumon./complic. intra-abdom.& UTI incl.pyelonephrit.bact.infects.

(S4) POWD.FOR SOL.FOR INFUS, 43/20.1.1/0647

715810-001: 500 mg, 10x20 ml vials, R6 626,49
Dosage: Admin.500 mg 8 hrly.by IV infus.over 1 hr. Nosococomial pneumonia.x7-14 days. Complicat. intra-abdom.infects x5-14 days. Complicat. UTI x10 days.

Contraindications: Carbapenems/penicill./other ß-lactam hypersens., safety in pregn.& lactat.not est.

Side effects: Headache, phlebit., N&V, diarrh., prurit., rash, incr.hepat. enzym., oral candidias., vulvomycot.infects., C.difficile colit., ser.ac. hypersens.reacts., thrombocytopen.,neutropen., tox. epiderm.necrolys., Stev.John.syndr.

Warnings and special-precautions: Incr. mortal.report.in ventilat.-assoc.pneumon., anaphylact. reacts.more likely with multiple allergen sensitiv.hist., pseudomembr.colit.poss., incr.expos.to metabolite in end stage ren.dis. pts., not for inhalat.use as pneumonit.report.with investigat.use, pres.in breast milk of rats, concom. probenecid not recomm., imp.ren.funct., insuffic. info.on dos.with haemodialys.

Drug interactions: Ser.valproic acid lev.reduc., ren. clear.reduc.by probenecid.

See also MDR page 23.
 XE "Ertapenem Aspen" ERTAPENEM ASPEN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Ertapenem

Indications: Treatm.of follow.mod.to sev.suscept. infects: complic.intra-abdom./ skin & skin struct. incl.diabet.low.extremity & diabet.foot infects.& UT infects., community acquir.pneum., ac.pelv. infects.incl. post-part.endomyometrit./ sept. abort.& post surg.gynaecolog.infects.

(S4) POWD.FOR INJ, 52/20.1.1/0443

3002778-001: 1 g, 10 vials, R4 887,00
Dosage: Reconstit.& dil.bef.admin.IV infus.over 30 mins./IM. Ther durat. 3-14 days depend.on site/ sev.& clinic.respons. Not recomm.in infts.und.3 mnths.

Pts.over 13 yrs: Usual dos: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/day.

Contraindications: Hypersens.to other meds of same carbapenem antibact.class., prev.anaphylact. reacts.to beta-lactam, bact.meningit., sev.shock/ heart block, amide loc.anaesth.hypersens.& for IM admin.due to lidocaine’s use as dil., no data avail.for infts.und.3 mnths.

Side effects: Freq: Elev.platel.count, headache, infus. vein complicat., phlebit./thrombophlebit., diarrh., naus., vomit., elev.ALT/AST & alkaline phosphat, rash, vaginit., infus.site erythema/pain/ phlebit.& swell. Less freq: Fung.infects., candidias., C.difficile-assoc.diarrh., pneumon., dermatomycos., post-op wound infect, UTI, bld.dyscras., anorex., hypoglycaem., ser.gluc.incr., confus., agitat., anx., depress., dizzin., somnol., insomn., seiz., taste pervers., trem., syncope, scler.disord., sinus bradycard., arrhythm., tachycard., extravasat., hypotens., haemorrh., incr.BP, dyspn., pharyng.discomf., nas.congest., cough, epistax., rales, rhonchi, wheez., oral candidias., constip., acid regurgitat., dry mouth, dyspeps., abdom.pain, dysphag., faecal incontin., pelv.peritonit., cholecystit., jaund., liv.disord., incr.ser.bilirub., erythema, prurit., urticar., dermait., desquamat., musc.cramp, should.pain, ren./ac.ren.insuffic.,incr.serum creatinin./-urea/-LDH/-phosphor./-K+, decr.serum bicarb./-creatinin./ -K+, , changes in urine bact.& bld. cell counts, abort., vag.prurit., genit.bleed., asthen., fatig., oed., fev., pain, chest pain, malaise, infus.site indurat./prurit.& warmth. Freq. unknown: Anaphylax.incl.anaphylact.reacts., alt. ment.state, hallucinate., depress.consciousn lev., dyskines., myoclon., gait disturbs., teeth stain., DRESS syndr., ac.gen.exanthemat.pustulos., musc.weakn. 

Warnings and special precautions: Allerg. reacts. more likely with multiple allerg.hypersens., penicill./ cephalospor./ other ß-lactam cross-sens., discont. immed.if allerg.react.occ.& instit.appropr. treatm, pre-exist.CNS disords., known fact. predispos. to convuls.activ., cont.anticonvuls.ther. in known seiz.disord., if seiz./foc.trem./myoclon. occur eval.neurolog.& re-eval.dos.& poss.treatm. discont., poss.pseudomembr.colit., poss.non-suscept. organ. overgrowth, concom.use with valproic acid/divalproex sodium not recomm., avoid inadvert.inj.into bld.vessel, poss.sub-optim. expos.with surg.intervent.exceed.4 hrs., exper. limit. in sev.infects., effic.of community acquir. pneumon.due to penicill.-resist.Streptococc. pneumoniae not est., effic.in diabet.foot infects. with concur.osteomyelit.not est., partic.care in est. infect.organ.susceptibil.in childr.<2 yrs.as exper. limit., safety in pregn. & lactat.not est., excret.in breast milk, eval.S/E bef.driv./perform.complicat. tasks, 

Interactions: Valproic acid & divalproex sodium ser.lev.decr.poss.dropp.below therapeut.range.

 XE "Imipenem/Cilastatin Fresenius" IMIPENEM/CILASTATIN FRESENIUS, Fresenius Kabi [P/S]

Imipenem 500 mg, cilastatin sod.500 mg.

Indications: Suscept.intra-abdom., LRT, gynae., septicaem., GUT, bone & joint, skin & soft tiss. infects., endocardit., aerob.& anaerob.G+ve & G-ve infects., mix.infects, sepsis prophylax.aft.colorect. surg.

(S4) POWD.FOR INJ. 47/20.1.1/1150, 500mg/500mg

3003964-001: 1x20 ml vial, R133,40
3003964-002: 10x20 ml vial, R1 333,98
Dosage: Treatm: Tot.dly.dos., route of admin.& freq. depend.on type & sev.of infect. Admin.in equal. div. dos.depend.on suscept.of pathog., ren. funct.& bm. Adults >70 kg: 1-2 g dly.in 3-4 div. dos. For the treatm.of mod.infects.a low.dos.regim. may be used. Max. 4 g or 50 mg/kg/day. Cystic fibros pts: Up to 90 mg/kg/day in div.dos. not exceed.4 g/day. Adults <70 kg /ren.insuffic.appropr.reduc.dos. regim.as per prod.lit.

Childr.& infts.<40 kg: 15 mg/kg 6 hrly. Max. 2 g/ day. Childr.40 kg & over: Adult dos.

Prophylax: Adults: 1 g IV on anaesth.induct. follow. by 1 g 3 hrs.later. A furth.500 mg admin.8 & 16 hrs.aft.induct.

Contraindications: Meningit., carbapen.hypensens., sev.hypersens.to beta-lactam antibiots., safety in pregn.& lactat.not est., childr.und.3 mnths./paed.pts.with imp.ren. funct.not recomm.

Side effects: Freq.: Eosinophil., incr.serum transaminas./ serum alkaline phosphatase, naus./vomit., diarrh., rash, thrombophlebit. Less freq.: Ac.ren.fail., oligur./anur., polyur., red.urine discolourat., elevat. serum creatin./bld.urea, anaphylact.reacts., angioed., candidias., C. difficile associat. pseudomembran.colit., gastro-enterit., fev.incl.drug fev., eryth.at inject.site, loc.pain & indurat.at inject.site, chest discomf., asthen./weakn., hear.loss, vertigo, tinnit., hepat.fail., hepatit., fulmin.hepatit., incr.ser.bilirub., hyperventilat., dyspn., pharyng.pain, hypotens., flush., polyarthralg., thorac.spine pain, prolong.prothrombin time, decr.haemoglob., pancytopen., neutropen., leucopen., thrombocytopen., thrombocytos., agranulocytos., haemolyt.anaem., bone marrow depress., prurit.vulvae, psych.disturbs. incl.hallucinats./ confusion.states/ somnol., seiz., myoclon.activity, dizzin., encephalopathy, paraesthes., foc.trem., taste pervers., aggravat.of myasthen.gravis, headache, stain.of teeth &/ tongue, haemorrhag.colit., abdomin.pain, heartburn, glossit., tongue papil.hypertrophy, incr.salivat., alter.taste, tachycard., palpitats., cyanos., urticar., prurit., eryth., tox.epiderm.necrolys., Stevens-Johnson syndr., eryth. multiforme, exfoliat.dermatit., hyperhidros., skin texture chang. Unknown freq.: Agitat.

Special warnings and precautions: Susp.meningit., low sod. diets, granulocytopen.pts., part.cross-allerg.with other ß-lact. antibiot./penicillin & cephalosporin, combin.with other ß-lactam., prev.ß-lact. hypersens., discont.ther.if allerg.reacts.& instit. appropr. treatm., monit.hepat.funct.reg., pre-exist.liv.disords., consid.antibacter.spectr.prior to treatm., GI dis.hist.esp.colit., CNS disords., cont.anticonvuls.ther.in known seiz. disord., ren.impairm., neurolog.eval./anticonvuls. ther. if seiz./foc.tremor/myoclon.occur & discont. ther. if CNS sympt.cont., cons.benef./potent.seiz. risk dur.haemodialys., elderly, may be used in immunocompr. pts.for confirm./susp.infects., concom.aminoglycos.recomm.in suspect. pseudomonas aeruginosa infects, concom. valproic acid not recomm., monit.INR of pts taking warfarin.

Interactions: ß-lactamases induc.capable of hydrolyz.other ß-lactam antibiot., poss.seiz.with concom.ganciclovir., posit.direct/ indirect Coombs test, Ser.valproic acid/ valproate lev.reduc., anti-coag.eff.of warfarin augment., incr. plasma lev. & half-life with probenecid.

 XE "Invabex" INVABEX, Pharma Dynamics [P/S]

Ertapenem

Indications: Adults: Treatm.of follow.mod.to sev. suscept.infects: complic.intra-abdom./-skin & skin struct. incl.diabet.low.extremity & diabet.foot infects., community acquir.pneum., complicat.UTI incl.pyelonephrit., ac.pelv.infects.incl.post-part. endomyometrit./ sept.abort.& post surg. gynaecolog. infects.

Paed.pts.3 mnths-17 yrs: Treatm.of suscept. complic.intra-abdom./-skin & skin struct.infects., community acquir.pneum., complicat.UTI, ac.pelv. infects.
(S4) POWD.FOR SOL.FOR INJ/INF, A52/20.1.1/0811

3003527-001: 1 g, 10x 20 ml vials, R5 938,60
Dosage: Admin.IV/IM. Reconstit.& dil.bef.admin. IV infus.over 30 mins. Ther durat. 3-14 days depend.on site/ sev.& clinic.respons.

Usual dos: Pts.13 yrs.& old: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/ day.

Contraindications: Beta-lactam hypersens., bact. meningit., amide type loc.anaesth. hypersens. sev. shock & heart block for IM admin.due to lidocaine’s use as dil., no data avail.for infts.und.3 mnths.
Side effects: Adults: Freq: Headache, infus.vein complicat., phlebit./ thrombophlebit., diarrh., N&V, rash, elev.ALT/ AST & alkaline phosphat, elev.platel.count, Less freq: Fung.infects., oral candidias., candidias., pseudomembr. enterocolit., vaginit., pneumon., dermatomycos., post-op wound infect, UTI, C.difficile-assoc.diarrh., neutropen., thrombocytopen., allergy, insomn., somnol., confus., agitat., anx., depress., dizzin., taste pervers., seiz., trem., syncope, scler.disord., sinus dysrhthym., arrhythm., tachycard., extravasat., hypotens., haemorrh., incr.BP, dyspn., pharyng.discomf., nas.congest., cough, epistax., rales, rhonchi, wheez., constip., acid regurgitat., dry mouth, dyspeps., abdom.pain, dysphag., faecal incontin., pelv.peritonit., erythema, prurit., urticar., dermatit., desquamat., musc.cramp, should.pain, ren./ ac.ren.insuffic., abort., genit.bleed., vag. prurit., asthen., fatig., oed./swell., fev., pain, chest pain, inj.site indurat., malaise, incr.total ser.bilirub. / -direct/ indirect ser.bilirub./- ser.creatinin./-ser. urea/ -ser.gluc., decr.ser.bicarb./-ser.creatinin.& -ser.K+, incr.ser.LDH/-phosphor./-K+, decr.WBC/-platelet count/-segment.neutrophils /-Hb & haematocrit, incr.eosinophils/-activ.part. thromboplast. time/-prothromb.time/-segment. neutrophils & WBC, decr.lymphocyt., incr.band neutrophil/-lymphocyt.,/-metamyelocyt./-monocyt./ -myelocyt.& atypic.lymphocyt., incr. urine bact./-urine WBC/-urine epithel.cells & urine RBC, urine yeast pres., incr.urobilinog. Freq. unknown: Anaphylax. incl.anaphylact.reacts., alt.ment.state, hallucinat., depress.consciousn lev., dyskines., myoclon., gait disturbs., teeth stain., DRESS syndr., TEN, SJS, ac.gen.exanthemat. pustulos., musc.weakn. 

Childr.& adolesc: Freq: Diarrh., vomit., diaper dermatit., rash, infus.site pain/-prurit./-erythema & -swell., elev.ALT & AST, decr.neutrophil count. Less freq: Headache, hot flush, hypertens., discol.faeces, melaena, erythema, rash, petechiae, infus.site burn./-erythema & -warmth, incr.platel. count/-activ.part.thromboplast.time/-prothrombin time, decr.Hb, incr.eosinophil.

Special warnings and precautions: Allerg. reacts. more likely with multiple allerg.hypersens., penicill./ cephalospor./ other ß-lactam cross-sens., discont. immed.if allerg.react.occ.& instit.appropr. treatm, poss.pseudomembr.colit., poss.non-suscept. organ.overgrowth, seiz.more common in elderly & pre-exist.CNS disords./ comprom.ren. funct., known fact. predispos. to convuls.activ., cont.anticonvuls.ther. in known seiz.disord., if seiz./ foc.trem./ myoclon. occur eval.neurolog.& re-eval.dos.& poss.treatm. discont., concom.use with valproic acid/ divalproex sodium not recomm., poss. sub-optim. expos.with surg.intervent.exceed. 4 hrs., exper. limit. in sev.infects., effic.of community acquir.pneumon.due to penicill.-resist. Streptococc. pneumon.or for diabet.foot infects. with concurr.osteomyelit.not est., avoid inadvert. inj.into bld.vessel, partic.care to est. infect.organ. susceptibil.in childr.<2 yrs.as exper.limit., control.Na diet, safety in pregn. & lactat.not est., excret.in breast milk, eval.S/E bef.driv./ perform.complicat. tasks, 

Interactions: Valproic acid & divalproex sodium ser.lev.decr.poss.dropp.below therapeut.range, probenecid inhibit.ren.excret.

 XE "Invanz" INVANZ, MSD [P/S]

Ertapenem

Indications: Mod.to sev. complic.intra-abdom./ complic. skin & skin struct.infects./complic.UT infects. incl.pyelonephrit./community acquir. pneum./ ac.pelv.infects.caus.by suscept.strains

(S4) INJ, 37/20.1.1/0424

703413-001: 1 g, sngl.vials, R845,43
Dosage:.Reconstit.& dil.bef.admin.IV infus.over 30 mins./IM.

Usual dos.in pts.over 13 yrs: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/day. Ther durat.3-14 days depend.on site/sev. & clinic.respons.

Contraindications: Bact.meningit., ß-lactam hypersens., amide loc.anaesth.hypersens.& sev. shock/ heart block for IM admin.due to lidocaine’s use as dil., no data avail.for use in infts.und.3 mnths., safety in pregn.& lactat.not est.

Side effects: Common: Headache, infus.vein complicat., phlebit./thrombophlebit., diarrh., naus., vomit., infus.site prurit./pain/swell., rash. Uncommon: Dizzin., somnol., insomn., seiz., confus., extravasat., hypotens., dyspn., oral candidias., constip., acid regurgitat., C. difficile-assoc. diarrh., dry mouth, dyspeps., anorex., eryth., prurit., abdom.pain, taste pervers., asthen./fatig., oed./ swell., fev., pain, chest pain, vagin.prurit., allerg.reacts., malaise, Freq.unknown.: Anaphylax., alt.mental status, depress.lev.of consciousn., dyskines., gait disturb., hallucinat., myclon., trem., teeth stain., ac.generalis. exanthemat. pustulos., DRESS syndr., urticar., musc. weakn., lab.abnormalities incl. elev. ALT/AST/alkaline phosphat./platel.count

Warnings and special precautions: Allerg. reacts.more likely in pts.with report.multiple allerg. hypersens., penicill.cross-sens., discont.if allerg. react.occ., poss.pseudomembr.colit., ren.insuffic., pre-exist. CNS disords., known fact.predispos.to convuls. activ., eval.pt.neurologic.if focal trem./ myoclon./seiz.occur, concom.valproic acid/ divalproex sod.not recomm., haemodialys.,excret.in breast milk, don’t mix/infus.with other meds., don’t use dextr. contain.dilut., reconstit.with 10 ml water for inj./0,9% NaCl inj or bacteriostat.water for inj, lidocaine HCL (without epinephrine) is the diluent for IMI admin.

Interactions: Penicillin/ß-lactam cross-sens., valproic acid ser.lev.decr.

 XE "Iverzam" IVERZAM, Aurogen [P/S]

Ertapenem

Indications: Treatm.of follow.mod.to sev.suscept. infects: complic.intra-abdom.infects. /complic.skin & skin struct.infects.incl.diabet.low.extremity & diabet.foot infects., community acquir.pneum., complic.UTI incl.pyelonephrit., ac.pelv. infects.incl. post-part.endomyometrit./ sept. abort.& post surg.gynaecolog.infects.

(S4) POWD.FOR INF, 51/20.1.1/074

3003763-001: 1 g, 1xvial, R515,80
Dosage: IV infus.over 30 mins./IM inject. Ther durat. 3-14 days depend.on type of infect./pathogen./site/ sev.& clinic.respons.
Pts.over 13 yrs: Usual dose: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/day.
Contraindications: Known bact.meningit., hypersens.to other meds of same antibact.class., prev.anaphylact. reacts.to beta-lactam, sev.shock/ heart block, amide loc.anaesth.hypersens.& for IM admin.due to lidocaine’s use as dil., not recomm.meningit.lack of CSF penetrat.
Side effects: Freq: Alt.ment. state., headache, infus.vein complicat., diarrh., naus., elev.ALT/ aspartate aminotransfer., alkaline phosphate.& platel.count, decr neutroph.count., chest pain, fev. Less freq:   Hypo-/hypertens., phlebit./thrombo-., tachycard., dizzin., seiz., asthen./fatig., acid regurgitat., constip.,vomit., dyspeps., oral candidias., pseudomembran.colit., allerg.reacts., incr.serum bilirub/urea/creatin./gluc. ,.eosinop., part.thromboplast.time, urine bacter. ,.monocyt.,urine epithel.cells/-red bld cells, decr.segment.nuetroph., white bld cells, haematocr.& haemoglob., oed., leg pain, anx., insomn., vaginit., cough, pharyngit., dyspn./ respirat.distress, erythema, prurit., rash. Freq unknown: Anaphylax., hallucinat.
Special warnings and precautions: Serious anaphylact. reacts. more likely with multiple allerg.hypersens., penicill./ cephalospor./ other ß-lactam cross-sens., discont. immed.if allerg.react.occ.& instit.appropr. treatm, seiz.,epilep.& other CNS disord., poss.pseudomembr.colit. due to clostridia overgrowth,lidocaine. diluent for IM.,  known fact. predispos. to convuls.activ., cont.anticonvuls.ther. in known seiz.disord., if seiz./foc.trem./ myoclon. occur eval.neurolog.& re-eval.dos.& poss.treatm. discont., adjust dose in reduc.renal func., poss.non-suscept. organism. overgrowth, DRESS syndr., no data for infant < 3mnths., safety in pregn. & lactat.not est., excret.in breast milk.

Interactions: Incr.plasma conc.with probenecid, valproic acid ser.lev.decr.

 XE "Mercarb" MERCARB, Austell [P/S]

Meropenem trihydrate.

Indications: Sngl./multiple suscept.bact.infects., empiric ther.prior to indentificat.of causat.organ. eg. ac.chron.bronchit.& pneumon.exacerbat., pneumon., UTI in adults & childr., PID, endometrit., skin & skin struct.infects., meningit.& septicaem.in adults & childr., bact.infects.in host comprom. neutropen. pts., intrabdom.abscess & peritonit.

(S4) POWD.FOR SOL FOR INJ/INFUS, 50/20.1.1/0178, 0179

3001373-001: 500 mg, 1x20 ml vial, R75,03
3001374-001: 1 g, 1x20 ml vial, R111,92
Dosage: IV admin.as bolus inj.over 5 mins./infus. over 15-30 min. Concom.aminoglycos.recomm.in crit.ill pts.with pseudomonas aeruginosa LRTI. Do not mix.with/add to other sols. contain.other meds.
Usual dos: Adults: 500 mg-1 g 8 hrly.depend.on type & sev.of infect./known or expect.suscept.of pathogens & pts.condit.

Infts.& childr.over 3 mnths & up to 12 yrs: 10-40 mg/kg 8 hrly.depend.on type & sev.of infect./ known or suspect.susceptibil.of pathogens & pts condit.

Childr.over 50 kg: Adult dos.

Febr.episod.in neutropen.pts: Adults: 1 g 8 hrly.
Meningit: Adults: 2 g 8 hrly. Childr: 40 mg/kg 8 hrly.

Contraindications: Carbapenems/penicill./other ß-lactam hypersens.

Side effects: Freq: Thrombocythaem., headache, N&V, diarrh., abdom.pain, rash, prurit., inflammat., pain. Less freq: Oral & vag.candidias., eosinophil., thrombocytopen., leucopen., neutropen., agranulocytos., haemolyt.anaem., angioed., anaphylax., paraesthes., convuls., antibiot.-assoc. colit., incr.bld.bilirubin, urticar., erythema multiforme, Stev.John.syndr., tox.epiderm. necrolys., incr.bld.creatinine & -urea, thrombophlebit., inj.site pain.

Warnings and special-precautions: Enterobacteriaceae/pseudomon.aeruginosa & Acinetobacter spp.report.resist.to penems, effic.&tolerability.in infts.und.3 mnths not est., verify prev.hypersens.to beta-lactam antibiot., consid. pseudomembr.colit. in pts.develp.diarrh., do not admin.meds.inhibit.peristals., pre-exist.liv.disords., due to Na content.control.salt diet., safety in pregn. not est., low conc.in anim.breast milk, concom. probenecid not recomm.

Interactions: Ser.valproic acid lev.reduc., probenecid incr.plasma conc.

 XE "Mercide" MERCIDE, Ranbaxy [P/S]

Meropenem

Indications: Sngl./multiple suscept.bact.infects., empiric ther.prior to indentificat.of causat.organ.

(S4) INJ, 43/20.1.1/0769, 0770.

715774-001: 500 mg, 1x10 ml vial, R58,36
715775-001: 1 g, 1x20 ml vial, R116,71
Dosage: IV admin.as bolus inj.over 5 mins./infus. over 15-30 min. Dos depend.on type & sev.of infect. / known or expect.suscept.of pathogens & pts. condit.

Usual dos: Adults: 500 mg-1 g 8 hrly.

Infts.& childr.over 3 mnths & up to 12 yrs: 10-40 mg/kg 8 hrly. Childr.over 50 kg: Adult dos.

Febr.episod.in neutropen.pts: Adults: 1 g 8 hrly.
Meningit: Adults: 2 g 8 hrly. Childr: 40 mg/kg 8 hrly.

Contraindications: Carbapenems/penicill./other ß-lactam antibiot.hypersens., safety in pregn.not est., lactat., effic.& tolerabil.in infts.und.3 mnths. not est., concom.probenecid not recomm.

Side effects: Bld.dyscras., syst.allerg.reacts.incl. angioed & anaphylax., headache, convuls., paraesthes., GI disturbs., pseudomembr.colit., hepatobil. disords., skin reacts.incl.erythema multiforme/Stev.-John.& tox.epiderm.necrolys., inflamm., thrombophlebit., pain, oral & vag. candidias.

Special-precautions: Concom.aminoglycos. recomm. in crit.ill pts.with pseudomonas aeruginosa LRTI, imp.ren.funct., do not mix.with/ add to other sols.contain.other meds., poss. overgrowth of non-suscept.organism, pre-exist.liv. disords

Drug interactions: Probenecid incr.plasma conc., ser.valproic acid lev.reduc.

 XE "Meroject" MEROJECT, Pharma Dynamics [P/S]

Meropenem trihydrate.

Indications: Sngl./multiple suscept.bact.infects., empiric ther.prior to indentificat.of causat.organ.

(S4) INJ, A42/20.1.1/0280, 0281

718222-001: 500 mg, 1x10 ml, R59,23
718223-001: 1 g, 1x20 ml, R117,30
718223-002: 1 g, 10x20 ml, R1 173,00
Dosage: IV admin.as infus.over 15-30 min.or by rapid IV inj. of 3-5 mins.8 hrly.

Usual dos: Adults: 500 mg-1 g by IV infus.8 hrly. except.
Febr.episod.in neutropen.pts: 1 g 8 hrly. Meningit: 2 g 8 hrly.

Childr.over 50 kg: Adult dos. Childr.over 3 mnths & up to 12 yrs: 10-40 mg/kg depend.on type & sev.of infect., pts.condit. & known or suscept. of pathogen(s) except: Meningit: 40 mg/ kg/dos. 8 hrly.

Contraindications: Carbapenems/penicill./other ß-lactam hypersens., safety in pregn.not est., lactat., safety & effic.in childr.less than 3 mnths. not est.
Side effects: Inflamm., thrombophlebit., pain at inj.site, angioed., anaphylax., skin reacts.incl. erythema multiforme/Stev.-Johns.& tox.epiderm. necrolys., GI disturbs.incl.diarrh., thrombocytopen., eosinophil., neutropen.(incl.infreq.agranulocytos.) headache, paraesthes., convuls., oral & vag. candidias.

Special-precautions: Concom.aminoglycos. recomm. in crit.ill pts.with pseudomonas aeruginosa LRTI with reg.sens.test., imp.ren. funct., poss.overgrowth of non-suscept.organism., pseudomembr. colit.

Drug interactions: Probenecid incr.plasma conc., ser.valproic acid lev.reduc.

 XE "Meronem" MERONEM, Pfizer [P/S]

Meropenem trihydrate.

Indications: Sngl/multiple suscept.bact.infects., empiric ther.prior to indentificat.of causat.organ.

(S4) INJ, 29/20.1.1/0340, 0341

820636-002: 500 mg, 10 vials, R2 475,24
820644-005: 1 g, 10 vials, R4 950,48
Dosage: IV admin.as bolus inj.over 5 mins./infus. over 15-30 min. 

Usual dos: Adults: 500 mg-1 g 8 hrly. Infts & childr. over 3 mnths:up to 12 yrs: 10-40 mg/kg 8 hrly. Childr.over 50 kg: Adult dos.

Febr.episod.in neutropen.pts: Adults: 1 g 8 hrly.
Meningit: Adults: 2 g 8 hrly. Childr: 40 mg/kg 8 hrly.

Contraindications: Carbapenems/penicill./ other ß-lactam sens., infts.und.3 mnths., concom. probenecid not recomm., safety in pregn.not est., lactat.

Side effects: Thrombocythaem., GI disturbs., hepato-bil.disords., loc.reacts., bld.dyscras., headache, paraesthes., rash, urticar., prurit., convuls., oral & vag.candidias., angioed., anaphylax., pseudomembr.colit., erythema multiforme, Stev.-Johns.& tox.epiderm.necrolys., super-infect.

Special-precautions: Concom.aminoglycos. recomm. with pseudomonas aeruginosa LRTI, clear. by haemodialysis, do not mix.with/add to other sols. contain.other drugs, poss. pseudomembr. colit., monit.pre-exist.liv.disords. dur. treatm., imp. ren.funct.(creatinine clear. <51 ml/ min)

Drug interactions: Ser. valproic acid lev.reduc., probenecid incr.plasma conc.

 XE "Meropenem Fresenius" MEROPENEM FRESENIUS, Fresenius Kabi [P/S]

Meropenem trihydrate.

Indications: Sngl./multiple suscept.bact.infects., empiric ther.prior to indentificat.of causat.organ. eg. ac.chron.bronchit.& pneumon.exacerbat., pneumon.in childr., UTI in adults & childr., PID, endometrios., skin & skin struct.infects., meningit.& septicaem.in adults & childr., bact.infects.in host comprom. neutropen. pts., intrabdom.abscess & peritonit., polymicrob.infects.

(S4) POWD.FOR SOL FOR INJ/INFUS, 48/20.1.1/0293, 0294

3004020-001: 500 mg 1x20 ml vial R47,11
3004020-002: 500 mg 10x20 ml vial R471,11
3004021-001: 1g 1x20 ml vial R94,26
3004021-002: 1g 10x20 ml vial R942,57
Dosage: IV admin.as bolus inj.over 5 mins./infus. over 15-30 min. Concom.aminoglycos.recomm.in crit.ill pts.with pseudomonas aeruginosa LRTI. Do not mix.with/add to other sols. contain.other meds.

Usual dos: Adults: 500 mg-1 g 8 hrly.depend.on type & sev.of infect./known or expect.suscept.of pathogens & pts.condit.Infts.& childr.over 3 mnths & up to 12 yrs: 10-40 mg/kg 8 hrly.depend.on type & sev.of infect./ known or suspect.susceptibil.of pathogens & pts condit.Childr.over 50 kg: Adult dos.Febr.episod.in neutropen.pts: Adults: 1 g 8 hrly.

Meningit: Adults: 2 g 8 hrly. Childr: 40 mg/kg 8 hrly.

Contraindications: Carbapenems/penicill./cephalospor./ other ß-lactam hypersens.

Side effects: Freq: Thrombocythaem., headache, N&V, diarrh., abdom.pain, rash, prurit., inflammat., pain., incr.ser.transaminas./ blood alkaline phosphat./ blood lactate dehydrogen. Less freq: Oral & vag.candidias., eosinophil., thrombocytopen., leucopen., neutropen., agranulocytos., haemolyt.anaem., angioed., anaphylax., paraesthes., convuls., delir., antibiot.-assoc. colit., incr.bld.bilirubin, urticar., erythema multiforme, Stev.John.syndr., tox.epiderm. necrolys.,petech., purpura, diaphores., flush., incr.bld.creatinine & -urea, thrombophlebit., inj.site pain. Unknown freq: DRESS, AGEP, toxic epiderm. necrolys.

Special warnings and-precautions: Ren.impairm., enterobacteriaceae/ pseudomon.aeruginosa & Acinetobacter spp.report.resist.to penems, regul.sens.treatm.recomm.when treat. pseudomon.aeruginosa, effic.& tolerability.in infts.und.3 mnths not est., no exper.in childr.with ren.impairm., verify prev.hypersens.to beta-lactam antibiot., consid. pseudomembr.colit. in pts.develp.diarrh., do not admin.meds.inhibit.peristals., pre-exist.liv.disords., due to Na content.control.salt diet., safety in pregn. not est., low conc.in anim.breast milk, concom. probenecid not recomm., monit.INR of pts taking warfarin

Interactions: Ser.valproic acid/ valproate lev.reduc., probenecid incr.plasma conc., posit.direct/ indirect Coombs test, anti-coag.eff.of warfarin augment.
 XE "MSD-Ertapenem" MSD-ERTAPENEM, MSD [P/S]
Ertapenem

Indications: Mod.to sev.suscept.complic.intra-abdom./ skin & skin struct.& UT infects., community acquir.pneum., ac.pelv.infects., empiric. ther.prior to indentificat.of causat.organ.

(S4) POWD.FOR INJ, 44/20.1.1/1053

723764-001: 1 g, 10 vials, R559,31
Dosage: Reconstit.& dil.bef.admin. IV infus.over 30 mins./IM. Ther durat. 3-14 days depend.on site/ sev.& clinic.respons

Pts.over 13 yrs: Usual dos: 1 g once dly. 3 mnths.-12 yrs: 15 mg/kg 2xdly.not exceed. 1 g/day.

Contraindications: Meningit., ß-lactam hypersens., amide loc.anaesth.hypersens.& sev. shock/ heart block for IM admin.due to lidocaine’s use as dil., no data avail.for infts.und.3 mnths.

Side effects: Adults: Common: Headache, infus. vein complicat., phlebit./thrombophlebit., diarrh., naus., vomit. Uncommon: Dizzin., somnol., insomn., seiz., confus., extravasat., hypotens., dyspn., oral candidias., constip., acid regurgitat., C.difficile-assoc.diarrh., dry mouth, dyspeps., anorex., abdom.pain, taste pervers., erythema, prurit., asthen./fatig., candidias., oed./swell., fev., pain, chest pain., vag.prurit., seiz. Very rare: Anaphylax., hallucinat.

Paeds: Common: Diarrh., vomit., erythema/ pain/ phlebit./ swell. Uncommon: Infus. site indurat./ prurit./ warmth, rash., phlebit. 

Warnings and special precautions: Safety in pregn. & lactat.not est., allerg.reacts.more likely with multiple allerg.hypersens., penicill./ cephalospor./ other ß-lactam cross-sens., discont. immed.if allerg.react.occ.& instit.appropr.treatm, poss. pseudomembr.colit., compromis.ren.funct./ ren. insuffic., pre-exist.CNS disords., known fact. predispos. to convuls.activ., cont.anticonvuls.ther. in known seiz.disord., neurolog.eval./anticonvuls. ther.if seiz./foc.trem./myoclon.occur & re-exam. ther., haemodialys., poss.non-suscept.organ. overgrowth, excret.in breast milk, don’t mix/infus. with other meds./use dil.contain.dextr., avoid IV admin.of reconstit.IM sol.

Interactions: Penicillin/ß-lactam cross-sens., valproic acid ser.lev.decr.

 XE "Sepencil" SEPENCIL, Pharma Dynamics [P/S]
Imipenem 500 mg, cilastatin sod.500 mg.

Indications: Suscept.intra-abdom., LRT, gynae., septicaem., GUT, bone & joint, skin & soft tiss. infects., endocardit., aerob.& anaerob.G+ve & G-ve infects., mix.infects, sepsis prophylax.aft.colorect. surg.

(S4) POWD.FOR SOL FOR INFUS. 44/20.1.1/0814.

3001800-001: 1x20 ml, R130,00
Dosage: Treatm: Tot.dly.dos., route of admin.& freq. depend.on type & sev.of infect. Admin.in equal. div. dos.depend.on suscept.of pathog., ren. funct.& bm. Adults ≥70 kg: 1-2 g dly.in 3-4 div. dos. Max. 4 g or 50 mg/kg/day. Cystic fibros pts: Up to 90 mg/kg/day in div.dos.not exceed.4 g/day. Adults <70 kg /ren.insuffic.appropr.reduc.dos. regim.as per prod.lit.

Childr.& infts.<40 kg: 15 mg/kg 6 hrly. Max. 2 g/ day. Childr.40 kg & over: Adult dos.

Prophylax: Adults: 1 g IV on anaesth.induct. follow. by 1 g 3 hrs.later. A furth.500 mg admin.8 & 16 hrs.aft.induct.

Contraindications: Meningit., safety in pregn.& lactat.not est., childr.und.3 mnths./paed.pts.with imp.ren. funct.not recomm.

Side effects: Freq: Eosinophil., thrombophlebit., naus., vomit., diarrh., rash, incr.ser.transaminas./ ser. alkal.phosphat. Less freq: Candidias., bone marr.depress.with leucopen., thrombocytopen., thrombocytos., decr.Hb, psychic disturb.incl. hallucinats.& confus., somnol., myoclon.activ., seiz., dizzin., headache, tachycard., palpitats., cyanos., hypotens., hyperventilat., dyspn., eryth., prurit., urticar., aggrav.of myasth.grav., polyarthralg., chest discomf., red urine discolour., loc.pain, fev., eryth., asthen., weakn., posit.direct Coombs test, elev.bld.urea/ser.creatin, prolong. prothromb.time, incr.ser.bilirub. Freq.unknown: Pseudomembran.colit., superinfect.with non-suscept. organisms, neutropen., agranulocytos., pancytopen., anaphylact.reacts., angioed., taste pervers., paraesthes., encephalopathy, hear.loss, vertigo, tinnit., stain.teeth &/or tong., pseudomembran.colit., haemorrhag.colit., gastro-enterit., abdom.pain, glossit., gastr.reflux, hepatit., fulmin. hepatit., liv.fail, eryth.multiforme, Stev.-Johns.syndr., tox.epiderm.necrolys., exfoliat. dermatit., oligur./anur., polyur., ac.ren.fail.

Special precautions: Susp.meningit., granulocytopen.pts., part.cross-allerg.with other ß-lact. antibiot./penicillin & cephalosporin, combin. with other ß-lactam., prev.ß-lact.hypersens., discont. ther.if allerg.reacts.& instit.appropr. treatm., GI dis.hist.esp.colit., consid.diagnos.of pseudomembran.colitis if diarrh.develops, CNS disords., cont.anticonvuls.ther.in known seiz. disord., neurolog.eval./anticonvuls.ther.if seiz./ foc.tremor/myoclon.occur & discont.ther.if CNS sympt.cont., ren.impairm., cons.benef./potent.seiz. risk dur.haemodialys., elderly, monit.INR with concom. warfar., monitor.ser.lev.of concom. valproic acid 

Interactions: Incr.anticoag.effs.with warfar, ß-lactamases induc.capable of hydrolyz.other ß-lactam antibiot., poss.seiz.with concom. ganciclovir., valproic acid ser.lev.decr.
 XE "Tiasep" TIASEP, (Macleods) Abex [P/S]
Imipenem 500 mg, cilastatin sod.500 mg.

Indications: Suscept.intra-abdom., LRT, gynae., septicaem., GUT, bone & joint, skin & soft tiss. infects., endocardit., aerob.& anaerob.G+ve & G-ve infects., sepsis prophylax.aft.colorect. surg.

(S4) POWD.FOR SOL FOR INFUS. 54/20.1.1/0203.

3007084-001: 10 vials, R1 104,00
Dosage:Recomm.dosages represent imipenem qty.eqv.amount of cilastin will be present. Treatm: Tot.dly.dos., route of admin.& freq. depend.on type & sev.of infect. Admin.in equal. div. dos.depend.on suscept.of pathog., ren. funct.& bm. Adults ≥70 kg & norm.ren.funct.: Most inf. respond to dail y dose of 1-2 g dly.in 3-4 div. dos.For mod.infect.1 g 2x d may be used.Infect.due to less sucept.org.incr. daily dose to max. 4 g or 50 mg/kg/day whichever lower. Dose ≤ 500 mg give IV INF over 20-30 min. Dose > 500 mg infuse over 40-60 min.If nause during inf. decr. rate. Refer to PI for more detail on dose sched.accord.to type/sev.of infect.& suscept.organism. Prophylax: Adults: 1 g IV on anaesth.induct. follow. by 1 g 3 hrs.later. A furth.500 mg admin.8 & 16 hrs.aft.induct.Refer to PI for dose red.in imp.ren.funct.& bm <70 kg.

Childr.& infts.<40 kg: 15 mg/kg 6 hrly. Max. 2 g/ day. 

Childr.40 kg & over: Adult dos.
Contraindications: Carbapenem/β-lactam (penicill./ cephalosporin) hypersens., meningit., pregn.& lactat. 
Side effects: Freq: Eosinophil., thrombophlebit., N&V, diarrh., rash, incr.ser.transaminas./ ser. alkal.phosphat. Less freq: Candidias., C.diffic. pseudomembr.colit., gastroenterit., pancytopen., neutropen., leucopen., thrombocytopen., thrombocytos., agranulocytos., haem.anaem., bone marrow depress., anaphylact.reacts., angioed., psychic disturb.incl.hallucinats., confus.state, somnol., myoclon.activ., seiz., dizzin., paraesthes., encephalopathy, focal trem., taste pervers., aggrav.MG, headache, hear.loss, vertigo, tinnit., tachycard., palpitats., cyanos., hypotens., flush., , hyperventilat., dyspn., pharyng. pain, stain.teeth &/or tong., haemorrhag. colit., abdom.pain, heartburn, glossit., tong.papil.hypertroph., incr.salivat., hepatit., fulmin. hepatit., hepat.fail, prurit., urticar., erythem., TEN, SJS, eryth.multiforme, exfoliat.dermatit., hyperhidros., skin text.change, polyarthralg., thorac.spine pain, oligur./anur., polyur., ac.ren.fail., red urine discolour., prurit.vulvae, fev.incl. drug fev., erythem./ loc.pain & indurat.at inject.site, chest discomf., asthen., weakn., posit.direct Coombs test, posit. direct Coombs test, decr.Hb, prolong.INR, incr.ser.bilirub., elev.bld.urea/ser.creatin. Freq.unknown: Agitat., dyskines. 

Special warnings and precautions: Consid.appropriat.based on sever.of infect./resist.to other antibact./ carbapenem resit.bacter., not for meningit., occas.fatal hypersens. reacts.more likely if hist.of sensitiv.to multip.allerg., prev.ß-lact.hypersens., discont.ther.if allerg.reacts., hepat. toxic.risk, monit.liv.funct.in pts with liv.dis., positiv.Coombs test, consid. antibact. spectrum esp.bact.skin & soft tiss.infect., use concom. approp.anti-MRSA meds, concom.aminoglycoside for P.aeruginosa infect., concom.valproic acid/ sod. valproate not recomm., consid. diagnos.of pseudomembran.colitis if diarrh.develops, adjust dose in ren. impairm., CNS disords., cont.anticonvuls. ther.in known seiz. disord., childr.known seiz.risk fact./ concom. meds lower.seiz. threshold, neurolog.eval./ anticonvuls. ther.if seiz./ foc.tremor/ myoclon.occur & discont./ decr.ther.if CNS sympt.cont.,do not use if CrCl<15ml/min unless haemodyalis.within 48hrs, cons. benef./ potent.seiz. risk dur. haemodialys., no data on childr.<3/ paed.pts with ren. impairm., contains sodium (37,6 mg/ vial.)
Interactions: Incr.anticoag.effs.with warfar, ß-lactamases induc.capable of hydrolyz.other ß-lactam antibiot., poss. seiz.with concom. ganciclovir., valproic acid ser.lev.decr.consid alt.treatm., probenecid doubles plasma & halflife of cilastin.

 XE "Tienam 500" TIENAM 500, MSD [P/S]
Imipenem 500 mg, cilastatin sod. 500 mg.
Indications: Suscept.intra-abdom., LRT, gynae., septicaem., GUT, bone & joint, skin & soft tiss. infects., endocardit., aerob.& anaerob.G+ve & G-ve infects., mix.infects, sepsis prophylax.aft. colorect. surg.

(S4) INFUS. S/20.1.1/175.

770779-018; 500 mg, 20 ml vial, R378,78
Dosage: Treatm: Tot.dly.dos., route of admin.& freq. depend.on type & sever.of infect. Admin. in equal.div.dos.depend.on suscept.of pathog., ren. funct.& bm. Adults: 1-2 g dly.in 3-4 div. dos. Max. 4 g or 50 mg/kg/day. 

Infts.& childr.over 3 mnths: Bm <40 kg: 15 mg/ kg. 6 hrly. Max. 2 g/day. Childr.40 kg & over: Adult dos.

Prophylax: Adults: 1 g on anaesth. induct. follow. by 1 g 3 hrs. lat. A furth.500 mg admin.8 & 16 hrs.aft. induct.

Contraindications: Meningit., pregn.& lactat., childr. und.3 mnths.not recomm.

Side effects: Loc.reacts.incl.thrombophlebit., allerg. reacts.incl. skin disords.& Stev. Johns. syndr., GI disturbs., tooth stain., pseudomembr. colit., bld.dyscras., decr.Hb, prolong.prothromb. time, liv.dysfunct., hepatit., oligur., polyur., anur., ac. ren.fail., red urine, CNS effs., seiz., paraesthes., hear.loss, taste pervers.

Special precautions:  Granulocytopen.pts., prev. ß-lact.hypersens., combin.with other ß-lactam., penicillin & cephalosporin cross-sens., GI dis.hist. esp.colit., haemodialys., elderly, CNS disords., ren. impairm.

Drug interactions: ß-lactamases induc.capable of hydrolyz.other ß-lactam antibiot., poss.seiz.with concom. ganciclovir.

 XE "Zavicefta" ZAVICEFTA, Pfizer [P/S] &
Ceftazidime 2 g, Avibactam 0,5 g

Indications: Treatm. of adult pts ≥18 yrs with complic. intra-abdom. infects. (cIAI) used in combin. with metronidazole, complic. urinary tract infects. (cUTI) incl. pyelonephrit., hosp-acquired bacter. pneumon. (HABP), ventilat.-assoc. bacter. pneumon. (VABP) caus. by desig. Gram-neg. microorgan.

(S4) CONC.FOR SOL FOR INFUS, 53/20.1.1/0060

3003151-001: 10x20 ml vials, R17,386,14
Dosage: IV infusion over 120 mins. 1 vial (2 g ceftazidime and 0,5 g avibactam) every 8 hrs. Adjust for renal impair. Treatment duration varies by indication (cIAI: 5-14 days, cUTI: 5-10 days, HABP & VABP: 7-14 days). Dur. of treatm. should be guid. by the sev. of the infect., the pathogen(s) & the pt.’s clin. & bacteriol. progress.

Contraindications: Hypersens. to other β-lactam antibact., cephalospor. hypersens.

Side effects: Very common: Pos. DAGT. Common: Eosinoph., thrombocytos., candidiasis (incl.vulvovag. & oral-), thrombocytopen., headache, dizzin., diarrh., abdom. pain, N&V, incr.ALT/ AST/ ALP, maculopap. rash, urtic., prurit., incr. blood creat., incr. blood urea, acute kidney inj., infus. site thromb., infus. site phlebit., pyrexia. Uncommon: Neutropen., leukopen., lymphocytos., paresth., dysgeus., C. diffic. colitis, pseudomembr. colitis, incr. creat. & urea, acute kidney inj., pyrexia. Freq.unknown: Agranulocytos., haemolyt. anaem., anaphylax., jaund., dysgeus., tox. epiderm. necroly., Stevens-Johns. syndr., angioed., DRESS. Very Rare: Tubulointerstit.nephrit.

Special warnings and precautions: Adh. to princ. of antimicrob. steward., discont. if hypersens., monit. renal funct., poss. C. diffic. colitis & pseudomembr. colitis., monit. INR with anticoag., controlled sod. diet.
Interactions: Nephrotox. risk with aminoglycos./ diuret. ,chloramphen. antagon. with ceftaz. & other cephalosp, avibact. is substr. of OAT1 & OAT3 transport., probenecid inhib. uptake by 56 %-70 % & co-dos. not recomm. poss. false-pos. Coombs/ galactomsaem.tests, poss. false-pos.in non-enzymat.gluc.determinat.in urine.

See also MDR page 730.
18.2
Erythromycin and other macrolides
 XE "Austell-Azithromycin" AUSTELL-AZITHROMYCIN, (Austell) Camox [P/S]
Azithromycin.
Indications: Adults & childr.1 yr.& over: U&LRT, uncomplic.skin & soft tiss. infects.by suscept. organ., uncomplic.genit.chlamydia trachomat. infects.

Childr.1 yr.& over: Susp: Pharyngit./tonsillit.& otit. media caus.by suscept.organ.

(S4) TABS, A39/20.1.1/0020

717052-001: 500 mg, 3, R133,28
Dosage: Tabs.not suit.for childr.und.45 kgs. Swall.whole
Suscept.bact.infects.except.sex.transmit. dis: Adults & childr.over 45 kg: 500 mg once dly x3 days. Dos.regime over 5 days: Day 1: 500 mg. Days 2-5: 250 mg dly.
Chlamyd.trachomat: Adults: 1 g as sngl.dos.
(S4) SUSP, 50/20.1.1/0567. 200 mg/5 ml

3001054-001: 15 ml, R124,31
3001054-002: 30 ml, R248,62
Dosage: Childr.1 yr.& old.(und.45 kg): 10 mg/kg as sngl.dly.dos.x3 days. Adults & childr.over 45 kg: 500 mg once dly.x3 days.
Contraindications: Other macrolide antibiot. hypersens., concom.ergot.alkaloids, liv.funct. impairm., 
Side effects: Freq: Anorex., dizzin., headache, paraesthes., dysgeus., vis.impairm., deafn., abdom.pain, diarrh., N&V., flatul., dyspeps., prurit., rash, arthralg., fatig., bld.dyscras. Less freq: Candidias., oral candidias., vag.infect., neutropen., leukopen., angiooed., hypersens., nervouson., agitat., hypoaesthes., insomn., somnol., imp.hear., tinnit., vertigo, palpitat., constipat., gastrit., hepatit., abnorm.liv.funct., Stev.John.syndr., photosens., urticar., ac.generalis.exanthematous pustulos., drug react.with eosinophil.& system. sympts., chest pain, oed., malaise, asthen. Unknown freq: Pseudomembr.colit., thrombocytopen., haemolyt.anaem., anaphylact. react., aggress., anx., syncope, convuls., psychomot. hyperactiv., anosm., agues., parosm., myasth. grav., torsades de pointes, dysrhythm. incl.ventric.tachycard., hypotens., pancreatit., tong.discolorat., hepat.fail., fulmin.hepatit., hepat.necros., cholestat.jaund., tox.epiderm. necros., erythema multiforme, ac.ren.fail., interstit.nephrit., prolong QT ECG
Warnings and special precautions: Prolong. observat.& symptomat.treatm.of allerg. reacts.as sympt.have recurr.despite discont., poss. pseudomembr. colit., monit.for superinfect., risk vs benef.eval.in pts at risk of QT prolongat./torsades de pontes hist./congenit.QT syndr./bradysrhythm./ uncompensat.HF /prodysrythm.condit.& concom. Class 1A antidysrhythm.meds., sev.ren.impairm., safety & effic.in pregn./lactat. & childr.und.1 yr not est., myasthen.grav.sympts.exacerbat./new onset report., infant.hypertroph.plor.steos.report.in neonates of up to 42 days of life, discont.if S&S of hepatit.occur, glycaem.contr.of diab., sucr./fruct.intol., 

Interactions: Admin.1 hr.bef.or 2 hrs.aft. antacids., antacids decr.peak ser.conc., monit.prothromb.time with concom. warfar., poss.incr.ser. digoxin & terfenadine conc., ciclospor.metabol.poss.interfer.with,

 XE "Azero" AZERO, Zydus [P/S]
Azithromycin.
Indications: Mild to mod.infects.caus.by suscept. organ. in LRT incl.bronchit.& pneumon., uncomplic. skin & soft tiss.infects./sinusit.& as altern.to 1st line ther.of pharyngit./tonsillit., uncomplic.genit. chlamydia trachomat.infects.

(S4) TABS, 44/20.1.1/0492

718711-001: 500 mg, 3, R128,31
Dosage: Swallow whole. Tabs.not suit.for childr. und.45 kg. Adults & childr.over 45 kg: 500 mg once dly x3 days.

Chlamyd.trachomat: Adults: 1 g as sngl.dos.

Contraindications: Concom.ergot.derivat., liv. dis., erythromyc./macrol. hypersens.

Side effects: Less Freq: Neutropen., allerg. reacts. incl. angioed./anaphylax., diarrh., skin rash, CNS effs., dizzin., headache, fatig., paraesthes., convuls., vertigo, tinnit., hear.loss, palpitat., dysrhythm. incl.ventric.tachycard., chest/abdom. pain, GI disturbs., malaena, elev.liv.enzym., cholestat. jaund., hepatit., skin reacts.incl. erythema multiforme/ tox.epiderm.necrolys./Stev.-John. syndr., photosens., arthralg., interstit. nephrit., ac.ren.fail., vaginit., superinfect. Freq. unknown: Taste disturbs., pseudomembr.colit.

Warnings and special precautions: Safety in pregn./ lactat. not est., safety & effic.in childr.und. 1 yr.not est., prolong.observat.& symptomat. treatm. of allerg.reacts.as sympt.have recurr. despite discont., poss.pseudomembr.colit., concom. meds.prolong.QT interv., ren.funct. impairm., congenit./document.acquir.QT prolong., electrol. disturbs.esp.in case of hypokalaem./ hypomagnesaem., bradycard., card.dysrhythm., sev. card.insuffic., admin.1 hr.bef.or 2 hrs.aft. antacids., monit.prothromb.time/INR with concom. warfar., addit.contracept.precaut.with concom. ther.& 7 days aft.discont., monit.pts for S&S of superinfects.incl fungi

Interactions: Ventr.dysrhythm.with astemizole/ cisapride, ciclospor./digoxin/hexobarbit./ phenytoin ser.conc.incr., antacids incr.peak ser. conc., ac.ergot.toxic.with ergot alkaloids, incr. anticoag. effs.with warfar., OC’s effic.decr., poss. methotrex.absorpt.reduc.

 XE "Azithromycin 500 Biotech" AZITHROMYCIN 500 BIOTECH, Biotech [P/S]

Azithromycin dihydr.equiv.to azithromycin

Indications: Mild to mod.LRTI incl.bronchit.& pneum., uncomplic.skin & soft tiss., sinusit., altern. to first line pharyngit/tonsilit.ther.by suscept. organ., uncomplicate.genit.chlamyd. infects. &/gonorrh.in sex.transmitt.dis.

Childr.over 45 kg: Suscept.pharyngit./tonsilit.& otit.med.

(S4) TABS, A39/20.1.1/0382

3002137-001: 500 mg, 2, R79,06
3002137-002: 500 mg, 3, R118,59
Dosage: Tabs.not suit.for childr.und.45 kg.

Adults & childr.over 45 kg (all indicat.excl.STD): 500 mg once dly.x3 days.

Chlamyd.trachomat: Adults: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot derivat., hepat.dis.

Side effects: Anorex., naus., abdom.pain/cramps, flatul., vomit., diarrh.lead.infreq.to dehydrat., dyspeps., constip., loose stools, hear.impairm. incl. hear.loss, deafn., tinnit., interstit.nephrit., ac.ren. fail., abnorm.liv.funct., hepatit., cholestat.jaund., decr.lymphoc.& neutroph.counts., chest pain, meleana, nephrit, vaginit., headache, vertigo, dizzin., confus., somnol., fatig., taste disturbs., palpitat., arrhythm.incl.ventric.tachycard., asthen. & parathes.but causal relationsh.not est., allerg. reacts.incl.arthralg./oed./urticar.rash/photosens./angioed.& less freq.fatal anaphylax., less.freq.ser. skin reacts.incl.erythema multiforme/Stev.John. syndr. & tox.epiderm.necrolys.

Warnings and special precautions: Ser.allerg. reacts.incl.angioed,./anaphylax., prolong.observat. of symptomat.treatm.of allerg.reacts.as sympt. have recur.despite discont., poss.pseudomembr. colit. & consid.discont.ther.if suspect., superinfect., safety & effic in pregn./lactat. & childr. und.1 yr.not est.,

Interactions: Theoretic.poss.ergotism.with ergot. alkaloids, admin.1 hr.bef.or 2 hrs.aft.antacids, relat. macrolid.interfer.with ciclospor.metabol. theref.monit.lev.if concom.admin.reqd., ser.digox. conc.poss.incr., monit.prothromb.time with concom. warfar., interact.with terfenadine cannot be excl.

 XE "Azithromycin New Formulation Aspen" AZITHROMYCIN NEW FORMULATION ASPEN, Aspen Pharmacare [P/S]
Azithromycin dihydr.equiv.to azithromycin
Indications: Adults: Mild to mod.infects.by suscept.organ in: LRTI, uncomplic.skin & soft tiss.infect., sinusit. Alt.to 1st line therap.of pharyngit./tonsillit., uncomplic.genit.chlamydia trachomat.infects., chancroid.

Childr.1 yr.& older over 45 kg: Pharyngit./tonsillit.& otit. media caus.by suscept.organ.

(S4) TABS, 52/20.1.1/0305

3002135-001: 500 mg, 3, R136,63
Dosage: Tabs.not suit.for childr.und.45 kg.Childr.>45 kg-dose as per adults.
Adults: Indications other than STD’s: 500 mg once dly x3 days.

STD’s: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot. derivat., hepatic.impairm., safety in pregn./ lactat. not est., S&E in childr.und.1 yr not est.

Side effects:Freq.: Abdom.discomf., diarrh.,naus., skin rash.Less freq.: Neutropen., chest pain, dysrhythm.incl. ven.tachycard., palpitat., QT prolong., Torsade de Pointes, impair.hear.incl. hear.loss,deafness and/or tinnit., abnorm.vis., flatul., loose stools, vomit., abnorm.liv.funct., angioed.,nephrit., allerg.skin reacts. Freq.unknown: Melaena Post market.freq.unknown: Thrombocytop., dysrhythm.incl. ven.tachycard., palpitat., QT prolong., Torsade de Pointes, hypotens., palpitat., convuls., dizzin., headache, hyperactiv., hypoesthaes., paraesthes.,somnol.,
syncope, taste/smell pervers. and/or loss, deafn., impair.hear., tinnit. vertigo, asthen., fatig., malaise, constip., diarrh., dyspeps., pancreatit., pseudomembran. colit.,tongue discolourat., vomit., cholestat.jaundice, hepat.fail. hepat necros., hepatit., anaphylax., angioed., monilias., vaginit., anorex., arthralg., agitat., agress., anx., nervousn., ac.renal fail., interstit.nephrit., allerg.skin reacts., erythema multif., oed., photosens., prurit., SJS, TEN, urticar.

Special warnings and precautions: Serious allergic.reacts.disc.treatm., do not use in hepat.dis., observ.for signs of superinfect., poss.pseudomembr.colit., discont.if clostrid.diffic.-assoc.diarrh. suspec./ confirm., ren.impairm., pts at risk of QT-prolong., myasthen.grav. 

Interactions: Ergot deriv., take 1h before or 2h after antacid, monit.concom. ciclosporin, poss.incr digoxin/dabigatran, monit prothrombin time with warfarin.
 XE "Azithromycin S Aspen" AZITHROMYCIN S ASPEN, Aspen Pharmacare [P/S]
Azithromycin dihydr.equiv.to azithromycin
Indications: Childr.1 yr.& over (under 45 kg): Pharyngit./tonsillit.& otit. media caus.by suscept.organ.

Adults & childr.over 45 kg: Mild to mod.infects.by suscept.organ in: LRTI, uncomplic.skin & soft tiss.infect., sinusit. alt.to 1st line therap.of pharyngit./tonsillit 

(S4)POWD FOR ORAL SUSP, 48/20.1.1/0224.

3002136-001: 200 mg/5ml 15 ml, R132,74
3002136-002: 200 mg/5ml 30 ml, R265,47
Dosage: Take with food.as single dose for 3 days.

Childr.1 yr.& older <15 kg: 10 mg/kg dly.15-25 kg: 200 mg(5 ml) dly. 26-35 kg: 300 mg (7,5 ml) dly. 36-45 kg: 400 mg(10 ml) dly. >45 kg: dos.as per adult tablet form.

Contraindications: Sens.to macrolide antibiot., concom.ergot.derivat., hepat. dis.pts., safety in pregn./lactat.not est., S&E in childr.und.1 yr not est.

Side effects:Freq.: Headache, diarrh., abdom.pain/cramps, N&V, incr.eosinophil count/ basophils/ monocytes/ neutrophils, decr.lymphocyte count/ bld.bicarbon. Less freq.: Eosinophil., leukopen., neutropen., hot flush., palpitat., dizzin., dysgeus., paraesthes., somnol., ear disord., vertigo, asthen., chest pain, face oed., fatig., gener.pain, malaise, oed., peripher.oed., pyrex. abdom.distens., constip., dry mouth, dyspeps., dysphag., eructat., flatul., gastrit., mouth ulcer, saliv. hypersecret., abnorm.hepat.funct., cholestat.jaundice, angioed., hypersens., bacter.infect., candidias., fungal infect., oral candidias., gastroenterit., resp. disord., rhinit., pharyngit., pneumon., vag.infect., post proced.complic., abnorm.bld.potass./ sod., decr. hematocr., incr.ALT/ AST/ bld alkal. phosphat./ bld.bilirub./ bld urea/ bld. creatinin./ bicarb./ bld.gluc./ chloride/ platelets, anorex., back pain, myalg., neck pain, osteoarthrit., agitat., insomn., nervousn., dysur., renal pain, metrorrhag., testicul.disord., dyspn., epistax., ac.general.exanthemat. pustulos. dermatit., dry skin, hyperhidros., photosens., prurit., skin rash, urticar. Freq.unknown: Haemolyt. anaem., thrombocytopen., dysrhythm. incl.ven.tachycard., hypotens., QT prolong., Torsades de Pointes, anosm., convuls., psychomot.hyperactiv., hypoesthaes., syncope, impair.hear. incl.deafn.and/or tinnit., blurr.vis., vis.impairm., pancreatit., pseudomembran.colit., tongue discolourat., hepat.fail. fulminant hepatit., hepatic necros., anaphylact.reacts., arthralg., agress., anx., delirium, hallucinat., ac.renal fail., interstit.nephrit., erythema multif., SJS, TEN.
Special warnings and precautions: Serious allergic.reacts.disc.treatm., do not use in hepat.dis., observ.for signs of superinfect., poss.pseudomembr.colit., discont.if clostrid.diffic.-assoc.diarrh. suspec./confirm., ren.impairm., pts at risk of QT-prolong., myasthen.grav., not to be taken by pts.with hereditary probl.of fruct.intol./gluc.-galact.malabs./sucrose-isomalt.insuff.

Interactions: Ergot deriv., take 1h before or 2h after antacid, monit.concom. ciclosporin, poss.incr digoxin/dabigatran, monit prothrombin time with concom. warfarin.

 XE "Azithromycin S Biotech" AZITHROMYCIN S BIOTECH, Biotech [P/S]
Azithromycin.as azithromycin dihydr.
Indications: Childr.1 yr.& over (under 45 kg): Pharyngit./tonsillit.& otit. media caus.by suscept.organ.

Adults & childr.over 45 kg: Mild to mod. infects.by suscept.organ in: LRTI, uncomplic.skin & soft tiss.infect., sinusit. alt.to 1st line therap.of pharyngit./tonsillit 

(S4) POWD FOR ORAL SUSP, 49/20.1.1/1032, 200 mg/5ml

3004232-001: 15 ml, R125,06
3004232-002: 30 ml, R250,11
Dosage: Take as single dose for 3 days.

Childr.1 yr.& older <15 kg: 10 mg/kg dly.15-25 kg: 200 mg(5 ml) dly. 26-35 kg: 300 mg (7,5 ml) dly. 36-45 kg: 400 mg(10 ml) dly. >45 kg: dos.as per adult tablet form.

Contraindications: Hypersens.to macrolide antibiot., concom.ergot. deriv., hepat.dis.pts., safety in pregn./ lactat.not est., S&E in childr.<1 yr not est.

Side effects:Freq.: Headache, diarrh., abdom.pain, N&V, incr.eosinophil count/ basophils/ monocytes/ neutrophils, decr.lymphocyte count/ bld.bicarbon. 

Less freq.: Eosinophil., leukopen., neutropen., hot flush., palpitat., dizzin., dysgeus., paraesthes., somnol., ear disord., vertigo, asthen., chest pain, face oed., fatig., gener.pain, malaise, oed., peripher.oed., pyrex. abdom.distens., constip., dry mouth, dyspeps., dysphag., eructat., flatul., gastrit., mouth ulcer, saliv.hypersecret., abnorm.hepat.funct., cholestat.jaundice, angioed., hypersens., bacter.infect., candidias., fungal infect.,oral candidias., gastroenterit., resp.disord., rhinit., pharyngit., pneumon., vag.infect., post proced. complic., abnorm.bld.potass./ sod., decr.hematocr., incr.ALT/ AST/ bld alkal.phosphat./ bld.bilirub./ bld urea/ bld.creatinin./ bicarb./ bld.gluc./ chloride/ platelets, anorex., back-/ neck pain, myalg., osteoarthrit., agitat., insomn., nervousn., dysur., renal pain, metrorrhag., testicul.disord., dyspn., epistax., ac.general.exanthemat. pustulos. dermatit., dry skin, prurit., hyperhidros., photosens., skin rash, urticar. Freq.unknown: Haemolyt. anaem., thrombocytopen., dysrhythm. incl.ven. tachycard., hypotens., QT prolong., Torsades de Pointes, anosm., convuls., psychomot.hyperactiv., hypoesthaes., syncope, impair.hear. incl.deafn.and/or tinnit., blurr./impair.vis., pancreatit., pseudomembr. colit., tongue discolourat., hepat.fail. fulminant hepatit., hepatic necros., anaphylact.reacts., arthralg., agress., anx., delirium, hallucinat., ac. renal fail., interstit.nephrit., erythema multif., SJS, TEN.

Special warnings and precautions: Serious allergic.reacts.disc.treatm., do not use in hepat.dis., observ.for signs of superinfect., poss.pseudomembr.colit., discont.if clostrid.diffic.-assoc.diarrh. suspec./ confirm., ren.impairm., pts at risk of QT-prolong., myasthen.grav., not to be taken by pts.with hereditary probl.of fruct.intol./gluc.-galact.malabs./ sucrose-isomalt.insuff.

Interactions: Ergot deriv., post-market cases of rhabdomyolys.with statins, incr. conc.with concom.nelfinavir, take 1h before or 2h after antacid, monit.concom. ciclosporin, poss.incr digoxin/dabigatran, monit prothrombin time with warfarin.

 XE "Azithromycin Unicorn" AZITHROMYCIN UNICORN 500, Unicorn [P/S]

Azithromycin dihidr.equiv.to azithromycin

Indications: Suscept. LRT, uncomplic.skin & soft tiss. infects., sinusit., altern.to first line pharyngit./ tonsillit.ther., uncomplic.genit.chlamyd.infects.&/ gonorrh. in sex.transmitt.dis., chancroid due to Haemophil ducreyi. Childr.over 45 kg: Suscept. pharyngit./tonsillit.& otit.media.

(S4) FILM-COAT.TABS, 45/20.1.1/1076

723065-001: 500 mg, 3, R133,24
Dosage: Admin.whole as sngl.dly.dos. Not suit.for childr.und.45 kgs.

Adults & childr.over 45 kg: 500 mg dly.for 3 days for all indic.other than sex.transmitt.dis.

Chlamyd.trachomat: Adults: 1 g giv.as sngl.dos.
Contraindications: Concom.ergot.derivat., liv.dis.

Side effects: Bld.dyscras., candidias., vag./fung./ bact.infect., pneumon., pharyngit., gastro-enterit., resp./ ear disord., rhinit., angioed., hypersens., allerg./ anaphylact.react., psych.disords., dizzin., headache, CNS effs., myasthen.grav., syncope, convuls., anosm., vis./hear.impairm., deafn., tinnit., vertigo, palpit., torsad.de point., dysrhythm., prolong.ECG QT , hot flush., hypotens., dyspn., epistax., GI disturbs, mouth ulc., pseudomembr. colit., taste disturbs., malaena, dyphag., pancreatit., hepatit., jaund., skin reacts. incl. Stev.Johns.syndr./tox.epiderm.necrolys./ erythema multiforme, hyperhidros., photosens. react., arthralg., myalg., osteoarthrit., back/chest/ neck/ periph./ren.pain, dysur., ren.fail., ac.interstit. nephrit., metrorrhag., testic.disord., fatig., oed., pyrex., malaise, asthen., post proced.complic 

Warnings and special precautions: Ser.allerg. reacts.incl.angioed./anaphylax., prolong. observat. & symptomat.treatm.of allerg.reacts.as sympt. have recurr.despite discont., hepatit.potent.lead.to life-threat. liv.fail., LFT to be done if S&S of liv. dysfunct. /discont.if liv.dysfunct.devel., congenit./ document.QT prolongat., current.ther.with anoth. subst.known to prolong QT interv., electr.disturbs. esp. hypokalaem./hypomagnesaem., bradycard., dysrhythm., sev.card.insuff., monit.for superinfect., consid. discont.ther.if pseudomembr.colit.susp., myasthen.grav.sympt.exacerbat./new onset, ren. impairm., safety in childr.und.1 yr not est., not for lact.intol. indiv., safety in pregn.& lactat.not est., concom. warfar., altern.contracept.dur.ther.& 7 days aft.discont. 

Drug interactions: Ac.ergot.toxic.with ergot alkaloids, incr.ser.conc.of ciclosp./digox./ hexobarbit./ phenytoin, antacids decr.peak ser. conc., ser.digox.conc.poss.incr., incr.anticoag.effs. with warfarin, decr.OC effic., poss.interacts with meds through act.on hepat.cytochrome P450 isoenzym., interacts.with non-sedat.antihistam./ cisapride, 
 XE "Cipla Azithromycin" CIPLA AZITHROMYCIN 500, Cipla Medpro [P/S]
Azithromycin

Indications: Community acquir.suscept. pneumon. infects.incl.Legionella pneumophila. requir. init.IV ther.

(S4) POWD.FOR SOL.FOR INFUS, 43/20.1.1/0612.

716738-001: 500 mg=100 mg/ml, 10 ml sngl.dos., R231,54
Dosage: Reconstit.& admin.IV infus.over not less than 60 mins. Adults: 500 mg IV as sngl.dos. Xmin.2 days. Do not admin.as bolus/IMI. Infusate conc: 1 mg/ml infus.over 3 hrs. OR 2 mg/ml conc. infus. over 1 hr. IV ther.to be follow.by oral azithromycin admin.as sngl.dly.dos.of 500 mg to compl. 7-10 day course. Convers.to oral ther.in accord. with clinic.respons. 

(S4) TABS, 42/20.1.1/0506

Indications: Adults: U&LRTsuscept.organ. infects., uncomplic.skin & soft tiss.S.aureus, infects., uncomplic.genit.chlamydia trachomat. infects.

Childr.weigh.more than 45 kg: Suscept. pharyngit./ tonsillit. & otit.media infects.

719156-001: 500 mg, 3, R129,30
Dosage: Swallow whole. Not suit.for childr. und.45 kg.
Suscept.bact.infects.except sexual. transmitt. dis: Adults & childr.over 45 kg: 500 mg once dly x3 days. OR 500 mg on day 1, then 250 mg dly.on days 2-5. 

Chlamyd.trachomat: Adults: 1 g as sngl.dos.

Contraindications: Safety & effic.pregn.& lactat. not est., sens.to erythromyc./any macrolide antibiot., concom.ergot.derivat., hepat. dis. Sol also: Safety & effic.in paed.pts.not est. Tabs: Safety & effic.in childr.und.1 yr.not est.

Side effects: Ser.allerg.reacts.incl.angioed./ anaphylax., vaginit., reduc.neutrophil.counts, malaena, headache, vertigo, dizzin., convuls., somnol., fatig., asthen., paraesthes., hear.imp., tinnit., chest pain, palpit., dysrhythm.incl.ventric. tachycard., GI disturbs., dehydrat., dyspeps., taste disturbs., abnorm.liv.funct.incl.hepatit./ cholestat. jaund., interstit.nephrit., ac.ren.fail., ser. skin reacts.incl.erythema multiforme/Stev. John.syndr./tox.epiderm.necrolys., loc.reacts.at infus.site, arthralg., oed., photosens.

Special precautions: Monit.pts.exper.ser. allerg. reacts., poss.pseudomembr.colit., superinfect., imp.ren.funct., admin.tabs.1 hr bef./2 hrs.aft.concom.antacids, monit.digox.ser. lev., monit.ciclospor.lev.& poss.dos.adjustm., monit.prothromb.time with concom.warfar., 

Drug interactions: Ergot toxic.with ergot deriv., some macrolide antibiot.poss.interfer.with ciclospor. metab., poss.incr.digoxin conc., incr. ser. conc.of concom.meds.metab.by cytochrome P450 enzyme syst.,area und.theophylline plasma conc.-time curve incr.

 XE "Clacee" CLACEE, (Aspen Pharmacare: Pharma) Abbott [P/S]

Clarithromycin.
Indications: U&LRTI, skin & soft tiss.infects., H. pylori eradicat.decr.recurr.of duod.ulc.in combinat. with a proton-pump inhibit.& another antibiot., dissem. & localis. Mycobacterium avium/ Mycobacterium intracellulare infects in HIV-posit. adults in conjunct.with other antimycobact.

(S4) TABS, X/20.1.1/229, 29/20.1.1/0163

704032-001: 250 mg, 10, R125,34
704033-001: 500 mg, 10, R132,58
704033-002: 500 mg, 14, R185,62
Dosage: Adults: 250-500 mg 2xdly.

H.pylori eradicat: 500 mg 2xdly.in combinat. with amoxycill. 1 000 mg 2x/day & omeprazole 20 mg dly.x7-10 days.
HIV pts.with Mycobact.infects: 500 mg 2xdly. Cont.as long as clinic.& microbiologic.benef. demonstrat. Decr.effic.noted if treatm.exceeds 12 wks.
Contraindications: Concom.astemizole/ terfenadine/ cisapride/ergotamine/ dihydroergotamine & pimozide ther., safety in pregn.& lactat.not est., concom.ritonavir with dos.great.than 1 g/day.

Side effects: GI disturbs., tongue discol., hepat. dysfunct., hypoglycaem., leukopen., thrombocytopen., allerg.reacts.incl.Stev.Johns. syndr. & tox. epiderm. necrolysis, CNS effs. incl. convuls.& psychos., hear.loss, QT prolongat./ ventric.tachycard.& torsades de pointes.
Special precautions: Imp.hepat./ren.funct., pseudomembr. colit., other macrolide meds./ lincomycin & clindamycin cross-sens., excret.in human breast milk., monit.concom.quinidine/ disopyramide ser.lev.

Drug interactions: Incr.levels of circulat. theophylline & carbamazepine, potent.warfarin eff., zidovudine ser.conc.decr., poss.elev.ser.lev. of meds.metabol.by the cytochrome P450 syst., incr. incid.of uveitis when rifabutin co-admin.with clarithromycin, elev.digox.serum conc., torsades de pointes with concom.quinidine/disopyramide, QT-prolong.& card.arrhythm.with terfenadine, astemizole, cisapride, & pimozide.

 XE "ClariHexal" CLARIHEXAL, Sandoz [P/S]

Clarithromycin.

Indications: Mild to mod.sev.U&LRTI, skin & soft tiss.infects., ac.otit.med., H. pylori eradicat.to decr.recurr.of duod.ulc.in combinat. with a proton-pump inhibit.& another antibiot.

(S4) TABS 500, 38/20.1.1/0006

705031-001: 500 mg, 10, R127,76
Dosage: Adults: 250-500 mg 2xdly.

H.pylori eradicat: 500 mg 2xdly.in combinat.with appropr.antibiot.& acid low agent.x7-10 days.

HIV pts.with atypic.mycobact.infects: Adults: 500 mg 2xdly. Use in conjunct.with other antimycobact. agents. Cont.as long as clinic.& microbiologic. benef. demonstrat. Decr.effic.noted if treatm. exceeds 12 wks.

(S4) XL TABS, 43/20.1.1/0859

Indications: U&LRTI, skin & soft tiss.infects.

717722-002: 500 mg, 5, R115,23
717722-001: 500 mg, 10, R230,46
Dosage: Adults: 500 mg once dly.with foodx7-14 days. Sev.infects: May be incr.to 1000 mg once daily.

(S4) ORAL SUSP, A39/20.1.1/0292, 0293

Indications: U&LRTI, mild to mod.sev.ac.otit. med., skin & soft tiss.infects., H. pylori eradicat.to decr.recurr.of duod.ulc.in combinat. with a proton-pump inhibit.& another antibiot.

706758-001: 125 mg/5 ml, 50 ml, R94,59
706759-001: 250 mg/5 ml, 50 ml, R173,74
Dosage: 1-2 yrs: 125 mg/5 ml: 2,5 ml 2xdly. 2-4 yrs: 125 mg/5 ml: 5 ml 2xdly. or 250 mg/5 ml: 2,5 ml 2xdly. 4-8 yrs: 125 mg/5 ml: 7,5 ml 2xdly.or 250 mg/5 ml: 3,75 ml 2xdly. 8-12 yrs: 125 mg/ 5 ml: 10 ml 2xdly or 250 mg/5 ml: 5 ml 2xdly.

Contraindications: Concom.ergot alkaloids, concom. oral midazolam, concom.lomitapide, concom. astemizole/terfenadine/cisapride/ domperidone & pimozide, QT prolongat.hist. congenit./acquir, ventric.card.arrhythm.incl. torsades de pointes, concom.ticagrelor or ranolazine, concom.HMG-CoA reduct.inhibit. extens.metabol.by CYP3A4, concom.colchicine, electrol.disturbs., sev.hepat.fail.in combinat.with ren.impairm., porphyr., Susp: also safety in infts. und.6 mnths.not est. XL tabs: also creatinine clear. <30 ml/min.
Side effects: Freq: Insomn., dysgeus., headache, vasodilat., N&V, abdom.pain, diarrh., dyspeps., abnorm.LFT, rash, hyperhidros., inj.site phlebit./ pain & inflammat. Less freq: Cellulit., candidias., gastroenterit., infect., vag.infect., leucopen., neutropen., thrombocytopen., eosinophil., hypersens., anaphylact.react., anorex., decr. apppet., anx., nervousn., loss of consciousn., dyskines., dizzin., somnol., trem., vertigo, tinnit., imp. hear., card.arrest, atrial fibrillat., ECG QT prolong., extrasystol., palpitat., asthma, epistax., pulm.embol., oesophagit., GORD, gastrit., proctalg., glossit., stomatit., abdom.distens., constipat., dry mouth, eructat., flatul., cholestas., hepatit., incr.aminotransfer.& aspart. aminotransfer., incr.gamma glutamyltransfer., bull.dermatit., prurit., maculo-papul.rash, urticar., musc.sp., musculoskelet.stiffn., myalg., incr.bld. creatin.& bld. urea, malaise, pyrex., asthen., chest pain, chills, fatig., abnorm.album.globul.ratio, incr.bld.alkal.phosphat., incr.bld.lactat. dehydrogen. Freq.unknown: Pseudomembr.colit., erypsipelas, agranulocytos., thrombocytopen., anaphylact.react., angioed., psychot.disord., confus.state, depersonalisat., depress., disorientat., hallucinat., abnorm.dreams, man., convuls., parosm., anosm., paraesthes., deafn., ventric.fibrillat./-tachycard., torsades de pointes, haemorrh., tong.-/tooth discolourat., ac. pancreatit., hepat.fail., jaund.hepatocellul., SJS, TEN, SCAR, DRESS, acne, rhabdomyolys., myopathy, interstit.nephrit., ren.fail., incr.INR, prolong.PT, abnorm.urine col.

Special warnings and precautions: Imp. hepat./ mod.to sev.ren.funct., discont.if signs of hepat. dysfunct.develop, rhabdomyolys.report.with concom.HMGCoA reduct.inhibit., incr.incid.of uveitis with concom. rifabutin & rifampic.than rifabutin alone, monit.digox.& theophyll.ser.conc., norm.flora of colon alt., consid.CDAD if diarrh. pres., avoid meds.inhibit.peristals., colchicine toxic.with fatalit.report.esp.in elderly/ren.insuffic., electrol.disturbs./QT prolongat.ventric.card. dysrhythm. hist./coron.artery dis./sev.card. insuffic./ conduct.disturbs./clinic.relev. bradycard./ concom.meds.assoc.with QT prolongat., sens.test. for community-acquir.pneum.& combin.with addit. appropr.antibiot.if hosp.acquir., sens.test.for mild to mod.skin & soft tiss.infects.as macrolide resist. observ., discont.& init.treatm.in case of sev.ac. hypersens.reacts., meds induc.cytochrome P450 enzym., concom.statins other than those C/I, hypoglycaem. report.with oral hypoglycaem./insul., oral/direct act.anticoags.part.in pts.with high bleed. risk, super-infect., other macrolide/ lincomycin & clindamycin cross-resist.report., immunocomprom. pts., lact.intol., safety & effic.in combinat.with proton-pump inhibit.other than omeprazole not est., dos.>1 g/day not to be co-admin. with ritonavir/protease inhibit., admin. zidovudine 4 hrs. apart, safety in pregn. & lactat. not est.excret.in human breast milk, eval.effs.bef. driv./perform. complic.tasks
Interactions: QT-prolong.& card.arrhythm.with terfenadine/astemizole/cisapraide,/pimozide & domperidone, ac.ergot toxic.with ergotam/ dihydroergotamine, oral midazolam AUC incr., incr.plasma conc.of statin.extens.metabol.by CYP3A4 incr.rhabdomyolys.risk, metabol.induc.by CYP3A induc.& strong induc.of cyctochrome P450 metabol.syst., etravine decr.expos.however act. metabol.incr.with reduc.activ.against MAC theref. consid.alternat.to clarithromyc.for MAC treatm., metabol. inhibit. by ritonavir, elev.conc.of concom. meds.prim.metabol.by CYP3A4, torsades de pointes report.with quinidine/disopyramide, hypoglycaem.with disopyramide/nateglinide & repaglinide, phosphodiesterase inhibit.expos.incr., theophyll.& carbamazep.circulat.lev.incr., reduc. tolterodine dos.in CYP2D6 poor metabol., colchicine expos.incr., elev.digox.ser.conc., zidovudine ser.conc.decr., incr.phenytoin & valproate ser.lev.report., bidirect.med.interacts. observ.with atazanavir,/Ca chann.block./itraconaz. & saquinav., poss.oral contracept.fail.with diarrh./vomit.breakthrough bleed.

 XE "Clarithromycin Unicorn 500 XL" CLARITHROMYCIN UNICORN 500 XL, 
(Unicorn) Sandoz [P/S] 

Clarithromycin

Indications: U&LRTI, skin & soft tiss.infects.

(S4) XL TABS, 43/20.1.1/0860

721268-001: 500 mg, 5, R115,27
Dosage: Admin with food & swall.whole.

Adults: 500 mg once dly.usual.x7-14 days. May be incr.to 1 000 mg once dly.in more sev.infects.

Contraindications: Creatinine clear.<30 ml/min., concom.astemizole, cisapride, pimozide, ergotamine or dihydroergotamine/pts.receiv. these ther. with pre-exist.card. abnormalit.& electrol. disturbs., porphyr., safety in pregn.& lactat.not est.

Side effects: Oral candidias., leukopen., thrombocytopen., QT prolongat./ventric.tachycard. & torsades de pointes, CNS effs., headache, dizzin., convuls., parosm., hypoglycaem., psych. disords., GI disturbs., tongue & tooth discol., pseudomembr. colit., hepatit., jaund., hepat.fail., pancreatit., deafn., tinnit., vertigo, skin reacts. incl.Stev.John.syndr.& tox.epiderm.necrolys., hypersens., anaphylax., interstit.nephrit.

Warnings and special precautions: Liv. funct.impairm., sev.ren.funct.impairm., excret.in breast milk, not suit.for pts.with creat.clear.of less than 50 ml./min., discont.if signs of hepat. dysfunct. devel., concom.oral hypoglycaem./insul., immunocompromis.pts.treat.with high.dos.longt., pts. present.with diarrh., concom.theophyll., colchicine not to be used concom., monit.INR/ prothromb.time, rhabdomyolys.report.with concom. HMGCoA reduct.inhibit., fatal colchicine toxic.esp. in elderly with ren.insuff.

Drug interactions: Decr.ser.conc./ uveit.incid. with rifabutin & rifampicin, incr.AUC with theophyll., other macrolid.cross.-sens., incr. ranitidine conc., incr.ser.conc.with ritonavir, decr. zidovudine conc., warfar.effs.potent., poss.incr.ser conc.of meds.metabol.by the cytochrome P450 syst.

 XE "Erythrocin" ERYTHROCIN, Pharmaco [P/S]
Erythromycin lactobionate equiv.to erythromycin
Indications: U&LRTI, skin & soft tiss.infects., non-gonococ.male urethrit.& fem.pelv.infects., long-term prophylax.of rheum.fev.& early syphill. in penicill.allergy, tetan., Legionnaires dis.

(S4) IV INJ, A568. 50 mg/ml.

724181-008: 1 g vial, R349,50
Dosage: 15-20 mg/kg bm/day (ie.contin.infus.). 4-5 mg/kg bm 6 hrly. (ie.intermitt.admin.over 20-60 mins).

Ac.pelv.inflamm.dis: 500 mg 6 hrly x3 days foll.by oral dos.250 mg x7 days.

Contraindications:. Concom.terfenadine/ astemizole/cisapride.

Side effects: Allerg./skin reacts., Stev.John.& tox. epiderm.necrolys., loc.reacts., GI disturbs., pseudomembr. colit., revers.deafn.aft.high dos., hepat. dysfunct., may aggrav.weakn.in myasthen. grav.

Special precautions: Imp.hepat.funct., cross. placenta, pregn.esp.1st trimest., monit. prothrombin times dur.concom. chron. coumar. type anticoag.ther., superinfects.

Drug interactions: Reduc.theophyll.dos.if used concom., poss.ac.ergot toxic.with ergotamine/ dihydroergotamine, triazolam & midazolam clear. decr., lev.of meds.metabol.by cytochrome P450 elev., metabol.of astemizole & terfenadine alt., cisapride lev.elev., zopiclone clear.decr., prothrombin times prolong.with chron.coumar. type anticoags.

 XE "Klacid" KLACID, Abbott [P/S]

Clarithromycin.
Indications: U&LRTI, skin & soft tiss.infects.

(S4) XL TABS, [P/S] 31/20.1.1/0379.

841552-002: 500 mg, 5, R223,22
841552-003: 500 mg, 10, R446,43
Dosage: 500 mg once dly.with food. May be incr.to 1 000 mg once dly.in sev.infects.
(S4) GRANS.FOR SUSP, [P/S] 28/20.1.1/0035,

29/20.1.1/0190.

830046-003: 125 mg/5 ml, 50 ml, R168,18
830054-006: 250 mg/5 ml, 50 ml, R291,24
Dosage: Based on 7,5 mg/kg 2xdly x5-10 days. Admin. 2xdly.

8-11 kg: 62,5 mg. 12-19 kg: 125 mg. 20-29 kg: 187,5 mg. 30-40 kg: 250 mg.

Sev.infects: Max.dos.of 500 mg 2xdly.

(S4) INJ, [P/S] 28/20.1.1/0264.

813826-004: 500 mg, 1 vial, R313,25
Dosage: Reconstit.with 10 ml sterile water for inj.that does not contain preserv.or inorgan.salts & then add to 250 ml of suit.diluent. Safety in childr.not est.

Recomm.dos: 1 g dly.div.into 2 equal dos., each dos.infus.over 60 mins. Limit IV therapy up to 2-5 days for the very ill pt., change to oral therapy as soon as poss.

Contraindications: Concom.astemizole/ terfenadine/cisapride /pimozide & ergotamine or dihydroergotamine ther., safety in infts.less than 6 mnths.not est., safety in pregn.& lactat.not est. XL tabs.also: creatinine clear.<30 ml/min.

Side effects: GI disturbs., oral candidias., CNS effs.incl.convuls., leukopen., thrombocytopen., hypersens.incl.anaphylact.react., hypoglycaem., psych.disords., deafn., tinnit., vertigo, electrocardiogram QT prolongat., torsades de pointes, ventricul.tachycard., abnorm.hepat.funct., hepat.fail., hepatit., jaund., skin & subcutan.tiss. disords.incl.Stev.-John.syndr.& tox.epiderm. necrolys., interstit.nephrit., super-infect., pseudomembr. colit., inj.site inflammat.

Special precautions: Mod.to sev.ren.fail., imp. hepat.funct., other macrolides, lincomycin & clindamycin cross-sens., monit.prothrombin times of pts.receiv.warfarin, excret.in human breast milk., decr.effic.in treatm.of MAC infects.if exceed. 12 wks., safety & effic.in combinat.with proton-pump inhibit.other than omeprazole not est., discont.if signs of hepat. dysfunct.develop., concom.colchicine as tox.report.esp.in elderly with ren.insuffic., dos.great.than 1 g/day not to be admin.with concom.ritonavir

Drug interactions: Poss.elev.ser.levels of meds. metabol.by the cytochrome P450 syst., incr.levels of circulat. theophylline & carbamazepine, potent.warfarin eff., rhabdomyolys.report.with lovastatin & simvastatin, QT-interv.prolong.with terfenadine/astemizole/cisparide & pimozide, torsades de pointes report.with quinidine/disopyramide, ac.ergot.toxic.with ergotamine/dihydroergotamine, elev.digox.ser.conc., expos.to colchicine incr., decr.serum conc.of zidovudine in adults, metabol.inhibit.by ritonavir

 XE "Klaribin" KLARIBIN, Aurogen [P/S]

Clarithromycin

Indications: U&LRTI, skin & soft tiss.infects., mild to mod ac.otit.media, H.pylori eradicat.to decr.recurr.of duod.ulc.in combinat.with a proton-pump inhibit.& another antibiot.

(S4) TABS, 42/20.1.1/0852, 0853

720976-001: 250 mg, 10, R106,39
720977-001: 500 mg, 10, R115,52
Dosage: Adults & childr.old than 12 yrs: 250 mg 2xdly. May be incr.to 500 mg 2xdly.in more sev.infects.

H.Pylori eradicat: 500 mg 2xdly.in combinat. with appropr.antibiot.& acid.low.agent x7-10 days.

Concom.ritonavir: 1 g/day not to be exceed.

Contraindications: Concom.astemizole/ cisapride/ pimozide/ergotamine/ dihydroergotamine/ HMG-CoA reduct.inhibits., porphyr., safety & effic.in pregn.& lactat.not est., concom. colchicine in pts.with ren./liv.impairm. tak.P-glycoprot.inhibits./strong CYP34A inhibit., safety & effic.in infts.und.6 mnths.not est., childr.< 12 yrs., safety & effic.of concom.proton-pump inhibit.other than omeprazole not est.

Side effects: Hepat.dysfunct.incl.incr.liv.enzym.& hepatocellul. &/cholestat.hepatit.with somet.fatal outcome, hypoglycaem., oral candidias., GI disturbs. incl.sev.diarrh.which may be bloody, fev., ac.pancreatit., vag.infects., bld.dyscras., allerg. reacts. incl.anaphylax., psychot.disords., headache, dizzin., vertigo, convuls., trem., CNS effs., hear.loss, tinnit., QT prolongat./ventric. tachycard.& torsades de pointes, palpitat., epistax., glossit., stomatit., tongue & tooth discol., hyperhidros., skin reacts.incl.Stev.Johns.syndr.& tox. epiderm.necrolys., erysipelas, erythrasma, myalg., rhabdomyolys., myopathy, interstit. nephrit., ren.fail., asthen.

Warnings and special precautions: Excret.in breast milk, embryo toxic.in anim., imp.hepat. funct., discont.if hepatit.S&S occur, sev.ren.funct. impairm., monit.theophyll./carbamazepine ser. conc., other macrolide meds./lincomycin & clindamycin cross-sens., superinfect.with longt. use, discont.ther.in case of pseudomembr.colit., myasth.grav.sympt.exacerbat., concom. triazolobenzodiazepin./ meds.induc.cytochrome CYP3A4 enzym., community/hospit.acquir.pneum., skin & soft tissue infects.caus.by S aureus/S pyogen., diab.mellit., monit.INR & prothromb., longt. ther./high dos.immunocompromis.pts., poss. digox.toxic., admin.zidovudine 4 hrs.apart, incr. incid. of uveitis.with concom.rifabutin & rifampic. than rifabutin alone, quinidine/disopyramide ser lev./ECG monit., poss.colchicine toxic.somet.fatal esp. elderly with ren.insuff., avoid midazolam oral treatm.& monit.if IV admin.as well as other benzodiazepin.metabol.by CYP3A4, limit.treatm.to 14 days if creatin.clear.<30 ml/min., monit.ser. conc. of concom.digox./ theophyll./ carbamazepine & meds.metabol.by cytochrome P450 syst., concom. tolterodine, monit.valproate/phenytoin ser. lev.

Drug interactions: QT prolong.& card.dysrhythm. with astemizole/cisapride & pimozide, poss.ergot toxic.with ergotamine or dihydroergotamine, incr. rhabdomyolys.risk with HMG-CoA reduct.inhibits., rifabutin & rifampicin decr.ser.conc., theophylline /carbamazepine AUC incr., potent.warfar.eff., poss. signif. hypoglycaem.with oral hypoglycaem. agents &/ insul., digox.ser.conc.elev., zidovudine ser.conc.decr., hypotens.bradydysrhythm./lact. acidos.with verapamil, incr.PDE5 inhibit.expos., metabol.inhibit.by ritonavir & poss.other HIV-protease inhibit.& non-nucleoside reverse transcript. inhibit., incr atazanavir/saquinavir plasma conc., incr.itraconazole plasma lev.& vice versa, reduc.eff.with CYP3A4 induc.e.g. rifampicin/ phentyoin/carbamazepine/phenobarb./St John’s Wort, poss.incr.mean steady-state minim.conc.& AUC with fluconazole, incr midazolam AUC esp. oral, ser.lev.of meds.metabol.by cytochrome P450 syst. poss.elev., incr.in mean steady-state omeprazole conc.& AUC.

 XE "Klarithran" KLARITHRAN, Ranbaxy [P/S]

Clarithromycin.
Indications: U&LRTI, ac.otit.media, skin & soft tiss.infects., H. pylori eradicat.in combinat.with a proton-pump inhibit.& another antibiot.to decr. recurr.of duod.ulc.

(S4) TABS, 37/20.1.1/0437

704464-002: 500 mg, 10, R111,68
704464-001: 500 mg, 14, R156,32
(S4) SUSP, 38/20.1.1/0174, 0175

704649-001: 125 mg/5 ml, 60 ml, R112,78
704650-001: 250 mg/5 ml, 60 ml, R198,52
Dosage:
Adults: 250-500 mg 2xdly.

H.pylori eradicat: 500 mg 2xdly.in combinat. with appropr antibiot & acid low.agent x7-10 days. Safety & effic.with proton-pump inhibit.other than  omeprazole not est.

HIV pts.with atypic.Mycobact.infects: 500 mg 2xdly. Cont.as long as clinic.& microbiologic. benef.demonstrat. Decr.effic.noted if treatm. exceeds 12 wks.

Childr: Usual durat: 5-10 days. Admin.2xdly.

8-11 kg (1-2 yrs): 62,5 mg. 12-19 kg (2-4 yrs): 125 mg. 20-29 kg (4-8 yrs): 187,5 mg. 30-40 kg (8-12 yrs): 250 mg.

(S4) MR TABS, A39/20.1.1/0619

707761-001: 500 mg, 5, R112,88
707761-002: 500 mg, 10, R225,78
Dosage: Admin. with meals

Adults: 500 mg dly. Sev.infects: 2x500 mg dly.

H.pylori eradicat: 2x500 mg dly.in combinat. with appropr antibiot & acid low.agent x7-10 days. Safety & effic.with proton-pump inhibit. other than  omeprazole not est.

HIV pts.with atypic.Mycobact.infects: 2x500 mg dly. Cont.as long as clinic.& microbiologic. benef.demonstrat. Decr.effic.noted if treatm. exceeds 12 wks.

Contraindications: Concom.astemizole, cisapride /pimozide & terfenadine ther., porphyr., safety in pregn.& lactat.not est., safety & effic.in infts. und.6 mnths not est.

Side effects: Leukopen., thrombocytopen., hypoglycaem., CNS eff.incl.convuls.& psychos., QT prolongat./ ventricul.tachycard.& torsades de pointes, GI disturbs., hepat.dysfunct., skin reacts. incl.Stev.Johnson syndr.& tox.epiderm. necrolysis, allerg.reacts.incl.anaphylax.

Special precautions: Imp.hepat./sev.ren.funct., rhabdomyolysis report with HMGCoA reduct. inhibit., incr.incid.of uveitis when rifabutin & rifampicin co-admin. compar.to rifabutin alone, monit. theophyll.ser.conc., cross resist.report. with other macrolides/lincomycin & clindamycin, max. 1 g/day when admin.concurr.with ritonavir, other HIV protease inhibit.& non-nucleoside reverse transcriptase inhibit., safety & effic.in combinat. with proton-pump inhibit.other than omeprazole not est., excret.in human breast milk., pseudomembr.colit., discont.if signs of hepat. dysfunct.develop,

Drug interactions: QT-prolong.& card.arrhythm. incl.torsades de pointes with terfenadine, astemizole, cisapride, & pimozide, effs.of anticoags. potent., digox.ser.conc.incr., poss. elev. ser.lev.of meds.metabol.by the cytochrome P450 syst., rifabutin & rifampicin decr.ser.conc., incr.lev. of circulat.theophylline, zidovudine ser.conc.decr., metabol.inhibit.by ritonavir.
 XE "Klarizon" KLARIZON, Biotech [P/S]

Clarithromycin.
Indications: L & URTI , skin & soft tiss.infects., H.pylori eradicat.decr.recurr.of duod.ulc.in combinat. with a proton-pump inhibit.& another antibiot.

(S4) TABS, 38/20.1.1/0724, 0725

707255-001: 250 mg, 10, R114,44
707256-001: 500 mg, 10, R92,68
707256-002: 500 mg, 14, R129,76
Dosage: Adults: 250 mg 2xdly. Sev.infect.dos. poss.incr.to 500 mg 2xdly.

H.pylori eradicat: 500 mg 2xdly.in combinat. with appropr.antibiot.& an acid low.agent x 7-10 days.
HIV pts.with atypic.Mycobact.infects: 500 mg 2xdly. Cont.as long as clinic.& microbiologic. benef.demonstrat. Decr.effic.noted if treatm. exceeds 12 wks. Use in conjunct.with other antimycobact.agents
Contraindications: Concom.admin.astemizole /cisapride/pimozide & terfenadine., porphyr., concom.ritonavir with dos.great.than 1 g/day., safety in pregn.& lactat.not est.

Side effects: Thrombocytopen., leucopen., neutropen., infect., fev., chills, cough, hoarsen., lower back/side pain, painf./diffic.urinat., QT prolongat./torsades de pointes./ventric. tachycard. & arrhythm., CNS eff.incl.hallucinat., nightmares, vertigo, tinnit., disorientat., depersonalisat., confus., hear.loss, convuls., hypoglycaem., GI disturbs.incl.abnorm.taste sensat., dyspeps., glossit., stomatit., oral candidias., pseudomembran.colit., hepatotoxic., hepat.dysfunct., pancreatit., skin reacts.incl. Stev. John.syndr.& tox.epiderm.necrolysis, hypersens. reacts.incl.anaphylax., tongue & tooth discol.

Special precautions: Imp.hepat.funct.with sev. ren.impairm., sev.ren.funct., rhabdomyolys. report. with concom.HMGCoA reduct.inhibit., monit.theophyll.ser.conc.recomm., other macrolide meds./lincomycin & clindamycin cross-resist., monit.prothrom.time with anticoags., monit. digox.ser.conc., monit.ser.lev.of concom. meds. metabol.by cytochrome P450 enzyme., admin. zidovudine 4 hrs.apart, excret.in human breast milk., safety & effic.in combinat.with proton-pump inhibit.other than omeprazole not est., discont.if signs of hepat.dysfunct.develop, hypoglycaem.report.in some pts.on oral hypoglycaem. /insul., incr.uveitis incid.with concom. rifabutin & rifampicin.than rifabutin alone,

Drug interactions: Rifabutin & rifampicin decr. ser. conc., theophylline area under plasma curve incr., QT-prolong.& card.arrhythm.incl.ventricul. tachycard./ fibrillat.& torsade de pointes with astemizole/cisapraide/pimozide & terfenadine, potent. warfarin eff., elev.digox.ser.conc., poss. elev.ser.lev.of meds.metabol.by the cytochrome P450 syst., rhabdomyolys.reported with HMGCoA reduct.inhibits., zidovudine ser.conc.decr., metabol. inhibit.by ritonavir & poss other HIV-protease inhibit.& non-nucleoside reverse transcript. inhibit.

 XE "Novazith" NOVAZITH, Novagen [P/S]
Azithromycin.
Indications: Childr.1 yr.& over (<45kg): Pharyngit./ tonsillit. & otit.media caus.by suscept.organ.

Adults & childr.>45 kg: LRTI, uncomplic.skin & soft tiss. infects./sinusit.by suscept.organ., alt 1st line ther.of pharyngit./ tonsilit.

(S4) POWD FOR ORAL SUSP, 51/A20.1.1/0587
3003809-002: 200 mg/5 ml, 30 ml, R113,87
3003809-001: 200 mg/5 ml, 15 ml, R227,73
Dosage: Reconstit.susp.may be kept.x10 days.
Admin.as sngl.dly dos.on days 1-3 Childr.1 yr.& old.(<45kg): <15 kg: 10 mg/kg. 15-25 kg: 5 ml. 26-35 kg: 7,5 ml. 36-45 kg: 10 ml. >45 kg: Adult dos.(solid dos.form)
Contraindications: Other macrolide antibiot.hypersens., concom.ergot.derivat, hepat.dis., safety not est.in childr.<1 yr.

Side effects: Freq: Headache, diarrh., N&V, abdom.pain, decr.lymphocyte & bld. bicarbon., incr. eosinophil/ basoph./ monocyt.& neutroph. Less freq: Candidias.incl.oral-, vag.infect., pneumon., fung.infect., pharyngit., gastroenterit., resp.disords., rhinit., neutropen., leukopen., eosinoph., angiooed., hypersens., anorex., nervousn., insomn., agitat., dizzin., somnol., paraesthes., dysgeus., ear disord., vertigo, palpitat., hot flush, dyspn., epistax., constip., flatul., dyspeps., gastrit., dysphag., abdom. distens., dry mouth, eructat., mouth ulcerat., saliv. hypersecret., abnorm.hepat.funct., rash, prurit., urticar., dermtit., dry skin, hyperhidros., photosens., ac.generalis.exanthematous pustulos., DRESS, osteoarthrit., myalg., back pain, neck pain, dysur., ren.pain, metrorrhag., testic. disord., oed., asthen., malaise, fatig., fac. oed., chest pain, pyrex., pain, periph.oed., aspart.& alanine aminotransfer.incr., bld.bilirub./-urea/-creatin./-alkaline phosphat.incr., bld.K+ abnorm., Cl & gluc. incr., platel.incr., haematocrit decr., bicarbon.incr., abnorm.Na. Unknown freq: Pseudomembr.colit., thrombocytopen., haemolyt.anaem., anaphylact. react., aggress., anx., delir., hallucinat., syncope, convuls., hypoestheia, psychomot.hyperactiv., myasth.grav., anosm., vis.impairm., blurr.vis., hear. impairm.incl.deafn./tinnit., torsades de pointes, dysrhythm. incl.ventric.tachycard., ECG prolong QT, hypotens., pancreatit., tong.discolorat., hepat.fail., fulmin.hepatit., hepat.necros., SJS,TEN, erythema multif., arthralg., ac.ren.fail., interstit.nephrit.
Special warnings & precautions: Discont.in allerg. reacts.& observe as allerg.sympt.may occur when symptomat.ther.discont., hepat.dis., discont. immed.if S&S of hepatit.occur, eval.pts at risk of QT prolongat.incl. congenit.or document.QT prolongat./ concom.Class 1A & III antidysrhythm. meds/antipsychot.agents/antidepress.& fluoroquionolones/electrol.disturbs.partic. hypokalaem. and hypomagnesaem./clinic.relev. bradycard/card.dysrhythm./ card.insuffic./ elderly, monit.for superinfect., poss.pseudomembr.colit., discont.& manage fluid/electrol./prot. supplementat. & antibiot. treatm.if clostridium diffic. assoc.diarrh.suspect./confirm., ren. impairm., myasth.grav.sympts.exacerbat./new onset report., diabetes as contain sucrose, heredit. fruct.intol., gluc.-galact.malab./sucrose-isomalt. insuff., safety & effic. in childr.<1 yr.not est., use in pregn.only if clearly indicat., use in lactat.only if adeq.alternat.not avail., eval.S/E bef.driv./perform. complicat.tasks.
Interactions: Do not co-admin with ergot deriv. because of theoretic.ergotism, post-market. rhabdomyolys.with statins, incr.conc.with nelfinavir. warrant side-effect.monitor., antacids decr.peak ser.conc.theref. admin.1 hr.bef.or 2 hrs. aft. antacids., neutropen.developm.with rifabutin, act. metabol.of zidovudine incr.in periph. bld. mononucl. cells, ciclospor.Cmax & AUC signif.elev. theref.monit.lev & adjust according., P-glycoprot. substrates (digox./dabigatran) ser.lev.incr., post market.potent.anticoag.with warfar.
 XE "Sandoz Azithromycin" SANDOZ-AZITHROMYCIN 500, Sandoz [P/S]
Azithromycin monohydr.equiv.to azithromycin
Indications: Adults & childr.over 45 kg: Suscept. U&LRT, uncomplic.skin & soft tiss. infects.& uncomplic.genit.chlamydia trachomat. infects.

Childr.over 45 kg: Suscept.pharyngit./tonsillit.& otit. media

(S4) TABS, A40/20.1.1/0334

707852-001: 500 mg, 3, R126,85
Dosage: Tabs.not suit.for childr.und.45 kgs.

Adults & childr.over 45 kg: 500 mg once dly x3 days. Dos.regime over 5 days: 500 mg on day 1, then 250 mg dly.on days 2-5.

Chlamyd.trachomat: Adults: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot.derivat., liv.funct.impairm., safety & effic.in pregn./lactat.& childr.und.1 yr not est.

Side effects: Neutropen., palpit.& arrythm.incl. ventric.tachycard., chest pain, CNS effs., hear. loss., convuls., asthen., parathes., GI disturbs., malaena, interstit.nephrit., ac.ren.fail., vaginit., trans. elev.liv.enzymes, cholestat.jaund., hepatit., erythema multiforme, Stev.-John.syndr., tox. epiderm.necrolys., allerg.reacts.incl.anaphylax., superinfect.

Special precautions: Ren.funct.impairm., prolong. observat.& symptomat.treatm.of allerg. reacts.as sympt.have recurr.despite discont., poss. pseudomembr.colit., admin.1 hr.bef.or 2 hrs. aft.antacids., monit.prothromb.time with concom. warfar.
Drug interactions: Antacids decr.peak ser. conc., ac.ergot.toxic.with ergot alkaloids, ser. digox.conc.poss.incr.

 XE "Zatyp" ZATYP, Aurogen [P/S]
Azithromycin.
Indications: Childr.1 yr.& over: Pharyngit./ tonsillit. & otit.media caus.by suscept.organ.

Adults & childr.over 45 kg :LRTI, uncomplic.skin & soft tiss. infects./sinusit. by suscept. organ., alt 1st line ther.of pharyngit./ tonsilit.

(S4) POWD FOR ORAL SUSP, 51/20.1.1/0269.267.
3002555-001: 200 mg/5 ml,15 ml, R123,70
3002555-002: 200 mg/5 ml, 30 ml, R247,41
Dosage: Admin.as once dly dos.on days 1-3 Childr.1 yr.& old.(und.45 kg): <15 kg: 10 mg/kg. 15-25 kg: 5 ml. 26-35 kg: 7,5 ml. 36-45 kg: 10ml. >45 kg: Adult dos.
Contraindications: Other macrolide antibiot. hypersens., concom.ergot.derivat, hepat.dis., safety not est.in childr.<1 yr.

Side effects: Freq: Headache, diarrh., N&V., abdom. pain, decr.lymphocyte & bld. bicarbon., eosinophil/basoph./monocyt./& neutroph. incr. Less freq: Candidias., vag.infect., pneumon., fung.infect., bact.infect., pharyngit., gastroenterit., respo.disords., rhinit., oral candidias., neutropen., leukopen., eosinoph., angiooed., hypersens., anorex., nervousn., insomn., agitat., dizzin., somnol., paraesthes., dysgeus.,ear disord., vertigo, rash, prurit., urticar., dermtit., dry skin, hyperhidros., photosens., ac.generalis. exanthematous pustulos., palpitat., hot flush, dyspn., epistax., constip., flatul., dyspeps., gastrit., dysphag. Abdom.distens., dry mouth, eructat., mouth ulcerat., saliv.hypersecret., abnorm.liv. funct.,cholestat.jaund., osteoarthrit., myalg., back pain, neck pain, dysur., ren.pain, metrorrhag., testic. disord., oed., asthen., malaise, fatig., fac. oed., chest pain, pyrex., pain, periph.oed., aspart.& alanine aminotransfer.incr., bld.bilirub./-urea/-creatin./-alkaline phosphat.incr., bld.K+ abnorm., Cl & gluc.incr., platel.incr., haematocrit decr., bicarbon. incr., abnorm.Na, post procedur. complicat. Unknown freq: Pseudomembr.colit., thrombocytopen., haemolyt.anaem., anaphylact. react., aggress., anx., delir., hallucinat., syncope, convuls., hypoestheia, psychomot.hyperactiv., anosm., vis.impairm., blurr.vis., hear.impairm., deafn., tinnit., Stev. Johns.syndr., TEN, erythema multif., torsades de pointes, dysrhythm. incl.ventric.tachycard., prolong QT ECG, hypotens., pancreatit., tong.discolorat., hepat.fail., fulmin. hepatit., hepat.necros., arthralg., ac.ren. fail., interstit.nephrit.

Warnings and special precautions: Discont.in allerg. reacts.& observe as allerg.sympt.may occur when symptomat.ther.discont., hepat.dis., discont. immed.if S&S of hepatit.occur, monit.for superinfect., poss.pseudomembr.colit., discont.& manage fluid/electrol./prot.supplementat.& antibiot. treatm.if clostridium diffic.assoc.diarrh. suspect./ confirm., ren.impairm., eval.pts at risk of QT prolongat.incl.congenit.or document.QT prolongat./ concom.Class 1A & III antidysrhythm. meds;antipsychot.agents;antidepress;& fluoroquionolones/electrol.disturbs.partic. hypokalaem. and hypomagnesaem./clinic.relev. bradycard;card.dysrhythm;card.insuffic./elderly, myasth.grav.sympts.exacerbat./new onset report., monit. digox.lev., monit.prothromb.time with concom.coumar.-type oral anticoags., safety & effic.in pregn./lactat.not est., eval.S/E bef.driv./ operat.machin.

Interactions: Post-market.rhabdomyolys.with statins, incr.conc.with nelfinavir.warrant.S/E monitor., antacids decr.peak ser.conc.theref. admin.1 hr.bef.or 2 hrs.aft.antacids., neutropen. developm.with rifabutin but caus.relationship not est., act.metabol.of zidovudine incr.in periph. bld.mononucl.cells, ciclospor.Cmax & AUC signif. elev., P-glycoprot.substrates (digox./dabigatran) ser.lev.incr., post market.potent.anticoagulat.with warfar.

 XE "Zithract 500" ZITHRACT 500, (Cipla Medpro), Actor [P/S]

Azithromycin dihydr.equiv.to azithromycin

Indications: Mild to mod.LRTI incl.bronchit.& pneum., uncomplic.skin & soft tiss., sinusit., altern. to first line pharyngit/tonsilit.ther.by suscept. organ., uncomplicate.genit.chlamyd. infects.& chancroid due to Haemophil ducreyi. 
Childr.over 45 kg: Suscept.pharyngit./tonsilit.& otit.med.

(S4) TABS, 48/20.1.1/0764

3003355-001: 3; R118,49
Dosage: Tabs.not suit.for childr.und.45 kg.

Adults & childr.over 45 kg (all indicat.excl. STD): 500 mg once dly.x3 days.

Chlamyd.trachomat./ Haemophilus ducreyi: Adults: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot derivat., hepat.dis.

Side effects: Freq: Abdom.pain, diarrh., N&V. Less freq: Candidias., oral candidias., neutropen., angioed., abnorm.vis., hear.impairm., chest pains, dysrhythm. incl.ventric.tachycard., palpitats.,QT prolongat., Torsade de Pointes, flatul., loose stools, malaena, hepatit., abnorm.liv.funct., rash, allerg. reacts., nephrit., ac.ren.fail., interstit. nephrit, arthralg., asthen., fatig., malaise

Warnings and special precautions: Ser.allerg. reacts.incl.angioed./anaphylax./dermatolog.reacts., prolong.observat.of symptomat.treatm.of allerg. reacts.as sympt.have recur.despite discont., poss. pseudomembr. colit. & consid.discont.ther.if suspect., discont.immed.if signs &/or sympts.of hepatit. occur, superinfect., safety & effic in pregn./ lactat. & childr. und.1 yr.not est., elderly poss.more suscept.to dev.Torsade de Pointes dysrhythm., discont.if C.difficile-assoc.diarrh. suspect./confirm., ren.imapirm., pts.at risk of develop. QT prolongat.incl.congenit./document.QT prolongat./ curr.ther.with anoth.subst.known to prolong QT interv./ electrol.disturbs.esp. hypokalaem./ hypomagnesaem./bradycard./ dysrhythm./ sev.card.insuff., myasthen.grav. sympt.exacerbat./new onset,

Interactions: Theoretic.poss.ergotism.with ergot. alkaloids, admin.1 hr.bef.or 2 hrs.aft.antacids, relat. macrolid.interfer.with ciclospor.metabol. theref.monit.lev.if concom.admin.reqd., ser.digox./ dabigatran conc.poss.incr., monit.prothromb.time with concom.warfar.
 XE "Zithrogen" ZITHROGEN, (Mylan) Xixia [P/S]
Azithromycin.
Indications: Adults & childr.1 yr.& over: U&LRT, suscept.uncomplic.skin & soft tiss. infects., uncomplic.genit.chlamydia trachomat. infects.

Childr.1 yr.& over: Suscept.pharyngit./tonsillit. & otit. media

(S4) TABS, A38/20.1.1/0693

705975-001: 500 mg, 3, R128,13
Dosage: Tabs.not suit.for childr.und.45 kgs.

Adults & childr.over 45 kg: 500 mg once dly x3 days. Dos.regime over 5 days: 500 mg on day 1, then 250 mg dly.on days 2-5.

Chlamyd.trachomat: Adults: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot.derivat., liv.funct. impairm., safety & effic.in pregn./lactat.& childr. und.1 yr not est.

Side effects: Neutropen., palpit.& arrythm.incl. ventric.tachycard., chest pain, CNS effs., hear. loss., convuls., asthen., parathes., GI disturbs., malaena, interstit.nephrit., ac.ren.fail., vaginit., trans. elev.liv.enzymes, cholestat.jaund., hepatit., erythema multiforme, Stev.-Johnson syndr., tox. epiderm.necrolys., allerg.reacts.incl.anaphylax., superinfect.

Special precautions: Ren.funct.impairm., prolong. observat.& symptomat.treatm.of allerg. reacts.as sympt.have recurr.despite discont., poss. pseudomembr.colit., admin.1 hr.bef.or 2 hrs. aft. antacids.,monit.prothromb.time with concom. warfar.
Drug interactions: Antacids decr.peak ser. conc., ac.ergot.toxic.with ergot alkaloids, ser. digox. & terfenadine conc.poss.incr., ser.lev.of meds. metabol. by cytochrome P450 enzyme syst. poss. incr., theophyll.area und.plasma curve poss. incr.

 XE "Zithrolide" ZITHROLIDE, (Activo) Jubilant [P/S]
Azithromycin.(as dihydrate)

Indications: Mild-mod.LRTI incl.bronchit.& pneumon., uncomplic.skin & soft tiss., sinusit., altern. to first line pharyngit./tonsillit.ther.by suscept. organ., uncomplic.genit.chlamyd.infects. &/ gonorrh.in sex.transmitt.dis.

Childr.over 45 kg: Suscept.pharyngit./tonsillit.& otit.media.

(S4)  TABS, 45/20.1.1/0969, 0970

721676-001: 250 mg, 6, R109,73

721677-001: 500 mg, 3, R109,73

Dosage: Tabs.not suit.for childr.und.45 kgs.

Adults & childr.over 45 kg (all indicat. excl. STD): 500 mg once dly x3 days.

STDs: Adults: 1 g as sngl.dos.

Contraindications: Sens.to macrolide antibiot., concom.ergot.derivat., liv.funct.impairm.

Side effects: Freq: Anorex., paraesthes., dizzin., headache, vis. Impairm., deafn., dysgeus., abdom. pain/cramps, diarrh., naus.,vomit., flatul., loose stools, dyspeps., prurit., rash, arthralg., fatig., decr.lymphoc. & neutroph.counts, decr.bld. bicarb.lev., incr.eosinophil count. Less freq: Candidias., oral candidias., vag.infect., pseudomembran. colit., leukopen., neutropen., allerg. reacts., angioed., anaphylact.react., nervousn., agitat., hypaesthes., somnol., insomn., hear. loss/impairm, tinnit., vertigo, palpit., gastrit., constip., hepatit., abnorm.hepat.funct., Stev.-Johns. syndr, photosens., urticar., oed., malaise, chest pain, asthen., incr.aspart./alanine aminotransfer., incr.bld.bilirub./urea/creatin., abnorm. bld.K levs. Unknown: Thrombocytopen., haemolyt.anaem., aggress., anx., Torsades de point., dysrhythm.incl.ventric.tachycard., syncope, convuls., psychomot.hyperactiv., hypotens., anosm., parosm.pancreatit., tong. discolourat., ageus., hepat.fail poss.result.in death, fulmin.hepatit., hepat.necros., cholestat. jaund., tox.epiderm.necrolys., eryth.multiform., myasth, grav, ac.ren.fail., ac.interstit.nephrit., ECG QT prolong.

Warnings and special precautions: Ser. allerg. reacts.incl.angioed./anaphylax., prolong. observat. & symptomat.treatm.of allerg.reacts.as sympt. have recurr.despite discont., poss. pseudomembr. colit.,& consid.discont.ther.if suspect., ren.impairm., myasth.grav.sympt. exacerbat./ new onset, superinfect., congenit./ document.QT prolongat./other subst.known to prolong QT interv., electrol.disturbs.esp. hypokalaem./ hypomagnesaem., bradycard., dysrhythm., sev.card.insuff., admin.1 hr.bef.or 2 hrs. aft.antacids., monit.prothromb.time with concom. warfar., monit. concom.ciclospor.lev., alt. contracept.dur.ther.& 7 days aft.discont., safety & effic.in pregn./lactat.& childr.und.1 yr not est., lactose intol.

Interactions: Ciclospor./digoxin/hexobarbit./ phenytoin ser.conc.incr., antacids decr.peak ser. conc., ac.ergot.toxic.with ergot alkaloids, ser. digox. conc.poss.incr., OC’s effic.decr., poss. methotrex. absorpt.reduc., metabol.of non-sedat. antihistamin./ astemizole poss.inhib.
 XE "Zithromax" ZITHROMAX, Pfizer [P/S] 
Azithromycin.
Indications: Adults: Mild to mod.LRT, sinusit., uncomplic.skin & soft tiss.infects.by suscept. organ., uncomplic.genit.chlamydia trachomat. infects., as alt.to 1st line ther.of pharyngit.& tonsilit. Childr.1 yr.& over: Pharyngit./tonsillit.& otit.media caus.by suscept.organ.

(S4) TABS, [P/S] 31/20.1.1/0045.

832278-009: 500 mg, 3, R248,44
Dosage: Chlamyd.trachomat./haemophilus ducreyi/non-multiresist.N.gonorrh: Adults: 1 g as sngl.dos.

Other indicat: Adults & childr.over 45 kg: Total dos.1,5 g given as 500 mg dly x3 days.

(S4) SUSP, [P/S] 27/20.1.1/0279. 200 mg/5 ml.

830720-006: 15 ml, R150,61
830720-014: 30 ml, R301,23
Dosage: Presentat.suitable for childr.und.45 kg.

Childr.1 yr.& older: Total dos: 30 mg/kg giv.as sngl.dly.dos.of 10 mg/kg x3 days as follows: <15 kg: 10 mg/kg once dly x3 days. 15-25 kg: 5 ml once dly x3 days. 26-35 kg: 7,5 ml once dly x3 days. 36-45 kg: 10 ml once dly x3 days. >45 kg: as per adults.

(S4) IV POWD.INFUS, 36/20.1.1/0190. 500 mg

Indications: Community acquir.suscept. pneumon. infects.incl.Legionella pneumophila.requir.init.IV ther.

702721-001: 100 mg/ml, 10 ml sngl.dos., R361,73
Dosage: Reconstit.& admin.IV infus.over not less than 1 hr. Conc.of 1 mg/ml infus.over 3 hrs./2 mg/ ml conc.infus.over 1 hr.Do not admin.as bolus/IMI

Adults: 500 mg IV as sngl.dos.x2 days. Convert.to oral ther.in accord.with clinic.respons.as sngl.dly. dos.of 500 mg to compl.7-10 day course.

Contraindications: Sens.to erythromyc./any macrolide/ketolide antibiot., concom.ergot. derivat., sev.hepat.dis., safety & effic.in pregn./ lactat.& childr.und.1 yr not est., safety & effic.of IV presentat.in childr.not est

Side effects: GI disturbs., hear.imp., interstit. nephrit., ac.ren.fail., abnorm.liv.funct.incl. cholestat. jaund.& hepatit., reduc.neutrophil. counts, chest pain, malaena, vaginit., CNS effs., convuls., palpit.& arrythm., asthen./parathes., taste disturbs., allerg.reacts.incl.arthralg., angioed., oed., ser.skin reacts.incl.erythema multiforme/Stev. John.syndr./tox.epiderm. necrolys., photosens.& anaphylax., fatig., nephrit., vertigo, bld.dyscras., superinfect., loc.reacts.with IV infus., psychot.disords., QT prolongat., torsade de pointes, hypotens., abnorm.vis., malaise.

Special precautions: Admin.1 hr.bef.or 2 hrs. aft.antacids., poss.pseudomembr.colit., sev.ren. impairm., concom.cyclospor.& terfenadine., poss. rais.digox.lev., monit.prothromb.time with concom. warfar., prolong.card.repolarisat.& QT interv.assoc. with card.arrhythm.& torsade de pointes developm., fruct.intol./gluc.-galact. malabsorpt./ sucrase-isomaltase insuffic.for prolong.-rel.susp., prolong.-rel.susp.cont.Na, concom.meds.with potent.to prolong.QT interv., concom.cyclospor., monit.for advers.effs.with nelfinavir.

Drug interactions: Some macrolide antibiot.imp. digox.microb.metabol.in gut with poss.rais. digox. lev., potent.anticoagulat.with coumar.oral anticoag., cyclospor.Cmax & AUC0-5 elev., nelfinavir incr.ser.conc.

See also MDR page 734-735.
18.3
Aminoglycosides
 XE "Amikacin Fresenius " AMIKACIN FRESENIUS, Fresenius Kabi [P/S]

Amikacin sulph.

Indications: Serious nosocomial G-ve bacillary infects.

(S4) INJ. Y/20.1.1/175,176, 178, 29/20.1.1/0684.

701065-006: 100 mg/2 ml, 10x2 ml vials, R321,89
701073-002: 250 mg/2 ml, 10x2 ml vials, R623,82
701079-003: 500 mg/2 ml, 10x2 ml vials, R916,33
701070-003: 1 g/4 ml, 10x5 ml vials, R1 406,57
Dosage: Admin.by slow IM/ IVI (2-3 mins) or infus. over 30-60 mins.for adults & in 1-2 hrs.in infts. Do not cont.for long.than 7-10 days & consider alternat. therapy if no improvem.within 3-5 days.

Adults & childr. (norm.ren.funct.): 15 mg/kg bm/day in div.dos. 8-12 hrly. Max. 1,5 g/day in adults. Neonates: load. dos. 10 mg/kg bm.follow.by 15 mg/kg/day in 2 div.dos. Preterm.neonates: 9 mg/kg IV every 18 hrs in infnts < 30 wks post concept.age & every 12 hrs those > 30 wks.

Contraindications: Hypersens, pregn., lactat., myasth. grav., sev.ren.impairm., hear.impairm.

Side effects: Irrevers.ototoxic., ac.ren.fail., revers. nephrotox., resp.depress., musc.paralys., hypersens. reacts., aminoglycos.cross-sens., hypomagnesaem., hypocalcaem.& hypokalaem.in assoc. with antineoplast.agents, anaem., purpura, convuls., vis.disturbs., pseudomembr.colit.

Special warnings and precautions: Admin. separat.from other meds., hydrate well, pre-exist.ren.insuff./ hear.or vestib.damage & diminish.glomer.filtrat., safety >14 days not est., pot.nephrotox./ neurotox./ neuromusc.tox./ ototox., incr.ototox.risk in pts.with mitochondr.DNA mutat.(part.1555A-G sub.in the 12S rRNA gene)even in recomm dose range, consid.altern.treatm., fam.hist.of relev.mutat./aminoglycos.deafn.consid.altern.treatm.or genetic test.prior admin., not in MG pts., caut.in muscul.dis.eg. parkinsons, hist,of aminoglycos.allergy/subclin.ren or 8th nerve damage by prior meds., large dose dur.surg, pos.trans.myasthenic syndr., contains sodium metabisulphite, total.topical absorp., overgrow.non-suscept.organism., macul.infarct.lead.to perman.vis.loss aft.intravitr.admin., prem.& neonat.infants.

Interactions: Red.ren.extret. of zalcitabine, agalsidase α/β activ.pos.inhib., concom.othr.neurotox./ oto-/nephro- meds.part.bacitracin, cisplatin, amphotericin B, ciclosporin, tacrolimus, cephaloridine, paromomycin, viomycin, polymyxin B, colistin, vancomycin, othr.aminoglycos., concom.parenter.cephalosporins incr.nephrotox., potent diuret.eg.furosemide/ ethacrynic acid.as incr.ototox., concom.β-lactam antibiot.poss.mutual inactivat., concom.biphosphonates incr.hypocalcaem., concom.platinum comp.incr.nephro-& ototox., concom.Vit B1 poss.destroyed, intraperiton.use not recomm.in pts.rec.anaesthet./muscl.relax., indomethacin poss.incr.plasmaconc.in neonates.
 XE "Gentamycin Fresenius" GENTAMYCIN FRESENIUS, Fresenius Kabi [P/S]
Gentamicin sulphate.

Indications: Ac./chron.UTI, sev.syst.infects., bone & soft-tiss.infects., infect.burns, RTI, eye infects.

(S4) INJ, [P/S] L/20.1.1/162, 163, 164
725862-009: 10 mg/ml, 10x2 ml amps, R150,57
725838-019: 40 mg/ml, 10x1 ml amps R179,73
701046-003: 40 mg/ml, 10x2 ml, amps, R369,38
Dosage: IV admin.only recomm.when IM route not permitt. Slow IV admin./infus.over up to 2 hrs. Treatm. durat. gen.7-10 days.

UTI: Mod.infects: 2 mg/kg/day as sngl.dly. dos. or in 3 equal dos.8 hrly. Concom.alkalis to be giv.to raise urin.Ph above 7.
Syst.infects: 2 mg/kg/day as sngl.dly.dos.or 3 equal dos. 8 hrly. Sev.infects: 3 mg/kg/day as sngl.dly.dos.or in 3 equal dos.8 hrly.

Life threat.infects: Adults: Up to 5 mg/kg/ day as sngl.dly.dos.or in 3 equal dos.8 hrly. Dos. to be reduc.to 3 mg/kg/day as soon as clinic. indic. Childr: 3-6 mg/kg/day in 3 equal.div.dos.8 hrly. Infts.old.than 1 wk: 3-6 mg /kg/day in 3 equal.div. dos.8 hrly or in 2 equal dos.12 hrly. Neonates & infts.less than 1 wk: 6 mg/kg/day in 2 equal.div. dos.12 hrly. Dos.interv.poss.vary depend.on pt. condit.

Contraindications: Safety in pregn.& lactat. not est., concom.ethacryn.acid/ furosemide/ other potent.ototox.agents/ neuromusc. block.agents.

Side effects: Ototoxic., nephrotox., hypersens./ anaphylact.reacts., aminoglycos.cross-sens., bld. dyscras., purpura, GI disturbs., stomatit., endotox. shock, electrol.disturbs., eye disords.foll.intra-ocul. inj., neuromusc.blockade
Special precautions: Imp.ren.funct., myasth. grav., parkinsonism/condits.charact.by musc. weakn., incr.ototoxic.risk with imp.hepat.or audit. funct./bacteraem./fev./loud nois.expos., nephrotoxic. risk with vol.deplet./hypotens./liv. dis./female, other potent.ototox.& nephrotox. subst., monit.ser.lev., monit.ren./audit./vestib. funct. in case of high dos.lev.or extend.treatm.per.

Drug interactions: Cross-sens.with neomycin & kanamycin, diuret.such as ethacryn.acid & furosemide may result in ototox., cephalosporin may potent nephrotoxic., poss. resp.depress./ musc. paralys.with concom.neuromusc.block. agents.

 XE "Pharma-Q Gentamicin" PHARMA-Q GENTAMICIN INJECTION, Pharma-Q [P/S]
Gentamicin sulph.equiv.to gentamicin.

Indications: Sens.UTI, syst.infects., bone & soft-tiss.infects., infect.burns, RTI.

(S4) INJ, 31.20.1.1/0441, 0442, 0443 

899132-002: 20 mg/2 ml, 10x2 ml amps, R132,59
899135-005: 40 mg/1 ml, 10x1 ml amps, R153,88
899139-002: 80 mg/2 ml, 10x2 ml, amps, R54,93
Dosage: Usual.admin.IM. IV admin.in spec. circumst. only. Infus.over per.up to 2 hrs.

Same dos.may be admin.IM/IV. Plasma conc.not to exceed 10 µg/ml.Monit.dos.with serum peak & through lev.Treatm.per.limit.to 7-10 days.

Adults with norm.ren.funct: 3-5 mg/kg/day in 3 equal dos.(8 hrly)

Childr: 3-5 mg/kg/day admin.in 3 equal.div.dos. 8 hrly depend.on sev.

Neonates & infts.less than 1 wk: 6 mg/kg/day in 2 div.dos.12 hrly

Infts.old.than one wk: 6 mg/kg/day in 2 equal dos.12 hrly or 3 equal.div.dos.8 hrly.

Contraindications: Myasth.grav., pregn.& lactat.
Side effects: Hypersens./anaphylat.reacts., irrevers. ototoxic., revers nephrotox., ac.ren.fail. often in assoc.with other nephrotox.agents, ren. funct. impairm., resp.depress., musc.paralys.due to neuromusc. block.act., cross.sens.with other aminoglycosid., bld.dyscras., purpura, N&V, stomatit., liv.dysfunct.signs., neurotoxic. incl. periph. neuropath./CNS effs., convuls., endotox. shock. 

Special precautions: Imp.ren.funct., restrict to life-threat.infects.where other antimicrob.not suit., neuro-/ototox. risk with prolong.use, reg.monit. advis. dur.prolong./high dos ther., concom.anti-emet. poss.mask early vestibul.ototox.sympt., other concom.neuro/nephrotox.meds., myasth. grav., parkinsonism, condits.charact.by musc. weakn., infts., elderly, poss.foet.8th cran.nerve damage if used dur.pregn.
Drug interactions: Concom.ethacryn.acid/ furosemide/other aminoglycosid./vancocin/some cephalosporins may potent.nephrotoxic.
 XE "Tobi" TOBI, Mylan [P/S]
Tobramycin

Indications: Long-term managem.of chron. pulm. colonisat. by Pseudomonas aeruginosa in cyst. fibros. (CF) pts.aged 6 yrs.& old.

(S4) NEBULIS.SOL. A40/20.1.1/0522.

712097-001: 300 mg/5 ml; 60x5 ml; R32 384,54
Dosage: For inhalat.only. Treatm.init.by physic. exper.in managem.of cyst.fibros., consid.addit. anti-pseudomon. ther.if clinic.deteriorat.of pulm. status evid.

Recomm.dos: 1 amp.2x/day for 28 days admin.by inhalat.over approx. 15-min. period. Keep dos. interv. as close as poss. to 12 hrs.& not < 6 hrs. Aft. 28 days of ther.discont.ther.for next 28 days. Maintain cycle of 28 days of active ther./28 days of rest.

Contraindications: Safety & effic.in pregn.& lactat.not est., aminoglycos.hypersens., not for parenter. use.

Side effects: Uncommon: Voice alterat., dyspn., cough incr., pharyngit. Rare: Chest pain, asthen., fev., headache, pain, naus., anorex., mouth ulcerat., vomit., dizzin., bronchosp., chest tightn., cough, shortn.of breath, lung disord., sputum incr., haemoptys., lung funct.decr., laryngit., epistax., rhinit., asthma, tinnit., taste pervers., hear.loss, aphon., rash. V.rare: Abdom.pain, fung.infect., malaise, back pain, allerg.reacts.incl.urticar./ prurit., diarrh., oral monilias., lymphadenopathy, somnol., hyperventilat., hypox., sinusit., ear disord./ pain.

Special precautions: Known/suspect.ren./ audiovestibul./ neuromusc.dysfunct/sev act. haemoptysis., monit.ser.conc.through venipunctur. & not finger-prick bld sampl., admin.1st dos.under supervis.if part of curr.regimen & meas.FEV1 bef.& aft. nebulisat; evid.of bronchosp.in pres.of bronchodilat. ther.may indic.allerg.resp., discont.if allerg. resp.suspect., neuromusc.disords. (parkinsons/ other condits.characteris.by myasth. incl. myasth.gravis), known/suspect.ren.dysfunct., monit.pts. receiv.concomit.parenter.aminoglycos. ther.as poss.risk of cumulat.tox.exist., eval.benef. vs risk in act.sev.haemoptys., theoretic.risk of develop. P. aeruginosa resist.to IV tobramyc., avoid concurr. &/sequent.use with poss. nephrotox./ ototox.meds., avoid concurr.furosemide/urea/ mannitol, recomm.order of treatm.in pts.receiv. sever.diff.resp.ther.is bronchodilat.< chest physio.< other inhal.meds.< Tobi
Drug interactions: Some diurets.may incr. aminoglycos. tox.by alter.antibiot.ser./tiss.conc., incr. risk of nephrotox.with Amphotericin B/ cefalotin/ ciclosporin/tacrolimus/polymyxins, risk of incr. nephrotox./ototox.with platinum compds, incr.risk of neuromusc.eff.with anticholinesterases /botulinum tox.

 XE "Tobramycin Fresenius" TOBRAMYCIN FRESENIUS, Fresenius Kabi [P/S]

Tobramycin sulph.

Indications: Potent.life-threaten.suscept.RTI, various nosocomial infects.& complicat./recurr. UTI usual.in combin.with anoth.antibiot.with Gram.-neg.activ.

(S4) INJ. Z/20.1.1/287.

701049-007: 80 mg/2 ml, 10 vials, R957,30
Dosage: Admin.IM/IV over 20-60 mins.in 50-100 ml sterile NaCl or gluc.sol. Dos.not to exceed 5 mg/ kg/day unless ser.lev.monit. Treatm.durat.gen.not long.than 7-10 days. Not to be mix.with other meds.
Childr: 6-7,5 mg/kg/day in 3-4 equal div.dos. Dos. interv. in paed.pts.may vary depend.on med.condit. Ser.lev.to be monit. Premat./full-term neonates 1 wk.of age or less: up to 4 mg/kg/day in 2 equal. div.dos. 12 hrly.
Adults: Ser.infects: 3 mg/kg/day admin.once dly or in 3 equal div.dos.8 hrly. Life-threat.infects: Up to 5 mg/kg/day admin.once dly.or in 3-4 equal.div. dos. Reduc.to 3 mg/kg/day as soon as clinic. indicat.

Contraindications: Safety & effic.in pregn.& lactat.not est., myasthen. grav., parkinsonism, other condits. charact.by musc.weakn.

Side effects: Irrevers.ototox., ac.ren.fail., ren. impairm., neurotoxic.incl.convuls., neuromusc. block. act., vis.disturbs., encephalopathy, CNS effs., mening.irrit., arachnoidit., polyradiculit., ventriculit., bld. disords., pseudomembr.colit., hypersens. reacts., hypomagnesaem./calcaem.& kalaem., resp. depress., musc.twitch., musc. paralys., headache.

Special precautions: Poss. 8th foet.cran.nerve damage if used in pregn., avoid concurr./sequent. use of other aminoglycosid.& other potent. neurotox. &/nephrotox. antibiot.esp.streptomycin/ neomycin /kanamycin/gentamycin/cefaloridine/ paronomycin/ viomycin/polymixin B/colistin/ vancomycin/amikacin, caref.monit.of pts.on high dos. lev./prolong.treatm.esp.infts.& elderly, monit. obese pts./cyst.fibros./known or susp.ren.funct. impairm., concom.neuromusc.block.& nephro-/ ototoxic.agents, anti-emet.poss.mask.ototox. sympt., per.peak & trough ser.lev.monit.esp.in ren. impairm., ototoxic./nephrotoxic.risk fact.

Drug interactions: Poss.antagon.pyridostigmine eff.on skelet.musc.in myasth.grav.pts., enhanc.eff. of neuromusc. block. agents result.in skelet.musc. weakn.& poss. resp.depress./paralys.

18.4
Tetracyclines
 XE "Cyclimycin" CYCLIMYCIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Minocycline HCl equiv.to minocycline
Indications: Suscept.organ.infects., gonorrh., syphil.& anthrax where penicill.allerg.pres., acne-adjunct.

(S4) CAPS. W/20.1.1/442, 443.

788287-001: 50 mg, 60, R281,54
788295-012: 100 mg, 100, R1 373,51
Dosage: Adults: 200 mg init.,then 100 mg 12 hrly. Childr: Init.4 mg/kg follow.by 2 mg/kg 12 hrly.
Acne: Init. 50-100 mg 2xdly. Maint: 50 mg 2xdly.

Contraindications: Pregn.& lactat., childr.und.12 yrs, poss.dos.reduct.of anticoags., potent. hepatotox. medic., Ca, Mg, Al & iron salts decr. absorpt.

Side effects: GI disturbs., non-suscept.organ. overgrowth, tooth discol., enamel hypoplas.& retard. bone growth in childr.und.12/foetus, incr. IC-press.& bulg.fontanel.in infts., bld.dyscras., vit.defic., allerg.reacts., photosens., poss.neg. nitrog. balance in elderly, pseudotumour cerebri
Warnings and special precautions: Imp.liv. funct., myasth. grav.sympt.poss.aggrav.

Drug interactions: Poss.reduc.anticoag.dos., Ca, Mg, Al & iron salts decr.absorpt., poss.antagon.in act.with concom.penicill.
 XE "Doxycycline Biotech 100 mg" DOXYCYCLINE BIOTECH 100 mg, Biotech [P/S]

Doxycyline hyclate equiv.to doxycycl.

Indications: Suscept.U & LRTI’s /GUT/ acne/ opthalm./intest.infects./ Rickettsia/brucellos./ tularaem./actinomycos./Lyme dis./yaws/relaps. fev./leptospiros.

(S4) TABS, 31/20.1.1/0425

722844-003: 100 mg, 14, R8,11
722844-002: 100 mg, 28, R16,21
722844-001: 100 mg, 100, R57,90
Dosage: Admin.with adeq.liq.while pt.in upright pos. 1 hr bef./ 2 hrs.aft.meals.

Usual.100 mg 2x dly.on 1st day then 100 mg dly.
Acne: Adults: 50 mg 2x dly. 

Contraindications: Ren.impairm., childr.und. 12 yrs., SLE, pregn.& lactat.

Side effects: Tooth /nail discol., GI disturbs. incl. oesophag.ulcer.when oral preps.taken with insuffic. water/in recumb.posit., incr.uraem. severity/ hepatotoxic.in pts.with ren.dis.giv.high dos., bld. dyscras., vit.defic., allerg./hypersens. reacts. incl.angioneurot.oed./anaphylax./skin reacts.incl. exfoll.dermatit./Henoch Schonlein purpura/ LE exacerbat., pericardit., photosens., onycholys., Jarisch-Herxheim.-like react., Fanconi-type syndr.with expir.tetracycl., candidias., superinfect.

Warnings and special precautions: Reduc concom. anticoags.dos., concom.penicill., cross. placenta & deposit.in foet.bones & teeth, liv. funct.impairm., frail/elderly, not for use with hepatotox.meds., may aggrav.myasthen. grav. sympts., rais.IC press.esp.infts./concom.Vit.A or other retinoids.

Drug interactions: Decr.absorpt.with milk/alkal./ Al hydrox./other di- & trivalent.cations e.g. Ca/ Fe/Mg., antagon.with penicillin, decr.OC’s effic., ser.nephrotoxic.with methoxyflurane.

 XE "Lymac" LYMAC, Austell [P/S]

Lymecycline.

Indications: Infects.caused.by suscept.strains of pathogens.

(S4) CAPS, 51/20.1.1/0887

3003791-001: 300 mg, 28, R295,81
Dosage: Take 1 hr.bef./2 hrs.aft.meals.
300 mg 12 hrly.depend.on sev.of infect. Max.dos. 3 g dly.for adults & 50 mg/kg bm/day for childr. 
Contraindications: Pregn., lactat., childr.und. 8 yrs., overt ren.insuffic., concurr.oral.retinoids.

Side effects: Freq: Headache, naus., abdom. pain., diarrh. Unknown freq: Neutropen., thrombocytopen., anaphylact.react., hypersens., urticar., angioneurot.oed., dizzin., IC hypertens., vis. disturbs., epigastralg., glossit., vomit., enterocolit., jaund., hepatit., erythemat.rash, photosens., prurit., Stev.John.syndr, pyrex., incr.transaminas./ bld.alkal.phosphat./bld.billirub.

Warnings and special precautions: Ren./ hepat. impairm., ensure adeq.fluid.to avoid. oesophag. irrit., poss.antibiot.resist.with prolong. use., avoid UV & direct sunlight., SLE exacerbat., poss.ren.tubul.acidos.with use of expir.tetracycl., myasth. gravis, perm.dental stain.if used in childr., poss.anti-coag.dos.adjustm., avoid tak.barbitur./ carbamazepine/ phenytoin within 2 hrs of lymecycline.

Drug interactions: Fe/Al/Ca/Mg/ cholestyramine/ bismuth/sucralfate/quinapril decr. the absorpt., decr.half-life with barbitur./ carbamazepine/ phenytoin, incr.risk of benign intracran. hypertens.with oral retinoids/Vit A, incr. eff.of anticoags., antagon.penicillin.act., ser. nephrotox.follow.concom.use of methoxyflurane.

 XE "Tetralysal" TETRALYSAL, Galderma [P/S]
Lymecycline.
Indications: Tetracycl.sens.infect.

(S4) CAPS, A549, E/20.1.1/67.

770248-012: 150 mg, 28, R203,92
770159-044: 300 mg, 28, R369,76
Dosage: 300 mg 12 hrly.depend.on sev.of infect. Max.dos. 3 g dly.for adults & 50 mg/kg bm/day for childr.
Contraindications: Pregn., lactat., childr.und. 12 yrs., ren.impairm., SLE.

Side effects: GI disturbs., candida overgrowth & superinfect., bld.disord., allerg.reacts., perm. tooth discolor.& skin & nail photosens., vit.defic., angioneurot.oed., anaphylax., Jarisch-Herxheimer-like react., Fanconi-type syndr.with use of expir. tetracycl., induc.neg.N2 bal.

Special precautions: Liv.impairm., poss.anti-coag.dos.adjustm.

Drug interactions: Na bicarbon., Fe, Al, Ca & Mg decr.the absorpt., antagon.penicillin.act., eff. of OC’s dimin., ser.nephrotox.follow.concom. use of methoxyflurane.

18.5
Chloramphenicols
No products listed.
18.6
Sulphonamides and combinations
 XE "Bactrim" BACTRIM, Roche [P/S]

Trimethoprim 80 mg, sulfamethoxazole 400 mg.

Indications: Sens.RTI, UTI, genit.GI infect., skin & soft tiss.infect.

(S4) TABS, [P/S] B/20.2/111.
706434-005: 20, R102,31
Dosage: 2 tabs 2xdly.
(S4) IV INFUS, [P/S] F/20.2/191.

Trimethoprim 80 mg, sulfamethoxazole 400 mg/5 ml.
706418-018: 5x5 ml, R349,65

Dosage: Must be dil.1 amp: 125 ml infus.sol.

Adults & childr.over 12 yrs: 2 amps morn.& even. Childr.und. 12 yrs: 2 ml/5 kg bm/day div.in 2 equal dos. Max.durat. 5 success.days.
(S4) DS TABS, [P/S] L/20.2/64.

Trimethoprim 160 mg, sulfamethoxazole 800 mg.

706442-008: 10, R113,25
Dosage: 1 tab 2xdly.
Contraindications: Pregn.& lactat., bld.dyscras., sulphonam.hypersens.incl.sulphonylurea & saluret.sulphonam.derivat., mark.liv.parenchym. damage & sev.ren.insuffic., megaloblast.anaem., ser.haematolog.disords., infts.dur.1st 6 wks., Vit.B12/ folic acid defic., porphyr., concom. dofetilide.

Side effects: Skin rash, GI disturbs., fung.infects., bld.dyscras., hypersens.reacts., pulm.infiltrat. manifest.as cough & shortn.of breath, revers. incr. ser.K+ conc.if giv.in high dos./with underly. K+ metabol.disords./meds.induc.hyperkalaem., hyponatraem., hypoglycaem.in non-diab.pts., hallucinat., neuropathy, uveitis., asept.meningit./ meningit.-like sympts., atax., convuls., tinnit., vertigo, ac.pancreat., pseudomembr.colit., hepatit., photosens., Stev.-Johns./Lyell's syndr., arthralg., myalg., rhabdomyolysis, imp.ren.funct., crystallur., incr.diures. partic.in oed.of card.origin, loc.reacts. with IV infus., high.S/E freq.& diff.clinic.pic.in HIV infect.pts.

Special precautions: Discont.at 1st appear.of skin.rash/other ser.advers.reacts., sev.allergy hist., bronch.asthma, elderly, exist.complic.condits., ren.impairm., treatm.durat.to be as short as poss., reg.bld.counts with prolong.ther., pre-exist.folic acid defic., adeq.hydrat., G6PD defic., monit. concom. digox.& anticoag.ther., thyroid dysfunct., “slow acetylators” poss.more prone to idiosyncrat. reacts., do not add any products to IV infus.esp. those low.pH to below 8.

Drug interactions: Incr.incid.of thrombocytopen. with purpura in elderly with diuret.prim.thiazides, digox.bld.lev.incr., hypoprothrombot.eff.of anticoag. warfar.signific.incr., hepat.metabol.of phenytoin inhibit., revers.ren.funct.deteriorat.with cyclospor.follow.ren.transplantat., effic.of tricycl. antidepress.decr., sulfamethoxazole incr.free methotrex.fract.& syst.expos., poss.megaloblast. anaem.with pyrimeth.dos.exceed.25 mg wkly.for malaria prophylax., effs.of oral hypoglycaem. potent., incr.sulphamethoxazole bld.lev.with indomethacin, tox.delirium with amantadine, incr. dofetilide Cmax with poss.ser.ventric.arrhythm. assoc.with QT prolongat.incl.torsades de pointes.

 XE "Cozole" COZOLE, Ranbaxy [P/S]

Sulphamethoxazole 400 mg, trimethoprim 80 mg.
Indications: U&LRTI, UTI, aliment./genit.tract & skin infects.

(S4) TABS, [P/S] R/20.2/279.

716731-029: 500, R134,39
Dosage: Adults & childr.over 12 yrs: 2 tabs. 12  hrly. x5 days. Childr.6-12 yrs: 1 tab 12 hrly x 5 days.
(S4) SUSP, [P/S] W/20.2/376.

Trimethoprim 40 mg, sulphamethoxazole 200 mg/5 ml.

793310-016: 100 ml, R10,44

Dosage: Admin. 12 hrly.

Infts. 8 wks-5 mnths: 2,5 ml. Childr. 6 mnths-5  yrs: 5 ml. 6-12 yrs: 10 ml.
Contraindications: Porphyr., liv.parenchym. damage/ sev.ren.insuffic., Vit B12& folic acid defic.states, megaloblast.anaem., bld.dyscras., pregn.& lactat., prem./ newborn.infts.dur.first 2 mnths.

Side effects: Bld.disords., skin disords.incl. exfoliat.dermat./Steven Johnson syndr./Lyell’s syndr./erythema nodosum & allerg. vasculit., cyanosis format.from methaemoglobin./ sulphaemoglobinaem., GI disturbs., CNS effs. hypothyroid., arthralg., atax., tinnit., periph.neurit., polyarterit.nodosa, tox.nephros., hypoglycaem. eff.with high dos., hypersens.reacts., SLE partic. exacerbat.of pre-exist.dis., crystallised in urine, syndr. resembl. serum sickn., hepatotox.reacts., myocardit., pancreatit., pulm.eosinophil., anaphylax., optic neuropathy/trans.myop., fev., vertigo, pseudomembran.colit., prurit., sore mouth.

Special precautions: Ren.impairm., reg.bld. counts.(prolong.use), adeq.fluid intake., concom. pyrimethamine/ immunosupp.ther & phyentoin , coumar. anticoags.& methotrexate., malnourish/ elderly esp on diuret., discont.when rash appear., actual/poss.folate defic., consid.folinic acid admin., admin.alkalis.if large dos.used.

Drug interactions:.Diuret.(incr.risk of thrombocytopen), sulphonylureas act incr., cross-sens. betw.sulphamethoxazole & chemic.relat. meds. eg.diuret.& sulphonylurea hypoglycaem., effs.of oral anticoag./methotrex./phenytoin potent., act.antagon.by PABA & deriv.cmpds. partic. procaine group of loc.anaesthet., incr. crystallur. risk with paraldehyde, incr.effs.digoxin, procainemide & tolbutam clear.interfer.with, revers. ren.funct.deteriorat.with cyclospor.foll.ren. transpl.

 XE "Durobac" DUROBAC, Innovata Pharma [P/S]

Trimethoprim 80 mg, sulphamethoxazole 400 mg.
Indications: Uncomplic.UTI’s, male & fem.ac. gonococc.urethrit., RTI,
(S4) TABS, [P/S] J/20.2/279.

721751-009: 1 000, R232,08

Dosage: In ac.infects.admin.x5 days or 2 days aft.sympts.disappear. Adults & childr.over 12 yrs: 2 tabs 12 hrly.aft.meals. Max.dos: 3 tabs.12 hrly. Min.dos.(long term ther.exceed.14 days): 1 tab. 12 hrly.

(S4) DS TABS, [P/S] P/20.2/55.

Trimethoprim 160 mg, sulphamethoxazole 800 mg.

721778-004: 30, R39,39
Dosage: In ac.infects.admin.x5 days or 2 days aft. sympts.disappear. Adults & childr.over 12 yrs: 1 tab 12 hrly.aft.meals. Max.dos: 1 and half tabs. 12 hrly. Min.dos.(long term ther.exceed.14 days): Half tab.12 hrly.

Contraindications: Jaund., imp.liv.& ren.funct., infts.dur.1st 2 wks.of life, pregn., porphyr.

Side effects and special precautions: Megaloblastos./ thrombocytopen.& leucopen., exfolativ.dermatit., Stev.Johns.& Lyell syndr., erythema multiforme, allerg.vasculit., N&V, diarrh., glossit., stomatit., trans.jaund., headache, depress., hallucinat., aplast.anaem./ac. haemolytic./ macrocyt.anaem., coagulat.disords., granulocytopen., agranulocytos., purpura, sulphaemoglobinaem., reg.bld.counts in long-term treatm.
Interactions: Incr.thrombocytopen.risk with diuret. esp.in elderly with HF
 XE "Pharma-Q Co-Trimoxazole" PHARMA-Q CO-TRIMOXAZOLE INJECTION 5 ml, Pharma-Q [P/S]

Trimethoprim 80 mg, sulfamethoxazole 400 mg/5 ml.

Indications: U & LRTI, UTI, GI infects., genit. tracts, skin & other bact.infects.

(S4) IV INFUS, 29/20.2/0665

701743-003: 10x 5 ml, R242,21
Dosage: Admin.by IV infus.only over 60-90 mins. Must be dilut.5 ml:125 ml infus.sol. Adults & childr.over 12 yrs: 10 ml (960 mg) 2xdly, morn.& even. Sev.cases: 15 ml(1,44 g) 2xdly morn.& even. for max.3 days. Childr.up to 12 yrs: 2 ml/5 kg bm/ day in 2 div.dos.Childr.und.12 yrs: Recomm.dos: 6 mg trimethoprim & 30 mg sulphamethoxazole/kg bm/day

Contraindications: Sulphonam.hypersens., liv. parenchym.damage, sev.ren.insuffic., megaloblast. anaem., bld.dyscras., ac.porphyr., prem./newborn infts.dur.1st 2 mnths.of birth, safety in pregn.& lactat. not est., Vit.B12/folic acid defic. states, avoid in G6PD defic.

Side effects: Porphyr.exacerbat., GI disturbs., fev., skin reacts.incl.exfoliat.dermatit./Stev.Johns. &/Lyell’s syndr., photosens.reacts., SLE, nephrotox. reacts.incl.ren.fail., lumb.pain, haematur., oligur., anur., crystallur., bld.dyscras., coagulat. disords., syndr.resembl.ser.sickn., liv. necros., hepatomegaly, jaund., myocardit., pancreatit., pulm.eosiniphil., fibros.alveolit., vasculit. incl.polyarterit.nodosa, anaphylax., cyanos. due to methaemoglobinaem., hypoglycaem., hypothyroid., neurolog.reacts.incl. asept. meningit., atax., benign IC hypertens., convuls., dizzin., CNS effs., headache, vertigo, periph./ opt.neuropath., psychos., poss.jaund./ kernict. in newborns, acidos., goitre, arthrit., tinnit., pseudomembr. colit., tox.nephros., glossit., stomatit., allerg.reacts.
Special precautions: Exist.SLE exacerbat., reg. bld. counts, crystallur.risk reduc.with high fluid admin., alkinisat.of urine aids sulphonam.elimin., allergy/ asthma hist., discont.immed.if rash appears, elderly/malnourish., reg.bld.monit.in ren. funct.impairm.dur.prolong.ther., high freq.of adverse reacts.in AIDS pts., avoid direct sunlight expos., thyroid disords., concom.diuret.incr.risk of thrombocytopen.e sp.in elderly with HF.

Drug interactions: May potent.effs.of oral anticoags. /phenytoin/methotrexate, hypoglycaem. eff. with high dos.sulphonam., sulphonam.act. antagon. by PABA & deriv.compnds., antidiab.eff. of sulphonylur.compnds.enhanc., trimethoprim potent. digoxin/procainamide eff.esp.in elderly, concom. dapsone & trimethoprim incr.each others ser. conc., rifampicin poss.decr.conc., incr. nephrotoxic. risk with trimethoprim & cyclospor., IV admin.decr. cyclospor.bld.conc., incr. myelosuppress. risk if trimethoprim admin.with other depress.of bone marrow funct., megaloblast. anaem. risk with other folate inhibits.

 XE "Purbac" PURBAC, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Trimethoprim 80 mg, sulphamethoxazole 400 mg.
Indications: U&LRTI, .ren.& UTI’s, GIT’s, male & fem.genit.infects., skin infects., ac.brucellos., mycetoma except those caus.by true fungi, nocardios., ac.& chron.osteomyelit.
(S4) ADULT TABS, [P/S] J/20.2/339.

758248-016: 500, R232,63
Dosage: In ac.infects.admin.x5 days or 2 days aft.sympts.disappear. Reasses.if no improvem.aft.7 days. Adults & childr.over 12 yrs: 2 tabs 12 hrly. aft.meals. Max.dos: 3 tabs.12 hrly. Min.dos.(long term ther.exceed.14 days): 1 tab.12 hrly. Childr.6-12 yrs: 1 tab 12 hrly.aft. meals
(S4) PAED SUSP, [P/S] K/20.2/241.

Trimethoprim 40 mg, sulphamethoxazole 200 mg/5 ml.

758221-002: 50 ml, R6,56
758221-010: 100 ml, R13,09
Dosage: In ac.infects.admin.x5 days or 2 days aft.sympts.disappear. Reasses.if no improvem.aft.7 days. Childr. 6-12 yrs: 10 ml.2xdly.
(S4) DS TABS, [P/S] L/20.2/295.

Trimethoprim 160 mg, sulphamethoxazole 800 mg.

758256-019: 10, R15,05
758256-028: 30, R45,17
758256-027: 250, R376,38
Dosage: In ac.infects.admin.x5 days or 2 days aft.sympts.disappear. Reasses.if no improvem.aft.7 days. Adults & childr.over 12 yrs: 1 tab 12 hrly.aft.meals. Max.dos: 1 and half tabs.12 hrly. Min.dos.(long term ther.exceed.14 days): Half tab.12 hrly.
(S4) INJ. 5 ML, [P/S] L/20.2/336.

Trimethoprim 80 mg, sulphamethoxazole 400 mg/5 ml.
Indications: Sensit.micro-organ.infects.req. parenter. treatm.
785644-008: 10x5 ml, R613,36
Dosage: Admin.only in dil.form by IV infus.over approx. 1½ hrs. Do not inj.IM/SC.T ransf.to oral therapy ASAP.

Adults & childr.over 12 yrs: 10 ml 2xdly. morn. & even. Min.dos.for long term treatm.exceed 14 days: 5 ml 2xdly morn & even. Max.dos: 15 ml 2xdly morn & even Childr. 6 wks-5 mnths: 1,25 ml 2xdly.morn.& even. 6 mnths-5 yrs: 2,5 ml 2xdly. morn.& even 6-12 yrs: 5 ml 2xdly. morn.& even.

Typhoid fev: Adults: 5 ml 2xdly morn.& even x15 days.
Contraindications: Porphyr., liv.parenchym., megaloblast. anaem.due to folic acid defic., sev.ren.insuffic., pregn.& lactat., prem.& neonates dur.1st few wks.of life.
Inj: Porhyr., jaund., imp.ren.& liv.funct., effs. enhanc.by displacem.from plasma bind.sites by more high.bound acid.subst., infts.within 2 wks.of birth, pregn.

Side effects: Hypersens.reacts.incl. anaphylax./ Stev.Johns.& Lyell syndr., N&V diarrh., SLE partic. exacerbat.of exist.dis., nephrotox.reacts.with poss. ren.fail., lumb.pain/haematur./oligur & anur.due to urine crystallisat., agranulocytos., aplast.anaem., thrombocytopen./leucopen./hypoprothrombinaem.&eosinophil., ac.haemolytic.anaem.often assoc. with G6PD defic., ser.sickn.syndr., hepatox.reacts., myocardit., pancreatit., pulm.eosinophil., vasculit., cyanos.due to methaemoglobinaem/ sulphaemoglobinaem., optic neuropathy, trans. myopia, fev., hypothyroid., atax., dizzin., fatig., headache, insomn., periph.neurit., vertigo, alt.GI bact. flora theref.pseudomembr.colit.risk, prurit., skin rash, sore mouth

Warnings and special precautions: High.S/E incid.in immunocomprom.pts., discont.immed. when rash occurs due to poss.sev.allerg.react., act./poss. folate defic., concom.pyrimethamine as megaloblast. anaem.poss., malnour./elderly, poss. incr.thrombocytopen.risk in elderly receiv.diuret., reg.bld.counts in long-term treatm., imp.ren.funct., adeq.hydrat., alkal.admin.if large dos.admin. sucrose content of susp.
Interactions: Cross-sens.betw. sulphamethoxazole & chemic.relat.compds partic. acetazolamide & thiaz.diuret.& sulphonylurea hypoglycaem.agents, effs.of oral anticoags./ methotrex.& phenytoin potent., enhanc.anti-diab. eff.of sulphonylurea, act.antagon.by PABA & deriv. cmpds.esp.procaine group of loc.anaesthet., incr. crystallur.risk with paraldehyde, digoxin, procainamide & tolbutam clear.interfer.with, revers. ren.funct.deteriorat.with cyclospor.follow. ren. transpl.

 XE "Xeroprim" XEROPRIM, Oethmaan Biosims [P/S]

Trimethoprim 80 mg, sulphamethoxazole 400 mg

Indications: Upper & lower resp., urin., genit.& GI tract.& skin infects.caus.by suscept.organ.

(S4) TABS, 27/20.2/0077

793698-015: 56, R28,54
793698-014: 100, R50,97
793698-016: 500, R254,86
Dosage: Adults & childr.over 12 yrs: 2 tabs 12 hrly. x10-14 days.

Contraindications: Porphyr., liv.parenchyma damage, sev. ren insuffic., pregn.& lactat., premat./newborn infts.dur.1st 2 mnths of life, megaloblast.anaem., bld.dyscras., Vit.B12 or folic acid defic.state.

Side effects: Anaem., coagulat.disords., granulocytopen., agranlocytos., purpura, Henoch-Schotein purpura, sulphaemooglobinaem., redden. exanthema, itch., exfoliativ.dermatit., Stev.-Johns. syndr., tox.epiderm.necrolys., megaloblastos., leucopen., thrombocytopen., N&V, diarrh., glossit., stomatit., jaund., headache, depress., hallucinat. manifestat., dizzin., drug fev., psychos., acidos, anorex., goitre, hypothyroid., arthralg., drowsin., fatig., insomn., nightmares, confus., vertigo., atax., tinnit., periph.neurit., polyarterit.nodosa, tox. nephros., sensitisat.dermatit.with direct sunlight expos., pseudomembr.colit., anaphylax.
Warnings and special precautions: Imp. ren.funct., reg.bld.counts on longt.treatm., hypoglycaem. eff.with high dos., thyroid tests in thyroid disords., adeq.fluid intake, discont.if rash occurs, use in allerg.condits., bronch.asthma, elderly, malnourish.
Interactions: Incr.crystallur.risk with paraldehyde, act. antagon.by PABA & deriv.cmpds., caref.monit. of concom.oral anticoags.& methotrex.receipt., enhanc. hypoglycaem.eff.of sulphonylurea, caut. with pyrimethamine./immunosuppress.ther., half-life of phenytoin prolong., digoxin/procainamide & tolbutam clear.interfer.with, incr.thrombocytopen. risk with diuret.

18.7
Quinolones
LITHA LEVOFLOXACIN (MDR Listing)

ORPIC (MDR Listing)

 XE "Austell-Ciprofloxacin" AUSTELL-CIPROFLOXACIN, Austell [P/S]

Ciprofloxacin hydrochloride
Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact., gonorrh.
(S4) TABS, 38/20.1.1/0011, 0012.

704353-001: 250 mg, 10, R18,57
704351-001: 500 mg, 10, R26,78

Dosage: Swall.whole. Indiv.
Dos range: 250-750 mg 2xdly for 3 days, 5-10 days for ac. infects. or 4-6 wks.for bone infects.

Cyst.fibros.pts: 750 mg 2xdly taking bm into considerat.

Urin.tract infect: Ac.uncomplic.& mild to mod: 250 mg 2xdly. Sev./complicat: 500 mg 2xdly.

Skin & bone infects: Mild to mod: 500 mg 2xdly. Sev./complicat: 750 mg 2xdly.

Infect.diarrh: 500 mg 2xdly.

Gonorrh: 250 mg sngl.dos.

Contraindications: Pregn.& lactat., childr.und.18 yrs.

Side effects: Cartillage les.of weight bear.joints in cert.experim.animals, crystallur., GI disturbs., vis. disturbs., tinnit., imp.hear.esp.high freq., bld. dyscras., skin reacts.incl.Stevens-Johnson & Lyell syndr., photosens., CNS effs.incl.convuls.& psychot. reacts., joint pain & swell., myalgia, tendosynovit., tachycard., flush., syncope, trans. ren. impairm./fail., hypersens.reacts.incl. anaphylact. reacts., cholestat.jaund., imp.taste & smell, hyperglycaem., superinfect.
Special precautions: Convuls.disords., good hydrat. & avoid alkaline urine, concom. aminoglycos. in Pseudomonas aeruginosa infects., poss.pseudomembr.colit., elderly, myasth.grav., discont.immed. if tendosynovit.occurs
Drug interactions: Elevat.theophyll.plasma conc.& prolongat.of its eliminat.half-life, Mg/ Al/Ca/Fe preps.& sucralfate interfer.with absorpt., fenbufen incr. risk of CNS stimulat.& seiz., cyclospor. incr. serum creatinine conc., poss. warfar.toxic., act.of glibenclamide poss.intensif., probenecid incr.serum conc., metoclopramide acceler.absorpt.
 XE "Austell-Levofloxacin" AUSTELL-LEVOFLOXACIN, Austell [P/S]
Levofloxacin hemihydrate
Indications: Ac.exacerbat.of chron.bronchit., community acquir.pneum., sinusit., complic.UTI & ac.pyelonephrit., uncomplic. UTI in women, uncomplic. & complic.skin & soft tiss.& intra-abdom.infects.in adults caus by sens.bact.
(S4) TABS, 41/20.1.1/1019
717067-001: 500 mg, 5, R108,01
Dosage: Swall.whole. Dos.determin.by sev., type & sens.of infect.

Bronchit., bacter.exacerbat: 500 mg once dly x5-10 days.

Community acquir.pneumon: 500 mg 1-2xdly. x10-14 days. High.dos.in pres. of complicat.fact.

Sinusit: 500 mg once dly.x10-14 days.
UTI’s: Complic. & ac.pyelonephrit: 250 mg 1xdly. x10 days. Uncomplic.UTI in women: 250 mg 1xdly.x3 days.

Uncomplic.skin & soft tiss.infects: 250-500 mg once dly. x7-10 days.

Complic.skin & soft tiss.infects: 500 mg once dly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly x10-14 days.

Contraindications: Epilep., tendon disord.hist. relat.to fluroquinolone admin., pts.und.18 yrs., pregn.& lactat.

Side effects: GI disturbs.incl.bloody diarrh., CNS effs., headache, dizzin., paraesthes., vis./ audit./ taste/smell disturbs., trem., convuls., psychot. reacts., bld.dyscras., hepatit., liv.enzyme incr., interstit.nephrit., ac.ren.fail., skin disords.incl. Stev.John.syndr./tox.epiderm.necrolys./erythem. multiforme, photosens., hypersens.reacts., tendinit., arthralg./myalg., Achilles tend.rupt., musc. weakn.esp.in myasthen.grav.pts., rhabdomyolys., hypoglycaem.esp.in diab., fev., allerg. pneumonit., angioed., hypotens., anaphylact. shock, asthen., superinfect., porphyr. attacks in porphyr.pts.

Special precautions: Imp.ren.funct., seiz. disposit., concom. theophyll./fenbufen & simil. NSAID’s that low.seiz.threshold, strong sunlight/ UV expos., poss.false negat.bacteriolog. TB diagn., discont.if pseudomembr.colit.is suspect.& init. appropr.antibiot.ther., discont.ther.if sev.adverse reacts.incl.tendinit., preps.cont.iron salts/ sucralfate /Mg/Al-contain. antacids not to be admin. 2 hrs. bef./aft.ther.

Drug interactions: Iron salts/antacids/ sucralfate reduce absorpt., poss.interfere with clear.of theophylline /fenbufen/simil.NSAID’s that low. seiz. thresh.

 XE "Avebact" AVEBACT, Ranbaxy [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Ac.bact.sinusit., ac.bact.exacerb.of chron.bronchit., commun.acquir.pneumon., skin & soft tiss. infects.caus.by suscept.bact.in adults

(S4) TABS, 41/20.1.1/0778

714067-001: 400 mg, 5, R202,70
714067-002: 400 mg, 10, R405,40
Dosage: 400 mg dly swall.whole.

Durat.determin. by indicat.sever./clinc.respons. Usual.3-4 days aft.infect.manifestat.clear. Ac. chron. bronchit.exacerbat: 5 days. Ac.sinusit./ commun. acquir.pneum./skin & soft tiss.infects: 10 days. Treatm stud.for up to 14 days in clinic. trials. Do not exceed recomm.dos.

Contraindications: Other quinolone hypersens., sev. hepat.insuffic., pts.with transaminas.incr. > 5 x ULN, pregn.& lactat., tendon disord.hist.relat. to quinolone treatm., childr.und.18 yrs., grow. adolesc. except if no other suit.antimicrob.can be used, congen./document.acquir.QT interv. prolongat., electrol.disturbs., clin.relev. bradycard., clin.relev.HF with reduc.left-ventric. eject. fract., prev.hist.of symptomat.dysrhythm., concom. tizanidine., concomit.meds.known to prolong QT interv, concom.ACE inhibits./ARBs in mod. to sev.ren.impairm, meds.inhibit.peristalsis ser.diarrh.developm.

Side effects: Freq: Mycot.superinfect., superinfects. due to resist.bact., hypokalaem., headache, dizzin., QT prolongat.in pts.with hypokalaem., N&V, antibiot.induc.diarrh., GI/ abdom. pain, constip., incr.transaminas., abnorm. hepat.funct., pyrex. Less freq: Vulvovag. candidias./-mycot.infect., candidias., vag.infect., oral fung./fung.infect., gastroenterit., anaem., leukopen., leukocytos., thrombocytopen., neutropen., thrombocythem., incr./decr.INR/, prothromb. time/lev.incr./prolong, bld. eosinophil., agranulocytos., allerg.react., anaphylact. reacts./allerg.oed./angioed., hypo-/hyperglycaem., hyperuricaem., hyperlipidaem., anorex./decr.appet., dehydrat., anx., psychomot. hyperactiv./ agitat., depersonalisat., depress., hallucin., emot.lability, psychot.reacts., suicid. ideat./thoughts/ attempts, nervousn., restlessn.., amnes., disturb.coordinat., confus., disorientat., sleep disords., trem., seiz., abnorm.dreams, somnol., vertigo, paraesthes., dysesthes., hyperton., hypo-/ hyperaesthes., smell/taste/ speech disords., disturb.attent., amnes., periph. neuropathy, polyneuropathy, dysgeus., lethargy, tens.headache., vis.disturbs., trans vis. loss, photophob., uveitis, bilat.ac.iris transilluminat., tinnit., hear.impairm., QT prolongat., palpitat., tachycard., atrial fibrillat., ang.pect., hypertens., hypotens., ventric.tachydysrhythm., syncope, unspecif./specif. dysrhythm., torsade de pointes, card. arrest/ fail., CCF, vasodilat., phlebit., hypo-/hypertens., dyspn., wheez., bronchosp., dyspeps., flatul., anorex., gastrit., gastroenterit., incr.amylase, dysphag., stomatit., antiobiot. assoc..colit., abdom.discomf./distent., dry mouth, GORD, hepat.impairm., incr.bilirub./gamma-glutamyl-transf./bld.alkaline phosphat., jaund., hepat., fulmin.hepatitis., prurit., rash, urticar., dry skin, bull.skin reacts, hyperhidros., erythema, allerg. dermatit., night sweat., arthralg., myalg., tendonit., tendon rupt., incr.musc.tone/cramp., musc. twitch./weakn./rigid./spasm, arthrit., exacerb. of myasth.grav., gait disturb., extremity/ musculoskelet.chest/ musculoskelet. pain., ren. impairm., ac.ren.insuffic./fail., dysur., vulvovag. prurit., back/chest/pelvis/facial/unspecif.pain, sweat., periph.oed., malaise, infus.site extravasat., chills, chest discomf., incr.alanine aminotransfer./ aspartate aminotransfer./ hepat. enzyme/ lipase, abnorm.LFT, decr.haematocr., prolong. activat.part.thromboplast.time, incr.bld. triglycerid./ bld.uric acid. Unknown freq: Pancytopen., ser.sickn., hypoglycaem. coma., alt. coordinat., vasculit., allerg.pneumonit., hepat. fail., ac.hepat.necros., photosens./phototox. reacts., interstit.nephrit.

Warnings and special precautions: Discont. & avoid fluoroquinolone in pts.exper.tendinit./ tendon rupt./periph.neuropathy./CNS effs, myasth. gravis hist., reserve for use with no alternat. treatm.opts. in ac.bact.sinusit./ac.bact. exacerb. of chron.bronchit., avoid in known QT interv. prolongat./uncorr.hypokalaem./pts.receiv. Class 1A or class 111 antidysrhythm.agents, meds. reduc. K+-lev./relat.to signif.bradycard., elderly pts., poss.add.QT prolongat.eff.with high. conc. prolong.QT-interv.lead.to incr.ventric. arrhythm. risk incl.torsade de pointes, discont.if signs. of dysrhythm.occ., family hist.of CV condits. incl.ongoing proarrhythm.condits., aort.aneurysm &/dissect.fam.hist./diagnos.of or in pres.of risk facts., sudd.abdom./chest/back pain, bld.gluc.monit.of diab.,cartil.les.of weight bear joints & other arthropathy seen in immat. memb. of var.anim.spec., known/susp.CNS disords./ in pres.of other risk fact.predispos.to seiz/low.seiz.thresh., psych.dis.hist./ psychot. pts., med.advice bef.contin.ther.in case of fulmin. hepat. dis./liv.dysfunct.S&S/periph.neuropathy, discont. in pres.of any skin rash/jaund./ hypersens., G6PD defic./family hist.thereof, discont.ther.if pseudomembr.colit.susp., tendinit./ tend.rupt.risk esp.elderly/concom. corticoster., avoid excess.sunlight/artific.UV light., suffic.fluid intake esp.elderly with ren. disords., avoid alkaline urine/urin.alkalisers, not recomm.in pelv.inflamm.dis.for whom IV ther.consid.necess., co-admin.with anoth. appropr. antibiot.in pelv.inflam.dis.as fluoroquinol. resist.poss., false neg.res.in the bacteriologic.TB diagnos., avoid in MRSA infects.,admin.antacids & other mineral-contain. meds.4 hrs.bef./6 hrs.aft., monit.INR with concom. anitcoags, pass.into breast milk, reproduct. toxic.shown in anim.

Interactions: Incr.ventr.dysrhythm.risk with other meds.poss.prolong.QT interv., absorpt. reduc.by antacids, minerals & multivits., incr.oral anticoag. activ. with warfar., peak plasma conc. of glibenclamide decr., poss.incr.CNS stimulat.& convuls.risk with NSAID’s, charcoal reduc. system. availabil.

 XE "Avelon" AVELON, Bayer [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Sev/complicat. infects.caus.by sens. bact. where other antimicrob.approv.for similar indicat. are not consid.appropr./have fail./contra-indic or not tol.

RTI/ ac.exacerbat.of chron.obstruct.pulm.dis. incl.bronchit./mild to mod.commun. acquir. pneumon./ac.sinusit./uncomplic.pelvic inflamm. dis./sev.&/complicat.skin & skin struct infects./ sev.&/complicat.intra-abdom.infects

(S4) TABS, [P/S] 34/20.1.1/0008

881988-006: 400 mg, 5, R336,84
881988-014: 400 mg, 10, R673,69
(S4) IV INFUS, [P/S] 36/20.1.1/0052

Indications: Sev/complicat. infects.caus.by sens. bact. where other antimicrob.approv.for similar indicat. are not consid.appropr./have fail./contra-indic or not tol.

Sev.&/complicat. commun.acquir.pneumon./skin & skin struct infects./intra-abdom.infects

898511-003, 400 mg, 1x250 ml bot, R164,99
Dosage: Swallow tabs.whole. Infus.sol.IV over 60 mins.

All indicat: Adults: 400 mg once dly. Do not exceed recomm.dos.

Admin.x5 days for ac.exacerbat.of chron.pulm.dis. incl.chron.bronchit; x7-14 days for commun. acquir. pneumon.may be init as IV admin.follow. by oral ther; x7 days in uncomplicat.skin & skin struct.infects., x7-21 days in complic.skin & skin struct.infects.init as IV admin.follow.by oral ther., x10 days in ac. sinusit; x14 days in uncomplicat.pelvic.inflamm. dis., x5-14 days in complicat.intra abdom.infects. as IV admin.follow.by oral ther.,

Contraindications: Other quinolone hypersens., tend./musc./joint/nerve/CNS syst./ epilep.or psychot. disord.hist.esp.relat.to prev. quinolone or fluoroquionolone use where alternat. ther.is avail., convuls./epilep.hist., diffic.to control epilep. disords., aortic aneurysm &/dissect.or their risk fact.or predispos.condits.where alternat. ther. is avail., myasth.grav., concom.fluoroquinolones with ACE inhib/angiotens.recept.block.in mod.to sev. ren.fail. & elderly, childr.und.18 yrs., pregn.& lactat., concom.meds.known to prolong QT interv., congenit./docum.acquir.QT prolongat., HF with reduc.L.ventric.eject.fract., electrol.disturbs. partic.uncorrect.hypokalaem., clin.relev.bradycard., prev.symptomayt.dysrhythm.hist., confirm.mitral valve &/aort.valve regurgitat. unless no safer altern.avail./has fail./ not tolerat.

Side effects: Common: Mycot.superinfects., headache, dizzin., QT prolongat.in hypokalaem., N&V, GI & abdom.pains, diarrh., transaminase.incr., inj.site react. Uncommon: Anaem., leucopen., neutropen., thrombocytopen., thrombocythaem., prolong.prothromb.time, allerg.react., prurit., rash, urticar., bld.eosnophil., hyperlipidaem., anx.reacts., psychomot. hyperactiv./ agitat., paraesthes., dysaesthes.,taste disords., confus., disorientat., sleep disords., trem., vertigo., somnol., vis.disturbs., QT prolongat., palpitat., tachycard., vasodilat., dyspn.incl.asthma, decr.appetite & food intake, constipate., dyspeps., flatul. gastroenterit., incr.amylase, hepat.impairm., incr.bilirub & gamma-glutamyl-transferas., incr.bld. alkal.phosphat, arthralg., myalg., dehydrat., feel.unwell, unspecif.pain, sweat., infus.site react. Rare: Abnorm.part.thromboplast.time, anaphylact.react., allerg.oed./angioed., hyperglycaem., hyperuricaem., emot.liability, depress.culmin.in self-injur.behav., hallucinat., hypoaesthes., smell disords., abnorm.dreams. disturb.co-ordinat., seiz., disturb.att., speech disords., amnes., periph.neuropathy & polyneuropathy, tinnit., hear.loss, ventric. tachydysrhythm., syncope, hyper-/hypotens., dysphag., stomatit., antibiot.assoc.colit./ pseudomembran.colit., jaund., hepatit., tendinit., incr. musc.tone, musc.weakn., ren.impairm., ren. fail., oed. V.rare: Incr.prothromb.lvl, decr.INR prothromb.lvl, abnorm.INR, unspecif.dysrhythm anaphylactic/anaphylactoid shock (pot.life-threat.), hypoglyc.part in diabetics, depersonal.psychot.reacts.(self-injur.behav./suicide.ideat./-thoughts/-attempt.), hyperaesth., trans.vis.loss (esp.in course of CNS reacts),unspes.dysrhythm., Clostridium diffic.assoc.dis., fulmin.hepatit.poss.lead.to life threaten.liv.fail., Stev.Johns.syndr., tox.epiderm. necrolys., tend.rupt., arthrit., gait disturbs., myasth. grav.sympt.exacerbat. Post market: Hyperglycaem., hypoglycaem. coma, pot.culmin.of depress.& psychot.reacts in self-endang.behav., fall.with injury esp.elderly, Guill.Barre syndr., Torsades de pointes, card.arrest, aort. aneurysm & dissect., fulminat.hepatit. incl.fatal., SJS, TEN, tendonit., tend.rupt., gait disturb., exacerb.MG, dehydrat.,  mitr.valve &/aort.valve regurgitat.
Warnings and special precautions: Not recomm. in sev.hepat.impairm., hypersens.reacts. incl.anaphylax.report.aft.1stadmin., pts.with known risk fact.for QT prolongat., concom.meds.known to prolong QT interv., congenit. long QT syndr., ongoing dysrhythm.condits., pre-exist.liv.cirrhos., aneurysmal dis./pre-exist.aort.dis.&/ dissect.& other predispos.condit., CV examinat.bef. prescrib., ren. funct.monit.with concom.ACE inhibit./ angiotensin.-recept.block., discont.at S&S of hepat. dis., med.advice if skin/mucos.reacts.occur,  known/suspect.CNS disords.with predispos.to seiz./ low seiz.threshold, poss.pseudomembr.colit., mysth.grav., tendonit./tendon rupt.risk facts, discont. at any sign of tendonit., tabs.not recomm.in complicat.pelvic inflamm.dis where IV ther. necess., not recomm.for methicill.resist.S.aureus infects., med.advice if neuropathy S&S develop, depress./psychot.reacts.may poss.progress.to self. endanger. behav., careful.monit.bld gluc.in diabet., addit.Na load through IV admin.in condits.where Na intake a medic.concern, lact.intol., admin.1-2 hrs.bef./4 hrs.aft.multival.cation-contain.meds./ min.supplem.& antacids, monit.INR with concom. anticoags.

Interactions:Antacids, ARVs(eg.didanoside)& other preps cont.Mg/Al/Zn/Fe & sucralf.red.absorp, oral anticoag. activ.incr., glibenclamide peak plasma conc.decr., digox. Cmax incr., charcoal reduc.syst.availabil., NSAID’s incr.risk of CNS stimulat.& convuls., ac. kidn. with ACE inhibit/angiotens.recept.block.

 XE "Avrokel" AVROKEL, Macleods [P/S]
Levofloxacin

Indications: Sinusit., ac.exacerbat.of chron. bronchit., community acquir.pneum., compl.UTI & ac. pyelonephrit., uncomplic./complicat.skin & soft tiss.& intra-abdom.infects.caus by sens.bact.

(S4) TABS, 45/20.1.1/0684,0685
721540-001: 250 mg, 5, R114,79
721540-002: 250 mg, 10, R229,56
721540-003: 250 mg, 30, R688,69
721541-001: 500 mg, 5, R107,75
721541-002: 500 mg, 10, R215,53
721541-003: 500 mg, 30, R646,55
Dosage: Dos.determin.by sev., type & sens.of infect. Swall.whole with suffic.liq. Treatm.durat: Accord. to course of dis. Cont.for min.48-72 hrs. aft. pt.become afebr./bact.eradicat.evid.obtain.

Sinusit: 500 mg once dly.for 10 days.

Ac.chron.bronchit.exacerbat: 500 mg once dly. for 5-10 days.

Community acquir.pneum: 500 mg once or 2x dly. for 10-14 days. High.dos.in pres.of complicat. fact.

Complic.UTI & ac.pyelonephrit: 250 mg once dly. for 10 days.

Skin & soft tiss.infects: Uncomplic: 250-500 mg 1xdly. x7-10 days. Complic: 500 mg 1xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly

Contraindications: Epilep., tendon disord.hist. assoc.with fluroquinolone admin., childr./adolesc., pregn., lactat.

Side effects: Potent. fatal hypersens.reacts., sev./ bloody diarrh., tendinit., tend.rupt.eg. Achilles, hyperglycaem., photosens., psychot. reacts., suicidal., dizzin., vertigo, drowsin., vis. disturbs., bld.dyscras., angioed./anaphylact.shock, anorex., hypoglycaem.esp in diab.pts., CNS effs., convuls., trem., IC hypertens., periph.neuropathy, dysgeus., parosm., tinnit., tachycard., ECT QT prolong., hypotens., bronchosp., dyspn., allerg. pneumonit., GI disturbs., pancreatit., hepatit., sev. liv. inj.incl.liv.fail.in predispos.pts., skin reacts.incl. Stev.-Johns. syndr./tox.epiderm.necrolys./ erythema multiforme, photosens./mucocutan. reacts., hyperhidros., arthralg., myalg., rhabdomyolys., interstit.nephrit., ren.fail., asthen., pyrex., superinfect., back/chest/extremit.pain, extrapyramid. sympt., hypersens.vasculit., musc. co-ordinat.disords.

Warnings and special precautions: Not for pts. und.18 yrs., seiz.disposit., epilep. hist., CNS les., concom. fenbufen/NSAID’s & meds.low. cerebr. seiz.thresh., discont.in case of convuls. seiz./anaphylact.reacts./if pseudomembr.colit.or tendinit.susp./gluc.disturb.S&S in diab.pts./ psychot. reacts., G6PD defic., imp.ren.funct., agents inhib.peristals. C/I if pseudomembr.colit. diagn., tendinit./tend.rupt.risk esp.elderly/ concom. corticoster., unnecess.strong sunlight expos./ UV, concom.anticoags., avoid in MRSA infects., psych.dis.hist., congenit.long QT syndr., concom. meds.known to prolong QT interv./meds. affect. tubul.ren.secret., uncorrect.electrol.imbal., card. dis., elderly/fem.pts.more sens.to QTc-prolong. meds., admin.2 hrs.bef./aft.Fe salts/ antacids & sucralfate, avoid concom.anti-dysrhythm. class 1A & class 111/cert.antimicrob. agents/ antipsychot./TCAs/antimalar.esp. halofantrine/ cisapride/vincamine IV/bepridil/ diphenamil, myasth.grav., porphyr.attacks in pts. with porphyr.

Drug interactions: Incr.bld.gluc.disturbs.risk with meds. alter. bld.gluc.conc., reduc.absorpt.with Fe preps./ Mg or Al hydrox. contain.antacids, seiz. thresh. low.with concom.theophylline/NSAID’s/ other agents that low.seiz.thresh., incr.conc.in pres. of fenbufen, ciclospor.half-life incr., incr. coag. tests &/bleed.with Vit.K antagon.eg.warfar.

 XE "Biotech Ciprofloxacin" BIOTECH CIPROFLOXACIN, Biotech [P/S]

Ciprofloxacin

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact., gonorrh.
(S4) TABS, A40/20.1.1/0368, 0369

713792-001: 250 mg, 10, R17,02
713793-001: 500 mg, 10, R26,79
Dosage: Swall.whole. 250-750 mg 2xdly for 3-10 days (ac. infect.) or for 4-6 wks. (bone infects).

Cyst.fibros.pts: 750 mg 2xdly taking bm into considerat. (7,5 -15 mg/kg/day)

Gonorrh: 250 mg sngl.dos.

Contraindications: Pregn.& lactat., childr.und. 18 yrs., concom.meds.inhibit.peristals.

Side effects: Cartillage les.of weight bear.joints in immat.memb.of anim.spec., GI disturbs., vis. disturbs., tinnit., imp.hear., bld.dyscras., skin rash, uritcar., photosens., Stev.-John.& Lyell. syndr., vasculit., CNS effs., periph.paralges., sweat., convuls., incr.IC press., psychot.reacts., depress., joint pain/swell., weakn., myalg., tendosynovit., achillotendinit., achill. tend.rupt., tachycard., flush., migraine, syncope, crystallur., interstit.nephrit., trans.ren.impairm./fail., haematur., anaphylact.reacts., imp.taste & smell, hyperglycaem., hepat.necros./fail., superinfect.

Special precautions: Convuls.disord.hist., good hydrat. & avoid alkaline urine, concom. aminoglycos. in Pseudomonas aeruginosa, admin. 1-2 hrs.bef./4 hrs.aft iron preps.& antacids, elderly, imp.ren./liv.funct., poss. pseudomembr. colit., discont.ther.at first sign of achillotendinit., myasth.grav.

Drug interactions: Elev.theophyll.plasma conc. & prolongat.of its eliminat.half-life, Fe preps./Mg / Al/Ca hydrox.contain.antacids & sucralfate interfer. with absorpt., fenbufen incr.risk of CNS stimulat.& convuls.seiz., cyclospor.incr.serum creatinine conc., poss.warfar.toxic., act.of glibenclamide poss.potent., probenecid incr. ciprofloxacin serum conc., metoclopramide acceler. absorpt.

 XE "Cifran" CIFRAN, Ranbaxy [P/S]

Ciprofloxacin

Indications: Sev/complicat. LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact.
(S4) TABS, 33/20.1.1/0365, 0366

892140-005: 250 mg, 10, R21,93
892147-005: 500 mg, 10, R18,72
Dosage: 250-750 mg 2xdly for 3-10 days (ac. infect.) for 4-6 wks. (bone infects).

LRTI: Sev: 750 mg 2xdly.
Cyst.fibros: 750 mg 2xdly bas.on bm.(7,5-15 mg/ kg/ day)

UTI: Sev./ complicat: 500 mg 2xdly.

Skin infects: Sev./complicat: 750 mg 2xdly.

Infect.diarrh: 500 mg 2xdly.

Bone infects: Sev./ complicat: 750 mg 2xdly. Treatm.may be req.for 4-6 wks.

Elderly: Dos. as low as poss.depend.on sev.of illn. & creatin.clear.
Contraindications: Other quinolone hypersens., tendon disord.hist., concom.tizanidine., concom. meds. known to prolong QT interv./pts.with disords. prolong.QT interv/symptomat. dysrhythm. occur.with concom.use at time interv.short.than QT interv.usually assoc.with dysrhythm., hist.of tendon/ musc./joint/nerve/CNS/epilep./psychot. disords. esp.those relat.to prev.quinolone/ fluoroquinolone use where alternat.appropr. antibiot. choices avail., myasth.grav./aort. aneurysm &/dissect./risk facts or predispos. condits. if alternat.appropr.antibiot. choices avail, concom. ACE inhibits./ARBs in mod.to sev.ren. impairm. & elderly, childr.und.18 yrs.& grow. adolesc. except.if benef.exceed risk., pregn., lactat., meds.inhibit.peristalsis

Side effects: Freq: Naus, diarrh. Less freq: Mycot. superinfect., eosinophil., leucocytopen., granulocytopen., anaem., neutropen., thrombocytopen., leucocytos., thrombocytaem., haemolyt. anaem., agranulocytos., pancytopen., bone marr.suppress., allerg.react./oed./angioed., anaphylact. react./shock, ser.sickn.-like react., decr.appet., hypo-/hyperglycaem., psychomot. hyperact./ agitat, confus., disorient., anx.react., abnorm. dreams, depress.& psychot.react., potent. suicid. ideat./thoughts/attempts/complet., hallucinat., dizzin., headache, sleep/taste disords., par-/dysaethes., hypoaesthes., trem., seiz., vertigo, migraine, coordinat./gait disturbs., olfact.nerve disords., intracran.hypertens., pseudotumor cerebri., vis.disturbs/colour distorts., tinnit., hear. loss/ impairm., tachycard., vasodil., hypotens., syncope, vasculit.., dyspn., vomit., GI/abdom.pain, flatul., dyspeps., antibiot.assoc.colit., pancreatit., incr. transaminas./bilirub., hepatit., hepat. impairm./ -necros./-fail., cholestat.icter., rash, prurit., urticar., photosens.react., petech., eryth. nodos., Stev.-Johns.syndr., eryth.multiforme., tox. epiderm.necrolys.. Freq.unknown: Mania, hypomania., periph.-/ polyneuropathy., ventric. arrhythm., torsades de pointes, ECG QT prolong., ac.generaliz.exanthemat.pustulos., DRESS syndr.

Warnings and special precations: Not for first line treatm.of mild/mod./ac./uncomplicat.infects. unless treatm.with other appropr.antimicrob.have fail./ are contraindicat./not tol., perform appropr. culture/ susceptib.tests bef.treatm., ther.may be init. in sev.&/complicat.infect.bef.results of these tests are known, convuls./CNS disords., good hydrat. & avoid alkaline urine, poss.life-threaten. pancytopen. & marrow supress., poss.toxic lev.of methotrexate if admin.concurr., not for use in staphylococc. & anaerob.infects., bld.gluc.monit.of diab. as bld.gluc.disturbs.report., discont.ther.if pseudomembr.colit.susp., concom.meds. prolong. QT interv., torsades de pointes risk, congenit.long QT syndr., uncorrect.electrol.imbal., card.dis.incl. HF/ MI/bradycard., elderly, fam.hist.of aneurysm dis./ pre-exist.aort.aneurysm &/dissect./risk facts or condits.predispos.for aort.aneurysm &/dissect. sudd. abdom./chest/back pain, imp.ren./liv.funct., depress./ psychos.may poss.progress.to self. endanger. behav., discont.in pts.exper.sympts.of neuropathy./ psych.reacts/achillotendinit./ hepat. dis , G6PD defic., avoid strong sunlight/UV expos., discont.in case of hypersens./suspect.Clostrid. difficile-assoc.dis., admin.2 hrs.bef./aft.Fe salts/ Mg or Al contain.antacids & sucralfate, monit.ser. conc. of concom.subst.metabol.by cytochrome P450, monit.ser.creatin.with concom.ciclospor/ser. lev. of concom.phenytoin., monit.INR with concom. vit.K antagon, excret.in breast milk

Interactions: Poss.addit.eff.on concom.meds. prolong. QT interv., concom. ACE inhibits./ARBs may precipit.ac.kidney inj., elev.theophyll.plasma conc. & prolongat.of its elimin.half-life, Fe preps./ Mg/ Al/Ca hydrox.contain.antacids & sucralfate interfer. with absorpt., fenbufen incr. risk of CNS stimulat.& convuls.seiz., trans.incr.in ser.creatin. with concom.ciclospor., act.of warfar.intensif., act. of glibenclamide poss.intensif., probenecid incr. ciprofloxacin ser.conc., metoclopramide acceler. absorpt., methotrex.plasma conc.incr., plasma lev.of concom.phenytoin incr./decr., tizanidine ser.conc.incr., incr.plasma conc.of concom. clozapine, poss.incr.Cmax & AUC.of concom. ropinirole/ duloxetine/sildenafil, decr.Cmax & AUC with concom.omeprazole, poss.incr.agomelatine expos., poss.incr.zolpidem bld.lev, caffeine/ pentoxifylline ser.conc.poss.incr., IV lidocaine clear.poss.reduc.

 XE "Ciploxx" CIPLOXX, Cipla Medpro [P/S}

Ciprofloxacin.

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects. caus by sens.bact., gonorrh.
(S4) TABS, 36/20.1.1/0376

702377-001: 250 mg, 10, R21,78
Dosage: 250-750 mg 2xdly for 3-14 days (ac. infect.) for 4-6 wks. (bone infects). Min.10 days treatm.for any streptococ.infect.due to risk of late complicat.

Gonorrh: 250 mg as sngl.dos.

Contraindications: Childr.und.18 yrs., pregn., lactat.

Side effects: GI disturbs., CNS effs., skin reacts., palipitat., tachycard., syncope, migraine, vasculit., seiz., psychot.reacts., incr.ICP, periph. paralges., unsteady gait, pseudomembr.colit., bld.dyscras., arthralg., joint pain/swell., achillotendit.& tend. rupt., gout exacerbat., super-infect., trans.ren. impairm./ fail., hypersensitiv.reacts.incl.Stev.-John. syndr.& anaphylax., interstit.nephrit., hepatit., hepat.necros., vis. disturbs., imp.taste/ smell & hear., crystallur.predisposit.in alkal.urine.

Special precautions: Concom.aminoglycos.in treatm. of pseudomon.aeruginosa infects., epilep., CNS dis hist., good hydrat.& avoid alkaline urine, imp. ren.funct., avoid excess.sunlight, CNS.disords. that may predispos.to seiz./low.threshold, admin. 1-2 hrs. bef./4 hrs.aft antacids/dival/trival cations.

Drug interactions: Elev.theophyll.plasma conc.& prolongat. of its half-life, potent.CNS stimulat.& low. seiz.threshold with fenbufen, Fe preps./Mg/ Al/Ca hydrox.contain.antacids & sucralfate interfer. with absorpt., act.of glibenclamide poss. intensif., act.of warfar.intensif., probenecid incr. ciprofloxacin ser.conc., trans.elevat.of ser. creatinine with cyclospor., caffeine half-life incr., phenytoin ser.lev.alt.

 XE "Ciprobay" CIPROBAY, Bayer [P/S]

Ciprofloxacin HCl monohydr.equiv.to ciprofloxacin.

Indications: Sev/complicat.LRTI & UTI, skin & soft tiss., GI & bone infects.caus.by sens.bact. where other antimicrob.approv. for similar indicat. are not consid.appropr./ have fail./ contra-indic or not tol. Prophylax.of invas. infect.due to Neisseria meningitides in pts.> 18 yrs.

Concom.aminoglycos.must be admin.in Pseudomonas aeruginosa infect.treatm.

(S4) TABS, [P/S] U/20.1.1/127

786403-004: 500 mg, 10, R233,38
(S4) SUSP, [P/S] 31/20.1.1/0111. 250 mg/5 ml.

Ciprofloxacin hydrat.equiv.to ciprofloxacin.

829498-001: 1 bot.dil., R317,92
Dosage: Range: 250-750 mg 2xdly. Treatm.durat. depends on type/severity/immunolog.stat.clinic. respons & bact.find. Use low.effect.dos.& for short. durat. Treatm.period 7 days for kidn./urin. tract & abdom. cavit.infects. All other infects.7-14 days. Streptococ.infects.at least 10 days.

Miss.dos: Admin.anytime but not later than 6 hrs.prior to next sched.dos. Do not admin.if less than 6 hrs.remains bef.next sched.dos. Do not double dos.to compens.for miss.dos.

Sev./complicat.infects:

Sev/complic.LRTI: Sev: 750 mg 2xdly. Cyst. fibros: 750 mg 2xdly bas.on bm.(7,5-15 mg/ kg/day)

Sev/complic.UTI: 500 mg 2xdly.

Sev/complic.skin infects: 750 mg 2xdly.

Sev/complic.infect.diarrh: 500 mg 2x dly.

Sev/complic.bone infects: 750 mg 2xdly. Treatm.may be reqd.for 4-6 wks./long.

Prophylax.of invas.infect.due to Neisseria meningitides: 500 mg sngl.dos.tab./oral susp
Mild/mod/ac & uncomplicat.infect. where other antimicrob.approv.for similar indicat. have fail./contra-indic or not well tol.
LRTI: 250 mg 2xdly. 

UTI: 250 mg 2xdly.

Skin infects: 500 mg 2xdly.

Infect.diarrh: 500 mg 2xdly.

Bone infects: 500 mg 2xdly.
(S4) IV INFUS, [P/S] Y/20.1.1/311.

Ciprofloxacin lactate equiv.to ciprofloxacin.

786969-008: 2 mg/ml, 100 ml, R296,99
819581-003: 2 mg/ml, 200 ml, R593,99
Dosage: Determ.by sev.& infect.type/causat. organ. sensitiv.& pts.age, mass & ren.funct. Admin.IV infus.over 60 mins. Discont.as soon as oral ther.poss. Usual IV durat. is up to 7 days.

Usual dos: 100-200 mg IV 12 hrly.

Sev./complicat.infects: 400 mg 12 hrly.

Cyst.fibros: Usual dos: 200 mg IV 2xdly.bas.on bm.(5-10 mg/kg/ day)
Contraindications: Other quinolone hypersens., concom. meds.known to prolong QT interv/ disords. that prolong QT interv., pregn.& lactat., myasth. grav. where alternat. ther.is avail., concom. tizanidine, tend./ musc./ joint/ nerve/ CNS syst./ epilep.or psychot.disord.hist. esp.relat.to prev.quinolone or fluoroquionolone use where alternat. ther.is avail., aortic aneurysm &/ dissect.or their risk fact.or predispos. condits.where alternat. ther. is avail., confirm.mitral valve &/aort.valve regurgitat. unless no safer altern.avail./ has fail./ not tolerat., concom. fluoroquinolones with ACE-I/ARB in mod.to sev.ren.fail & elderly, childr.<18 yrs.

Side effects: Common: Naus., diarrh., inj.site react. Uncommon: Candida & other fung.infects., eosinophil., decr.appetite & food intake, psychomot.hyperactiv., agitat., headache, dizzin., sleep disords., taste -., vomit., abdom.pain, dyspeps., flatul., incr.transamin., incr.bilirub., rash, prurit., urticar., arthralg., ren. impairm., unspecif. pain, feel.unwell, fev., incr.bld.alkaline phosphate. Rare: Antibiot.ass. colit., leukopen., anaem., neutropen., leukocytos., thrombocytop., thrombocytaem., allerg.reacts./-oed./ angioed., hyper-/hypoglycaem., conf.& disorientat., anx., abnorm. dream., depress.(pot.self-inj.behav.eg.suicid.ideat./-thought./-attempt or compl., hallucinat., paraesthes., dysaesthes., hypoaesthes., trem., seiz.incl.stat.epilep., vertigo, vis.disturbs., tinnit., hear.loss, tachycard., vasodilat., hypotens., syncope, dyspn.incl.asthma, hepat. impairm., jaund., non-infect. hepatit., photosensitiv. reacts., blister., myalg., arthrit., incr.musc.tone, cramp., ren.fail., haematur., crystallur., tubul.interstit. nephrit., oed., sweat., incr.INR, incr.amylase. V.rare: Haemolyt.anaem., agranulocytos., life threaten.pancytopen.& bone marr.depress., anaphylact. react., ser.sickn.like syndr., psychot. reacts., migraine, disturb.co-ordinat., smell disords., hyperaesthes., intracran.hypertens., pseudotum.cerebri, vis.col. distort., imp.hear., vasculit., pancreatit., liv.necros.with progress.to hepat.fail., petechiae., erythema multiforme/- nodosum, SJS, TEN, musc.weakn., tendonit., tend. rupt., MG sympt.exacerbat., gait disturbs. Post market: Hyperglycaem., hypoglycaem. coma, periph.& poly neuropathy, Guill.Barre syndr., QT prolongat., ventric. dysrhythm., Torsades de pointes, aort.aneurysm & dissect., ac.gener. exanthemat.pustulos., mitr.valve &/aort.valve regurgitat.

Warnings and special precautions: Good hydrat.& avoid alkaline urine, tendonit./tendon rupt.risk facts, discont.at any sign of tendonit., not recomm.for streptococc.infects./G+/ anaerob.bact. infects., pts.with known risk fact.for QT prolongat., concom.meds. known to prolong QT interv., congenit.long QT syndr., CV examinat.bef. prescrib., aneurysmal dis./pre-exist.aort. dis.&/ dissect.& other predispos.condit., hypersens. reacts. incl.anaphylax. report.aft.1stadmin., poss. pseudomembr.colit., discont.at S&S of hepat.dis., poss. exacerbat.of MG, convuls./ CNS disord.hist./epilep., discont. in pts.exper.sympts.of neuropathy./hypersens.reacts., depress./psychot. reacts.may poss. progress. to self.endanger. behav., strong sunlight/sunlamp expos., discont.in case of photosensitisat., careful.monit.bld gluc.in diabet., ren.funct.monit.with concom.ACE-I./ ARB, addit.Na load through IV admin.in condits.where Na intake a medic. concern, sucr.content of susp.formulat., admin.1-2 hrs.bef./4 hrs.aft.multival. cation-contain.meds./ min.supplem./antacids & high.buff.meds., monit. ser.lev.of concom. phenytoin., monit.INR with concom.vit.K antagon., elderly, eval.S/E on ability to drive/operate mach.

Interactions: Meds.known to prolong QT interv., Fe preps./Mg/Al/Ca contain. antacids & sucralfate reduc.absorpt., concom.dairy prods./ mineral fortified drinks reduc.absorpt., metoclopramide acceler. absorpt., decr.Cmax & AUC with concom.omeprazole, tizanidine plasma conc. signific.incr., elev.theophyll.plasma conc.& prolongat.of its eliminat.half-life, ser.conc.of caffeine/ pentoxifylline rais., plasma lev.of concom. phenytoin incr./decr., incr.conc.of concom. methotrex. to pot.tox. lev., NSAIDs incr.risk of CNS stimulat.& convuls.seiz., cyclospor. incr.ser. creatinine conc., act.of Vit.K antagon. augment., duloxet. bld.conc. incr., incr.Cmax & AUC.of concom.ropinirole, IV lidocaine clear.reduc., incr. plasma conc.of concom.clozapine, incr.Cmax & AUC of concom. sildenafil, ac.kidn.injury with ACE-I/ ARB., incr.conc.of meds. metabol.by CYP1A2 enzym., zolpidem bld.lev.incr.

 XE "Ciprofloxacin Fresenius" CIPROFLOXACIN FRESENIUS, Fresenius Kabi [P/S]

Ciprofloxacin H sulph.

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact.

(S4) SOL FOR INFUS, A45/20.1.1/0798, 0799

722868-001, 2 mg/ml, 1x 100 ml, R34,32
722868-002, 2 mg/ml, 10x 100 ml, R343,24
722869-001, 2 mg/ml, 1x 200 ml, R68,65
722869-002: 2 mg/ml, 10x 200 ml, R686,49
Dosage: Admin.concom.aminoglycoside when treat. Pseudomonas aeruginosa infects. Dos. determin. by sev., type & sens.of infect., age, mass & ren.funct. Substit.with oral ther.as soon as poss. Ther. durat: upto 7 days.

Adults: Usual.dos: 100-200 mg IV 12 hrly.

Sev./complic.infects: 400 mg 12 hrly.

Cystic fibros.pts: 200 mg IV 12 hrly.tak.low bm. into considerat.(5-10 mg/kg/day).

Contraindications: Other quinolone hypersens., pregn., lactat., childr.und.18 yrs.

Side effects: Crystallur., bld.gluc.disturbs., hypo-/hyperglycaem.usual.diab.receiv.oral hypoglycaem. / insul., superinfect., bld.dyscras., dyspn., psych. disords., psychot.reacts.incl.self-endang., dizzin., headache, trembl., periph. paralges., sweat., unsteady gait, convuls., IC press., periph. neuropathy, migraine, vis./GI disturbs., tinnit., imp. hear./smell/taste, tachycard., flush., syncope, thrombophlebit., pancreatit., pseudomembr.colit., hepat. disords., cholestat.jaund., skin reacts.incl. Stev.-Johns.syndr./erythema multiform./tox. epiderm. necrolys., photosens., skin haemorrh.& vasc. involvem., joint pain/swell., weakn., myalg., tendon disords., interstit.nephrit., haematur., hypoglycaem. coma.

Warnings and special precautions: Convuls. disords., good hydrat. & avoid alkaline urine, QT interv. prolong.somet.to torsad.de point., congent. long QT syndr., avoid with Class 1a/class 111 antidysrhym. or other meds.with same eff., tendon rupt., incr.tendon damage risk with corticoster./ pts. over 60/kidn./heart & lung transpl.recipients, withdr. ther.if pain/inflamm.signs, monit.bld.gluc. in diab.pts., epilep.hist./CNS disords., imp.ren./liv. funct., avoid with Staphylococc.aureus infects., allerg./ hypersens.reacts., discont.if anaphylact. reacts. & init.appropr.ther., monit.concom. theophyll./ warfar., incr.MRSA colonisat.risk, concom. alcoh.

Drug interactions: Elev.theophyll.plasma conc.& prolongat. of elimin.half-life, fenbufen incr.risk of CNS stimulat.& seiz., trans.incr.in ser.creatin. conc. with cyclospor., warfarin toxic., act.of glibenclamide intensif., incr.ser.conc.with probenecid.

 XE "Ciprofloxacin Unicorn" CIPROFLOXACIN UNICORN, (Unicorn) Dezzo Trading [P/S]

Ciprofloxacin

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact., gonorrh.

(S4) TABS, 44/20.1.1/0539

723383-001: 500 mg, 10, R37,27
Dosage: Swall.whole with plenty of liq. Dos. range: 250-750 mg 2xdly.for 3-10 days with poss. more prolong.ther.requir.for sev./complic.infects. Treatm.durat.depend.on infect.sever./clinic.& bact. respons. Ac.infects: Usual. 5-10 days. Bone infects: 4-6 wks.or long. Streptococc.infects: Min.10 days. Elderly: low.poss.dos.

Cyst. fibros: 750 mg 2xdly.but consid.low.bm (i.e. 7,5-15 mg/kg/day).

Gonorrh: 250 mg as sngl.dos.

Contraindications: Pregn. & lactat., childr.und. 18 yrs.& grow.adolesc.

Side effects: Freq: N&V, diarrh., abdom.pain, dyspeps., anorex., taste pervers., flatul., skin reacts., headache, dizzin., insomn., agitat., confus., eosinophil., leukopen., arthralg., asthen., ALT/AST incr., abnorm.LFT, incr.bld.urea/creatin. Less freq: Monilias., taste loss, superinfect., life-threat. pseudomembran.colit., photosens.react., erythema multiforme, Stev.-Johns.syndr., tox.epiderm. necrolys., hallucinat., sweat., migraine, syncope, paraesthes., anx., abnorm. dreams, depress., trem., convuls., hypoaesthes., abnorm.gait, IC hypertens., atax., hyperaesthes., hyperton., twitch., eosinoph.meningit., periph.neuropathy, hemipares., dysaesthes., alt.prothromb., bld. dyscras., myalg., joint disords., tendinit., tend. rupt., myasth.grav.sympt.exacerbat., back/chest/ extremit. pain, parosm., anosm., jaund., cholest. jaund., pancreatit., hepatotoxic., hepatit.& liv. necros., amylas./lipas.incr., allerg.reacts, drug fev., anaphylact. shock, ser.-sickn.-like reacts., oed., hypotens., vasculit., thrombophlebit., haemorrh. billae, tachycard., vasodilat., abnorm.vis, diplop., chromatops., tinnit., trans. deafn., dyspn., laryng. oed., ac.re.fail., abnorm.kidn.funct., haematur., crystallur., interstit.nephrit., ren.toxic., delir., ac. psychos., cataton., hyperglycaem., hypoglycaem. coma. Rare: Hypoglycaem.esp.diab.

Special precautions: Discont.in case of tend. pain/ inflamm./rupt., imp.liv./ren.funct./G6PD defic./ myasth.grav., good hydrat.& avoid alkaline urine, strong sunlight/sun lamp avoid., discont. when anaphylact./anaphylactoid/psychot.reacts./ sign of achillotendinit.occur & init.appropr.ther., sev./ persist.diarrh.poss.indic.pseudomembr.colit. in which case ther.discont.& immed.treatm., superinfect. with longt./repeat.admin., theophyll. plasma lev.monit.

Warnings: Epilep./CNS disords.hist., poss.incr. tendon.injury risk, not to admin.with concom.dairy prod./Ca or miner.fortif.drinks, admin.1-2 hrs.bef.or at least 4 hrs.aft.preps., potent.life-threat.S/E bone marr.depress./pancytopen., concom. methotrex., poss.incr.concom.corticoster.with tendon damage risk esp.incr.age, bld.gluc. disturbs. in diab.receiv.oral antidiab./insul., hypoglycaem. coma report., bld.gluc.monit. recomm., discont.ther.if S/E/depress./psychos. lead. to self-endang.behav., crystallur.

Interactions: Incr.methotrex.conc.to tox.lev., incr. theophyll.plasma conc.& elimin.half-life prolongat., reduc.absorpt.by antacids contain. Al/Mg/Ca/ sucralfate/Fe & zinc salts, antacids/ oral Fe preps. poss.antag.antibact.activ.in gut lumen, poss.reduc.absorpt.with highly buffer. meds. eg.antiretrovir., incr.CNS stimulat.& convuls. seiz.risk with fenbufen, act.of warfar./ glibenclamide intensif., phenytoin ser.lev.poss.incr /decr., incr.ciprofloxacin ser.conc.with probenecid, metoclopramide acceler.absorpt., trans. ser. creatin. conc.incr.with ciclospor.
 XE "Dynafloc" DYNAFLOC, Pharma Dynamics [P/S]

Ciprofloxacin

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact., gonorrh.

(S4) TABS, 34/20.1.1/0405
700518-001: 500 mg, 10, R32,32
Dosage: Swallow whole. Admin.with/without meals.

250-750 mg 2xdly for 3-10 days (ac. infect.), for 4-6 wks.or more (bone infects).

Cyst.fibros: 750 mg 2xdly.but consid.low.bm (ie 7,5-15 mg/kg/day).

Gonorrh: 250 mg as sngl.dos.

Contraindications: Childr.und.18 yrs.& grow. adolesc. except.when benef.exceed.risk, safety in pregn. & lactat. not est., agents inhib.peristals.

Side effects: GI disturbs.incl.pseudomembr.colit., CNS effs., periph.paralges., sweat, convuls., unsteady gait, incr.IC press., confus., depress., hallucinat, psychot.reacts., dizzin., headache, trem., taste/smell/hear.impairm., vis.disturbs., tinnit., hypersens.reacts., skin reacts.incl.Stev.-Johns./Lyell syndr., interstit.nephrit., hepatit., hepat. necros./fail., anaphylact.reacts., tachycard., hot flush., faint., migraine, joint pain/swell., weakn., musc.pain, tendosynovit., photosens., imp. kidn. funct./fail., achilles tend.rupt., superinfect., bld. dyscras., hyperglycaem., crystallur., haematur.

Warnings and special precautions: Convuls. disord. hist., good hydrat.& avoid alkaline urine, poss. pseudomembr.colit., discont.if achillotendinit. signs, elderly, theophyll.plasma lev. monit., admin.1-2 hrs.bef./4 hrs.aft iron preps.& antacids., alter.prothromb.values, imp.ren./liv. funct.

Drug interactions: Elev.theophyll.plasma conc.& prolongat. of eliminat.half-life, Fe preps./Mg/Al/ Ca hydrox.contain.antacids & sucralfate interfer. with absorpt., fenbufen incr.risk of CNS stimulat.& convuls. seiz., act.of warfar./glibenclamide intensif., probenecid incr.ciprofloxacin ser.conc., metoclopramide acceler.absorpt., poss.imp.react. time with alcoh.

 XE "Floxave" FLOXAVE 400, (Unicorn) Hetero [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Ac.bact.sinusit., ac.bact.exacerb.of chron. bronchit., commun.acquir.pneum., skin & soft tiss.infects. in adults over 18 yrs.

(S4) TABS, 48/20.1.1/0021

3000054-001: 400 mg, 5, R205,85
Dosage: Recomm.dos.for all indicat: 400 mg once dly. Swall.whole. Ther.durat.determin.by indicat. sever./clinic.respons. Do not exceed recomm. treatm.durat./dos.

Ac.chron.bronchit.exacerbat: 5 days.

Ac. sinusit: 10 days.

Commun.acquir.pneum: 10 days. 

Skin & soft tiss.infects: 7-21 days. 

Contraindications: Other quinolone hypersens., sev. hepat.insuff., pregn.& lactat., childr.und. 18 yrs., pts.with hist.of tendon dis./disord.relat.to quinolone treatm., congen./acquir.QT interv. prolongat., electrol.disturbs.esp.uncorrect. hypokalaem., clinic.relev.bradycard./HF with reduc. left ventric.eject.fract., symptom.dysrhythm.hist., sev. hepat.impairm., concom.meds.prolong.QT interv. incl.class 1A or Class lll anti-dysrhythm./ cert. antipsychot./TCAs/cert.antimicrob.& antihistam./ antimalar.esp.halofantrine/vincamine IV/ cisapride/diphemanil/bepridil.

Side effects: Freq: Headache, dizzin., incr. transaminas., mycotic superinfects., GI disords., QT prolongat.in pts. with hypokalaem., ang.pect. Less freq: Allerg.react., prurit., rash, urticar., eosinophilia, anaphylact.reacts., allerg.oed./ angioed., anaem., leukopen., neutropen., thrombocytopen., thrombocythem., prolong./ abnorm./ incr. prothromb.time.incr./decr. INR, anorex., constipa, dyspeps., flatul., gastroenterit., dysphag., stomatit., antibiot.assoc.colitis, anx., psychomot. hyperact./agitat., emot.lability, depress., hallucinat., depersonalisat.psychot. reacts., arthralg., myalg., incr. musc.tone/cramp., arthrit., tendonit., gait disturb., tendon rupt., exacerbat. myasth.grav.sympts, rhabdomyolys., bull. skin reacts., dehydrat., ren.impairm./-fail., dyspn., unspecif.pain, sweat., oed, hepat.impairm, incr. bilirub./GGT/bld alkaline phosphat., jaund., hepatit., fulmin.hepatit., hyperlipidaem., hyperglycaem., hyperuricaem., paraesthes., dysaesthes., hypo-/hyperaesthes., taste disords., confus., disorientat., sleep disords., trem., abnorm. dreams, coordinat.disturb., seiz., somnol., attent. disturb., speech disords., amnes., periph. neuropathy, polyneuropathy, QT prolongat., palpitat., tachycard., atrial fibrillat., ventric. tachydysrhythm., specif.dysrhythm., vasodilat., syncope, hyper-/hypotens., tinnit., hear.impairm, vertigo, vis. disturbs.

Warnings and special precautions: Pass.into breast milk, indiv./ongoing prodysrhythm.condits., avoid in known QT interv.prolong./ uncorr. hypokalaem./ pts.receiv.Class 1A or class 111 antidysrhythm. agents, concom.cisapride/ erythromycin/ antipsychot./TCAs not to be used, known/susp.CNS disords./in pres.of other risk fact. predispos. to seiz/low.seiz.thresh., discont.at first appear. of skin rash/sign of hypersens./ neuropathy signs/CNS event/ser.psychot.sympt., consid. diagnos.of pseudomembr.colit.in pts. develop. ser.diarrh., discont.ther. if est. pseudomembr.colit./tendonit.with pain & inflamm/ rupt.& init.appropr.ther., psych.dis.hist./ psychot. pts., avoid excess.sunlight/artific.UV light & report sunburn-like skin reacts./erupt.occur, med.advice bef. contin.ther.in case of fulmin.hepat.dis.S&S/ mucos. les.reacts., G6PD defic./family hist. thereof, meds.reduc.K+-lev./relat.to signif. bradycard., myasth.grav.as sympt.poss.exacerbat., poss. false neg.result with mycobacter.spp.culture test, not recomm.in MRSA infects., poss.add.QT prologat. eff.with concurr.meds.prolong.QT-interv. lead.to incr.ventricul.arrhythm.risk incl.torsade de pointes, admin.antacids/anti-retrovir.& other preps. cont.Al/Mg/other miner.-incl.Fe at least 4 hrs. bef./2 hrs.aft., concom.warfar.

Drug interactions: Incr.ventr.dysrhythm.risk with other meds.poss.prolong.QT interv., absorpt.reduc. by antacids, miner.& multivits., incr.oral anticoag. activ. with warfar., glibenclamide peak plasma conc. decr., incr.CNS stimulat.& convuls.risk with NSAIDs, charcoal reduc.system.availabil.
 XE "Floxin" FLOXIN, Ranbaxy [P/S]

Norfloxacin.
Indications: Upper & lower UTI’s caus.by suscept. bact.

(S4) TABS. 32/20.1.1/0377

702524-001: 400 mg, 6, R32,14
Dosage: Usual: 400 mg 2xdly x7-10 days or x3 days in uncomplicat.UTI. Do not exceed recomm. dos. An aminoglycoside to be admin. concom.in infect.caus.by Pseudomonas aeruginosa
Contraindications: Chem.relat.quinolone antibact. hypersens., creatinine clear.<30 ml/min., childr., pregn.& lactat., adolesc.

Side effects: GI disturbs.incl.pseudomembr.colit., CNS eff.incl.trem./vis.disturbs., hallucinat., psychot. reacts., depress., convuls., periph. neuropathy, hypersens.reacts., skin reacts.incl. photosens./Stev.Johns.syndr./tox.epiderm. necrolys., vasculit., anaphylax., arthralg., joint eros., tendon damage, ac.ren.fail., bld.dyscras., crystallur., elev.liv.enzymes, hepatit., myalg., gynaecomast., superinfect., crystallur.with excess.dos.

Special precautions: Revers.les.of weight bear. joint cartilage in cert.immat.anim.sp, concom. nitrofurantoin not to be admin., admin.4 hrs.aft. preps. contain. Mg/Al/Fe salts, do not admin. concom. opioids in peri-op per., adeq.fluid intake, epilep./ CNS disord.hist., imp.ren./hepat.funct., G6PD-defic., myasth.grav., avoid excess.urine alkalinity/ strong sunlight or sunlamp expos., imp. motor ability esp.with alchol

Drug interactions: Poss.interacts.with antacids/ Fe preps./opioids/theophylline/warfarin, antagon. with nitrofurantoin.
 XE "Levofloxacin Fresenius" LEVOFLOXACIN FRESENIUS, Fresenius Kabi [P/S]

Levofloxacin hemihydr.equiv.to levofloxacin.

Indications: Ac.exacerbat.of chron.bronchit., community acquir.pneumon., sinusit., complic.UTI & ac. pyelonephrit., uncomplic.UTI in women, uncomplic./complicat.skin & soft tiss.infects.& intra-abdom.infects.in adults caus by sens.bact.

(S4) SOL.FOR INFUS, A:45/20.1.1/0139. 5 mg/ml
720718-001: 1x100 ml, R55,93

Dosage: Infus.slow.over not less than 30 mins.for 250 mg & 60 mins.for 500 mg. Switch.to oral ther. norm.poss. aft.few days.accord.to pt.condit.& giv. the bioequiv. the same dos.can be used.

Bronchit.bact.exacerbat: 500 mg once dly.x5-10 days.

Commun.acquir.pneumon: 500 mg 1-2xdly.x10-14 days. High.dos.in pres.of complicat. fact.

Sinusit: 500 mg once dly.x10-14 days.

Uncomplic.UTI’s in women: 250 mg once dly.x3 days.

Uncomplic. skin & soft tiss.infects: 500 mg 1xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14  days. In pres.of bacteraem./septicaem.incr.dos.to 500 mg 2xdly. x10-14 days.

Contraindications: Other quinolone hypersens., epilep., tendon disord.hist.assoc.with fluoroquinolone admin., childr./adolesc.und. 18 yrs., pregn., lactat., mitr.valve/ aortic- regurgitat.unless no safer approp.antibiot.available / has failed or not tolerat.

Side effects: Tendinit., tend.rupt., superinfect., vag.candidias., QT interv.prolong., dizzin., bld. dyscras., hypersens.incl.anaphylax., ser.sickn., skin reacts. incl.Stev.-Johns.syndr./tox.epiderm. necrolys./ erythem.multiform., laryng. oed., angioed., vasculit., hypotens., anaphylact.-like shock, hypoglycaem., syncope, tachycard., hot flush., gynaecomast., headache, trem., convuls., unsteady gait, paraesthes., taste/smell/sleep disturbs., psych.disords., encephalopathy, anx., GI disturbs. incl.pseudomembr.colit., hepatit., liv. enzym. incr., photosens., sweat., arthralg., myalg., rhabdomyolys., musc.weakn.esp.in myasth.grav. pts., interstit. nephrit., crystallur., ac.ren.fail., asthen., fev., allerg.pneumonit.

Special warnings and precautions: Disc.immed.at first S&S of serious s/e., avoid in MRSA infects., consid.E.coli resistan., stop infus.if profound drop in BP, contains sodium, discont.ther.if tendon rupt. suspect. & init.appropr.treatm., tendonit.risk incr.in elderly / concom.corticoster./ ren.impairm.,/solid organ transpl.pts./ daily dose of 1g, serious diarrh.consid.Clostrid.diff.ass.dis., lower seiz. Thresh./trigger seiz., G-6-phosph. dehydrogen. defic.,ren.impairm., hypersens.reacts., monit.for S&S of severe skin reacts., if SJS/ TEN/ DRESS disc.& don’t restart., monit.gluc.in DM pts., expos. to strong sunlight/ UV, monit.coag. with concom. warfar., psychotic pts./hist.of psychiatr.dis., pts.with QT prolongat./ relev.risk fact.(eg.congenit.long QT syndr./ meds prolon QT-interv./ uncorr.electrol. disturb./ card.dis.), may trigg.porphyr. attacks, sympts.of neuropath., S&S of hepat.dis., poss.aggrav.myasth.grav. sympt., contact eye special.if impair.vis./ eff.on eyes, superinfect., poss. false negat.bacteriol. TB diagn., fam hist.or diagnos.pre-exist.aortic aneurysm &/aortic dissect.or risk fact., heart valve regurgitat./ incomp., joint developm.in grow. organ.advers. affect. in anim.stud., not to be mix.with hepar./ alkal.sols.,compat. with other infus.sols.not est.
Interactions: Hepat.med.metabol.inhib.& poss.interfer.with clear.eg theophyll./NSAIDs low. seiz. thresh., incr.warfar.plasma lev., oral antidiab. glibenclamide eff.enhanc., Al/Ca/Mg or Fe reduc. oral fluoroquinolon. &/relat.meds.absorpt.

 XE "Levofloxacin-Winthrop" LEVOFLOXACIN-WINTHROP, Winthrop [P/S]
Levofloxacin.
Indications: Sinusit., ac.exacerbat.of chron. bronchit., community acquir.pneum. 250 & 500 mg tabs & IV sol.for infus.also: chron.bact. prostatit., complic. UTI & ac. pyelonephrit., uncomplic. UTI in women, uncomplic.& complicat. skin & skin struct. infects.& intra-abdom. infects. in adults caus by sens.bact., 750 mg Tabs.& IV sol.for infus.also: hosp.acquir.pneum.
(S4) TABS, [P/S] A40/20.1.1/0310, 43/20.1.1/1058
710312-001: 500 mg, 5, R197,69

710312-002: 500 mg, 10, R395,44

719775-001: 750 mg, 5, R200,19

(S4) IV INFUS, [P/S] A39/20.1.1/0578, 43/20.1.1/1059. 5 mg/ml.

715655-001: 500 mg, 1x 100 ml vial, R144,26

719151-001: 750 mg, 1x 150 ml vial, R238,81

Dosage: Tabs: swallow whole without crush. Dos. determin. by sev., type & sens.of infect.

Infus: admin.separat. 250 mg dos: infus.slow. over not less than 30 mins. 500 mg dos: infus. slow.over not less than 60 mins. 750 dos: slow infus.over not less than 90 min. IV ther.may be switch.to oral aft. few days depend.on pt.condit.

Sinusit: 500 mg once dly.x10 days or 750 mg once dly.x 5 days. 

Chron bronchit: 500 mg once dly.for 5-10 days or 750 mg once dly x3-5 days.

Commun.acquir.pneumon: 500 mg 1-2xdly.x10-14 days or 750 mg once dly x5 days. High.dos.in pres.of complicat. fact.

Chron.bact.prostatit: 500 mg once dly x28 days.

UTI’s: Complic: 250 mg 1xdly.x10 days. Uncomplic. in women: 250 mg 1xdly.x3 days.

Skin & skin struct.infects: Uncomplic: 250-500 mg 1xdly. x7-10 days. Complic: 500 mg 2xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly. x10-14 days.

Hosp.acquir.pneumon: 750 mg once dly x10-14 days.

Contraindications: Epilep., tendon disord.hist. assoc.with fluroquinolone admin., childr./adolesc. und.18 yrs., pregn., lactat., infus.not to be mix.with heparin/alkaline sols.

Side effects: Angioed./anaphylact.-/oid shock, skin reacts.incl.tox.epiderm.necrolys./Stev.-John./ Lyell’s & photosens., hypoglycaem., headache, dizzin., paresthes., tremor, convuls., CNS effs., vertigo, audit./vis./taste/smell disturbs., insomn., psychot. reacts.incl.suic. ideat., hypotens., arthralg./myalg., tendon disords., tendinit., musc.weakn.esp.in myasthen.grav.pts., rhabdomyolys., interstit.nephrit., ac.ren.fail., hepatit., pancytopen., haemolyt.anaem., infus. site/mucocutan.reacts., phlebit., asthen., fev., superinfect., allerg.pneumonit., hypersens. vasculit., porphyr.attacks in porphyr.pts., diarrh., N&V, tachycard., ECG QT prolong., bronchosp., dyspn., sev.liv.inj.esp.in case of underly.dis., incr. liv.enzymes, extrapyramid.sympt.

Special precautions: Poss.joint develop.eff.in animal studies, seiz.disposit., concom.meds./risk fact.known to prolong QT interv., concom. fenbufen /NSAID’s & meds.low.cerebr.seiz.thresh. eg.theophyll., unnecess.expos.to strong sunlight/UV, poss.false negat.bacteriolog.TB diagn., admin.2 hrs.bef./aft.Fe salts/Mg or Al cont. antacids& sucralfate, concom.probenecid/ cimetidine, imp.ren.funct., Achilles tend.rupt., elderly, discont.ther.if tendinit./pseudomembr. colit.suspect.also in case of neuropathy sympt., concom.warfarin, G6PD activ.defects, diab.pts.

Drug interactions: Iron preps./Mg or Al hydrox. contain.antacids impair absorpt., incr.tendon rupt. risk with concom.corticoster., bioavailabil.reduc. by sucralfate., incr.coagulat.tests &/or bleed.with vit.K antagon.eg warfar.

 XE "Levonic IV" LEVONIC IV 500, Pharma Dynamics [P/S]
Levofloxacin.
Indications: Ac.exacerbat.of chron.bronchit., community acquir.pneum., sinusit., compl.UTI & ac. pyelonephrit., uncomplic.UTI in women, uncomplic. & complic.skin & soft tiss.infects., chron. bact.prostatit. & intra-abdom.infects., in adults caus by sens.bact.

(S4) CONC.FOR INFUS, A42/20.1.1/0998 

720332-001: 500 mg, 1x 100 ml bag, R59,23
Dosage: Dos.determin.by sev.,type & sens.of infect. Infus.slow.over not less than 30 mins.for 250 mg dos. & over not less than 60 mins.for 500 mg dos. Infus.separat. Admin.once or 2xdly. Treatm.durat.varies accord.to dis.course. Cont. ther. for at least 48-72 hrs aft.pt.afebr./bact. eridicat. evid. May be switch.to oral route aft.few days accord.to pt.condit. 

Ac.exacerbat.of chron.bronchit: 500 mg once dly.x5-10 days

Community acquir.pneumon: 500 mg 1-2xdly. x10-14 days. High.dos.in pres. of complicat.fact.
Sinusit: 500 mg once dly for 10 days.

UTI’s: Complic. & ac.pyelonephrit: 250 mg 1xdly. x10 days. Uncomplic. in women: 250 mg 1xdly.x3 days.

Uncomplic.skin & soft tiss.infects: 250-500 mg once dly. x7-10 days.

Complic.skin & soft tiss.infects: 500 mg 2xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days.

Chron.bact.prostatit: 500 mg 1xdly x 28 days. 

Above indicaty.in pres.of bacteraem./ septicaem. incr.dos.to 500 mg 2xdly x 10-14 days.
Contraindications: Epilep., tendon disord.hist. relat.to fluoroquinolone admin., childr./adolesc. und.18 yrs., pregn., lactat., mix.with heparin/ alkaline sols.

Side effects: GI disturbs., pseudomembr.colit., headache, dizzin., CNS effs., tremor, convuls., extrapyramid. sympt., paraesthes., psych.disords., anx., vis./auditory disturbs., bld.dyscras., hepatit., incr.liv.enzym., sev.liv.inj.incl.ac.liv.fail., interstit. nephrit., ac.ren.fail., photosens./skin reacts.incl. Stev.Johns.syndr./tox.epiderm.necrolys./erythema exsudativum, allerg./hypersens.reacts., angioed., anaphylact.-like shock, vasculit., tendonit., arthralg., myalg., rhabdomyolys., musc.weakn., hypoglycaem., tachycard., QT prolongat., dyspn., bronchosp., fung.infect., superinfect., phlebit., hypotens., fev., allerg. pneumonit., asthen.

Special precautions: Myasthen.grav., porphyr. attacks, poss.false negat.bacteriolog.TB diagn., expos.to strong sunlight/ UV, discont.ther.immed. & appr.treatm.if pseudomembr.colit./tendonit.is susp./anaphylact.react./psychot.react./periph. neuropathy/CNS adverse effs., diab.mellit., latent/ act. defects in gluc.-6-phosph.dehydrogenase activ., seiz.disposit., concom.NSAID’s/meds.low. seiz.thresh., elderly, concom.corticoster./warfar./ meds.known to prolong QT interv., imp.ren.funct., known risk fact.for QT-interv.prolong.

Drug interactions: Hepat.meds.metab.inhib.& poss.interfer.with clear.of meds.low.seiz.thresh. eg.theophylline/ NSAID’s, poss.warfarin lev. enhanc.

 XE "Lonxave 400" LONXAVE 400, (Activo) Macleods [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Ac.bact.sinusit., ac.bact.exacerb.of chron.bronchit., commun.acquir.pneum., skin & soft tiss. infects., uncomplic.pelv.inflamm.dis., complic. intra-abdom.infects. caus.by suscept. bact., in adults over 18 yrs.

(S4) TABS, 48/20.1.1/0024

721160-001: 400 mg, 5, R174,07
721160-002: 400 mg, 10, R348,14
Dosage: Recomm.dos.for all indicat: 400 mg once dly. Swall.whole.

Ther.durat.determin.by indicat.sever./clinic. respons. Ac.chron.bronchit. exacerbat: 5 days. Ac. sinusit: 10 days. Commun.acquir.pneum: 7-14 days. Uncomplic.skin & soft tiss.infects: 7 days. Complicat. skin & soft tiss.infects: 7-21 days. Uncomplic. PID: 14 days. 5-14 days tot.durat.in complic. intra-abdom. infects. with IV foll.by oral ther. Do not exceed recomm.treatm.durat.

Contraindications: Other quinolone hypersens., sev.hepat.insuff., pregn.& lactat., childr.und. 18 yrs./ grow.adolesc.excl.where no other appropr. antimicrob.can be used, congen./acquir.QT interv. prolongat., electrol.disturbs.esp.uncorrect. hypokalaem., clinic.relev.bradycard./HF with reduc. left ventric.eject.fract., symptom.dysrhythm.hist., sev. hepat.impairm., concom.meds.prolong.QT interv. incl.class 1A or Class lll anti-dysrhythm. cert. antipsychot./TCA’s/cert.antimicrob.& antihistam./ antimalar.esp.halofantrine/ vincamine IV/ cisapride/diphemanil/bepridil.

Side effects: Monilias., bld.dyscras., incr./decr. prothromb., potent.fatal anaphylact./hypersens. reacts., ECG QT prolongat., hyperglycaem., hyperlipidaem., hyperuricaem., psych.disords.incl. suicidal., CNS effs., headache, dizzin., vertigo, trem., somnol., disturb.coordinat., seiz., speech disords., periph./-polyneuropathy, anosm., vis. disturbs., tinnit., hear.impairm.incl.deafn., convuls., phototoxic., skin reacts. incl Stev.Johns. syndr./ tox.epiderm. necrolys., antibiot.-assoc. colit./ diarrh., tend.inflamm./rupt., hepatit., liv./ ren. fail., tachycard., palpitat., atrial fibrillat., ang. pect., dysrhythm., card.arrest, vasodilat., hyper-/hypotens., asthma, dyspn., GI disturbs., stomatit., sweat., arthralg., myalg., arthrit., myasth. grav. sympt. exacerbat., rhabdomyolys., urin./ card. disords., pain, malaise, oed., dehydrat., asthen.

Warnings and special precautions: Pass.into breast milk, not for lact.intol., indiv./ongo. prodysrhythm. condits., not recomm.in MRSA infects., G6PD defic./family hist.thereof, congenit. QT interv.prolongat., not for use with cartil.les.of weightbear. joints & other arthropathy seen in immat. memb.of var.anim.spec., discont.ther.at any hypersens./allerg.somet.fatal react./ neuropathy signs/ CNS event/ser.psychot.sympt. devel., known/susp.CNS disords./seiz.risk, avoid excess. sunlight/artific.UV light & report sunburn-like skin reacts./erupt.occur, med.advice bef. contin. ther.in case of fulmin.hepat.dis.S&S/skin &/ mucos.les. reacts., not recomm.in pts.with complic. PID for whom IV ther.indic., meds.reduc. K+-lev. /relat.to signif. bradycard., admin. antacids/ anti-retrovir. & other preps.cont.Al/Mg/other miner.-incl. Fe at least 4 hrs. bef./2 hrs.aft., concom. warfar., poss.add.QT prolongat.eff.with high. conc. prolong.QT-interv.lead.to incr.ventric. arrhythm. risk incl.torsade de pointes, discont.ther. if est. pseudomembr.colit./tendonit.with pain & inflamm/ rupt.& init.appropr.ther., psych.dis.hist./ psychot.pts., risk fact.lower.seiz.thresh./ predispos. to seiz., avoid in known QT interv. prolong./ uncorr.hypokalaem./pts.receiv.Class 1A or class 111 antidysrhythm.agents, concom. cisapride/ erythromycin/antipsychot./TCAs not to be used, known/susp.CNS disords./in pres.of other risk fact.predispos.to seiz/low.seiz.thresh., elderly pts./ concom.corticoster.

Drug interactions: Incr.ventr.dysrhythm.risk with other meds.poss.prolong.QT interv., absorpt.reduc. by antacids, miner.& multivits., incr.oral anticoag. activ. with warfar., glibenclamide peak plasma conc. decr., incr.CNS stimulat.& convuls.risk with NSAIDs, charcoal reduc.system.availabil.

 XE "Loxip" LOXIP, Aurogen [P/S}

Ciprofloxacin.

Indications: LRTI, UTI, skin & soft tiss., GI & bone infects.caus by sens.bact., gonorrh.
(S4) TABS, 41/20.1.1/1053

713362-001: 500 mg, 10, R30,97
Dosage: Swall.whole with plenty of liq. Dos. range: 250-750 mg 2xdly for 3-10 days (ac. infect.) with more prolong.ther.poss.necess.in sev.& complicat.infects. Bone infects: 4-6 wks. Min.10 days treatm.for any streptococ. infect.

Cyst.fibros: 750 mg 2x dly consid.bm.(7,5 -15 mg/ kg/ day)

Gonorrh: 250 mg as sngl.dos.

Concom.aminoglycos.in treatm.of pseudomon. aeruginosa infects.

Contraindications: Childr.und.18 yrs., grow. adolesc., safety in pregn.& lactat.not est., pneumococc. infects.

Side effects: Crystallur., bld.dyscras., anaphylact./ anaphylactoid reacts., hypoglycaem., psych. disords., CNS effs., headache, migraine, dizzin., paraesthes., periph.paralges., sweat., unsteady gait, convuls., incr.IC press., periph.-/polyneuropathy, vis.disturbs., tinnit., hear. impairm./loss, vertigo, tachycard., flush., QT prolongat., ventr.dysrhythm., torsades de pointes, vasc.disords., GI disturbs., sev./persist.diarrh., pancreatit., hepat.necros./impairm./fail., hepatit., skin reacts.incl. Stev.John.syndr./ tox.epiderm. necrolys./ erythema exsudat.multiforme, vasculit., joint pain/ swell., arthralg., myalg.esp.in myasth. grav., tendosynovit., tend.rupt., achillotendonit., incr.musc.tone, cramp., interstit.nephrit., ren. impairm./ fail., haematur., hyperglycaem., bld.gluc. disturbs., pancytopen./ bone marrow depress. potent.life-threat.

Warnings and special precautions: Convuls. disord.hist., good hydrat.& avoid alkaline urine, excret. in breast milk, teratogen.eff.in animals, elderly, imp. ren.funct., discont.treatm.in case of shock & admin.appropr.ther., discont.ther.in case of life-threat.pseudomembr.colit./init.appropr.ther. & meds. inhibit. peristals.C/I, concom.antibact. agent to be used in sev./staphylococc.infects./ anaerob.bact.infects., genit.tract.infects., concom. meds. prolong.QT interv., torsades de pointes risk fact., ther.to be discont./physic.exerc.avoid/alert dr. in case of tendonit., monit.kidn./lung transpl. pts., epilep., CNS.disords.poss.predispos.to seiz./ low. thresh., avoid excess.sunlight/discont.ther.if photosens.occurs, concom other CYP450 1A2 enzym. inhib.(eg.theophylline, methylxanthines, caffeine, duloxetine clozapine)/ ciclospor./warfarin/ropinirole/ clozapine/sildenafil, poss.hypoglycaem.coma in diab. mellit., superinfect., high tendonit.risk, methotrex./ theophyll.toxic., admin.1-2  hrs.bef./at least 4 hrs. aft Fe preps./antacids cont.Mg/Al./ Ca/sucralfate.

Interactions: Incr.methotrex. conc.to tox. lev., elev.theophyll.plasma conc. & prolongat.of its half-life, Fe preps./ Mg/Al/Ca hydrox.contain. antacids & sucralfate interfer.with absorpt., incr. CNS stimulat./seiz.risk with NSAID, poss.warfarin toxic., act.of glibenclamide poss.intensif., incr.ser. conc. with probenecid, accelerat.absorpt.with metoclopramide, incr.ropinirole plasma conc., elev. lignocaine plasma conc.& incr.S/E, incr. clozapine/ N-desmethylclozapine/sildenafil ser.conc.

 XE "Mofloxx" MOFLOXX, Cipla Medpro [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Ac.bact.sinusit., ac.bact.exacerb.of chron.bronchit., commun.acquir.pneum., skin & soft tiss.infects.caus.by suscept.bact.in adults over 18 yrs.

(S4) TABS, 44/20.1.1/1063

721071-001: 400 mg, 5, R213,35
Dosage: 400 mg dly swall.whole. 

Durat.determin. by indicat.sever./clinc.respons. Usual.3-4 days aft.infect.manifestat.clear. Ac. chron. bronchit. exacerbat: 5 days. Ac.sinusit./ commun. acquir.pneum./skin & soft tiss.infects: 10 days. Treatm stud. for up to 14 days in clinic. trials. Do not exceed recomm.dos.

Contraindications: Other quinolone hypersens., safety & effic.in pregn.& lactat., childr.und.18 yrs./ grow.adolesc. (excl.where no other appropr. antimicrob. agent can be used) not est., safety in tendon disord./dis.assoc.with quinolone treatm. hist., known QT interv.prolongat., electrol.disturbs. esp. uncorrect.hypokalaem., clinic.relev. bradycard., HF with reduc.left ventr.eject.fract., symptom. dysrhythm.hist., concom.meds.prolong. QT interv., imp. liv.funct., lact.intol., advanc.ren. funct.impairm./dialys., ongo.pro-dysrhythm. condits., effic.in diab.foot infects.with fasciit./ osteomyelit./sev.burn infects.not est., concurr. admin. of class 1A or Class lll anti-dysrhythm./ cert. antipsychot./TCA’s/cert.antimicrob.& antihistam./ vincamine IV/cisapride/diphemanil/ bepridil.

Side-effects: Monilias., antibiot.-assoc.colit./ diarrh., bld.dyscras., incr./decr.prothromb., ser. somet. fatal allerg./hypersens.reacts., angioed., GI/eye/card.disords., CNS effs., headache, dizzin., trem., paraesthes., hyperton., inco-ordinat., convuls., parosmia, vertigo, tinnit., QT prolongat.in pts.with concom.hypokalaem., tachycard., palpitat., abnorm.ECG, hyper-/hypotens., vasodilat., asthma, dyspn., tong. discolour., glossit., abnorm.LFT, hepatotoxic., jaund., skin reacts. incl Stev. Johns.syndr./tox.epiderm. necrolys., sweat., arthralg., myalg., arthrit., ren./ urin.disords. incl.abnorm.kidn.funct., vaginit., asthen., back/leg/chest/pelv.pain, malaise, fac./ periph. oed., hyperglycaem., hyperlipidaem., hyperuricaem., suicidal., ECG chang., polyneuropathy lead.to weakn./paraesthes., myasth. grav.sympt.worsen., hepatit., liv.fail., psych./tendon disords., phototoxic.

Special precautions: Pass.into breast milk, discont. ther.at any hypersens.sign/skin rash/CNS event/establ. pseudomembr.colit./susp.tendon inflamm. & rupt./S&S relat.to dysrhythm./ neuropathy sympt.devel./ser.psychot.reacts., known/ susp. CNS disord., risk fact.lower.seiz. thresh./ predispos.to seiz., admin.antacids/anti-retrovir. & other preps.cont. Al/Mg/other mineral-incl. Fe at least 4 hrs.bef./2 hrs.aft., not recomm. in mod.to sev.liv.funct.impairm., avoid in uncorr. hypokalaem., discont.ther.if any S&S poss.relat.to card.dysrhythm., meds.reduc.K+-lev./relat.to signif. bradycard., pro-dysrhythm.condits.hist./QTc prolongat., poss.add.QT prolongat.eff.with high. conc. prolong.QT-interv.lead.to incr.ventric. arrhythm. risk incl.torsade de pointes, condits. predispos.to card.dysrhythm., elderly/female pts., faint./ palpitat./any meds.taken concurr.incl.OTC’s, myasth.grav., fulmin.hepat.dis.S&S, psychot.pts./ psych. dis.hist., suffic.fluid intake esp.elderly with ren. disords., avoid excess.sunlight/artific.UV light, G6PD defic./family hist.thereof, not recomm.in MRSA infects., cartil.les.of weight bear joints & other arthropathy seen in immat.memb.of var. anim. spec.

Drug interactions: Glibenclamide peak plasma conc. decr., incr. CNS stimulat. & convuls./risk with NSAIDs, charcoal reduc.system.availabil., absorpt.reduc.by antacids, miner.& multivits.
 XE "Moxibay" MOXIBAY, (Zentiva) Bayer [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Mild to mod.sev.U&LRTI, complicat. & uncomplicat.skin & soft tiss.infects., uncomplicat. pelv.inflamm.dis., complicat.intra-abdom. infects.caus.by suscept.bact.

(S4) TABS, [P/S] 42/20.1.1/0593

715146-001: 400 mg, 5, R233,20

715146-002: 400 mg, 10, R466,34

Dosage: Swallow tabs.whole. When clinic. indicat. IV ther.may be follow.by oral admin.

All indicat: Adults: 400 mg once dly. Do not exceed recomm.dos.

Admin.x5-10 days for U&LRTI, x7-14 days for commun. acquir.pneumon.init as IV admin.follow. by oral ther. x7 days in uncomplicat.skin & skin struct.infects., x7-21 days in complic.skin & skin struct.infects., x14 days in uncomplicat.pelvic inflamm. dis., x5-14 days in complicat.intra abdom. infects. as IV admin.follow.by oral ther.

Contraindications: Sev.hepat.insuffic., pregn. & lactat., childr.und.18 yrs., grow.adolesc.except if no other suit.antimicrob.can be used, avoid in known QT interv. prolongat./uncorrect. hypokalaem. /concurr.admin.of class 1A or Class lll anti-arrhythm., do not use in dialysis/adv.ren. impairm.,

Side effects: Prolongs QT-interv./torsades de pointes & card.arrest, CNS effs.incl.seiz., anaphylact. /hypersens.reacts., mycot. superinfect., bld.dyscras., prolong.prothromb. time, hyperlipidaem./-glycaem./-uricaemia, behav. disturbs.incl.depress./hallucinat.& psychot. reacts.poss.culminat.in self endang. behav., para-/dysaesthes., hypo-/hyperesthes., taste & smell disords., co-ordinat.disturbs.poss. lead.to falls esp.in elderly, disturb.attent., speech disords., amnes., vis.disturbs., tinnit., palpits., tachycard., specif.dysrhythm., vasodilat., hypotens., hypertens., dyspn., asthma, GI disturbs. incl.antibiot.assoc.colit., hepatobil. disords., Stev.John.& tox.epiderm.necrolys., tendonit./ rupt., arthralg., myalg., incr.musc.tone & cramp., arthrit., gait disturbs., dehydrat., ren. impairm., feel.unwell, unspecif.pain, sweat., oed.

Special precautions: Poss.add.QT prologat.eff. with concurr.meds.prolong.QT-interv., family hist. of CV condits. incl.ongoing proarrhythm.condits., known/suspect.CNS disords.(eg.epilep.& sev. cerebr. arterioscleros.)/risk fact.predispos.to seiz. /low.seiz.threshold, discont.in pres.of any skin rash/hypersens.sympts.or tend.inflamm.sympts., poss.pseudomembran.colit., tendinit.& tend.rupt. risk incr.in over 60 yrs./concom.corticoster., admin. antacids, anti-retrovir.& other mineral-contain. meds.4 hrs.bef./2 hrs.aft., pts.to advis.dr of palpits./faint., any meds.taken concurr., photosens./ excess.sun & UV light expos.

Drug interactions: Imp.absorpt.by antacids, minerals & multivits., incr.anti-coag.activ.with concurr.oral anticoag., peak plasma conc.of glibenclamide decr., poss.incr.CNS stimulat.& convuls. risk with NSAID’s, charcoal reduc.syst. availabil.

 XE "Moxifloxacin Fresenius" MOXIFLOXACIN FRESENIUS, Fresenius Kabi [P/S]

Moxifloxacin HCl equiv.to moxifloxacin

Indications: Sev/complicat. infects.caus.by sens. bact. where other antimicrob.approv.for similar indicat. are not consid.appropr./ have fail./ contra-indic or not tol.

Sev.&/ complicat. commun.acquir.pneumon./ skin & skin struct infects./ intra-abdom.infects 

(S4) SOL FOR INFUS, [P/S] 49/20.1.1/0965

3004093-001, 400 mg, 1x250 ml bot, R143,72
Dosage: Infus.sol.IV over 60 mins. Transit.to tabs.once feasible.

All indicat: Adults: 400 mg once dly. Do not exceed recomm.dos./durat.of treatm.

Admin. x7-14 days for commun. acquir. pneumon.init as IV admin.follow. by oral ther. x7-21 days in complic.skin & skin struct.infects.init as IV admin.follow.by oral ther.x5-14 days in complicat.intra abdom.infects. as IV admin.follow.by oral ther.

Contraindications: Other quinolone hypersens., tend./musc./joint/nerve/CNS syst./ epilep.or psychot. disord.hist.esp.relat.to prev. quinolone or fluoroquionolone use where alternat. ther.is avail., convuls./ epilep.hist., diffic.to control epilep. disords., aortic aneurysm &/dissect.or their risk fact.or predispos.condits.where alternat. ther. is avail., myasth.grav., concom. fluoroquinolones with ACE inhib/ angiotens.recept.block.in mod.to sev. ren.fail. & elderly, childr.und.18 yrs., pregn.& lactat., concom.meds.known to prolong QT interv., congenit./ docum.acquir.QT prolongat., HF with reduc.L.ventric.eject.fract., electrol.disturbs. partic.uncorrect.hypokalaem., clin.relev.bradycard., prev.symptomayt.dysrhythm.hist., confirm.mitral valve &/aort.valve regurgitat. unless no safer altern.avail./has fail./ not tolerat.

Side effects: Freq: Mycot.superinfects., headache, dizzin., allerg.react., prurit., rash, urticar., bld.eosnophil., QT prolongat.in hypokalaem., N&V, GI & abdom.pains, diarrh., transaminase.incr., inj.site react.

Less freq.: Anaem., leucopen., neutropen., thrombocytopen., thrombocythaem., prolong.prothromb.time, abnorm.part.thromboplast.time, INR changes, pancytopen., anaphylact.react., allerg.oed./angioed., hyperlipidaem., anx.reacts., psychomot. hyperactiv./ agitat., paraesthes., dysaesthes.,taste disords., confus., disorientat., sleep disords., trem., vertigo., somnol., vis.disturbs., palpitat., tachycard., vasodilat., dyspn.incl.asthma, decr.appetite & food intake, constipate., dyspeps., flatul. gastroenterit., incr.amylase, hepat.impairm., incr.bilirub & gamma-glutamyl-transferas., incr.bld. alkal.phosphat, arthralg., myalg., dehydrat., feel.unwell, unspecif.pain, sweat., infus.site react. Rare:, hyperglycaem., hyperuricaem., emot.liability, depress.culmin.in self-injur.behav., hallucinat., hypoaesthes., smell disords., abnorm.dreams. disturb.co-ordinat., seiz., disturb.att., speech disords., amnes., periph.neuropathy & polyneuropathy, tinnit., hear.loss, ventric. tachydysrhythm., syncope, hyper-/hypotens., dysphag., stomatit., antibiot.assoc.colit./ pseudomembran.colit., jaund., hepatit., tendinit., incr. musc.tone, musc.weakn., ren.impairm., ren. fail., oed, Clostridium diffic.assoc.dis., fulmin.hepatit.poss.lead.to life threaten.liv.fail., Stev.Johns.syndr.(SJS), tox.epiderm. necrolys.(TEN), hyperglycaem., hypoglycaem. Coma. Unknown freq: Ventric. dysrhythm., fall.with injury esp.elderly, Guill.Barre syndr., Torsades de pointes, card.arrest, aort. aneurysm & dissect., unspecif.dysrhythm., ac.generalis. exanthemat. pustulos.(AGEP), rhabdomyolys., mitr.valve &/aort.valve regurgitat., depress./psychot.reacts.may poss.progress.to self. endanger. behav., raretend.rupt., arthrit., gait disturbs., myasth. grav.sympt.exacerbat.

Special warnings and precautions: Not recomm. in sev.hepat.impairm., hypersens.reacts. incl.anaphylax.report.aft.1stadmin., pts.with known risk fact.for QT prolongat., concom.meds.known to prolong QT interv., congenit. long QT syndr., ongoing dysrhythm.condits., pts receiv. class 1A (e.g. quinidine,

procainamide) / class III (e.g. amiodarone, sotalol) antidysrhythm.meds., pre-exist.liv.cirrhos., aneurysmal dis./pre-exist.aort.dis.&/ dissect.& other predispos.condit., CV examinat.bef. prescrib., ren. funct.monit.with concom.ACE inhibit./ angiotensin.-recept.block., discont.at S&S of hepat. dis., reports of fatal sev.cutan.adv.reacts incl.TEN/ SJS/ AGEP, advise pt.of S&S of sev.skin reacts.discont.immed.and do not restart at any time, known/suspect.CNS disords.with predispos.to seiz./ low seiz.threshold, pts.to avoid UV expos.dur.ther., poss.pseudomembr.colit., mysth.grav., tendonit./ tendon rupt.risk facts, discont. at any sign of tendonit., not recomm.in complicat.pelvic inflamm.dis where IV ther. necess., not recomm.for methicill.resist. S.aureus infects., med.advice if neuropathy S&S develop, depress./ psychot. reacts.may poss.progress.to self. endanger. behav., careful.monit.bld gluc.in diabet., addit.Na load through IV admin.in condits.where Na intake a medic.concern, monit.INR with concom. anticoags.

Interactions: Oral anticoag. activ.incr., glibenclamide peak plasma conc.decr., digox. Cmax incr., charcoal reduc.syst. availabil., NSAID’s incr.risk of CNS stimulat.& convuls., ac. kidn. with ACE inhibit/ angiotens.recept. block.
 XE "Sandoz Levofloxacin" SANDOZ LEVOFLOXACIN 250; 500, Sandoz [P/S]
Levofloxacin.
Indications: Ac.exacerbat.of chron. bronchit., community acquir.pneum., sinusit., compl.UTI & ac. pyelonephrit., uncomplic.UTI in women, uncomplic./complicat. skin & soft tiss.& intra-abdom.infects.in adults caus by sens.bact.
(S4) TABS, A40/20.1.1/0525, 0526
707946-001: 250 mg, 5, R74,46
707947-001: 500 mg, 5, R124,13
707947-002: 500 mg, 10, R248,26
Dosage: Dos.determin.by sev., type & sens.of infect.

RTI’s: 500 mg 1-2xdly.x5-14 days. High.dos.in pres. of complicat.fact.

UTI’s: Complic: 250 mg 1xdly. x10 days. Uncomplic.in women: 250 mg 1xdly.x3 days.

Skin & soft tiss.infects: Uncomplic: 250-500 mg 1xdly. x7-10 days. Complic: 500 mg 1xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly

Contraindications: Epilep., tendon disord.hist. assoc.with fluroquinolone admin., childr./adolesc. und. 18 yrs., pregn., lactat.

Side effects: GI disturbs.incl.sev./bloody diarrh., CNS effs., paresthes., vis.disturbs., imp.hear./ taste & smell, tremor, convuls., psychot.reacts., bld. dyscras., hepatit., interstit.nephrit., ac.kidn. fail., photosens., hypersens.reacts.incl.Stev.-Johns. /Lyell’s syndr., tendinit., arthralg./myalg., Achilles tend.rupt., musc.weakn.esp.in myasth. grav. pts., rhabdomyolys., hypoglycaem., asthen., superinfect., trigg.prophyr.attacks in porphyr.pts., anaphylact.-like shock.

Special precautions: Seiz.disposit., concom. fenbufen/NSAID’s & meds.low.cerebr.seiz. threshold eg.theophyll., poss.false negat. bacteriolog. TB diagn., unnecess.expos.to strong sunlight/ UV, tabs.should be admin.2 hrs.bef./ aft. Fe salts/antacids & sucralfate, imp.ren.funct., discont. if pseudomembr. colit.is suspect., diabet., porphyr., myasth.grav.

Drug interactions: Iron preps./Mg or Al hydrox. contain.antacids & sucralfate interfer.with absorpt., inhibit.hepat.drug metabol.poss.interfer. with clear.of drugs that low.seiz.thresh.eg. theophylline, fenbufen/simil.NSAID’s.

 XE "Tavaloxx" TAVALOXX 500, 750, Cipla Medpro [P/S]
Levofloxacin.
Indications: Ac.exacerbat.of chron.bronchit., community acquir.pneumon., sinusit., complic.UTI & ac. pyelonephrit., uncomplic.UTI in women, uncomplic./complicat. skin & soft tiss.& intra-abdom.infects.in adults caus by sens.bact.
(S4) TABS, 41/20.1.1/0008, 0009
709846-001: 500 mg, 5, R200,72
709847-001: 750 mg, 5, R208,68
Dosage: Dos.determin.by sev.,type & sens.of infect.

RTI’s: 500 mg 1-2xdly.x5-14 days. High.dos.in pres. of complicat.fact.

UTI’s: Complic: 250 mg 1xdly.x10 days. Uncomplic. in women: 250 mg 1xdly.x3 days.

Skin & soft tiss.infects: Uncomplic: 250-500 mg 1xdly x7-10 days. Complic: 500 mg 1xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly. x10-14 days.

Contraindications: Other quinolone hypersens., epilep., tendon disord.hist.assoc.with fluroquinolone admin., childr./adolesc.und.18 yrs., pregn., lactat.

Side effects: Hypersens.reacts.incl.Stev.-Johns./ Lyell’s syndr.& erythema multiforme, bld.dyscras., hypoglycaem.esp.in diab., CNS effs., paresthes., vis./audit./taste & smell disturbs., trem., hallucinat., convuls., psychot.reacts., GI disturbs. incl. sev./bloody diarrh., hepatit., interstit.nephrit., ac. ren.fail., photosens., tendinit., arthralg. / myalg., Achilles tend.rupt., musc.weakn.esp.in myasth. grav.pts., rhabdomyolys., anaphylact.-like shock, asthen., superinfect., trigg.prophyr.attacks in porphyr.pts.
Special precautions: Prone to seiz., concom. fenbufen/NSAID’s & meds.low.cerebr.seiz. threshold eg.theophyll., poss.false negat. bacteriolog. TB diagn., expos.to strong sunlight/ UV, admin.2 hrs.bef./aft.Fe salts/Al & Mg contain. antacids & sucralfate, discont.if pseudomembr. colit. is suspect.& init.appropr.ther., porphyr., myasthen. grav.

Drug interactions: Fe salts/antacids & sucralfate reduc.absorpt., inhibit.hepat.drug metabol.poss. interfer. with clear.of meds.that low.seiz.thresh.eg. theophylline, fenbufen/ simil.NSAID’s.

 XE "Tavanic" TAVANIC, Ranbaxy [P/S]
Levofloxacin.
Indications: Sinusit., ac.exacerbat.of chron. bronchit., community acquir.pneum., hosp. acquir.pneum., chron.bact. prostatit., compl.UTI & ac.pyelonephrit., uncomplic. UTI in women, uncomplic.& complic. skin & soft tiss.& intra-abdom. infects.in adults caus by sens. bact.
(S4) TABS, [P/S] 32/20.1.1/0123, 0124, 43/20.1.1/0947
845876-007: 250 mg, 5, R129,77
845884-026: 500 mg, 5, R107,50
845884-018: 500 mg, 10, R214,98
(S4) TABS, [P/S] 43/20.1.1/0947
Indications: Sinusit., ac.exacerbat.of chron. bronchit., community acquir.pneum., hosp. acquir.pneum.,
720239-001: 750 mg, 5, R216,10
(S4) IV INFUS, [P/S] 34/20.1.1/0002; 32/20.1.1/0125; 43/20.1.1/0948. 5 mg/ml.

885975-007: 250 mg, 1x 50 ml vial, R83,00

845892-002: 500 mg, 1x 100 ml vial, R134,65
719227-001: 750 mg, 1x 150 ml vial, R231,37
Dosage: Dos.determin.by sev., type & sens.of infect. Tabs: swallow whole without crush. Infus. (within 3 hrs.of perforat.of stopper) over not less than 30 mins.for 250 mg dos & over not less than 60 mins.for 500 mg dos. & over not less than 90 mins.for 750 mg.

Sinusit. & ac.exacerbat.of chron.bronchit: 500 mg once dly.x5-10 days or

Ac.sinusit: 750 mg once dly x 5 days.

Ac.exacerbat. of chron.bronchit: 750 mg once dly for 3-5 days.
Community acquir.pneumon: 500 mg 1-2xdly. x10-14 days or 750 mg once dly for 5 days. High. dos. in pres. of complicat.fact.

Hospit.acquir.pneumon: 750 mg once dly for 10-14 days.
Chron.bact.prostatit: 500 mg once dly.x28 days.
UTI’s: Complic: 250 mg 1xdly. x10 days. Uncomplic. in women: 250 mg 1xdly.x3 days.

Uncomplic.skin & soft tiss.infects: 250-500 mg once dly. x7-10 days.

Complic.skin & soft tiss.infects: 500 mg 2xdly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly. x10-14 days.

Contraindications: Epilep., tendon disord.hist. relat.to fluroquinolone admin., concom.ACE inhibit.& renin-angiotens.block.in mod.to sev.ren.impairm., childr./adolesc.und. 18 yrs., pregn., lactat., 750 mg infus.also: not to be mix.with heparin/alkaline sols.

Side effects: Prurit., skin rash, urticar., angioed., hypotens., anaphylact.shock, photosensitisat., sev. bullous erupt., tox.epiderm.necrolys., Stev. John. syndr., erythema multiforme, GI disturbs.incl. bloody diarrh., hypoglycaem., CNS effs., depress., psychot.reacts.incl.suic., paraesthes., tremor, agitat., convuls., vis./audit./taste & smell disturbs., arthralg./myalg., tendinit., Achilles tend. rupt., musc.weakn.esp.in myasthen.grav.pts., rhabdomyolys., incr.liv.enzym., hepatit., sev.liv.inj. incl.ac.liv.fail., bld.dyscras., loc.irrit.with IV infus., asthen., superinfect., allerg.pneumonit., fev., hypersens. vasculit., porphyr.attacks in porphyr. pts., tachycard., electrocard.QT prolong., headache, dizzin., somnol., trem., dysgeus., paraesthes., convuls., periph.sensory/-motor periph neuropathy, vertigo, dyspn., bronchosp., ren.fail., mucocutan.reacts., extrapyramid. sympt./musc.co-ordinat.disords., phlebit.

Warnings and special precautions: Seiz. disposit., concom.fenbufen & simil.NSAID’s/ theophyll.& drugs which low.cerebr.seiz.thresh., tendinit.with poss.Achilles tendon rupture within 48 hrs.or aft.discontin.more common.affect. elderly/ with concom.corticoster., unnecess. expos.to strong sunlight/ UV, diabet., porphyr., poss. false negat. bacteriolog.TB diagn., imp.ren. funct., myasth.grav., admin.tabs.with 2 hr.interv. with iron salts/ antacids & sucralfate, do not combine infus.with hepar./other alkaline sols., discont. if pseudomembr.colit.is suspect., Clostrid.diffic.-assoc.diarrh.report., drugs affect. tubul. ren.secret.eg.probenecid & cimetid.esp.in ren. impairm., risk fact.known to prolong QT-interv. eg elderly/uncorr.electrol.bal./congenit.long QT syndr./ card.dis./concom meds, latent/pres. G6PD activ. defects, discont.ther.in case of periph. neuropathy which may be rapid in onset.

Drug interactions: Iron preps./Mg & Al hydrox. contain.antacids & sucralfate interfer.with absorpt., low.of cerebr.seiz.thresh.when giv.with drugs that low.seiz.thresh.eg.theophylline, fenbufen/ simil.NSAID’s., incr.coagulat.tests &/or bleed. report.in combinat.with vit.K antagon. eg warfar., caut.with probenecid & cimetid., ac.kidn. injur. with ACE inhibit.& renin.angiotens.recept. block.
 XE "Utin-400" UTIN-400, Cipla Medpro [P/S]
Norfloxacin.
Indications: U&L UTI, cystit., pyelit., cysto-& pyelonephrit.caus.by suscept.bact.

(S4) TABS. 31/20.1.1/0517.

836338-006: 400 mg, 6, R69,73
Dosage: Admin.pref.bef.meals x3 days in uncomplic. UTI and x7-10 days in Complic.UTI
Adults: 400 mg 2xdly.

Contraindications: Creat.clear.<30 ml/min., pre-pubert.childr., concom.didanosine.

Side effects: CNS eff., GI disturbs., neuropsych./ skin/hypersens.reacts., photosens., periph. neuropathy, pseudomembr.colit., crystalur., tendinit., arthralg., bld.dyscras.

Special precautions: Add an aminoglycos. when treat.pseudomon.aeruginosa, elderly, convuls., imp.liv./ren.funct., G-6-PD defic.syndr., adeq.fluid intake., CNS disord.hist., avoid strong sunlight, myasth.grav.poss.aggrav., safety in pregn.& lactat. not est., monit.prothromb.time of pts.taking warfarin.

Drug interactions: Antagon.of act.with nitrofurantoin, urin.alkalisers may reduc.solubility in urine, absorpt.reduc.by antacids, Fe sulfate, zinc and sucralfate, ser.creatinine & cyclosporin conc. rais.by cyclosporin, probenecid incr.toxic.risk, anticoag. eff.of warfar.incr.

 XE "Zybact" ZYBACT, Zydus [P/S]
Levofloxacin.
Indications: Ac.exacerbat.of chron. bronchit., community acquir.pneum., sinusit., complic. UTI & ac.pyelonephrit., uncomplic. UTI in women, uncomplic. & complic.skin & soft tiss.& intra-abdom. infects.in adults caus by sens.bact.
(S4) TABS, 44/20.1.1/0250
718709-001: 500 mg, 5, R173,04
Dosage: Swall.whole.Do not crush/chew. Dos. determin.by sev., type & sens.of infect. Admin. concom.aminoglycosid. in P aeruginosa infects.

Bronchit., bacter.exacerbat: 500 mg once dly x5-10 days.

Community acquir.pneumon: 500 mg 1-2xdly. x10-14 days. High.dos.in pres. of complicat.fact.

Sinusit: 500 mg once dly.x10-14 days.
UTI’s: Complic. & ac.pyelonephrit: 250 mg 1xdly. x10 days.

Uncomplic.UTI in women: 250 mg 1xdly. x3 days.

Uncomplic.skin & soft tiss.infects: 250-500 mg once dly. x7-10 days.

Complic.skin & soft tiss.infects: 500 mg once dly. x10-14 days.

Intra-abdom.infects: 500 mg 1xdly.in combinat. with anaerobic antibiot. x10-14 days. In pres.of bacteraem./ septicaem.incr.dos.to 500 mg 2xdly x10-14 days.

Contra-indications: Epilep., tendon disord. hist. relat.to fluroquinolone admin., pts.und. 18 yrs., pregn.& lactat.

Side-effects: Hypoglycaem.esp.in diab.pts., porphyr.attacks in porphyr.pts., bld.dyscras., hypersens.reacts.incl. angioed./ anaphylact.shock, skin disords.incl.Stev. John.syndr./tox.epiderm. necrolys./erythem. multiforme, psych.disords.i ncl.psychot. reacts., convuls., CNS effs., headache, dizzin., trem, paraesthes., vis./audit./taste/ smell disturbs., QT prolongat., tachycard., oed., syncope, hot flush., hypotens., GI disturbs.incl.bloody diarrh., hepatit., liv.enzym.incr., jaund., photosens., sweat., tendinit., arthralg./myalg., rhabdomyolys., musc.weakn. esp.in myasthen.grav.pts., interstit. nephrit., crystallur., ac.ren.fail., gynaecomast., fev., allerg.pneumonit., asthen., superinfect., Achilles tend.rupt.

Special precautions: Seiz. disposit., concom. NSAIDs/meds.low.seiz.thresh., poss. false negat.bacteriolog. TB diagn., strong sunlight/ UV expos., diab.mellit., INR monit.with concom. warfar., preps. cont.iron salts/sucralfate /Mg/Al-contain. antacids not to be admin.2 hrs.bef./aft. ther., joint developm.in grow.organ.advers.affect. in anim.stud., imp.ren.funct., discont.ther.in case of psychot. reacts., discont.if pseudomembr.colit.is susp.& init.appropr.antibiot.ther., discont.ther.if tendon rupt.susp.& init.treatm., elderly, concom. corticoster., discont.ther. in case of anaphylax. with appropr.med.treatm., avoid in case of QT prolong./relev.risk fact., avoid concom.class. 1a/111 antidysrhythm. agents, concom. antihistam./ antimicrob.agents/phenothiaz./ TCA’s, gluc.-6-phosph.dehydrogenase defic., poss. sympt.exacerbat.in myasthen grav.pts.

Drug interactions: Poss.glibenclamide eff. enhanc., warfar.lev.poss.incr., poss. interfere with clear.of theophylline / NSAID’s that low.seiz. thresh., iron salts/antacids/sucralfate reduc. absorpt.

18.8
Mycobacteria
18.8.1
Tuberculostatics 
(See also 18.7)

MYCOBUTIN (MDR Listing)

 XE "Afaris" AFARIS, Macleods [P/S]

Rifampicin 150(300) mg and Isoniazid 75(150) mg

(S4) TABS, 48/20.2.3/0748,0749.
723140-002: 84, R378,73

723141-001: 56, R378,73
Indications: Contin.phas.treatm.of pulm.& extra-pulm.TB in newly diagnos.patients & re-treatm.of adult cases.

Dosage: Adm.on empty stomach (30 mins before/2 hrs after meal) as sngle dos.& at least 1 hr bef.alumin.-cont.antacids.

Total dly dose: Rifampicin 10 mg/kg (8-12 mg/kg), Isoniazid 5 mg/kg (4-6 mg/kg). Not suitable for childr.< 12 yrs.

(S4) PAEDS TABS, 51/20.2.3/0852.
Rifampicin 75 mg and Isoniazid 50 mg

Indications: Pulm.TB in childr.
3003334-001: 84, R378,74
Dosage: Adm.on empty stomach (30 mins before/2 hrs after meal) as sngle dos. & at least 1 hr bef. alumin.-cont.antacids.

Total dly dose: Rifampicin 15 mg/kg (10 to 20 mg/kg), Isoniazid 10 mg/kg (7 to 15 mg/kg)

Contraindications: Pres.of jaund., impair. ren./ liv.funct., diabetes mell., chron. alcohol., gout hist., convuls.disords., porphyr., concom.nevirapine, further use in thrombocytopenia & purpura w/intermitt.TB regimens, concur. saquinavir/ ritonavir.

Side effects: Rifampicin: Freq.: N&V, anorex., diarrh., epigastr.distress, cutan. react.(flush., itch., rash), musc.weakn., myopath., red.-orange to red.-br discol.of urine/ faec./ saliva/ sputum/ sweat/ tears. Less freq.: Blood dyscras., unusual bleed./ bruis., thrombocytop., purpura, haemolys., eosinophil., leucopen., haemolyt.anaem., confus., drowsin., headach., atax., dizzin., periph. neuropath., gen.numb., blur.vis., eye irrit., trans.hear.loss, hepatit., hepatit. prodrom.sympt.( appet.loss, N&V, unusual tiredn./ weakn.), rise in serum transamin. lev., ser.hypersens.cutan.react., TEN., exfol. dermatit., erythema multif., SJS, vasculit., interstit.nephrit., ren.fail., menstr. cycle disturb., OC effic.red., intermit./ interrupt./ repeat.treat.may incr.chance of fev., febrile react.with influ.-like sympt., fungal growth (sore mouth/ tong.), oed. Freq unknown: Anaphylax.& shock, pulmon.fibros., pneumonit., UC, GI bleed. Isoniazid: Freq.: Periph.neuropath., diarrh., N&V, stomach pain, constip., dry mouth, hepatit.(somet. fatal), hepatit.prodrom.sympt. (appet. loss, N&V, unusual tiredn./ weakn.), trans.incr.liv.enzymes. Less freq.: Var. haematol.disturb (eosinophil., agranulocyt., thrombocytopen., var. anaem.), hypersens react.(var.skin erupt., fev., lymphadenop., vasculit., lupus-like react.), hyperglycaem., metabol.acidos., psychot.react (delus., hallucin., confus.), mem.impair., polyneurit.(assoc.with paraesth., musc. weakn., loss of tendon reflex.), convuls., incr.in freq.of fits in epilept.pts., optic neurit.(blur. vis. or loss of vis., w/wo eye pain), vertig., skin react., acne, SJS, exfol. dermatit., urin.retent., gynaecomast. Freq unknown: Pellagra, alopec., urticar., rheum.syndr., hyperreflex.

Special warnings and precautions: Impair.liv.funct., monit.serum ALT & AST prior & every 2-4 wks dur.ther.if need, discont. if hepatocell.damage signs occur., LFT before & dur.treatm., adjust dosage if hep.impairm.evid., withdr.if serious liv.tox./ thrombocytopenia/ purpura occurs., warn pt.against treatm.interrup., monitor for immunol.reacts with intermitt.ther., poss.discolourat.of body fluids & perman.stain.of soft contact lenses., isoniazid C/I in chron. liv.dis./ ren.dysfunc. - monitor if no altern., watch for hep.damage S&S and discont.if appear., spec.care in alcohol./ pre-exist.liv.dis, suggest period.eye exams., admin.vit.B6 (15-50 mg/day) with isoniazid to minimise adv.reacts. in malnourish/ neuropathy-prone pts., monitor protromb.time with concom. anticoags, diabet.control poss.difficult, adjust.dosage of anticonvuls.,admin.1 hr bef.antacids, avoid tyramine/ histamine-contain foods.

Interactions: Rifampicin: Incr.hepatotox.with halogen.inhal.anesth., ketoconazole decr.serum conc., reduc.act.of azathioprine/ chloramphenicol/ cimetidine/ clofibrate/ corticosteroids/ anticoags./ ciclosporin/ dapsone/ diazepam/ doxycycline/ fluconazole/ haloperidol/ hexobarbitone/ itraconazole/ ketoconazole/ methadone/ oral hypoglycaemics/ phenytoin/ quinine/ sulphasalazine/ thyroid hormones/ theophylline/ CV-meds(β-block/ digoxin/ disopyramide/ lorcainide/ mexiletine/ propafenone/ quinidine/ tocainide/ verapamil/ CCB), OC/ narcotics/ analges./ barbiturats./ ARVs, alcoh. incr. hepatotox.& metabol, metabol.of concom.corticoster.incr.& dos. adjust.poss.necess., antacids/ Mg trisilicate/ alumin.hydroxide/ Na bicarb. reduce bioavail., prothromb.time decr.with concom.anticoags, enalaprilat conc.decr., inhibit assays for ser. folate/ Vit.B12.metabol.of ARV meds induc/ inhibit. Isoniazid: Enhanc.eff./ toxic with phenytoin/ primidone/ carbamazepine/ ethosuximide/ benzodiazepines/ warfarin., theophylline plasma conc.incr., CNS adverse effs with cycloserine/ disulfiram., affect. by alcoh/ aminosalicylic acid/ corticosteroids/ ketoconazole/ propranolol/ pyridoxine, alcoh.incr.hepatotox. risk. enflurane metabol.incr.& risk of nephrotox.fluoride lev., clofazimine conc./ tox.incr., primidone metabol.incr., absorpt.red.by alumin.-contain. antacids., incr.clear.with zalcitabine; periph. neuropathy risk with stavudine/ zalcitabine.

 XE "Be-Tabs Isoniazid" BE-TABS ISONIAZID, Ranbaxy [P/S]

Isoniazid 

Indications: Pulm.TB & extrapulm.les.ie meningit., high.risk pts.for prophylax., lupus vulgar.

(S3) TABS. E/20.2.3/108

823589-005: 100 mg, 1000, R158,64
Dosage: Admin on an empty stomach.

TB: Admin.concurr.with other tuberculostat. Usual dos: 4-5 mg/kg bm dly. in sngl./div.dos. Max. 300 mg dly.

TB Meningit: Admin. concurr.with other tuberculostat. Dos.up to 10 mg/kg bm dly. dur.1st/ 2nd week of treatm.

TB prophylax: 300 mg dly.x12 mnths.or long.

Contraindications: Drug-induc.liv.dis., convuls. disords., chron.alcohol., imp.liv./ren.funct.

Side effects: . Periph./optic neurit., psychot. reacts., convuls., CNS effs., neurotox.effs. hypersens. reacts., sev.skin erupt.incl.erythema multiforme, vasculit., hepatit., bld.dyscras., sev.liv damage, GI disturbs., dry mouth, urin.retent., methaemoglobinem., tinnit., pellagra, hyperglycaem., lupus-like syndr., gynaecomast.

Special precautions: Prophylact.pyridoxine 100-200 mg dly.recomm.for periph.neurit.counteract., pts. at risk of neuropathy/pyridoxine defic., diabet., alcohol., malnourish., uraem., pregn., discont.if sympts. of hepatit.devel., pre-exist.liv.dis., resist.in monother. except when used as prophylax., caref. monit. in black & Hispanic women, period.eye exam.

Drug interactions: Enhanc.eff.of phenytoin, incr. toxic.with disulfiram./anti-epilept/benzodiazepines & theophylline,, incr.hepatotoxic.risk with concom. rifampicin/ other pot.hepatotox.drugs., potent. nephrotox.lev.of fluoride aris.from incr.metabol.of enflurane, incr.toxic.of cycloserine & warfarin.

 XE "Co-Afaris Paed" CO-AFARIS PAED, Macleods [P/S]

Rifampicin 75 mg, Isoniazid 50 mg, Pyrazinamide 150 mg

Indications: Pulmon.TB in children.

(S4) DISP.TABS, 52/20.2.3/0306

3003335-001: 84, R508,07
Dosage: Adm.on empty stomach (30 mins before/2 hrs after meal) as sngle dos. & at least 1 hr bef. alumin.-cont.antacids.

Recomm.initial intens.phase of short course treat. of pulm.TB.: This phase lasts 2 mnths.& requir.dly admin., when indic. addit.antituberc.meds like streptomycin may be added. Total dly dose: Rifampicin 15 mg/kg (10 to 20 mg/kg), Isoniazid 10 mg/kg (7 to 15 mg/kg), Pyrazinamide 35 mg/kg (30 to 40 mg/kg) 

Contraindications: Pres.of jaund., hep. impairm., mod.-sev.ren./ 

hep.impairm., diabet.mellit., chron.alcoholism, gout hist., convuls.disords., porphyr., pregn.& lact., concom.nevirapine/ saquinavir/ ritonavir.

Side effects: . Rifampicin: Freq.:N&V., anorex., diarrh., epigastr.distress, cutan. react.(flush., itch., rash), musc.weakn., myopath., red.-orange to red.-br.discol.of urin./ faec./ saliva/ sputum/ sweat/ tears. Less freq.: Blood dyscras., unusual bleed./ bruising, thrombocytopen., purpura, haemolys., eosinophil., leucopen., haemolyt.anaem., confus., drowsin., headach., atax., dizzin., periph. neuropath., gen.numb., blur.vis., eye irrit., trans.hear.loss, hepatit., hepatit. prodrom.sympt.( appet.loss, N&V, unusual tiredn./ weakn.), rise in serum transamin. lev., ser.hypersens.cutan.react., TEN, exfol.dermatit., erythema multifor., SJS, vasculit., interstit.nephrit., ren.fail., menstr.cycle disturb., OC eff.red., intermit./ interrupt./ repeat.treat. may incr.chance of fev., febrile react. with influ.-like sympt., fungal growth (sore mouth/ tong.), oed. Freq unknown: Anaphylax.& shock, pulmon.fibros., pneumonit., UC, GI bleed. Isoniazid: Freq: Periph.neuropath., diarrh., N&V, stomach pain, constip., dry mouth, hepatit. (somet. fatal), hepatit.prodrom. sympt. (appet.loss, N&V, unusual tiredn./ weakn.), trans.incr.in liver enzymes. Less freq.: Var.haematol.disturb. (eosinophil., agranulocytos., thrombocytopen., var. anaem.), hypersens.react. (var.skin erupt., fev., lymphadenop., vasculit., lupus-like react.), hyperglycaem., metabol.acidos., psychot.react.(delus., hallucin., confus.), mem.impair., polyneurit.(assoc.with paraesth., musc.weakn., loss of tendon reflex.), convuls., incr.freq.of fits in epilept. pts., optic neurit. (blur./ loss of vis., w/wo eye pain), vertig., skin react., acne, SJS, exfol.dermatit., urin. retent., gynaecomast. Freq unknown: Pellagra, alopec., urticar., rheum. syndr., hyperreflex. Pyrazinamide: Freq: Hepatotox. , arthralg. Less freq.: Siderobl. anaem., thrombocytopen., hypersens. react., pellagra, anorex., N&V, peptic ulcer aggrav., photosens., skin rash, prurit., gouty arthrit., dysur., malaise, fev.

Special warings and precautions: Impair. liv.funct., monit.serum ALT & AST prior & every 2-4 wks dur.ther.if need., discont.if hepatocell.damage signs occur., LFT bef.& dur.treatm., adj.dose if hep.impairm.evid., withdr.if serious liver tox./ thrombocytopen./ purpura occurs., warn pt.against treatm.interrup., monitor for immunol.reacts with intermitt.ther., poss.discolour.of body fluids & perman. stain.of soft contact lenses., isoniazid C/I in chron.liv.dis./ ren. dysfunc. - monitor if no alt., hep.damage S&S and discont.if appear., alcoholics/ pre-exist.liv.dis, suggest period.eye exams., admin.vit.B6 (15-50 mg/day) with isoniazid to min. adv.reacts.in malnour./ neuropathy-prone pts., monitor protromb.time with concom. anticoags, diabet.control poss.difficult, adj.dose of anticonvuls., admin.1 hr bef.antacids, avoid tyramine/ histamine-contain foods., gout hist., transf.to diff.regim.if hyperuricaem.with ac.gouty arthrit.occ, contains phenylalanine, monitor ciclosporin serum conc.when used concom.

Interactions: Rifampicin: Incr. hepatotox.with halogen.inhal.anesth., ketoconazole decr.serum conc., reduc.act.of azathioprine/ chloramphenicol/ cimetidine/ clofibrate/ corticosteroids/ anticoags./ ciclosporin/ dapsone/ diazepam/ doxycycline/ fluconazole/ haloperidol/ hexobarbitone/ itraconazole/ ketoconazole/ methadone/ oral hypoglycaemics/ phenytoin/ quinine/ sulphasalazine/ thyroid hormones/ theophylline/ CV.meds(β-block/ digoxin/ disopyramide/ lorcainide/ mexiletine/ propafenone/ quinidine/ tocainide/ verapamil/ CCB), OC/ narcotics/ analges./ barbiturats./ ARVs, alcoh. incr.hepatotox.& metabol, metabol.of concom.corticoster.incr.& dos.adj.poss. necess., antacids/ Mg trisilicate/ alumin.hydroxide/ Na bicarb.red. bioavail., prothromb.time decr.with concom.anticoags, enalaprilat conc.decr., inhibit assays for ser. folate/ Vit.B12. metabol.of ARV meds induc./ inhibit. Isoniazid: Enhanc.eff./ toxic with phenytoin/ primidone/ carbamazepine/ ethosuximide/ benzo’s/ warfarin., theophylline plasma conc.incr., CNS adverse effs with cycloserine/ disulfiram., affect. by alcoh/ aminosalicylic acid/ corticosteroids/ ketoconazole/ propranolol/ pyridoxine, alcoh.incr.hepatotox. risk. enflurane metabol.incr.& risk of nephrotox.fluoride lev., clofazimine conc./ tox. incr., primidone metabol.incr., absorpt.reduced by alumin.-contain. antacids., incr.clear.with zalcitabine; periph. neuropathy risk with stavudine/ zalcitabine. Pyrazinamide: May incr.serum uric acid levels, decr.efficacy of gout therap. (allopurinol, colchicine, probenecid, sulfinpyrazone)., decr.serum conc.of ciclosporin lead.to inadequate immunosuppress. 

 XE "Cotrizid" COTRIZID, Cipla Medpro [P/S]
Isoniazid 300 mg, pyridoxine HCl 25 mg, sulfamethoxazole 800 mg, trimethoprim 160 mg

Indications: Prev./risk reduct.of non-vir. opportunistic & bact.infects.and/or latent TB activat. in HIV posit.adults & childr.>14 kg on appropr. ARV treatm.with posit.tubercul.test but without act.TB sympts./diagnost.intervent.indicat.

(S4) TABS, 52/20.2/0208

3001945-001: 30, R70,08

Dosage: Best taken aft.meals.

Adults & childr.>25 kg: 1 tab.once dly. Childr.14 to <24,9 kg: Half a tab once dly.
Contraindications: Isoniazid chemic.relat.meds. hypersens., ac./chron.hepat.dis with mod.to sev. hepat.impairm., act.TB, sev.ren.insuffic., drug. induc.immune thrombocytopen.hist., megalobast. anaem.from folate defic., ser.haematologic.disord, pregn.& lactat, bld.dyscras., sulphonylur. hypersens., saluret. sulphonam.derivat.hyperens., vit.B12 & folic acid defic., porphyr., concom. dofetilide, gout hist., ac.gout, infts.<6 wks., G6PD defic., concom. leucovorin & sulfamethoxazole/ trimethoprim, ac. alcoh.abuse/alcoholism, concom. tyramine/histam. contain.food/beverages, HIV posit. pts.but TST negat., pre-ARV treatm.phase
Side effects: Freq: Leucopen., granulocytopen., thrombocytopen., hypersens.reacts.incl. anaphpylax., pulm.infiltrates, hyperkalaem., hypernatraen., hypoglycaem., neuropathy, uveit., asept.meningit., atax., confus., tinnit., vertigo, headache, naus., stomatit.,glossit., diarrh., pseudomembr.enterocolit., ac.pancreatit., pellagra, elev.transaminas.& bilirub., hepatit., cholestas., liv. necros., photosens., erythema multiforme, Stev.-John.syndr., tox.epiderm.necrolys., purpura, exfoliat.dermatit., prurit., urticar. rash, arthralg., myalg., imp.ren.funct., tubul.necros., interstit. nephrit., elev.bld.urea & ser.creatin, crystallur., sulphonam.induc.incr.diures., tox.nephros., nephrotox., haematur., lumb.pain., gynaecomast., psychot.reacts., convuls., epigastr.distress, Less. freq: Candidias., agranulocytos., anaem., pancytopen., methaemoglobinaem., purpura, neutropen.hypoprothrombinaem., methemoglobinaem., eosinophil., allerg. myocardit., conjunctiv.& scler.inj., lupus erythematos., hallucinat., depress., apathy, nervousn., pulm.eosinophil., fibros.alveolit., vanish. bile duct.syndr., cholestat.jaund., rhabdomyolys., tox.psychos., memory impairm., tox. encephalopathy, optic neurit.& atrophy, Freq. unknown: Insomn., dizzin., drowsin., fatig., ment. depress., cough, shortn.of breath, pulm.infiltrates., rheumat.syndr., hyperglycaem., metabol.acidos., pyridox.defic., dry mouth, constipat., hyperreflex., urin.retent., paraesthes., somnol., low.ser.folic acid. Post market: Thrombot.& idiopath. thrombocytopen.purpura, QT prolongat.
Warnings and special precautions: Learn. perform. affect., freq.clinic./lab./relev.imag. proced. monitor.to detect opportunist.infects./TB & other infects., embryofoet.toxic.report., discont.at 1st sign of skin rash/any advers.react.as sev./fatal reacts.may follow, elderly, exist.complicat. condits., thyroid disord./dysfunct., close ser.K+ monit. in underly.K+metabol.disords./ren.insuffic/ concom.meds.induc.hyperkalaem., correct. symptomat. hyponatraem., monit.ren.funct.partic. with long-term.treatm., adeq.fluid.intake to prev. crystallur., slow acetylat.more prone to idiosyncrat. sulfonam.reacts., do not use sulfonam. for group A beta-haemolyt.streptococc.infects., poss.clostridium difficile diarrh., incr.treatm.fail.& excess mortality observ.with trimethoprim-sulfamethoxazole & concom.leucovorin in Pneumocystis.jiroveci pneumon.treatm.in HIV posit. pts., non-diabet.pts.with ren.dysfunct./liv.dis & malnutrit.at risk of hypoglycaem.with high dos. sulfamethoxazole/trimethoprim, re-eval. trimethoprim-sulfamethoxazole treatm./ prophylax.of Pneumocystis.jiroveci pneumon.in AIDS pts.if skin rash/advers.reacts.develop, folate defic., chron.alcohol., anticonvuls.ther., malabsorpt. syndr., psychos.hist., reg.ophthalm. examinat., 3 mnthly.liv.funct tests discont.if >5x ULN, pyridox.dos.unknown with concom.levodopa, admin.1 hr.prior to Al contain.antacids.
Interactions: Incr.thrombocytopen.in elderly on diuret. prim.thiazides, digox.lev.incr., incr. hypoprothombot. eff.of warfar., hepat.metabol.of phenytoin inhibit., ser.creatinine incr.with cyclospor. admin.follow.ren.transplant, TCA effic. decr., syst.expos.to methotrex.incr., poss. megaloblast. anaem.with malar.prophylact. pyrimethamine, eff.of oral hypoglycaem.metabol. by CYP2C8/CYP2C9/elimin.via OCT2 potent., tox. delirium aft.concom.amantadine, incr.Cmax with dofetilide, haematolog.reacts.poss.incr.with zidovudine, lamivudine expos.incr., hyperkalaem. report. with ACE inhibit., decr.plasma clear.with alfenatil/benzodiazep./anticonvuls./haloperidol, ketoconaz. & theophyll., incr.isoniaz.-induc. hepatotox. with paracet./alcoh./rifampic.& other hepatox. meds., Al.contain.antacids decr.isoniaz. ser. conc., monit.for seroton.syndr.with SSRI’s, co-ordinat.diffic.& psychot.episod.with disulfiram, carbamazepine & phenytoin ser.conc.incr., isoniazid excret.incr.by glucocortic., eff.of levodopa poss.lack., poss.nephrotox.inorgan. fluoride metabolite with enflurane, isoniaz.plasma conc.incr.by para-aminosalicylic acid, poss hyperglycaem. with isoniaz.

 XE "Ethatyl" ETHATYL, Sanofi-Aventis [P/S]

Ethionamide.
Indications: Mycobact.TB sens.strains, 2nd line treatm.in combinat.with other effect.agents/ where resist./contra-indications exist to prim. agents.

(S3) TABS. A98.

724599-003: 250 mg, 56, R201,51
724599-002: 250 mg, 250, R899,26
Dosage: Admin.in div.dos.with meals or at bedt.

Adults: 15-20 mg/kg/day. Max.dly.dos: 1 g Childr: Over 10 yrs: as for adults. Und.10 yrs: 10  mg/kg/day incr.grad.to 15-20 mg/kg/day. Max.dly.dos: 750 mg 

Contraindications: Pregn., safety in lactat.not est., sev.hepat.dis. 

Side effects: GI disturbs., hepatit., jaund., CNS effs.incl.convuls.& periph.neuropathy, hypersens. reacts., alopec., photosens., arthralg., amenorrh., gynaecomast., impot., hypoglycaem., hypothyroid.

Special precautions: Porphyr., epilep., diffic. diab. contr., depress., psych.disords., liv.impairm., chron.alcohol., hypothyroid., liv.funct.tests bef./ mnthly. dur.treatm., discont.treatm.if sev.incr.in hepat. enzyme lev.even if no sympt., concomm. pyridoxine recomm.to prev.neurotox.S/E 

Drug interactions: Cross resist.with thioacetazone, addit.neurolog.effs.with isoniazid, incr.CNS toxic.risk with cycloserine & terizidone

 XE "Mycobutin" MYCOBUTIN, Pfizer [P/S] 
Rifabutin.
Indications: Sens.pulm.TB resist.to rifampicin in combinat. with other meds.not belong.to the rifamycin group, M.avium intracellulare complex (MAC)/M.xenopi infects.of both disseminat.& localis. dis.also in immuno-comprom.HIV posit. pts., MAC infect.prophylax in advanc.HIV infect.

(S4) CAPS. Z/20.1.1/395.

809748-010: 150 mg, 30, R528,86
Dosage: As sngl.dly.dos.in combinat.regimens. Adults with bm.>35 kg.
New diagn.pulm.TB resist.only to rifampic: 1 cap.dly.x6 mnths.

Chron.multi drug resist.pulm.TB: 2-3 caps.dly. for up to 6 mnths aft.negat.sput.cult.

Atypic.mycobact.infects: 3-4 caps.dly.for up to 6 mnths.aft.negat.cult.

MAC prophylax.in advanc.HIV infects: 2 caps.dly.

Contraindications: HIV infect.pts.tak. clarithromyc.

Side effects: V.common: Leucopen. Common: Anaem., N&V, incr.hepat.enzym., rash, myalg., pyrex. Uncommon: Pancytopen., thrombocytopen., eosinophil., hypersens., corn.deposits, jaund., skin pigmentat./ discolour., arthralg. Post market: Agranulocytos., lymphopen., granulocytopen., neutropen., decr.WBC/neutrophil & platel.count, bronchosp., uveit., C.diffic.colit., tong.& tooth discolourat., abnorm.hepat.funct., erythema, dermatit., incr.alkalin. phosphat./ ALT/AST,

Special warnings and precautions: Soft contact lenses discolourat., always admin.in combinat. with other anti-mycobact.meds.not belong. to rifampicin family, monit.liv.enzym/WBC & platel.counts, monit.caref.with concom. clarithromycin/ other macrolides &/fluconazole & ref.to ophthalmolog.if uveit.suspect.discont.ther.if necess., concom.protease inhibit.use to be bas.on overall pt.assessm.& pt.specif.med.profile, consid. CDAD in pts. present.with diarrh., concom.ritonavir not recomm., if act.TB develops add other anti-TB meds., sev.ren./hepat.impairm., safety in childr.& adolesc. not est., not recomm.with delavirdine 400 mg 8 hrly, uveit.developm.risk in pres.of itraconazole, concom.ketoconazole not recomm., addit. contracept.for OC users, safety in pregn.& lactat.not est., isoniazid may incr.severity& freq.of haematolog.reacts.,

Interactions: Plasma conc.of drugs metabol.by CYP450 3A4 poss.reduc., plasma conc.incr.by CYP450 3A4 inhibits., concom.fosamprenav.& ritonavir/ /fluconazole/clarithromyc.incr.AUC, concom. amprenavir/indinav./lopinavir & ritonav./ ritonavir/tipranavir & ritonav./posaconazole/ voriconazole/incr.AUC & Cmax, incr.lev.with ketoconazole, decr.AUC with dapasone, high. advers.eff.with azithromycin, cover of concom.OC poss.not adeq., tacrolim.trough bld.lev.decr.

See also MDR page 663.
 XE "Paser" PASER, Equity [P/S]

p-Aminosalicylic acid

Indications: TB treatm.in conjunct. with other act. anti- TB agents mostly in pts.with multidrug resistant TB or when isoniazid/rifampin ther.not poss. due to combin.of resist.and/or intol.

Admin.with at least one & pref.2 other agents to which organism is known/expect.to be suscept.

(S4) DELAY.REL.GRANS. 45/20.2.3/0037

711116-002: 4 g/sach., 30, R1 320,84
Dosage: Sprinkle on apple sauce/yoghurt or by swirl.the glass to susp.grans.in an acid.drink e.g. tomato/ orange juice. Do not use if gran.discol./ loose tan col.
Adults: 4 g 3x/day. Infts./childr.& adolesc: 150 mg/kg 2-3xdly to max.dos.of 12 g dly.

Contraindications: Sev.ren./hepat.dis.

Side effects: Freq: Fev., skin rashes/itch., eosinophil., leucocytos., N&V, diarrh., abdom. pain. Less freq: Antiglobul.posit.haemolyt. anaem. in G6PD defic., megaloblast.anaem.due to vit B12 defic., hypersens.reacts.incl.arthralg./ lymphadenopathy, hepatosplenomeg./infect. mononucleos. syndr./jaund./hepatit./ encephalopathy/ leucopen./agranulocytos./ thrombocytopen./ pericardit./hypoglycaem./opt. neurit./eosinophil.pneumon./vasculit./prothromb.reduct., vit.B12 & Fe defic., depress.cholesterol, goitre/ hypothyroid., psychos., hepatit., steatorrh., crystallur.

Warnings and special precautions: Ren. impairm., gastr.ulc., G6PD defic., maint.Vit.B12 if on treatm.long.than 1 mnth., incompl.malabsorpt. syndr. poss.devel., monit.ser.lev.of concom. digoxin, hepat.impairm./-dis., monit.pts.caref.for signs of hepatit.dur.1st 3 mnths.& treatm.to be discont. immed.at first rash/fev./other premonit. intol.signs, discont.all meds.if hypersens.reacts. occur & restart one at a time determ.wheth.reacts. are meds-induc./ which meds.respons., safety & effic.in pregn.& lactat.not est., pass.into breast milk.

Interactions: Reduct.in acetylat.of isoniazid, poss. reduc.Vit.B12 absorpt., reduc.digox.absorpt., ethionamide poss.intens.adverse reacts., diphenylhydramine decr.GI absorpt.

 XE "R-Cin 600" R-CIN 600, Pharma Dynamics [P/S]

Rifampicin.

Indications: Combinat.therapy in TB, chemoprophylax.of meningococc.dis & meningit., leprosy in combinat.with other anti-leprosy

(S4) CAPS. 32/20.2.3/0308.

704046-001: 600 mg, 100, R734,58
Dosage: Admin.on empty stomach. Dly.treatm. gen. bett.tol.
TB: Addit.anti-tubercul.agents to be prescrib. concom. Adults & childr: Contin.regim: Sngl.dly dos.10 mg/kg bm. Max.dly.dos: 600 mg. Intermitt.regim: Sngl.dly.dos.15 mg/kg bm 2-3x/wk. Max.900 mg.

Leprosy: Prescr.in combinat.with other anti-leprot. agents. Adults: 600 mg once/mnth. Adults weigh.<35 kg & childr.10-14 yrs: 450 mg mnthly. Low body-weight childr: 12-15 mg/kg bm mnthly.
Menigococc.carriers: Adults: 600 mg 2x/day for 2 days. Childr.1-12 yrs: 10 mg/kg bm 2x/day for 2 days. 3-I2 mnths: 5 mg/kg bm 2x/day for 2 days.

Prophylax.of H.Influenzae meningit: Adults & childr.over 3 mnths: 20 mg/kg bm dly x4 days. Max.dly.dos: 600 mg

Contra-indications: Jaund., liv.impairm., safety in pregn.& lactat.not est., furth.rifampic.if thrombocytopen.& purpura develops with intermit. TB regimens.
Side-effects: Red.discolourat.body fluids/ secret., cutan.reacts.2-3 hrs.aft dos.as fac.flush./itch./ rash/ eye irrit., flu-like syndr., hypersens.reacts. incl.anaphylax., haemoglobinur., haematur., ren. insuffic., GI disturbs.incl.pseudomembr.colit., trans. liv.funct.abnormalit., hepatit., leucopen., haemolyt.anaem., CNS effs., numbn., vis.disturbs., musc.weakn., immunoglobin.light chain proteinur. & ren.fail.

Special precautions: Dly.treatm.better tol.than intermitt.ther., self-limit.hyperbilirubinaem. exper. in 1st 2-3 wks.does not indicat.withdr.if other liv. funct.tests are within norm.limits., discont.in presc. of other evid.of hepat.funct.impairm., if purpura/ thrombocytopaen./haemolyt.anaem./ ren.fail. develop.discont.perman., always prescribe in combinat.with other antibiot./chemother.agents to prev.emerg.of rifampic.-resist.bact.
Warning: M.fortuitum is rifampicin resist., chron.liv.dis./alcohol.& old age incr.incid.of sev.hepat.probl., admin.follow.treatm.interrupt. assoc. with incr.risk of ser.adverse effs., fatal. report.with pre-exist.liv.disords.& other hepatotox. agents., orange red stain.of body fluids & soft contact lenses.
Drug interactions: Half life of prednisone/ digitoxin/ quinidine/ketoconazole/propranol./ metoprol. /clofibrate/sulphonureas & oral coumar. anticoags.decr., OC’s effective.decr., methadone metabol.incr.precipitat.poss.withdr.sympts., bil. excret.of contrast media reduc., other meds.also affect.incl. dapsone/hexobarbitone/diazepam./ fluconazole/itraconazole/phenytoin/sulphasalazine/thyroid hormones/disopyramide/ioreamide/ mexiletine /propafeone/tocainide/verapamil/ theophylline/chloramphenicol & cyclosporine, bioavail.reduc.by antacids & bentonite, clofazimine decr.absorpt.
 XE "Rimtib" RIMTIB, Macleods [P/S]
Rifampicin 150 mg, isoniazid 75 mg, pyrazinamide 400 mg, ethambutol HCl 275 mg

Indications: Init. phase treatm.of pulm.& extrapulm.TB in new adult pts.& re-treat. of adult cases.

(S4) TABS. 49/20.2.3/0381

723144-002:56, R142,33
723144-004: 112, R284,68
Dosage: Take with water 1 hr.pre/2 hrs post meal.If GI upset take with food.If on Al antacids, admin 1 hr post tab.

Init.-phase (2mnth.) treatm. for adults & childrn.>13 yrs by weight:

30-37 kg: 2 tabs. 38-54 kg: 3 tabs. 55-70 kg: 4 tabs. ≥ 71 kg: 5 tabs.

Contraindications: Jaundice / act.hepat. dis., optic neurit., ren.& hep.funct. impairm., childr.< 13 yrs., concom. nevirapine.

Side effects: Rifampicin: Freq: N&V, anorex., diarrh., epig.distress, cutan. react., musc. weak., myopath., reddish-orange discol.of fluids. Less freq.: Blood dyscras., bleed./bruise, thrombocyt., purpura, haemolys., eosinophil., leucopen., haemolyt.anaem., agranulocytos., vis.disturb., eye irrit., pseudomembr. colitis, hepatit., fungal overgrowth., hypersens.cutan.reacts.incl. TEN/ exfoliat. dermat./ pemphigoid react./ erythema multiforme incl. SJS.& vasculitis, interstit.nephritis, kidn.funct. alter., ren.ail., adrenal insuff.in pts.with comprom. adrenal funct. Freq.unknown: Lupus-like syndr., 12 hr “flu” syndr., decr.BP., shock, ac. haemol.anaem., ac.ren.fail.due to tubul.necros./ interstit. nephrit., anaphylax., headach., drows., dizz., atax., numb., confus., oed. Isoniazid: Freq.: Periph neurop., diarrh., N&V, stomach pain, constip., dry mouth, pancreatit., epigast.distr., hepatit. Less freq.: Haematolog.disturb.incl. anaem./ eosinoph./ sideroblast. anaem./ agranulocytos./ haemolyt. anaem./ thrombocytpen./ neutropen., aplast. anaem., hypersens., hyperglyc., metabol. acidos., pellagra, psychot.reacts., polyneuritis assoc. with paraesth., musc. weakn., loss of tendon reflex., convuls., incr. freq.of fits in epilept.pts., memory impair., toxic encephalop, optic neurit., vertigo, urin. retent., gynaecomast. Freq.unknown: Cutan.react. incl. rash/ acne/ SJS/ exfoliat.dermat./ pemphigus/ lupus-like react., rheum.syndr., hyperreflex. Pyrazinamide: Freq.: Hepatotox., arthralg. Less freq.: Sideroblast.anaem., thrombocytopen., angioed., pellagra, anorex., N&V, peptic ulc.aggravat., photosens., rash, prurit., gouty arthr., dysuria, malaise, fever. Ethambutol: Freq.: Headach., dizz., periph. neurop., abdom.pain, anorex., N&V., metall.taste. Less freq.: Leucopen., eosinoph., thrombocytopen., hypersens., confus., disorient., hallucin., optic neurit., jaund., liver dysfunct., gouty arthr., ren.clear.of urate, malaise.

Special warnings and precautions: Monit. liv.funct. bef.& dur.treatm.espec.in alcohol.pts/ elderly/ pre-exist.liv dis., ren. impairm/-fail., report vis.dis.immed.& discont.pend.vis.eval.as optic neurit.poss., pts.at risk of neuropathy/ pyridoxine defic. incl. diabet./ alcohol./ malnourish./ uraemic/ pregn.& pyridoxine suppl.oft. req., gout hist., porphyr., epileps., psychos., diabetes, rifampicin may decr. OC.eff.& non-hormon.birth control meth. advis., poss.reddish discolour.of urine/ tears/ saliva & risk of contact lens stain. Discont.& eval.pt.if: rash & fever/ bleed. tenden. (thrombocytopen., purpura)/ shock/ ren.fail./ vis.impair./ jaundice/ elev.liver enzymes with hepatit. signs incl. N&V or fatigue, hep. funct.tests based on ALT & AST may be req.mnthly. esp.in elder./ pregn./ pre-exist. liv.damage., safety in pregn.&lactat.not est.

Interactions: Rifampicin: Poss. accel. clear.of meds.metabolis.in liv., decr.eff.of OC, incr.hepatotox.risk with alcoh./ paracetamol/ isoniazid/ halothane/ oth. hepatox meds., eff. of oestrog.-contain. preps.reduc., reduc.absorp.with antacids., inhib.standard assays for ser.folate & Vit.B12 - consider alt.assay methods, impair biliary excret. of contrast media used for visualisat. of gallblad. & test advised.bef.morn dos. of RIMTIB, metabolism of ARVs incl. zidovudine/ delavirdine/ efavirenz/ nevirapine & HIV-protease inhibits.induced lead.to subtherapeut.conc. Isoniazid: Reduc. clearance of alfentanyl/ anticoags. (warfarin), antiepileptics (eg.phenytoin)/ benzodiazepines (eg.diazepam)/ chrozoxazone & theophylline, incr.hepatotoxic.pot.with paracetamol/ alcoh./ rifampicin., delay.absorp. & decr.ser.conc.with aluminium antacids., glucocortic. steroids incr. hepat. metab. &/ excret. of isoniazid., concom. cycloserine/ disulfiram / other neurotox. meds incr. CNS toxic., incr. metab. of enflurane result.in pot. nephrotox. fluoride metab. format., poss.interact. with ketoconazole & miconazole, false pos. with copper sulphate urine gluc. tests., incr. zalcitabine clear. Pyrazinamide: Decr.eff.of gout therapy, decr.ser.conc. of ciclosporin, addit.pot.for elev.serum urate with diuretics. Ethambutol: Potent.neurotoxic eff.with concom.neurotoxic.meds.

 XE "Terivalidin" TERIVALIDIN, Sanofi Aventis

Terizidone

Indications: As part of multidrug regime for tubercular lesions at all stages of infect.esp. where resist.to other drugs evid.

(S3) CAPS, A180

769797-009: 250 mg, 100, R2 896,41
Dosage: Adults: 1 cap.6-8 hrly.or as prescrib.

Contra-indications: Sev.ren.insuffic.

Side-effects: Headache, dizzin., trem., convuls., dysarthr., mania, depress., GI irrit.

Special precautions: Epilepsy, ment.dis., chron. alcohol.

 XE "Winthrop-Isoniazid" WINTHROP-ISONIAZID, Sanofi-Aventis [P/S]

Isoniazid 

Indications: TB prophylax., TB treatm.in conjunct. with other meds.

(S3) TABS. A17, C/20.2.3/194

732966-020: 100 mg, 84, R26,50
732958-017: 300 mg, 28, R39,23
Dosage: Admin with meals.
Adults: Usual: 100 mg 3x dly. Recomm.dos: 3-5 mg/kg bm every 24 hrs.in 2 or more dos.

Childr: 10-20 mg/kg bm dly

Contraindications: Hypersens.to ethionamide/ pyrazinamide/niacin, safety in pregn.& lactat.not est.

Side effects: GI disturbs.incl.pellagra, hypersens. reacts, skin rash.incl.pellagra-like dermatit., bld. dyscras.incl.aplast.anaem., neurolog.effs.incl. psychot. reacts., convuls., hyperglycaem., metabol. acidos., lupus-like/ rheumatoid syndr., urin.retent., gynaecomast., optic neurit., periph.neuropathy.

Special precautions: Cons.benef.-risk ratio in alcohol./liv.& ren.funct.impairm/convuls.disords./ psychos.hist., pts.at risk of neuropathy/pyridoxine defic., prophylact.pyridoxine 100-200 mg dly. recomm. for periph.neurit.counteract., diabet., malnourish., uraem., pregn., porphyr., admin.Al-contain.antacids at least 1 hr aft.treatm., hepatotoxic., LFT to be done 3 mnthly. dur.treatm., discont. treatm.if sev.incr.in hepat.enzyme lev.even if no sympt., incr.hepatit.risk in pts.>50 yrs./slow acetylators/dly.alcoh.consumpt., poss.itch./ tachycard./ chills/headache with cert.chees./fish.

Drug interactions: Decr.plasma clear.&/prolong. act.durat.of alfentanil/coumarin anticoags./ benzodiazep./ carbamazepin./phenytoin/theophyll., poss.incr.isoniazid-induc.hepatotox.with paracetamol/ alcoh./rifampicin & other hepatotox. meds., poss.delay.& decreas.absorpt.& ser.conc. with Al-contain.antacids, poss. incr.hepat.metabol. &/ isoniazid excret.with glucocortic.corticoster., incr. CNS toxic.potent.with cycloserine/disulfiram & other neurotox.meds., poss.incr.format.of potent. nephrotox. inorgan.fluoride metabolit.with enflurane, interacts.with ketoconazole/miconazole.

18.8.2
Anti-leprotics
 XE "A-Lennon Dapsone" A-LENNON DAPSONE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Dapsone.
Indications: All types leprosy, of value in dermatit. herpetiform., toxoplasmos. & mycetoma, suppress. act.on malar.plasmodia.

(S4) TABS. J/20.2.4/431.

717460-002: 100 mg, 100, R356,66
Dosage: Import.not to miss dose and take at same time each day.

Leprosy: In combinat.with other antileprosy agents. Adults:. 50-100 mg or 1,4 mg/kg bm once dly. Paed.& low weight pts: 1,4 mg/kg bm once dly.
Dermatit.herpetiform: Adults: Init. 50 dly.incr.grad.to 300 mg dly. Or more if reqd. If high.dos.employ.reduc.to min.maint.dos.ASAP. Paed.& low weight pts: Init.2 mg/kg bm dly. Dos.may be incr.if sympts.not adeq.control.but reduc.to min.maint.dos.ASAP.

Toxoplasmos., mycetoma, & suppress.act. on malar plasmodia: Attain max.dos.of 200 mg dly. more quick.
Side effects: Haemolysis, methaemoglobinaem., agranulocytos., aplast.anaem., periph.neuropathy with motor loss, skin rash incl.tox.epiderm. necrolys. & Stev.Johns.syndr., GI disturbs., headache, hepatit., psychos.

Special precautions: Card./pulm.dis., porphyr., sev. anaem., reg.bld.counts, G6PD defic./ methaemoglob. reduct.pts.more suscept.to heaemolyt. effs., concom.folic.acid.in pregn. leprosy pts., excret.in breast milk.

Drug interactions: Probenecid reduc.excret., rifampic.incr.plasma clear., incr.dapsone & trimethoprim conc.report.in AIDS pts.

18.9
Other anti-bacterial agents
DALACIN C (MDR Listing)

DALACIN T (MDR Listing)

TYGACIL (MDR Listing)

ZYVOXID (MDR Listing)

 XE "Actizone" ACTIZONE, (Cipla Medpro) Actor [P/S]

Fosfomycin trometamol equiv.to fosfomycin.

Indications: Ac.uncomplic.E.Coli sens.lower UTI in women., prophylax.in diagn. & surgic.trans.urethr.proced.in adult men.

(S4) GRAN, 47/20.1.1/0117.

3003290-001: 3; R184,16
Dosage: Reconstit.in water & take at least 2 hrs. bef. next meal.

Adult women up to 75 yrs: Sngl.3 g dos. 

Trans.urethr.proced.prophylax: Adult men: Sngl.3 g dos.3 hrs.bef.surg.& 2nd 3 g dos.24 hrs. aft. surg.

Contraindications: Sev.ren.insuffic., lactat., safety & effic.in pregn.& childr.und.5 yrs. not est.

Side effects: Freq:Headache, dizzin., pharyngit., rhinit., diarrh., naus., abdom.pain, dyspeps., skin rash, urticar., prurit., itch., back pain, vaginit., dysmenorrh., pain, asthen. Less freq: Paraesth., tachycard., fatig. Unknown freq: Anaphylact. shock, allerg.react., angioed., hypotens., pseudomembran. colit.
Special precautions: Cross.into breast milk., consid. pseudomembran.colit./CDAD in pts.devel. diarrh.dur./aft. ther., imp.ren.funct., may affect glycaem.contr.in diabet.pts., contains sucrose

Interactions: Low.ser. & urin. conc.with concom. metoclopramide. 

 XE "Aspen Vancomycin CP" ASPEN VANCOMYCIN CP, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Vancomycin HCl equiv.to vancomycin.

Indications: Methicill.-resist. (β-lactam-resist) staphylococ.infects., ser.staphylococ.infects.in penicill. allerg.pts./pts.who fail to respond to penicill./ cephalosporin & ser.vancomycin suscept. organ. infects.resist.to other antimicrob.agents., alone/ in combin.with aminoglycos.for endocardit. depend.on causat.organ.

Oral admin.of parenter.form for staphylococc. enterocolit. & antibiot.assoc. pseudomembr.colit. produc.by C.difficile. Oral admin.is not effect.for other types of infect.

(S4) INJ. V/20.1.1/0305, Y/20.1.1/164

774758-008: 500 mg, 10 vials, R891,25
794198-008: 1 g, 10 vials, R1 562,85
Dosage: IV: Dly IV dos.2 g.admin 500 mg 6 hrly or 1 g 12 hrly.in 0,9 % sod. chlor.IV infus./5 % dextr IV infus. Recomm.conc.5 mg/ml & in pts.req.fluid restrict. 10 mg/ml may be admin. Admin at no more than 10 mg/ml. Infus.over at least 60 min./ 500 mg dos. or 120 min/1 g dos.

Childr & infts.>1 mnth: 10 mg/kg 4xdly.or 15 mg/ kg 3xdly. Infts.& neonates: Init.15 mg/kg then 10 mg/ kg 12 hrly. for neonates in 1st wk.of life & 8 hrly.thereaft.up to age of 1 mnth. Ref to prod.lit. for alternat.dos.scheds.

Oral admin: C difficile pseudomembr.colit: Dil.in 30 ml flav.water. Adults: 500 mg-2 g in 3-4 div. dos.x7 -10 days. Childr: 40 mg/kg bm dly.in 3 -4  div.dos. x7 -10 days not exceed. 2 g

Contraindications: IM inject.
Side effects: Less freq: Neutropen., thrombocytopen., agranulocytos., eosinophil., anaphylax., hypersens.react., drug fev., red neck/ red man syndr., dizzin., vertigo, hear.loss, deafn., tinnit., card.arrest, GI disords.incl. pseudomembr. colit., rash, Stev.-John.syndr., tox.epiderm. necrolys., vasculit., bull.dermatit., drug rash with eosinophil. & system.sympts., nephrotoxic, ser. creatin./ urea conc.incr., interstit.nephrit., ren.fail., pain, tendern., inflammat., necros./ thrombophlebit. at inj.site, fev, chills.

Warnings and special precautions: Infus.of high. conc.incr.risk of infus.relat.events, rapid bolus admin.may cause exaggerat.hypotens.& card. arrest., ototoxic.incl.hear.loss, monit.audit. funct. esp. in elderly, ren.impairm., elderly, paeds., monit. leukocyte count periodic.in prolong.ther./ with concom.meds.caus.neutropen., other concom. neurotox. & nephrotox.drugs, monit.ser.trough lev./ ren. funct.periodic., safety in pregn.& lactat.not est., consid.pseudomembr.colit.if diarrh.develops., safety & effic.of intrathec.admin.not est., poss. teicoplanin cross-sensitiv., clear.incr.in burn victims, admin.1 hr.bef./4-6 hrs.aft.cholestyramine

Interactions: Careful monit.of concur./sequent. system. or topic.use of other potent.neurotox./ nephrotox./ototox.drugs., eryth./infus.-relat. events/ histamine-like flush./anaphylact.reacts. with concom. anaesthet. meds., neuromusc. block. of suxamethonium & vecuronium incr., ser.lev. reduc. by dobutamine/dopamine, eff.anatgonis.by cholestyramine

 XE "Cipla Teicoplanin" CIPLA TEICOPLANIN, Cipla Medpro [P/S]
Teicoplanin.

Indications: Potent.ser.G(+) infects.incl.those that cannot be treat.with other antimicrob., endocardit., septicaem., osteomyelit., resp./skin & soft tiss. infects., UTI, CAPD assoc.peritonit., prophylax.in orthopaed./vasc.surg.

(S4) POWD.FOR SOL.FOR INJ. 43/20.1.1/0611
721682-001: 400 mg, 3x10 ml vials, R215,00
Dosage: Admin. once dly. IV or IM. A 2nd inj.to be admin.on first day in sev. infects. Admin.IV as bolus dos. or infus. over 30 min. Do not admin.for long. than 4 mnths. Endocardit.& osteomyelit: 3 wks. treatm. or long.recomm. Result usual.with. 48-72 hrs. Ther.durat.determ.by type & sev.of infect. & clinic.respons. Contin. for at least 3 days aft.pt.afebr. & clinic.sympt.disapp.

Adults incl.elderly:
Mod.infects: UTI, skin & soft tiss.infects: Load. dos: 400 mg as sngl.IV inj.on 1st day. Maint: 200 mg sngl.dly.IV/IM.

Sev.infects: Endocardit, septicaem., joint & bone infects: Load.dos: 400 mg IV 12 hrly.for first 3 dos. Maint: 400 mg sngl.dly.IV/IM. Dos.of up to 12 mg/kg may be reqd. Adapt.in overweight pts.

Prophylax.in orthopaed.& vasc.surg: 400 mg as sngl.IV inj.at induct.of anaesthes.

Childr.from 3 yrs:

Sev.infects: 10 mg/kg 12 hrly by IVI for 3 dos.then 10 mg/kg IV/IM as sngl.dly.dos.

Mod.infects: 10 mg/kg 12 hrly by IVI for 1st 3 dos. thereaft. 6 mg/kg IV/IM as sngl.dly.dos.

CAPD: Sngl.IV load.dos.of 400 mg, then 20 mg/L bag in 1st wk, 20 mg/L/alt.bags in 2nd wk & 20 mg/L in overnight dwell bag only in 3rd wk.

Contraindications: Safety & effic.in childr.und. 3 yrs./pregn.& lactat.not est., subarachnoid space inj., mix.with aminoglycosid.in same sol.

Side effects: Trombocytopen., GI disturbs., skin reacts.incl.exfoll.dermatit./ Stev.-Johns.syndr./tox. epiderm. necrolys., bronchosp., hear.loss, tinnit./ vestibul. disturbs., ren.impairm., fev., anaphylax., angioed., dizzin., tiss.necros., headache, bld. dyscras., inj. site reacts., flush., Red Man Syndr., superinfect.

Special precautions: Vancomycin-cross-sens., monit.ren.impairm., period.haematolog./liv./ren. funct. monit.advis.dur.prolong.treatm., monit.ren.& audit. funct.with other concom.ototox./nephrotox. meds., eval.dur.superinfect.

 XE "Clindahexal" CLINDAHEXAL 150, Sandoz [P/S]

Clindamycin HCl equiv.to clindamycin.
Indications: Ser.U&LRTI, skin & soft tiss.infects., dent. infects.caus.by suscept.organ.

(S4) CAPS, 32/20.1.1/0038

849960-002: 150 mg, 20, R110,93
849960-010: 150 mg, 100, R555,24
Dosage: Admin.6 hrly.with meals. For beta-haemolyt. streptococc.infects.cont.treatm.for at least 10 days to dimin.likelihood of subseq. rheumat. fev/glomerulonephrit.

Adults: Mild to mod. sev.infect: 150 mg. Sev.infect: 300-450 mg.
Contraindications: Lincomycin sens., safety in pregn.& lactat.not est., infts.bel.30 days.

Side effects: Freq: Pseudomembr.colit., abdom. pain, diarrh., abnorm.LFT. Less freq: N&V, maculopap. rash, urticar. Not known: C difficile, colit., vag.infect., agranulocytos., leucopen., neutropen., thrombocytopen., eosinophil., anaphylact. shock, anaphylactic/anaphylactoid react., hypersens., dysgeus., oesophag.ulc., oesophagit., jaund., ac.kidn.injury, tox.epiderm. necrolys., Stev.Johns.syndr., DRESS, ac.generalis. exanthemat.pustulos., angioed., erythema multiforme, exfoliat.& bull.dermatit., morbiliform rash, prurit.

Special warnings and precautions: Cross resist.with lincomycin & antagon.with erythromyc. demonstrat., discont.& init.appropr.ther.if hypersens./ sev.skin reacts.occur, when prescrib. consid.infect.severity & diarrh.risk, consid.poss. Clostridium diffic.assoc.diarrh.diagnos.when diarrh. pres.& do not admin.meds.inhibit.peristals., GI dis esp.colit.hist., not for treatm.of meningit., liv.& kidn.funct.tests with prolong.ther., pre-exist. ren.dysfunct./concom.nephrotox.drugs, superinfect., atopic pts., pre-exist.penicill.allergy, lact.intol.& poss.affect.diab.glycaem.control., freq. coagulat.monit.with concom.vit.K antagon., cross. placenta, use only in pregn.if safer alternat.not avail., passes into breast milk theref.do not admin. to breast feed.mothers.

Interactions: Act.of other neuromusc.block. agents enhanc., antagon.with erythromyc., incr. coagulat.tests and/or bleed.with vit.K antagon., CYP3A4/CYP3A5 isoenzym inhibit.reduc.clear.& induc.(eg rifampic.) incr.clear., 
 XE "Clindamycin Actor 150" CLINDAMYCIN ACTOR 150, (Cipla Medpro) Actor [P/S]

Clindamycin HCl equiv.to clindamycin.
Indications: Ser.U&LRTI, skin & soft tiss.infects., dent. infects., ac./chron.osteomyelit.& bacteraem. caus.by suscept.organ.

(S4) CAPS, 48/20.1.1/0806

3003283-001: 150 mg, 20, R108,15
Dosage: Admin.6 hrly.with meals. Contin.treatm. for at least 10 days with ß-haemolyt. streptococc. infects. 

Adults: Mild to mod. sev.infect: 150 mg. Sev.infect: 300-450 mg.
Contraindications: Lincomycin/doxorubicin sens., safety in pregn.& lactat.not est., diarrh. states /GI dis.incl.hist.of colitis, concom. erythromycin.

Side effects: Freq: Pseudomembr. colit., abdom. discomf./pain, diarrh., oesophagit., N&V, rash morbillif., abnorm.LFT. Less freq: Oesophag.ulc., rash maculopapul., urticar. Freq.unknown: Vag. infect., C.difficile infect., neutropen., eosinophil., agranulocytos., thrombocytopen., anaphylact. shock/react., hypersens., angioed., dysgeus., jaund., tox.epiderm.necrolys., Stev.-Johns.syndr., DRESS, ac.generalis.exanthemat.pustulos., dermatit. exfoliat./bull., eryth.multiforme, prurit., polyarthrit.

Special precautions: Atopic pts., GI dis.hist., sev. hepat./sev.ren.impairm., discont.treatm.if persist.diarrh. occurs, endoscopy is recomm.if colit.is suspect, not for treatm.of menigit.as diffuse into cerebrospin.fluid not adeq., cross. resist.with erythromyc./lincomyc., superinfects., discont. if sev.hypersens./skin reacts.occ., lact. intol., avoid for 3 days bef./aft.oral typhoid vacc., monit.coagulat.with concom.Vit.K antagonists.

Interactions: Poss.compet.inhib.of eff.of macrolides/ ketolides/streptogramins/linezolid/ chloramphen., may enhanc.eff.of neuromusc. block. meds, antag.eff.of acetylcholinesterases incl. neostigmine/pyridostigmine, CYP3A4 & CYP3A5 inhibits.may reduc.clindamycin clear., CYP3A4 & CYP3A5 induc.incr.clear.
 XE "Clindamycin Fresenius " CLINDAMYCIN FRESENIUS AMP, Fresenius Kabi [P/S]

Clindamycin phosphate

Indications: Suscept.infects.

(S4) INJ. Y/20.1.1/254. 600 mg/4 ml.

701051-003: 10x5 ml amps, R464,98
Dosage: IM Inj: Adults: Admin.in 2-3-4 div.dos.Mod-sev.infects: 600-1 200 mg/day. Sev.infects: 1 200-2 700 mg/day.
Childr: Over 1 mnth.of age: 15-40 mg/kg bm/dly.in div. dos. Sev.infects: Not less than 300 mg dly. irrespect. of body mass. Neonates: Safety & appropr.dos.in infts.<1 mnth not est.IV infus: Admin.init.dos.as sngl.rapid infus. follow. by contin.IV infus. To maint.clindamycin ser.lev: Above 4 µg/ml admin rapid infus.rate at 10 mg/ min.x30 mins.with maint.lev.of 0,75 mg/min. Above 5 µg/ml admin rapid infus.rate at 15 mg/ min.x30 mins.with maint.lev.of 1 mg/min. Above 6 µg/ml admin rapid infus.rate at 20 mg/min.x30 mins.with maint.lev.of 1,25 mg/min.
Since IMI great. than 600 mg not recomm. For IV infus. dil. 300 mg in 50 ml diluent (ie. 6 mg/ml) or more & infus.at follow.rates: 300 mg in 50 ml over 10 min. 600 mg in 100 ml over 20 min. 900 mg in 150 ml over 30 min. 1 200 mg in 200 ml over 45 min. Admin.> 1 200 mg in sngl.1 hr.infus.not recomm. Do not inj.IV as undil.bolus but infus.over 20-60 mins. Suit.dil.are NaCl and dextr.

Contraindications: Lincomycin/doxorubicin  sens., diarrh. states, meningit.treatm., premat.babies/ neonates due to benzyl alcoh.content, safety in pregn.& lactat.not est. 

Side effects: Diarrh., pseudomembr.colit., N&V, abd. cramps, taste abnormalit., bld.dyscras., hypersens./ anaphylact.reacts., thrombophlebit.

Special warnings and precautions: Imp.liv./ kidn.funct., other medic. with neuro-musc.block.activ., monit.organ. syst. functs.in infts.less than 1 mnth., reserve for ser. infects.only, GI dis.partic.with colit.hist., porphyr., atop.pts., superinfect.from prolong. admin., discard any unused portion.

Interactions: Imcompat.with aminophyll./ ampicillin sod./ barbit./ Ca glucon./Mg sulph./ phenytoin sod.& sols.contain.Vit.B Co, neuromusc. block.meds.potent., OC effic.reduc., parasympathomim. activ.antagon., erythromycin & vit.K antagon.

 XE "Cubact" CUBACT, (Macleods) Abex [P/S]

Daptomycin.
Indications: Complic.skin & skin struct.infects.(cSSSI) due to suscept.G+ micro-organ., S.aureus bloodstream infects.( (bacteraem.) incl.right-sided infect. endocardit. caused by methicillin-suscept./resist.isolates.

(S4) POWD.FOR SOL. FOR INFUS., 53/20.1.1/0433.432

3007187-001: 500 mg,1 x vial, R1 241,59
Dosage: Adults >18 yrs.: Do not admin. more freq. than once dly. Complic.skin & skin struct.infects: Admin. 4 mg/kg by IV infus.in 0,9 % NaCl.over 30 mins. once /24 hrs.for 7-14 days.

Staph.aureus bloodstr.infects.incl.right-sided endocardit: Admin.6 mg/kg by IV infus. in 0,9 % NaCl over 30 mins.once/ 24 hrs for minim.2-6 wks. Treatm. durat. may be long.than 14 days in accord. with indiv.perceiv.complic.risk.

Contraindications: Not compat.with dextrose-cont.dil., safety in pregn.& lactat.not est., safety & effic.in childr.und.18 yrs.not est., other meds./ addit. infus.in same IV line, effic.in pts.with left-sided infect.endocardit./ artific.valve endocardit. due to Staph.aureus not est., not indicat.for pneum. treatm.

Side effects: Freq.: Fungal/ UTI/ candida infects., anaem., anx., insomn., dizzin., headache, hypertens., hypotens., GI & abdom. pain, N&V, constip., diarrh., flatul., bloat.& distens., abnorm. LFT (incr. ALT, AST, ALP), rash, prurit., limb pain, incr. serum CPK, infus. site react., pyrex., asthen. Less freq.: Fungaem., thrombocythaem., eosinophilia, incr.INR, leukocytos., prolong.PT, lymphadenop., decr.appetite, hyperglycaem., electrol. imbal., hallucinat., paraesthes., taste disord., trem., eye irrit., jaund., myositis, myopathy, incr. myoglobin, musc. weakness, muscle pain, arthralg., incr. serum LDH, musc. cramps, renal impair./ fail./ insuffic., incr. serum creatinine, proteinur., vaginit., fatig., pain, oed., weakn., chest pain. Freq.unknown: CDAD, hypersens. (incl. angioedem., DRESS, pulm. eosinophil., vesicobull. rash, anaphylax.), infus.react., periph. neuropathy, eosinophil. pneum., rhabdomyolys., vertigo, supraventric. tachycard., extrasystoles, atrial fibrill./flutter, card.arrest, flushes, cough, dyspeps., glossit., acute gen. exanthemat. pustulos.

Special warnings and precautions: Consid.alter. antibact. ther. consid. if infect. focus other than cSSSI/ RIE., discont.if anaphylax./ hypersens. react.occ, not effect. for pneum., surg. interv. reqd. for deep-seat. Infects., insuff. evidence on effic. against enterococc. infects., superinfection., discont. ther.& instit.appropr.treatm.if clostridium diffic.-assoc.diarrh.susp./ confirm., false PT prolongat./INR elev. may occur., Monit. plasma CPK at baseline & wkly., more freq. in high-risk pts. for myopathy., discont. if unexpl. muscle sympt. & CPK >5x norm., monit. myopathy S&S reg., consider discontin. in periph.neurop., eosinophil.pneum. reported; discont. immediat.& init.steroid treatm. if appropr., sev ren. impairm. may incr. risk of myopathy, cons. benef.vs. risk in pts.with creatin.clear.< 30 ml/ min., regular ren. funct. monit. advised, esp. with nephrotoxic subs., ltd.exper.with warfarin; monitor anticoagulant activity early in therapy.

Interactions: Incr. myopathy risk with concom HMG-CoA reduct.inhibits./ fibrates/ ciclosporin; consider temp. discont. unless benef.> risk., meds known to reduce ren.filtrat.(eg. NSAIDs/COX-2 inhibits) may incr.daptomycin plasma lev.,poss. synergist.interact.with aminoglycosides/ beta-lactam antibiot./ rifampicin., pharmacokinetic changes poss. with tobramycin, poss. false PT/INR elevation with certain reagents

 XE "Cusyn" CUSYN 500, Pharma Dynamics [P/S]
Daptomycin

Indications: Complic.skin & skin struct.infects.(cSSSI) by suscept.G+ isolates micro-organ., Staphylococc. aureus bloodstr. infects.(bacteraem.) incl.right-sided infect.endocard.(SAB/RIE)

(S4) POWD.FOR INFUS, 53/20.1.1/0432

3007164-001: 500 mg, 1x vial, R1 167,22
Dosage:. Do not admin. more freq. than once dly. Adults ≥18 yrs: cSSI: Admin. 4 mg/kg by IV infus.in 0,9 % NaCl.over 30 mins.once /24 hrs.for 7-14 days. 

SAB/RIE:Admin.6 mg/kg by IV infus.in 0,9 % NaCl over 30 mins.once/24 hrs for minim.2-6 wks. Treatm. durat.may be long.than 14 days in accord. with indiv. perceiv.complic.risk.

Side effects: Freq.: Fungal infects., UTI, candida infect., anaem., anx., insomn., headache, dizzin., hyper-/ hypoten., GI/ abdom. pain, N&V, constip., diarrh., flatul., bloat., distent., abnorm.LFT (incl. ALT, AST, ALP), rash, prurit., limb pain, incr.serum CPK, infus.site react., pyrex., asthen. Less freq.: Fungaem., thrombocythaem., eosinophil., incr.INR, leukocytos., prolong. PT, lymphadenopathy, decr.appetite, hyperglycaem., electrol.imbal., hallucinat., paraesthes., taste disord., trem., eye irrit., atrial fibrill./ flutt., card. arrest, supraventric.tachycard., flush., cough, dyspn., dyspeps., glossit., jaund., urticar., myositis, myopathy, incr. myoglobin, musc.weakn./ -pain/-cramp., arthralg., incr.serum LDH, ren.impairm. incl.ren. fail./ insuffic., incr. serum creatinine, proteinur., vaginit., fatig., pain, oed., weakn., chest pain. Freq.unknown: Clostrid. diffic.-assoc.diarrh., hypersens. react.incl. anaphylax., infus.react.(incl. tachycard./ wheezing/ pyrex./ rigors, system.flush./ vertigo/ syncope/ metallic taste), periph.neuropathy, eosinophil. pneum., ac.gen. exanthematous pustulosis, rhabdomyolys.

Special warnings and precautions: Effic.in pts. with left-sided infect.endocardit./ prosthet.valve infects.due to Staph.aureus not est., not indicat. for pneum.treatm., if infect. focus other than cSSSI/RIE identif. post CUSYN initiation.consid.alt.antibact. therap. proven efficac. for specif.infect. type., if allerg.react.discont. & start approp.therap., pts.with deep-seat. infects. need surg. interv.without delay, insuff. evidence on CUSYN efficacy vs. enterococci infects., superinfect., discont.ther.& instit. appropr.treatm.if clostridium diffic.-assoc. diarrh.(CAD) susp./ confirm., false prolong. of PT & elev. INR observ. with certain recombin. thromboplastin reagents in assay., plasma CPK meas.at baseline & at least 1x wkly. dur.ther.& more reg.if myopathy risk high., ren.funct.impairm., myopathy risk & other concom.meds.assoc.with myopathy, baseline CPK lev.>5x norm.limit poss.at great.risk, monit. myopathy S&S reg., discont.ther.if unexpl.musc. sympt.& CPK lev. >5x norm.limit, periph. neuropathy S&S, discont.ther.if S&S of eosinophil. pneum.devel.& init.appropr.treatm., cons.benef.vs. risk in pts.with CrCl< 30 ml/min., concom. potent.nephrotox. agents, very obese pts., eval.indiv. susceptib.bef.driv./ use machin., safety in pregn.& lactat.not est., S&E in childr.<18 yrs.not est., other meds./ addit.infus.in same IV line, pharmacokinet.not eval.in sev.hepat. insuffic., monit. anticoag.activ.with concom.warfar.

Interactions: Concom.tobramycin, monit. anticoag.activ.with concom.warfar., concom. meds. that trigg.myopathy eg HMG-CoA reduct. inhibits.as exper.limit., meds.known to reduc.ren. filtrat., false prolong.PT & elev.INR observ.with cert.recombin.thromboplastin reagents used for assay, not compat.with dextrose-cont.dil.
 XE "Cytagil" CYTAGIL IV, Pharma Dynamics [P/S]
Tigecycline

Indications: Sev.life-threat.complic.skin & skin struct.infects.& complicat.intra-abdom.infects.in adults

(S4) POWD.FOR INJ, 53/20.1.1/0715

3007171-001: 50 mg/10 ml, 10 vials, R4 502,25
Dosage: Treatm.durat.5-14 days accord.to sev.& site of infect.& clinic.& bacteriol. progress. Admin.by IV infus.over 30-60 mins.12 hrly. Recomm.dos: Init.100 mg follow.by 50 mg 12 hrly.

Contraindications: Pregn.& lactat.

Side effects: Freq.: Sepsis/ sept.shock, pneumon., abscess, infects., prolong.activ. part. thromboplast. time, prolong. prothromb.time, thrombocytopen., bilirubinaem., hypoproteinaem., hypoglycaem., dizzin., phlebit., N&V, diarrh., anorex., abdom.pain, dyspeps., elev.AST & ALT, hyperbilirubinaem., prurit., rash, headache, imp.heal., inj.site react., elev.ser.amylase, incr.bld.urea. Less freq.: Incr.INR, hypofibrinogenaem., thrombophlebit., ac.pancreatit., jaund., liv.injury, mostly cholestas., inj.site inflammat./ pain/ oed./ phlebit. Freq.unknown: Anaphylax./ anaphylactoid react., pseudomembr.colit., tooth discolor.of devel.teeth, hepatic cholestas./ -fail., severe skin react.incl.SJS.

Special warnings and precautions: Sev. hepat.impairm. (Child Pugh C), not recomm.in childr.<18 yrs., poss. anaphylax., limit.exper.with sev.underly.dis., monother.in complic.intra-abdom.infects second.to clinic.appar.intestin.perforat., concurr.bacteraem., consid.combinat. antibact.ther.in sev.complic.intra abdom.infects.second.to clinic.appar. intest. perforat/ incipient sepsis/ sept.shock, monit.cholestas.pts., poss. pseudo-membr.colit., perman.tooth discol., S&E in hosp.acquir.pneum.not est., monit. for superinfect.if imp.heal. develops, due to struct. similarit.advers. effs.simil.to tetracycl.poss., known tetracycline hypersens., consid.ther. discont. if pancreatit.develop., eval. effs.bef.driv./ perform.complic.tasks, monit.bld.coagulat.params. prior to & dur.treatm, elderly pts.

Interactions: Monit.prothromb.time/ other anticoagulat. tests with concom. warfar.as prothromb. time & active. part.thromboplast.time poss. prolong., incr.serum trough conc.of calcineurin inhibits. (incl. tacrolimus/ ciclosporin), warfarin clear.decr., OCs poss.less effect., Cmax of concom.digoxin slightly pharmacokinet.poss.affect.by P-gp inhibit./ induc.
 XE "Dalacin C" DALACIN C, Pfizer [P/S] 
Clindamycin HCl equiv.to clindamycin.
Indications: Serious U&LRTI, skin & soft tiss. (incl.abscesses), bone & joint (incl.ac.& chron. osteomyelit) infects., bacteraem.caus.by suscept. organ.

(S4) CAPS, C/20.1.1/1.

717347-117: 150 mg, 20, R126,08
717347-028: 150 mg, 100, R630,52
Dosage: Adults: Admin.6 hrly.swallow. whole with full glass of water. Cont.ther.x10 days with beta-haemolyt. streptococc.infects.

Mild to mod.sev.infect: 150 mg. Sev.infect: Up to 450 mg 

Childr.over 10 kg: Admin.in 3 or 4 equal.div.dos. Mild infect: 8 -12 mg/ kg/day. Mod.sev. infects: 13-16 mg/kg/day. Sev.infects: 17 -25 mg/kg/day.

Contraindications: Lincomycin/doxorubicin sens., diarrh. states /GI dis.incl.hist.of colit, safety in pregn. not est., report.in breast milk theref.do not use in lactat.

Side effects: Common: Eosinophil., diarrh., abdom. pain, maculopap.rash, abnorm.LFT. Uncommon: Dysgeus., N&V, urticar. Rare: Erythema multiforme, prurit. Post market: Pseudomembr. colit., C.difficile infect., vag.infect., neutropen., agranulocytos., thrombocytopen., leucopen., anaphylact. shock/react., hypersens., oesophagit., oesophag.ulc., jaund., tox.epiderm. necrolys., Stev.-Johns.syndr., DRESS, ac.generalis. exanthemat.pustulos., angioed., exfoliat./bull. dermatit., morbillif.rash. ac.ren.injury
Special warnings and precautions: Sev. hepat./sev.ren.impairm.& metabol.aberrat.& monit.ser.lev.with high dos.ther., pre-exist.ren. dysfunct./concom.nephrotox.meds.where ren. funct.monit.to be consid., discont.if sev. hypersens./ skin reacts.occ., only use for ser. infects. as diarrh.& colit.report., discont.treatm.if persist.diarrh. occurs, not for treatm.of menigit.as diffus.into cerebrospin.fluid not adeq., atopic pts., GI dis.hist.partic.colit., superinfects., lact.intol.,
Interactions: May enhanc.eff.of neuromusc. block. meds., CYP3A4 & CYP3A5 inhibits.may reduc.clindamycin clear., CYP3A4 & CYP3A5 induc.incr.clear.
See also MDR page 618.
 XE "Drymred 500" DRYMRED 500, Dr Reddy’s [P/S]

Daptomycin

Indications: Complic.skin & skin struct.infects. (cSSSI) by suscept.G+ isolates micro-organ., Staphylococc. aureus bloodstr.infects. (bacteraem.) incl.right-sided infect.endocardit. (SAB/RIE)

(S4) LYOPHIL.POWD.FOR IV INFUS. 51/20.1/0734

3001193-001: 500 mg, 1x15 ml vial, R1 296,90
Dosage: Adults 18 yrs. & over. Do not admin. more freq. than once dly.
Complic.skin & skin struct.infects: Admin. 4 mg/kg by IV infus.in 0,9 % NaCl.over 30 mins. once /24 hrs.for 7-14 days. 

Staph.aureus bloodstr.infects.incl.right-sided endocardit: Admin.6 mg/kg by IV infus. in 0,9 % NaCl over 30 mins.once/24 hrs for minim.2-6 wks. Treatm. durat.may be long.than 14 days in accord. with indiv.perceiv.complic.risk.

Side effects: Freq: Candida/fung.infects., fungaem., oral/vag.candidias., osteomyelit., UTI, anaem., anx., insomn., headache, dizzin., hypertens., hypotens., diarrh., N&V, abnorm.LFT, inj.site loc.reacts., incr.alan.aminotransfer./-bld.creat.phosphokin. Less freq: Eosinophil., leukocytos., lymphadenopathy, thrombocytopen., thrombocytos., thrombocythaem., decr.appetite, hyperglycaem., hypokalaem., hypomagnesaem., electrol.imbal., hallucinat., ment.status change, dyskines., paraesthes., taste disord., trem., eye irrit., blurr.vis., tinnit., vertigo, atrial fibrill./-flutt., card.arrest, supraventric.tachycard.extrasystole, flush., cough, dyspn., abdom.distent./-pain, constip., dry mouth, dyspeps., epigastr.discomf., flatul., gingiv.pain, oral hypoaesthes., loose stools, stomatit., glossit., jaund., eczema, heat rash, prurit., rash., urticar., arthralg., back & limb pain, myalg., musc.cramps/weakn., myosit., proteinur., ren.fail./-impairm./-insuffic., vaginit., asthen., chest pain, discomf., oed., fatig., jitterin., pyrex., rigors., weakn., pain., incr. aspartate aminotransfer./-bld.alkaline phosphat./ -bld bicarbon./-bld.phosphor./-ser.creatin., incr. INR, incr.lact.dehydrogen. prolong.prothrombin time, incr.myoglobin, Freq.unknown: Clostrid. diffic.-assoc.diarrh., hypersens.reacts.incl. anaphylax., infus.reacts., periph.neuropathy, eosinophil. pneum,, ac.gen.exanthema.pustulos., rhabdomyolys.

Warnings and special precautions: Effic.in pts. with left-sided infect.endocardit./prosthet. valve infects.due to Staph.aureus not est., not indicat. for pneum.treatm., focus of Staphylococc. Aureus infect.other than cSSTI or RIE identif., any surg.intervent.reqd.for pts.with deep-seat.infects., superinfect., discont.ther.& instit. appropr.treatm.if clostridium diffic.-assoc. diarrh.(CAD) susp./ confirm., plasma CPK meas.at baseline & at least once wkly.dur.ther.& more reg.if myopathy risk high., ren.funct.impairm., myopathy risk & other concom.meds.assoc.with myopathy, baseline CPK lev.>5x norm.limit poss.at great.risk, monit. myopathy S&S reg., discont.ther.if unexpl.musc. sympt.& CPK lev. >5x norm.limit, periph. neuropathy S&S, discont.ther.if S&S of eosinophil. pneum.devel.& init.appropr.treatm., cons.benef.vs. risk in pts.with creatin.clear.< 30 ml/min., concom. potent.nephrotox.agents, very obese pts., persist./ relaps.S.aureus bloodstr.infect., eval.indiv. susceptib. bef.driv./use machin., safety in pregn.& lactat.not est., safety & effic.in childr.und.18 yrs. not est., other meds./addit.infus.in same IV line, pharmacokinet.not eval.in sev.hepat.insuffic.

Interactions: Concom.tobramycin, monit. anticoag.activ.with concom.warfar., concom. meds. that trigg.myopathy eg HMG-CoA reduct. inhibits.as exper.limit., meds.known to reduc.ren. filtrat., false prolong.PT & elev.INR observ.with cert.recombin.thromboplastin reagents used for assay, not compat.with dextrose-cont.dil.

 XE "Dyna Teicoplanin" DYNA TEICOPLANIN, Pharma Dynamics [P/S]
Teicoplanin.

Indications: Ser.G(+) infects.incl.those that cannot be treat.with other antimicrob., septicaem., osteomyelit., endocardit., resp./skin & soft tiss. infects., UTI, CAPD assoc.peritonit., prophylax. in orthopaed./vasc.surg.

(S4) POWD.& SOLV.FOR INJ. A43/20.1.1/0573, 0575, A43/34/0574

719992-001: 200 mg, 1 vial, R161,11
719993-001: 400 mg, 1 vial, R324,29
Dosage: Admin. IV or IM. IV inj.as either bolus or 30 min.infus. Dos.usual. once dly. A 2nd inj.should be admin.on first day in sev.infects. Respons. usual. within 2-3 days. Ther.durat.determ.by type & sev.of infect.& clinic respons. Endocardit.& osteomyelit: 3 wks.or long.treatm.recomm. Do not admin.for long.than 4 mnths.

Adults & elderly pts.with norm.ren.funct: 

Mod.infects: Load.dos: 400 mg as sngl.IV inj.on 1st day. Maint: 200 mg dly.IV/IM.

Sev.infects: Load.dos: 400 mg IV 12 hrly.for first 3 dos. Maint: 400 mg dly.IV/IM. Dos.of up to 12 mg/kg may be reqd. Adapt.in overweight pts.to 3 mg/kg in mod.infects.& 6 mg/kg in sev.infects.
Prophylax.in orthopaed.& vasc.surg: 400 mg as sngl.IV inj.at induct.of anaesthes.

Childr.from 3 yrs: 

Sev.infects.& neutropen.pts: 10 mg/kg 12 hrly by IVI for first 3 dos.then 10 mg/kg IV/IM as sngl. dly. dos.

Mod.infects: 10 mg/kg 12 hrly by IVI for 1st 3 dos. thereaft. 6 mg/kg IV/IM as sngl.dly.dos.

CAPD: Sngl.IV load.dos.of 400 mg, then 20 mg/L/bag in 1st wk, 20 mg/L/alt.bags in 2nd wk & 20 mg/L in overnight dwell bag only in 3rd wk. Mix.sols.not to be kept long.than 24 hrs.

Contraindications: Safety & effic.in childr.und. 3 yrs.not est., pregn.& lactat., subarachnoid space inj.

Side effects: Thrombocytopen., super infects., bld.dyscras., hypersens.reacts.incl.anaphylax., headache, dizzin., hear.loss/tinnit./vestibul. disturbs., N&V, ren.impairm., inj.site reacts.

Special precautions: Not known if pass.into breast milk, poss.vancomycin-cross-sens., period. haematolog.studies/liv.& ren.funct.tests advis., monit.ren.& audit.funct.in prolong.treatm.in ren. insuffic.and concurr./sequent.use of neuro- &/ nephrotox. meds., concom.ototox./nephrotox. meds., imp.ren.funct., excl.pts.with creatin.clear. low.than or equal to 20 ml/min.unless ser.conc. measurem.guaranteed, not to be mix.in same sol. with aminoglycosid., superinfect.

 XE "Elturin" ELTURIN, Macleods [P/S]
Linezolid

Indications: Vancomycin-resist.Enterococcus faecium infects., nosocomial/ commun.acquir.pneum.caus.by Staphyloc.aureus (methicilllin-suscept.& -resist.strains) or Streptoc.pneumoniae (incl.multi-med.resist.S pneumoniae strains).

(S4) TABS, 54/20.1.1/0235

3005593-001, 600 mg, 10, R1 400,00
Dosage: May be taken with/-out food. Adults & adolesc.12 yrs & old: Commun.acquir.& nosocomial pneum.incl. concurr. bacteraem: 600 mg 2xdly x 10-14 days.
Enterococc.infects incl.vancomycin-resist. infects, & those with concurr.bacteraem: 600 mg 2xdly.x14-28 days.

Contraindications: MAOIs or within 2 wks.of tak.such meds., pregn.& lactat.not est., concom. SSRIs/ SNRIs TCAs/ seroton.5-HT1 recept.agon.(triptans)/ direct & indirect act.sympathomimet.agents/ vasopress.agents/ dopaminerg.agents/ pethidine or buspirone, uncontroll.hypertens./ phaechromocytoma / carcin./ thyrotoxicos/ bipol.depress./ schizoaffect.disord./ ac.confus.states., childr.<12 yrs.

Side effects: Freq: Insomn., headache, taste alterat., abdom.pain, cramps/ distens., diarrh., N&V, prurit., rash, incr.BUN, incr. tot.bilirub./ AST/ ALT/ LOH/ alkaline phosphat./ creatine kinase/ lipase/ amylase/ non-fast.glucose, decr.tot.protein/ album./ Na/ Ca, incr./decr. K+/ bicarb., incr. neutrophils/ eosinophils, decr.Hb, haematocr. / RBC count, incr./ decr platel./ WBC counts. Less freq.: Antibiot.-associat.colit., revers.anaem., eosinophil., leukopen., neutropen., thrombocytopen., pancytopen., myelosuppress., sideroblast.anaem., angioed., anaphylax., hyperglycaem., lact. acidos., hyponatraem., dizzin., hypoaesthes., paraesthes., peripher.neuropathy, convuls., blurr.vis., optic neuropathy, changes in vis.defect, optic neurit., loss of vis., changes in vis.acuity/ col.vis., tinnit., tachycard., hypertens., hypotens., TIA, phlebit./ thrombophlebit., constipat., dry mouth, dyspeps., gastrit., incr.thirst, pancreatit., stomatit., tongue discolourat./ disord., superfic.tooth discolourat., glossit., loose stools., dermatit., diaphores., urticar., angioed., bull.skin disords., alopec., ren. fail., incr.creatinine, polyur., vulvovagin.disord., vaginit., chills, fatig., fev., localis.pain., incr.creatinine/ Na/ Ca, decr.non-fast.glucose, incr./ decr.chloride, incr.reticuloc.count, decr.neutrophils. 

Special warnings and precautions: Discont.treatm.in pts.exper.signif.myelosupress., full bld counts recomm.in pres.of myelosuppress./ othr concom. med.caus.bone marr.suppress./ chron. infects./ concurr.antibiot.treatm., elderly,not indic.for treat.Gram-neg.infects., not stud.in treat. decubit.ulc., poss.lact.acidos., poss mitochondr.dysfunct.in ther.>28 days, monit.vis.funct.reg.in ther. >28 days, compare risk.vs.benef.of ther.in pts.develop.optic./ periph.neuropathy/ lact.acidos., seiz.hist./-risk factors, porphyr., avoid tyramine-rich food, imp.ren./ hepat.funct., antibiot. assoc. diarrh./ colit.incl.pseudomembr.colit., meds.inhibit.gut motil./ peristals.when antibiot.assoc. diarrh./ colit suspect., superinfect., determ.suscept.bef.init.ther., consid.alt.bef.init.ther.as outpt., S&E of ther.long.than 28 days not est., observ. closely for S&S of seroton.syndr.where admin.with clin.appropr.concom.serotonerg. agents, not stud.in uncontrol.hypertens./ phaeochromocyt., untreat.hyperthyroid., poss. interact. with sympathomimet./ adrenerg.agents, admin. aft.haemodialys., lact.intol.

Interactions: Mild revers.enhancem.of press.respons. induc.by pseudoephedr.& phenylpropanolam.HCl & dos.of compds incl. dopamine/ adrenaline should be reduc, potent.signif.press.respons.with concom.tyramine contain.food., seroton.syndr.with concom. serotonerg. agents incl.SSRIs, decr.expos.with meds induc.hepat.enzym.

 XE "Fidicid" FIDICID 200 mg, Equity
Fidaxomicin

Indications: Clostridium diffic.infects.treatm.in adults.

(S4) TABS, 47/20.3/1137

722546-001: 200 mg, 20, R16 042,67

Dosage: Swall.whole. Admin.with/without meals.
Adults & elderly(≥ 65 yrs): Recomm.dos.200 mg 12 hrly for 10 days.
Contraindications: Excipient hypersens.
Side effects: GI disturbs.esp.naus./constip., decr. appet., dizzin., headache, dysgeus., dry mouth.

Warnings and special precautions: Appropr. use of antibact.agents, safety & effic.in pregn.& lactat./ childr.bel.18 yrs.not est., sev.hepat. impairm., inflamm.bowel dis./pseudomembr.colit.

Drug interactions: Incr.AUC & Cmax with ciclosporin, incr.digoxin AUC & Cmax, poss. interact. with P-gp substrat.with low.bioavail.more sens.to intest.P-gp inhib.eg. dabigatran etexilat.
 XE "Fomnos" FOMNOS, Sandoz [P/S]
Fosfomycin trometamol equiv.to fosfomycin.

Indications: Ac.uncomplic.E.Coli sens.lower UTI in women & fem.childr.over 12 yrs., prophylax.in diagn. & surgic.trans.urethr.proced.in adult men.

(S4) GRAN 52/20.1.1/0493

3003011-001: 3 g, 1 sachet, R184,27
Dosage: Reconstit.in water & take at least 2 hrs. bef. next meal.

Adult women up to 75 yrs: Sngl.3 g dos.

Trans.urethr.surg.proced.prophylax. & diagnost.proced: Adult men incl.elderly: Two dos.of 3 g. 1st dos.3 hrs.bef.surg.& 2nd dos.24 hrs. aft. surg.

Contraindications: Sev.ren.insuffic., pts.undergo. haemodialys.

Side effects: Freq: Vulvovaginit., headache, dizzin., diarrh., naus., dyspeps., abdom.pain, vaginit., dysmenorrh., back pain, pharyngit., rhinit., non-localis.pain, asthen. Less freq: Vomit., rash, urticar., prurit. Freq.unknown: Anaphylact.reacts., hypersens., antibiot.assoc.colit., angioed.

Warnings and special precautions: Discont.& instit. emerg.meas.in event of anaphylax., consid. C.difficile & poss.pseudomembr.colit.if diarrh. develop.& do not admin.meds.that inhib.peristal., safety & effic.in childr.und.12 yrs.not est., re-eval. if infect.persist.as oft.complic.UTI, UTI’s in male pts. to be consid.as complicat.UTI’s, glycaem. contr. of diabet.poss.affect., gluc./fruct./sucros. intol., safety in pregn. not est., cross.into breast milk, eval.S/E bef.driv./perform.complicat.tasks

Interactions: Concom.metoclopramide /other meds. incr.GI motil.low.ser.& urin.conc., food delays absorpt.decr.peak plasma lev.& urin.conc., incr.oral anticoag.activ.report.with antibiot.ther which may be diffic.to determine if due to infect. dis./its treatm.(classes most oft.involv: fluoroquinol./ macrolides/cyclins/co-trimoxazole & cert. cephalospor.)

 XE "Foruri" FORURI, Pharma Dynamics [P/S] 

Fosfomycin trometamol equiv.to fosfomycin.

Indications: Singl.dose for ac.uncomplic. E.Coli sens.lower UTI in women & adolesc. women, prophylax.in diagn.& surgic.trans. urethr.proced.in adult men.

(S4) GRAN., 53/20.1.1/0575

3007085-001: 3 g, 1 x sachet, R181,14
Dosage: Take orally aft.reconst.in glass of water, take 2 hrs.bef.next meal.

Uncomplicated UTI: Adult women 12-75 yrs: Sngl.3 g dose 

Trans.urethr.& diagn. proced.prophylax.: Adult men incl.elderl.:2 doses of 3 g -1st dose 3 hrs.bef.surg.& 2nddose 24 hrs.aft. surg.

Contraindications: Sev.ren.insuffic. (Cr.Cl.<10mL/min), pts. undergo. haemodialys.

Side effects: Freq: Vulvovaginit, headache, dizzin., pharyngit., rhinit., diarrh., naus., abdom. pain, dyspeps., back pain, vaginit., dysmenorrh., asthen., non-localis.pain. Less freq: Vomit., rash, urticar., prurit. Unknown.freq: Antibiotic assoc.colitis, pseudomembran. colit., agranulocytos., aplast.anaem., eosinophill., granulocytopen., leucopen., pancytopen., thrombocytopen., angioed., anaphylact. reacts.incl.anaphylact.shock, hypersens., optic neurit., asthma exacerbat., toxic megacol., cholestat. jaund., hepat.necros., incr.AT’s/ALP & billirub.

Special warnings and precautions: Init.medic.treatm.if hypersens.reacts incl.anaphylax.& anaphylact.shock and never re-administ., consid.Clostr.diffic. assoc.dis. in pts. develop. ser.diarrh.dur./ aft.use (antiperistaltic meds contraindic.), urin.concentr.remains effect.48 hrs aft. usual dose if Cr.Cl.<10mL/min., not recomm.for childr.<12 yrs., contains sucrose & saccharin sod.,safety & effic. pregnancy not est., cross into breastmilk, do not use in lactat.women.

Interactions: Avoid concom. metoclopramide & othr.meds.that incr.GI motilit., food may delay absorp., antibiotics incr.antivit.K-antagonist activ.
 XE "Furizome" Furizome, Cipla Medpro [P/S]
Fosfomycin trometamol equiv.to fosfomycin.

Indications: Ac.uncomplic. E.Coli sens.lower UTI in women.Prophylax.in diagn.& surgic.trans.urethr.proced.in adult men.

(S4) GRAN, 53/20.1.1/0499.498

3005643-001: 3 g, 1 sachet, R175,48
Dosage: Reconst.in water & take at least 2 hrs. bef.next meal/ empty stomach bef.bedtime with empty bladder.

UTI: Adult women up to 75 yrs: Sngl.3 g dos Trans.urethr.proced.prophylax: Adult men: 3 g 3 hrs.bef.surg.& 2nd 3 g 24 hrs.aft.surg.

Contraindications: Sev.ren.insuffic., pts. undergo. haemodialys.

Side effects: Freq: Headache, dizzin., pharyngit., rhinit., diarrh., N&V, abdom.pain, dyspeps., skin rash, urticar., prurit., back pain, vaginit., dysmenorrh, asthen., non-localis.pain. Less freq: Paraesthes., tachycard., itch., fatig. Unknown.freq: Anaphylact.shock, allerg.react.,angioed., hypotens., asthma, pseudomembran. colit.

Special warnings and precautions: Mild ren.impairm., consid. pseudomembran.colit. in pts. develop. ser.diarrh.dur./ aft. use, safety & effic.in childr.< 5 yrs./pregnan.not est.,cont.sucrose & maltodextrin. intol., concom. metoclopramide.

Interactions: Concom. metoclopramide
 XE "Linezolid Fresenius" LINEZOLID FRESENIUS 600 mg/300 ml, 
Fresenius Kabi [P/S]

Linezolid

Indications: Vancomycin-resist.Enterococcus faecium infects.incl.concurr.bacteraem., nosocom./ commun. acquir.pneum.caus.by Staphylococcus aureus (methicilllin-suscept.& -resist. strains) or Streptococcus pneumoniae (incl.multi-drug resist.S pneumoniae strains), complic.skin & skin struct. infectscaus.by Staphylococcus aureus (methicilllin-suscept.& -resist.strains)/ Streptococcus pyogenes or Streptococcus agalactiae, uncomplic.skin & skin struct. infects.caus. by Staphylococcus aureus (methicilllinsuscept.& -resist.strains) & Streptococcus pyogenes.

(S4) SOL FOR INFUS, 48/20.1.1/0434. 2 mg/ml

722770-001: 1x 300 ml, R353,63
722770-002: 10x 300 ml, R3 536,25
Dosage: Admin.over 30-120 mins.

Adults & adolesc.12 yrs and old:

Commun.acquir.& nosocomial pneum.incl. concurr. bacteraem: 600 mg IV 12 hrly.x10-14 days.

Skin & soft tiss.infect.incl.concurr. bacteraem: 600 mg IV 12 hrly.depend.on clinic. sev.x10-14 days.

Enterococc.infects incl.vancomycin-resist. infects,& those with concurr.bacteraem: 600 mg IV 12 hrly x14-28 days.

Paediatric. Birth – 11 yrs: Pre-term neonates <7 days of age (gestat.age <34 wks.) have low. system. clear.& larg.AUC values than full-term neonates & old.infts. By 7 days of age they are similar to full term/old.infts.

Commun.acquir.& nosocomial pneum.incl. concurr.bacteraem: 10 mg/kg IV 8 hrly.x10-14 days.

Skin & soft tiss.infect.incl.concurr. bacteraem: 10 mg/kg IV 8 hrly. x10-14 days.

Enterococc.infects incl.vancomycin-resist. infects,& those with concurr.bacteraem: 10 mg/kg IV 8 hrly.x14-28 days.

No addit.to be introd.into IV sol.

Contraindications: MAOI’s.

Side effects: Vag./oral monilias., fung.infect., diarrh., vulvovag.disord., vaginit., bld.dyscras., revers. myelosuppress., hypersens., angioed., anaphylax., skin reacts.incl.erythema multiforme/ Stev. Johns.syndr., diaphores., CNS effs., hyperglycaem., lact.acidos., hyponatraem., psych./ GI disords., headache, taste alter., dizzin., paraesthes., periph.neuropathy, convuls., seroton. syndr., eye disords.incl.opt. neurit./vis/acuit.loss, tinnit., dysrhythm., hypo-/hypertens., phlebit., TIA, pancreatit., stomatit., tong.disord., abnorm.liv. funct., alopec., tooth discolour., polyur., ren.fail., chills, fatig., fev., loc.reacts., thrombophlebit., incr.thirst.

Warnings and special precautions: Monit. potent.BP incr.in uncontr.hypertens./ phaeochromocyt./ carcinoid syndr./hyperthyroid./ bipol. depress./schizoaffect.disord./ac.confus. states, cons.risk/benef.in worsen.myelosuppress., pseudomembr. colit., alert dr.to seroton.syndr.S&S in pts.receiv.concom.serotonerg.agents, superinfect., poss.lact.acidos., bld.monit.in pre-exist. myelosuppress., cons.benef.vs.risk in case periph./ opt. neuropathy occurs/sev.ren.& hepat. insuff., ophthalm. eval.recomm.if vis.impairm. sympt., monit.vis.funct.if ther.giv.for extend.per./ beyond max.recomm.durat., poss.C diffic. overgrowth & assoc.diarrh., convuls.hist./risk fact., safety & effic.in ther.per.long.than 28 days not est., porphyr., diab.mellit./other condits.assoc.with gluc. intol., low sod.diet, concom.pethidine not to be giv., avoid foods/beverag.with high tyramine cont., safety in pregn.& lactat.not est., those at high risk for life threat.syst.infects., not approv.for cathet.-relat. bloodstream infects., determ. suscept. bef.init.ther., consid.alternat.bef.init.ther. in outpt.setting.

Drug interactions: Poss.seroton.syndr.with serotonerg. agents incl.antidepress., incr. neuropath. risk with TB treatm., mild revers. enhancem. of press. respons.induc.by pseudoephedr. & phenylpropanolamine HCl, sev. reacts. incl.coma with pethidine, decr.AUC & Cmax with rifampicin., physic.incompat.with amphotericin B/ chlorpromazine HCl/diazepam/ pentamine isethionate/phenytoin sod./ erythromycin lactobionate/trimethoprim-sulfamethoxazole, chemic.incompat.with ceftriaxone sod.
 XE "Mylan Vancomycin" MYLAN VANCOMYCIN, Mylan [P/S]

Vancomycin HCl equiv.to vancomycin.

Indications: Methicill.-resist.staphylococ. infects., ser.staphylococ.infects.in penicill.allerg. pts./pts.who fail to respond to penicill./ cephalosporin & ser.vancomycin suscept.organ. infects.resist.to other antimicrob.agents, endocardit., staphylococc.enterocolt.& antibiot.-assoc.C.difficile pseudomembr.colit.

(S4) POWD.FOR SOL, 41/20.1.1/0571, 0572

714111-001: 500 mg, 10x10 ml vials, R716,09
714112-001: 1 g, 10x20 ml vials, R1 251,76
Dosage: Admin IV. Max.admin.rate: 500 mg /½hr. Close monit.of ser.Vancomycin warrant.

Adults: 500 mg 6 hrly or 1 g 12 hrly. Childr: 40 mg/kg bm/day in div.dos. Infts.& neonates: Init: 15 mg/kg follow.by 10 mg/kg 12 hrly in first week of life and 8 hrly thereaft.up to 1 mnth.of age 

Antibiot.-assoc.C.difficile pseudomembr. colit: Admin.orally. Dissolv.dos.in 30 ml water/ flav.water. Adult tot.dly.dos: 500 mg-2 g in 3-4 div.dos.x7-10 days. Childr.tot.dly.dos: 40 mg/kg bm in 3-4 div.dos. Tot.dly.dos.not to exceed 2 g.
Contra-indications: Safety in pregn.& lactat not est.

Side-effects: Nephrotoxic., ototoxic.incl.hear. loss, neutropen., thrombocytopen., naus., skin rash incl.exfoliat.dermatit., Stev.John.syndr., tox.epiderm.necrolys, vasculit., super-infect., hypersens.reacts.incl.anaphylactoid reacts.,
Special precautions: Ren.dysfunct., elderly, signific.system.absorpt.poss.with intestin. mucos. inflammat.disords. 

Drug interactions: Incr.toxic.risk with other ototox./nephrotox.drugs, neuromusc.block.of suxamethonium & vecuronium incr.

 XE "Pharma-Q Clindamycin" PHARMA-Q CLINDAMYCIN INJECTION 600 mg/4 ml, Pharma-Q [P/S]

Clindamycin phosph.

Indications: Ser.suscept.anaerob.infects., sev. staphylococ./streptococ.infects.incl. staphylococ. osteomyelit.

(S4) INJ. 32/20.1.1/0502. 600 mg/4 ml

703672-002: 10x 5 ml amps, R149,86
Dosage: IM admin.

Adults: Mild to mod.infects: 600 mg/day in 2 equal dos. Mod.sev.infects: 600-1 200 mg/day in 2,3 or 4 equal dos.

Sev.infects: 1 200-2 700 mg/day in 2,3 or 4 equal dos.

Childr.over 1 mnth: Mild to mod.infects: 10-15 mg /kg/day in 3 or 4 equal dos.

Mod.to sev.infects: 15-25 mg/kg/day in 3 or 4 equal dos. Sev.infects: 25-40 mg/kg/day in 3 or 4 equal dos.with no less than 300 mg/day recomm. regardless of bm.

IV infusion: Admin.as sngl.rapid infus.of init.dos. follow.by contin.IV infus.dil.in 0,9% NaCl

For IV infus.dil.300 mg in 50 ml dil.(i.e 6 mg/ml) or more & infus.over 10-45 mins. Admin.more than 1 200 mg in 1 hr infus.not recomm.

Contraindications: Lincomycin sens., GI dis. esp. colit.hist., safety in pregn.& lactat.not est.

Side effects: GI disturbs.incl.sev./persist.diarrh. dur. or aft.treatm., pseudomembr.colit., hypersens. reacts., skin reacts., bld.dyscras., abnorm.liv.funct. tests, jaund., anaphylact.reacts., thrombophlebit.

Special precautions: Other med.with neuromusc. block activ., atop.pts., GI dis.hist., imp. liv./ ren.funct., discont.when signif.diarrh.occurs, admin. therapeut.dos.in treatm.of beta haemolyt. streptococ. infect.for at least 10 days.

 XE "Teicowin" TEICOWIN, Sanofi [P/S] 

Teicoplanin.

Indications: Potent.ser.G(+) infects.incl.those that cannot be treat.with other antimicrob., endocardit., septicaem., osteomyelit., resp./skin & soft tiss. infects., UTI, CAPD assoc.peritonit., prophylax.in orthopaed./vasc.surg., orally for antibiot.assoc. diarrh. incl. pseudomembran.colit.

(S4) POWD.FOR SOL.FOR INJ. 41/20.1.1/0947, 0948

719385-001: 200 mg, 2 x 10 ml, R1 557,71
719387-001: 400 mg, 1 x 20 ml, R1 534,66
Dosage: Admin.as once daily dos.either IV or IM. IV inj.as either bolus or 30 min.infus.

A 2nd inj.should be admin.on first day in sev. infects. Respons.usual.within 48-72 hrs. Ther. durat. determ.by type & sev.of infect.& clinic. respons. Contin.treatm.for at least 3 days aft.pt. afebrile & aft.clin.sympts.disapp. Endocardit. & osteomyelit: 3 wks.or long.treatm.recomm. Do not admin.for long.than 4 mnths.

Adults & elderly pts.with norm.ren.funct: 

Mod.infects: Load.dos: 400 mg as sngl.IV inj.on 1st day. Maint: 200 mg dly.IV/IM.

Sev.infects: Load.dos: 400 mg IV 12 hrly.for first 3 dos. Maint: 400 mg dly.IV/IM. Dos.of up to 12 mg/ kg may be reqd. Adapt.in overweight pts.

Prophylax.in orthopaed.& vasc.surg: 400 mg as sngl.IV inj.at induct.of anaesthes.

Oral treatm.of antibiot.assoc.diarrh: Aft. reconstit. (see lit) admin 200 mg orally 2xdly x10 days.

Adults & elderly pts.with.ren.impairm: 

CAPD: Sngl.IV load.dos.of 400 mg, then if pt. febrile  20 mg/L per bag in 1st wk, 20 mg/L/alt. bags in 2nd wk & 20 mg/L in overnight dwell bag only in 3rd wk.

Childr.from 3 yrs: 

Sev.infects.& neutropen.pts: 10 mg/kg 12 hrly by IVI for first 3 dos.then 10 mg/kg IV/IM as sngl. dly. dos.

Mod.infects: 10 mg/kg 12 hrly by IVI for 1st 3 dos. thereaft. 6 mg/kg IV/IM as sngl.dly.dos.

Contraindications: Safety & effic.in childr.und. 3 yrs.not est., safety in pregn.& lactat.not est., subarachnoid space inj, pts.with creatin.clear ≤ 20 ml/min.

Side effects: Trombocytopen., eosinophil., leucopen., hypersens./anaphylact.reacts, fev., bronchosp., skin/inj. site reacts., GI disturbs., headache, dizzin., hear.loss/tinnit./vestibul. disturbs. in combinat.with potent.ototox.meds.

Warnings and special precautions: Not known if pass.into breast milk, vancomycin-cross-sens., monit.ther.in ren.insuffic., period.haematolog./ liv.& ren.funct.tests advis.dur.prolong.treatm., reg. eval.of pt.condit.essent., superinfect., monit.ren.& audit.funct.in concurr./ sequent.use of neuro- &/ nephrotox.meds.or in prolong.treatm.of pts.with ren.insuffic., not to be mix.in same sol.with aminoglycosid.
 XE "Tigebax" TIGEBAX, (Activo) Glenmark [P/S]
Tigecycline

Indications: Sev.life-threat.complic.skin & skin struct.infects. & complicat.intra-abdom.infects.in adults
(S4) POWD.FOR INJ., 54/20.1.1/0165
3003343-001: 50 mg/5 ml, 1 vial, R425,20
Dosage: Treatm.durat.5-14 days accord.to sev.& site of infect.& clinic.& bacteriologic.progress. Admin. by IV infus.over 30-60 mins.12 hrly.

Recomm.dos: Init.100 mg follow.by 50 mg 12 hrly.
Contraindications: Pregn.& lactat.

Side effects: Freq: Sepsis/sept.shock, pneumon., abscess, infects., prolong.activ.part. thromboplast. time, prolong.prothromb.time, hypoglycaem., hypoproteinaem., dizzin., phlebit., N&V, diarrh., abdom.pain, dyspeps., anorex., elev.AST&ALT, hyperbilirubinaem., prurit., rash, imp.heal., inj.site react., headache, elev.ser.amylase/bld.urea. Less. freq: Thrombocytopen., incr.INR, hyponatraem., thrombophlebit., ac.pancreatit., jaund., liv.injury, hepat.cholestas., inj.site inflammat./pain/oed.& phlebit. Freq.unknown: Hypofibrinogenaem., anaem., leucocytos

Warnings and special precautions: Sev.hepat. impairm. (Child Pugh C), not recomm. in childr.und. 18 yrs., high.mortalit.report.in tigecycline treat. pts. with complic.skin & skin struct.infects./ complicat.intra-abdom.infects./diab.foot infects.& nosocomial pneum.than comparat.treatm., poss.anaphylax., limit.exper.with sev.underly.dis., monother.in complic.intra-abdom.infects second.to clinic.appar.intestin.perforat., concurr.bacteraem., consid.combinat.antibact.ther.in sev.complic.intra abdom.infects.second.to clinic.appar.intest. perforat/ incipient sepsis/sept.shock, cholestas., poss.pseudo-membr.colit., perman.tooth discol., safety & effic.in hosp.acquir.pneum.not est., monit. for superinfect.if imp.heal.develops, due to struct. similarit.advers.effs.simil.to tetracycl.poss., known tetracycline hypersens., consid.ther. discont. if pancreatit.develop., eval.effs.bef.driv./ perform.complic.tasks
Interactions: Monit.prothromb.time/other anticoagulat. tests with concom.warfar.as prothromb. time & active.part.thromboplast.time poss. prolong., pharmacokinet.poss.affect.by P-gb inhibit./induc., OC’s poss.less effect.

 XE "Tigecycline Accord" TIGECYCLINE ACCORD, Accord [P/S]

Tigecycline
Indications: Sev.life-threat.complic.skin & skin struct.infects. & complicat.intra-abdom.infects.in adults

(S4) POWD.FOR INJ., 51/20.1.1/0596

3004412-001: 50 mg/5 ml; 1x5 ml, R454,08
Dosage: Treatm.durat.5-14 days accord.to sev.& site of infect.& clinic.& bacteriologic.progress. Admin. by IV infus.over 30-60 mins.12 hrly.
Recomm.dos: Init.100 mg follow.by 50 mg 12 hrly.
Contraindications: Pregn.& lactat.

Side effects: Freq: Sepsis/sept.shock, pneum., abscess, infects., prolong.activ.part.thromboplast. time, prolong.prothromb.time, hypoglycaem., hypoproteinaem., dizzin., phlebit., N&V, diarrh., abdom.pain, dyspeps., anorex., elev.AST&ALT, hyperbilirubinaem., prurit., rash, imp.heal., inj.site react., headache, elev.ser.amylase/bld.urea. Less. freq: Thrombocytopen., incr.INR, hyponatraem., thrombophlebit., ac.pancreatit., jaund., liv.injury, hepat.cholestas., inj.site inflammat./pain/oed.& phlebit. Freq.unknown: Hypofibrinogenaem., anaphylax., hepat.fail., sev.skin reacts.

Special warnings and precautions: Sev.hepat. impairm. (Child Pugh C), not recomm. in childr.und. 18 yrs., high.mortalit.report.in tigecycline treat. pts. with complic.skin & skin struct.infects./ complicat. intra-abdom.infects./diab.foot infects.& nosocomial pneum.than comparat.treatm., poss. anaphylax., limit.exper.with sev.underly.dis., monother.in complic.intra-abdom.infects second.to clinic.appar.intestin.perforat., concurr.bacteraem., consid.combinat.antibact.ther.in sev.complic.intra abdom.infects.second.to clinic.appar.intest. perforat/ incipient sepsis/sept.shock, cholestas., poss.pseudo-membr.colit., perman.tooth discol., poss. overgrowth of non-suscept.organisms incl. fungi, safety & effic.in hosp.acquir.pneum.not est., monit. for superinfect.if imp.heal.develops, due to struct. similarit.advers.effs.simil.to tetracycl.poss., known tetracycline hypersens., consid.discont.if pancreatit.develop./suspect., eval.effs.bef. driv./ perform.complic.tasks, monit.liv.funct./coagulat.& haematolog.paramet./amylase/lipase prior to & dur.treatm., may affect glycaem.contr.in diabet. mellit.

Interactions: Monit.prothromb.time/other anticoag. tests with concom.warfar.as prothromb. time & active.part.thromboplast.time poss. prolong., pharmacokinet.poss.affect.by P-gp inhibit./ induc., OC’s poss.less effect.

 XE "Tractinfect" TRACTINFECT, Aspen Pharmacare [P/S] 
Fosfomycin trometamol equiv.to fosfomycin.

Indications: Singl.dose for ac.uncomplic.E.Coli sens.lower UTI in women > 12 yrs., prophylax.in diagn. & surgic.trans.urethr.proced.in adult men., perioperat.antibiot.prophylax.for transrect.prostate biopsy in adult men.

(S4) POW, 48/20.1.1/0482.

3002880-001: 3 g, 1, R187,58
Dosage: Take at least 1 hr bef./2 hrs.aft.meal.

Uncomplicated UTI: Adult women up to 75 yrs: Sngl.3 g dos. 

Trans.urethr.& diagn. proced.prophylax. & prophylax.for transrect.prostate biopsy: Adult men incl.elderl.:2 doses of 3 g -1st dose 3 hrs.bef.surg./ proced.& 2nd dose 24 hrs. aft. surg./proced.
Contraindications: Sev.ren.insuffic. (Cr.Cl.<10mL/min), pts. undergo. haemodialys.

Side effects: Freq: Headache, dizzin., pharyngit., rhinit., diarrh., naus., abdom. pain, dyspeps., skin rash, back pain, vaginit., dysmenorrh., vulvovaginit., asthen., non-localis.pain. Less freq: Paraesthes., tachycard., vomit., urticar., prurit., itch., fatig. Unknown.freq: Anaphylact.shock, allerg.react., hypotens., asthma, pseudomembran. colit., angioed.

Special warnings and precautions: Disc.immed.& init.emergen.measures if hypersens.reacts incl.anaphylax.& anaphylact.shock, imp.ren.funct., consid.colit.incl.pseudomembran.colit. in pts. develop. ser.diarrh.dur./ aft. use, re-eval.diagnos.if persistant infect.often complicat.or preval.of resistant pathogen. eg.Staphyloc.saprophytic., UTI in male pts.general.complicat. & this product not indicated for complicat. UTIs, safety & effic.in childr.< 12 yrs.& pregnancy not est., sucrose intol., cross into breastmilk, do not use in lactat.women.

Interactions: Avoid concom. metoclopramide & othr.meds.that incr.GI motilit., food may delay absorp., incr.oral anticoag.activ.with antibiot.therap.
See also MDR page 159.
 XE "Tygacil " TYGACIL, Pfizer 
Tigecycline

Indications: Sev.life-threat.complic.skin & skin struct.infects. & complicat.intra-abdom.infects.in adults
(S4) POWD.FOR IV INFUS., A40/20.1.1/0230
713290-001: 50 mg/5 ml vial, 10, R8 913,90
Dosage: Treatm.durat.5-14 days accord.to sev.& site of infect.& clinic.& bacteriologic.progress. Flush line bef.& aft.infus.if same IV line used for sequent.infus.of sev.drugs.

Admin.by IV infus.over 30-60 mins. Init.100 mg follow.by 50 mg 12 hrly.
Contraindications: Pregn.& lactat., not recomm. in childr.und.18 yrs., safety & effic.in hosp.acquir. pneumon.not est.

Side effects: Dizzin., prolong.activ.part. thromboplast. time & prothrombin time. incr.INR, anaphylax., loc.reacts., GI disturbs., pancreatit., hepat. cholestas., elev.AST & ALT post ther., signific. hepat.dysfunct.& hepat.fail., skin rash, headache, super infect.

Special precautions: Known tetracycline hypersens., perman.tooth discol., pseudomembr colit., monit.prothromb.time/other anticoagulat. tests with concom.warfar., sev.hepat.impairm. (Child Pugh C), fatalit.represent.complicat.of underly. dis/dis.progress.with no caus.relationship est., monother.in complicat.intra-abdom.infects. second. to clinic.apparent intestin.perforat., due to struct. similarit.advers.effs.simil.to tetracycl.poss.

Drug interactions: OC’s poss.less effect.

See also MDR page 710.
 XE "Urizone" URIZONE, AI Pharm Ltd [P/S]
Fosfomycin trometamol equiv.to fosfomycin.

Indications: Ac.uncomplic.E.Coli sens.lower UTI in women & fem.childr.over 5 yrs., prophylax.in diagn. & surgic.trans.urethr.proced.in adult men.

(S4) GRAN. 28/20.1.1/0480.

814210007: 3 g, 1 sachet, R203,11
Dosage: Reconstit.in water & take at least 2 hrs. bef. next meal.

Adult women up to 75 yrs: Sngl.3 g dos. Fem. childr. over 5 yrs: sngl 2 g dos.

Trans.urethr.proced.prophylax: Adult men: Sngl.3 g dos.3 hrs.bef.surg.& 2nd 3 g dos.24 hrs. aft. surg.

Contraindications: Sev.ren.insuffic., lactat., safety & effic.in pregn.& childr.und.5 yrs. not est., concom.metoclopramide.

Side effects: GI disturbs., skin rash, headache, naus.

Special precautions: Cross.into breast milk.

Drug interactions: Concom.metoclopramide.

 XE "Vancocin CP" VANCOCIN CP 500 mg & 1 g, Sandoz [P/S]
Vancomycin HCl (chromatographically purified).

Indications: Methicillin resist.staphylococc. infects., sev.staphylococc.infects.in penicillin allergic pts./pts.fail.to respond to penicillin/ cephalosporin, ser.sens.organ.infects/pts.fail.to respond to penicillin/ cephalosporin., endocardit. in penicillin allergic pts.in combinat.with aminoglycosides, oral admin.in staphylococ. enterocolit. & antibiot.assoc.pseudomembr.colit.

(S4) POWD.FOR INJ, C/20.1.1/181, X/20.1.1/23.

774731-028: 500 mg, 1x10 ml vials, R864,38
808431-021: 1 g, 1x20 ml, vials, R1 510,97
Dosage: IV Admin.in dil.sol.at a rate of no more than 500 mg/½ hr.rotat.infus.sites to reduc.poss. thrombophlebit.

Adults: 2 g IV dly.in div. dos. as 500 mg 6 hrly.or 1 g 12 hrly.

Childr: 40 mg/kg bm/day IV in div.dos. Infts.& neonates: Init.tot.dly.IV dos: 15 mg/ kg follow.by 10 mg/kg 12 hrly.in 1st wk.of life & 8 hrly.thereaft. till 1 mnth of age.

Antibiot.assoc.pseudomembr.colit: Oral admin: Dil. in 30 ml water/flav. Adults: Tot.dly. dos.of 500 mg-2 g in 3-4 div.dos.x 7-10 days. Childr: Tot.dly. dos. of 40 mg/kg bm in 3-4 div.dos.with max.tot. dly. dos.of 2 g

Contraindications: Hypersens.
Side effects: Pain/inflammat./necros.& thrombophlebit.at inj.site, anaphylactoid reacts., hypersens., anaphylax., med.relat.fev. Freq: Upper body flush., exanthema & musos.inflammat., prurit., urticar., phlebit. Less freq: Nephrotox., ototox., hear.loss, deafn., vertigo, dizzin., tinnit., revers.neutropen., thrombocytopen., agranulocytos., eosinophil., N&V, bitter & unpleas. taste with oral sol., chemic.peritonit., pseudomembr. colit., skin rash, Stev.John.syndr., tox.epiderm.necros., linear IgA bull.dermatos., vasculit., card.arrest, drug fev., shiver., chest & back musc.pain & spasm. Freq.unknown: Eosinophil., DRESS, ac.generalis.exanthemat. pustulos.(AGEP)

Special warnings and precautions: Discont.of infus.usual.prompt.stops rapid-infus.relat.reacts., ren.dysfunct., monit.ren.funct.in underly.ren. dysfunct., follow appropr.dos.sched.to avoid nephrotoxic. risk, diarrh.assoc.pseudomembr.colit. with implem.of correct meas.incl.discont.if diagnos. and no admin.of antidiarrh.meds, monit. for sev.cutan.advers.reacts(SCAR) discont.ther.if observ.& consider alternat.treatm., monit.audit. funct. & bld.lev.with concom.ototox./nephrotox. agents & underly.hear.loss & deafn., elderly, period. leucocyte count, not for intracamer./ intravitreal use incl.endophthalmit.prophylax., premat. neonates & young infts.as sub-therapeut. lev.poss.but safety of incr.dos.not properly assess., well dil.dos.with slow infus.& card.monit.if admin. dur. anaesthes., superinfect., admin.in pregn.only if clearly indicat. with close bld.lev.monit., report.that pregn.pts.req.signific.incr.dos.to achiev. therapeut.ser.conc., excret.in breast milk.
Interactions: Incr.toxic.risk with concom.ototox.& nephrotox.meds., advers.effs.enhanc.& flush.in childr. with gen.anaesthet., neuromusc.block.of suxamethonium & vercuronium incr.
 XE "Voxwin 600 mg" VOXWIN, (Sanofi-Aventis) Hetero [P/S]

Linezolid

Indications: Vancomycin-resist.Enterococcus faecium infects.incl. concurr.bacteraem., nosocom. / commun.acquir. pneumon.caus.by Staphylococc. aureus (methicilllin-suscept.& -resist.strains) or Streptococc.pneumoniae (incl.multi-med.resist.S pneumoniae strains), incl.cases with concurr. bacteraem, or Staphylococc. aureus.

(S4) TABS, 48/20.1.1/0081
721171-001: 600 mg, 10, R6 104,50

721141-002: 600 mg, 30, R18 313,61

Dosage: May be used as init.ther. Adults & adolesc.12 yrs & old: 
Commun.acquir. & nosocom. pneum. incl. concurr.bacteraem: 600 mg 2xdly x 10-14 consec. days.

Enterococc.infects incl.vancomycin-resist. infects. & those with concurr.bacteraem: 600 mg 2xdly.x14-28 consec. days. Combin. ther. may be clinic.indicat.if document./presumpt. pathogens incl.Gram-neg.organisms.
Contraindications: MAOI’s, safety when admin. for long.than 28 days not est.

Side effects: Thrombocytopen., bld.dyscras., hypo-/hypertens., tinnit., blurr.vis., headache, monilias./fung. infect., chills, fatig., phlebit./ thrombophlebit., GI disturbs., pancreatit., stomatit., tong.discolour., abnorm. LFT/lab.tests, metall. taste, incr.non-fast.gluc., dizzin., paraesthes., CNS effs., vulvovag.disord., vaginit., polyur., skin reacts.
Warnings and special precautions: Pseudomembr. colit., superinfect., sev.ren.insuffic., not admin.after haemodialys., avoid ingest.large amounts of food with high tyramine cont., consid. platel.count monit.in pts.with pre-exist. thrombocytopen./ receiv.concom.meds.decr.platel. count or funct./receiv.ther.for long.than 28 days, no studies in uncontr.hypertens./ phaeochromocytoma/ carcinoid syndr./untreat. hyperthyroid./tumour-relat.condit./decubit.ulc. treatm., lact.intol., safety in pregn.& lactat.not est. inappropr.antibiot.use, compounds e.g.dopamine/ adrenal.to be titr.achiev.desir.repons.

Drug interactions: Potent.for interact.with serotonerg./sympathomimet./adrenerg.agents, mild revers.enhancem.of press.respons.induc.by pseudoephedr./ phenylpropanolamine HCl.
 XE "Xifaxan" XIFAXAN, Equity [P/S] 

Rifaximin

Indications: Reduct.in recurr.of overt hepat. encephalopathy.in pts.> 18 yrs in addit.to lactulose

(S4) TABS, 51/20.1.1/0036

721965-001: 550 mg, 56, R5 341,27
Dosage: Recomm.dos: 550 mg 2xdly. Safety & effic.not prov.beyond 6 mnths. Use appropr. lactulose dos.

Contraindications: Bowel obstruct., safety & effic.in childr.< 18 yrs./pregn.& lactat.not est.

Side effects: Common: Depress., dizzin., headache, dyspn., upper abdom pain, abdom. distens., diarrh., N&V, ascites, rash., prurit., musc.sp, arthralg., periph.oed. Uncommon: Clostridia infect., UTI, candidias., anaem., anorex., hyperkalaem., confus., anx., hypersomn., insomn., bal.disords., amnes., convuls., attent.disords., hypoesthes., memory impairm., hot flush, pleural effus., abdom.pain, oesophag.varices haemorrh., dry mouth, stomach discomf., myalg., dysur., pollakiur., oed., pyrex. Rare: Pneumon., cellulit., URTI, rhinit., dehydrat., hypertens., hypotens., COPD, constip., back pain, proteinur., asthen., contus., procedur.pain. Unknown.freq: Thrombocytopen., anaphylact.reacts., angioed., hypersens., presyncope, syncope, LFT abnorm., dermatit., eczema, INR abnormal.

Warnings and special precautions: Imp.ren. funct., concom.admin.with other rifamycins not recomm., may cause red.discolourat.of urine, sev. hepat.impairm.& in pts.with MELD score > 25, concom. PGP inhibits., monit.INR with concom. warfarin

Interactions: May decr.expos.of concomit. CYP3A4 substrats.incl.warfar./antiepilep./ antiarrhythm./ oral contracepts., INR incr/decr. with concom.warfarin, incr.AUC/Cmaxwith concom. ciclosporin

See also MDR page 357.
 XE "Zenoxpar" ZENOXPAR, Accord [P/S]

Linezolid
Indications: Vancomycin-resist.Enterococcus faecium infects.incl.concurr.bacteraem., nosocom. / commun.acquir. pneumon.caus.by Staphylococc. aureus (methicilllin-suscept.& -resist.strains) or Streptococc.pneumoniae (incl.multi-med.resist.S pneumoniae strains), incl.cases with concurr. Bacteraem.

(S4) TABS, 52/20.1.1/1006
3003818-001: 600 mg, 10, 
R1 612,89

Dosage: May be used as init.ther. Adults & adolesc.12 yrs & old: Commun.acquir. & nosocom. pneum. incl. concurr.bacteraem: 600 mg 12 hrly. x 10-14 consec. days.
Enterococc.infects incl.vancomycin-resist. infects. & those with concurr.bacteraem: 600 mg 12 hrly x14-28 consec.days.
Contraindications: MAOI’s, pregn.& lactat., safety when admin. for long.than 28 days not est.,  MAOI’s or within 2 wks.of tak.such meds., pregn.& lactat.not est., concom.SSRIs/SNRIs/TCAs/ seroton. 5-HT1 recept.agon.(triptans)/direct & indirect act.sympathomimet.agents/vasopress. agents/dopaminerg.agents/meperidine/buspirone, uncontroll.hypertens./ phaechromocytoma /hyoperthyroid./carcinoid syndr., soya allerg.

Side effects: Freq: Oral/vag.candidias., candidiasis, fung.infects., monilias., incr. neutrophils/ eosinoph., decr.Hb/haematocrit., incr./ decr.platelet/WBC counts, insomn., headache, metal.taste, dizzin., hypertens., diarrh., naus., vomit., constip., abdom.pain/cramps /creat.kinase/lipase/amylase/ non-fast.gluc., / distens., dyspeps.,fev., loc.pain, abnorm.LFT, incr. AST/ALT/alkaline phosphat./bld.urea/LDH prurit., rash, decr.total prot./album./Na/ Ca., incr.or decr. K+/bicarb. Less freq: Eosinophil./neutropen, leucopen., pancytopen., thrombocytopen., hyponatraem., incr.ser.creat.phosphokin., hypaesthes., paraesthes., convuls., blurr.vis., vis. field defect, tinnit., tachycard., dry mouth, gastrit., incr. thirst, pancreatit., tongue/teeth discolour., stomatit., dermatit., diaphores., urticar., ren.fail, incr. creatinin., polyur., vulvovag.disord., vaginit., fatig., chills, TIA, phlebit./thrombophlebit., incr.tot. bilirub., incr.Na./Ca, decr.non-fast.gluc., incr./decr. Cl., incr.reticuloc.count, Unknown freq: Pseudomembr. colit., myelosuppress., sideroblast. anaem., anaphylax., lact.acidos., periph. neuropathy, seroton.syndr., optic neuropathy/ neurit., loss of vis., change in col.vis./vis.acuity, bull.skin erupts.incl.Stev.-Johns.syndr., angioed., alopec.
Special warnings and precautions: Pseudomembr. colit., superinfect., sev.ren. insuffic./ haemodialys., hepat.insuff., childr.<12 yrs., discont.treatm.in pts.exper.signif. myelosupress., full bld counts recomm.in pres.of myelosuppress./other concom.med.caus.bone marr. suppress./chron. infects./concurr.antibiot. treatm., not stud.in treat.decubit.ulc., poss.lact. acidos., poss mitochondr.dysfunct.in ther.>28 days, monit.vis.funct.reg.in ther.>28 days, compare risk. vs.benef.of ther.in pts.develop.optic./ periph. neuropathy/ lact.acidos., seiz.hist./seiz.risk factors, porphyr., avoid tyramine-rich food, imp. ren./hepat.funct., antibiot.assoc. diarrh./colit.incl. pseudomembr.colit., meds.inhibit.gut motil./ peristals. when antibiot.assoc.diarrh./colit suspect., superinfect., determ.suscept.bef. init. ther., consid.alt.bef.init.ther.as outpt., safety & effic.of ther.long.than 28 days not est., observ. closely for S&S of seroton.syndr.where admin. with clin.appropr.concom.serotonerg.agents, not stud.in uncontrol.hypertens./phaeochromocyt., untreat.hyperthyroid., poss.interact.with sympathomimet./ adrenerg.agents, poss.revers. male.infert.
Interactions: Mild revers.enhancem.of press. respons. induc.by pseudoephedr.& phenylpropanolamine HCl & dos.of compds incl. dopamine/ adrenaline should be reduc, potent. signif. press.respons.with concom.tyramine contain. food., seroton.syndr.with concom. serotonerg. agents incl.SSRIs, poss.coma/resp. depress. with concom.opiod analges., decr.expos. with meds induc.hepat.enzym., decr. Cmax/AUC with rifampicin, decr.mean max.INR with warfarin.
 XE "Zyvoxid" ZYVOXID, Pfizer [P/S] 
Linezolid

Indications: Vancomycin-resist. Enterococcus faecium infects.incl.bacteraem., nosocomial/ commun. acquir.pneumon.caus.by Staphylococcus aureus (methicilllin-suscept.& -resist. strains) or Streptococcus pneumoniae (incl.multi-drug resist.S pneumoniae strains) incl.bacteraem., complic.skin & skin struct. infects.caus.by Staphylococcus aureus (methicilllin-suscept.& -resist.strains)/ Streptococcus pyogenes or Streptococcus agalactiae, uncomplic.skin & skin struct. infects. caus. by Staphylococcus aureus (methicilllin-suscept. & -resist.strains) & Streptococcus pyogenes. 

(S4) TABS, [P/S] 35/20.1.1/0310

700464-007: 600 mg, 10, R7 209,66
(S4) SOL FOR INFUS, [P/S] 35/20.1.1/0312, 0313

708873-002: 200 mg/100 ml, 10 units, R2 598,26
898507-008:, 600 mg/300 ml, 10 units, R7 795,04
(S4) GRANS FOR SUSP, [P/S] 35/20.1.1/0311

700466-003: 20 mg/ml, 150 ml, R6 295,73
Dosage: Any dos.form to be used as init.ther. Switch to either oral prep.when clinic.indic.if ther. start.with parent. formulat. Infus. sol.over 30-120 mins.

Adults & adolesc.12 yrs & old:

Commun.acquir.& nosocomial pneumon.incl. concurr.bacteraem: 600 mg IV or orally 12 hrly x10-14 days.

Skin & soft tiss.infect.incl.concurr. bacteraem: 400-600 mg orally/600 mg IV 12 hrly. depend. on clinic.sev.x10-14 days.

Enterococc.infects incl.vancomycin-resist. infects,& those with concurr.bacteraem: 600 mg IV/orally 12 hrly x14-28 days.

Paediatric. Birth – 11 yrs: Pre-term neonates <7 days of age (gestat.age <34 wks.) have low. system. clear.& larg.AUC values than full-term neonates & old.infts. By 7 days of age they are similar to full term/old.infts.

Commun.acquir.& nosocomial pneumon.incl. concurr.bacteraem: 10 mg/kg IV or orally 8 hrly. x10-14 days.

Skin & soft tiss.infect.incl.concurr. bacteraem: 10 mg/kg IV or orally 8 hrly. x10-14 days.

Enterococc.infects incl.vancomycin-resist. infects,& those with concurr.bacteraem: 10 mg/kg IV or orally 8 hrly.x14-28 days.

Contraindications: MAOI’s, safety in pregn.& lactat. not est., safety & effic.of ther.long.than 28 days not est., no studies with uncontr.hypertens./ carcinoid syndr./phaeochromocytoma/untreat. hyperthyroid., introd. addit. into IV sol.

Side effects: Headache, pseudomembr.colit., metall.taste, abnorm.LFT, CNS effs., vag. monilias., fung.infect., taste alter., chills, fatig., fev., loc. reacts., angioed., anaphylax., bld.dyscras., hyperglycaem., dizzin., tinnit., periph./optic. neuropathy, convuls., vis./GI disturbs., hyper/-hypotens., pancreatit., stomatit., tong. discolourat. /disord., skin reacts.incl.Stev.John.syndr., urogenit. disords.

Warnings and special precautions: Consid. alternat. bef.init.ther.in outpt.setting, determ. suscept. bef.init.ther., monit.potent.BP incr.in uncontr. hypertens./ phaeochromocyt./ thyrotoxicos. &/pts.tak.direct./indirect.act. sympathomimets./vasopress.agents/dopaminerg., monit. for seroton.syndr.S&S in carcin. syndr.pts. &/pts.taking seroton.re-uptake inhibits./TCA’s/ seroton. 5-HT1 recept.agon./meperidine/ buspirone, C difficile assoc.diarrh.somet.life-threat., blood monit.in pts.with incr.bleed. risk/pre-exist.myelosuppress./concom.meds.decr.Hb lev.or platel. count or funct./receiv.Zyvoxid for more than 2 wks., poss.lact.acidos., seiz.hist./risk fact., not approv. for cathet.-relat.bloodstream infects., superinfect., cons.benef.vs risk in sev.ren./hepat. insuffic., not stud.in treat.decubit.ulc., those at high risk for life threat.syst.infects., cons.benef.vs. risk in case periph./opt.neuropathy occurs, ophthalm. eval.recomm.if vis.impairm.sympt., monit. vis.funct.if ther.giv.for extend.per./beyond max. recomm.durat., tyramine restrict.diet, discont. either/both agents in case of seroton.syndr.with concom.serotonerg.agents.
Drug interactions: Mild revers.enhancem.of press. respons.induc.by pseudoephedr.& phenylpropanolamine HCl, potent. interact.with sympathomimet./adrenerg.agents, seroton.syndr. with concom.serotonerg.agents incl.antidepress., decr.AUC & Cmax with rifampicin., physic.incompat. with amphotericin B/chlorpromazine HCl/ diazepam/ pentamine isethionate/ phenytoin sod./ erythromycin lactobionate/ trimethoprim-sulfamethoxazole, chemic.incompat.with ceftriaxone sod.
See also MDR page 738.
18.10
Anti-fungal agents
DIFLUCAN (MDR Listing)

ERAXIS (MDR Listing)

MYCAMINE (MDR Listing)

VFEND (MDR Listing)

 XE "Adco-Sporozole" ADCO-SPOROZOLE, AI Pharm Ltd [P/S]
Itraconazole.

Indications: Persist.vulvovag.candidias.& dermatophytos.not respond.to convent.ther., fung. keratit., onychomycos.caus.by yeasts &/ dermatophytes, syst.asperigillos./blastomycos./ candidias./coccidioidomycos./histoplasmos./ paracoccidioidomycos.& sporotrichos.

(S4) CAPS, 37/20.2.2/0559

705371-001: 100 mg, 4, R176,84
705371-002: 100 mg, 14, R618,95
705371-003: 100 mg, 28, R1 237,91
Dosage: Admin.with food.

Vulvovag.candidias: 200 mg 2xdly. x1day.

Tinea corporis/cruris: 100 mg dly.x15 days or 200 mg dly.x7 days.

Tinea pedis /manus: 100 mg dly.x30 days or 200 mg 2xdly.x7 days.

Fung.keratit: 200 mg dly.x21 days.

Onychomycos: Continuous treatm: 200 mg dly. x3 mnths. Pulse treatm: 200 mg 2xdly.x 1 wk.(=1 pulse treatm.). Pulse treatm.are separat.by 21 day (3 wk.) drug-free interv. Fingernail infects: 2 pulse treatm. Toe nail infects.: 3 pulse treatm.

Aspergillos: 200 mg dly. x2-5 mnths. Incr.dos.to 200 mg 2xdly for invas./ disseminat.dis.

Candidias: 100-200 mg dly.x3 wks.-7 mnths. Incr.dos.to 200 mg 2xdly for invas./ disseminat.dis.

Histoplasmos.(excl.meningeal): 200 mg dly.to 200 mg 2xdly. OR 400 mg dly.x8 mnths.

Sporotrichos: 100 mg dly.x 3mnths.

Paracoccidioidomycos: 100 mg dly.x6 mnths.

Chromomycos: 100-200 mg dly.x6 mnths.

Blastomycos: 100 mg dly.to 200 mg 2xdly.OR 400 mg dly.x 6 mnths.
Contraindications: Pregn., concom.terfenadine/ astemizole/ cisapride/quinidine/pimozide & CYP3A4 metabol.HMG-COA reduct.inhibit.such as simvastin & lovastatin/oral triazolam & midazolam, hypersens.to other azole antifung. agents., not stud. in childr.und.12 yrs & elderly, onychomycos. treatm. when evid.of ventricul.dysfunct.pres., lactat.

Side effects: Idiosyncrat.hepatit.with report. fatalit., cholestat. jaund., GI disturbs., headache, dizzin., skin reacts.incl. Stev.-Johns.syndr., alopec. with prolong.treatm., oed., hypokalaem., adren. suppress./ menstr.disords.& periph.neuropathy with high dos., negat.inotrop.eff.,
Special precautions: Teratogenic.in lab.anim., adeq. contracept.dur.ther.in women of child-bear. potent. & one menstr.cycle aft.stopp.ther., avoid in liv. dis., monit.liv.funct.in treatm.exceed.1 mnth., pts. to report S&S of liv.dysfunct., discont.if neuropathy develops, CHF/hist.thereof, absorpt. decr. in hypochlorhydr.theref.admin.with acidic drink e.g.cola beverage to improv.absorpt., admin. antacids 2 hrs.aft., ren.impairm.

Drug interactions: Terfenadine conc.incr.lead.to ser. CV advers.effs., enzyme induc.agents eg. rifampicin/ carbamazepine/phenytoin & phenobarbit. decr.plasma conc., absorpt.imp.by agents decr.stomach acid., plasma conc.of meds. metabol. by CYP3A4 enzyme incr., effs.of digox.& vincrist. incr., OC effic.poss.reduc., addit.negat. inotrop. effs.with Ca chann.block., metabol.of Ca chan. block.inhibit.

 XE "Ambisome" AMBISOME, Key Oncologics [P/S]
Amphotericin-B.encaps.in liposomes.
Indications: Presum.fung.infect.in febrile neutropaen.adults & childr.unrespons.to anti-bact.treatm., sev. system.&/deep mycoses in adults and childr.when toxic.(partic.nephrotox.) preclud. use of convent.system.amphotericin B/pts.resist.to convent.amphotericin B, prim.ther. of viscer.leishmanias.in immunocompet.adults & childr. & immuncomprom.adults, cryptococc. meningit.in HIV-infect.pts.

(S4) IV INFUS, 36/20.2.2/0453

700235-001: 50 mg, 1 vial, R3 132,10
Dosage: Admin.IV infus.over 30-60 mins. Recomm. conc.is 0,20-2,00 mg/ml. Reconstit.with ster. water for inj.only as per manufact. lit. Do not mix.with other drugs/electrol.. Flush.exist.IV line with 5% dextr.inj.bef.admin.& if not feasible admin. through separate line.

Adults: Empiric.ther: 3 mg/kg/day
System.fung.infects: 3 mg – 5 mg/kg/day.

Cryptococc.meningit.in HIV infect.pts: 6 mg/ kg/day. Visceral Leishmaniasis: Immuno-competent pts: 3 mg/kg/day on days 1 - 5, day 14 & day 21. Immuno-compromised pts: 4 mg/kg/day on days 1 - 5, day 10, day 17, day 24, day 31& day 38.
Childr: Calculat.dos.on same per/kg body weight basis as for adults.

Contra-indications: Safety in pregn., lactat. & infts. < 1 mnth.not est.
Side-effects: Fev., chills, rigors, back pain, chest tightn/pain, dyspn., bronchosp., vasodilat., flush., tachycard., hypotens., hypokalaem., hypomagnesaem., hypocalcaem., hyperglycaem., hyponatraem., GI disturbs., headache, rash, convuls., anaphylact. react., angioed., thrombocytopaen., anaem., abnorm.LFT, hyperbilirubinaem.

 Special precautions: Outweigh benef.-risk in pts.who have shown hypersens. when infect.life-threaten.& only amenable to Ambisome, advers. reacts. have resolv.on discont.& reacts.may not occur with every subseq.dos./when admin.at slow. infus.rates of 2 hrs., consid.precaut.meas.to reduc. advers. reacts.e.g. diphenhydram./paracet./ pethidine/hydrocortis.may successful.prev./treat them, prolong.ther., monit.ren./liv./haematopoiet. funct.& K / Mg lev., diabet.as 900 mg sucr./vial pres, for dos.> 5 mg/kg/day IV infus.over 2 hr. period is recomm., separ.leukocyt.tranfus.by as long a per.as poss.& monit.pulm.funct.

Drug interactions: In view of poss. reduc.ser.K+ digit.glycos.or musc.relax.effs.poss.incr., corticoster./ corticotroph.K+ loss poss.incr., other nephrotox.medic.may enhanc.nephrotoxic.potent.

 XE "Arandi" ARANDI, Sandoz [P/S]

Anidulafungin

Indications: Invas.candidias. incl.candidaem.in adults.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 55/20.1.7/0530

3005762-001: 100 mg, 1xsngl.use vial, R1 831,50
Dosage: Aseptic.reconstit.with water for inj.& dil.only with 0,9% NaCl or 5% gluc.for infus.See prod.lit for furth.dilut.requirem. Max.infus. rate not exceed.1,1 mg/min. Sngl.load.dos: 200 mg on day 1 follow.by 100 mg dly.thereaft. Treatm.durat. depend. on pt.clinic.respons.& gen.at least x14 days aft. last posit.cult.

Contraindications: Echinocandin class. hypersens., pregn.& lactat., pts.<18 yrs.

Side effects: Freq: Thrombocytopen., coagulopathy, hyper-/ hypokalaem., hyperglycaem., hypomagnesaem., convuls., headache, flush., hypo-/hypertens., bronchosp., dyspn., diarrh., N&V, incr.gamma-glutamyltransfer., incr.bld.alkaline phosphat., incr. aspartate aminotransfer., incr.alanine aminotransfer., incr.bld.bilirub., cholestas., rash, prurit., incr.bld.creatin., prolong.ECG QT. Less freq: Fungaem., candidias., pseudomembran.colit., oral candidias., thrombocythaem., hypercalcaem., hypernatraem., eye pain, vis.disturb., blurr.vis., atrial fibrillat., sinus dysrythm., ventric.extrasyst., bundle branch block right, thrombos., hot flush, upper abdom.pain, faec.incont., constip., abnorm. LFT, incr.hepat.enzymes, incr.transaminas., urticar., gen.prurit., back pain, infus.site pain, incr. bld. amylase, decr.bld.Mg., decr.bld.K+, abnorm. ECG, incr.lipase, incr.platelet count, incr.bld.urea Freq.unknown: Anaphylact.shock/-reacts.

Special warnings and precautions: Not stud.in Candida endocard./osteomyelit./meningit., monit. for worsen.hepat.funct.& eval. risk:benefit if hepat. enzym.incr., discont.in case of anaphylact. react.incl.shock, infus.relat.adv.events, concom. anaesthetic meds., fruct.intol., not for use in childr.

Interactions: Anidulafungin is not a clinic.relev. substr./induc.or inhibit.of cytochrome P450 isoenzym.1A2;2B6;2C8; 2C9; 2C19; 2D6 or 3A. Note in vitro stud.do not fully excl.poss.in vivo interacts. Adult interact.stud.with meds likely to be co-admin.indic.no dos.adjustm.of eith.med. with ciclospor./ voriconaz.or tacrolimus. No anidulafungin adjustm.recomm.with amphoteric.B or rifampicin.
 XE "Aspen Fluconazole " ASPEN FLUCONAZOLE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Fluconazole.
Indications: 50 mg & 200 mg strengths: Cryptococ.meningit., maint.ther.to prev. regress.cryptococ.dis.in AIDS pts., system. & oropharyngeal candidias., prev.fung.infect in pts. at risk of such infects.due to cytotox.chemo-/ radiother.

150 mg strength: Dermatomycos incl.tinea pedis, tinea corporis, tinea cruris, onychomycos. & derm. candida infects., vag.candidiasis, prophylax. of recurr. vag.candidias.
(S4) CAPS, 37/20.2.2/0369, 0371, 0372.

703623-001: 50 mg, 14, R170,91
703624-002: 150 mg, 1, R37,25
703624-003: 150 mg, 4, R148,98
703626-001: 200 mg, 28, R628,07
Dosage: Vag.candidiasis: 150 mg as sngl.oral dose.

Candida balanitis: 150 mg as sngl.oral dos.

Tinea pedis, corporis, cruris: 150 mg once wkly.x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium/onychomycos.: 150 mg once wkly.till nail regrowth, fingernails: 3-6 mnths., toenails: 6-12 mnths. 

Cryptococ.meningit: 400 mg on 1st day, then 200 mg dly x6-8 wks, may be incr.to 400 mg dly. depend.on respon.

System.candidias: 1st day 400 mg, then 200 mg dly. Durat.depend.on clinic.respons.

(S4) IV INFUS, [P/S] A39/20.2.2/0572. 2 mg/ml.

715057-001: 200 ml, 10, R890,31
Indications: Adults & childr: Cryptococ. meningit. in ment..alert without localis. neurologic. signs & as follow-up ther.aft. Amphotericin B ther., maint.ther.to prev. cryptococ. dis.relapse in AIDS pts., system./ oropharyngeal & oesophag.candidias., fung. infect. prev.dur.cytotox.chemo-/radiother.

Adults only: Ac./recurr.vag.candidiasis.& prophylax. to reduc.recurr.infects.incid., candid. balanit., dermatomycos., onychomycos., derm. candida infects.
Dosage: Cont.ther.until lab.tests & clinic. paramet. indic.act.infect.subsid. Maint.ther. usually reqd.in AIDS pts.with cryptococc. meningit. /recurr.oropharyng.candidias. Infus. may be infus.at max. rate of 200 mg/hr.with compat. admin.fluid. Mix.with any other drugs not recomm.
Adults: Cryptococ.meningit: 400 mg on 1st day, then 200-400 mg dly depend.on clinic.respon. x8 wks. follow.amphotericin B ther/x10 wks as monother.
Maint.ther.to prev.cryptococ.meningit. relapse in AIDS pts: 100-200 mg dly.

System.candidias: 1st day 400 mg, then 200 mg dly.poss.incr.to 400 mg dly depend.on clinic. respons. Durat.depend.on clinic.& mycolog. respons.

Oropharyngeal candidias: Recomm.dos: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris. pts. To prev.relapse in AIDS pts: 150 mg once wkly.

Oesophag.candidiasis: 200 mg on 1st day follow. by 100-200 mg once dly.with dos.of upto 400 mg dly. if no clinic.respons.aft.14 days. Treat for min.3 wks.& x2 wks.aft.sympt.resolut.

Fung.infect.prophylax.with concom.cytotox. chemo-/radiat.ther: 50-400 mg once dly.bas. on risk profile. Commenc.ther.sev.days bef.anticipat. neutropen & contin.x7 days aft.neutrophil count rises above 1000 cells per mm3
Vag.candidiasis: 150 mg as sngl.dos.

Recurr.vag.candidiasis: 150 mg as sngl.dos. mnthly. Indiv.durat.but ranges from 4-12 mnths.

Candida balanitis: 150 mg as sngl.dos.

Dermatomycos.incl.T.pedis/T.corporis/T.cruris, onychomycos., derm.candida infects: 150 mg as sngl.dos.wkly. Treatm.durat. usually 2-4 wks., tinea pedis up to 6 wks. Tinea unguium cont.until infect.nail grows out & is replac. Fingernails: 3-6 mnths & toenails 6-12 mnths.
Childr.over 4 wks.of age: System.candidias. & cryptococc.meningit: 6-12 mg/kg/day depend.on severity and clinic.& mycologic.respons.
Oropharyngeal candidias: 6 mg/kg on 1st day follow.by 3 mg/kg once dly.x2 wks.at least to decr. likelihood of relapse.

Oesophag.candidias: 6 mg/kg on 1st day follow. by 3 mg/kg once dly.with dos.of up to 12 mg/kg/ day accord.to pt.respons. Treat for min. 3 wks.& x2 wks.aft.sympt.resolut.

Fung.infect.prophylax.with concom.cytotox. chemo-/radiat.ther: 3-12 mg/kg dly.depend.on extent & durat.of induc.neutropen.

Childr.und.2 wks: Use same mg/kg dos.as per paed. dos.specif.above but admin.every 72 hrs. Childr.2-4 wks: Same dos.but every 48 hrs. Max.adult dly dos.(ie.400 mg) not to be exceed.in childr.

Contraindications: Known sens.to other azole antifung.agents, pregn.& lactat., concom. astemizole / cisapride & terfenadine, safety & effic.of caps.not est. in childr., IV infus.also: concom. terfenadine with multiple fluconazole dos.> 400 mg/day, multipl.dos.ther.in ren. impairm.

Side effects: Hepatotoxic., leucopen., neutropen., agranulocytos., thrombocytopen., headache, GI sympts., skin rash, dizzin., vertigo, seiz., insomn., nervousn., rigors, fatig., malaise, hypokalaem., hypercholesterolaem., hypertriglyceridaem., taste pervers., dyspeps., thirst, polyur., fem.sex.dysfunct., intermenst. bleed., leukorrh., menorrhag., hepat.fail, hepatit., hepatocellul.necros., jaund., hyperton., abnorm. vis., alopec., urticar., dry skin, abnorm.odour, exfoliat.cutan.reacts.eg.tox. epiderm.necrolys.& Stevens Johnson syndr., anaphylax.incl.angioed.

Special precautions: Monit.pts.receiv. concom. terfenadine with fluconazole ther. <400 mg/day if combinat.consid.essent., monit. pts. on concom.warfar./sulphonylurea hypoglycaem. /theophyll.& nevirapine ther., imp. ren. funct., discont.ther.if rash develops, incr. uveit. risk with concom.rifabutin, underly.dis. such as AIDS/malign., because.IV infus.is dil. saline sol.consid.IV admin.rate in pts.requir. Na+/ fluid restrict. Caps: lact.intol.

Warnings: Monit.for more ser.hepat.injury if abnorm. liv.funct.tests develop & discont.if clinic. S&S of liv.dis.develop, AIDS pts.more suscept.to cutan. reacts., discont.ther.when pts.with syst.fung. infects.develop.bullous les./erythema multiforme, congenit.malformat.report with IV use dur.pregn., distribut.in breast milk at same conc.as plasma

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 system, plasma conc. of phenytoin/zidovudine/rifabutin/ cyclosporin /warfarin/sulphonylurea hypoglycaem. /theophylline/tacrolimus & nortriptyline incr., card.events incl.torsades de pointes.with cisapride, incr.midazolam & triazolam conc.partic.aft.oral admin., hydrochlorothiazide incr. fluconazole plasma conc., rifampicin decr.fluconazole conc., nevirapine expos.incr.100%, OC effic.decr., serious dysrhythm.report.with other azole antifung. and terfenadine.
 XE "Auro Fluconazole" AURO FLUCONAZOLE, Aurogen [P/S]

Fluconazole
Indications: Adults: Cryptococ. meningit.& maint. ther.to prev.cryptococ.dis.relapse in syst. candidias./ oropharyng.& oesophag.candidias./ fung. infect.prevent.in pts.with malign.who are predispos.to such infects.aft.receiv.cytotox.chemo and radiother.

(S4) CAPS, 43/20.2.2/0562, 0563

721667-001: 150 mg, 1, R26,79
720661-001: 200 mg, 30, R447,68
Dosage: Dos.& durat.bas.on site of infect.& indiv. respons.to ther. Cont.ther.unt.clinic.paramet.& lab. tests indic.act.infect.subsid. Maint.ther.reqd.in AIDS pts.with cryptococc.meningit/recurr. oropharyng. candidias.

Cryptococ.meningit: Adults: Init.400 mg on 1st day, then 200-400 mg dly.depend.on clinic. respons. Durat.usual.6-8 wks. Relapse prevent.in AIDS pts: Admin.dly.dos.of 100-200 mg aft.full course of prim.ther.

System.candidias: Adults: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend. on clinic.respons.

Oropharyngeal candidias: Adults: 50-100 mg once dly.x7-14 days/long.in sev.immunocomprom. pts. Relapse prevent.in AIDS pts: 150 mg once wkly. aft.full course of prim.ther.

Oesophag.candidias.: Adults: 200 mg on 1st day follow. by 100-200 mg once dly. Dos.up to 400 mg/ day may be used based on pt.respons. Treatm.for min.of 3 wks.& for at least 2 wks follow.sympt. resolut.

Candidias.prevent: 50-400 mg once dly.based on pt.risk for develop.fung.infects. Pts.at high risk for syst.infects: 400 mg once dly. Start sever. days bef.anticip.neutropen.onset & cont.for 7 days aft.neutroph.count rises above 1 000 cells/mm3.

Contraindications: Safety in pregn.not est., lactat., multip.dos.ther.in ren.impairm., concom. meds. metab.by CYP 3A4/known to prolong QT interv., lact.intol., not suit.for dos.< 50 mg/kg, concom. cisapride/ astemozole/ pimozide/ quinidine.
Side effects: Bld.dyscras., anaphylax., angioed., hypertriglyceridaem., seiz., GI disturbs., hepatit., liv.fail., skin reacts.incl.Stev.Johns.syndr./tox. epiderm.necrolys., alopec., menstr.disords., abnorm. vis.

Warnings and special precautions: Passes into breast milk, ren.impairm.esp.in elderly, monit. pts. develop. abnorm.liv.funct.for more ser.hepat. injur. prim.seen in pts.with ser.underly.med. condits., discont.when clinic.S&S of liv.dis.devel. poss. attribut.to ther./when pts.with invas./syst. fung. infects.devel.bullous les./erythema multiforme, concom.warfar.esp.dur.surg./ dent. proced., concom.benzodiazepin./cyclospor./ rifabutin/nevirapine/zidovudine, monit.poss. nephro-/neurotoxic.with tacrolimus, poss. theophyll.toxic., contains lactose.
Drug interactions: Prolongs prothromb.time in warfarin ther., incr.midazolam conc.esp.aft.oral fluconazole, ser.half-life of oral sulphonylur.incr., incr. plasma conc.with hydrochlorothiaz., incr. phenytoin lev., ser.life threat. card.arrhythm.incl. torsades de pointes with cisapride, incr.rifabutin/ tacrolimus ser.lev., incr.plasma conc.of meds. metabol. by cytochrome P-450 syst., theophyll. clear. reduc., rifampicin decr.fluconazole AUC & half-life, incr.nevirapine expos., incr.zidovudine AUC.

 XE "Austell-Fluconazole" AUSTELL-FLUCONAZOLE, Austell [P/S]

Fluconazole.
Indications: Adults: Cryptococ.meningit.in ment. alert.pts.without localis.neurologic. signs. & as follow-up ther.aft.Amphotericin B ther., maint.ther. to prev.cryptococ.dis. relapse in AIDS pts., system. candidias., oropharyngeal & oesophag. candidias., fung.infect.prophylax.in pts.receiv.cytotox. chemother. &/radiat.ther., ac/recurr.vag. candidiasis & prophylax.to reduc.recurr.incid., candidial balanitis, dermatomycos.incl.tinea pedis/ tinea corporis/ tinea cruris/tinea unguium (onychomycosis) & derm.candida infects.

Childr: Cryptococ.meningit.in ment.alert.pts. without localis.neurologic.signs.& as follow-up ther. aft.Amphotericin B ther., maint.ther.to prev. cryptococ.dis.relapse in AIDS pts., system. candidias., oropharyngeal & oesophag.candidias., candidias. prophylax.in pts.receiv.cytotox. chemother. &/radiat.ther.

(S4) CAPS, 38/20.2.2/0013, 0058, 0014

704358-001: 50 mg, 14, R161,95
704357-001: 150 mg, 1, R28,63
704357-003: 150 mg, 4, R114,49
704356-001: 200 mg, 28, R447,40
Dosage: Cont.ther.until lab.tests & clinic.paramet. indic.act.infect.subsid. Maint.ther.usually reqd.in AIDS pts.with cryptococc. meningit/recurr. oropharyng. candidias.
Adults: Cryptococ.meningit: Adults: 400 mg on 1st day, then 200-400 mg dly depend.on clinic.respon.x8 wks.follow.Amphotericin B ther.& 10 wks.on monother. Maint.in AIDS pts.to prev.relapse: 100-200 mg/day
System.candidias: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend.on clinic. respons.which also determin.durat.

Oropharyngeal candidias: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris.pts. To prev.relapse in AIDS pts.admin.150 mg once wkly.

Oesophag.candidiasis: 200 mg on 1st day follow. by 100-200 mg once dly.incr.upto 400 mg dly if no respons.aft.14 days on low.dos. Treat for min.3 wks. & x2 wks.aft.sympt.resolv.

Fung.infect.prophylax.in pts.receiv.cytotox. chemo-&/radiat.ther: 50-400 mg once dly.bas. on risk profile. Commenc. ther.sev.days bef. anticipat.neutropen & contin.x7 days aft. neutrophil count rises above 1000 cells per mm3.
Vag.candidiasis: 150 mg as sngl.dose.

Recurr.vag.candidias: 150 mg once mnthly indiv.durat.which range from 4-12 mnths.

Candida balanitis: 150 mg as sngl.dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: 150 mg once wkly.x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: 150 mg once wkly.x3-12 mnths until nail completely replac.

Children: Do not exceed.max.adult dly dos. Admin.as sngl. dly.dos.
Cryptococc.meningit.& system.candidias: Childr.over 4 wks: 6-12 mg/kg/day depend.on severity.
Oropharyngeal candidias: Childr.over 4 wks: Init.6 mg/kg on 1st day follow.by 3 mg/kg once dly. x2 wks.at least to decr.relapse risk.

Oesophag.candidias: Childr.over 4 wks: 6 mg/ kg on 1st day follow.by 3 mg/kg once dly.with dos. of upto 12 mg/kg/day accord.to pt.respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolv.

Fung.infect.prophylax.in pts.receiv.cytotox. chemo-/radiat.ther: Childr.over 4 wks: 3-12 mg/ kg dly.depend.on extent & durat.of induc. neutropen.

Use in childr.4 wks.& younger: Infts.und. 2 wks: Use same mg/kg dos.as for older childr.but admin.every 72 hrs. Wks.2-4: Same dos.but every 48 hrs.

Contra-indications: Hypersens.to other azole antifung. agents, concom.terfenadine with multiple fluconazole dos.>400 mg/day, concom.cisapride & astemizole, pregn.& lactat., multiple dos.ther.in ren. impairm.

Side-effects: Bld.dyscras., CNS effs., hypokalaem., hypercholesterolaem., hypertriglyceridaem., GI disturbs., taste pervers., thirst, fem.sex.dysfunct., intermenst.bleed., menorrhag., leukorrh., polyuria, hepatotox., hyperton., abnorm.vis., rash, alopec., allerg.reacts. incl.anaphylax./Stev.-Johnson syndr.& tox. epiderm. necrolys.
Special precautions: AIDS pts.more suscept.to cutan. reacts., discont.ther.when pts.with syst. fung.infects.develop.bullous les./erythema multiforme, essent.to monit.terfenadine conc.if admin.concom.with fluconazole dos.<400 mg/day, incr.uveit.risk with rifabutin, passes into breast milk, congenit.malformat.report., imp.ren.funct., monit.liv.funct., underly.AIDS/malign.

Warnings:Monit.pts.develop.abnorm.liv.funct. for more serious hepat.injur.

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 syst., prolongs prothromb. time in warfarin ther., incr.plasma conc. of oral sulphonylureas, phenytoin/rifabutin/ tacrolimus/ zidovudine/ ciclosporin plasma conc. incr., theophyll.clear.reduc., life threaten.card. arrhythm.with cisapride, incr.midazolam & triazolam conc.partic.aft.oral admin., hydrochlorothiaz. incr.fluconazole plasma conc., rifampicin reduc.fluconazole plasma conc., expos. to nevirapine incr.
 XE "Binacil" BINACIL, Aurogen [P/S]

Terbinafine HCl.
Indications: Fung.skin infect.caus.by Trichophyton, Microsporum canis & Epidermophyton floccosum, ringworm where oral ther. appropr.due to site/sev.of infect., onychomycos.

(S4) TABS. 42/20.2.2/0472

722724-001: 250 mg, 14, R359,39
Dosage: 250 mg once dly. Tinea pedis: 2-6 wks., T corporis: 4 wks, T cruris: 2-4 wks. In onychomycos. treat for 6 wks.-3 mnths. Childr: Data limit.theref. not recomm.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est.

Side effects:Freq.: Headache, apetit.loss, naus., mild abdom.pain, diarrh.Less freq.: Neutropen., thrombocytopen., agranulocytos., angioed., psych.disturbs.eg.depress./ anx., para-/hypoaesthes., dizzin., vert., taste loss & disturb., jaund., hepatit., cholestit., Stev. Johns. syndr./ tox.epiderm.necrolys.,rash, urticar., photosens., psorias, malaise, fatig. Unknown: Dyspep., fullness, myalgia, athralgia.

Warnings and special precautions: Imp.ren. funct., discont.in case of S&S indicat.of hepat. dysfunct & progress.skin rash, clear.reduc.in pre-exist.liv.dis., not recomm.in childr.due to limit. data, use not recomm.in chron./act.liv.dis., psorias.poss.exacerbat.
Interactions: Clear.accelerat.by meds.which induc. metabol.eg.rifampic., clear.inhibit.by meds. inhibit.cytochrome P450 eg.cimetid., inhibits CYP2D6 -mediat.metabol.eg.TCA’s/beta-block./ SSRI’s & MAOI type B, menstr.irregul.with OC's,

 XE "Bio Fluconazole" BIO-FLUCONAZOLE IV, Biotech [P/S]

Fluconazole

Indications: Adults & childr.: Cryptococ.meningit.in ment.alert pts.without local. neurologic. signs & follow-up ther.aft.amphotericin B ther., maint.ther.to prev.cryptococ. dis.relapse in AIDS pts., system. candidias., oropharyng.& oesophag. candidias., fung.infect. prophylax.in pts.receiv.chemo and/or radiother.

Adults: Ac./ recurr.vag. candidiasis & as prophylax.to reduc.recurr.incid., candidial balanitis, dermatomycos.incl. tinea pedis, tinea corporis, tinea cruris, tinea unguium (onychomycosis) & derm. candida infects.

(S4) INF, 42/20.2.2/0683, 2 mg/ml.

714024-001: 200 mg, 100 ml, 1xbot., R66,83
Dosage: Cont.ther.requir. multipl.dos.treatm.until lab. tests & clinic.paramet.indic. act.infect.subsid. Maint.ther. usually reqd.in AIDS pts.with cryptococc. Meningit./ recurr.oropharyng.candidias. Infts.<2 wks.to receiv.childr. dos.but only given once every 72 hrs. Infts.2-4 wks.to receiv.childr. dos.every 48 hrs. Max.adult dly.dos.of 400 mg not to be exceed.in childr.

May be infus.at max.rate of 200 mg/hr. with compat.admin. fluid. Mix.with any other drugs not recomm.

Cryptococ.meningit: Adults: Usual dose: 400 mg on 1st day, follow. by 200 mg dly. May incr. to 400 mg dly based on clinic. respons. Usual.treatm.durat: 6-8 wks. Childr.over 4 wks: 6–12 mg/kg/ day depend.on severit. Maint.ther.to prevent. cryptococ.meningit.relapse in AIDS pts: Adults: 100-200 mg dly.until CD4 > 250 cells/mm3.

System.candidias: Adults: Init. 400 mg on 1st day, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend.on clinic. respons. Childr.over 4 wks: 6–12 mg/kg/day depend.on severit.

Oropharyngeal candidias: Adults: 50-100 mg once dly.x7-14 days/ long.in sev. immunocompris.pts. To prev.relapse in AIDS pts.admin.150 mg once wkly.post prim.ther. Childr.< 4 wks: Init.6 mg/kg on 1st day follow.by 3 mg/kg once dly. x2 wks.at least to low. likelihood of relapse.

Oesophag.candidiasis: Adults: Init.200 mg on 1st day follow. by 100-200 mg dly.with dos.of upto 400 mg dly if no clinic. respons.aft.14 days. Treat for min.3 wks.& x2 wks.aft.sympt. resolv. Childr. over 4 wks: Init.6 mg/kg on 1st day follow.by 3 mg/kg once dly. with dos.of upto 12 mg/kg/ day accord.to pt.condit.& respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolut.

Fung.infect.prophylax.in pts.receiv.cytotox.chemo-/ radiat.ther: Adults: 50-400 mg dly.bas.on risk profile. Commenc.ther.sev.days bef. anticipat.neutropen.& contin. x7 days aft.neutrophil count rises above 1000 cells/mm3 Childr.> 4 wks: 3–12 mg/kg/day depend.on extent & durat.of neutropen.

Vag.candidiasis: Adults: 150 mg as sngl.dos.

Recurr.vag.candidias: Adults: 150 mg once mnthly. Indiv. durat.which range from 4-12 mnths.

Candida balanitis: Adults: 150 mg as sngl.dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: Adults: 150 mg once wkly.x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: Adults: 150 mg once wkly.x3-12 mnths until nail completely replac.

Contraindications: Hypersens. to relat.azole meds., concom. terfenadine in pts. receiv. BIO FLUCONAZOLE IV at multipl. dos.≥400 mg/day, co-admin.of meds.known to prolong QT interval & metabol.via CYP 3A4 (cisapride/ astemizole, pimozide/ quinidine, erythromycin), pregn. & lactat. 

Side effects: Freq.: Headache, abdom.pain, N&V, diarrh., loss of appet., ALT/ AST incr., blood alk.phosphatase incr., rash. Less freq.: Anaem., agranulocyt., leukopen., neutropen., thrombocytopen., hypersens. (fever/ chills, skin rash/ itch.), anaphylax. incl.angioed., face oed., prurit., flush., hypercholesterolaem., hypertriglyceridaem., hypokalaem., somnol., insomnia, seiz., nervous., paraesth., dizz., hyperkines., taste pervers., tremor, abnorm.vis., vertigo, torsades de pointes, QT prolong., constip., dyspeps., flatul., dry mouth, thirst, cholestas., jaund., bilirubin incr., hep.tox.incl. fatal cases, hep.fail., hepatocell.necros., hepatit., hepatocell.damage, prurit., urticar., incr.sweat., drug erupt. (incl. fixed drug erupt.), TEN, SJS, ac.generalis. exanthematous-pustulos., exfoliat.dermat., angioedem., face oed., dry skin, abnorm. odour, alopec., myalg., hypertonia, polyur., fem.sex.dysfunct., intermenstr.bleed., menorrhag., leukorrh., fatig., malaise, asthen., fev., rigors. Feq.unknown: DRESS
Special warnings & precautions: Liv.dysfunct., monit.LFT & inform pt.of sympt.sugg.ser.hepat.eff.(asthenia/ anorexia/ persist.nausea/ vomit./ jaundice), discont.if clin.S&S consist.with liv.dis., AIDS pts.more prone to sev.cutan. reacts., discont.ther.if rash devel., discont.if bullous lesions/ erythema multiforme devel., anaphylax.report., assoc.with QT-interval prolongat., pts.with prodysrhythmic cond., hypokalaem. & adv.CF incr.risk of ventric.dysrhythm. & torsades de pointes., concocom.meds.known to prolong QT-interv.& metabol.by CYP3A4 (eg. halofantrine), pts.with ren.dysfunct., adren.insuff. relat.to concom.treat.with prednisone, monit.pts. concom. treat.with meds.with narrow ther.window metabol.through CYP2C9/ CYP2C19/ CYP3A4, monit.with co-admin.of terfenadine at doses <400 mg/day, incr.prev.of infects.with Candida spp. other than C.albicans oft.inherent.resist./ reduced suscept.to fluconazole (C.krusei/ C.auris/ C.glabrata) & may requir.alt.antifungal ther., pts.on low salt diet., monitor. prothrombin time with warfarin, amitriptyline/ nortriptyline/celecoxib dos may req.adjustm.

Interactions: Incr.plasma conc.of meds.metabol.by cyt. P-450 system, warfar. anticoag.effs.incr., plasma conc.of oral sulphonylureas/ phenytoin/ zidovudine/ midazolam/ triazolam/ rifabutin/ tacrolimus incr., theophyll.clear.decr., life threaten.card.arrhythm.with cisapride, signific.rise in cyclospor.conc., hctz incr. fluconazole plasma conc., rifampicin reduc.fluconazole plasma conc., nevirapine expos.incr.halofantrine co-admin.not recomm. due to incr. risk of card.toxicit, amiodarone co-admin.poss incr.QT prolongat.

 XE "Cancidas" CANCIDAS, MSD [P/S]
Caspofungin anhydrous equiv.to caspofungin acetate

Indications: Adults: Empiric.ther.for presum. fung.infects. in febrile neutropen.pts., invas. Candidias. incl.candidaem., oesophag/oropharyng. candidias. where IV ther.approp., invas. aspergillosis in pts refract.to/intol.of other ther.incl amphotericin B, lipid formulat.of amphotericin B & itraconazole. Paed: Safety & effectiven.in pts.3 mnths-17 yrs.support.by adult well-control.study evid./pharmacokinet.data & addit.data from prospect.stud.

(S4) IV SOL.FOR INFUS, 37/20.2.2/0544, 0545

707123-001: 50 mg/10 ml, sngl.vial, R2 048,60
707124-001: 70 mg/10 ml, sngl.vial, R2 048,60
Dosage: Slow IV infus.over 1 hr. Do not use any diluent.contain.dextr.or mix/co-infuse with other meds.
Adults: Empiric.ther: Load.dos: 70 mg as sngl.dos. on day 1, follow.by 50 mg dly.thereaft. Durat.bas. on clinic. respons.cont.until neutropen.resolv. Treat pts. found to have fung.infect.min.x14 days contin. x7 days aft.neutropen.& sympts.resolv. If well tol. dly. dos.may be incr.to 70 mg if adeq.respons.not obt.

Invasive candidiasis: Load.dos.70 mg on day 1 foll.by 50 mg dly.thereaft. Durat.dictat.by clinic.& microbiolog.respon. Contin.for at least.14 days aft. last.posit.cult., pts.remain.persist.neutropen.may warrant longer ther.pend.resolut.

Oesophageal & oropharyngeal candidiasis: 50 mg dly.

Invasive Aspergillosis: 70 mg sngl load.dos. on day 1 foll.by 50 mg dly.thereaft. Durat.based on sev.of pts.underly.dis/recov.from immuno-suppress. & clinic respons. Dly.dos.incr.to 70 mg may be consid.if no evid.of clinic.respons.& ther. well tol.

Paeds: Dos. in childr.& adolesc.(3 mnths. - 17 yrs of age) based on body surf. area (ref.to prod.lit.for calc.). All indicats: Sngl.70 mg/m2 load. dos. (not exceed. act. dos. of 70 mg) admin. on day 1 follow. by 50 mg/m2 dly. thereaft. (not exceed. act. dos. of 70 mg dly). Indiv.treatm.durat. to each indicat. as describ.for each indicat.in adults. If 50 mg/m2well tol.dly. dos.may be incr.to 70 mg/m2 (not exceed. act. dos. of 70 mg) if adeq.respons.not obt.

Contraindications: Sev.hepat.insuff., paeds.with any degree of hepat.insuffic., safety & effic.in childr.< 3 mnths.not est., paeds.with endocardit./ osteomyelit./meningit.due to Candida, init.ther.for invas.aspergillos.in paeds., pregn.& lactat.

Side effects: Anaem., headache, loc.reacts., GI disords., skin reacts.incl.Stev.-Johns. syndr./ tox.epiderm.necrolys., dyspn., fev., pain, chills, poss. histamine-mediat.sympts.incl.facial swell./ warmth. sensat.& brochosp., anaphylax., hepat. dysfunct., swell.& periph.oed., hypercalcaem., phlebit./thrombophlebit., arthralgia. Paed.also: tachycard., flush., hypotens. 

Warnings and special precautions:. Std. monit. of tacrolimus bld.conc.& approp.dos. adjustm. recomm.for pts rec.both ther, long.course of ther.pend.resolut.of neutropen.in pts remain persistent.neutropenic, consid.dly.dos.of 70mg cancidas (Paeds: 70 mg/m2 dly not exceed.act. dly.dos. of 70 mg) with concom. metabol.induc. efavirenz/nevirapine/rifampcin/dexamethas./ phenytoin/carbamazepine, mod.hepat.insuff., discontin.in case of anaphylax., monit.pts. develop.abnorm.LFTs for evid.of worsen.hepat. funct. & eval.risk-benef.of contin.ther.

Drug interactions: 12 hr.bld.conc.of tacrolimus reduc., elev.liv.test val., incr.AUC with cyclosporine, conc.reduc.by drug clear.induc.eg. efavirenz/nevirapine/phenytoin/dexamethasone or carbamazep.

 XE "Candacide" CANDACIDE, Ranbaxy [P/S]

Nystatin.
Indications: Candid.infects.of oral cavity

(S2) SUSP, 31/20.1.7/0288. 100 000 U/ml.
701100-001: 20 ml, R43,18
701100-002: 30 ml, R64,79
Dosage: Retain in mouth for as long as poss.bef. swallow. Contin.at least 48 hrs.aft.sympt.disapp.

Infts., adults & childr: 1-2 ml 4xdly. Dos.may be incr. to 4-6 ml 4xdly.for sev.infects.in adults & childr.
Contraindications: Safety in pregn.& lactat.not est., syst.mycos.

Side effects: GI disturbs., skin reacts.incl.Stev. John. syndr.

Special precautions: Discont.if irrit./sensitisat. develops.

 XE "Canstat" CANSTAT, (Aspen Pharmacare: Consum.) Pharmacare [P/S]

Nystatin

Indications: Prevent.& treatm.of oral cavity Candida albicans infects.

(S2) SUSP, D/20.1.7/171. 100 000 u/ml

835056-007: 20 ml, R42,44
Dosage: Admin.4xdly.Swirl around oral cavity for brief period prior swallow.
Infts: 1 -2 ml Childr.& adults: 1-2 ml, may be incr.to 4 -6 ml.
Side effects: Diarrh., GI distress.

 XE "Casfolred" CASFOLRED, Dr Reddy’s [P/S]

Caspofungin acetate equiv.to caspofungin

Indications: Adults: Empiric.ther.for presum. fung. infects. in febrile neutropen.pts., invas. Candidias. incl.candidaem., oesophag/oropharyng. candidias. where IV ther.approp., invas. aspergillosis in pts refract.to amphotericin B, lipid formulat.of amphotericin B & itraconazole. Paed: Safety & effectiven.in pts. 3 mnths-17 yrs.support. by adult well-control.study evid./pharmacokinet. data & addit.data from stud. Not stud.in endocardit./ osteomyelit.& menigit.due to Candida or as init.ther.for invas.aspergillos.

(S4) LYOPHIL.POWD.FOR CONC.FOR SOL.FOR INFUS, 50/20.2.2/0945, 0946

723774-001: 50 mg, 1x vial, R1 132,75
723777-001: 70 mg, 1x vial, R1 132,75
Dosage: Slow IV infus.over 1 hr. Do not use any diluent.contain.dextr. Do not mix/co-infuse with any other meds.as compatibil.data not avail.
Adults: Empiric.ther: Load.dos: 70 mg as sngl. dos. on day 1, follow.by 50 mg dly.thereaft. Durat. bas. on clinic. respons.cont.until neutropen.resolv. Treat pts.found to have fung.infect.min.x14 days contin. for at least 7 days aft.neutropen.& sympts. resolv. If well tol.dly. dos.may be incr.to 70 mg if adeq. respons. not obt.

Invasive candidiasis: Load.dos.70 mg on day 1 foll.by 50 mg dly.thereaft. Durat.dictat.by clinic.& microbiolog.respon. Contin.for at least.14 days aft. last.posit.cult., pts.remain.persist.neutropen.may warrant longer ther.pend.resolut. Safety & effic.of multipl.dos.upto 150 mg dly have been stud.& gen. well tol.with effic.simil.to pts.receiv.50 mg dly.dos.

Oesophageal & oropharyngeal candidiasis: 50 mg dly.

Invasive Aspergillosis: 70 mg sngl load.dos.on day 1 foll.by 50 mg dly.thereaft. Durat.based on sev. of pts.underly.dis/recov.from immuno-suppress. & clinic respons. Effic.of 70 mg dos. regim.not respond.to 50 mg dly dos.is not known.

Paed.pts: Dos.in childr.& adolesc.(3 mnths.-17 yrs of age) based on body surf.area (ref.to prod. lit.for calc.). All indicats: Sngl.70 mg/m2 load.dos. (not exceed.act.dos.of 70 mg) admin.on day 1 follow. by 50 mg/m2 dly.thereaft.(not exceed.act. dos. of 70 mg dly). Indiv.treatm.durat.to each indicat. as describ.for each indicat.in adults. If 50 mg/m2 well tol.but not provid.adeq.clinic. response dly.dos.may be incr.to 70 mg/m2 (not exceed. act.dos. of 70 mg). Effic.of 70 mg/m2 dly. not demonstrat.with limit. safety data suggest.it is well tol.

Contraindications: Sev.hepat.insuff.

Side effects: Adults: Freq: Decr.Hb/haematocrit & WBC, hypokalaem., headache, phlebit., dyspn., N&V, diarrh., elev.liv.values, rash, prurit., hyperhidros., erythema, arthralg., pyrex., chills, infus.site prurit., decr.bld.K+ & albumin. Less freq: Anaem., thrombocytopen, coagulopathy, leucopen., incr.eosinophil/platelet/WBC, platelet/ lymphocyte & neutrophil count decr., fluid overload, hypomagnesaem., anorex., electrol. imbal., hyperglycaem., hypocalcaem., metabol. acidos., anx., disorientat., insomn, dizzin., dygeus., paraesthes., somnol., trem., hypoaesthes., ocul.icter., blurr.vis., eyelid oed., incr.lacrimat., palpitat., tachycard., dysrhythm., atrial fibrillat., CHF, thrombophlebit., flush., hot flush, hypertens., hypotens., nas.congest., pharyngolaryngeal pain, tachypn., bronchosp., cough, noct.paroxysm. dyspn., hypox., rales, wheez., abdom&-upper pain, dry mouth, dyspeps., stom.discomf., abdom. distent., ascit, constipat., dysphag., flatul., cholestas., hepatomeg., hyperbilirubinaem., jaund., abnorm.hepat.funct., hepatotox., liv.disord., gamma-glutamyl transfer.incr., erythema multiform., macul./maculo-papul./prurit./ erythemat./generalis.& morbillif.rash, urticar., allerg.dermatit., general.prurit., skin les., back pain, extremit.pain, bone pain, musc.weakn., myalg., ren.-/ac.ren.fail., pain, cathet.site pain, fatig., feel.cold or hot, infus.site erythema/-indurat./-pain or swell./-phlebit., periph.oed., tender., chest discomf./-pain, fac.oed., body temp.change, indurat., infus.site extravasat./-irrit./-phlebit/-rash/-urticar./-erythema/-oed/-pain/-swell, malaise, oed., incr.BP, abnorm.breath. sounds, incr.immunosuppress.drug lev., var.bld. electrol.& ratio changes, var.urine changes. Freq.unknown: Tox.epiderm.necrolys., Stev.-John.syndr.
Paed. Freq: Incr.eosinophil count, headache, tachycard., flush., hypotens., elev.liv.enzym., rash, prurit., fev., chills, cathet.-site pain, decr.K+, hypomagnesaem., incr.gluc., decr.& incr.phosphor. Freq.unknown: Swell., periph.oed., hepat. dysfunct., histam.relat.sympts., anaphylax., hypercalcaem., incr.eosinophils.
Warnings and special precautions: Dscont.in case of anaphylax.& init.appropr.ther., less comm. non-Candida yeasts & non-Aspergillus moulds poss. not covered as effic.not est., paeds.with any degree of hepat.insuffic., mod.hepat.insuff. reduc.dly.dos.to 35 mg, monit.pts.develop. abnorm. LFTs for evid.of worsen.hepat.funct.& eval.risk-benef. of contin.ther., hist.of allerg.skin reacts., monit. liv. enzym.closely with concom.cyclosporin, monit. of tacrolimus bld.conc.& approp.dos. adjustm. recomm.for pts rec.both ther, heredit. condit.such as fruct.intol./gluc.-galact. malabsorpt./ sucrase-isomaltase insuffic., poss. mannit. hypersens. reacts., do not use in pregn.as no data avail., unknown if excret.in breast milk theref.breastfeed.not recomm.

Interactions: Incr.AUC with cyclospor, 12 hr.bld. conc.of tacrolimus reduc., conc.reduc.by drug clear. induc.eg. rifampicin/efavirenz/nevirapine/ phenytoin/dexamethasone or carbamazep., consid. dly.dos.of 70mg Casfolred (Paeds: 70 mg/ m2dly not exceed.act. dly.dos.of 70 mg) with concom. metabol.induc.efavirenz/nevirapine/rifampicin/ dexamethas./phenytoin/carbamazepine.

 XE "Caspofungin Aspen" CASPOFUNGIN ASPEN, (Aspen Pharmacare) Pharmacare [P/S]

Caspofungin acetate equiv.to caspofungin

Indications:  Empiric.ther.for presum. fung. infects. in febrile neutropen.pts., invas. Candidias. incl.candidaem., oesophag/oropharyng. candidias. where IV ther.approp., invas. aspergillosis in pts refract./intol.to other ther.incl.amphotericin B/lipid formulat.of amphotericin B & itraconazole. Paed. use (3 mnths-17 yrs): Safety & effectiven. support. by adult well-control.study evid./ pharmacokinet. data & addit.data from stud.

(S4) LYOPHIL.POWD.FOR CONC.FOR SOL.FOR INFUS, 50/20.2.2/0838, 0839

3002878-001: 50 mg, 1x vial, R1 437,50
3002879-001: 70 mg, 1x vial, R1 437,50
Dosage: Reconstit.& dilute bef.admin. Slow IV infus.over 1 hr..
Adults: Empiric.ther: Load.dos: 70 mg as sngl.dos. on day 1, follow.by 50 mg dly.thereaft. Durat.bas. on clinic. respons.cont.until neutropen.resolv. Treat fung.infect.min.x14 days contin. for at least 7 days aft.neutropen.& sympts.resolv. If well tol.dly. dos.may be incr.to 70 mg if adeq. respons. not obt.

Invasive candidiasis: Load.dos.70 mg on day 1 foll.by 50 mg dly.thereaft. Durat.dictat.by clinic.& microbiolog.respon. Contin.for at least.14 days aft. last.posit.cult., pts.remain.persist.neutropen.may warrant longer ther.pend.neutropen.resolut. Dos of up to 150 mg dly have been stud.& gen.well tol.but effic,if high.dos.gen.similar to 50 mg dly.dos.

Oesophageal & oropharyngeal candidiasis: 50 mg dly.

Invasive Aspergillosis: 70 mg sngl load.dos.on day 1 foll.by 50 mg dly.thereaft. Durat.based on sev. of pts.underly.dis/recov.from immuno-suppress. & clinic respons. Data suggest.incr.in dos.to 70 mg dly.of pts.not respond.to 50 mg dly.is well tol.but not adeq.stud..

Paed.pts: Dos.in childr.& adolesc.(3 mnths.-17 yrs of age) based on body surf.area (ref.to prod. lit.for calc.). All indicats: Sngl.70 mg/m2 load.dos. (not exceed.act.dos.of 70 mg) admin.on day 1 follow. by 50 mg/m2 dly.thereaft.(not exceed.act. dos. of 70 mg dly). Indiv.treatm.durat.to each indicat. as describ.for each indicat.in adults. If 50 mg/m2 well tol.but not provid.adeq.clinic. response dly.dos.may be incr.to 70 mg/m2 (not exceed. act.dos. of 70 mg) if adeq.respons.not obt. Although incr.effic.with incr.in dos.not demonstrat.safety data suggest dos.well tol.

Contraindications: Not stud.in sev.hepat.insuff., 

Side effects: Freq: Anaem., decr.Hb/haematocrit & WBC, hypokalaem., headache, phlebit., thrombophlebit., dyspn., N&V, diarrh., elev.liv.& test values, sweat., erythema, arthralg., fev., chills, infus.site prurit., paeds.also tachycard., flush., hypotens., rash. Less freq: Thrombocytopen, coagulopathy, leucopen.& eosinophil. count incr., platel.count decr./incr., lymphocyte.& neutrophil.count decr., WBC incr., fluid overload., hypomagnesaem., anorex., electrol. imbal., hyperglycaem., hypocalcaem., metabol. acidos., anx., disorientat., insomn., dizzin., dysgeus., paraesthes., somnol., trem., hypoesthes., ocul.icterus, blurr.vis., eyelid oed., incr.lacriminat., palpitat., arrhythm., atrial fibrillat., congest.card. fail., tachycard., hot flush, flush., hyper.-/hypotens., nas.congest., pharyngolaryng.pain, tachypn., bronchosp., cough, noct.paroxysm. dyspn., hypox., rales, wheez., upper abdom.pain, dry mouth, dyspeps., stomach discomf., abdom. distens., ascites, constipat., dysphag., flatul., cholestas., hepatomegaly, hyperbilirubinaem., jaund., abnorm.hepat.funct., hepatotoxic., liv. disord., incr.gamma-glutamyltransf., erythema multiforme, macul.& -pupul.rash, prurit., urticar., allerg.dermatit., erythemat.rash, gen.rash, morbilliform rash, skin les., back pain, extremity pain, bone pain, musc.weakn., myalg., ren.fail., ac.ren.fail., pain, cathet.site pain, fatig., feel.hot, infus.site erythema./-indurat./-pain/-swell./-phlebit./-rash/-urticar./-erythema/-oed/-, periph. oed., tendern., chest discomf.& pain, fac.oed., body temp.changes, indurat., infus.site extravasat., malaise, oed., short.prothromb.time, bld.Na/-Ca/-gluc./-urea/-Cl/-K+ incr., bld.Cl./-Mg/-phosphor./-bicarbon./-uric acid decr., BP incr., bld.urine pres., abnorm.breath.sounds, immunosuppress.med.lev. incr., urin.casts, posit.urine WBC, incr.urine pH, carbon.dioxid.decr. Freq.unknown: Hypersens., tox. epiderm.necrolys., Stev.-John.syndr.
Special warnings and precautions: Not adeq. stud.in neonates/infts.und.3 mths./paed.pts.with endocardit./osteomyelit.& meningit.due to Candida/ as init.ther.of invas.aspergillos., when co-admin.with metabol.induc.of efavirenz/ nevirapine/ rifampic./dexamethasone/phenytoin or carbamazepine consid.70 mg.dly dos. mod.hepat. insuff., no clinic.evid.in sev.hepat.insuffic./paed. pts. with any degr.of hepat.insuffic., discont.in case of anaphylax., hist.of allerg.skin reacts., monit. liv. enzym.closely with concom.cyclosporin, less comm. non-Candida yeasts & non-Aspergillus moulds poss.not covered as effic.not est., monit. pts. develop. abnorm.LFTs for evid.of worsen. hepat. funct.& eval. risk-benef.of contin.ther., monit. liv.enzym.with concom.ciclospor., std. monit. of tacrolimus bld.conc.& approp.dos. adjustm. recomm.for pts rec.both ther,, safety in pregn.& lactat.not est., driv./perform.complicat. tasks till eff.est.

Interactions: Incr.AUC with cyclosporine, 12 hr. bld.conc.of tacrolimus reduc., conc.reduc.by med. clear.induc.eg. rifampicin/efavirenz/nevirapine/ phenytoin/ dexamethasone or carbamazep.

 XE "Cipla Fluconazole" CIPLA FLUCONAZOLE 50, 200, Cipla Medpro [P/S]

Fluconazole
Indications: Adults & childr: Cryptococ. meningit. in ment.alert pts.without local. neurologic. signs & follow-up ther.aft. amphotericin B ther., maint.ther.to prev.cryptococ. dis.relapse in AIDS pts., oropharyng.& oesophag. candidias., system.candidias., fung.infect. prophylax. in pts.receiv.chemo and/or radiother.

(S4) CAPS, 38/20.2.2/0098, 0100

703634-001: 50 mg, 14, R160,19
704116-001: 200 mg, 30, R479,36
Dosage: Dos.& durat.bas.on site of infect.& indiv. respons.to ther. Cont.ther.until clinic.paramet.& lab. tests indic.act.infect.subsid. Maint.ther.reqd.in AIDS pts.with cryptococc.meningit/recurr. oropharyng. candidias.
Adults: Cryptococ.meningit: Init.400 mg on 1st day, then 200-400 mg dly depend.on clinic.respons. Durat.usual.8 wks follow.amphotericin B ther. & 10 wks.for monother. Maint to prevent.relapse in AIDS pts: 100-200 mg/day.
System.candidias: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend.on clinic. respons.which also determin.durat.
Oropharyngeal candidias: 50-100 mg dly.x7-14 days/long.in sev. immunocompris.pts. To prev. relapse in AIDS pts: 150 mg once wkly.

Oesophag.candidiasis: 200 mg on 1st day follow. by 100-200 mg dly. Dos.upto 400 mg once dly poss. if no clinical respons.aft.14 days to low.dos. Treatm. durat.3 wks. & x2 wks.aft.sympt.resolov.

Fung.infect.prophylax.in cytotox.chemother. &/radiat.ther: 50-400 mg dly.depend.on risk profile. Init.treatm.sev.days bef.neutropen.expect. & contin.x7 days aft.neutrophil count rises above 1 000 cells/mm3
Children: Max.adult dly dos.of 400 mg should not be exceed.
For infts und.2 wks.of age.use dos.specif. below but only admin.once every 72 hrs. Those aged betw.2-4 wks.give the dos.every 48 hrs.

Children over 4 wks.of age:

Cryptococc.meningit: 6-12 mg/kg/day depend. on sev.of infect.

System.candidias: 6-12 mg/kg/day depend.on severity. Durat.bas.on clinic.&mycologic.respons.

Oropharyngeal candidias: 6 mg/kg on 1st day follow.by 3 mg/kg once dly. x2 wks.at least to decr. relapse risk.

Oesophag.candidias: 6 mg/kg on 1st day follow. by 3 mg/kg once dly.incr.dos.upto 12 mg/kg/ day accord.to pt.respons. Treat durat.min.3 wks.& x2 wks.aft.sympt.resolov.

Fung.infect.prophylax.in cytotox.chemother. &/radiat.ther: 3-12 mg/kg dly.depend.on extent & durat.of induc.neutropen.

Contraindications: Concom. terfenadine with multiple fluconazole dos.>400 mg/day, concom. cisapride, pregn.(congenit.malformat.report), lactat. (passes into breast milk), multiple dos.ther. in ren.impairm., avoid concom.astemizole.

Side effects: Hepat. ren.& haematolog.funct. disturbs.partic.in pts.with ser.underly.dis.such as AIDS and Ca, skin rash & reacts., angioed., bld. dyscras., headache, CNS effs., hypokalaem., hypercholesterolaem., hypertriglyceridaem., GI disturbs., fem.sex.dysfunct., intermenst.bleed., menorrhag., leukorrh., polyruia, hepatotox., hyperton., abnorm.vis., alopec., allerg.reacts.incl. anaphylax., flush.
Special precautions: Discont.ther.when pts. with syst. fung.infects.develop.bullous les./ erythema multiforme, monit.pts.receiv.concom. terfenadine at fluconazole dos.<400 mg/day, imp.ren.funct., monit.liv.funct.in contin.ther. long.than 1 mnth./when S&S of liv.dysfunct. devel., underly.dis.e.g. AIDS/malign.

Warnings:  Monit.pts.develop.abnorm.liv.funct. for more serious hepat.injur.

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 system, prolongs prothromb.time in warfarin ther., prolongs serum half-life of oral sulphonylureas, phenytoin/ zidovudine,/ rifabutin & tacrolimus plasma conc. incr., theophyll.clear.reduc., ser.life threaten.card. arrhythm.incl.torsades de pointes with cisapride, cyclospor.ser.conc.incr., incr.midazolam & triazolam ser.conc.partic.aft.oral fluconaz.admin., hydrochlorothiaz.incr.fluconazole plasma conc., rifampicin decr.fluconazole plasma conc., nevirapine expos.incr.by approx.100%.

 XE "Diflucan" DIFLUCAN, Pfizer [P/S] 
Fluconazole.

Indications: Ac/recurr.vag.candidiasis & prophylax. to reduc.recurr.incid of vag.candidias., candidial balanitis, dermatomycosis incl.tinea pedis, tinea corporis, tinea cruris, tinea unguium (onychomycosis) & derm.candida infects.

(S4) CAPS, [P/S] V/20.2.2/340.

786373-008: 150 mg, 1, R145,39
786373-091: 150 mg, 4, R581,55
Dosage: Vag.candidiasis: 150 mg as sngl.oral dose.

Reduc.incid.of recurr.vag.candidias: 150 mg once monthly indiv.durat.which range from 4-12 mnths.

Candida balanitis: 150 mg as sngl.oral dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: 150 mg once wkly.x2-4 wks.but up to 6 wks.for tinea pedis.

Tinea unguium: 150 mg once wkly.x3-12 mnths until nail completely replac.

(S4) CAPS, [P/S] V/20.2.2/339, 28/20.2.2/151.

Indications: Cryptococ.meningit.in mentally alert pts.without localis.neurolog.signs & as follow up ther. aft. Amphoterecin B ther, maint.ther.to prevent cryptococ.dis.relapse in AIDS pts., system. candidias., oropharyngeal & oesophag. candidias., fung.infect.prophylax.in pts. with malign. predispos. to such infects.due to cytotox.chemo & radiother.

786365-102: 50 mg, 14, R673,36
820539-007: 200 mg, 28, 
R3 637,64

(S4) SUSP, [P/S] 30/20.2.2/0150, 0151.

883686-002: 50 mg/5 ml 35 ml, R313,77
836443-004: 200 mg/5 ml 35 ml, R974,16
(S4) INFUS, [P/S] Z/20.2.2/272. 2 mg/ml.

799130-028: 100 ml, R304,77
Dosage: Cont.ther.requir.multipl.dos.treatm.until lab.tests & clinic.paramet.indic.act.infect.subsid. Maint.ther.usually reqd.in AIDS pts.with cryptococc. meningit/recurr.oropharyng.candidias. Infusion may be infus.at max.rate of 200 mg/hr. with compat.admin.fluid. Mix.with any other drugs not recomm.

Adults: 

Cryptococ.meningit: 400 mg on 1st day, then 200 mg dly x6-8 wks, may be incr.to 400 mg dly. depend.on clinic.respon.

Prevent.of cryptococ.meningit.relapse in AIDS pts: Aft.full course of prim.therapy 100-200 mg dly.

System.candidias: 1st day 400 mg, then 200 mg dly. Durat.depend.on clinic.respons.may be incr.to 400 mg dly depend.on clinic.respons.

Oropharyngeal candidias: Recomm.dos: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris. pts. To prev.relapse in AIDS pts. aft. full course prim.ther.admin.150 mg once wkly.

Oesophag.candidiasis: 200 mg on 1st day follow. by 100-200 mg once dly.with dos.of up to 400 mg dly accord.to pt.respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolut.

Candidias.prophylax: 50-400 mg once dly.bas. on risk profile. Pts.at high risk of system.infect. i.e. those anticipat.to have profound/prolong. neutropen. have receiv.400 mg once dly. Commenc. ther.sev.days bef.anticipat.neutropen & contin.x7 days aft.neutrophil count rises above 1000 cells per mm3
Children:

Do not exceed.max.adult dly dos. Admin.as sngl. dly.dos.

Oropharyngeal candidias: 6 mg/kg on 1st day follow. by 3 mg/kg once dly.x2 wks.at least to decr. likelihood of relapse.

Oesophag.candidias: 6 mg/kg on 1st day follow. by 3 mg/kg once dly.with dos.of up to 12 mg/kg/ day accord.to pt.respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolut.

System.candidias.& cryptococc.infect: 6-12 mg /kg/day depend.on severity.

Fung.infect.prophylax.in immunocomprom. pts. at risk as a consequenc.of neutropen. follow.cytotox.chemo/radiother: 3-12 mg/kg dly.depend.on extent & durat.of induc.neutropen.

Use in childr.4 wks.& young: In 1st 2 wks.of life: Use same mg/kg dos.as for older childr.but admin. every 72 hrs. Wks. 3-4: Same dos.but every 48 hrs.

Contraindications: Known sens.to relat.azole/ triazole cmpnds, concom. terfenadine with multiple fluconazole dos. >400 mg/day, concom.meds. known to prolong QT interv./metabol.via CYP3A4 incl.cisapride/ astemizole/ erythromycin/ pimozide/ quinidine, pregn.& lactat., multiple dos. ther.in ren.impairm.

Side effects: Alopec., exfoliat.skin disords.incl. Stev.Johns.syndr.& tox.epiderm.necrolys., headache, rash, prurit., urticar., sweat., drug erupt., GI disturbs., hepat./ren.& haematolog.funct. disturbs.partic.in pts.with ser. underly.dis., QT interv. prolongat./torsade de pointes., CNS effs., dizzin., seiz., trem., vertigo, leucopen., neutropen., agranulocytos., thrombocytopen., anaphylax., hepat.fail./toxic., hepatit., hepatocellul.necros./ damage, jaund., cholestas., incr.bilirub./alanine aminotransfer./aspartate aminotransfer./bld. alkal. phosphat. hypercholesterolaem., hypertriglyceridaem., hypokalaem., thirst, polyur., insomn., nervousn., fem.sex.dysfunct., intermenst. bleed., leukorrh., menorrhag., fatig., malaise, asthen., fev., rigors, flush., taste pervers., abnorm. vis./odour

Warnings and special precautions: AIDS pts. more suscept.to cutan.reacts., monit.pts. receiv. concom.terfenadine at fluconazole dos.>400 mg/ day, imp.ren.funct., bleed.events report.with concom. warfar., incr.risk of theophyll.toxic., min. oral surg.& dent.proced., IV infus.in pts.requir. Na+/ fluid restsrict., uveit.in pts.receiv.rifabutin, nephrotox. report.with tracrolimus, concom.meds. with a narr.therap.window metabol.by cytochrome P-450 system.& for 4-5 days aft.discont. fluconazole, monit.pts.develop.abnorm.liv.funct.for more ser.hepat.injur., discont.if clinic.S&S of liv. dis./ bullous les./erythema multiforme develop, assess risk benefit ratio of contin.admin.in pts.with signific. rise in liv.enzym., monit.multiple dos.ther. in ren.impairm., prodysrhythm.condits.incl.QT interv. prolongat./torsade de pointes., monit.pts. on long-term treatm. with fluconazole & prednisone for adren.insuff.when fluconazole is discont., reduce dos. of concom. ibrutnib to 280 mg 1xdly for the durat.of treatm., reduce dos of concom.tolvaptan.Caps: lact intol. Powd: pts with heredit. fruct. intol./gluc.-galact. malabsorpt./sucrose-isomaltase.defic.

Interactions: Prolongs prothromb.time in warfarin ther., prolongs serum half-life of oral sulphonylureas, incr.midazolam conc.partic.aft. oral admin., cyclospor.conc.grad.incr.aft.ren. transplantat., multiple hydrochlorothiazide dos. incr.fluconazole plasma conc., phenytoin/rifabutin /tacrolimus plasma conc.incr., theophyll.clear. decr., rifampicin reduc.fluconazole half life & AUC, incr. zidovudine plasma conc., incr.terfenadine conc. follow.high dos.fluconazole assoc.with card. dysrhythm., card.events incl.torsades de pointes/ QT interv,prolongat.with cisapride/astemizole/ erythromycin/ pimozide/ quinidine, plasma lev.of concom. cisapride incr., astemizole clear.decr., quinidine/pimozide clear.inhib., incr.plasma conc. of meds.metabol. by cytochrome P-450 system, ibrutinib plasma cocnc.incr. & poss.risk of toxic., tolvaptan exposure incr. & poss.incr.risk of adv.effs.

See also MDR page 632.
 XE "Difluzole" DIFLUZOLE 150, Cipla Medpro [P/S]

Fluconazole
Indications: Ac/recurr.vag.candidiasis & prophylax. to reduc.recurr.incid of vag.candidias., candidial balanitis, dermatomycos.incl. tinea corporis, tinea cruris, tinea pedis, tinea unguium (onychomycosis) & derm.candida infects.

(S4) CAPS, 38/20.2.2/0102

703635-001: 150 mg, 1, R28,49
Dosage: Dos.& durat.bas.on site of infect.& indiv. respons.to ther. Cont.ther.until clinic.paramet.& lab. tests indic.act.infect.subsid.

Adults:

Vag.candidiasis: 150 mg as sngl.oral dose.

Reduc.incid.of recurr.vag.candidias: 150 mg as sngl.dos.once mnthly. Indiv.durat.which range from 4-12 mnths.

Candida balanitis: 150 mg as sngl.oral dos.

Derm.infects.eg.tinea pedis/corporis/cruris and candida infects: 150 mg once wkly.x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: 150 mg once wkly.x3-12 mnths until nail completely replac.

Contraindications: Concom. terfenadine with multiple fluconazole dos.>400 mg/day, concom. cisapride, pregn.(congenit.malformat.report), lactat. (passes into breast milk), multiple dos.ther. in ren.impairm., avoid concom.astemizole.

Side effects: Hepat. ren.& haematolog.funct. disturbs. partic.in pts.with ser.underly.dis.such as AIDS and Ca, skin rash & reacts., angioed., bld. dyscras., headache, CNS effs., hypokalaem., hypercholesterolaem., hypertriglyceridaem., GI disturbs., fem.sex.dysfunct., intermenst.bleed., menorrhag., leukorrh., polyruia, hepatotox., hyperton., abnorm.vis., alopec., allerg.reacts.incl. anaphylax., flush.
Special precautions: Discont.ther.when pts. with syst. fung.infects.develop.bullous les./ erythema multiforme, monit.pts.receiv.concom. terfenadine at fluconazole dos.<400 mg/day, imp.ren.funct., monit.liv.funct.in contin.ther.long. than 1 mnth./ when S&S of liv.dysfunct.devel., underly.dis.e.g. AIDS/malign.

Warnings:  Monit.pts.develop.abnorm.liv.funct. for more serious hepat.injur.

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 system, prolongs prothromb.time in warfarin ther., prolongs serum half-life of oral sulphonylureas, phenytoin/ zidovudine, / rifabutin & tacrolimus plasma conc. incr., theophyll.clear.reduc., ser.life threaten.card. arrhythm.incl.torsades de pointes with cisapride, cyclospor.ser.conc.incr., incr.midazolam & triazolam ser.conc.partic.aft.oral fluconaz.admin., hydrochlorothiaz.incr.fluconazole plasma conc., rifampicin decr.fluconazole plasma conc., nevirapine expos.incr.by approx.100%.

 XE "Eraxis" ERAXIS, Pfizer [P/S] 
Anidulafungin

Indications: Invas.candidias.incl.candidaem.in adults & paed.pts.≥1mnth.

(S4) POWD.FOR SOL.FOR INFUS, 44/20.1.7/0355

720415-001: 100 mg, 1xsngl.use vial, R2 054,23
Dosage: Reconstit.with water for inj.to conc.of 3,33 mg/ml & dilut.to conc.of 0,77 mg/ml bef.use.See prod.lit.for instruct.For paed.vol.of infus.sol.depend on weight. Max.infus. rate not exceed.1,1 mg/min.Infus.rate eqv.to 1,4 mL/min for 100 mg & 200 mg doses. Treatm.durat.depend. on pt.clinic.respons.& gen.at least x14 days aft. last posit.cult.

Adults: Sngl.load.dos: 200 mg on day 1 follow.by 100 mg dly.thereaft.Childr.& adolesc.1 mnth to < 18 yrs.: Sngl.load.dos: 3 mg/kg (not exc.200 mg) on day 1 follow by 1,5 mg/kg (not exc.100 mg)
Contraindications: Echinocandin class. hypersens., safety in pregn.& lactat.not est.
Side effects: Common: Thrombocytopen., coagulopathy, hyperkalaem., hypokalaem., hypomagnesaem., convuls., headache, flush., diarrh., incr.gamma-glutamyltransfer., incr. bld. alkaline phosphat., incr.aspartate aminotransfer., incr.alanine aminotransfer., rash, prurit., incr.bld. bilirub., decr.platelet count, incr.bld.creatin., prolong.ECG QT. Uncommon: Fungaem., candidias., pseudomembran. colit., oral candidias., hyperglycaem., hypercalcaem., hypernatraem., eye pain, visual disturb., blurr.vis., atrial fibrillat., sinus dysrythm., ventric.extrasyst., bundle branch block right, thrombos., hypertens., hot flush, upper abdom. pain, vomiting, faec.incont., naus., constip., abnorm.liv.funct., cholestas., incr. hepat. enzymes, incr. transaminas., urticar., gen. prurit., thrombocytop., back pain, infus.site pain, incr.bld. amylase, decr.bld.magnes., decr.bld.K+ abnorm. ECG, incr.lipase, incr.platelet count, incr. bld.urea, lymphangit., neutropen., leukopen., anaem., hyperuricaem., hypocalcaem., hyponatraem., hypoalbuminaem., hypophosphataem., anx., delir., confus.state, audit. hallucinat., dizzin., paraesthes., centr.pontine myelinolys., dysgeus., Guillain-Barre syndr., trem., alter.vis.depth percept., unilater.deafn., phlebit., superfic. thrombophlebit., hypotens., dyspeps., dry mouth, oesophag.ulcer, hepat.necros., angioed., hyperhidros., myalg., monoarthrit., ren.fail., haematur., pyrex., chills, periph.oed., inj.site react., incr.bld.creatine phosphokin., incr.bld. lactate dehydrogen., decr.lymphocyte count, anaphylact.shock, anaphylact.react., bronchosp. Peads: Hepatobil.reactions more freq.than adults.
Special warnings and precautions: Monit.for worsen.hepat.funct. & eval.risk:benefit if abnorm. LFT develop, hepat.abnormalit.occur.with ser. underly. medic. condits.& multiple concom.meds., teratogen.& excret.in breastmilk in anim.stud., do not mix./co-admin.with other meds./electrol., discont. in case of anaphylact.react. incl.shock, not to exceed.recomm.infus.rate, not recomm.for neonat.< 1 mnth., high doses of polysorb.assoc.with pot.life-threat.toxic.in neonat., fructose intol., babies <2 yrs may not yet be diagn.with heredit.fruct.intol.IV fruct.poss.life-threatn., effect.contracept.advis. wom.of childbear.age dur.& for 2 wks.aft.discontinuat.of treatm.
Interactions:Studies only in adults, ciclosporin incr.AUC.

See also MDR page 650.
 XE "Fluconazole Fresenius" FLUCONAZOLE FRESENIUS, Fresenius Kabi [P/S]

Fluconazole.
Indications: Adults & childr: Cryptococ. meningit. & maint.ther.to prev.cryptococ. dis. relapse in AIDS pts., system.candidias., oropharyng. & oesophag.candidias., fung.infect. prophylax. in pts. receiv.chemo and/or radiother.

(S4) SOL FOR INFUS, 46/20.2.2/0312. 2 mg/ml.

3000365-001: 2 mg/ml 1x100 ml, R39,91

3000365-002: 2 mg/ml 10x100 ml, R399,13

3000366-001: 2 mg/ml 1x200 ml, R82,18
3000366-002: 2 mg/ml 10x200 ml, R812,85
Dosage: For IV infus.only. Cont.ther.requir. multipl. dos.treatm.until lab.tests & clinic. paramet.indic.act.infect.subsid. Maint.ther.usually reqd. in AIDS pts.with cryptococc. meningit/recurr. oropharyng.candidias. Switch pt. to oral ther.as soon as poss., only use in childr.<16 yrs if no therapeut. alternat.avail. Infts.und.2 wks.to receiv. childr.dos.but only given once every 72 hrs. Infts.2-4 wks.to receiv.childr.dos.every 48 hrs. Max.adult dly. dos.of 400 mg not to be exceed.in childr.

Cryptococ.meningit: Adults: 400 mg on 1st day, then 200-400 mg dly depend.on clinic.respon. Durat. usually 6-8 wks.

Childr: 6–12 mg/kg/ day depend.on severit.

Maint.ther.to prevent.cryptococ.meningit. relapse in AIDS pts: Adults: 100-200 mg dly. aft. full course of prim.ther.complet.
System.candidias: Adults: Init. 400 mg on 1st day, then 200 mg dly. Dos.may be incr.to 400 mg dly. depend.on clinic.respons. Childr: 6–12 mg/kg / day depend.on severit.
Oropharyngeal candidias: Adults: 50-100 mg once dly.x7-14 days/long.in sev.immunocompris. pts. To prev.relapse in AIDS pts.admin.150 mg once wkly.aft.full course of prim.ther.completed Childr: Init.6 mg/kg on 1st day follow.by 3 mg/kg once dly. x2 wks.at least to low.likelihood of relapse.

Oesophag.candidiasis: Adults: Init.200 mg on 1st day follow. by 100-200 mg dly.with dos.of upto 400 mg dly if no clinic.respons. Treat for min.3 wks. & x2 wks.aft.sympt.resolv. Childr.: Init.6 mg/ kg on 1st day follow.by 3 mg/kg once dly.with dos. of upto 12 mg/kg/day accord.to pt.condit.& respons. Treat for min.3 wks.& x2 wks.aft.sympt. resolut.

Fung.infect.prophylax.in pts.receiv.cytotox. chemo-/radiat.ther: Adults: 50-400 mg dly.bas. on risk profile. Commenc.ther.sev.days bef. anticipat. neutropen & contin.x7 days aft. neutrophil count rises above 1000 cells per mm3. Childr: 3–12 mg/kg/day depend.on extent & durat. of neutropen.

Contraindications: Meds.known to prolong QT-interv./ metabolis.by CYP3A4 incl.cisapride/ erythromycin/ pimozide/quinidine, pregn. & lactat., multiple dos.ther.in ren.impairm., avoid concom. astemizole.

Side effects: Freq: Headache, N&V, abdom.pain, diarrh., incr. ALP/ALT/AST, maculopapul.eryth., rash; Less freq: Anaem., agranulocytos., leukopen., neutropen., thrombocytopen., anaphylact. react., angioed., fac.oed., hypercholesterolaem., hypertriglyceridaem., hypokalaem., insomn., somnol., convuls., dizzin., paraesthes., abnorm. taste sensat., trem., vertigo, ventric. dysrhythm., dyspeps., flatul., anorex., constipat., dry mouth, cholestas., urticar., prurit., incr.sweat., exfoliat.skin disords., alopec., myalg., chang.in ren.funct.tests., fatig., malaise, asthen., fev.; Freq.unknown: Infect. to due resist. Micro-organisms, ac. generalis.exanthemat.pustulos., drug erupt.
Warnings and special precautions: Not to be used for tinea capit., monit.liv.funct.periodic.in pts. receiv.contin.treatm. > 1 mnth./if pt.develops signs/ sympts.suggest.liv. dysfunct., discont.ther.if abnorm.enzyme values persist/worsen/ are accomp. by sympts.of hepatotox., AIDS pts.more suscept.to cutan.reacts., discont.ther,if bull.les./ eryth.multiforme devel., monit.theophyll.conc., concom. didanosine/nevirapine/HMG-CoA inhibits., congenit.malformat.with admin.dur. pregn., excret. in breast milk, imp.ren.funct., hepat./ ren.& haematolog.funct. abnormalit. partic.in pts.with ser.underly.dis.such as AIDS and malign., pts.with prodysrhythm.condits., porphyr., monit. long-term treatm.with concom.prednisone/ relat. meds for signs of adren.insuffic.when discontin. fluconazole

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 system, alfentanil/ methadone AUC incr., voriconazole AUC & Cmax incr., warfar.anticoag.effs.incr., fentanyl elimin. poss.delay., losartan conc.poss.incr., plasma conc. of ciclosporin/ midazolam/nevirapine/ amitriptyline/ nortriptyline/ phenytoin/ rifabutin/oral sulphonylureas/select. COX-2 inhibits. /tacrolimus/ riazolam/warfarin/ saquinavir/ carbamazepine/ trimetrexate & zidovudine incr., theophyll.clear.decr., card. arrhythm. with cisapride/astemizole, syncope poss. with concom. amitriptyline, hydrochlorothiaz. incr. plasma conc., rifampicin reduc.plasma conc., Ca chann. blocks./NSAID syst.expos.poss.incr.
 XE "Fluconazole Unicorn" FLUCONAZOLE UNICORN 150 mg, (Unicorn) Sandoz [P/S]

Fluconazole.
Indications: Adults & childr: Cryptococ. meningit. & maint.ther.to prev.cryptococ.dis. relapse in AIDS pts., system.candidias., oropharyngeal & oesophag.candidias., fung.infect. prophylax.in pts.with malign.predispos.to such infects.due to chemo & radiother. Adults: Ac/recurr.vag.candidiasis & prophylax.to reduc.recurr.incid of vag.candidias., candidial balanitis, dermatomycos.incl.tinea cruris, tinea corporis, tinea pedis, tinea unguium (onychomycosis) & derm. candida infects.

(S4) CAPS, [P/S], 36/20.2.2/0265

718565-001: 150 mg, 1, R53,53
Dosage:Cont.ther.requir.multipl.dos.treatm.until lab.tests & clinic.paramet.indic.act.infect.subsid. Maint.ther.usually reqd.in AIDS pts.with cryptococc. meningit/recurr.oropharyng.candidias. 
Cryptococ.meningit: Adults: 400 mg on 1st day, then 200 mg dly x6-8 wks, may be incr. to 400 mg dly.depend.on clinic.respon. To prevent.relapse in AIDS pts: 100-200 mg dly.follow.prim.course 
System.candidias: Adults: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend. on clinic.respons.which also determin.durat. Childr. over 4 wks: 6-12 mg/kg/ day depend.on severity & durat.bas.on clinic. respons.

Oropharyngeal candidias: Adults: Recomm. dos: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris.pts. To prev.relapse in AIDS pts. aft.full course prim.ther.admin.150 mg once wkly. Childr.over 4 wks: Init 6 mg/kg on 1st day follow. by 3 mg/kg once dly. x2 wks.at least to low. likelihood of relapse.

Oesophag.candidiasis:  Adults: 200 mg on 1st day follow.by 100-200 mg once dly.with dos.of upto 400 mg dly accord.to pt.respons. Treat for min.3 wks. & x2 wks.aft.sympt.resolut. Childr. over 4 wks: Init 6 mg/kg on 1st day follow.by 3 mg/kg once dly.with dos.of up to 12 mg/kg/day accord.to pt.respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolut. 

Candidias.prophylax: Adults: 50-400 mg once dly. bas. on risk profile. Pts.at high risk of system. infect. i.e. those anticipat.to have profound/ prolong. neutropen.have receiv.400 mg once dly. Commenc. ther.sev.days bef.anticipat.neutropen & contin.x7 days aft. neutrophil count rises above 1000 cells per mm3 Childr.over 4 wks: 3-12 mg/ kg dly.depend.on extent & durat.of induc. neutropen.

Vag.candidias: Adults: 150 mg as sngl.oral dos.

Reduc.incid.of recurr.vag.candidias: Adults: 150 mg once monthly indiv.durat.which range from 4-12 mnths.

Candida balanitis: Adults: 150 mg as sngl.oral dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: Adults: 150 mg once wkly. x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: Adults:150 mg once wkly.x3-12 mnths until nail completely replac.

Children: Safety & effic has not been est.in childr.for recur. vag.candidias./candida balanit./dermatomycos.
Use in childr.4 wks.& younger: In 1st 2 wks.of life: Use same mg/kg dos.as for older childr.but admin. every 72 hrs. Wks. 3-4: Same dos.but every 48 hrs. Max.adult dos.(400 mg) should not be exceed. in childr.

Contra-indications: Concom.cisapride, concom. terfenadine with multiple fluconazole dos.>400 mg / day, multiple dos.ther.in ren.impairm., pregn. & breastfeed.

Side-effects: GI disturbs., rash, headache, hepat. ren.& haematolog.funct.disturbs.partic.in pts.with ser. underly.dis., CNS/psych.effs., alopec., bld. dyscras., allerg.reacts.incl.anaphylax./angioed., hypertriglyceridaem., hypercholesterolaem., hypokalaem., polyruia, thirst, intermenst.bleed., leukorrh., menorrhag., fem.sex.dysfunct., flush., malaise, rigors, fatig., abnorm.vis., taste pervers.

Warnings and special precautions: Monit.pts. develop.abnorm.liv.funct. for more serious hepat. injur., careful.monit.pts.receiv.concom.terfenadine at fluconazole dos.<400 mg/day, monit.pts.with rash. closely & discont.ther.if bullous les./ erythema multiforme develops, AIDS pts.more suscept.to cutan.reacts., IV infus.in pts.requir. Na+/fluid restrict., imp.ren.funct., bleed.events report.with concom.warfar., incr.risk of theophyll. toxic., uveit.in pts.receiv.rifabutin, nephrotox. report.with tracrolimus, discont.ther.when pts.with syst. fung.infects.develop.bullous les./erythema multiforme, concom.meds.metab.by cytochrome P-450 syst

Drug interactions: Prolongs prothromb.time in warfar.ther., prolongs ser.half-life of oral sulphonylureas, incr.midazolam conc.partic.aft. oral admin., cyclospor.conc.grad.incr.aft.ren. transplantat., multiple hydrochlorothiazide dos. incr. plasma conc., phenytoin/rifabutin/tacrolimus plasma conc.incr., theophyll.clear.reduc., rifampicin reduc.plasma conc., incr.zidovudine plasma conc., incr.terfenadine conc.follow.high dos. fluconazole assoc. with ECG abnormalit., card.arrhythm.with cisapride/terfenadine, incr.plasma conc.of meds.metabol.by cytochrome P-450 syst.

 XE "Flucoric" FLUCORIC, Ranbaxy [P/S]

Fluconazole.
Indications: Adults & childr: Cryptococ.meningit. & maint.ther.to prev.cryptococ.dis.relapse in AIDS pts., system.candidias., oropharyng.& oesophag. candidias., fung.infect.prophylax.in pts.with malign. predispos.to such infects.due to chemo & radiother.

(S4) CAPS, [P/S] 37/20.2.2/0114, 0117

700131-001: 50 mg, 14, R165,61
700202-001: 200 mg, 28, R509,35
Dosage: Cont.ther.requir.multipl.dos.treatm.until lab.tests & clinic.paramet.indic.act.infect.subsid. Maint.ther.usually reqd.in AIDS pts.with cryptococc. meningit/recurr.oropharyng.candidias. 
Adults:

Cryptococ.meningit: Adults: 400 mg on 1st day, then 200 mg dly x6-8 wks, may be incr. to 400 mg dly.depend.on clinic.respon. To prevent.relapse in AIDS pts: 100-200 mg dly.follow.prim.course 

System.candidias: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend.on clinic. respons.which also determin.durat.
Oropharyngeal candidias: Recomm.dos: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris. pts. To prev.relapse in AIDS pts. aft. full course prim.ther.admin.150 mg once wkly.

Oesophag.candidiasis:  200 mg on 1st day follow. by 100-200 mg once dly.with dos.of up to 400 mg dly accord.to pt.respons. Treat for min.3 wks. & x2 wks.aft.sympt.resolut.

Candidias.prophylax: 50-400 mg once dly.bas. on risk profile. Pts.at high risk of system.infect. i.e. those anticipat.to have profound/prolong. neutropen. have receiv.400 mg once dly. Commenc. ther.sev.days bef.anticipat.neutropen & contin.x7 days aft. neutrophil count rises above 1000 cells per mm3.
Children: Do not exceed.max.adult dly dos. Admin. as sngl dly.dos.
Oropharyngeal candidias: Load.dos: 6 mg/kg on 1st day follow.by 3 mg/kg once dly. x2 wks.at least to low. likelihood of relapse.

Oesophag.candidias: 6 mg/kg on 1st day follow. by 3 mg/kg once dly.with dos.of upto 12 mg/kg/ day accord.to pt.respons. Treat for min.3 wks.& x2 wks.aft.sympt.resolut.

System.candidias.& cryptococc.infect: 6-12 mg/ kg/day depend.on severity.

Fung.infect.prophylax.in immunocomprom. pts.at risk as a consequenc.of neutropen. follow.chemo/radiother: 3-12 mg/kg dly.depend. on extent & durat.of induc.neutropen.
(S4) CAPS, [P/S] 37/20.2.2/0116

Indications: Ac/recurr.vag.candidiasis & prophylax. to reduc.incid.of recurr.vag.candidias., candidial balanitis, dermatomycos.incl. tinea pedis, tinea corporis, tinea cruris, tinea unguium (onychomycosis) & derm. candida infects.

700149-001: 150 mg, 1, R32,15
Dosage: Adults

Vag.candidiasis: 150 mg as sngl.oral dose.

Reduc.incid.of recurr.vag.candidias: 150 mg once monthly indiv.durat.which range from 4-12 mnths.

Candida balanitis: 150 mg as sngl.oral dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: 150 mg once wkly.x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: 150 mg once wkly.x3-12 mnths until nail completely replac.

Contraindications: Concom.cisapride, concom. terfenadine with multiple fluconazole dos.>400 mg / day, monit.multiple dos.ther.in ren.impairm., safety in pregn. & lactat.not est.

Side effects: Hepatotoxic.incl.fatalit.prim.in pres. of ser.underly.medic.condits., skin reacts.incl. exfoliat. cutan.rects., GI disturbs., rash, headache, hepat./ren.& haematolog.funct.disturbs.partic.in pts. with ser.underly.dis.such as AIDS and Ca, exfoliat. skin disords., seiz., bld.dyscras., alopec., CNS effs., allerg.reacts.incl.anaphylax., hypercholesterolaem., hypertriglyceridaem., hypokalaem., polyruia, thirst, fem.sex.dysfunct., intermenst. bleed., leukorrh., menorrhag., fatig., malaise, rigors, flush., taste pervers., abnorm.vis.

Special precautions: Monit.liv.funct.& discont. if S&S of liv.dis.attrib.to fluconazole develop., AIDS pts.more suscept.to cutan.reacts., imp.ren.funct., bleed. events report.with concom.warfar., incr.risk of theophyll.toxic., careful monit.of concom. terfenadine at fluconazole dos.<400 mg/ day, uveit. in pts.receiv.rifabutin, nephrotox.report.with tracrolimus, concom.meds.metabol.by cytochrome P-450 system.

Warnings:  Monit.pts.develop.abnorm.liv.funct. for more serious hepat.injur.

Drug interactions: Prolongs prothromb.time in warfarin ther., incr.midazolam conc.partic.aft. oral fluconazole admin., prolongs ser.half-life of oral sulphonylureas, cyclospor.conc.grad.incr.aft.ren. transplantat., multiple hydrochlorothiazide dos. incr.fluconazole plasma conc., phenytoin/rifabutin / tacrolimus plasma conc.incr., theophyll.clear. reduc., rifampicin reduc.fluconazole half-life, incr. zidovudine plasma conc., card.events incl.torsades de pointes with cisapride, incr.plasma conc.of meds. metabol.by cytochrome P-450 syst.

 XE "Fluzol" FLUZOL, Sandoz [P/S]

Fluconazole.
Indications: Adults & childr: Cryptococ. meningit. & maint.ther.to prev.cryptococ.dis. relapse in AIDS pts., system.candidias., oropharyngeal & oesophag.candidias., fung.infect. prophylax. in pts.with malign.predispos.to such infects.due to chemo & radiother.

Adults: Ac/recurr.vag.candidiasis & prophylax.to reduc.recurr.incid of vag.candidias., candidial balanitis, dermatomycos.incl.tinea cruris, tinea corporis, tinea pedis, tinea unguium (onychomycosis) & derm. candida infects.

(S4) CAPS, [P/S], 36/20.2.2/0261, 0262, 0263

700597-001: 50 mg, 14, R313,24
700598-001: 150 mg, 1, R56,99
700601-001: 200 mg, 30, R702,99
(S4) INFUS, [P/S]. 2 mg/ml. 37/20.2.2/0033

701497-001: 100 ml, R92,96
Dosage: Cont.ther.requir.multipl.dos.treatm.until lab.tests & clinic.paramet.indic.act.infect.subsid. Maint.ther.usually reqd.in AIDS pts.with cryptococc. meningit/recurr.oropharyng.candidias. Infus.may be infus.at max.rate of 200 mg/hr.with compat.admin.fluid. Mix.with any other drugs not recomm.
Cryptococ.meningit: Adults: 400 mg on 1st day, then 200 mg dly x6-8 wks, may be incr. to 400 mg dly. depend.on clinic.respon. To prevent.relapse in AIDS pts: 100-200 mg dly.follow.prim.course 

System.candidias: Adults: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend. on clinic. respons.which also determin.durat. Childr. over 4 wks: 6-12 mg/kg/ day depend.on severity & durat.bas.on clinic. respons.

Oropharyngeal candidias: Adults: Recomm.dos: 50-100 mg once dly.x7-14 days/long.in sev. immunocompris. pts. To prev.relapse in AIDS pts. aft. full course prim.ther.admin.150 mg once wkly. Childr.over 4 wks: Init 6 mg/kg on 1st day follow. by 3 mg/kg once dly. x2 wks.at least to low. likelihood of relapse.

Oesophag.candidiasis:  Adults: 200 mg on 1st day follow. by 100-200 mg once dly.with dos.of up to 400 mg dly accord.to pt.respons. Treat for min.3 wks. & x2 wks.aft.sympt.resolut. Childr.over 4 wks: Init 6 mg/kg on 1st day follow.by 3 mg/kg once dly.with dos.of up to 12 mg/kg/day accord.to pt. respons. Treat for min.3 wks.& x2 wks.aft. sympt. resolut. 

Candidias.prophylax: Adults: 50-400 mg once dly. bas. on risk profile. Pts.at high risk of system. infect. i.e. those anticipat.to have profound/ prolong. neutropen.have receiv.400 mg once dly. Commenc. ther.sev.days bef.anticipat.neutropen & contin. x7 days aft. neutrophil count rises above 1000 cells per mm3 Childr.over 4 wks: 3-12 mg/kg dly. depend.on extent & durat.of induc.neutropen.

Vag.candidiasis: Adults: 150 mg as sngl.oral dose.

Reduc.incid.of recurr.vag.candidias: Adults: 150 mg once monthly indiv.durat.which range from 4-12 mnths.

Candida balanitis: Adults: 150 mg as sngl.oral dos.

Derm.infects.eg.tinea pedis, corporis, cruris and candida infects: Adults: 150 mg once wkly. x2-4 wks. but up to 6 wks.for tinea pedis.

Tinea unguium: Adults:150 mg once wkly.x3-12 mnths until nail completely replac.

Children:

Safety & effic has not been est.in childr.for recur. vag.candidias./candida balanit./derm.infects. incl.tinea pedis, tinea corporis, tinea cruris, tinea unguium (onychomycosis) & derm.candid.infects.

Use in childr.4 wks.& younger: In 1st 2 wks.of life: Use same mg/kg dos.as for older childr.but admin. every 72 hrs. Wks. 3-4: Same dos.but every 48 hrs. Max.adult dos.(400 mg) should not be exceed. in childr.

Contraindications: Concom.cisapride, concom. terfenadine with multiple fluconazole dos.>400 mg / day, monit.multiple dos.ther.in ren.impairm., pregn. & breastfeed.

Side effects: GI disturbs., rash, headache, hepat. ren.& haematolog.funct.disturbs.partic.in pts.with ser. underly.dis.such as AIDS and Ca, CNS effs., alopec., bld.dyscras., allerg.reacts.incl.anaphylax., hypertriglyceridaem., hypercholesterolaem., hypokalaem., polyruia, thirst, intermenst.bleed., leukorrh., menorrhag., fem.sex.dysfunct., flush., malaise, rigors, fatig., abnorm.vis., taste pervers.

Special precautions: Monit.pts.receiv.concom. terfenadine at fluconazole dos.>400 mg/day, AIDS pts. more suscept.to cutan.reacts., IV infus.in pts. requir. Na+/fluid restsrict., imp.ren.funct., bleed. events report.with concom.warfar., incr.risk of theophyll. toxic., uveit.in pts.receiv.rifabutin, nephrotox. report.with tracrolimus, discont.ther. when pts.with syst.fung.infects.develop.bullous les./ erythema multiforme, concom.meds.metabol. by cytochrome P-450 system

Warnings: Monit.pts.develop.abnorm.liv.funct.for more serious hepat.injur.

Drug interactions: Prolongs prothromb.time in warfarin ther., prolongs serum half-life of oral sulphonylureas, incr.midazolam conc.partic.aft. oral admin., cyclospor.conc.grad.incr.aft.ren. transplantat., multiple hydrochlorothiazide dos. incr. fluconazole plasma conc., phenytoin/ rifabutin/ tacrolimus plasma conc.incr., theophyll. clear. reduc., rifampicin reduc.fluconazole plasma conc., incr.zidovudine plasma conc., incr. terfenadine conc.follow.high dos.fluconazole assoc. with ECG abnormalit., card.arrhythm.with cisapride, incr.plasma conc.of meds.metabol.by cytochrome P-450 system

 XE "Fungizone" FUNGIZONE, Equity [P/S]

Amphotericin-B.
Indications: Potent.life-threat.fung.infect. eg. cryptococcos./N.Americ.blastomycos./dissem. monilias./ coccidioidomycos./histo-plasmos./ mucormycos. (phycomycos.)/sporotrichos. & aspergillos. Poss.helpful in Americ. mucocutan. leishmanias. but not med.of choice in prim.ther.

(S4) IV INFUS, A/20.1.7/0150

727555-006: 50 mg, 1x10 ml, R157,70
For further details ref.to professional info.
 XE "Glenmark-Fluconazole" GLENMARK-FLUCONAZOLE, (Activo)
Glenmark [P/S]

Fluconazole

Indications: Adults: Cryptococ.meningit.in ment. alert pts.without loc.neurologic.signs & follow-up ther.aft. amphotericin B ther., maint.ther.to prev. cryptococ. dis.relapse in AIDS pts., system. candidias., oropharyng.& oesophag.candidias., fung. infect.prophylax.in pts.receiv.chemo and/or radiother., vag.candidias.ac./recurr.infects.& as prophylax. reduc.recurr.infect.incid., candidial. balanit., dermatomycos.incl.onychomycos.& derm. candida infects.

(S4) TABS, 42/20.2.2/0369, 0370, 0371

720857-001: 50 mg, 14, R154,72
720858-001: 150 mg, 1, R28,63
720859-001: 200 mg, 30, R610,80
Dosage: Adults:
Cryptococ.meningit: Init. 400 mg on 1st day, then 200-400 mg dly depend.on clinic.respons. Durat. usual.8 wks follow.amphotericin B ther.& 10 wks. for monother. Maint. to prevent.relapse in AIDS pts: 100-200 mg/day.

System.candidias: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend.on clinic./ mycolog.respons.which also determin. durat.

Oropharyng.candidias: 50-100 mg dly.x7-14 days/ long.in sev.immunocompromis.pts. To prev. relapse in AIDS pts: 150 mg once wkly.

Oesophag.candidias: 200 mg on 1st day follow. by 100-200 mg dly. Dos.up to 400 mg once dly may be used if no clinic. respons.aft.14 days on low. dos. Treatm.durat: at least 3 wks.& x2 wks.aft. sympt. resolv.

Fung.infect.prophylax.in cytotox.chemother. &/ radiat.ther: 50-400 mg dly.depend.on risk profile. Init.treatm.sev.days bef.neutropen.expect. & contin.x7 days aft.neutrophil count rises above 1 000 cells/mm3 

Vag.candidias: 150 mg as sngl.dos.
Recurr.vag.candidias: 150 mg as sngl. dos. once /mnth. Ther.dur.indiv. rang.from 4-12 mnths.

Candida balanit: 150 mg as sngl.dos.

Derm.infects.& derm.candida infects: 150 mg once/wk as sngl.dos. Treatm.durat. usual. 2-4 wks.except.tinea pedis poss.requir.up to 6 wks. ther. In onychomycos.ther.to cont.unt. infect. nail grows out & replac.with uninfect.nail.
Contraindications: Concom.cisapride, avoid concom. astemizole, pregn.(congenit.malformat. report), lactat., multidos.ther.in ren.impairm., hypersens. to other azole antifung., safety & effic. in childr.not est.for recur.vag.candidias./candida balanit. derm.infect.incl.tinea pedis/corpor. /cruris/ onychomycos./derm.candida infects.

Side effects: Ser.hepatotoxic.incl.fatalit.esp.in pts. with ser.underly.med.condits., angioed., skin reacts. incl.Stev.Johns.syndr./tox.epiderm. necrolys., bld.dyscras., CNS effs., headache, dizzin., seiz., hypokalaem., GI disturbs., hypercholesterolaem., hypertriglyceridaem., taste pervers., hepatotox., hepat.fail., hepatit., hepatocellul. necros., jaund., alopec., anaphylax., hyperton., abnorm.vis., vertigo, insomn., nervousn., fatig., rigors, malaise, hyperkines., fem. sex.dysfunct., intermenstr. bleed., menorrhag., leukorrh., polyur., flush., hepat./ren./haemotolog. funct.disturbs.

Warnings and special precautions: Pass.into breast milk, monit.pts.develop.abnorm.liv.funct.for more ser. hepat.injur., discont.ther.when S&S of liv.dis. devel., discont.ther.if pts.with syst./invas. fung. infects.devel.bullous les./erythema multiforme, concom.warfar./sulfonylurea hypoglycaem./ phenytoin/theophyll./zidovudine/ ciclospor./ midazolam & triazolam/rifabutin/ tacrolimus, monit.pts.with concom.nevirapine, monit. liv. funct.in contin.ther.long.than 1 mnth./ when S&S of liv.dysfunct.devel., underly.dis.e.g. AIDS/malign., elderly, imp.ren.funct.

Drug interactions: Incr.plasma conc.of meds. metabol. by cytochrome P-450 system, anticoag. effs.incr.with warfar., sulphonylur.hypoglycaem. plasma conc.poss.incr., decr.phenytoin metab.with poss. toxic., decr.theophyll.clear.lead.to poss. toxic., incr.zidovudine plasma conc., ser.life-threat. card. dysrhythm.incl.torsades de pointes with cisapride, signif.ciclospor.ser.conc.incr., incr. midazolam & triazolam/rifabutin/tacrolimus ser. conc., hydrochlorothiaz.incr.fluconazole plasma conc., rifampicin decr.fluconazole plasma conc., nevirapine expos.incr.by approx.100%.
 XE "Ivecas" IVECAS, Pharma Dynamics [P/S]

Caspofungin acetate equiv.to caspofungin

Indications: Empiric.ther.for presum. fung. infects. in febrile neutropen.pts., invas.candidias. incl.candidaem., oesophag/oropharyng.candidias. where IV ther.approp., invas.aspergillosis in pts refract./intol.to other ther.incl.amphotericin B/lipid formulat.of amphotericin B & itraconazole. 

(S4) POWD.FOR SOL.FOR INFUS, 50/20.2.2/1014, 1015

3003977-001: 50 mg, 1x vial, R1 125,00
3003979-001: 70 mg, 1x vial, R1 125,00
Dosage: Reconstit.& dilute bef.admin. Slow IV infus.over 1 hr.
Adults: Empiric.ther: Load.dos: 70 mg as sngl.dos. on day 1, follow.by 50 mg dly.thereaft. Durat.bas. on clinic. respons.cont.until neutropen.resolv. Treat fung.infect.min.14 days contin. for at least 7 days aft.neutropen.& sympts.resolv. If well tol.dly. dos.may be incr.to 70 mg if adeq. respons. not obt.

Invasive candidiasis: Load.dos.70 mg on day 1 foll.by 50 mg dly.thereaft. Durat.dictat.by clinic.& microbiolog.respon. Contin.for at least.14 days aft. last.posit.cult., pts.remain.persist.neutropen.may warrant longer ther.pend.neutropen.resolut. 

Oesophageal & oropharyngeal candidiasis: 50 mg dly.

Invasive Aspergillosis: 70 mg sngl load.dos.on day 1 foll.by 50 mg dly.thereaft. Durat.based on sev. of pts.underly.dis/ recov.from immuno-suppress. & clinic respons. Data suggest.incr.in dos.to 70 mg dly.of pts.not respond.to 50 mg dly.is well tol.but not adeq.stud.

Adults mod hep.impairm.: 70 mg sngl load.dos.on day 1 foll.by 35 mg dly.thereaft.
Paed.pts: Dos.in childr.& adolesc.(3 mnths.-17 yrs of age) based on body surf.area (ref.to prod. lit.for calc.) All indicats: Sngl.70 mg/m2 load.dos. (not exceed.act.dos.of 70 mg) admin.on day 1 follow. by 50 mg/m2 dly.thereaft.(not exceed.act. dos. of 70 mg dly). Indiv.treatm.durat.to each indicat. as describ.for each indicat.in adults. If 50 mg/m2 well tol.but not provid.adeq.clinic. response dly.dos.may be incr.to 70 mg/m2 (not exceed. act.dos. of 70 mg) if adeq.respons.not obt. Although incr.effic.with incr.in dos.not demonstrat.safety data suggest dos.well tol.
Contraindications: Not stud.in sev.hepat. insuff. 

Side effects: Freq: Anaem., decr.Hb/ haematocrit & WBC, hypokalaem., headache, phlebit., dyspn., N&V, diarrh., elev.liv. values, rash, prurit., erythema, hyperhidros., arthralg., pyrexia, chills, infus.site prurit., decr.bld.potass./-albumin, paeds.also incr.eosinoph.counts, headache, tachycard., thrombophlebit., flush., hypotens., elevat.AST/ ALT, rash, prurit., fever, chills,catheter site pain, decr.Na, hypomagnesaem., incr.gluc., decr./ incr.phosphor. Less freq: Thrombocytopen, coagulopathy, leucopen.& eosinophil. count incr., platel.count decr./ incr., lymphocyte.& neutrophil.count decr., WBC incr., fluid overload., hypomagnesaem., anorex., electrol. imbal., hyperglycaem., hypocalcaem., metabol. acidos., anx., disorientat., insomn., dizzin., dysgeus., paraesthes., somnol., trem., hypoesthes., ocul.icterus, blurr.vis., eyelid oed., incr. lacriminat., palpitat., disrhythm., atrial fibrillat., congest.card. fail., thrombophlebit., tachycard., hot flush, flush., hyper.-/hypotens., nas.congest., pharyngolaryng. pain, tachypn., bronchosp., cough, noct. paroxysm. dyspn., hypox., rales, wheez., abdom.pain incl. upper-, dry mouth, dyspeps., stomach discomf., abdom. distens., ascites, constipat., dysphag., flatul., cholestas., hepatomegaly, hyperbilirubinaem., jaund., abnorm.hepat.funct., hepatotoxic., liv. disord., incr.gamma-glutamyltransf., erythema multiforme, macul. rash, prurit.-, urticar., allerg.dermatit., gen.prurit., erythemat.rash, gen.rash, morbilliform rash, skin les., back pain, extremity pain, bone pain, musc.weakn., myalg., ren.fail., ac.ren. fail., pain, cathet.site pain, fatig., feel.hot/-cold, infus.site erythema./-indurat./-pain/-swell./-phlebit./-irritat./-rash/ -urticar./-erythema/-oed/-, periph. oed., tendern., chest discomf.& pain, fac.oed., body temp.changes, indurat., infus.site extravasat., malaise, oed., incr.bld.creatine, pos.red bld.cells, decr.total prot., prot.in urine, short./ prolong prothromb.time, decr./ incr.bld.Na, decr./incr. bld Cl, decr./ incr. bld phosphor., incr.bld urea, prolong.activat.part.thromboplastin time, decr.bld.bicarb., decr. bld.uric acid, bld.in urine, abnorm.breath sounds, decr. carbon.dioxid., incr. immunosuppress. med.lev., incr.INR, incr. urin.casts, posit.urine WBC, urine pH incr.Freq.unknown: Hypersens., swell., peripher.oed., pulmonar.oed., ARDS, radiograph.infiltrates, hep.dysfunct., TEN, SJS 

Special warnings and precautions: non-Candida yeast & non-Aspergill.moulds not covered as effic.not est., hist.of allerg.skin reacts.as poss.anaphylaxis/ histam.-mediated adverse reacts./ SJS/ TEN, monit.liv.enzym. closely with concom.ciclosporin, no clinic.evid.in sev.hepat.insuffic./ pts. with any degr.of hepat.insuffic., abnorm.LFTs for evid.of worsen. hepat. funct.& eval. risk-benef.of contin.ther.,contains sucrose, safety in pregn.& lactat.not est., driv./ perform. complicat. tasks till eff.est.

Interactions: Incr.AUC with ciclosporin, monit. bld.conc.of tacrolimus & adjust.dose if approp., conc.reduc.by med. clear.induc. eg.rifampicin/ efavirenz/ nevirapine/ phenytoin/ dexamethasone or carbamazep., concom.med.clear.induc.in pead pts. consid.dose of 70 mg/m2 daily.
 XE "Lamisil" LAMISIL, Novartis [P/S]

Terbinafine HCl

Indications: Fung.skin infect.caus.by dermatophyt., ringworm & yeast skin infect., onychomycos., tinea capitis in childr.

(S4) TABS, Z/20.2.2/185

792713-001: 250 mg, 14,

R1 000,64

Dosage: Childr: No data avail.for childr.und.2 yrs (<12 kg): Tinea capitis: Admin.once dly.x4wks. Childr.<20 kg: 62.5 mg . Childr.20-40 kg: 125 mg. Childr.>40 kg: 250 mg.

Adults: 250 mg 1xdly.until infect.clear. Tinea pedis: 2-6 wks., T corporis/ cruris: 2-4 wks, Tinea capitis: 4 wks. Cutan.candidias: 2-4 wks. In onychomycos.treat for 6 wks.-3 mnths.

Contraindications: Safety in pregn.not est., lactat., imp.liv.funct.

Side effects: V.common: GI sympts., headache, musculoskelet. reacts., non-serious skin reacts. Common: Depress., fatig., taste disturbs., dizzin., vis.impairm. Uncommon: Anaem., anxiety, para-/hypoesthes,, photosens.react., pyrex., tinnit., weight loss. Rare: Hepatobil. dysfunct., liv.fail., hepatit., jaund., cholestas,, incr. liv.enzymes. V.rare: Anaphylact. reacts., cutan./system SLE, erythema multiforme, Stevens-Johnson syndr., toxic epiderm. necrolys., AGEP, toxic skin erupt., dermatit.exfoliat., dermatit.bullous, psoriasiform eruptions/-exacerbat., alopec., neutropen., agranulocytos., thrombocytopen., pancytopen. Unknown: Anaphylact. reacts., serum sickness-like react., anosmia, hyposmia, drug rash w/ eosinophilia/system. sympts., hypoacusis, illness.resembl.influenza, incr. blood creatin.phosphokin., rhabdomyolys., vis.blurr./vis.acuity reduc., pancreatit.

Special warnings and precautions: Not act./insuffic. active against cutan./mucosal Candida infect. or cutan.pityriasis versicolor., chron./act.liv.dis., assess pre-exist.liv.dis., period.liv. funct.monitor. (after 4-6 wks.) recommend., discont.if unexplain. persist.naus./ anorex./ fatig./ vomit./ right upper abdomin.pain/ jaund./ dark urine./ pale stools occ. & eval. liv. funct.immed., discont.if progress.skin rash occ., exist.psoriasis/ lupus erythematos., monit. bld cells freq., ren. impairm. (creatin.clear <50 ml/min/ serum creatin. > 300 μmol/L),  monit. bld. count in immunodefic.pts. treat. > 6 wks., lact.intol.

Interactions: Plasma clear. accel. by meds. that induc. metabolism/ inhib. by meds. that inhib. cytochrom.P-450, Cimetidine decr.clear., Cmax & AUC incr by fluconazole, incr.expos.with ketoconazole/amiodarone, rifampic. incr.clear., clear.of IV caffeine decr., menstr.irregul.with OC’s, inhibit. CYP2D6 mediat.metabol., ciclospor.clear. incr., desipramine clear.decr., conv.extens. CYP2D6 metabolis. to poor metabolis.stat., clear.of ciclospor.incr., bioavailabil.mod. affect.by food.

 XE "Lamispor" LAMISPOR, Cipla Medpro [P/S]

Terbinafine HCl.

Indications: Fung.skin infect.caus.by Trichophyton, Microsporum canis & Epidermophyton floccosum, ringworm where oral ther. appropr. due to site/sev.of infect., onychomycos.

(S4) TABS, A40/20.2.2/0614

711778-001: 250 mg, 14, R349,08
Dosage: Adults: Usual recomm.dos: 250 mg once dly.

Treatm.durat.varies accord.to indicat.& sev. Tinea pedis: 2-6 wks. Tinea corporis: 4 wks., Tinea cruris: 2-4 wks. Onychomycos: 6 wks.-3 mnths.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est., not recomm.in childr.due to limit.data on use, use in chron./act.liv.dis.not recomm.

Side effects: Bld.dyscras., psych.disturbs., paraesthes., hypoaesthes., dizzin., vertigo, malaise, fatig., GI disturbs., taste loss/disturbs., hepato-bil.syst.disords., skin & subcut.tiss. disords. incl. Stev.-Johns.syndr.& tox.epiderm. necrolys., photosens., angioneurot.oed., psorias., arthralg., myalg.

Special precautions: Excret.in breast milk, imp. ren.funct., discont.in pres.of progress.skin rash and S&S indicat.of hepat.dysfunct., psorias. poss. exacerbat.

Drug interactions: Clear.accelerat.by meds. which induc.metabol., clear.inhib.by meds.which inhib. cytochrom.P-450, inhibits CYP2 D6-mediat. metabol., menstr.disturbs.with OC's.

 XE "Microcidal" MICROCIDAL, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Griseofulvin.

Indications: Mycot.dis.of skin, hair & nails due to Microsporum, Trichophyton/ Epidermophyton.
(S4) TABS. K/20.1.7/218, 219.

729566-005: 125 mg, 100, R188,70
729574-008: 500 mg, 30, R255,18
729574-016: 500 mg, 100, R850,60
Dosage: Admin.dly dose in 4 div.dos.with /aft. fatty meals. Cont.ther.until infect.tiss.replac.ie.skin & hair: 2-6 mnths/fingernails 6-9 mnths & toenails 1 yr.

Adults: 500 mg-1 g dly. Sev.infects: 1,5-2 g dly.for short period. Childr: 10 mg/kg bm dly.
Contraindications: Porphyr., liv.fail., pregn., 

Side effects: GI disturbs., bld.disords., skin rash, TEN, dry mouth, alt.taste, angioed., erythem.multiform, proteinur., candidias., paraesthes., photosens., headache, depress., confus., dizzin., insomn., fatig., hepatotoxic., periph.neurit.

Special warnings and precautions: Cross.placenta, embryo toxic & teratogen.in rats, male pts.not to father childr.within 6 mnths of treatm., SLE poss. precipitat. /aggrav., addit./alt.contracept.to oestrogen-containing OC’sx1 mnth.aft.stopp.ther., poss.penicill./penicillamine intol., lact.intol.
Interactions: Effs.of alcoh.enhanc., phenobarbit.decr.GI absorpt., dimin.eff.of oral anti-coag.& OC’s, reduc.salicylate plasma conc.
 XE "MSD-Caspofungin" MSD-CASPOFUNGIN, MSD [P/S]

Caspofungin anhydrous equiv.to caspofungin acetate

Indications: Adults: Empiric.ther.for presum. fung.infects. in febrile neutropen.pts., invas. Candidias. incl.candidaem., oesophag/oropharyng. candidias. where IV ther.approp., invas. aspergillosis in pts refract.to/intol.of other ther. incl amphotericin B, lipid formulat.of amphotericin B & itraconazole. Paed: Safety & effectiven.in pts. 3 mnths-17 yrs.support.by adult well-control.study evid./pharmacokinet.data & addit.data from prospect.stud.

(S4) LYOPHIL.POWD.FOR SOL.FOR INFUS, 45/20.2.2/0023, 0024 

723734-001: 50 mg/10 ml, sngl.vial, R1 130,00
723733-001: 70 mg/10 ml, sngl.vial, R1 130,00
Dosage: Slow IV infus.over 1 hr. Do not use any diluent.contain.dextr.or mix/co-infuse with other meds.
Adults:

Empiric.ther: Load.dos: 70 mg as sngl.dos. on day 1, follow.by 50 mg dly.thereaft. Durat.bas. on clinic. respons.cont.until neutropen.resolv. Treat pts. found to have fung.infect.min.x14 days contin. x7 days aft.neutropen.& sympts.resolv. If well tol. dly. dos.may be incr.to 70 mg if adeq.respons.not obt.

Invasive candidiasis: Load.dos.70 mg on day 1 foll.by 50 mg dly.thereaft. Durat.dictat.by clinic.& microbiolog.respon. Contin.for at least.14 days aft. last.posit.cult., pts.remain.persist.neutropen.may warrant longer ther.pend.resolut.

Oesophageal & oropharyngeal candidiasis: 50 mg dly.

Invasive Aspergillosis: 70 mg sngl load.dos. on day 1 foll.by 50 mg dly.thereaft. Durat.based on sev.of pts.underly.dis/recov.from immuno-suppress. & clinic respons. Dly.dos.incr.to 70 mg may be consid.if no evid.of clinic.respons.& ther. well tol.

Paeds: Dos. in childr.& adolesc.(3 mnths. - 17 yrs of age) based on body surf. area (ref.to prod.lit.for calc.)

All indicats: Sngl.70 mg/m2 load.dos.(not exceed. act. dos. of 70 mg) admin on day 1 follow.by 50 mg/m2 dly.thereaft.(not exceed. act. dos. of 70 mg dly). Indiv.treatm.durat.to each indicat.as describ. for each indicat.in adults. If 50 mg/m2well tol. dly.dos.may be incr.to 70 mg/m2 (not exceed. act. dos.of 70 mg) if adeq.respons.not obt.

Contraindications: Sev.hepat.insuff., paeds.with any degree of hepat.insuffic., safety & effic.in childr. < 3 mnths.not est., paeds.with endocardit./ osteomyelit./meningit.due to Candida, init.ther.for invas.aspergillos.in paeds., pregn.& lactat.

Side effects: Anaem., headache, loc.reacts., GI disords., skin reacts.incl.Stev.-Johns.syndr./tox. epiderm. necrolys., sweat., erythema, dyspn., tachycard., flush., fev., pain, chills, poss. histamine-mediat.sympts.incl.facial swell./ warmth. sensat.& brochosp., anaphylax., hepat. dysfunct., hypersens., swell.& periph.oed., elev. liv. enzyme levs., hypercalcaem., phlebit./ thrombophlebit., drug-relat.lab.abnormalities. Paed.also: hypotens.

Warnings and special precautions:. Std. monit. of tacrolimus bld.conc.& approp.dos. adjustm. recomm.for pts rec.both ther, long.course of ther.pend.resolut.of neutropen.in pts remain persistent. neutropenic, consid.dly.dos.of 70mg cancidas (Paeds: 70 mg/m2 dly not exceed.act. dly.dos. of 70 mg) with concom.metabol.induc. efavirenz/nevirapine/rifampcin/dexamethas./ phenytoin/carbamazepine, mod.hepat.insuff., discont.in case of anaphylax., monit.liv.enzym. closely with concom.cyclosporin, monit.pts. develop. abnorm.LFTs for evid.of worsen.hepat. funct. & eval.risk-benef.of contin.ther.

Drug interactions: 12 hr.bld.conc.of tacrolimus reduc., elev.liv.test val. & incr.AUC with cyclosporine, conc.reduc.by drug clear.induc.eg. efavirenz/nevirapine/phenytoin/dexamethasone or carbamazep.
 XE "Mycamine" MYCAMINE, Astellas 
Micafungin

Indications: Adults, adolesc.≥16 yrs.& elderly: Invas.candidias., oesophag.candidias.in pts.where IV ther.appropr., candida infect.prophylax.in allogen. haematopoiet.stem cell transplant./pts. expect. to have neutropen.(absolut.neutrophil count <500 cells/µl) for ≥ 10 days. 

Childr.(incl.neonat.) & adolesc.< 16 yrs.: Invas. candidias., Candida infect.prophylax.in allogen. haematopoiet.stem cell transplant./pts.expected to have neutropen. (absolut. neutrophil count <500 cells/µl) for ≥ 10 days.

(S4) SOL.FOR INFUS, 44/20.2.2/0639, 0640

721410-001: 50 mg, single vial, R1 126,15
721409-001: 100 mg, single vial, R2 252,31
Dosage: Slow IV infus.over 1 hr., do not mix/co-infus. with other medicin.products except those mention.in instructs.for reconstit.& dilut.(ref.to prod. lit.), treatm.to be init.by medic.practit. exper. in manag.fung.infect. 

Invas.candidias: Adults, adolesc ≥16 yrs.& elderly: Body weight >40 kg: 100 mg/ day. Body weight <40 kg: 2 mg/kg/day. If respon inadeq. dos. may be incr.to 200 mg/day in pts.weigh. >40 kg or 4 mg/kg/day in pts. <40 kg. Childr. ≥4 mnths up to adolesc < 16 yrs: Body weight >40 kg: 100 mg/ day. Body weight <40 kg: 2 mg/kg/day. If respon. inadeq.dos.may be incr.to 200 mg/day in pts.weigh. >40 kg or 4 mg/kg/day in pts. <40 kg. Childr. (incl. neonates) < 4 mnths: 4 -10 mg/kg/ day. If CNS infect.suspect.a high.dos.(e.g.10 mg/ kg) should be used. Safety & effic.in childr.incl. neonates) < 4 mnths of dos.of 4 & 10 mg/kg for treatm. of invas.candidias.with CNS involvem.not est. Treatm.duration: Minim.14 days. Cont.treatm. for at least 1 wk.aft.2 sequent.negat.bld.cultures & aft.resolut.of clinic.signs and sympts.

Oesophag.candidias: Adults, adolesc.≥16 yrs. & elderly: Body weight >40 kg: 150 mg/day. Body weight <40 kg: 3 mg/kg/day. Cont.treatm.for at least 1 wk.aft.resolut.of clinic. signs and sympts. 

Prophylax.of candida infect: Adults, adolesc. ≥16 yrs. & elderly: Body weight >40 kg: 50 mg/ day. Body weight <40 kg: 1 mg/kg/day. Childr.≥4 mnths. up to adolesc < 16 yrs: Body weight >40 kg: 50 mg/day. Body weight <40 kg: 1 mg/ kg/day. Childr. (incl. neonates)< 4 mnths: 2 mg/ kg/ day. Treatm.duration: Cont.treatm.for at least 1 wk. aft. neutrophil recov.
Contraindications: Hypersens.to other echinocandins, pregn.& lactat.

Side effects: Common: Leucopen., neutropen., anaem., hypokalaem., hypomagnesaem., hypocalcaem., headache, phlebit., N&V, diarrh., abdom. pain, incr.bld.alkaline phosphat./aspart. aminotransfer./ alanine aminotransfer./bilirub., abnorm. LFT, rash, pyrex., rigors. Uncommon: Pancytopen., thrombocytopen., eosinophil., hypoalbuminaem., anaphylact.react., hypersens., hyperhidros., hyponatraem., hyperkalaem., hypophosphataem., anorex., insomn., anx., confus., somnol., trem., dizzin., dysgeus., tachycard., palpitats., bradycard., hypotens., hypertens., flush., dyspn., dyspeps., constip., hepat.fail., inc. gammaglutamyltransfer., jaund., cholestas., hepatomeg., hepatit., urticar., prurit., eryth., incr. bld. creatin., incr.bld.urea, aggravat.ren.fail., inj. site thrombos./pain, infus.site inflammat., periph. oed. Rare: Haemolyt.anaem., haemolys. Unknown: Dissemin.IV coagulat., shock; hepatocell. damage incl.fatal., tox.skin erupt., eryth. multiforme, Stev.-John.syndr., tox.epiderm. necrolys., ren.impairm./ac.ren.fail.

Warnings and special precautions:. Consid. potent. risk for develop.liv.tumours bef.use, use only if other antifung.not appropr., monit.liv.fuct. careful. dur.treatm., early discontinuat.recomm.in pres. of signif.& persist. ALT/AST elev.to minimise risk of adapt.regenerat.& potential.subseq.liv. tumour format., conduct treatm.on risk/benef. basis partic.in sev.liv.funct.impairm./chron.liv.dis. known to repres.preneoplast.condits./pts.receiv. concom. ther.incl.hepatotox.&/genotox.propert., sev. hepat.insuffic., limit.exper.in pts.< 2 yrs., paed. pts. <1 yr.poss.more prone to liv.injur., discont. & admin.appropr.treatm.if anaphylact. reacts. incl.shock occur., monit.pts.closely if rash dev. & discontin.if les.progress., monit.pts.with clinic./ laborat.evid.of haemolys closely for evid.of worsen. & eval.risk/benef.of cont.ther., monit.pts for worsen.of ren.funct., incid.of some adverse reacts. high.in paeds.than in adults., male fertility potent. affect., reproduct.& testicul.toxic.in anim. stud., lact. intol. monit.for sirolimus toxicit.with concom. admin & adjust.dos.if req.

Drug interactions: Incr.AUC of concom. itraconaz. / sirolimus & nifedipine.

See also MDR page 178.
 XE "Mycorest" MYCOREST, Zydus [P/S]

Fluconazole

Indications: Adults: Cryptococ.meningit.in ment. alert pts.without local.neurologic.signs & follow-up ther.aft.amphotericin B ther., maint.ther.to prev. cryptococ.dis.relapse in AIDS pts., system. candidias., oropharyng.& oesophag.candidias., fung. infect.prophylax.in pts.receiv.chemo and/or radiother., ac./recurr.vag.candidias.& prophylax.to reduc.recurr.infect.incid., candid.balanit., dermatomycos. incl.tinea corpor./tinea cruris/tinea pedis/tinea unguium (onychomycos.) & derm. candida infects.

Childr: Cryptococ.meningit.in ment.alert pts. without local.neurologic.signs & follow-up ther.aft. amphotericin B ther., maint.ther.to prev.cryptococ. dis. relapse in AIDS pts., system.candidias., oropharyng. & oesophag.candidias., candidias. prophylax.in pts.receiv.cytotox.chemo and/or radiother.

(S4) CAPS, 39/20.2.2/0534, 40/20.2.2/0438

711530-001: 150 mg, 1, R16,25
720045-001: 200 mg, 30, R479,31
Dosage: Cryptococc.meningit: Adults: Init. 400 mg on 1st day, then 200-400 mg dly depend.on clinic. respons. Durat.bas.on clinic.mycologic. respons., usual.8 wks follow.amphotericin B ther. & 10 wks.for monother. Childr. > 4 wks. of age: 6 mg/kg/day - 12 mg/kg/day depend.on sever.of infect.

Maint. to prevent.cryptococc.meningit relapse in AIDS pts: Adults: 100- 200 mg/day.

System.candidias: Adults: 1st day 400 mg, then 200 mg dly. Dos.may be incr.to 400 mg dly.depend. on clinic.respons. Childr. > 4 wks. of age: 6 mg/ kg/day - 12 mg/kg/day depend. on sever.of infect. Durat.bas.on clinic.& mycologic.respons.

Oropharyngeal candidias: Adults: 50 mg–100 mg dly.for 7-14 days. Sev. immunocompromis. pts. may req.long.treatm.period. Relaps.prevent.in AIDS pts: 150 mg once wkly. Childr. > 4 wks.of age:  1st day 6 mg/kg/day, then 3 mg/kg 1 x dly. Treatm. durat. at least 2 wks.to decr.risk of relapse.

Oesophag.candidias.: Adults: 200 mg on 1st day follow. by 100-200 mg dly. Dos.up to 400 mg once dly may be used if no clinic.respons.aft.14 days on low. dos. Treatm.durat.3 wks.& x2 wks.aft.sympt. resolv. Childr. > 4 wks. of age:  1st day 6 mg/kg/ day, then 3 mg/kg 1 x dly. Dos.may be incr.to 12 mg/ kg/day bas.on pts condit & respons.to med. Treatm.durat.3 wks.& x2 wks.aft.sympt. resolv.
Fung.infect.prophylax.in cytotox.chemother. &/ radiat.ther: Adults: 50 mg-400 mg dly.depend. on risk profile. Treatm.to be init.sev.days bef. neutropen. onset expect.& contin.x7 days aft. neutrophil count rises above 1 000 cells/mm3. Childr. > 4 wks.of age: 3-12 mg/kg/day depend.on extent & durat.of the induc.neutropen.

Vag.candidiasis: Adults: 150 mg as sngl.dos.

Recurr.vag.candidias: Adults: 150 mg as sngl. dos. once mnthly. Indiv.durat.which range from 4-12 mnths.

Candida balanitis: Adults: 150 mg as sngl.dos.

Derm.infects.eg.tinea pedis/corporis/cruris /unguium and candida infects: Adults: 150 mg as sngl.dos.once wkly.x2-4 wks.usuall.but up to 6 wks.may be requir.for tinea pedis.

Tinea unguium: Treatm.to contin.until nail grown out & replac.with uninfect.nail. 3-6 mnths gener. requir.for fingern.re-growth, toenails 6-12 mnths.

For infts. < 2 wks.of age the above childr.dos. should be used but only giv.once every 72 hrs. For infts. aged 2-4 wks.the dos.should be giv.every 48 hrs. Max.adult dly dos.not to be exceed.in childr.

Contraindications: Other azole antifung. hypersens., co-admin.terfenadine in pts.receiv. multi. dos.of MYCOREST in dos.≥ 400 mg/day, concom. cisapride/astemizole, avoid in pregn., lactat., multi.dos.ther.in pts.with ren.impairm., safety & effic.in childr.not est.for follow.condits: recurr. vag.candidias./candida balanit./derm. infects. incl.tinea pedis/corpor./cruris/unguium & derm. candida infects.

Side effects: Freq: Headache, N&V, abdom.pain, diarrh., flatul., hepatotox., rash. Less freq: Leucopen., neutropen., agranulocytos., trombocytopen., dizzin., vertigo, seiz., insomn., nervousn., fatig., rigors, malaise, hyperkines., hypokalaem., hypercholesterolaem., hypertriglyceridaem., taste pervers., dyspeps., thirst, fem.sex.dysfunct., intermenstr.bleed., menorrhag., leukorrh., polyur., hepat.fail., hepatit., hepatocellul. necros., jaund., hyperton., abnorm. vis., alopec., urticar., dry skin, abnorm.odour, exfoliat. cutan.reacts.incl.Stev.-Johns.syndr./tox. epiderm.necrolys., anaphylax., flush.

Warnings and special precautions: Monit.pts. develop.abnorm.liv.funct.for more ser.hepat.injur., discont. ther.when S&S consist.with liv.dis./ bullous les./erythema multiform.devel., AIDS pts. more prone to develop. sev.cutan.reacts., monit. prothromb. time with concom.warfar., monit.bld. gluc. with sulfonylur., poss.phenytoin toxic., monit. theophyll./ciclospor.conc., avoid concom. astemizole, incr.uveit.risk with concom.rifabutin, concom. zivodine/midazolam/triazolam, monit. pts.with concom.nevirapine., monit.concom. terfenadine if co-admin.(< 400mg fluconazole) consid. essential, pass.into breast milk, poss. congenit.malformat.in pregn., ren.funct.impairm., monit. liv.funct.per.in contin.ther.long.than 1 mnth./ if S&S of liv.dysfunct.devel., pts.with underly. dis.incl.AIDS/malign., AIDS pts.with cryptococc. meningit./recurr.oropharyng. candidias. requir.maint.ther.to prev.relapse.

Interactions: Incr.plasma conc.of meds.metabol. by cytochrome P-450 syst., prolongs prothromb. time in warfarin ther., plasma conc.of sulphonylur. hypoglycaem. incr., incr.phenytoin/zidovudine plasma conc., decr.theophyll.clear.& incr.conc./ poss. toxic., interact.with astemizole, incr. cisapride conc.with poss.incr.life-threat. card. arrhythm.risk, clinic.signif.ciclospor.ser.conc.incr., rifabutin/tacrolimus conc.incr., incr.midazolam & triazolam ser.conc.esp.aft.oral fluconaz.admin., incr. plasma conc.with hydrochlorothiaz., decr. conc. with rifampicin, nevirapine expos.incr.by approx.100%.

 XE "Mylan Terbinafine" MYLAN TERBINAFINE, (Mylan) Xixia [P/S]

Terbinafine HCl.

Indications: Fung.skin infect.caus.by Trichophyton, Microsporum canis & Epidermophyton, ringworm where oral ther. appropr. due to site/sev.of infect., onychomycos.

(S4) TABS, A38/20.2.2/0691

705114-001: 250 mg, 14, R343,14
Dosage: 250 mg once dly.

Treatm.durat.varies accord.to indicat.& sev. Tinea pedis: 2-6 wks. Tinea corporis: 4 wks., Tinea cruris: 2-4 wks. Onychomycos: 6 wks.-3 mnths.
Contraindications: Imp.liv.funct., safety in pregn. not est., lactat., limit.data on use in childr. theref.not recomm., use in chron./act.liv.dis.not recomm.

Side effects: Bld.dyscras., CNS effs., psych. disturbs., GI disturbs., hepato-bil.disords., arthralg., myalg., skin reacts.incl. Stevens-Johnson syndr.& tox.epiderm.necrolys., photosens., angioneurot.oed.

Special precautions: Excret.in breast milk, chron. liv.dysfunct. /imp. ren.funct., psorias.

Drug interactions: Clear.accelerat.by meds. which induc.metabol., inhib.by meds.which inhib. cytochrom.P-450, inhibits CYP2 D6 -mediat. metabol., menstr.disturbs.with OC's.

 XE "Noxafil " NOXAFIL, MSD

Posaconazole

Indications: Oesophag.candidias./ candidemia in pts.refract.to antifung.agents (amphotericin B/ fluconazole/ itraconazole) with dis.progress./no improv. after min.7 days of prior therapeutdos.(refractoriness), invas. aspergillos.in pts.refract./ intol.to amphotericin B/ itraconazole/ voriconazole with dis. progress./no improv.after min.7 days of prior therapeut.dos., fuasariosis/ zygomycosis/ cryptococcosis/ chromoblastomycosis/ mycetoma in pts.refract.to other ther./ intoler.of oth.ther., coccidioidomycosis., prophylax.of invas.fungal infects.in high-risk pts. eg. those with prolong. neutropenia/ haematopoiet. stem cell transplant (HSCT) recips. NOXAFIL Oral Suspens. also:  Oropharyng.candidias. in pts. ≥ 13 yrs incl.in pts. refract.to itraconazole & fluconazole.

(S4) TABS, 50/20.3/1111

3005303-001: 100 mg, 24, R9 471,92
Dosage: Tablets & oral susp.are not to be used interchangeably. Follow dos.recommend. for each formul.

Prophylax.of Invas.Fungal Infects.: Load.dos.of 300 mg (3x 100 mg tabs) 2x/day on day 1, then 300 mg 1x/day. Durat.based on recov.from neutropenia/ immunosuppress. For pts. with ac.myelogenous leukaem./ myelodysplast. syndr. start sev. days bef. anticipat.onset of neutropen. & contin. for 7 days after neutrophil count rises > 500 cells/mm3.

Refract. Invas. Fungal Infects./IFI pts.intoler. to 1st line ther./ Coccidioidomycos. & refract. Oesophag. Candidiasis: Load. dose of 300 mg 2x/day on day 1, then 300 mg 1x/day. Durat.based on dis.sever., recov. from immunosuppress. & clinic. resp.

(S4) ORAL SUSP, 41/20.3/0719

715049-001: 40 mg/ml, 105 ml, R7 673,72
Dosage: Tablets & oral susp.are not to be used interchangeably; Follow dos.recommend. for each formul; admin.with meal/ 240 mL of a nutrition.supplem.; Incr.total dly dos.of oral suspens. > 800 mg does not furth.enhance expos.

Standard dos.: Refract. Invas.Fungal Infects./IFI intoler.pts./ Coccidioidomycos.: 400 mg (10 mL) 2x/day. If pt.cannot tolerate meal/ nutrition.supplem.200 mg (5 mL) 4x/day. Durat.based on dis.sever., recov.from immunosuppress.& clinic. resp.

Oropharyng. Candidias.: Load. dos.of 200 mg (5 mL) 1x/day on day 1, then 100 mg (2.5 mL) 1x/day for 13 days.

Refract. Oropharyng/ Oesophag.Candidias.: 400 mg (10 mL) 2x/day. Durat.based on dis.sever.& clinic.resp.

Prophylax.of Invas. Fungal Infects.: 200 mg (5 mL) 3x/day. Durat based on recov. from neutropen./ immunosuppress.

Contraindications: Co-admin.with CYP3A4 substr.(terfenadine/ astemizole/ cisapride, pimozide/ quinidine) due to risk of QT prolong.& torsade de pointes, co-admin.with ergot alkaloids (risk of ergotism), co-admin.with HMG-CoA reductase inhibitors metabol.through CYP3A4 (risk of rhabdomyolysis)., pregn.& lactat., S&E in adolesc.& childr. <13 yrs.not est.

Side effects: Comm: Neutrop., anorex., electr.imbal., hypokal., dizz., headach., paraesth., somnol., abdom. pain, diarrh., dyspeps., flatul., dry mouth, N&V, constip., elev.LFT(incl.AST, ALT, alk.phosphat., GGT, bilirub.), rash, prurit., asthen., fatig., pyrex. Freq.unknown: Pseudoaldosteronism.
Special warnings and precautions: Caut.in pts.with hypersens. to other azoles, monit.for hep.toxic. (eg. elev.in ALT, AST, alkaline phosphat., total bilirub. &/or clinic.hepatit.), avoid co-admin.with meds known to prolong QTc interv.& metabolis.through CYP3A4, correct electrol.disturb. involv.K/ Mg/ Ca lvls bef.& dur.ther., avoid concurr. admin. with vincristine due to risk of neurotox.& other serious advers.react. (eg.seiz., peripher. neuropathy, SIADH, paralyt.ileus) unless no altern.antifung.options, not suitab.for pts. with rare glucose-galactose malabsorpt., reduc.dos.of concomit.ciclospor./ tacrolimus/ sirolimus, monit.bld.lev of ciclospor./ tacrolimus/ sirolimus/ rifabutin/ digox.dur.co-admin., dos.adjustm of benzodiazepin./ CCB metabolis.by CYP3A4 poss.req. dur.co-admin. Oral suspens.: Avoid concomit.H2 recept.antagon.& PPIs

Interactions: Rifabutin & phenytoin decr. Cmax & AUC, oral Susp. Cmax & AUC decr. with cimetidine & esomeprazole due to reduc.absorpt., metoclopramide decr.plasma conc. when giv.with oral Susp., efavirenz/ fosamprenavir decr. Cmax & AUC, posaconazole inhib.CYP3A4 & may incr. plasma lev.of drugs metabolis.through this enzym., plasma conc.of ergot alkaloids/ vincristine/ vinblastine incr., ciclosporin conc.incr., tacrolimus Cmax & AUC incr., sirolimus Cmax & AUC signific/ incr., rifabutin Cmax & AUC incr., midazolam Cmax & AUC incr. & mean termin.half-life prolong., HIV protease inhibit.Cmax & AUC incr., digoxin plasma conc. may incr.

 XE "Nystacid" NYSTACID ORAL SUSPENSION, (Aspen Pharmacare: Consumer) Pharmacare [P/S]

Nystatin
Indications: Prevent.& treatm. of candidal infects.of oral cavity.

(S2) SUSP. R/20.1.7/316. 100 000 u/ml.

835285-006: 20 ml, R43,28
Dosage: Adults & childr: 1-2 ml 4xdly,held in mouth for a time bef.swallow, may be incr.to 4-6 ml 4xdly.for sev.infects. Infts: 1-2 ml 4xdly. Newborn prophylax: 1 ml dly.
Side effects: N&V, diarrh.

 XE "Terbane" TERBANE, Sandoz [P/S]

Terbinafine HCl.

Indications: Fung.skin infect.caus.by Trichophyton spp., Microsporum canis & Epidermophyton floccosum, ringworm where oral ther. appropr. due to site/sev.of infect., onychomycos.

(S4) TABS, A38/20.2.2/0397

706757-001: 250 mg, 14, R352,26
Dosage: 250 mg once dly.

Treatm.durat.varies accord.to indicat.& sev. Tinea pedis: 2-6 wks. Tinea corporis: 4 wks., Tinea cruris: 2-4 wks. Onychomycos: 6 wks.-3 mnths.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est., limit.data on use in childr.theref. not recomm., use in chron./act.liv.dis.not recomm.

Side effects: Freq: Decr.appetite, headache, dysgeus.incl.agus., feel.of fulln., abdom.distens./-pain, dyspeps., naus., diarrh., rash, urticar., arthral., myalg. Less freq: Anaphylactoid reacts., cutan.& syst.lupus erythematos., paraesthes., hypoaesthes., dizzin., vertigo, ser.hepat.dysfunct., incl.hepat.fail.some fatal/req.liv.transplant, incr. hepat.enzym., jaund., cholestas., hepatit., Stev. Johns.syndr., tox.epiderm.necrolys., erythema multiforme, tox.skin erupt., exfoliat.dermatit., bull. dermat., photosens., alopec., psoriasiform erupt., psorias.exacerbat., decr.weight second.to dysgeus. Not known: Anaphylact.react., ser.sickn.-like react., anx., depress.sympts., anosm.incl.perman anosm., hyposm., vis.impairm., blurr.vis., reduc.vis.acuity, hypoacus., imp.hear., tinnit., vasculit., pancreatit., ser.skin reacts.(DRESS)

Special warnings and precautions: Liv.funct. test bef.prescrib.& aft.4-6 wks.treatm., assessm.of pre-exist.liv.dis., discont.immedi.if LFT elev., ser. underly.syst.condits.pres.in majority of liv.fail. reports, pts. to report any S&S of liv.dysfunct.& discont.treatm.& immed.liv.funct.evaluat., therapeut. use not recomm.in chron./act.liv.dis., discont.in pres.of progress.skin rash, pre-exist. psorias.poss.exacerbat., poss.regim.change/ discont.if bld.dyscras.occur, not recomm.if creatin.clear.<50 ml/min., lupus erythematos., excret.in breast milk.
Interactions: Clear.accelerat.by meds.which induc. metabol., clear.inhib.by meds.which inhib. cytochrom.P-450, cimetid.decr.clear., incr.expos. with concom.meds.inhibit.CYP2C9 & CYP3A4 enzym., rifampic.incr.clear., clear.of IV caffeine decr., CYP2D6-mediat.cmpds.metabol.inhibit. (eg.TCA’s, beta-block./SSRI’s /antiarrhythm.& MAOI type-B), desipram.clear.decr., menstr. disturbs. with OC's, ciclospor.clear.incr., INR/ prothromb.time changes with warfar.

 XE "Terbi-clear" TERBI-CLEAR, Activo [P/S]

Terbinafine HCl.
Indications: Fung.skin infect.caus.by Trichophyton, Microsporum canis & Epidermophyton floccosum, ringworm where oral ther. appropr.due to site/sev.of infect., onychomycos.

(S4) TABS. 42/20.2.2/0446

714868-001: 250 mg, 14, R361,03
Dosage: 250 mg once dly. Tinea pedis: 2-6 wks., T corporis: 4 wks, T cruris: 2-4 wks. In onychomycos. treat for 6 wks.-3 mnths. Childr: Data limit.theref. not recomm.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est.

Side effects: Freq: Dyspeps., fullness, anorex., naus., abdom.pain, taste loss & disturb., jaund., cholestas., hepatit., arthralg., myalg. Less freq.: Headache, psych.disturbs., para-/hypoaesthes., dizzin., vertigo, malaise, fatig., skin reacts.incl. Stev.- Johns. syndr./tox.epiderm.necrolys., rash, urticar., photosens., angioneurot.oed., neutrop., thrombocytopen., agranulocytos.
Warnings and special precautions: Imp.ren. funct., discont.in case of S&S indicat.of hepat. dysfunct. & progress.skin rash, clear.reduc.in pre-exist. liv.dis., not recomm.in childr.due to limit. data, use not recomm.in chron./act.liv.dis., psorias. poss.exacerbat., excret.in breast milk., discont.if progress.skin rash/hepat.dysfunct.occ.
Interactions: Clear.accelerat.by meds.which induc. metabol.eg.rifampic., clear.inhibit.by meds. inhibit. cytochrome P450 eg.cimetid., inhibits CYP2D6 -mediat.metabol.eg.TCA’s/beta-block./ SSRI’s & MAOI type B, menstr.irregul.with OC's.

 XE "Terbicil" TERBICIL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Terbinafine HCl.

Indications: Ringworm where oral ther.appropr. due to site/sev.of infect., onychomycos.

(S4) TABS, A38/20.2.2/0484

705430-001: 250 mg, 14, R531,42
Dosage: 250 mg once dly.

Treatm.durat.varies accord.to indicat.& sev. Tinea pedis: 2-6 wks. Tinea corporis: 4 wks., Tinea cruris: 2-4 wks. Onychomycos: 6 wks.-3 mnths.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est.

Side effects: Freq: Dyspeps., fulln., loss of appetite, naus., mild abdom.pain, diarrh., headache, rash, urticar. Less freq: Depress., anx., paraesthes., hypoaesthes., dizzin., vertigo, malaise, fatig., Stev.-Johns.syndr., tox. epiderm. necrolys., photosens., angioneurot.oed., psorias., discont.if progress.skin rash occurs, jaund., cholestas., hepatit., neutropen., thrombocytopen., agranulcytos., arthralg., myalg.

Warnings and special precautions: Discont. in pres. of S&S indicat.of liv.dysfunct., use in chron./act. liv.dis.not recomm., psorias.poss. exacerbat., excret.in breast milk, complete resolut. of S&S poss.only sev.wks.aft.mycologic. cure, limit.data with childr.theref.not recomm., elderly, imp.ren.funct.

Interactions: Clear.accelerat.by meds. which induc.metabol., clear.inhib.by meds.which inhib. cytochrom.P-450, inhibits CYP2 D6 -mediat. metabol., menstr.disturbs.with OC's.

 XE "Terbinafine Unicorn" TERBINAFINE UNICORN 250, (Unicorn) Sandoz [P/S]

Terbinafine HCl.

Indications: Fung.skin infect.caus.by Trichophyton spp., Microsporum canis & Epidermophyton floccosum, ringworm where oral ther. appropr.due to site/sev./extent of infect., onychomycos.

(S4) TABS, A38/20.2.2/0395

719135-001: 250mg, 14, R340,35
Dosage: 250 mg once dly.

Treatm.durat.varies accord.to indicat.& sev. Tinea pedis: 2-6 wks. Tinea corporis: 4 wks., Tinea cruris: 2-4 wks. Onychomycos: 6 wks.-3 mnths.
Contraindications: Imp.liv.funct., safety in pregn. & lactat.not est., limit.data on use in childr.theref. not recomm., use in chron./act.liv.dis.not recomm.

Side-effects: GI disturbs., psych.disturbs., CNS disturbs, paraesthes., hypoasthes., dizzin., vertigo, malaise, fatig., skin & subcutan.tiss.disords.incl. Stev.-John.syndr.& tox.epiderm.necrolys., photosens., angioneurot.oed., psorias., hepato-bil. disords., neutropen., thrombocytopen., agranulocytos., musculoskelet.disords.incl. arthralg., myalg., cholestas., hepatit.

Special precautions: Excret.in breast milk, imp. liv./ ren.funct., discont.in pres.of S&S indicat.of liv dysfunct., psorias.poss.exacerbat., complete S&S resolut.poss.occur.only sev.wks.aft.mycologic.cure.

Drug interactions: Clear.acceler.by meds.which induc.metabol., clear.inhib.by meds.which inhib. cytochrom.P-450, inhibits CYP2D6-mediat. metabol.(eg.TCA’s, beta-block./SSRI’s & MAO-B inhibit.), menstr.disturbs.with OC's.
 XE "VFend" VFEND, Pfizer [P/S] 
Voriconazole

Indications: Invas.aspergillosis, ser.invas. Candida spp.(incl.C krusei) infects., ser. Scedosporium spp & Fusarium spp.fung.infects., prevent.of fung.infect.breakthrough in febrile high-risk pts.where liposomal amphotericin B cannot be used., prophylax.of invas.fungal infect.in high-risk allogen.haematopoiet. stem cell transpl.recipts.

(S4) IV SOL.FOR INFUS, [P/S] 36/20.1.7/0108

700856-001: 200 mg, sngl.vial, R1 291,05
(S4) TABS, [P/S] 36/20.1.7/0106, 0107

700832-001: 50 mg, 14, R1 668,73
700845-001: 200 mg, 28, R13 351,85
Dosage: Admin.tabs.1 hr.prior/1 hr aft.meals.

IV infus: Not for bolus inj. Reconstit.& add to compat. infus.sol.to obt.fin.sol.contain.0,5-5 mg/ml where appropr.& admin.at max.rate of 3 mg/kg/hr. over 1-2 hrs. Incompat.with 4,2% sod.bic. Treatm. durat. depend.on clinic.& mycologic.respon. Range from 12 wks-6 months. Init.ther.at specif.load. dos.regim.by either IV/oral route to achieve plasma conc.close to steady state on Day 1. On basis of high oral bioavail. switch betw.IV & oral admin.is appropr.as clicincally indicat.

Adults & adolesc.12-16 yrs: 
Load.dos: IV: 6 mg/kg 12 hrlyx24 hrs. Oral: Pts 40 kg & above: 400 mg 12 hrly.x24 hrs. Pts.<40 kg: 200 mg 12 hrly x24 hrs.

Maint.dos.(aft.1st 24 hrs): Prophylax.of invas. fungal infects./Breakthrough infect. prevent.: IV: 3 mg/kg 12 hrly. Oral: Pts 40 kg & above: 200 mg 12 hrly. Pts.<40 kg: 100 mg 12 hrly. Invas.aspergillosis, ser.Candida/ Scedosporium & Fusarium infects: IV: 4 mg/kg 12 hrly. Oral: Pts 40 kg & above: 200 mg 12 hrly. Pts.<40 kg: 100 mg 12 hrly.

Dosage adjustm: If respons.inadeq.incr.IV maint. dos.to 4 mg/kg 12 hrly and oral maint.dos.may be incr.to 300 mg 12 hrly. Pts.<40 kg incr.oral maint. dos.to 150 mg 2x/day. If pts.unable to tol.high.dos. reduc.dos.to origin.maint.doses. Reduc.oral maint. dos.by 50 mg steps to orig.maint.dos.

Concom.phenytoin: Only if benefit outweighs risk. IV maint.dos.to be incr.to 5 mg/kg 12 hrly. Oral maint.dos.to be incr.from 200 mg to 400 mg 12 hrly and in pts.<40 kg from 100 mg to 200 mg 12 hrly

Concom.efavirenz: Incr.maint.dos.to 400 mg 12 hrly. Efavirenz dos.decr.to 300 mg once dly.

Propylaxis (adults & childr.): Prophylax.to be initiat.on day of transpl.&may be admin.for up to 100 days./may only be contin.up to 180 days aft.transpl.in case of contin.immunosuppress./ graft vs host dis. Recom.dos.regim.same as for treatm.in respect. age groups. Safet./effic.for longer than 180 days not adequat.stud.

Childr.2-12 yrs: 

Limit.data avail. Follow.regimen used. If child is able to swall.tabs.admin.dos.to near.mg/kg dos.poss.using whole 50 mg tabs. 

Load.dos: IV : 6 mg/kg 12 hrly.x1st 24 hrs. Oral: 6 mg/kg 12 hrly.x1st 24 hrs.

Maint.dos.(aft.1st 24 hrs): IV: 4 mg/kg 12 hrly. Oral: 4 mg/kg 12 hrly.
Contraindications: Concom.CYP3A4 substrates terfenadine/astemizole/cisapride/pimozide & quinidine as incr.conc.may lead to QTc prolongat. & rare occur.of torsade de pointes, concom. rifampicin/ carbamazepine/phenobarbital/high dos.ritonavir/ergot alkaloids/sirolimus/rifabutin/ St.John’s Wort/ naloxegol/ lurasidone, concom. efavirenz dos.≥ 400 mg dly., contraindicat.with init.& dos.titrat.of ventoclax, safety & effic.in childr.< 2 yrs.not est., pts. with prolong.QT syndr., meds.known.to prolong QT interv., heredit.lact. intol./ Lapp lact.defic/gluc-galactose malabsorpt., pregn.& lactat., sev. hepat. impairm., not studied in sev.chron.hepat.cirrhos.

Side effects: V.comm: Periph.oed., headache, vis.impairm., diarrh., vomit., abdom.pain, naus., abnorm.liv.funct., rash, pyrex. Common: Sinusit., agranulocytosis, pancytopen., thrombocytopen., leukopen., anaem., hypoglycaem., hypokalem., depres., hallucinat., anx., insomn., agitat., confus. state, syncope, trem., hyperton., paraesthes., somnol., dizzin., retin.hemorragh., supraventric./ atrial dysrhythm., tachyrhthm., bradycard/, hypotens., phlebit., thrombophlebit., ac.resp. distress syndr., pulm.oed., cheilit., dyspeps., constip., gingivit., gastroenterit., jaund., cholestat. jaund., hepatit., exfoliat.dermatit., alopec., purpura, maculo-papul.rash, prurit., photosens. skin react., back pain, ac.ren.fail., haematur., chest pain, fac.oed., asthen., chills, inj.site reacts., influenza-like illn., incr.creatin. Uncommon: Pseudomembran.colit., bone marrow fail., lymphadenpathy., eosinophil., disseminat. IV. coagulat., hypersens., anaphylact,react., adrenal cortex insuff., hypothyroidism, brain oed., encephalopathy, extrapyramid.disord., periph. neuropathy., atax., hypoaesth., dysgeus., nystagmus, optic nerve disord., vertigo, tinnit. ventric. fibrillat./ extrasyst./ dysrythm./tachycard., prolong. QT interv., supraventricul.tachycard., lymphangit., peritonit., pancreatit., swoll.tongue, duodenit., glossit., hepat.fail., hepatomeg., cholecystit., cholelithias, Stev.-Johns.syndr, urticar., eczema, psorias., drug erupt., arthrit., ren. tubular necros., proteinur., nephrit., incr.bld.uraem, hypercholesterolaem. Rare: Hyperthyroid., hepat. encephalop., Guillain-Barré syndr., optic atrophy, corneal opac., Torsades de Pointes, AV compl. block, bundle branch block, nod.rhythm, tox. epiderm. necrolys., angioed., pseudoporphyr., eryth.multiforme, discoid lupus erythemat. Post market: Hyponatraem., squamous cell Ca (incl.cutaneous SCC in situ/ Bowen’s dis.), cutan. lupus erythematos., drug react.with eosinophil.& syst.sympts.

Warnings and special precautions: Monit.ren. funct., IV admin.in mod/sev.ren.dysfunct., pts with potential. prodysrhythm.condits., monit for devel.of pancreatit., avoid sunlight, monit.for adren.cortex dysfunct. when on longterm ther & corticoster.incl. inhal.presentat., pt.to seek immed.medic.care if exper. S&S of Cushing’s syndr./adren.insuffic., discont. if les.progr., discont.in pts. develop.skelet. pain & radiologic finds. compatible with periostitis, multidisciplin.advice in phototox.reacts.discont. ther.however if ther.cont.perform dermatolog.eval. reg.for premalign.les., admin.concom.phenytoin only if benef.outweighs risk in which case monit. lev.careful., avoid co-admin.with ritonavir unless benef./risk justif., concom.efavirenz/ everolimus admin., co-admin. naloxegol not recomm., consid.IV admin.in paeds. with malabsorp./ very low body weight for age as oral bioavail. poss.limit., lact.intol., cyclodextrin. content poss.influenc.meds.toxic., poss.prolong QT interv. without clear relation.to plasma conc., reproduct. toxic.& teratogenicity in animal studies, do not infus.in same line/cannula as other drug infus. incl.parenter.nutrit./bld.prods./electrol. supplementat., monit.& correct electrol.disturbs. bef. admin., mild to mod.hepat.cirrhos., hepat.imp. pts., monit.all pts.for hepat.tox.at init.of treatm.& wkly. for 1st mnth.of treatm., discont.if S&S consist. with liv.dis.develop., adeq.contracept.in child-bear.women, other azole hypersens., freq. monit. for toxic. relat.to methadone incl.QT prolong., consid. alfentanil dos.reduct./other opiat. simil.in struct.& metabol.by CYP3A4, consid. oxycodone dos.reduct./other long-act.opiat. metabol. by CYP3A4, freq.monit.pts.for resp. depress. & other opiate-assoc.adverse events.with concom.opiates, poss.revers.vis.disturbs.incl. blurr./ alter./enhanc.vis.percept., monit. prothromb. time with papilloed., oculogyr.crisis, diplop., sclerit., blepharit, hypoacusis oral anticoags, gluc.monit. with sulphonylur., concom. OC’s, monit.for drug toxic./lack of effic.with HIV protease inhibits./NNRTI’s., monit.for voriconazole-assoc. adv. react.if used sequential. aft.fluconazole, reduce dos.of concom.cyclospor./ tacrolim/ sirolimus/ everolimus, freq.ECG monit. with concom.glasdegib., reduce dos.of concom. tyrosine kinase inhibits./ statins/ tretinoin

Interactions: Activ.of cytochrome P450 isoenzymes inhibit.incr.plasma lev.of subst. metabol.by these isoenzymes, rifampicin/ St John’s Wort/ carbamazepine & phenobarbit. decr. plasma conc., plasma conc.of cyclosporin & tacrolimus incr. assoc.with nephrotox., prothrombin time incr.with concom.oral anticoags., decr. Cmax & AUC with letemovir, ivacaftor plasma lev. incr., plasma lev.of sulphonylurea incr., plasma lev. of statins incr. assoc.with rhabdomyolys., incr. sedat. eff.of benzodiazepines metabol.by CYP3A4, conc. of ergot alkaloids incr., incr.plasma lev.of vinca alkaloids lead.to neurotoxic., steady state Cmax & AUC decr.by efavirenz & evavirenz steady state Cmax & AUC incr., concom.ritonavir decr. Cmax & AUC, signific.incr.in ventoclax/ naloxegol & tolvaptan conc.likely, everolimus conc.incr., two way interact.betw.voriconazole & phenytoin/ voriconazole & rifabutin & voriconazole & omeprazole, incr.plasma conc.of methadone, clinic. signif.interacts.with cyclospor./tacrolimus, incr.Cmax & AUCt of prednisolone, metabol.poss.inhib.with HIV protease inhibits./ NNRTIs, Cmax, AUC0–∞ and elimin.half-life of oxycodone incr., Cmax & AUC of concom. ibuprofen/diclofenac incr., glasdegib plasma conc.incr & risk of QTc prolongat.incr., plasma conc.of concom.tyrosine kinase inhibits.incr., plasma conc.of lurasidone/ naloxegol/ tolvaptan incr., plasma conc.of benzodiap. (midizolam, triazolam, alprazolam) poss.incr., plasma conc.of sirolimus/ everolimus poss.incr., plasma conc.of tretinoin incr.

See also MDR page 712.
 XE "Vondip" VONDIP, Pharma Dynamics [P/S]

Voriconazole

Indications: Invas.aspergillosis, ser.invas. Candida spp.(incl.C krusei) infects., ser. Scedosporium spp & Fusarium spp.fung.infects., prevent.of fung.infect. breakthrough in febrile high-risk pts.where liposomal amphotericin B cannot be used.
(S4) POWD FOR SOL.FOR INFUS, 49/20.1.7/0472

3003989-001: 200 mg; 1, R600,00
Dosage: Not for bolus inj. Reconstit.& dilute before infus. IV admin.at max.rate of 3 mg/kg/hr.over 1-2 hrs.Durat. depend. on clinic.& mycologic.respon.In studies range from 12 wks->6 months. Init.ther.at specif.load.dos.regim.by IV route to achieve plasma conc.close to steady state on Day 1. Switch to oral when clinic. indicat.
Adults & adolesc.12-16 yrs:Load.dos.for all indicat.: 6 mg/kg 12 hrly x24 hrs. Maint.dos.(aft.1st 24 hrs): Breakthrough infect.prevent: 3 mg/kg 12 hrly. Invas.aspergillosis, ser.Candida/ Scedosporium & Fusarium infects: 4 mg/kg 12 hrly. 

Dosage adjustm: If respons.inadeq.incr.IV maint. dos.to 4 mg/kg 12 hrly. If pts. unable to tol.high. dos. reduc.dos.to origin.maint.doses.

Concom.efavirenz: Incr.maint.dos.to 400 mg 12 hrly. Efavirenz dos.decr.to 300 mg once dly.

Childr.2-<12 yrs: Ltd.data Follow.regimen used: Load.dos: 6 mg/kg 12 hrly.x1st 24 hrs. Maint.dos.(aft.1st 24 hrs): 4 mg/kg 12 hrly.

Contraindications: Concom.CYP3A4 substrates astemizole/ cisapride/ pimozide/ quinidine as incr.conc. may lead to QTc prolongat. & rare occur.of torsade de pointes, concom.rifampicin/ carbamazepine/ phenobarbitone decr.plasma concentr., high dos.ritonavir signific.decr.plasma concentr., ergot alkaloids poss.lead to ergotism, concom. sirolimus/ rifabutin signific.incr.plasma concentr., concom.St.John’s Wort, pts.with prolong.QT syndr., sev.hepat.impairm., pregn.& lactat.

Side effects: Freq: Influ.-like illn., sinusit., anaem., leucocytos., pancytopen., thrombocytopen., leukopen., sepsis, oed.periph., hypoglycaem., hypokalaem., hyponatraem., depress., hallucinat., anx., insomn., agitat., confus.state, headache, convuls., dizzin., trem., hyperton., paraesthes., vis.disturb., retin.haemorrh., lung oed., hypotens., phlebit., thrombo-., ARDS, resp.distress, diarrh., abdom.pain, N&V, cheilit., gastroenterit., incr.LFT, jaund., jaund.cholestat., dermatit. exfoliat., alopec., fac.oed., rash maculo-papul., photosens., , prurit., purpura, rash, skin react., erythema, back pain, asthen., chest pain, chills, fev., inj.site reacts.Less freq.: Pseudomembran.colit., bone marr.depress., dissemin.intravasc. coagulat., eosinophill., lymphadenopath., agranulocytos., hypersens., anaphylact.reacts., adren.cortex insuff., hypo-/hyperthyroid., hypercholesterolaem., somnol., atax., alter.taste, brain oed., encephalopathy, extrapyramid.disord., Guill.-Barre syndr., hepat.coma, hypoaesthes., neuropath., nystagm., oculogyr.cris., periph.neuropath., dysgeus., syncope, blepharit., corneal opacit., diplop., optic atrophy/-neuritis, papilloed., sclerit., vertigo, bradycard., tachycard., artrial-/ vetric.-& supraventric.dysrhyrhm., ventric. fibrillat., prolong QT interv., lymphangit., peritonit., pancreatit., swoll.tong., duodenit., constip., ., glossit., dyspeps., gingivit., cholecystit., cholelithias., enlarg.liv., hepat.fail., hepatomeg., hepatit., angioed., discoid lupus erythema, erythematos., eczema, ephelides, erythema multif., lentigo, psorias., urticar., TEN, DRESS, pseudoporphyr., SJS, phototox., allerg.dermatit., fixed drug erupt., arthrit., albumin., incr.bld.urea, kidn.tubul.necros., proteinur., nephrit. Freq.unknown: Squam.cell.carcin., hypoacus., tinnit., AV block compl., bundle branch block, nodal dysrhythm./-rhythm, cutan.lupus erythematos., periostit.
Special warnings and precautions: Adeq.contracept.in child-bear.women, other azole hypersens., term.treatm.if severe infus.relat.sympts., abnorm.LVT with high doses, hepatic.reacts. esp.in pts.underly med condits., monit. hepat. funct.freq., irrevers.visual side eff., poss.ac.ren.fail in severe ill pts., monit.ren.funct., monit for devel.of pancreatit., monit.skin rash & discont.if les. progress., avoid intense/ prolong.expos.to sunlight, discont.if skin les.consist.with SCC/melanoma devel., freq. monit.for toxic.relat.to methadone incl.QT prolong., consid.alfentanil & oxycodone dos.reduct./ other opiat.simil.in struct. & metabol. by CYP3A4, clinic.signific.interaction with ciclosporin/ tacrolimus, admin. concom. phenytoin only if benef.outweighs risk in which case monit.lev.careful., avoid co-admin.with low-dose ritonavir, concom. efavirenz admin., not recomm.with everolimus, monit.for adver.reacts.if used after fluconazole, torsades de pointes in high risk fact.pts.eg. hist.of cardiotox.chemotherap./ cardiomyopath./ hypokalaem./ contrib.concurr.meds., caut.in pts.with pro-dysrhythm.condits.: congenit./acquir.QTc prolongat./ cardiomyopathy esp.in HF/ sinus bradycard./exist. symptomat. dysrhythm./ concom.meds.known to prolong QTc interv., correct electrol.disturbs.bef. admin., long-term prophylax.>180 days, S&E in childr.<2 yrs not est., contains sodium, accumulat.of cyclodextrins in mod-sev.ren.dysfunct.
Interactions: Induc./inhib.of CYT450 isoenzym.CYP2C19, CYP2C9 & CYP3A4 Concom.meds.known to prolong QTc interv., pot.incr.plasma lvl meds.metabol.by CYP3A4 isoenzym eg. certain antihistamines/ quinidine/ cisapride/ pimozide)co-admin is contraindic., follow co-admin.contraindicat.: St.John’s wort induct.of voriconazole metabol./ rifampicin decr.plasma concentr./ high doses ritonavir/ carbamazepine & long acting barbiturates (phenobarbitone, mephobarbitone)decr.plasma concentr./ ergot alkaloids (ergotamine & dihydroergotamine)incr.plasam concentr.of ergot-/ high doses efavirenz/ incr.plasma concentr.of rifabutin/ signif.incr.plasma concentr.of sirolimus. Follow co-admin not recomm.:Everolimus concentr.incr./ ritonavir low dose, caut incl dose adjust.with follow co-admin: recomm.to halve ciclosporin.dose / recomm.to red.dose to 1/3 of tacrolimus/ poss red.dose of methadone/ consid.dose red.of short acting opiates eg.alfentanil, fentanyl & long acting opiates eg.oxycodone/ monitor prothrombin time/INR with warfarin/ monit. bld gluc.with SU eg. tolbutamide, glipizide, glyburide & consid.dose red.of SU/ incr.plasma concentr.& rhabdomyolys.with statins/ benzodiazepines eg. midazolam, triazolam & alprazolam plasma lev.incr.& sedat.eff.prolong./ vinca alkaloids plasma concentr.incr./ consid.dose red.of concom.NSAID/ monit.plasma lvl.with phenytoin, monit.s/e with OC/ monit.tox.& lack of effic.with HIV protease inhib.eg. amprenavir, nelfinavir, saquinavir & NNRTIs eg. delavirdine, nevirapine/signif.incr.AUC & Cmax with fluconazole/ halve dose of omeprazole if pt.already taking omeprazole, incr.plasma concentr.of PPIs.

 XE "Vorzol" VORZOL, Sandoz [P/S]

Voriconazole

Indications: Invas.aspergillosis, ser.invas. Candida spp.(incl.C krusei) infects., ser. Scedosporium spp & Fusarium spp.fung.infects., prevent.of fung.infect.breakthrough in febrile high-risk pts.where liposomal amphotericin B cannot be used.
(S4) IV SOL.FOR INFUS, 49/20.1.7/1011

3003798-001: 200 mg/20 ml; 1x20 ml, R1 078,73
Dosage: Not for bolus inj. Reconstit.& add to compat. infus.sol.to obt.fin.sol.contain.0,5-5 mg/ml where appropr.& admin.at max.rate of 3 mg/kg/hr. over 1-2 hrs. Incompat.with 4,2% sod.bic. Durat. depend.on clinic.& mycologic.respon. Range from 12 wks-6 months.

Init.ther.at specif.load.dos.regim.by IV route to achieve plasma conc.close to steady state on Day 1.
Adults & adolesc.12-16 yrs: Load.dos: IV : 6 mg/kg 12 hrlyx24 hrs. Maint.dos.(aft.1st 24 hrs): Breakthrough infect.prevent: IV: 3 mg/kg 12 hrly. Invas.aspergillosis, ser.Candida/ Scedosporium & Fusarium infects: IV: 4 mg/kg 12 hrly. 

Dosage adjustm: If respons.inadeq.incr.IV maint. dos.to 4 mg/kg 12 hrly. If pts.unable to tol.high. dos. reduc.dos.to origin.maint.doses.

Concom.phenytoin: Only if benefit outweighs risk. IV maint.dos.to be incr.to 5 mg/kg 12 hrly. 

Concom.efavirenz: Incr.maint.dos.to 400 mg 12 hrly. Efavirenz dos.decr.to 300 mg once dly.

Childr.2-12 yrs: Limit.data avail. Follow.regimen used. Load.dos: IV : 6 mg/kg 12 hrly.x1st 24 hrs. Maint.dos.(aft.1st 24 hrs): IV: 4 mg/kg 12 hrly.
Contraindications: Concom.CYP3A4 substrates terfenadine/astemizole/cisapride/pimozide/ terfenadine/ ivabradine & quinidine as incr.conc. may lead to QTc prolongat. & rare occur.of torsade de pointes, concom.rifampicin/ carbamazepine/ phenobarbital/high dos.ritonavir/ergot alkaloids/ sirolimus/rifabutin & St.John’s Wort/venetoclax, safety & effic.in childr.< 2 yrs.not est., pts.with prolong.QT syndr., meds.known.to prolong QT interv., pregn.& lactat., sev.hepat.impairm., not studied in sev.chron. hepat. cirrhos.

Side effects: Freq: Sinusit., agranulocytos., pancytopen., thrombocytopen., leukopen., anaem., oed.periph., hypoglycaem., hypokalaem., hyponatraem., depress., hallucinat., anx., insomn., agitat., confus.state, headache, convuls, syncope, trem., hyperton., paraesthes., somnol., dizzin., vis. impairm., retin.haemorrh., arrhythm. supraventricul., tachycard., bradycard., hypotens., phlebit., resp.distress, ac.resp.distress syndr., pulm. oed, diarrh., vomit., abdom.pain, naus., cheilit., dyspeps., constip., gingivit., abnorm.LFT, jaund., jaund.cholestat., hepatit., rash, dermatit. exfoliat., alopec., rash maculo-papul, prurit., eryth., back pain, ren.fail.ac., haematur., pyrex., chest pain, fac.oed., asthen., chills, bld. creatin.incr. Less freq.: Pseudomembran.colit., bone marr.fail., lymphadenopath., eosinophil., hypersens., adren. insuffic., hypothyroid., brain oed., encephalopathy, extrapyramid.disord., neuropath.periph., atax., hypoaesthes., dysgeus., optic nerve disord., papilloed., oculogyr.cris., diplop., sclerit., blepharit., hypoacus., vertigo, tinnit., ventric. fibrillat./ extrasystol./tachycard, ECG QT prolong., supraventric. tachycard., thrombophlebit., lymphangit., peritonit., pancreatit., swoll.tong., duodenit., gastroenterit., glossit., hepat.fail., hepatomeg., cholecystit., cholelithias., Stev.-Johns.syndr., phototox., purpura, urticar., dermatit. allerg., rash papul./macul., eczema, arthrit., ren. tubul. necros., proteinur., nephrit., infus.site react., influenza like illn., bld.urea incr., bld.cholester.incr. Freq.unknown: Disseminat. intravasc.coagulat., anaphylact.react., hyperthyroid., hepat. encephalopathy, Guillain-Barre syndr., nystagm,, optic atrophy, corn.opacity, Torsades de pointes, AV block compl., bundle branch block, nodal rhythm, tox.epiderm.necrolys., DRESS, angioed., actin. keratos., pseudoporphyr., eryth.multiforme, psorias., medicine erupt., squam.cell carcin., cutan.lupus erythematos., ephelid., lentigo, periostit.

Warnings and special precautions: Monit.ren. funct., monit for devel.of pancreatit., monit.pts.on long-term treatm.with concom.corticoster.for adren. cortex dysfunct., avoid intense/prolong. expos. to sunlight, discont.if skin les.consist.with SCC/melanoma devel., discont.if pt.devel. exfoliat. cutan.reacts., monit.skin rash & discont.if les. progress., consid.discont.in case of skelet.pain & radiologic.finds.compat.with periostit., admin. concom. phenytoin only if benef.outweighs risk in which case monit.lev.careful., avoid co-admin.with ritonavir unless.benef./risk justif., concom. efavirenz admin., lact.intol., poss.prolong QT interv. without clear relation.to plasma conc., reproduct. toxic.& teratogenicity in anim.stud., do not infus.in same line/cannula as other drug infus. incl.parenter.nutrit./bld.prods./electrol. supplementat., correct electrol.disturbs.bef. admin., mild to mod.hepat.cirrhos., monit. hepat. funct.freq., discont.if S&S consist.with liv.dis. develop., adeq.contracept.in child-bear.women, other azole hypersens., monit.concom.HIV protease inhibit.& non-nucleoside reverse inhibit. for drug toxic./loss of effic.transcriptase, freq. monit.for toxic.relat.to methadone incl.QT prolong., consid. alfentanil dos.reduct./other opiat.simil.in struct. & metabol. by CYP3A4, consid.oxycodone dos. reduct. /other long-act.opiat.metabol.by CYP3A4, freq.monit.pts.for resp.depress.& other fentanyl-assoc. adverse events with concom. fentanyl & reduc.fentanyl dos.if warrant., poss. revers. vis. disturbs. incl.blurr./alter./enhanc.vis. percept./ photophob./col.vis.change, monit. prothromb. time with oral anticoags, gluc.monit. with sulphonylur., concom.OC’s, monit.for drug toxic./lack of effic.with HIV protease inhibits./ NNRTI’s., pts.with potential.prodysrhythm.condits. incl. congenit./acquir.QTc prolongat./ cardiomyopathy/ sinus bradycard./exist. symptomat. dysrhythm./concom.meds.known to prolong QTc interv., assess.benef.vs.risk of ther.>180 days

Drug interactions: Activ.of cytochrome P450 isoenzymes inhibit.incr.plasma lev.of subst. metabol. by these isoenzymes, rifampicin/ carbamazepine & phenobarbit.decr.plasma conc., plasma conc.of cyclosporin & tacrolimus incr. assoc. with nephrotox., prothrombin time incr.with concom.oral anticoags., plasma lev.of sulphonylurea incr., plasma lev.of statins incr. assoc. with rhabdomyolys., incr.sedat.eff./conc. of benzodiazepines metabol.by CYP3A4, incr.plasma lev.of vinca alkaloids lead.to neurotoxic., steady state Cmax & AUC decr.by efavirenz & efavirenz steady state Cmax & AUC incr., concom.ritonavir/ letermovir decr. Cmax & AUC, two way interact. betw voriconazole & phenytoin/voriconazole & rifabutin & voriconazole & omeprazole, incr.plasma conc.of methadone, clinic.signif.interacts.with cyclospor./ tacrolimus, incr.Cmax & AUC of prednisolone, metabol.poss.inhib.with HIV protease inhibits./ NNRTIs (& vice versa), Cmax, AUC0–∞  and elimin.half-life of oxycodone incr., Cmax & AUC of concom.ibuprofen/diclofenac incr., signif.incr.in naloxegol/everolimus/ ivacaftor/ venetoclax/ tolvaptan conc., incr.AUC & Cmax with fluconazole/ cimetidine, two way interact. betw. voriconazole & ethinylestradiol/norethisterone, fentanyl/ alfentanil AUC incr.

18.11
Anti-protozoal agents
GARSUN (MDR Listing)

 XE "Adco-Metronidazole" ADCO-METRONIDAZOLE, (Adco Generics) 
AI Pharm Ltd [P/S]

Metronidazole.
Indications: Urogenit.trichomon., amoebias., giardias, ulcerat.gingivit., anaerob.bact.infects., post-surg.infect.prophylax.

(S4) TABS. R/20.2.6/187, 188.

742872-009: 200 mg, 250, R63,71
701076-003: 400 mg, 100, R64,44
Dosage: Urogen. trichomon: Treat male & fem. Adults: 2 g as sngl.dose or 200 mg 3xdly x7 days/ 400 mg 2xdly.x5 days. Childr: 7-10 yrs: 100 mg 3xdly. 3-7 yrs: 100 mg 2xdly. 1-3 yrs: 50 mg 3xdly x7 days.

Amoebias: Suscept.adults: 800 mg 3xdly x5-10 days or 5x400 mg tabs as sngl.dos.x3 days. Childr. 7-10 yrs: 400 mg 3xdly. 3-7 yrs: 200 mg 4xdly. 1-3 yrs: 200 mg 3xdly x5-10 days. Less suscept.pts. & in chron.amoeb.hepatit: Adults: 400 mg 3xdly. x5-10 days or 2 g dly.as sngl.dos.x2 days. Childr: 7-10 yrs: 200 mg 3xdly. 3-7 yrs: 100 mg 4xdly. 1-3 yrs: 100 mg 3xdly x5-10 days. Amoeb.liv.abscess & other forms of extra-intestin.amoebiases: Adults: 500-800 mg 3xdly. X5-10 days or 2 g dly.as sngl.dos. x2 days. Childr: 7-10 yrs: 200 mg 3xdly. 3-7 yrs: 100 mg 4xdly. 1-3 yrs: 100 mg 3xdly x5-10 days. Sympt.less pts. who have pass.cysts: Adults: 400-800 mg 3xdly.x5-10 days. Childr: 7-10 yrs: 200-400 mg 3xdly. 3-7 yrs: 100-200 mg 4xdly. 1-3 yrs: 100-200 mg 3xdly x5-10 days.

Giardias: Adults: 2 g/day x3 days. Childr: 7-10 yrs: 1 g/day. 3-7 yrs: 600-800 mg/day. 1-3 yrs: 500 mg/day x3 days. Rep.aft.2 wks.if necess.

Ulcerat.gingivit: Adults: 200 mg 3xdly.x3 days or 400 mg 2xdly.x3 days. Childr: 7-10 yrs: 100 mg 3xdly. 3-7 yrs: 100 mg 2xdly. 1-3 yrs: 50 mg 3xdly x3 days.

Anaerob.infects: Treatm: Adults: 400 mg 3xdly x7 days. Childr.& infts: 7,5 mg/kg bm 3xdly x7 days.

Prevent: Adults: 2 g sngl.dose pre-op.& 200 mg 3xdly x7 days post-op.
Contraindications: Bld.dyscras., act.CNS dis., pregn., lactat.

Side effects: GI disturbs., coat.tong., dry mouth, headache, skin rash, vertigo, depress., insomn., drowsin.,urethr.discomf., urine darken.

Drug interactions: Disulfiram-like react.with alcoh., anticoag.eff.of warfarin enhanc.

Warnings: Pseudomembr.colit.

 XE "Bemetrazole" BEMETRAZOLE, Ranbaxy [P/S]

Metronidazole.
Indications: Urogenit.trichomon., amoebias., ulcerat.gingivit., giardias., anaerob.infects.

(S4) TABS. 29/20.2.6/0745, X/20.2.6/84.

821705-016: 200 mg, 500, R90,98
788708-023: 400 mg, 500, R126,81
Dosage: Urogenit.Trichomon: 400 mg 2xdly x7 days.or 2 g as sing.dos. x1 day.

Amoebias: 800 mg 3xdly. x5 days or 2 g once dly. x3 days.

Ulcerat.gingivit: 400 mg 2xdly. x3 days.

Giardias: 2 g 1xdly. x3 days.

Anaerob.infects: Adults: 400 mg 3xdly. x7 days. Childr.& infts: 7 mg/kg bm 3xdly.

Prevent.anaerob.infects: 400 mg 6 hrly.x2-3 days pre-op.
Contraindications: Bld.dyscras., act.CNS dis., safety in pregn.& lactat.not est.

Side effects: Metall.taste, furr.tong., N&V, GI effs., drowsin., headache, pseudomembr.colit., prolong.treatm: periph.neuropathy, CNS effs., temp.mod.leukopen., skin rash, prurit., anaphylax., urethr.discomf., dark urine.

Special precautions: Avoid alcoh., discont.at signs of periph.neuropathy/CNS toxic., sev.liv.dis.

Drug interactions: Effect of warfar.enhanc.

 XE "Bio Metronidazole" BIO-METRONIDAZOLE, Biotech [P/S]

Metronidazole.
Indications: Urogenit.trichomon., amoebias., ulcerat.gingivit., giardias., anaerob.bact.infects., post-op anaeroab.bact.infect.prophylax.

(S4) TABS, V/20.2.6/0371

707242-004: 400 mg, 500, R132,84
Dosage: Trichomon: 200 mg 3xdly.x7 days.4-6 wk interv.betw.courses if rep.course necess. when male partn.also to be treat.OR 2 g as sngl. dos.

Amoebias: 800 mg 3xdly. x5-10 days. Childr: 35-50 mg/kg as dly dos.in 3 div.dos.x10 days.

Giardias: Same dos.as for trichomon.OR 2 g dly. x3 success.days. Childr: Same dos.as amoebiasis.
Anaerob.infects: Adults: 400 mg 3xdly. x7 days alone/in conjunct.with antibact.agents. Childr: 7 mg/kg bm 3xdly.

Prevent.anaerob.infects: 1-2 g as sngl.dos.on admiss.then 200 mg 3xdly.bef.op & x7days thereaft.
(S4) IV INJ, 42/20.2/0567 

Indications: Anaerob.infects.in post-op wound infects. & pelv.inflamm.dis.,  post-op prophylax. of anaerob. infects. admin.bef./aft. appendicect./ gynae. & colon surg. when oral route unsuit.

718918-001: 500 mg/100 ml, 1X100 ml, R15,15
Dosage: Treatm: Adults & childr.over 12 yrs: 100 ml (500 mg) IV 8 hrly.infus.at rate of 5 ml/min. May be admin.alone or concurr.(but separat.) with other appropr.antibiot.agents. Childr.und. 12 yrs: As for adults but sngl.IV dos. bas.on 1,5 ml (7,5 mg)/kg bm & oral dos.of 7,5 mg/kg bm.
Prophylax: Adults & childr.over 12 yrs: 100 ml (500 mg) by IV infus.immed.bef./dur.or aft.surg.foll.by same dos.8 hrly unt.oral meds.can be giv. Childr.und.12 yrs: As for adults but sngl. IV dos.bas.on 1,5 ml (7,5 mg)/kg bm & oral dos.of 7,5 mg/kg bm.

Contraindications: Bld.dyscras., CNS dis., pregn. & lactat.
Side-effects: CNS effs., dizzin., headache, light-headedn., periph.neuropathy/ seiz./leucopen. esp.with prolong ther., atax., unsteadin., encephalopathy, weakn., psych.disords., drowsin., taste chang.incl.metall., dry mouth, thrombophlebit., loc.reacts., hypersens.reacts. incl.angioed./anaphylax., skin reacts.incl. erythem. erupt., prurit., fleet.joint pains resembl. ser.sickn., sore throat/fev., bld.dyscras., pancreatit., urin.tract effs., vag.candidias., GI disturbs., dry mouth, furr. tong., stomatit., arthralg., myalg., vis.disords., rais.liv.enzym., cholestat.hepatit., trans.BP falls.
Special precautions: Monit.treatm.if admin. long. than 10 days, discont.if periph.neuropathy S&S /CNS toxic.devel., sev.hepat.impairm., bld.dyscras., act./chron.centr./periph.nerv.syst. dis., concom.alcoh.& disulfiram poss.incr.S/E, immunolog.respons.in untreat.early syphil. poss.mask., pseudomembr.colit.report., reduc. concom.antihypertens.dos., monit.leucocyt.count if rep.courses reqd.
Drug interactions: Warfar.eff.enhanc.
 XE "Coartem" COARTEM, Sandoz [P/S]

Artemether 20 mg, lumefantrine 120 mg.

Indications: Uncomplic.P.falciparum malaria incl. chloroquin. resist.& ac.P.vivax malaria in pts up to 65 kg bm.liv.in endem.& non-endem.areas, appropriat. treatm. to eradicat.liver forms of P.vivax.should be added for P.vivax or mixed malaria

(S4) TABS 34/20.2.6/0161

876089-007: 24, R414,71
Dosage: Take with food/fluids high in fat. Rep. dos.if vomit. within 1 hr.of admin.

Intens.3 day course recomm. Init. 1-4 tabs.as sngl. dos. depend. on bm rep.aft.8 hrs.thereaft. 2x dly.on follow.2 days. Tot.course comprises 6, 12, 18 or 24 tabs. depend.on bm. 5-<15 kg: Init. 1 tab. rep. aft. 8 hrs. thereaft.2x dly.(morn.& even.) on follow.2 days. Tot: 6 tabs. 15-<25 kg: Init. 2 tabs. as sngl.dos.rep.aft.8 hrs.thereaft.2x dly. (morn.& even.) on follow.2 days. Tot:12 tabs. 25-<35 kg: Init.3 tabs.as sngl.dos.rep.aft.8 hrs. thereaft. 2x dly.on follow.2 days.(morn.& even.) Tot: 18 tabs. 35-<65 kg: Init. 4 tabs.as sngl.dos. rep. aft. 8 hrs. thereaft. 2x dly.(morn.& even.)on follow.2 days. Tot: 24 tabs.

New & recrudescent infects: Admin.2nd course.

Contra-indications: No adeq.exper.in pts. weigh >65 kg./in complic.malaria., sev.malaria accord.to WHO, 1st trimest.pregn.where other suit./effect.anti-malar.avail., other concom. drugs/ clinic.condit./congenit.fam.hist known to prolong QTc interv., known.electrol.bal.disturb., drug metabol.by cytochrome.enzyme CYP2D6, lactat.& breastfeed, prophylax., safety & effic.in sev.hepat./ ren.insuffic.& elderly not est., concom. antimalarials other than mefloquine or quinine.

Side-effects: Tetratogen.potent.dur.early gestat., palpits., GI disturbs., hypersens., arthralg., myalg., CNS effs., anorex., sleep disords., mood swings, gait abnorm., cough., prurit., rash, asthen., fatig., unspecif.personal. disords.in childr. und.5 yrs., asymptomat.QTc-prolongat., incr.LFT, invol.musc.contracts.
Warnings and special precautions: Consid. risk vs benef.dur. 2nd & 3rd trimest.pregn., women of child-bear. potent.to pract.contracept.dur. travel with stand-by emerg.treatm.while on COARTEM.until start of next menstruat.aft. treatm., do not resume breastfeed.bef.day 28 aft.ther., not eval.for cerebr.malaria/sev. complicat.malarial effs.incl.pulm.oed./ren.fail., recrudesc.risk great.in pts.remain.averse to food., start altern.treatm.immed.if condit.deteriorat.& monit.ECG/correct. any electrol.disturbs., admin. not earlier than 1 mnth.aft.last halofantrine dos., concom. substrates/inhibit./induc.of CYP3A4, monit.food intake (mefloquine) or ECG (quinine) when given sequent.to these agents, consid. lumefantrine’s long eliminat.half-life when admin.quinine to pts.prev.treat.with COARTEM, in P.vivax.not act.against hypnozoites theref. sequent. treatm.with appropr.antimalar.necess. with P.vivax co-infect., unable to confirm if QTc prolongat.seen in childr.& infts.weigh.betw.5-25 kg & pts.suffer.from dehydrat./electrol. imbal.due to dis./COARTEM.

Drug interactions: QTc prolongat.risk.assoc. with IV quinine enhanc.by prior COARTEM admin., signif.reduct.in Cmax & AUC of lumefantrine with sequent.oral admin.of mefloquine prior to COARTEM, lumefantrine inhib. CYP2D6 in vitro.
 XE "Daraprim" DARAPRIM, GSK [P/S]

Pyrimethamine.
Indications: In combinat.with sulphapyrimidine-type sulphonamide in treatm.of Toxoplasmosis caus. by toxoplasma gondii. Not for malaria prophylax.

(S4) TABS. A682.

717517-012: 25 mg, 60, R401,32
Dosage: Admin.folate supplem.as Ca folinate where poss.to reduc.bone marrow depress.risk.

Adult AIDS pts: Load.dos: 100-200 mg/day in combinat. with 500 mg-1,5 g sulphadiazine 6 hrly. Treatm: 50-100 mg/day in combinat.with 500 mg-1,5 g sulphadiazine 6 hrly. Maint: 25-50 mg/day in combinat.with 250 mg-1 g sulphadiazine 6 hrly.

Other pts: Load.dos: 50-200 mg/day in combinat. with 250 mg-1 g sulphapyrimidine-type sulphonamide. 6 hrly x1-2 days. Treatm: 25-50 mg/ day in combinat.with 125-500 mg sulphapyrimidine-type sulphonamide 6 hrly. x2-4 wks. if immunocompetent/ 4-6 wks.if immunocomprom. Paed: In combinat.with usual paed. sulphapyrimidine type sulphonamide dos. 1 mg/kg bm.dly x1-3 days, then 0,5 mg/kg bm dly. x4-6 wks.

Confirm.congenit.toxoplasmos: Contin.for min. x6 mnths.if no sign of infect.or x1 yr.if signs of signific. infect.pres.

Side effects: Bld.dyscras., gastrit.& atroph. glossit.with larger dos., GI disturbs., headache, dizzin., dry mouth/throat, fev., malaise, dermatit., abnorm.skin pigmentat., depress., sev.& sometim. fatal reacts.report., hyperphenylalaninaem.in neonates, erythema multiforme, Stev.-Johns. syndr., tox.epiderm.necrolys., hepat.toxic., pneum. in combinat.with other products.

Special precautions: Hepat./ren.disords., folate defic., wkly.FBC dur.therapy & for 2 wks.aft. treatm. stopp., adeq.fluid intake with sulphonamid., elderly poss.more suscept.to folate depress., discont.if rash appears, seiz.disords. hist., weigh benef.-risk ratio in pregn., excret.in breast milk & may interfer.with folic acid metabol.in nurs.infts.

Drug interactions: Bone marrow depress. enhanc. with other folate antagon.e.g.co- trimoxazole/phenytoin, lorazepam may induc. hepatotox., protein bind.other compds.poss. prevent., may exacerb.myelosuppress.eff.cytostat agents esp.antifol.methotrex.

 XE "Flagyl" FLAGYL, Sanofi-Aventis [P/S]

Metronidazole.
Indications: Oral treatm.of urogenit. trichomonias., non specif.vaginit., all forms of amoebias., giardiasis, ac.ulcerat.gingivit., ac. pericoronit., anaerob.infects.in pelv.inflamm.dis & post-op wound infects.oft.as comin.ther., post-op prophylax. of anaerob.infects.in gynae./ colon surg.& appendicect., H.pylori-assoc.gastrit.& duod. ulc.in combinat.with bismuth subsalicylate or colloid. bismuth subcitrate & appropr.antibiot.ther.

(S4) SUSP, F/20.2.6/50. 200 mg/5 ml.

726338-001: 100 ml, R201,21
Dosage: Take at least 1 hr. bef.food.

UG trichom: Adults: 2 g as sngl.dos., or 200 mg 3xdly or 400 mg 2xdly.x7 days or 800 mg in morn. & 1,2 g in even.x2 days. Childr: 7-10 yrs: 100 mg 3xdly x7 days.3-7 yrs: 100 mg 2xdly x7 days.1-3 yrs: 50 mg 3xdly x7 days.

Non-specif.vaginit: Adults: 2 g as sngl.dos.or 400 mg 2xdly x7 days.

Amoebias: Depend.on type & subj. Adults: 400-800 mg 3xdly x5-10 days. Childr: 7-10 yrs: 200-400 mg 3 xdly x5-10 days. 3-7 yrs: 100-200 mg 4xdly x5-10 days. 1-3 yrs: 100-200 mg 3xdly x5-10 days.

Giardias: Adults: 2 g dly x3 days. Childr: 7-10 yrs: 1 g dly.x3 days. 3-7 yrs: 600-800 mg dly.x3 days. 1-3 yrs: 500 mg dly.x3 days.

Ulcerat.gingivit: Adults: 200 mg 3xdly.x3 days. Childr: 7-10 yrs: 100 mg 3xdly x3 days. 3-7 yrs: 100 mg 2xdly. x3 days. 1-3 yrs: 50 mg 3xdly. x3days.

Ac.pericoronit: Adults 200 mg 3xdly.x3-7 days.

Anaerob.infects. Treatm: Adults: Init.800 mg follow.by 400 mg 8 hrly.x7 days or long.depend.on clinic.& bacteriolog.pt. assessm. Childr: 7,5 mg/kg bm 8 hrly.or long.depend.on clinic.& bacteriolog. pt. assessm.

Prevent: Adults: Dos.simil.to est.infect. treatm. 400 mg 8 hrly x24 hrs.pre-op. follow.post-op.by IV/rect.admin.till oral ther.poss. Childr: 7,5 mg/kg bm 8 hrly.

H.pylori-assoc.gastrit.& duod.ulc: Treatm: 200-250 mg (ie.250 mg = 6,25 ml Flagyl susp.) 4-5 xdly.x14 days in combinat.with other meds
Contraindications: Other imidazoles hypersens., co-admin.with busulfan.
Side effects: Freq.: N&V, taste disturbs., headache, diarrh., dry mouth, furr.tong., oral mucosit., stomatit. Less freq.: Agranulocytos., neutropen., thrombocytopen., anaphylax., confus., irritabil., hallucinat., mood changes, depress., weakn., dizzin., drowsin., insomn., encephalopathy, subac.cerebell.syndr., diplop., myop., pseudomembr. colit., incr.liv.enzym., cholestat. hepatit. somet.with jaund., pustul.erupt., mild erythemat.erupt., joint pain, urethr.discomf., urine darken. Freq.unknown: Leucopen., angioed., urticar., anorex., periph.neuropathy, epileptif.seiz., nas.congest., pancreatit., rais.liv.enzym.val., skin rash., flush., prurit., myalg., arthralg., fev. Post market.: Headache, asept.meningit., vertigo, blurr.vis., decr.vis.acuity, col.vis.changes, opt.neuropathy.neurit., imp./ lost hear., tinit., epigastr.pain, mix.hepatit., hepataocell.liv.injur., liv.fail.req.transpl.when combin.other antibiot.ther., ac.general. exanthemat.pustulos., fix.drug erupt., SJS, TEN.

Special warnings and precautions: Alcoh. avoidance dur.ther.& 1-3 days thereaft.due to poss. disulfirm-like react., poss.busulfan toxic.& death with co-admin., pseudomembr.colit.report., mutagen.in bact.& carcinogen.in some anim., hepat.encephalopathy, caref.benef.vs.risk assessm. in pts.with Cockayne syndr.as sev. hepatotox./ ac.hepat.fail.with fatal outcome & very rapid onset report.& only to be admin.if no alternat. treatm.avail.und.strict liv.funct.monit., discont.immed.if sev.bullous skin reacts.report., ther.discont.& report.to healthcare provid.if psychiatr.sympts.exper., bld.dyscras., act./ chron. central & periph.nerv.syst.dis., monit.treatm.of more than 10 days & discont.if signs of periph. neuropathy/ CNS toxic.develop, reduc.dos.in sev. liv.dis., may mask immunologic. respons.of untreat. early syphil.with treat.contacts screen.an addit.4-8 wks., poss.dark.urine, sucrose cont., eff.on glycaem. control of diab.mellit., safety in pregn.& lactat.not est., cross.placent.barrier, excret.in breast milk, eval.effs.bef.driv./ perform.complicat. tasks
Interactions: Ac.psychos./ confus.with disulfiram, poss.disulfiram-like react.with alcoh./ pharma. preps. cont.alcoh., eff.of anticoag.ther.of warfar. type enhanc., Li plasma lev.incr., cyclospor.ser.lev. poss.incr., phenytoin poss.acceler.metabol., phenobarb. decr.plasma conc., 5-fluorouracil clear. reduc.incr.toxic., busulfan plasma lev.incr., cimetidine incr.plasma conc.
 XE "Garsun" GARSUN, Equity 
Artesunate 

Indications: Sev. malar. caus. by Plasmodium falciparum in adults & childr.

(S4) SOL. FOR INJ, 48/20.2.6/0866.

723395-001: 60 mg, 1 vial, R576,68
Dosage: 2.4 mg/kg by IV inject.at 0, 12 & 24 hrs, then once dly.until oral treatm.can be substitut. Admin for minim.24 hrs (3 dos.) regardless of pt’s ability to toler.oral medicat.earlier. After at least 24 hrs. & when pt.able to toler.oral medicat.pt should be put on a complete treatm.course with a combinat.of appropr.antimalar.meds.

Contraindications: Not evaluat.in treatm.of sev. malar. due to Plasmodium vivax/ Plasmodium malariae/ Plasmodium ovale., pregn. & lactat., IV infus.

Side effects: Allerg.reacts, bld.dyscras., dizzin., light-headedn., headache, insomn., tinnit.(with/-out decr.audit.funct.), convuls., periph.neuropathy, cough, nasal sympts., GI disords., incl.pancreatit., trans. rise in hepat.transaminas., hepatit., rash, alopec., arthralg., musc.disords., fatig., malaise, fev., pain at inj.site.

Warnings and special precautions: Always follow ac.treatm.with a complete treatm.course of an appropr.oral combinat.antimalar.regimen., hepat./ ren.impairm., use reconstit.sol.within 1 hr. of prep., consid.country specif.guidelines on preval. of resist.to antimalar.in choos.the appropr. combinat. antimalar.regim., sev.malar.may cause hypoglycaem. & freq.bld gluc.monit.necess., poss. risk of neurologic.sequel.e.g. convuls., post-treatm. haemolyt. anaem., treatm.of sev.life-threaten. malar. in pregn.only indicat.when other safer anti-malar. meds not avail./inappropr., do not reconstit. using water for inj.

See also MDR page 272.
 XE "Malagen" MALAGEN, Mylan [P/S]

Atovaquone 250 mg, proguanil HCl 100 mg.

Indications: Prophylax.of drug sens. & drug resist.P.Falciparum malaria in conjunct. with offic. guidelin. & loc.info.on preval.of antimalar.drug resist.

(S2) TABS, 48/20.2.6/0659

3004577-001: 12, R354,20
Dosage: Must be taken with food/milk at the same time dly. Rep.dos.if vomit.occurs within 1 hr.of dos. Prophylax: Commenc.1-2 days bef. enter.malar.area and cont.dly. x7 days aft.leav. area.

Adults: 1 tab.dly.

Contraindications: Sev.ren.impairm.

Side effects: Freq: Anaem., neutropen., allerg.reacts., hyponatraem., anorex., abnorm.dreams, depress., headache, insomn., dizzin., cough, N&V, diarrh., abdom.pain, elev.liv.enzym., prurit., rash, fev. Less freq: Elev.amylase lev., anx., palpitat., stomatit., hair loss., urticar. Freq.unknown: Pancytopen., angioed., anaphylax., vasculit., panic attack, cry., hallucinat., nightmares, seiz., tachycard., gastric intol., oral ulcerat., hepatit., cholestas., Stev.John.syndr., erythema multiforme, blist., skin exfoliat., photosens.
Warnings and special precautions: No studies in sev.hepat. impairm., contin.with norm.dos.if diarrh.occurs, contin.with person. protect.meas.if diarrh.& vomit.occurs, discont.& instit.appropr.meas.if allerg.react.exper., treat with diff.bld. schizonticide if chemoprophylax.fails as resist.poss., epilep.hist., close monit.of parasitaem.if tetracycl.admin.concom., avoid concom.efavirenz/boost.protease inhibit., concom.rifampicin/rifabutin & metoclopram.not recomm., init./withdr.treatm.in concom.contin.warfar./other coumar.anticoags.ther, always pract.other meas.to prev.mosquito bites as no prophylax.fully protect., high risk pts.to avoid malaria areas, safety in pregn.& lactat.not est., excret.in breast milk, eval.S/E bef.driv./perform.complicat.tasks.
Interactions: Etoposide & its metabol.lev.incr., rifampicin/rifabutin/metoclopram. & efavirenz/boost.protease inhibit.& tetracycl.reduc.plasma lev., eff.of warfar./other coumar.anticoags.potent., 
 XE "Malateq" MALATEQ, Forrester Pharma [P/S]

Atovaquone 250 mg, proguanil HCl 100 mg.

Indications: Prophylax.of drug-sens.& drug-resist.P.Falciparum malaria in conjunct.with official guidelin.& loc.info.on preval.of antimalar. meds. resist.

(S2) TABS, A47/20.2.6/1015

720918-001: 12, R331,67

Dosage: Admin.with food/milk at the same time dly. Rep.dos.if vomit.occurs within 1 hr.of dos. Adults: 1 tab.dly.

Commenc.1-2 days bef.enter.malaria-endem.area and cont.dly.x7 days aft.leav.area.

Contraindications: Sev.ren.impairm., safety in pregn.& lactat.not est., safety & effic.in pts.<40 kg not est., concom.rifampicin/rifabutin not recomm., no studies in sev.hepat.impairm.

Side effects: Bld.dyscras., angioed., hyponatraem., GI disturbs., oral ulcer., stomatit., elev. liv.enzym., headache, insomn., fev., skin reacts., cough, alopec. 

Warnings and special precautions: Maint.gen. malar. prophylact. meas.when visit.areas known /susp. to be malaria infect., concom.indinavir, treat with diff. bld. schizonticide if recrudesc.infects. occur due to P.falciparum chemoprophylax.fail., poss. reduc.absorpt.with diarrh.& vomit., contin. with person.protect.meas.(ie.repell.) if diarrh./ vomit. occur.

Drug interactions: Tetracycl./metoclopramide/ rifampicin & ribabutin poss.decr.atovaquone plasma conc., decr.indinavir trough lev.
 XE "Metronidazole B.Braun" METRONIDAZOLE B BRAUN,
B Braun Medical [P/S]

Metronidazole.
Indications: Anaerob.infects.treatm.in post op wound infects./pelv.inflamm.dis., post-op prophylax. of anaerob.infects.in appendicect., gynae.& colon surg.

(S4) IV INFUS, 41/20.2/0155. 500 mg/100 ml

710435-001: 1x100 ml bot., R12,88
Dosage: Anaerob.infects.treatm: Adults & adolesc. over 12 yrs: 100 ml IV infus.8 hrly. Inj. should be infus. at rate of 5 ml/min. May be admin. concur.with other bacteriolog.appropr. antibact.agents but must be admin.separat. Substit.oral med.as soon as feasible at 400 mg 3xdly. Contin.treatm.for 7 days depend.on clinic./ bacteriol.assessm. Childr.und.12 yrs: As for adults but sngl.IV dos.bas.on (1,5 ml) 7,5 mg/kg bm & oral dos.of 7,5 mg/kg bm.

Prevent: Adults & adolesc.over 12 yrs: 100 ml by IV infus.immed.bef./dur./aft.op.foll.by same dos. 8 hrly unt.oral meds.can be giv. Childr.und. 12 yrs: As for adults but sngl.IV dos.bas.on (1,5 ml) 7,5 mg/kg bm & oral dos.of 7,5 mg/kg bm.

Contraindications: Safety in pregn. & lactat. not est., other imidazoles.
Side effects: Pseudomembr.colit., skin reacts. incl.pustul.erupt., fev., angioed., flush., anaphylax., serum sickn.-like sympt., GI disturbs. incl.taste disords., headache, furred tong., stomatit., antibiot.assoc.colit., weakn., dizzin., periph. neuropathy/seiz.esp.at high dos./prolong. use, atax., drowsin., insomn., mood/ment.state chang., bld.dyscras., arthralg., myalg., trans.vis. disords., revers.pancreatit., urethr.discomf., dark.urine, cholest.hepatit.

Special precautions: Combin.ther.indic.for mix.infects., poss.ac.psych.in alcohol.pts.with concom.disulfiram., av.alcoh.dur.& for at least one day aft.ther., poss.Li toxic., monit.treatm.if admin.more than 10 days for signs of periph. neuropathy, discont.if neurologic.S/E noted, sev.liv.impairm., bld.dyscras., chron./act.CNS & periph.nerv.syst.dis., poss.mask immunolog. respons.in untreat.early syphil.

Drug interactions: Poss.disulfiram-like react. with alcoh., imp.metab./excret.of warfar./ phenytoin /Li/fluorouracil, phenytoin poss.incr. metronidazole metab., poss.reduc.effic.with phenobarb., poss.incr.plasma conc.with cimetidine, poss.incr.cyclosporin ser.lev.risk, poss.incr.Li conc.

 XE "Mozitec" MOZITEC, Activo [P/S]

Atovaquone 250 mg, proguanil HCl 100 mg.

Indications: Prophylax.of drug sens. & drug resist.P.Falciparum malaria in conjunct. with offic. guidelin. & loc.info.on preval.of antimalar.drug resist.

(S2) TABS, 47/20.2.6/1014

720917-001: 12, R350,02
Dosage: Must be taken with food/milk at the same time dly. Rep.dos.if vomit.occurs within 1 hr.of dos. Prophylax: Commenc.1-2 days bef. enter.malar.area and cont.dly. x7 days aft.leav. area.

Adults: 1 tab.dly.

Contraindications: Sev.ren.impairm., safety in pregn. & lactat.not est., no studies in sev.hepat. impairm., safety & effic.in pts.weigh.< 40 kg not est.

Side effects: Bld.dyscras., angioed., hyponatraem., GI disturbs., oral ulcerat., stomatit., elev. liv.enzym., anorex., CNS effs., headache, fev., cough, hair loss, rash.
Warnings and special precautions: Treat with diff. bld. schizonticide if recrudesc.infects.due to P.falciparum occur/chemoprophylax.fails, contin. with norm.dos.if diarrh.occurs, contin.with person. protect.meas.if diarrh.& vomit.occurs, maint.norm. prevent.meas.when visit.areas know/susp.to be malar.infect., concom.rifampicin/rifabutin not recomm., concom.indinavir.

Drug interactions: Tetracycl./metoclopramide/ rifampicin & ribabutin decr. atovaquone plasma conc., trough lev.of indinavir decr.

 XE "Nidasall" NIDASALL, Innovata [P/S]

Metronidazole.
Indications: Trichomon.infect.(males & fem.), sympt.forms of amoebias., Lamblias.& Vincent’s angina, anaerob.bact.infects.partic.Bacteroides fragilis, post-op.infect.prophylax.due to anaerob.bact.

(S4) TABS. 28/20.2.6/0037

804924-024: 400 mg, 500, R111,85

Dosage: Take during/aft.meals.x 7 days.Prolong treatm.if needed. 

Anaerob.infects:Treatm.: Adults & childr.>12: 400 mg 3xdly Childr.& <12 yrs: 7,5 mg/kg bm 3xdly Prevent: Adults: 2 g sngl.dose & 200 mg 3xdly untill pre-op withhold.of solids&liquids, continue with 200 mg 3xdly x7 days post-op.

Vincent’s angina: Adults & childr.>12 yrs: 200 mg 3x dly for 3 days or 400 mg morning & even.for 3 days.
Trichomon: Adults & childr.>12 yrs: 200 mg 3x dly for 7 days or 800 mg morning and 1200 mg even.for 2 days.

Amoebic infect.: Adults & childr.>12 yrs: 800 mg 3x dly for 5-10 days.

Lambliasis: Adults & childr.>12 yrs: 2 g once dly for 3 days.
Contraindications: Bld.dyscras., act.CNS dis., pregn., lactat.

Side effects: GI discomf., anorex., naus., coat.tong., dry mouth, unpleas.taste, headache, prurit, skin rash, vomit., diarrh., weakn., vertigo, atax., depress., insomn., drowsin.,urethr.discomf., urine darken., tempor.leukopen.& bone marr.depress., periph.neuropathy with prolong.use.

Special warnings and precautions: Pseudomembr.colit., disulfiram-like react.with alcoh., anticoag.eff.of warfarin enhanc., lower antihypertens.meds dose as trans.fall in BP reported.

 XE "Nivaquine" NIVAQUINE, Zentiva [P/S]

Chloroquine sulph.equiv.to chloroquine base.
(S2) Prophylax. (S4) Treatm.

Indications: Malaria prophylax.where chloroquine reisist not encount., malaria treatm. provid.malaria was not contract.in a chloroquine resist.area or chloroquine prophylax.tak., adjuvant managem.rheum.arthrit., discoid & SLE.

TABS, [P/S] A147.

747297-029: 200 mg, 14, R73,33

747297-010: 200 mg, 100, R523,46

Dosage: Malaria prevent: Adults & childr. over 12 yrs: 2 tabs.as sngl.dos.wkly. Infts.& childr.up to 12 yrs: 5 mg/kg bm wkly. Start 1-2 wks.bef.enter.& cont.for 4-6 wks.aft.leaving area. Taken on same day each week with food.

Malaria treatm: Adults & childr.over 12 yrs: 4 tabs.immed., 2 tabs.aft.6-8 hrs, then 2 tabs. dly.for next 2 days. Adjust.treatm.to sev.of infect., condit., age & weight of pt.

Infts.& childr.up to 12 yrs: 10 mg/kg bm follow. by 5 mg/kg bm.aft.6-8 hrs.& then 5 mg/kg bm dly.x2 days. 

Rheum.arthr: 1 tab/day. 

Discoid & system.lupus erythemat: 1 -2 tab dly., reduc.grad.once sympts.controll.
Contraindications: Retin./vis.field chang., pregn.

Side effects: Retinal damage (prolong.use), precipitat./exacerbat.myasthen.gravis/myasthen. gravis-like syndr., skin disords.incl.erupt., prurit., urticar., erthema multiforme, Stev.-Johns.syndr., toxic. epiderm.necrolys., exfoliat.dermatit.& simil. desquamat.-type events, hair loss, blue-black skin & mucous membr.pigmentat., exacerbat.of psorias., bleach.of hair pigment, photosens., anaphylactic/toid reacts.incl.angioed., seiz., polyneurit., neuropathy, headache, myopathy, psych. disords., vis.disturb., revers.corneal opacities, card.disords., bld.dyscras., tinnit., reduc. hear., nerve deafn., GI disturbs., abnorm.liv.funct. tests, hepatit.

Special precautions: Reg.ophthal.exam.with prolong.admin., report.resist.to Plasmodium Falciparum., report flu-like sympts.appear in pts. been to malar.area, imp.liv./ren.funct., porphyr., psorias., epilep.hist., underly.hist.of myasthen. grav., admin.at least 2 hrs.apart from antacids/ koalin, use in pregn only when unavoid.if risk more hazard.than potent.damage of foet., G6PD defic. pts.observ.for haemolyt.anaem., mosquito bite prevent.mainstay of malar.prophylax., not to be admin.with halofantrine.

Drug Interactions: Antacids/kaolin can reduc. decr.clear.with cimetidine, OT interv.prolong.with halofantrine, mefloquine low.convuls.threshold, activ.of antiepilept.meds.poss impair., ciclospor. plasma lev.incr., antibody respons.to human diploid rabies vaccine poss.affect.
 XE "Plasmoquine" PLASMOQUINE, Medchem [P/S]

Chloroquine sulph.monohydr.equiv.to chloroquine base.
(S1) Prophylax. (S4) Treatm.

Indications: Suppress.& treatm.of malaria caus. by plasmodium vivax, sens.strains of plasmodium falciparum & gametocytes of P vivax., rheumat. arthrit., discoid lupus erythematos.

CAPS. Z/20.2.6/127.

794333-001: 146,7 mg, 20, R62,40
794333-028: 146,7 mg, 100, R312,00
794333-036: 146,7 mg, 500, R1 560,00
Dosage: Malaria prophylax: Adults & childr. over 12 yrs: 2 caps/wk. Childr. 6-12 yrs: Calc. dos. accord. to bm. Recom.paed.dos. 5 mg base/ kg bm/wk. Gen.guide: 1 cap/wk. Beg.1-2 wks. bef. enter.malarial area & contin.for 4-6 wks.aft. expos.

Malaria treatm: Adults & childr.over 12 yrs: 4 caps.as sngl.dos.follow.by 2 caps 6 hrs.later & then 2 caps. dly x2 days. Childr. 6-12 yrs: Recom. paed. dos: 10 mg base/kg bm, foll.by 5 mg/kg bm.aft.6 hrs. then 5 mg/kg dly x2 days. Gen.guide: 2 caps as sngl.dos.follow.by 1 cap 6 hrs.later & then 1 cap dly x2 days.
Discoid lupus erythematos: 150 mg dly.reduc. grad.once sympts.controll.

Rheumat.arthrit: 150 mg dly. Max.dos: 4 mg/kg

Side effects: Headache, GI disturbs., prurit., skin erupt., psychot.episod., anx.& personal.chang., vis. disturbs.with prolong.treatm.at high dos., hypotens. & ECG chang., bld.disords., loss of hair, bleach. of hair pigment, blue-black pigmentat.of mucous  membr., skin photosens., neurit., reduc. hear., nerve deafn., neuromyopathy, myopathy.

Special precautions: Reg.ophthalm.examinat. with long-term large dos.ther., use in pregn.only if malaria risk is more hazard.than potent.damage to foetus, if taken dur.pregn.dly.folic acid supplem. advis., imp.liv./ren.funct., porphyr., psorias., G6PD defic.

 XE "Trichazole" TRICHAZOLE INFUS, Fresenius Kabi [P/S]
Metronidazole.

Indications: Anaerob.infects.in post-op wound infects. & pelv.inflamm.dis., post-op prophylax. of anaerob. infects. admin.bef./aft.appendicect./ gynae. & colon surg.

(S4) INFUS. Q/20.2/92. 500 mg/100 ml.

772232-091, 1x100 ml, R11,55
Dosage: Treatm: Adults & childr.over 12 yrs: 100 ml (500 mg) IV 8 hrly.infus.at rate of 5 ml/min. May be admin.alone or concurr.(but separat.) with other appropr.antibiot.agents. 7 day treatm.is gen.satisfact.

Childr.und.12 yrs: As for adults but sngl.IV dos. bas.on 1,5 ml (7,5 mg)/kg bm & oral dos.of 7 mg/kg bm.
Prophylax: Adults & childr.over 12 yrs: 100 ml (500 mg) by IV infus.immed.bef./dur.or aft.surg.foll.by same dos.8 hrly unt.oral meds.can be giv. Childr.und.12 yrs: As for adults but sngl. IV dos.bas.on 1,5 ml (7,5 mg)/kg bm & oral dos.of 7 mg/kg bm.

Contraindications: Bld.dyscras., CNS dis., pregn. & lactat.

Side effects: Hypersens.reacts.incl.angioed./ anaphylax., anorex., vertigo, insomn., drowsin., psychot. disords.incl.confus./irritab./hallucinat./ mood changes & depress., periph.neuropathy, weakn., dizzin., encephalopathy, subac.cerebell. syndr., trans.diplop.& myop., leucopen., bld. dyscras., thrombophlebit., nas.congest., coat.tong., glossit., dry mouth, unpleas.taste, GI disturbs., pancreatit., rais.liv.enzym., revers.abnorm.LFT, cholestat. hepatit., skin reacts.incl.erythem.erupt., prurit., fleet.joint pains resembl.ser.sickn., arthralg., myalg., urethr.changes

Special warnings and precautions: Monit. treatm. if admin. long. than 10 days, sev.liv.dis., periph. neuropathy/trans epileptiform seiz & leucopen. report.with prolong./intens.ther., pseudomembr. colit.report., long.half-life in neonates, sev.ren.impairm., concom.alcoh.& disulfiram poss.incr.S/E, concom.busulfan, hepat. encephalopathy, hepatotox.in Cockayne Syndr.pts., immunolog.respons.in untreat. early syphil. poss.mask., urine darken., mutagen. in bact. & carcinogen.in some anim., monit.INR with concom. warfar., substit.with oral ther.as soon as feasible.

Interactions: Signific.incr.in busulfan plasma lev., ac.psychos./confus.with disulfiram, disulfiram react.with alcoh., anticoag.eff.of oral anticoags. potent., Li lev.incr., poss.elev.of ciclospor. ser.lev., phenyt.acceler.metabol., plasma conc. decr.by phenobarbit., 5-flourouracil clear. reduc., elimin.delay.with cimetid.
18.12
Anti-viral agents
ALUVIA (MDR Listing)

KALETRA (MDR Listing)

NORVIR (MDR Listing)

NUVACO (MDR Listing)

TELATRI (MDR Listing)

TRIBUSS (MDR Listing)

 XE "Aciclovir Sandoz" ACICLOVIR SANDOZ 200 & 400, Sandoz [P/S]

Aciclovir
Indications: Init.& recurr.H.simplex.infects.of skin/mucous membr.& genit.H.simplex, init.& recurr. genit.H. simplex., prophylax.of H.simplex. infects. in immunocompromis.pts., treatm.of H. zoster. infects.if lesions not older than 72 hrs., treatm. of Varicella-Zoster within 24 hrs.of typical chickenpox rash, reduct.of mortal.& risk of develop. H.virus infect.in cert.sev. immunocomprom. pts./follow.bone marr. transplantat.

(S4) TABS, 32/20.2.8/0378, 0379

717370-001: 200 mg, 25, R87,01

717371-001: 400 mg, 70, R332,43
Dosage: Init.& recurr.skin & mucous membr. H.simplex.infects: Adults: 200 mg 5x/dly.at approx. 4 hrly.interv., omit night-time dos.x5 days. Treatm. per.may be extend.if neccess. In sev. immunocompromis.pts./pts.with imp.gut absorpt. dos. may be doubl.to 400 mg or alternat.IV ther.

Suppress.of recurr.genit.H.simplex infects.in immunocompetent adults: 200 mg 4xdly, 6 hrly. /400 mg 2xdly 12 hrly. Titrat.down to 200 mg 8-12 hrly may prove effect. Interrupt at 6-12 mnthly. interv. to observe any poss.changes.

H.simplex prophylax in immunocomprom. adults: 200 mg 4xdly 6 hrly. In sev.compromis. pts. /pts. with imp.gut absorpt.dos.may be doubl.to 400 mg.or IV ther consid., durat.of ther.determin. by period at risk.

H.zoster infects.in adolescents (12-18 yrs): 800 mg 4xdly x5 days.
H.zoster & Varicella-zoster infects.in adults: 800 mg 5xdly at approx.4 hrly interv., omit night-time dos.x7 days.

Sev.immunocomprom.pt: 800 mg 4xdly 6 hrly. In bone marrow recipients this would be preced.by up to 1 mnths ther.with IV ther.at 500 mg/m2 3xdly. Treatm. durat.studied: 1-7 mnths post bone marrow transplant & 12 mnths in adv.HIV dis.

H.simplex treatm.& prophylax in immunocomprom. childr: 2 yrs & old: Adult dos. Und. 2 yrs: ½ adult dos. Oral admin.to pts. und. 2 yrs. not fully stud. Varicella: 20 mg/kg bm not exceed 800 mg 4xdly.init.within 24 hrs.of sympts. x5 days. For sev.immunocomprom.childr. over 2 yrs.limit. data suggests use of adult dos.

Contraindications: Safety in pregn.not est., lactat.

Side effects: Skin rash, GI disturbs., revers. neurolog. reacts.partic.in ren.impairm/other predispos. fact., accelerat.diffuse hair loss, haematolog. changes

Special precautions: In pts.follow.bone-marr. transplant.oral acyclovir must be preceded by 1 mnths acyclovir IV treatm., elderly, ren.impairm., concom.nephrotox.meds.incr.risk of ren.impairm.

Drug interactions: Probenecid incr.plasma half-life.

 XE "Acitab DT" ACITAB DT, Cipla Medpro [P/S]
Acyclovir
Indications: Init.& recurr.H.simplex.infects.of skin & mucous membr.& genit.H.simplex.in both immunocompet.& immunocomprom.pts., suppress. of recurr.genit.H.simplex in immunocompet. pts., prophylax.of H.simplex. infects.in immunocomprom.pts., treatm.of H.zoster. infects.if lesions not old. than 72 hrs., treatm.of Varicella zoster within 24 hrs.of typic.chickenpox les.

(S4) DISPERS.TABS, 38/20.2.8/0129, 0128

704778-001: 200 mg, 25, R80,47
704779-001: 400 mg, 60, R368,26
Dosage: Init.& recurr.skin & mucous membr.H. simplex. infects: Adults: 200 mg 5x/day (omit night time dos.) x5 days. In sev.infects.extend. durat. of treatm. Sev. immunocompromis.pts./ pts.with imp.gut absorpt: Incr.dos.to 400 mg 5x/day or alternat.IV ther. Immunocomprom. childr.2 yrs.& old: Adult dos. Below 2 yrs: ½ adult dos.but data limit.
Suppress.of recurr.H.simplex infects.in immunocompetent: Adults: 200 mg 4xdly, OR 400 mg 2xdly. Dos.of 200 mg 3-2x/day may prove effect. Interrupt period.to re-assess.condit.

H.simplex prophylax in immunocomprom. pts.: Adults: 200 mg 4xdly.

Sev.compromis.pts./pts.with imp.gut absorpt: Dos.may be doubl.to 400 mg.4xdly.or consid.IV ther. Durat.of ther.determin.by period at risk. Childr. 2 yrs.& old: Adults dos. Below 2 yrs: ½ adult dos.but data limit.

Varicella-Zoster infects: Init.ASAP aft.rash appears. Adults: 800 mg 5xdly omit night-time dos.x7 days. Sev.immunocompromis. pts./pts. with imp.gut absorpt: consid.IV ther. Adolesc. 12-18 yrs: 800 mg 4xdly x5 days. Immunocomprom.childr: 20 mg/kg (not exceed. 800 mg) 4xdly.x5 days. In sev.immunocomprom. childr. over 2 yrs.of age adult dos.may be giv.but data limit.

Sev.immunocomprom.pts: 800 mg 4xdly.at 6 hr interv. Bone marr.recipients to receiv.IV ther.3xdly. x1 mnth.prior to oral ther. Ther.durat:6-12 mnths. in adv.HIV dis.

Contraindications: Valaciclovir hypersens., safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., headache, fatig., revers. neurolog.reacts., GI disturbs., ac.ren.fail., hepatit., jaund., diffuse hair loss, hypersens. reacts. incl.anaphylax.

Special precautions: Sev.ren.impairm., weigh risk vs benefit in pregn.& lactat., adeq.hydrat.with high dos., elderly.

Drug interactions: Probenecid decr.ren.excret.

 XE "Acitop" ACITOP, (iNova) Cipla Medpro [P/S]

Acyclovir

Indications: H.simplex infects.of lips in init.& recurr.situat.

(S1) CREAM. 32/20.2.8/0719.

873551-001: 50 mg/g, 2 g, R31,73
Dosage: Adults & childr: Init.as soon as poss. esp. recurr.episod. Cover.all.lesions adeq.5-6x/ day at 4 hrly.interv.x5-10 days. Do not exceed recomm. dos.
Side effects: Trans.burn./sting., erythem., mild dryn. & skin flak.

Special precautions: Safety in pregn.not est., cutan.use only, poss.varicella zoster resist., not recomm.for muc.membr.applic., prev.auto innoculat. by apply.with fing.cot/rubb.glove, avoid cont.with eyes.

 XE "Acriptega" ACRIPTEGA, Mylan 
Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0199

3000426-001: 30, R245,62
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.requir.

Contraindications: Ren.funct.impairm., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.

Side effects: Freq: Hyperlactataem., headache, insomn, N&V, upper abdom. pain, diarrh., rash, alopec., prurit., arthralg., musc.disord., fatig., malaise, fev., dizzin., flatul., abnorm.dreams. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., lact. acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont., lipodystrophy, paraesthes., perip. neuropathyl.onset neurologic. disord. in childr.expos. in utero, pancreatit., incr. AST/ ALT, rhabdomyolys., decr.bone miner.dens., osteopen., fract., allerg.react., hepatit., Freq unknown: Hypophosphataem., dyspn., abdom. discomf., incr.amylase, ren.insuffic., ren.fail., Fanconi syndr., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., polyur., intest.nephrit., myopathy, osteomalac., hypersens., immune reconstit.syndr

Warnings and special precautions: Safety & effic. not est.in HBV & HIV co-infects., monit. hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther. poss.necess., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, pts.to seek med.advice if exper.joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., opportunist. infects.& other HIV complicat. may still devel., ARV ther.will not prev.transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., discont.in pts.develop.clinic./lab.find. suggest. lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts.co-infect. with hepatit. C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonstrat., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., ren.funct.impairm., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen. liv.dis., poss.incr.conc.of Acriptega&/other ren. elimin. meds with meds.reduc.ren.funct./compete for act. tubul.secret, monit.ren.funct.bef.init.ther & periodic.thereaft., avoid combin.with concurr./ recent nephrotox.meds., avoid in antiretrov.exper. pts. with HIV-1 harbour.K65R mutat., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, incr. risk for sev.hepat.adverse effs. in chron. hepatit.B or C co-infect., ref.to PI of concom. hepat.B or C meds., immune reconstitut.inflam. syndr., limit.data in elderly > 65 yrs., discont.ther. immed.if any hypersens.react.susp./occurs.& init. appropr.ther., lact intol., avoid in wom.plan.pregn., teratogenic.report., pregn.test in women of childbear.potent.bef.init./periodic.dur.treatm. & when pregn.suspect., lamivudine excret.in breast milk, monit.with concom.co-trimoxazole, concom. ETR not recomm.unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, admin.2 hrs.bef./6 hrs. aft. polyval.cation-cont.antacids, admin.2 hrs.bef./ 6 hrs. aft.Ca/Fe supplem.

Interactions: lamivudine poss.inhib. intracellul. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev. of zidovudine, conc.of tenofovir /concom. med incr.with concom.drugs elimin.by glomerul.& act.tubul.secret., tenofov.ser.conc.incr. by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/ AUC/ Cmin., lopinavir/ritonavir incr.tenofovir AUC/ Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/ AUC/Cmin of atazanavir, poss.incr.metformin/ dofetilide/ pilsicainide plasma conc.with dolutegravir., poss.decr.dolutegravir conc.with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc. dolutegravir plasma conc.with etravirine/ efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir, decr.dolutegravir conc. with tipranavir + ritonavir/fosamprenavir + ritonavir.

See also MDR page 449.
 XE "Acyclovir Biotech" ACYCLOVIR BIOTECH, Biotech [P/S]

Acyclovir

Indications: Init.& recurr.H.simplex.infects.of skin/mucous membr.& genit.H.simplex, recurr. H.simplex. infects.suppress.in pts.with incompet. immune syst., shingles if les.not old.than 72 hrs., treatm. of varicella-zoster/chicken pox virus within 24 hrs.of typic. chickenpox rash, reduc.herpes infect. risk in HIV pos.pts.who are sev. immunocomprom.poss.with concom.zidovudine in advanc.HIV dis.

(S4) TABS, 31/20.2.8/0430

719670-002: 200 mg, 25, R63,09
719670-001: 200 mg, 100, R256,75
Dosage: Init.& recurr.skin & mucous membr. H.simplex.infects: 200 mg 5x/dly.at 4 hrly. interv. x5 days. In sev.infect.treatm.per.may be extend.in immunocompromis.pts.incr.dos.to 400 mg. First dos.to be admin.as early as poss. aft.infect.start.

Suppress.of recurr.genit.H.simplex infects. in immunocompromis.pts: 200 mg 4xdly, 6 hrly. /400 mg 12 hrly. Interrupt at 6-12 mnthly.interv.to observe dis.hist.

H.simplex prophylax. in immunocompromis. pts: 200 mg 4xdly 6 hrly. Dos.may be doubl.to 400 mg in sev.compromis.pts./pts.with imp.gut absorpt.

Varicella zoster infects.in adolescents (12-18 yrs): 800 mg 4xdly x5 days.

H.zoster & Varicella-zoster infects.in adults: 800 mg 5xdly at 4 hrly interv. x7 days.

Sev.immunocompromis.pts: 800 mg 4xdly 6 hrly.

H.simplex treatm.& prophylax in immunocomprom. childr: 2 yrs & old: Adult dos. Oral admin.to pts.und.2 yrs. not fully stud.

Varicella zoster treatm.in childr.bel.2 yrs: 20 mg/kg bm 4x dly.for 5 days not exceed 800 mg dly. Start ther.as soon as chickenpox rash appears. 

Contraindications: Safety in pregn.& lactat.not est.

Side effects: Skin rash, GI disturbs., revers. neurolog. reacts./dizzin./somnol.esp.in ren. impairm., haematolog.chang., fatig., headache, accelerat.diffuse hair loss.

Special precautions: Concom.nephrotox.meds. incr.risk of ren.impairm., adeq.hydrat.in elderly, ren.impairm.

Drug interactions: Probenecid incr.plasma half-life.

 XE "Acyrax" ACYRAX, Pharma Dynamics [P/S]
Acyclovir
Indications: Treatm.& prophylax.of H. simplex infects.in immunocomprom.pts., treatm.of Varicella-Zoster infects.in immunocomprom.pts.(in shingles only if lesions not older than 72 hrs.& use in chickenpox may prev.pneumon.complicat.), H.simplex infects.in neonate, H.simplex encephalit., prevent.of reactivat.of cytomegalovirus infect.in sero-positiv.pts.aft.bone marrow transplantat.

(S4) SOL FOR IV INFUS, A48/20.2.8/0387

722095-001, 250 mg/10 ml, 5x10 ml vials, R547,24
Dosage: Admin.only by slow IV infus.over 1 hr. Do not admin.as IV bolus inj. Durat.of treatm norm 5 days accord.to pts.condit.& respons. Durat.of treatm. for H.encephalit.& neonat.H.simplex infects: Usual.10 days. Calc.dos on ideal BM in obese pts.to avoid OD.
H.simplex infect: Immunocomprom: Adults: 5 mg/kg 8 hrly. Childr.3 mnths-12 yrs: 250 mg/m2 8 hrly

Neonates: H.simplex infects: 10 mg/kg 8 hrly.

Varicella-zoster: Immunocomprom.(norm. ren. funct): Adults: 10 mg/kg 8 hrly. Childr. 3 mnths -12 yrs: 500 mg/m2 8 hrly.

H.simplex encephalit: Norm./ immunocomprom: (norm.ren.funct): Adults: 10 mg/kg 8 hrly. Childr. 3 mnths-12 yrs: Norm.with norm.ren. funct: 500 mg/m2 8 hrly.

CMV reactivat.prev.follow.bone marrow transplantat: Adults & childr.over 2 yrs: 500 mg/m2 IV 3xdly.(approx. 8 hrly).begin. 5 days bef.op up to 30 days aft.transplant.
Contraindications: Valaciclov.hypersens., safety in pregn.not est.

Side effects: Freq: Phlebit., N&V, revers.liv.relat. enzym. incr., prurit.,urticar., rashes incl.photosens., incr. bld.urea/creatin. Less freq: Anaem., thrombocytopen., leukopen., anaphylax., angioed., agitat., confus., hallucinat., psychot.sympts., somnol., headache, dizzin., trem., atax., dysarthr., convuls., encephalopathy, coma, dyspn., diarrh., abdom. pain, revers.incr.bilirub., jaund., hepatit, ren. impairm./fail./pain, fatig., fev., loc.inflamm. reacts.somet.lead.to skin breakdown with inadvert. extracellul.tiss.infus. Freq.unknown: Eryth. multiform., Stev.-Johns.syndr., tox.epiderm. necrolys.
Warnings and special precautions: Ensure adeq.hydrat. as peak plasma lev.& state of hydrat.believ.to be relat.to rapid bld.urea & creatin.lev.incr., lactat.pass.in breast milk, ren. impairm., elderly, concom. nephrotox.agents incr.ren.impairm.risk., incr.neurolog.adverse event risk in elderly & ren.impairm., monit.ren.funct.& hydrat.lev.at high dos., underly.neurolog.abnorm./signific. hypox./ ser.hepat.or electrol.abnormal., TTP & haemolyt. uraem. syndr.report.with high dos.in imunocomprom. pts., in sev.immunocomprom.pts. prolong/repeat.treatm.poss.results in reduc.sensit.of vir.strains which may not respond to cont.treatm., 
Interactions: Probenecid & cimetidine blocks ren.clear., concom.meds known to aff.kidn.funct. incl.ciclosporin/tacrolimus, poss. incr. plasma AUC of both meds.with concom.mycophenolate mofetil.
 XE "Adco-Abacavir" ADCO-ABACAVIR, AI Pharm Ltd [P/S]

Abacavir

Indications: Antiretroviral combinat.ther.for HIV treatm.in infect.adults & childr.old.than 12 yrs.

(S4) TABS, 43/20.2.8/0386.

715347-001: 300 mg, 60, R580,04
Dosage: Do screen.for carriage of HLA-B*5701 allele bef.init./re-init.ther. For use by physic.exper. in HIV managem.

Adults & adolesc.over 12 yrs: Recomm.dos: 300 mg 2xdly. Max.600 mg dly.

(S4) ORAL SOL, 45/20.2.8/0910. 20 mg/ml
720866-001: 240 ml, R318,28

Dosage: Do screen.for carriage of HLA-B*5701 allele bef.init./re-init.ther. For use by physic.exper. in HIV managem.

Adults & adolesc.over 12 yrs: 600 mg dly. Childr. 3 mnths-12 yrs: 8 mg/kg 2xdly up to max. 600 mg dly.

Contraindications: Hepat.impairm., pregn.& lactat., childr.und.12 yrs.
Side effects: Fatal hypersens.reacts., hypersens. sympts worsen.with cont.ther., hypersens.reacts. are more sev.on re-challeng.incl.life-threaten. hypotens. & death pres.within hrs., anaphylax., skin rash, erythema multiforme, Stev.-John.syndr., tox.epiderm.necrolysis, N&V, diarrh., abdom.pain, pancreatit., elev.bld.gluc.& triglyceride conc., anorex., fat redistribut., lact.acidos./sev. hepatomegaly with steatos., headache, fatig., lethargy, fev.
Special precautions: Carriage of HLA-B*5701 allele assoc.with signific.incr.hypersens.react.risk, pre-treatm.HLA-B*5701 allele screen.recomm.in pts without prev.abacavir expos./bef.re-init.ther., do not use in pts.carry.HLA-B*5701 allele unless no other therapeut.option avail., perman.discont. ther. if hypersens.react.develops & do not re-challeng., pts.to be made aware of dangers of life threaten.hypersens.& to contact dr.immed., be aware of misdiagnos.hypersens.reacts., teratogenicity shown in anim.stud., avoid in end stage ren.dis., consid.monit.bld.gluc. & lipids in pres.of fat re-distribut.& treat lipid disords.accord., opportunist.infects.& other HIV complicat.may still devel., advis.pt.that antiretrovir.ther.will not prev. transmiss.& appropr.precaut.to contin., known risk fact.for liv.dis., suspend.ther.in clinic.find.suggest. of lact.acidos./hepatotox., immune reconstit.syndr. report.dur.init.treatm.with combinat.antiretrov. ther. in sev.immune defic., osteonecros.with advanc. HIV dis./long term expos.to combinat.ARV ther., hered.fruct.intol., 
Drug interactions: Alcoh.decr.eliminat., syst. methadone clear.incr.

 XE "Adco-Acyclovir" ADCO-ACYCLOVIR, (Adco Generics) 
AI Pharm Ltd.[P/S]

Acyclovir.
Indications: (S1) H.simplex viral infects.of lips.

Indications: (S4) H.simplex type 1 & 2 viral infects. of skin & genitalia in init.& recurr.situat.

CREAM, [P/S] 28/20.2.8/0369.

824674-006: 0,05 g/g, 2 g, R31,58
824674-014: 0,05 g/g, 10 g, R157,97
Dosage: Adults & childr: Beg.treatm.as soon as poss. Apply 5-6x/day at 3-4 hr.interv. x5-10 days.

Contraindications: Propylene glycol hypersens., safety in pregn.& lactat.not est.

Side effects: Trans.burn./sting., erythem., mild dryn.& skin flak.

(S4) TABS, [P/S] 28/20.2.8/0552.

827282-001: 200 mg, 25, R99,73
Indications: Init.& recurr.H.simplex.infects.of skin & mucous membr., init.& recurr.genit.H.simplex., suppress. of recurr.genit.H.simplex in immuno-compet.pts., prophylax.of H.simplex.infects.in immunocomprom.pts., treatm.of H.zoster infects.if lesions not older than 72 hrs., treatm.of Varicella-Zoster within 24 hrs.of typic.chickenpox rash.

Dosage: Adults: Init.& recurr.skin & mucous membr.H.simplex. infects: 200 mg 5x/day 4  hrly. omitt.night time dos.x5 days. In sev. immunocompromis. pts./pts. with imp.gut absorpt. dos.may be doubl.to 400 mg or alternat.IV therapy.

Suppress.of recurr.genit.H.simplex infects. in immunocompetent.adults: 200 mg 4xdly, 6 hrly/400 mg 2xdly 12 hrly. Titrat.down to 200 mg 8-12 hrly may prove effect. Interrupt at 6 -12 mnthly. interv.to observe any poss.changes.

H.simplex prophylax in immunocomprom. adults: 200 mg 4xdly 6 hrly. In sev.compromis. pts./pts.with imp.gut absorpt.dos.may be doubl.to 400 mg.or IV therapy consid., durat.of therapy determin.by period at risk.

Varicella-Zoster infects.in adolescents (12 -18 yrs): 800 mg dly x5 days.

H.zoster & Varicella-Zoster infects.in adults: 800 mg 5xdly at approx. 4 hrly interv., omit night-time dos.x7 days. Sev.immunocomprom.or pts. with imp.gut absorpt: IV dos.to be consid.
Contraindications: Safety in pregn.& lactat.not est.

Side effects: GI disturbs., headache, skin rash, revers.neurologic.reacts., fatig.

Special precautions: Ren.impairm., adeq. hydrat., pass.in breast milk., elderly.

Drug interactions: Probenecid blocks.acyclovir ren.clear.

 XE "Adco-Efavirenz" ADCO-EFAVIRENZ, AI Pharm Ltd [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr.13 kg & above and or 3 yrs and above.

(S4) TABS, 41/20.2.8/0929

709545-001: 600 mg, 30, R107,56
Dosage: Admin.in combinat.with a protease inhibit./ nucleoside revers.transcriptase inhibit. (NRTI’s). Admin.on empty stomach. Avoid admin. with a fatty meal as absorpt. incr., consid.bedt. dos. dur.1st 2-4 wks ther.& in pts.exper.CNS effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.17 yrs.& und: 600 mg at bedt. Use only in adults & childr.weigh.great.than or equal to 40 kg

(S4) CAPS, 42/20.2.8/0979, 0981,
715585-001: 50 mg, 30, R24,29
712932-001: 200 mg, 90, R216,68
Dosage: Admin.in combinat.with a protease inhibit./ nucleoside analog. Admin.on empty stomach. Avoid admin.with a fatty meal as absorpt. incr., consid.bedt.dos.dur.1st 2-4 wks ther. & in pts.exper.CNS effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.17 yrs.& und: Admin.once dly. 13-15 kg: 200 mg. 15-20 kg: 250 mg. 20-25 kg: 300 mg. 25-32,5 kg: 350 mg. 32,5-40 kg: 400 mg. Great.than or equal to 40 kg: 600 mg.

Contraindications: Concom. terfenadine/ astemizole /cisapride/midazolam/triazolam/ergot derivat.as ser./life threat.adverse effs.poss., pregn. (teratogen.in anim.), breast feed not recomm., childr.und.3 yrs./weight < 13 kg, concom. St John’s Wort.

Side effects: Palpitat., tachycard., tinnit., abnorm. vis., GI disturbs., malabsorpt., fatig., asthen., malaise, pain, hot flush., flu-like sympts., hepatit., hepat.fail., allerg.reacts., redistribut./accumulat.of body fat, alcoh.intol., incr.appetite, arthralg./ myalg., myopathy, CNS effs., syncope, imp.co-ordinat., convuls., migraine, paraesthes., periph. neuropathy, speech disords., trem., psych.disords. & aggrav.depress., impot., libido changes, resp. disords., skin reacts.incl.rash/erythema multiforme & Stev.John.syndr., alopec., incr.sweat., acne, nail & skin discolourat., rais.ser.cholester.& triglycerid. conc., weight gain/loss, incr.tot.cholester.

Special precautions: Use barrier contracept.in combinat.with other methods, pregn.test in women of childbear.potent.bef.init.ther., poss. pass. into breast milk, must not be used as monother./ add.on as sole agent to fail.regim., consid. alternat.to clarithromycin, ref.to prod.lit. when prescrib.other meds., consid.simultan. discont. of all antiretrovir.meds.if combinat.regim. is interrupt.because of suspect.intol.& restart medicat.at same time upon resolut.of intol. sympts., intermitt.monother./sequent. reintroduct. not advis., discont.in sev.rash & consid.prophylax. with appropr.anthistam./corticoster.for mild to mod. rash to improv.tol.& resolv.rash, prev.ment. illn./subst.abuse, be alert to psychos.-like reacts.& sev.ac.depress.reports, liv.dis., monit.liv.enzymes partic.in known/suspect.hepatit.B/C infect.hist./ concom.liv.tox.assoc.meds., cholestr.monit.

Drug interactions: Plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., AUC & Cmax of indinavir/saquinavir/rifampicin & clarithromycin decr., incr.freq.of S/E with ritonavir, methadone plasma lev.decr.result.in opiate withdr.signs in HIV infect.IV drug users, expect.reduc.conc.with St John’s Wort

 XE "Adco-Emtevir" ADCO EMTEVIR, AI Pharm Ltd [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir.in adults with HIV-1 infect., pre-expos.prophylax. (PrEP) in combinat.with safer sex practic.in adults prov. HIV-1 seroneg.to reduc.risk of sexual.acquir. HIV-1 in pts.at high risk provid.max.compliance adher.to & monit.

(S4) TABS, 44/20.2.8/0835

715997-002: 30, R250,50
Dosage: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit. B vir.& HIV co-infects., chron.HBV infect. treatm., safety in pregn.& lactat.not est., mod.to sev.ren.impairm., creatin.clear. < 60 ml/min when used for PrEP & < 50 ml/min when used for treatm. of HIV-1., safety & effic.in paed.pts.less than 18 yrs. not est., concom.drugs contain tenofovir/ emtricitabine or lamivudine, PrEP in indiv.not fully committ.to treatm.compl./indiv.with unknown/ posit. HIV-1 status., not to be used as part of triple nucleoside regim., rare heredit probl., galact.intol. hist., Lapp lact.defic., gluc.-galact.malabsorpt.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, ac.ren.fail.& Fanconi syndr., sev.ac.exacerbat.of hepatit.B aft. discontin., neutropen., anaem., GI disturbs., rais. liv. enzym., asthen., pain, hyperbilirubinaem., hypertriglyceridaem., hyperglycaem., arthralg., myalg., dizzin., insomn., abnorm.dreams/behav., hyperton.,convuls.,  neuropathy, periph.neurit., paraesthes., depress., incr.cough, rhinit., allerg./ skin reacts., hyperpigmentat.on palms &/soles, haematur., pancreatit., hepatit., hepatotox., hypophosphataem./-kalaemia, body fat redistribut./ accumulat.incl.Cushingoid appear., fac. & periph.wast., breast enlargem., hypercholesterolaem., back pain, headache, proxim. tubulopathy, ren.insuff./fail., ac.tubul. necros., nephrit., nephrogen. diab.insipid., polyur., dyspn., bone dens.reduct., osteonecros./-malacia/ -penia, immune reconstit.inflammat.syndr., creatin. kinase elevat., myopathy, rhabdomyolys., musc. weakn.

Warnings and special precautions: Cont.lact., opportunist. infects.& HIV complicat.may contin., PrEP only as part of comprehens.prevent. strategy that incl.other.prevent.meas., prev.of risk of HIV transmiss. not proven, obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., pts. with known liv.dis.risk fact., discont.if clinic./lab. find. suggest.lact.acidos./pronounc.hepatotoxic., pts. at risk of ren.dysfunct./hist. hereof, concom./ recent nephrotox.agents/other meds.elimin.via act. tubul.secret., monit.hepat.funct.for sev.mnths. aft.discont., pts.co-infect.with HIV & HBV, PrEP only in indiv. confirm.HIV-neg.immediat.bef.& at least every 3 mnths.dur.treatm., test for hepatit.B bef. init.ther., HIV transmiss.potent./ser.adverse effs. in breastfed infts., concom.didanosine, lopinavir/ ritonavir & discont.if advers.effs. develop, recomm.concom. atazanavir be admin. with ritonavir, act.ingred.not to be co-admin.indiv., monit. bone abnormalit.esp.in pts.with bone fract. hist./osteopen.risk, Ca & vit.D supplementat.poss benefic., elderly, inflamm.respons.to indolent/ resid. opportunist.infects.dur.init.phase of combin. anti-retrovir. ther.may necessit.furth.eval.& treatm., investig.poss.mitochondr.dysfunct.in case of relev. S&S in any foet.expos.in utero, consid. pancreatit. in pts.develop.abdom.pain/vomit./ elev. biochem. markers & discont.unt.diagnos.excl., perf. CV risk assessm.in pts with evid.of lipodystrophy, monit. vir.load/CD4 count regular., reliable meth. of contracept.advis.

Drug interactions: Ser.conc.of drugs elimin.by act. tubul.secret.incr., didanosine plasma conc. incr., tenofovir conc.incr.with atazanavir, decr. lamuvidine Cmax  with tenofovir, incr.zidovudine C​max/AUC with concom.emtricitabine, decr.indinavir Cmax & incr.tenofovir Cmax , incr.abacavir Cmax with tenofovir, AUC & Cmin of atazanavir decr., incr. tenofovir conc.with lopinavir/ritonavir, poss.incr. ser. conc.with acyclovir/adefovir/dipivoxil/ cidofovir/ ganciclovir/valcyclovir/valganciclovir.

 XE "Adco-Lamivudine and Zidovudine" ADCO LAMIVUDINE AND ZIDOVUDINE, 
AI Pharm Ltd [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.adults & childr.over 12 yrs. with progress.immunodefic. , init.prophylax.(unt. serology test results avail.) in HIV neg.adults follow. suspect./known HIV occupat.expos. Admin. of protease inhibit.recomm.when large vol.of innoculat. occurs/when source mat.has high viral titre or when innoculat.occurs from pt.with HIV resist. to zidovudine/lamivudine.

(S4) TABS, 44/20.2.8/0106

715992-001: 60, R189,61
Dosage: Adults & childr.over 12 yrs: 1 tab. 2xdly. Consult package insert for separ.agents admin.dur.combin.ther.

Post expos.prophylax: Init.ther.pref.with.1-2 hrs aft. expos. Cont.unt.confirm.of HIV status of source. Prophylact.course to be contin.for 4 wks should source be confirm.as HIV pos. Dos: 1 tab 2x dly. Dos.to be strict.adher.to. Discont.ther.as soon as source is confirm.not to be HIV infect. If protease inhibit.reqd.follow.loc.CDC guidelines.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., childr.bel.12 yrs., concom. stavudine/zalcitabine 

Side effects: Freq: Hyperlactat., headache, dizzin., cough, nas.sympts., naus., vomit., abdom.pain/cramps, diarrh., skin reacts., alopec., arthralg, musculoskelet.pain, malaise, fatig., fev., myalg., anaem., neutropen., leucopen., liv. enzym./bilirub.incr. Less freq: Bld.dyscras., lact. acidos. & sev.hepatomegaly with steatos. somet.fatal., anorex., lipodystrophy, periph. neuropathy/ paraesthes, insomn., somnol., loss of ment. acuity., convuls., pancreatit, ser.amylase incr., rhabdomyolys., thrombocytopen., pure red cell aplas., aplast.anaem., anx., depress., cardiomyop., dyspn., nail/skin & oral mucosa pigmentat, taste disturb., flatul., dyspeps., sweat., myopathy, urin.freq., gynaecomast., chest/gen. pain, asthen., cills, influenza-like syndr.

Warnings and special precautions: Pts.esp. obese women with hepatomegaly/hepatit./other risk fact.for liv.dis./hepat.steatos., discont.in pts. develop. lab./clin.find. suggest.lact.acidos./ hepatotox., discont.ther.until pancreatit.diagnos. excl. in cases of N&V/abdom.pain/elev.biochem. mark., ren./hepat.impairm., safety & effic.not est. in pts. with signific.underlying liv.disords./dis., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., monit. hepat.funct.for sev.mnths.aft.discont.in pts. co-infect.with hepatit.B, pts.with chron.hepatit. B/C treat.with antiretrovir.ther.are at incr.risk for sev. & potent.fatal hepat.adverse reacts., eval.for signs of fat redistribut., elderly, opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss.through sex.cont./ bld. contam., monit.haematolog.paramet., in case of sev.anaem./myelosuppress./pre-exist.bone marrow compromise where dos.adjustm.may be reqd./ where discont.of one of the act.necess.use separ. preps., sero-convers to HIV+ status may still occ. despite prompt use & recomm.prophylact. dos. must be strictly adher.to, monit.pts.receiv. concom. co-trimoxazole, avoid concom.high co-trimoxazole dos.in Pneumocystis carinii pneumon./ toxoplasmos., monit.lev.of concom.phenytoin, monit. ren.funct./haemotolog.paramet.with concom. potent.nephrotox./myelo-suppress. agents, consid.concom.prophylact.antimicrob. ther., concom.self-admin.med., concom.IV ganciclovir/ foscarnet/ribavirin & stavudine not recomm., safety in pregn.not est., lactat.

Interactions: Poss.interacts.with meds.elimin.by act.ren.secret., co-trimoxazole incr.plasma lev., rifampicin decr. AUC of zidovudine, lamuvidine poss. inhib. zalcitabine intracell.phosphorylat., alt. bld.lev.with phenytoin, probenecid incr.mean half-life & AUC of zidovudine, stavudine intracell. phosphorylat. poss.inhib.by zidovudine, incr.incid. of neutropen.with paracet., cert.agents incl.aspir./ codeine/ morph./methadone/ indomethac./ ketoprof./ lorazepam/oxazepam/ naprox./ cimetidine/ clofibrate/dapsone/isoprinosine poss. alt. zidovudine metabol.by inhib.glucoronidat. /direct. inhibit.hepat.microsom.metabol.
 XE "Adco-Nevirapine" ADCO-NEVIRAPINE, AI Pharm. Ltd [P/S]

Nevirapine

Indications: In combinat.with at least 2 other antiretrov. agents for HIV-I infect.

(S4) TABS, 41/20.2.8/0235

707961-001: 200 mg, 60, R156,27
Dosage: Adhere strict.to dos.dur.14 day lead-in period to reduc.freq.of skin rash. Monit.clinic. chem. incl.LFT prior to & at interv.dur.ther. Follow. recomm.dos.& monit.of other concom. antiretrovir.ther.

Adults: Init 200 mg dly.x14 days (i.e. lead-in period) follow.by 200 mg 2xdly.in combinat.with at least two antiretrov.agents to which pt.not prev. expos. to. Tot.dly.dos.not to exceed 400 mg.

Contra-indications: Sev.hepat.impairm., Child-Pugh class B or C, end-stage ren.fail.when pts. not haemodialys., AST/ALT >5x upper lev.of normality (ULN) until baseline AST/ALT stabilis. <5 ULN, not to be re-introduc.in cases of perman. discont. for sev.rash/rash with constitut. sympts. / hypersens.syndr./clinic.hepatit., AST/ALT> 5x ULN dur.ther.& had rapid recurr.of liv.funct. abnormalit.on re-admin., safety in pregn.& lactat. not est., concom.ketoconazole & St. John's Wort.

Side effects: Sev.& life threaten.skin reacts. incl.Stev.John.syndr.& tox.epiderm.necrolys., hypersens.syndr.charact.by rash with constitut. sympts., sev./life threaten.hepatotox.incl.fatal fulmin.hepatit., somnol., bld.dyscras., allerg. reacts.incl.anaphylax., headache, GI disturbs., myalg., arthralg., fatig., fev., ren./hepat.dysfunct.

Special precautions: Critic.to monit.1st 18 wks. to identify sev.life-threaten.skin reacts./hepatit. or hepat.fail., discont.ther.if sev.rash/rash accompan. by constitut.find.exper., perman. discont. if mod.to sev.LFT abnorm.detect./ hypersens. syndr.occurs, incr.AST/ALT lev.&/ chron. hepatit.B&C co-infect.assoc.with great. risk of hepat.adverse events dur.antiretrovir.ther. contain.nevirapine, interrupt.ther.in case of mod. abnorm.liv.funct.tests & only re-introduc.at init. dos. once tests return to baseline, resist.virus emerg. with monother.theref.always admin.as combinat.ther., careful monit.of pts.with pre-treatm. AST/ALT 2-3xULN for deteriorat.of liv. funct., adeq.contracept.other than hormon.in women, women at high.risk of develop.rash, monit. liv.funct.prior to & at interv.dur.ther.& vigil. for prodrom.signs of hepatit., opportunist. infects.& other complicat.of HIV infect.may contin., concom.fluconazole, monit.prothromb. time with concom.warfar.as coagulat.time may incr./decr., alt.ther.to clarithromycin recom.in Mycobacterium avium-intracellular complex., if ther. interrup.for long.than 7 days restart with recomm. lead-in dos., supplem.nevirapine dos. follow.each haemodialys.treatm.

Drug interactions: Low.plasma conc.of concom. meds.metabol.by CYP3A or CYP2B enzymes, saquinavir (hard gelatince caps) & indinavir lev. reduc., incr.plasma lev.with ketoconazole, nevirapine expos.incr.with concom.fluconazole, AUC, Cmax& Cminsignific.low.by rifampicin, rifabutin conc.signific.incr., hypericum perforatum (St John’s Wort) decr.conc.& result.sub-optimal lev., elev.trough conc.with cimetidine, oestrog.lev.of OC’s signific.decr., plasma conc.of methadone decr.

 XE "Adco-Zidovudine" ADCO-ZIDOVUDINE, AI Pharm Ltd [P/S]

Zidovudine
Indications: Combin.ther.with other anti-retrovir. for HIV infect.in adults, childr.& mothers not breast feed.

(S4) TABS, 41/20.2.8/0237

707960-001: 300 mg, 60, R172,68
(S4) SYRUP, 41/20.2.8/0511. 50 mg/5 ml

708709-001: 200 ml, R65,66
Dosage: In combinat.with other antiretrovir: Adults: 500 or 600 mg/day in 2-3 div.dos. Dos.of >1 000 mg/day in div.dos.has been used. Dos.in combinat.ther.should follow guideline of the indiv.drug. Childr: 3 mnths-12 yrs: In combinat. with other antiretrovir: 360-480 mg/m2 /day in 3-4 div.dos. Max.dos.not to exceed 200 mg 6 hrly.

Prevent.of matern.-foet.transmiss: Pregn. women (over 14 wks.gestat.): 500 mg/day (100 mg 5xdly.) until begin.of labour. IV admin. dur.lab.& del.at 2 mg/kg bm over 1 hr.follow.by contin.IV infus.1 mg/kg/hr.until umbilic.cord clamp. Newborn infts: Start within 12 hrs.of birth until 6 wks.of age: 2 mg/kg 6 hrly. Consid.IV dos. in infts.unable to receiv.oral dos.at 1,5 mg/kg bm over 30 mins.6 hrly.

Haematologic.toxic.: Dos.reduct./interupt. poss. necess.if Hb lev.falls betw.7,5-9 g/dl OR neutrophil count falls betw.0,75 & 1,0 x109/L
Combin.ther: Dos.adjustm.for either drug to follow guideline of indiv.drug.

Contraindications: Abnorm.low neutrophil.cell counts (less than 0,75x109/litre)/Hb levels (less than 7,5 g/decilitre), concom.stavudine & ribavirin, breast feed., safety dur.first trimest. pregn.not est.

Side effects: Freq: Anaem., neutropen., leucopen., N&V, anorex., mylag., asthen., malaise, headache, insomn. Less freq: Thrombocytopen., pancytopen.with marrow hypoplas., oral mucosa pigmentat., lact.acidos.in absence of hypox., sev.hepatomegaly with steatos. incl.fatal., myopathy, nail & skin pigmentat. Unknown: Abdom.pain, dyspeps., diarrh., flatul., pancreatit., taste pervers., rais. liv.enzym.& bilirub., fev., chest & gen.pain, chills, flu-like syndr., anx., depress., rash, urticar., prurit., sweat., dyspn., cough, dizzin., paraesth., convuls., somnol., ment.acuity loss, urin.freq., gynaecomast.
Warnings and special precautions: Concom self-admin. meds., risk of transmiss.not reduc., not a cure, pts.at risk of develop.illn.assoc.with immune suppress., lymphoma develop.risk unknown, opportunist.infects.poss., monit. haematolog. parameters incl.Hb.lev./neutrophil counts, suspend in case of any findings suggest. of lact. acidos./hepatotoxic., known risk fact.for liv. dis., longt.effs.of in utero/inft.expos. unknown, elderly, imp.ren./hepat.funct., incr. neutropen. more freq.at high.dos./advanc.HIV dis./ with pre-exist.neutropen./anaem./low vit. B12 lev.& concom.paracet., avoid NNRTI’s aft.recov. from lact.acidos., 
Interactions: Metabol.inhibit.by meds.prim. elimin. by hepat.metabol., phenytoin bld.lev.poss. eith.sub-therapeut./tox., poss.incr.toxic. risk with potent nephrotox./myelosuppres.meds., in-vitro antagon with ribavirin/stavudine, probenecid reduc.ren.excret., mod. incr. in Cmax  with concom. lamivudine, rifampic.decr.AUC, incr.incid.of neutropen.with paracet.

 XE "Altaeda" ALTAEDA, Cipla Medpro [P/S]

Dolutegravir sod. 50 mg, emtricitabine 200 mg, tenofovir alafenamide fumarate 25 mg

Indications: Alone as compl.regimen for treatm.of HIV type 1 infect.in adults & paed.pts weigh.at least 40 kg.
(S4) TABS, 55/20.2.8/0455

3006720-001: 30, R402,50
Dosage: Therap.to be init.by med.practic.exp.in HIV managem.Prior initiat.test pts for Hep.B virus (HBV), assess.estim.creatinin.clear./ urin.gluc. &-prot.and monit.during therap., routine monit.of calc.creatinin.clear.& serum phosphor. Adults & paed.weigh.at least 40 kg: Recomm.dose 1 tablet once dly.

Contraindications: In combinat.with dofetilide & pilsicainide, concom. metformin, do not co-admin with tenofovir-/ emtricitabine or lamivudine cont.meds., mod.& sev.hepat.impairm., sev.renal impair.(CrCl<30ml/min) , ARV exper.pts.with HIV-1 harbour.K65R mutat., pregnan.& lactat.

Side effects: Serious: Hepatotox., hypersens., sev.ac.Hep.B exacerbat., IRS, new/ worsen.ren.impairm., lactic acidos & sev.hepatomeg.with steatosis. Freq: Insomn., headache, fatig., dizzin., abnorm. dreams, diarrh., flatul., N&V, upper abdom.pain, rash, prurit., neutropen., allerg.reacts.incl angioed., hyperglycaem., hypertriglyceridaem., dyspn., amylase-/ lipase elevat., hyperbilrubinaem., incr.ALT/ AST/ gamma-GT, skin discolourat., elev.creat.kinase, gener.pain, asthen. Less freq: Hypersens., IRS, suicid.ideat./-attempt/ behav./-complet. prim.in pre-exist.jist.of depress./ psychiatr.illn., abdom.pain/ -discomf., hepatit., myosit., ren.impairm., hepatit., anaem., dyspeps., angioed., urticar., arthralg. Freq unknown: Anx., ac.liv.fail., hepatotox., myalg., hypophosphataem., hypokalaem., pancreat., hep.steatosis, myopathy, osteomalacia, rhabdomyolys., muscl.weakn., incr.creatin., renal insuffic., ren.fail.& ac.ren.fail., Fanconi syndr., proxim.tubulopathy, nephrog. diab. insipid., proteinur., ac.tubul.necros., polyur., interstit.nephrit.

Special warnings and precautions: Disc.if S&S of hypersens., interact.with othr. meds may lead to loss of therap.eff.& resist., exam.for physical signs of fat redistribut., if evidence of lipodystroph.do CV risk assessm., lactic acidos. & severe hepatomegal.with steatos., risk fact.for liv.dis., post treatm.ac.exacerbat.of HBV, monit.hepat.funct.& poss.initiat.HBV therap., investig.infants expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, evaluate inflamm.sympts for IRS, monit. liv.chemistries in hep-B/ C co-infected pts., not prev. transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin.,  pts.to seek med.advice if exper.joint pain/ aches/ stiffn./ movem.diffic.as osteonecros.poss., monit.for hepatotoxic., opportunist. infects.& other HIV complicat. may still devel., monit.viral load and CD4 regular., discont. ther. until pancreatit.excl.in cases of N&V/ abdom. pain/ elev. biochem.mark., impair. ren.func.& taking nephrotox.meds., not recomm.in pts.with CrCl<50ml/min.or req.haemodyalis., BMD assessm.in pts. with patholog.bone fract.hist./ osteopor.risk/ bone loss, S&E not est.in paed.pts weigh.<40kg, elderly, use reliable method of contracept., urine pregnan.test before & during treatm. 
Interactions: Dolutegravir: Do not co-admin.with cation-contain.antacids- admin.2hrs bef./ 6hrs after antacid Emtricitabine/tenofovir: Othr.meds.contain. emtricitabine/ tenofovir, do no co-admin with lamivudine, co-admin of didanosine with caut.& while fasting, monitor for S/E with concom.atazanavir/ liponavir/ritonavir, if concom.atazanavir also give ritonavir, meds.reduc.ren.funct.or compete for active tubul.secret.eg. adefovir dipivoxil/ cidofovir/ aciclovir/ valaciclovir/ ganciclovir/ valganciclovir/ aminoglycosides/ high dose or multipl. NSAIDs, not for pts.with resist.-assoc.integrase substit.or clinical.suspect. integrase strand transf.inhib.resistance due to insuff.dolutegravir dose., see lit.for recomm.dose alter.with concom. dofetilide/ rifabutin/ rifampicin/ rifapentine/ etravirine/ efavirenz/ nevirapine/ fosamprenavir/ ritonavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb.St.John’s Wort/ oral Ca or Fe supplem./ metformin, not for PrEP, poss.plasma conc.incr.of meds depend.on OCT2 for excret.eg.metformin & dofetilide, meds.inhibit.UGT1A1, CYP3A, UGT1A3, UGT1A9, BCRP, P-gp, meds.induce those enzymes & transporters poss.decr.plasma conc.& red.therap.eff., see lit. for changes in pharmacokin.parameters for co-admin.meds.atazanavir/ cobicistat/ darunavir/ efavirenz/ lopinavir/ rilpivirine/ sertraline/ dolutegravir/ midazolam. 
 XE "Anviro" ANVIRO, Zydus [P/S]
Valaciclovir

Indications: Herpes zoster (shingles), recurr. genit. herpes.in immunocompetent pts., prevent.of H.simplex infect.of skin & ano-genit.mucous membr., CMV infect.prophylax., CMV dis. prophylax. aft.organ transplant.

(S4) TABS. 42/20.2.8/0820

716508-001: 500 mg, 10, R214,84
716508-002: 500 mg, 30, R644,59
716508-003: 500 mg, 42, R902,44
Dosage: Adults:
Herpes zoster: 1 000 mg 3x/dly.

Recurr.genit.herpes: Init within 24 hrs.of S&S onset. 500 mg 2x/day x5 days.

Prevent.of recurr.H.Simplex: Immunocomprom. pts: 500 mg 2xdly.

CMV infect.& dis.prophylax: Adults: 2 000 mg 4xdly x90 days poss.extent.in high risk pts. Init. ther. as early as poss. post-transpl. Modify dos. accord.to creatin. clear.

Contraindications: Acyclovir hypersens., safety in pregn.& lactat.not est., safety in childr.not est.

Side effects: GI disturbs., abdom.pain, headache, fatig., CNS effs.incl.confus.states/psychos.& coma, bld.dyscras., ac.ren.fail., dysmenorrh., hepatit., jaund., diffuse hair.loss, hypersens. reacts.incl.anaphylax., photosens.

Special precautions: Concom.meds.excret.via ren.tubul.secret.may compet.with acyclovir for eliminat., elderly, ren.funct.impairm., maint.adeq. hydrat.

Warnings: Thrombocytopen.purpura/haemolyt. uraem. syndr poss.result.in death report.in pts.with advanc.HIV dis.& aft.bone marr.& ren.transpl.

Drug interactions: Cimetidine & probenec.decr. ren.excret., plasma AUC’s of aciclovir & mycophenolate both incr.when admin.concom.

 XE "Aspen Acyclovir" ASPEN ACYCLOVIR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Acyclovir
Indications: Treatm.& prophylax.of H. simplex infects.in immunocomprom.pts., treatm.of Varicella-Zoster infects.in immunocomprom.pts. (in shingles only if lesions not older than 72 hrs. & use in chickenpox may prev.pneumon.complicat.).

(S4) IV INFUS,  32/20.2.8/0257

895014-003: 250 mg, 5 vials, R570,70
Dosage: Admin.by slow IV infus.only over 1 hr. Durat. of treatm norm 5 days accord.to pts.condit. & respons.

Adults: 5 mg/kg 8 hrly.
Varicella-zoster in immunocomprom.pts. with norm. ren.funct: 10 mg/kg 8 hrly.

H.simplex encephalit.with norm.ren.funct: 10 mg/kg 8 hrly.x10 days.
Childr: 8 hrly dos.calc.by body surf.using 250 mg/m2 as equiv.of 5 mg/kg and 500 mg/m2 for 10 mg/kg. Neonates: 10 mg/kg 8 hrly.

Contra-indications: Safety in pregn.not est., lactat., topic./IM/oral/SC or ophthalmic.admin.

Side-effects: Loc.reacts., incr.in bld.urea & creatin., ren.impairm., incr.values for liv.enzym., haematolog.changes., rash, N&V, headache, encephalopath.changes esp.in immunocomprom.

Special precautions: Ren.impairm., elderly, ren.toxic.risk incr.when pt.poorly hydrat./in exist. ren.impairm./high dos/rapid or bolus inj., concom. nephrotox.agents incr.ren.impairm.risk.

Drug interactions: Probenecid blocks ren.clear.

 XE "Aspen Efavirenz" ASPEN EFAVIRENZ, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. Meds. for HIV-1 infect.adults, adolesc.& childr. weigh.40 kg and above.

(S4) TABS, 42/20.2.8/0026

710019-001: 600 mg, 30, R206,67
Dosage: Admin.in combinat.with a protease inhibit. and/or nucleoside analog.reverse transcript. inhibit. Admin.on empty stomach. Consid.bedt.dos.dur.1st 2-4 wks ther.& in pts. exper. neurologic.effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.(17 yrs.& und): 600 mg at bedt. Use only in adults & childr.weigh.great.than or equal to 40 kg

Contraindications: Concom.terfenadine/ astemizole /cisapride/midazolam/triazolam/ergot derivat.as ser./life threat.adverse effs.poss., pregn. & lactat., childr.less than 3 yrs./weigh. <13 kg, concom. prev.liv.injury hist.with efavirenz contain.ART.

Side effects: Redistribut./accumulat.of body fat, CNS effs., abnorm.co-ordinat., abnorm.dreams, vertigo, convuls., paraesthes., periph.neuropathy, GI disturbs., malabsorpt., hepat.fail., myopathy, skin rash/incr.swell./erythema multiforme & Stev. John.syndr., nail disords., skin discolourat., alcoh. intol., allerg. reacts., asthen., hot flush., flu-like sympts., malaise, pain, syncope, aggrav.depress., anx., confus., emot.labilit., impot., libido chang., speech disords., trem., tinnit., abnorm.vis., taste pervers., flush., palpitat., tachycard., hepatit., weight gain/ loss, arthralg./myalg., asthma, sinusit., URTI, acne, alopec., eczema, folliculit., seborrhea., skin exfoliat., urticar., rais.ser. cholester.& triglycerid. conc., incr.tot.cholester.

Special precautions: Must not be used as monother. /add.on as sole agent to fail.regim., consid. alternat.to clarithromycin, use barrier contracept.in combinat.with other methods, teratogenic.report., pregn.test in women of childbear.potent.bef.init.ther., pass.into breast milk, ref.to prod.lit.when prescrib.other meds., consid.simultan.discont.of all antiretrovir.meds.if combinat.regim.is interrupt.because of suspect. intol.& restart medicat.at same time upon resolut. of intol.sympts., intermitt.monother./sequent. reintroduct. not advis., discont.in sev.rash, consid. prophylax. with appropr.anthistam./corticoster.for mild to mod.rash to improv.tol.& resolv.rash, nerv. syst.& psych.sympts.report., be alert to psychos.-like reacts.& sev.ac.depress.incl.suicid.ideat./ attempts.report., ment.illn./subst.abuse hist., chron. liv.dis., monit.liv.enzymes partic.in known/ suspect.hepatit.B/C infect.hist./concom.hepatotox meds., cholestrol.monit., use not assess.in paed. pts. bel.3 yrs./weigh.<13 kg, lact.intol.

Drug interactions: Plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., AUC & Ctrough of indinavir decr., saquinavir & clarithromycin AUC & Cmax decr., incr. freq. of S/E with ritonavir, rifampicin decr.AUC & Cmax ,, methadone plasma lev.decr.result.in opiate withdr.signs in HIV infect. IV drug users, expect.reduc.conc.with St John’s Wort
 XE "Aspen Lamivudine" ASPEN LAMIVUDINE, Aspen Pharmacare [P/S]

Lamivudine

Indications: Part of ARV.combinat.ther.of HIV infect.adults & childr.
(S4) TABS, A38/20.2.8/0343

703716-001: 150 mg, 60, R168,27
(S4) SYRUP, A38/20.2.8/0357

703715-001: 10 mg/ml, 240 ml, R144,14
Dosage: Consult zidovudine PI for dose and admin.

Adults & adolesc.over 12 yrs: Recomm.dose:300 mg dly as sngl.dly dose OR 150 mg 2xdly. 

Low body weight(<50 kg): Recomm.dos: 2 mg/kg 2xdly.

Childr.>3mnths.-12 yrs: Recomm.dos: 4 mg/kg 2xdly. Max.dly.dos: 300 mg 
Limit.data in childr.und.3 mnths.Consult product lit.for dose reg.in pts.creatin.clear <50 ml/min.

Contraindications: Hypersens.
Side effects: Pancreatit., upper abdom.pain., N&V, diarrh., neutropen., thrombocytopen., anaem., alopec., periph.neurop., paraesthes., headache, arthralg., musculoskelet.disords.incl.rhabdomyolys., malaise, fatig., fev., skin rash, incr.AST/ALT & serum amylase.
Warnings and special precautions: Lact.acidos.& severe hepatomeg.with steatos.incl fatal cases, stop therap.if lactate 5-10 mmol/l with sypt./>10 mmol/l or in acidotic pts.with raised lact.lvl./clinic.or lab.findings of lactic acidos./hepatotox, avoid future NRTIs., adv.cirrhot.liv.dis.due to chron.hep.B infect., known risk fact.liv.dis., pancreatit., poss.contin.of HIV complicat. & opportunist infects., does not prev.risk.transmiss.of HIV, adjust.dose in mod-sev.ren.impair., syrup:contains sucrose, safety in pregn.& lactat.not est.

Interactions: Trimethoprim incr.plasma conc., co-admin.co-trimoxazole, lamivudine/zidovudine in ren.impair., intracell.phosphorylat.of zalcitabine.

 XE "Aspen Lamzid" ASPEN LAMZID, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Zidovudine 300 mg, lamivudine 150 mg

Indications: HIV infect.when combinat.ther.of zidovud. & lamivud.reqd.
(S4) TABS, 38/20.2.8/0112

703627-001: 60, R364,55
Dosage: As a fix.dos.combinat.do not prescrib. when dos.adjustm.necess.
Adults & childr.over 12yrs: 1 tab. 2xdly.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., safety in pregn.not est., lactat., safety & effic.in childr.und.12 yrs.not est.,

Side effects: Bld.dyscras., lact.acidos.in absenc. of hypoxaem.usually assoc.with sev hepatomegaly & steatos., GI disturbs., myalg., myopathy, CNS effs. incl.convuls., dyspn., cough, nail & skin pigmentat., rash, sweat., urticar., prurit., urin. freq., chest & gen.pain, chills, flu-like syndr., asthen., gynaecomast., nas.sympts., musculoskelet. pain, pancreatit., periph. neuropathy/exacerbat.thereof, hypersens.reacts., hair loss.

Special precautions: Poss.contin.of HIV complicat. & opportunist infects., risk of illn. assoc. with immune suppress., discont. use if pancreat. suspect., monit.haematolog.paramet., pts.esp. obese women with hepatomegaly/ hepatit./other risk fact.for liv.dis., concom self-admin.medicat., ren./ hepat.impairm., incr.incid.of neutropen.in pre-exist.neutropen./anaem./low Vit B12 lev.& concom. paracet., elderly, disc..if aminotransferase lev.are rapidly elevat.
Drug interactions: Poss.incr.toxic.risk with potent nephrotox./myelosuppres.meds, clear.of meds. metabol.by hepat.glucuronidat.& Aspen Lamzid decr., plasma conc.of phenytoin incr./decr., incr.risk of neutropen.with NSAID’s & paracet., incr. in vitro antagonist.activ with other nucleoside analog.incl.ribavirin/stavudine, trimethoprim incr. plasma lev.

 XE "Aspen Tenofovir" ASPEN TENOFOVIR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Tenofovir disoproxil fumarate

Indications: In combinat.with other antiretrovir.in adults with HIV-1.

(S4) TABS, 43/20.2.8/0181

715056-001: 300 mg, 30, R372,46
Dosage: 300 mg once dly.without regard to food.

Contraindications: Uncontrol.ren.fail., pregn. & lactat., safety & effic.in childr.und.18 yrs.not est.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., ren.impairm.incl.ac. ren. fail., mild to mod.GI effs., dizzin., headache, pain, fev., abdom./back/chest pain, asthen., lipodystrophy, arthralg., myalg., depress., insomn., periph.neuropathy, anx., pneumon., rash, sweat., weight loss, allerg.reacts., hypophosphataem., dyspn., pancreatit., hepatit., ren.insuffic./-fail., BMD decr.from baseline, inflamm.respons.to indolent/resid.infects.necessit.furth.eval.& treatm.

Special precautions: Safety & effic not est with hepatit.B (HBV) co-infect., monit.hepat.funct.for sev. mnths.in co-infect.HBV pts.who have discont. ther., obesity & prolong.nucleoside use poss.risk fact.for lact.acidos., liv.dis.risk fact., discont.if find. suggest. lact.acidos./hepatotoxic., imp.ren.funct., concom./rec.nephrotox.meds., adjust.dos.interv.if creatinine clear.<50 ml/min., test for hepatit.B bef. init.ther., discont.concom.didanosine if didanosine advers. effs.develop, recom.concom.atazanavir be admin. with ritonavir, Ca & vit.D supplementat. poss benefic., elderly, cont.lact.

Drug interactions: Ser.conc.of drugs elimin.by act.tubul.secret.may incr., ser.conc.incr.by agents decr.ren.funct., Cmax & AUC of didanosine incr., AUC & Cmin of atazanavir decr.

 XE "Aspen Zidovudine" ASPEN ZIDOVUDINE, Aspen Pharmacare [P/S]

Zidovudine
Indications: Combin.ther.with other anti-retrovir. for HIV infect.in adults, childr.& mothers not breast feed.

(S4) TABS, 38/20.2.8/0230 

703712-002: 300 mg, 60, R445,96
Dosage: In combinat.with other antiretrovir: Adults: 500 or 600 mg/day in 2-3 div.dos. Dos.of >1 000 mg/day in div.dos.has been used. Childr: 3 mnths-12 yrs: In combinat.with other antiretrovir: 360-480 mg/m2 /day in 3-4 div.dos. Max.dos.not to exceed 200 mg every 6 hrs.

Prevent.of matern.-foet.transmiss: Pregn. women (over 14 wks.gestat.): 500 mg/day (100 mg 5xdly.) until begin.of labour.

Haematologic.toxic.: Dos.reduct./ interupt.poss. necess.if Hb lev.falls betw.7,5-9 g/dl OR neutrophil count falls betw.0,75 & 1,0 x109/L
Combin.ther: Dos.adjustm.for either drug to follow guideline of indiv.drug.

Severe ren.impair/ on heamodialys.: Daily dos.300-400 mg in 3-4 div.dos.

Hepatic impair.: Monit.for signs of intol.& adjust dos./incr.interv.betw.doses.

Contraindications: Abnorm.low neutrophil.cell counts/ Hb levels, concom.stavudine & ribavirin, breastf., safety dur.first trimest.pregn.not est.

Side-effects: Anaem., neutropen., leucopen., thrombocytopen., pancytopen.with marrow hypoplas., N&V, oral mucosa pigmentat., abdom.pain, dyspeps., anorex., diarrh., flat., sev. hepatomegaly with steatos., incr.bld.lvl.of liv.enzymes& billirub., pancreatit., lact. acidos.in absence of hypox., myalg., myopathy, asthen., anx., depress., nail & skin pigmentat., rash, urticar., prurit., sweat., dyspn., cough, chest & gener.pain, headache,dizzin., insomn., paraesth., somnol., mental acuity loss, convuls., urin. freq., gynaecomast., taste pervers., fev., malaise, chills, influenza-like syndr.

Warnings & special precautions: Concom self-admin.meds., risk of transmiss.not reduc., transmiss.to infant during pregnan.might still occur, not a cure, pts.at risk of develop.illn.assoc.with immune suppress., lymphoma develop.risk unknown, pts.rec.combination therap.may also cont.to devel.opportunist.inf.&other complicat., monit. haematolog. parameters incl.Hb.lev./neutrophil counts, suspend in case of any findings suggest.of lact.acidos./hepatotoxic, elderly.

Interactions: Metabol.inhibit.by meds.prim. elimin.by hepat.metabol. esp.glucuronidat., self-admin.meds., monitor phenytoin lvls., aspirin/ codeine/ morphine/ indomethacin/ ketoprofen/ naproxen/ oxazepam/ lorazepam/ cimetidine/ clofibrate/dapsone & isoprinosine may alter metabol., poss.incr.toxic.risk with potent nephrotox./ myelosuppres.meds.eg. dapsone/ system.pentamidine/ pyrimethamine/ co-trimoxazole/ amphotericin/ flucytosine/ ganciclovir/ interferon/ vincristine/ vinblastine & doxorubicin, avoid concom.ribavirin/ stavudine, ltd data indicates no incr.toxic.risk with co-trimoxazole/ aerosol.pentamidine/ pyrimethamine & acyclovir for prophylact.opportun.infect., red.ren.excret.with probenecid, unknown clinic.signif.of rifampicin decr.AUC.

 XE "Atazor" ATAZOR, Emcure [P/S]

Atazanavir sulph.

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect.in antiretrov.naïve/treatm. exper. pts.

(S4) CAPS, 43/20.2.8/0236, 46/20.2.8/0682
716209-001: 200 mg, 60, R360,13
Dosage: 400 mg once dly.with food.

Concom.ritonavir: 300 mg once dly.with ritonavir 100 mg once dly. Treatm.without ritonavir not recomm. for treatm.-exper.pts.with prior virolog. fail.

Concom.efavirenz: Treatm.naïve pts: 300 mg & ritonavir 100 mg with efavirenz 600 mg all once dly. Do not co-admin.without ritonavir. Dos. recommendat.in treatm.-exper.pts.with prior virolog. fail.not est.

Concom.tenofovir: 300 mg & ritonavir 100 mg with tenofovir 300 mg all as sngl.dly.dos.with food. Do not co-admin.without ritonavir.

Admin.2 hrs.bef.& 10 hrs. aft.H2-recept.antagon.

Contraindications: Concom. CYP3A4 substrats. with narrow therap.wind. eg. astemizole/ terfenadine/ cisapride/pimozide/quinidine/ bepridil/ triazolam/oral midazolam & ergot alkaloids, mod.to sev. hepat.impairm., concom. indinavir/St John’s Wort/ fluticasone propion./ HMG CoA reduct.inhibits.not recomm., concom. voriconazole/rifampicin with low dose ritonavir, safety in pregn.& lactat.not est., combinat.treatm. with ritonavir not stud.in hepat.impairm.& not recomm.

Side effects: Headache, jaund., scleral icterus, abdom.pain, GI disturbs., periph.neurolog.sympts., fev., myalg., asthen., fatig., allerg.reacts., weight decr./-gain, psych.disords., CNS effs., hypertens., syncope, oed., palpitat., dyspn., pancreatit., hepatit., hepatosplenomeg., alopec., eczema, prurit., urticar., vasodilat., arthralg., musc. atrophy, myopathy, urin.disords., kidn.pain, nephrolithias., gynaecomast., chest pain, lipodystrophy, hyperbilirubinaem., hyperglycaem., diab.mellit., diab.ketoacidos., rhabdomyolys., anaphylax., bld. dyscras., PR interv.prolongat.

Special precautions: Admin.concom.didanosine 2 hrs.aft.Atazanavir, monit.for tenofovir assoc. adverse effs.with concom.ther., recomm.dos.with saquinavir combinat.not est., monit.INR with concom. warfar., ECG monit.recomm.with concom. Ca chann.block.(diltiazem), admin.2 hrs.bef./1 hr. aft. concom.antacids/buffer.meds., ketoconazole & itraconazole dos.>200 mg/day when combin.with ritonavir, alt.non-hormon.contracept.with ritonavir combinat.ther., PDE5 assoc.adverse events poss. incr., mild to mod.hepat.impairm., eval.for alternat. etiolog.in pts.with simultan. hyperbilirubinaem. with hepat.transamin.elev., elderly, discont.if sev. rash/nephrolithias.develops, incr.risk for furth. transamin.elev.in underly.hepatit.B/C or mark. transamin.elev.prior to init.treatm., resist.does not preclud.the use of other protease inhibit., poss. incr. bleed.by haemophiliacs, immune reconstit. syndr. where pts. whose immune syst.responds may develop inflamm.respon.to indol./ resid. opportunist. infects.necessitat.furth.evaluat. & treatm., pre-exist.conduct.syst.dis., meds.known to induc.PR-interv. prolongat., new onset/exacerbat. of exist.diab. mellit., hyperglycaem.
Drug interactions: Plasma conc.decr.by other meds.that induc CYP3A activ.(e.g. rifampicin), drugs inhibit. CYP3A incr.plasma conc., CYP3A-mediat.interact.poss.change when co-admin.with ritonavir a potent CYP3A inhibit., plasma conc. reduc.by St John’s wort, irinotecan metabol. interfer. with incr.it’s toxicit., theophyll.plasma conc. reduc., didanosine/efavirenz decr.expos.to Atazanavir, tenofovir conc.incr., incr.expos.to other protease inhibit.with Atazanavir+ritonavir co-admin., incr.saquinavir conc., hyperbilirubinaem. assoc.with indinavir, amiodarone/bepridil/syst. lidocaine & quinidine conc.incr., expos.to wafar./ TCA’s incr.with potent.to prod.ser./life threat. events, plasma conc.reduc.by anticonvuls., Ca chann. block.plasma conc.incr., incr.expos.to clarithromyc. (macrolide antibiot.) & poss.QTc prolongat., plasma conc.of fluticasone incr.with Atazanavir alone, ser.cortisol conc.decr.with concom. fluticasone & Atazanavir & ritonavir combinat., myopathy incl.rhabdomyolys.with HMG CoA reduct.inhibit, plasma conc.decr.by H2-recept. antagon.& proton pump inhibit., immunosuppress. /ketoconaz.& itraconazole plasma conc.incr., voriconazole alone poss.incr.plasma conc., ethinyl estradiol & norethindrone lev.reduc., PDE5 inhibit. conc.incr., rifabutin/trazodone plasma conc.incr.

 XE "Atenef" ATENEF, Sonke [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: HIV-1 infect.treatm.in adults alone as complete regimen or in combinat.with other anti-retrovir.

(S4) TABS, 47/20.2.8/0483

720428-002: 30, R230,00
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concur.astemizole/ bepridil/ cisapride/ midazolam/pimozide/triazolam/ergot derivat.& voriconazole, mod-sev.ren.impairm., safety & effic. not est.in HBV & HIV co-infects., concom. lamivudine/meds.contain.lamivudine in combinat., concom.St Johns Wort not recomm., safety & effic.in pts.less than 18 yrs.not est., concom. atazanavir/ saquinavir not recomm., pregn., lactat., sev.hepat.impairm/prev.liv.injury hist, fail.with efavirenz contain.antiretrov.treatm.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, sev.ac. exacerbat. of hepatit.B aft.discontinuat.of emtricitabine/ tenofovir, ser.CNS & psych. sympts., poss.birth defects, pancreatit., rais.ser. cholestrol & triglycer.conc., sev.depress., suicid. ideat./ attempts, amnes., aggress., mania, tinnit., palpitat., dyspn., GI disturbs., rais.liv.enzym., hepat. fail., rash, prurit., erythem.multiforme/nail disords./Stev.-John.syndr., photo allerg. dermatit., skin discol., arthralg., myalg., myopathy, fatig., asthen., pneum., neutropen., anaem., hyperbilirubinaem., abnorm.dreams, headache, asthen., dizzin., insom., anx., paraesthes., periph. neuropathy, rhinit., pain, hypophosphataem., bone pain, osteomalac., nephrit., nephrogen.diabet. insipid., ren.proxim.tubul.eff.incl.Fanconi syndr.& ac.tubul.necros., ac.ren.fail., sinusit., URTI, nasopharangit., immune reconstitut.syndr., immune-allerg.liv.injury/fail., Cushingoid appear., redistribut./accumulat.of body fat, hyperglyceridaem., insul.resist., breast enlargem., periph.& fac.wast., hyperton., myosit., rhabdomyolys., osteonecros., reduc.bone density.

Special precautions: Monit.hepat.funct.for sev. mnths. in pts.co-infect.with HIV & HBV who discont. ther.& appropr.init.of anti-hepatit.B ther. poss.necess., obesity & prolong.nucleoside use poss. risk fact.for lact.acidos., liv.dis.risk fact., discont. if find.suggest.lact.acidos./hepatotoxic., test for chron.hepatit.B bef.init.ther., reg.monit.for jaund.(lab.bilirub.& liv.enzym) & bleed.tendenc., immed.discont treatm./meds contain.efavirenz & monit.pts.for liv.fail.for up to 12 mnths., not recomm.in mod.to sev.hepat.impairm., treatm. discont.poss.reqd.if ser.psych.sympt.exper., determ. creatin.clear.bef.init.& dur.ther., ren.funct. monit.in pts.at risk/hist.of ren.dysfunct., avoid with concom./rec.nephrotox.agents, elderly, rash report. with efavirenz & clarithromycin theref.consid.alt., poss.incr. didanosine-relat.adverse eff., high.freq. adverse events with efavirenz/ritonavir, monit. liv. enzym.with efavirenz/ritonavir, do not admin. concom. saquinavir as sole protease inhibit., reg. carbamazepine lev.monit.with concom.use,altern. anticonvuls.agent advis., Ca chann.blocks.dos. adjustm.guid.by clinic. respons., women of child-bear.potent.should undergo pregn.test.bef.init. ther., barr.contracept.tog.with other methods recomm., pt.on treatm.may devel.opportunist. infect./ other HIV infect.compl., contin.approp. precaut.prevent.HIV transmiss.risk, investig. child.expos.in utero to nucleoside & nucleotide analog.for poss.mitochondr.dysfunct.in case of relev.S&S, safety & effic.in pts.with both HIV & hepatit.B not est., liv.enzym.monit.in pts.with mild to mod.liv.dis & chron.hepatit.B or C, seiz/psych. disord. hist., discont.ther.with sev.skin rash assoc. with blister./desquamat./mucos.involvem.& fev., monit.ser.lipids & bld.gluc., bone monit.with bone fract. hist./risk of osteopen.

Drug interactions: Reduc.NNRTI conc.with St John’s Wort expect., addit.CNS effs.with alcoh./ psychoact.meds., alt.plasma conc.of meds.prim. metab.by cytochrome P450 isoenzym., rifampicin decr.efavirenz conc., clarithromyc.plasma lev. decr., efavirenz reduc.voriconazole plasma conc.& vice versa, amprenavir./fosamprenavir/ atazanavir/ indinavir/lopinavir & saquinavir ser.conc decr., efavirenz metabol.inhibit.by grapefruit juice, conc.of drugs reduc.ren.funct./ elimin.by act. tubul.secret.may be incr., atazanavir & lopinavir/ ritonavir incr.tenofovir conc., reduc.anticonvuls. &/efavirenz.plasma lev.with carbamazepine/ phenytoin & phenobarbit., sertraline conc.decr., HMG-CoA reduct.inhibit./indinavir/itraconazole conc.decr., potent.decr.ketoconazole conc., rifabutin conc.decr., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., poss.Ca chan. block.conc.decr., decr. methadone plasma conc.& poss.opiate withdr.signs with efavirenz, ethinyl oestrad.conc.incr., plasma conc.of warfar.potent. incr./decr.

 XE "Atreslawin" ATRESLAWIN, Zentiva [P/S] 

Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: HIV-1 infect.treatm.in adults alone as complete regimen or in combinat.with other anti-retrovir.

(S4) TABS, 47/20.2.8/0035

718925-001: 30, R650,96

Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concur.astemizole/bepridil/ cisapride/ midazolam/pimozide/triazolam/ergot derivat.& voriconazole, mod-sev.ren.impairm., safety & effic.not est.in HBV & HIV co-infects., concom. lamivudine/meds.contain.lamivudine in combinat., concom.St Johns Wort not recomm., safety & effic.in pts.less than 18 yrs.not est., concom. atazanavir/saquinavir not recomm., pregn., lactat., sev.hepat.impairm.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, sev.ac. exacerbat. of hepatit.B aft.discont.of emtricitabine / tenofovir, ser.CNS & psych.sympts., poss.birth defects, pancreatit., rais.ser.cholestrol & triglycer. conc., sev.depress., euphor., depersonalisat., suicid. ideat./attempts, amnes., aggress., paranoia, hallucinat., agitat., mania, confus., somnol., tinnit., palpitat., dyspn., GI disturbs., rais. liv. enzym.,incr.ser.lipas./pancreat.amylase., elev. creat.kinase, hepat.fail., rash, prurit., erythem. multiforme/nail disords./Stev.-John.syndr., photo allerg. dermatit., skin discolor., nail disords., urticar., hyperhydros., arthralg., myalg., myopathy, fatig., asthen., pneum., neutropen., anaem., hyperbilirubinaem., abnorm.dreams/think., headache, asthen., dizzin., insom., anx., imp. concentrat., convuls., paraesthes., periph. neuropathy, trem., abnorm co-ordinat., hypoaesthes., rhinit., pain, hypophosphataem., bone pain, osteomalac., nephrit., nephrogen. diabet. insipid., ren.proxim.tubul.eff.incl.Fanconi syndr.& ac.tubul.necros., ac.ren.fail., sinusit., URTI, nasopharangit., hypersens., immune reconstitut. syndr., Cushingoid appear., redistribut./accumulat. of body fat, vit.D defic., hyperglyceridaem., hyperglycaem., hyperlactataem., insul.resist., breast enlargem., periph.& fac.wast., hyperton., myosit., rhabdomyolys., osteonecros., reduc.bone density., gynecomast., abnorm.vis.

Special precautions: Monit.hepat.funct.for sev. mnths. in pts.co-infect.with HIV & HBV who discont. ther.& appropr.init.of anti-hepatit.B ther. poss.necess., obesity & prolong.nucleoside use poss. risk fact.for lact.acidos., liv.dis.risk fact., discont. if clinic./lab.find.suggest.lact.acidos./ hepatotoxic., test for chron.hepatit.B bef.init.ther., monit.for hepatit.exacerbat.if treatm.discont.in HIV & HBV co-infect.pts., treatm.discont.poss.reqd.if ser. psych.sympt.exper., determ.creatin.clear.bef. init. & dur.ther., ren.funct.monit.in pts.at risk/ hist. of ren.dysfunct., avoid with concom./rec. nephrotox. agents, elderly, rash report.with efavirenz & clarithromycin theref.consid.alt., poss. incr. didanosine-relat.adverse eff., high.freq. adverse events with efavirenz/ritonavir, monit. liv.enzym.with efavirenz/ritonavir, do not admin. concom. saquinavir as sole protease inhibit., reg. carbamazepine /phenyt./phenobarb.lev.monit.with concom. use, altern.anticonvuls.agent advis., Ca chann. blocks.dos. adjustm.guid.by clinic.respons., women of child-bear.potent.should undergo pregn. test.bef.init.ther., barr.contracept.tog.with other methods recomm., pt.on treatm.may devel. opportunist. infect./other HIV infect.compl., contin. approp.precaut.prevent.HIV transmiss.risk, investig. child.expos.in utero to nucleoside & nucleotide analog.for poss.mitochondr.dysfunct.in case of relev.S&S, liv.enzym.monit.in pts.with mild to mod.liv.dis & chron.hepatit.B or C, seiz/psych. disord. hist., discont.ther.with sev.skin rash assoc. with blister./desquamat./mucos.involvem.& fev., monit.ser.lipids & bld.gluc., bone monit.with bone fract. hist./risk of osteopen.

Drug interactions: Reduc.NNRTI conc.with St John’s Wort expect., addit.CNS effs.with alcoh./ psychoact.meds., alt.plasma conc.of meds.prim. metab.by cytochrome P450 isoenzym., CYP3A4 induc.decr. efavirenz conc., clarithromyc.plasma lev. decr., efavirenz decr.voriconazole plasma conc. & voriconazole incr.efavirenz plasma conc., amprenavir./fosamprenavir/atazanavir/indinavir/ lopinavir & saquinavir ser.conc decr., efavirenz metabol.inhibit.by grapefruit juice, drugs reduc. ren. funct./compete for elimin.by act.tubul.secret. may incr.ser.conc.of emtricitabine/tenofovir &/ other ren.elimin.meds, atazanavir & lopinavir/ ritonavir incr.tenofovir conc., reduc.anticonvuls.& /efavirenz.plasma lev.with carbamazepine/ phenytoin & phenobarbit., sertraline conc.decr., HMG-CoA reduct.inhibit./indinavir/itraconazole conc.decr., potent.decr.ketoconazole conc., rifampicin decr.efavirenz conc., rifabutin conc. decr., plasma conc.of other compds.that are CYP3A4 substrat.poss.decr., poss.Ca chan.block. conc.decr., decr.methadone plasma conc.& poss. opiate withdr.signs with efavirenz, ethinyl oestrad. conc.incr., plasma conc.of warfar.potent.incr./ decr.
 XE "Atripla" ATRIPLA, MSD, [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Alone as complete regimen or in combinat.with other antiretrovir.in adults with HIV-1.

(S4) TABS, 42/20.2.8/0729

715578-001: 30, R775,46
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concom.astemizole/ bepridil/ cisapride/midazolam/pimozide/ triazolam or ergot derivat., concom.voriconazole, mod-sev.ren.impairm., safety & effic.not est.in hepatit. B vir.co-infects., concom.meds/combinat. contain lamivudine, safety & effic.in pts.less than 18 yrs.not est., pregn.& lactat.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit B aft.discontinuat., ser.psych.sympts.incl. sev. depress./suicid.ideat./non fatal suicide attempts/ aggress.behav./agitat./anx./paranoid & manic reacts., CNS sympts.incl.hallucinat./ abnorm. think.& depersonalisat.which gen. improv. with cont.ther., ren.impairm.incl.ac.ren. fail., skin rash, pain, asthen., GI disturbs., pancreatit., arthralg., incr.cough, fev., myalg., hypoaesthes., periph. neuropathy, periph.neurit., pneumon., rhinit., hyperpigmentat.of palms &/ soles, fatig., URTI, incr.lipid conc., palpitat., tinnit., gynaecomast., abnorm.vis., GI malabsorpt., hepatobil.disords., incr.hepat. enzymes, allerg.reacts., body fat redistribut./ accumulat., myopathy, abnorm.co-ordinat., atax., convuls., hypoaesthes., trem., dyspn., flush., erythema multiforme, Stev.-John.syndr., nail disords., photoallerg.dermatit., osteomalac., lumb. spine/ hip BMD decr.from baseline, convuls., inflamm.respons.to indolent/resid. infects. necessit.furth.eval.& treatm.

Special precautions: Monit.hepat.funct.for sev. mnths.in pts.co-infect.with HIV & HBV, obesity & prolong.nucleoside use poss.risk fact. for lact.acidos., liv.dis.risk fact., discont.if find. suggest. lact.acidos./hepatotoxic., test for chron. hepatit. B bef.init.ther., immed.risk vs.benefit eval. of cont.ther.when ser.psych.sympts.exper., determ. creatin.clear.bef.init.ther., avoid with concom./ rec.nephrotox.agents, poss.foet.harm. when admin.dur.1st trimest.theref.avoid pregn., barr. contracept.tog.with other methods recomm., elderly, concom.didanosine/atazanavir /lopinavir/ritonavir & discont.if advers.effs. develop,, do not admin.concom.saquinavir as sole protease inhibit., no dos.recomm.for itraconazole avail. theref.seek alt.antifung., rash report. with efavirenz & clarithromycin theref. consid. alt.eg. azithromycin, combinat.with other macrolides not stud., monit.BMD in pts.with patholog. bone fract. hist./at risk of osteopen., Ca & vit.D supplementat. poss benefic., seiz.hist., period. plasma monit.of anticonvuls.ther.

Drug interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds. induc.CYP3A4 activ.incr.clear., ser.conc.of drugs elimin.by act.tubul.secret.may incr., atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser.conc.decr., metabol.of indinavir incr., tenofovir conc.incr.& lopinavir conc. decr.with lopinavir /ritonavir, ritonavir & efavirenz conc. incr.with ritonavir, saquinavir conc. decr., didanosine conc.incr., warfar.plasma conc. incr./decr., carbamazepine/phenytoin/ phenobarbit. & efavirenz conc.decr.with these anticonvuls., sertraline/itraconazole/ ketoconazole/ clarithromyc./rifabutin/Ca chan.block. / HMG-CoA reduct.inhibit.& methadone plasma conc.decr., rifampicin decr. efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Atroiza" ATROIZA, Mylan [P/S] 
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg.

Indications: HIV-1 infect.treatm.in adults.

(S4) TABS, 45/20.2.8/0172

717837-001: 30, R404,95
Dosage: Adults: 1 tab.swall.whole once dly.on empty stomach. Bedt.dos.may improv. CNS sympt. tolerabil. Regul.dos.sched.advis. If dos.miss., take miss.dos.immed.unless it is 12 hrs unt.next day’s dos. In this case skip miss.dos.& take next dos.at usual time.

Contraindications: Sev.hepat.impairm., concom. astemizole/cisapride/midazolam/triazolam/ pimozide/ bepridil/ergot alkal./St John’s Wort/ voriconazole , mod-sev.ren.impairm., safety in pregn. not est., lactat., safety & effic.in pts.less than 18 yrs.not est., rare heredit.probl., galact. intol. hist., Lapp lact.defic., gluc.-galact. malabsorpt., chron.HBV infect., safety & effic.not est. in HBV & HIV co-infects., concom.cytidine analog. such as lamivudine/adefovir dipivoxil, concom. meds.cont.efavirenz/emtricitabine/ tenofovir, pts.with creat.clear.<50 ml/min./ haemodyalis., concom.amprenavir/atazanavir/ ritonavir, concom.lopinavir/ritonavir not recomm., saquinavir/ritonavir not recomm., concom. didanosine not recomm.

Side effects: Bld.dyscras., lactic.acidos.& sev. hepatomegaly with steatos.somet.fatal esp. women, hypertriglyceridaem., hyperglycaem., headache, asthen., neurit., paraesthes., periph. neuropathy, dizzin., psych.disords.incl.psychos.-like reacts/ sev.ac.depress.incl.suic.attempts/ideat., incr. cough/sweat., rhinit., GI disturbs.incl. malabsorpt. /gastro-oesophag.refl., rais.liv. enzym., hyperbilirubinaem., skin reacts.incl. vesiculobull. rash/ Stev. Johns.syndr./acne, skin discolour. manif.by hyperpigmentat.on palms &/ soles, arthralg., myalg., haematur., allerg.reacts., hyperphosphataem., chest/ back/abdom.pain, pneum., dyspn., pancreatit., incr. creatin. lev., nephrit., nephrogen.diab.insipid., ren.impairm.incl. ac. ren.fail., ren.proxim.tubul.eff.incl.Fanconi syndr., ac.tubul.necros., fev., sweat., weight/ libido chang., ser.CNS/psych.effs., hypoaesthes., abnorm. co-ordinat., atax., convuls., paraesthes., trem., impot., neuralg., vertigo, speech disord., abnorm. vis., tinnit., flush., palpitat., tachycard., asthma, sinusit., URTI, alopec., fatig., alcoh.intol., flu-like sympt., malaise, syncope, body fat redistribut./ accumulat., hepatit., rais.liv.enzym./ triglycer./ cholestr., hepat.fail., immune reconstitut. syndr.

Special precautions: Reproduct.toxic.incl. teratogen. effs. with studies of efavirenz in animals, barrier contracept.tog.with other methods advis. for 12 wks.aft.discont.ther., women of child-bear. potent.to undergo pregn.test.bef.init.ther., efavirenz & tenofovir excret.in milk of rats, ther. init. by physic. exper.in HIV infect.managem., elderly esp.>65 yrs., concom.rifampicin, test for hepatit. B bef.init.ther., monit.pts.co-infect.with HIV/ HBV for exacerbat.of hepatit.B aft.treatm. discont., separ.preps.avail.if treatm.discont./dos. modific. of Atroiza compon.indicat.& refer to P/I, consid. efavirenz long half-life & long emtricitabine & tenofovir intracell.half-liv.if treatm. discont., discont.ther.in case of sev.rash assoc. with blist./desquamat./mucos.involvem./ fev., treatm.discont.poss.reqd.if ser.psych.sympt. exper., liv.enzym.monit.in pts.with known/susp. Hepatit. B or C or treat.with meds.assoc.with hepat. toxic., pt.on treatm.may devel.opportunist. infect./ other HIV infect.compl., contin.approp precaut. prevent.HIV transmiss.risk, monit.BMD in pts. with patholog.bone fract.hist./at risk of osteopen., Ca & vit.D supplementat.poss.benef., obesity/ prolong.nucleoside expos.risk, known liv. dis. risk fact., discont.if find.suggest.lact. acidos./ hepatotoxic., avoid with concom./rec.nephrotox. agents, monit.hepat.funct.for sev.mnths.in pts.co-infect. with HIV & HBV who discont.ther.& appropr. init.of anti-hepatit.B ther.poss.necess., monit. triglycer./cholestr.lev., concom.grapefr. juice, monit. in case of hepat.impairm., per. anticonvuls. plasma monit.if substr.of CYP450 isoenzym., per. carbamazepine lev.monit.with concom. use, no dos.recomm.for itraconazole avail. theref.seek.alt. antifung., do not admin.concom. saquinavir as sole protease inhibit., consid. clarithromycin alt., monit.cholest.lev.with atorvastatin/ pravastatin/ simvastatin, monit. withdr. signs with methadone, monit.liv.enzyme with concom.ritonavir, cons.alt.anti-convuls.to carbamazepine.

Drug interactions: Reduc.efavirenz conc.with St John’s Wort expect., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., efavirenz decr.voriconazole plasma conc.& vice versa, conc.of drugs elimin.by act.tubul.secret. may incr., poss.incr.conc.of emtricitabine /tenofovir &/ other renal.elimin.meds with meds. reduc. ren.funct./compete for act.tubul.secret., amprenavir ser.conc decr., atazanavir/ritonavir incr.tenofovir conc., decr.indinavir conc.with efavirenz, incr.tenofovir conc.with lopinavir/ ritonavir, sequinavir conc.reduc., reduc./incr. plasma lev.of phenytoin/phenobarb./other anticonvuls which are substrat.of CYP450 isoenzym., decr.carbamazepine lev., itraconazole/ sertraline conc.decr., poss.Ca chan.block.conc. decr., reduc.diltiazem conc., clarithromyc.plasma lev. chang., rifabutin conc.decr., rifampicin decr. efavirenz conc., reduc.atorvastat./pravastat.& simvastat. conc., ethinyl oestrad.conc.incr., decr. methadone plasma conc.& poss.opiate withdr. signs with efavirenz, decr.lopinavir expos.with lopinavir/ ritonavir & efavirenz, incr.ritonavir conc. with efavirenz & vice versa.
 XE "Auro Abacavir/Lamivudine" AURO ABACAVIR/LAMIVUDINE 600/300 mg, Aurobindo [P/S]

Abacavir sulph. 600 mg, lamivudine 300 mg

Indications: Treatm.of HIV infect.adults & adolesc. from 12 yrs.

(S4) TABS, 44/20.2.8/0293
3001013-001: 30, R794,43
Dosage: Pts.to be stabilis.on indiv.meds.bef. being switch. As a fix.dos.tab.do not admin.to pts.weigh.less than 40 kg. Adults & adolesc.: 1 tab.once dly.
Contraindications: Mod.to sev.liv.funct.impairm., pregn.& breastfeed., mod.to sev.ren.impairm., pts weigh.<40 kg, childr.<12 yrs.

Side effects: Hypersens. reacts.somet.fatal present.with fev.&/rash as part of syndr.
Lamivudine: Freq: Leukopen., lymphopen., headache, fatig. fev., malaise, abdom.pain, diarrh., N&V, incr.creatin., hyperlactataem., arthralg., musc.disord., insomn., renal fail., cough, nasal symp., alopec., rash. Less freq: Anaem., neutropen., pure red cell aplas., thrombocytopen., peripher.neuropath., incr.serum amylase, pancreatit., hepatit., incr.ALT/AST/bld.creatin.phosphokin., lactic acidos., lipodystrophy, myalg., myolos., rhabdomyolys.Freq unknown: Adult resp.distress syndr., resp.fail.Abacavir: Freq: Hypersens., fev., rash, headache, lethargy, fatig. abdom.pain, diarrh., mouth ulcer, N&V, anorex., hyperlactataem.Less freq: Pancreatit., lactic acidos., lipodystrophy, erythema multif., SJS, TEN.
Warnings and special precautions: HLA-B*5701 allele screen.advis.bef.ther.init.as assoc. with incr.hypersens.risk, discont.ther.in pts. develop. hypersens.& do not re-challenge as more sev. sympt.incl.life-threat.hypotens./death
poss. return, pts.to be aware of dangers of hypersens., reports of fatal lactic acid.& severe hepatomeg.with steatos., eval.for physic.signs of fat redistribut., if immun.reconstitut.inflamm.syndr.reacts treat opportunist.dis.& cont. ART, pts.exp.joint pain/-stiffn or diffic.movem.poss.osteonecros., opportunist.infects.& other HIV complicat.may still devel., advis.pt.that ART.ther.will not prev. transmiss. through sex.-/bld.contam. & appropr. precaut.to contin., pts.with risk fact.for liv.dis., investing.exposed foetus with S&S for poss.mitochondrial dysfunct., discont.ther.until pancreatit.excl.if poss.sympts.develop, not recomm.in creat. clear. less than 50 ml/min., monit.pts with pre-exist.liv.dusfunct. incl.chron.activ.hepatit., poss severe, ac.exacerb.of hepatit.if disc. in pts.con-inf.with hepatit.B, MI risk fact. contraindicated in pregnan.&lactat.

Interactions: Lamivudine poss.inhib. zalcitabine intracell. phosphorylat., methadone dose re-titrat may be req.

 XE "Bavir" BAVIR, (Activo) Aurobindo [P/S]
Abacavir sulph.

Indications: Antiretroviral combinat.ther.for HIV treatm.in infect.adults & childr.

(S4) TABS, 41/20.2.8/0917
720837-001 300 mg, 60, R1 216,90
(S4) ORAL SOL., 41/20.2.8/0387

720838-001 20 mg/ml, 240 ml, R456,78
Dosage: For use by physic.exper.in HIV managem.

Adults & adolesc.over 12 yrs: Recomm.dos: One 300 mg tab.or 15 ml oral sol.2xdly.

Childr.3 mnths-12 yrs: Recomm.dos: 8 mg/kg 2xdly up to max.600 mg dly.

Contraindications: Hepat.impairm., pregn.& lactat., childr.und.3 mnths.

Side effects: Lact.acidos.& sev.hepatomegaly with steatos., hypersens.react.somet.fatal with foll. sympt: lymphopen., paraesthes., headache, dyspn., sore throat, cough, osteonecros., body fat redistrib./ accumul., GI disords., hepat.fail., elev. LFT, rash, ren.fail., hypersens.sympts.worsen.with cont. ther., fatig., fev., malaise, oed., lymphadenopathy, hypotens., conjunctivit., anaphylax., elev.bld.gluc./triglycerid., diarrh., skin reacts. incl.Stev.Johns.syndr./erythema multiforme/ tox.epiderm.necrolys., lethargy, pancreatit., mitochondr.damage

Warnings and special precautions: Hypersens. reacts. charact.by multi-organ/body syst.involvem. have proven fatal, sympt.usuall.appear with.1st 6 wks.of ther., discont.ther.if hypersens.react. devel.& not to be re-challeng., opportunist.infects. & other HIV complicat.may still devel., advis.pt. that antiretrovir.ther.not been prov.to prev. transmiss. through sex.cont./bld.contam.& appropr. precaut.to contin., immune reconstit.s yndr., seek medic.advice in joint aches & pains/ joint stiffn/diffic.in movement due to osteonecros. risk, clinic.exam.to incl.evaluat.for phys.signs of lipodystrophy., with evid.of lipodystr.do a CV risk assessm., liv.disords./dis, known liv.dis.risk fact., susp. treatm.if clinic./lab.find.suggest.of lact. acidos./ hepatotoxic.devel., incr.in malign.& non-malign. tumours in lab.anim., potent.clinic.benef. outweighs carcinogen.risk., consid.pancreatit.in pts. develop.abdom.pain/N&V/elev.biochemic. marks. & discont.until diagnos.of pancreatit.excl., incr.risk of sev./potent.fatal hepat.adverse react.in chron. hepatit.B/C pts.treat.with anti-retrovir.ther., ref. to prod.lit.of concom.antivir.ther.for hepatit. B/C, monit. pts.co-infect.with HIV & HBV closely on discont.ther., heredit.fruct.intol.
Drug interactions: Metabol.alter.by concom. ethanol, Cmax reduc./one hr.delay in tmax with methadone, poss.interact.with retinoid compds.but not stud.

 XE "Beta-Vira" BETA-VIRA, (Unicorn) AI Pharm Ltd. [P/S]

Acyclovir

Indications: Lip applic.in early treatm.of recurr. H.simpl. infects.

(S1) CREAM. 31/20.2.8/0549. 0,05 g/g,

713942-001: 2 g, R31,74
Dosage: Adults & childr: Init.as soon as poss. esp. recurr.episod.dur.prodrom.per./when les.first appear. Apply 5-6x/day 3-4 hrly x5-10 days.

Contraindication: Safety in pregn.& lactat.not est.
Side effects: Trans.burn./sting., erythem., mild dryn.& skin flak.

Special precautions: Not recomm.for mucous membr.applic.
 XE "Cagol" CAGOL, Emcure [P/S]

Dolutegravir sod. 50 mg, abacavir sulph. 600 mg, lamivudine 300 mg.

Indications: Treatm.of HIV infect.adults & adolesc. over 18 yrs.who are ARV-treatm. naive/ HIV infect.without document./clinic.susp.resist.to any of the 3 ARV ingred.
(S4) TABS, 54/20.2.8/0206

3003611-002: 30, R724,50
Dosage: Init.ther.by med.pract.exper.in HIV infect.managem. Adults & adolesc.weigh. > 40 kg: 1 tab. once dly. Separ.dolutegravir/ abacavir/ lamuvidine preps.to be admin.in cases where discont./dos.adjustm.

Contraindications: Hypersens., pts.und.18 yrs., mod.to sev.hepat.impairm., concom. dofetilide/pilsicainide/ metformin, pregn.& lactat., ren.impairm.with creatin.clear.of <50 mg/min.
Side effects:Hypersens.reacts S&S: Rash, lymphopen., headache, paraesthes., conjunctivit., fatig., fev., hypotens., malaise, lymphadenopathy, oed., abdom.pain, diarrh., mouth ulcer, N&V, elevat.LFT, hepat.fail., anaphylax., elevat.creatin.phosphokin., elevat. creatinine, arthralg., myalg., myolos., renal fail., adult respirat.distress syndr, cough, dyspn., resp.fail., sore throat.Freq: Hypersens., anorex., dizzin., headache, lethargy, somnol., asthen., fatig., fev., malaise, abdom.distens., abdom.pain/-discomf., diarrh., dyspeps., flatul., GORD, N&V, elevat.CPK, incr.ALT/AST, arthralg., musc.disord., abnorm.dreams, anx., depress., insomn., nightmare, sleep disord., cough, nasal symp., alopec., prurit., rash.Less freq: Anaem., neutropen., pure red cell aplas., thrombocytopen., paraesthes., peripher.neuropath., pancreatit., ac.hepat.fail., hepatit., immun. reconstitut.syndr., amylase elevat., hypertriglyceridaem., hyperglycaem. lactic acidos., rhabdomyolys., suicid.ideat./-attempt., erythema multif., SJS, TEN.
Special warnings and precautions: Screen.recomm.for carriage of HLA-B*5701 allele in pts.without prior abacavir expos./re-initiat.of abacav.in pts with unknown HLA-B*5701 status prev.tolerated abacav., if possit. disc.treatm and do not rechallenge, hypersens. reacts.to abacavir charact.by multi-organ/body syst.involvem.with fev.&/or rash.sympt.worse if therap. cont.& can be life threat., eval for signs of fat redistribut.and if lipodystrophy do a CV risk assessm., immune reconstitut.inflam.syndr., poss. osteonecros. if joint pain/ stiffn. /movem.diffic., ARV ther.will not prev.transmiss.through sex. cont.& bld.transfus.& appropr.precaut.to contin., investig.exposed foetus incl HIV neg.for poss.mitochondr.damage., discont.ther.until pancreatit. exclud.in cases of N&V/abdom.pain/ elev. biochem.mark., stop therap.if raised lactate lev., pts.with known risk for liv.dis., suspend ther.in cases of clinic. feat./ lab.find.poss.indic.lact.acidos./ hepatotoxic., minim.MI risk fact., hepatit.B/C co-infect.pts, init./ maint.effect.HBV ther.when start.Cagol in hepatit.B co-infect.pts., safety in pregn. & lactat.in humans not est.but teratogen.in animals, limit. data in elderly > 65 yrs., admin.2 hrs.bef./ 6 hrs. aft. polyval.cation-cont.antacids/ Ca-/Fe supplem.

Interactions: Reduc.dolutegravir conc.with etravirine/ efavirenz/ nevirapine/ tipranavir & ritonavir/ fosamprenavir & ritonavir/antacids cont.Mg/Al/Ca/ Ca-/Fe supplem./ rifampicin, poss.decr.dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/St John’s Wort though no studies, incr.dolutegravir conc. with atazanavir/ ritonavir, poss. incr.dofetilide/pilsicainide/metformin plasma conc. with dolutegravir, occas. methadone re-titrat.may be reqd., concom.emtricitabine/ zalcitabine not recomm., poss.severe anaemia with zidovudine. 

 XE "Celsentri" CELSENTRI, GSK

Maraviroc

Indications: In combinat.with other antiretrovir. meds.for treatm.-exper.adult pts.infect.with only CCR5-tropic HIV-1 detectable who have evid.of vir.replicat.& HIV-1 strains resist.to multipl. antiretrovir. agents.

(S4) TABS. 42/20.2.8/0941, 0942.

710268-002: 150 mg, 60, R4 804,99
719297-001: 300 mg, 60, R5 352,40
Dosage: Ther. should be init.by.physic. exper.in managem.of HIV infect. Tropism test/resist.test. & treatm.hist.should guide use.

Adults: Recomm.dos: 150 mg, 300 mg or 600 mg 2xdly.depend. on interacts. with co-admin.ARV ther.& other meds.

Concom.CYP3A4 inhibits. (with/-out CYP3A4 induc.) incl.protease inhibits. (except tipranavir/ ritonavir)/ delavirdine/ ketoconazole / itraconazole/ clarithromycin/ other strong CYP3A4 inhibits (e.g. nefazodone, telithromycin): 150 mg 2xdly.

Other concom.meds. incl tipranavir/ritonavir/ nevirapine/ raltegravir/all NRTIs & enfuvirtide: 300 mg 2xdly.

CYP3A4 induc.(without strong CYP3A4 inhibit.) incl. efavirenz /etravirine/rifampin/ carbamazepine/ phenobarbital & phenytoin: 600 mg 2xdly.

Ren.impairm: Refer to prescrib.lit.for dos.interv. adjustm.& dos.recomm.in pts.with ren.impairm. receiv. potent.CYP3A4 inhibits.

Side effects: Treatm.exper.pts. Common: Weight decr., insomn., periph.neuropathy, dizzin., paraesthes., dysgeus., somnol., cough, abdom.pain & distent., constipat., dyspeps., incr.ALT/AST/ GGT, rash, alopec., musc.sp., back pain, extremity pain, incr.bld.creatine phosphokin., asthen., fatig. Treatm.naive pts: Common: Anaem., anorex., depress., abnorm.dreams, insomn., dizzin., headache, somnol., abdom.pain, constipat., dyspeps., flatul., N&V, diarrh., incr.ALT/AST, neck pain, fatig., asthen.

Mod./great. intensity in <1%: Stev.John.syndr., inflamm.react.to asymptomat./resid.opportunist. infects.where immune defic.sev.
Post market: Sev.hypersens.& cutan.reacts., hepatotox., hepat.fail., postur.hypotens.with syncope

Warnings and special precautions: Eval.pts. with signs/sympts.of hepatit/sev.skin reacts/ allerg. react.immed.& discont.ther, prescribe as part of antiretrovir.combinat.regim., only use when only CCR5-trop. HIV-1 is detectable (i.e. CXCR4/ dual/mix.trop.vir.not detect.) as determin.by adeq. validat.& sensitiv.detect.meth., ther.to start shortly aft.tropism test., ensure appropr.dos.adjustm. when co-admin.with CYP3A4 inhibits. &/or induc. as conc./therapeut effs.poss.affect., transmiss.risk not reduc., not a cure, caut.in pts.at incr.risk for CV events/hist.of postur.hypotens./concom.meds. known to low.BP, through CV risk assessm.with lipodystrophpy evid., immune reconstit.syndr. where pts.with sev.immun.defic.may develop inflamm.react.to asymptomat./resid.opportunist. pathog.necessit.furth.eval.& treatm., joint aches/stiffn./movem.diffic.to be report., incr.freq. of liv.funct.abnorm.dur.combinat. antiretrov.ther.in pts.with pre-exist.liv.dysfunct.& pts.should be monit. accord.to.stand.pract., consid. discont.in pts.with signs/sympts.of ac.hepatit., caut.when treat.pts with reduc.hepat.funct./pts.with hepatit.B/C co-infect./pts.>65 yrs.since exper. limit., caut.& dos.adjustm.advis.in pts.with ren. impairm. (CLcr < 80 ml/min) who are also tak. potent. CYP3A4 inhibits., ren.impairm., hypersens. to peanuts/soya/relat.food prod., avoid potent. hazard. tasks as dizzin.poss., safety in pregn/paed. pts.not est., no breastfeed as potent.for HIV transmiss. & expect.to be secret.in human milk

Interactions: Co-admin.with CYP3A4 induc.may decr.conc.& reduc.therapeut.effs., co-admin. with CYP3A4 ihibits.may incr.conc., refer to prescrib.lit. for interact.& dos.recomm.with common. prescrib. meds.

 XE "Cipla Duovir" CIPLA DUOVIR, Cipla [P/S]

Lamivudine 150 mg, zidovudine 300 mg.

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.adults &childr.over 12 yrs. with progress.immunodefic.

(S4) TABS, A40/20.2.8/0244

707300-001: 60, R189,66
Dosage: Admin.in combinat.with other ARV’s.

Adults & childr.over 12yrs: 1 tab. 2xdly.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., childr.und. 12 yrs.due to insuffic. data & fix.dos.combinat., safety in pregn. not est., breastfeed.not recomm., concom.IV ganciclovir/ foscarnet not recomm.

Side effects: Bld.dyscras., pancreatit., lact. acidos. in absence of hypoxaem.& sev. hepatomegaly with steatos., headache, malaise, GI disturbs., insom., cough, nas.sympts., musculoskelet. pain, periph.neuropathy, rash, fev., myalg., paraesth., asthen., CNS effs., sweat., dyspn., flu-like syndr., chest & gen.pain, urin.freq., chills, urticar., prurit.

Special precautions: Opportunist.infects & other HIV complicat.still poss., not proven to prev. transmiss., monit.haematolog. paramet., in case of sev. anaem./myelosuppress./pre-exist.bone marrow compromise where dos.adjustm.may be reqd./ where discont.of one of the act.necess.use separ. preps., discont.use if pancreat.suspect., suspend. if aminotransferase lev.elev.rapidly/ hepatomegaly/metabol.acidos.develop., crosses placenta, monit.phenytoin bld.lev., consid.advers. effs. of other ARV’s, ren./hepat.impairm., elderly, unclear if adv.effs.are drug relat./part of underly. dis. process.

Drug interactions: Poss.interacts.with meds. eliminat.by act.ren.secret., trimethoprim incr. lamivudine plasma lev., phenytoin bld.lev.low., incr. incid.of neutropen.with paracet.& zidovudine, zidovudine metabol.poss.alt.by meds.direct.inhibit. hepat.microsom.metabol./competit.glucuronidat. inhibit., poss.incr.toxic.risk with potent nephrotox. / myelosuppres.meds., in vitro ribavirin/stavudine is antagonist., probenecid incr.zidovudine mean half-life & area und.plasma conc.curve.

 XE "Cipla Efavirenz" CIPLA EFAVIRENZ, Cipla Medpro [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. weigh. 40 kg and above.

(S4) TABS, 41/20.2.8/0106

709331-001: 600 mg, 30, R107,56
Dosage: Admin.in combinat.with a protease inhibit./ nucleoside analog. Admin.on empty stomach. Avoid admin.with a fatty meal as absorpt. incr., consid.bedt.dos.dur.1st 2-4 wks ther.& in pts.exper.neurologic.effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.(17 yrs.& und): 600 mg at bedt. Use only in adults & childr.weigh.great. than or equal to 40 kg.

Contraindications: Concom.terfenadine/ astemizole/cisapride/midazolam/triazolam/ergot derivat.as ser./life threat.adverse effs.poss., pregn. & lactat., childr.weigh.<40 kg, concom.St John’s Wort.

Side effects: Weight gain/loss, CNS effs., abnorm. co-ordinat., convuls., paraesthes., periph. neuropathy, trem., aggrav.depress., impot., libido changes, speech disords., abnorm. vis., tinnit., taste pervers., palpitat., flush., tachycard., astham, sinusit., dyspn., URTI, GI disturbs., malabsorpt., hepatit., hepat.fail., skin reacts.incl.rash/erythema multiforme & Stev. John. syndr., alopec., incr.sweat., acne, nail disords., skin discolourat., arthralg./myalg., myopathy, fatig., alcoh.intol., allerg.reacts., asthen., hot flush., flu-like sympts., malaise, pain, redistribut./accumulat.of body fat, syncope, rais.ser.cholester.& triglycerid.conc., incr.tot. cholester.

Special precautions: Must not be used as monother./ add.on as sole agent to fail.regim., ser.nerv.syst.& psych.sympts.report., use barrier contracept.in combinat.with other methods, consid. alternat.to clarithromycin, teratogenic. report., pregn. test in women of childbear.potent. bef.init.ther., pass.into breast milk, ref.to prod.lit. when prescrib.other meds., consid.simultan. discont. of all antiretrovir.meds.if combinat. regim. is interrupt.because of suspect.intol.& restart medicat.at same time upon resolut.of intol. sympts., intermitt.monother./sequent. reintroduct. not advis., discont.in sev.rash & consid.prophylax.with appropr.anthistam./ corticoster. for mild to mod.rash to improv.tol.& resolv.rash, be alert to psychos.-like reacts.& sev. ac.depress.reports, ment. illn./subst.abuse hist., suicid.ideat./attempts.report., liv.impairm., monit.liv.enzymes partic.in known/suspect. hepatit.B/C infect.hist./ concom.hepatotox. meds., cholestrol.monit., use not assess.in paed. pts.bel.3 yrs./weigh.<13 kg.

Drug interactions: Plasma conc.of other compds. that are metabol.by CYP3A4 poss.decr., AUC & Cmax of indinavir/saquinavir & clarithromycin decr., incr.freq.of S/E with ritonavir, rifampicin decr.AUC & Cmax ,, methadone plasma lev.decr.result.in opiate withdr.signs in HIV infect.IV drug users, expect.reduc.conc.with St John’s Wort.

 XE "Cipla oseltamivir" CIPLA-OSELTAMIVIR, Cipla Medpro [P/S]

Oseltamivir

Indications: Treatm.& prophylax.of influenza in adults & adolesc.≥ 13 yrs.; Treatm. of childr. > 40 mg or ≥ 8 yrs.able to swall.caps.

(S4) CAPS, 41/20.2.8/0799

712392-001: 75 mg, 10, R310,31
Dosage: Admin.with food may enhance.tolerab. Effic.demonstrat.only for influ.virus. types A & B

Treatm: Start within 1st-2nd day of sympt.onset. Adults & adolesc.>13 yrs: 75 mg 2xdly.x5 days. Childr.over 40 kg or >8 yrs: 75 mg cap.2xdly. 

Prophylax: Adults & adolesc: Follow.close contact: 75 mg once dly x7 days start.within 2 days of expos. Dur.community outbreak: 75 mg once dly. Safety & effic. demonstrat.x6 wks. Protect.last.as long as dos.cont.

Contraindications: Pregn.& lactat., childr. < 1 yr.

Side effects: Freq: Diarrh., N&V. Less Freq: Headache, insomn., conjunctvit.,ear disord., bronchit., cough, epistax., abdom.pain, dizzin., fatig. Unknown freq.: Lymphadenopathy, otit.med., tympan.membr. disord., asthma, pneum., sinusit., dermatit., neuropsych.events, anaphylact. reacts., face oed., skin rash, eczema, urticar, erythema multforme, Stev.-John.Syndr., tox.epiderm.necrolys., hepatit., elev.liv.enzymes.

Special warnings and precautions: Not a substit. for influenza.vaccinat., Neuropsych. events incl.convuls./abnorm.& inapprop. behav./disturbs.in conscious./ hallucinat. & delirium report.dur.first few days of tak. oseltamivir in pts.with influenza which in some cases result.in accident.self-injur.& death, poss.season.vir. resist., dos.reduct.for creatinine clear.10-30 ml/ min, no evid.of effic.in agents oth.than Influenza A & B,  safety in pregn.& lactat.not est., excret.in breast milk of rats theref.mothers should not breast feed, monit.pts.esp.paeds.& adolesc. careful.for abnorm.behav.

 XE "Ciplafam" CIPLAFAM, Cipla Medpro [P/S]

Famciclovir

Indications: Herpes zoster (shingles) infect., 1st episode genit.herpes within 72 hrs.of sympts, recurr. genit.herpes within 6 hrs.of sympts, suppress. recurr. genital herpes in immunocompet. pts.

(S4) TABS, 42/20.2.8/0667, 0668

718876-001: 125 mg, 10, R147,82
718877-001: 250 mg, 21, R645,16
Dosage: Herpes zoster: Adults: 250 mg 3xdly.x7 days. Init.within 72 hrs of rash onset.

1st episode genital herpes: Within 72 hrs of appear. of sympts.250 mg 3xdly.x5 days.

Recurr.genital herpes: Within 6 hrs of sympts appear., 125 mg 2xdly.x5 days.
Suppress.recurr.genital infects.in immunocompet. pts: 125-250 mg 2xdly., treatm. durat.dep.on sever. Re-eval.treatm.aft.12 mnths. Max.toler. dos: Herpes zoster: 750 mg 3x/day for 7 days. Genit.herpes: 750 mg 3x dly.for 5 days & up to 500 mg 3x/day for 10 days.

Contraindications: Penciclovir hypersens., pregn. & lactat., safety & effic. in childr.not est.
Side effects: Psych./CNS effs., headache, dizzin., GI disturbs., jaund., skin reacts.

Special precautions: Elderly, imp.ren.funct., transmiss.risk of genit. herpes incr.dur. ac.episod., avoid intercourse while sympt.pres., adeq protect. dur. intercourse., lact.intol.
Drug interactions: Probenecid & other drugs that aff.ren.physiol.could aff.plasma lev.

 XE "Citenvir" CITENVIR, Novagen [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: HIV-1 infect.treatm.in adults alone as complete regimen or in combination with other anti-retrovir.

(S4) TABS, 47/20.2.8/0504

718874-001: 30, R379,20
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Liv.injur./fail.hist., sev.hepat. impairm., concom.terfenadine/astemizole/ bepridil/cisapride/ midazolam/ pimozide/triazolam or ergot derivat., concom.elbasvir/grazoprevir, concom.voriconazole, mod.-sev.ren.impairm.,co-admin.of preps.contain.St John’s Wort, fam.hist.of sudd.death,/congenit.prolongat.of QTc interv.on ECG/other clinic.condits.known to prolong QTc interv., symptomat.card.dysrhythm.hist./clinic. relev. bradycard./CHF accompan.by L.ventric.eject. fract., concom.meds.known to prolong QTc interv., pregn. & lactat.,

Side effects: Efavirenz: Freq: Hypertriglyceridaem., depress., anx., abnorm. dreams, insomn., cerebell.co-ordinat.& bal. disturbs., somnol., headache, att.disturbs., dizzin., diarrh., N&V, abdom.pain, elev.AST & ALT & GGT, rash, prurit., fatig. Less freq: Hypersens., hypercholesterolaem., suicide attempt/-ideat., psychos., man., paranoia, hallucinat., euphor. mood, affect lability, confus.state, aggress., cataton., complet.suicide, delus., neuros., convuls., amnes., abnorm.think., atax., abnorm.coordinat., agitat., trem., blurr.vis., tinnit., vertigo, flush., pancreatit., ac.hepatit., hepat.fail., Stev.Johns. syndr., erythema multiforme, sev.rash, photoallerg. dermatit., gynaecomast., Emtricitabine: Freq: Neutropen., allerg.react., hypertriglyceridaem., hyperglycaem., abnorm.dreams, insomn., headache, dizzin., diarrh., N&V, elev.amylase incl.pancreat.amylase, elev.ser.lipase, abdom.pain, dyspeps., elev.AST & ALT, hyperbilirubinaem., vesiculobull.rash, pustul.rash, maculopapul.rash, rash, prurit., urticar., skin discolourat., elev. creatine kinase, pain, asthen. Less.freq: Anaem., angioed. Tenofovir: Freq: Hypophosphataem., headache, dizzin., diarrh., N&V, abdom.pain, abdom.distens., flatul., incr.transaminas., rash, asthen. Less freq: Hypokalaem., lact.acidos., pancreatit., hepat.steatos., hepatit., angioed., rhabdomyolys., musc.weakn., osteomalac., myopathy, incr.creatin., proteinur., proxim.ren. tubulopathy incl.Fanconi syndr., ac.& chron.ren. fail., ac.tubul.necros., nephrit.incl.interstit., nephrogen.diab.insipid.

Warnings and special precautions: Lactic. acidos.& sev.hepatomegaly with steatos. incl. fatal., not indic.for treatm.of chron. HBV infect., safety & effic.not est.in hepatit.B vir.co-infects., monit. hepat.funct.for sev.mnths.in pts.co-infect. with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., obesity & prolong. nucleoside use poss. risk fact.for lact. acidos., pts.with liv.dis.risk fact., suspend.treatm. if clinic./lab.find. suggest.lact.acidos./ pronounc. hepatotoxic., full investigat.of any inft.expos.in utero for poss.mitochrond.dysfunct., discont.in pres.of suspect.pancreat.until.diagnos.excl., pre-exist.liv.dysfunct.incl.chron.hepatit.& meds.assoc. with liv.toxic., mild hepat.impairm., eval.risk vs. benef.of cont.ther.if ser.transaminase.lev.persist. 5x>ULN, test for chron.hepatit.B bef.init.ther., consid. alternat.ther.in pts.at risk of /receiv.meds. with known risk for Torsades de Pointes, concom. lamivudine/ meds.contain.lamivudine in combinat. due to similarit.betw.emtricitabine & lamivudine, do not admin.concom.adefovir dipivoxil/prod. contain. tenofovir alafenamide/didanosine/ combinat. sofosbuvir /velpatasvir and also with vixilaprevir, in pts.on PI bas.antiretrov.regim. switch. to Citenvir may lead to reduct.in ther. respons., concom.Ginkgo biloba extracts.not recomm., psych.disord.hist., treatm.discont.poss. reqd.if ser. psych.sympt.exper., seiz.hist., concom. anticonvuls.prim.metabol.by liv., determ.creatin. clear. bef.init.ther., reg.ren.funct.monit.in pts.at risk/ hist. of ren.dysfunct., interrupt.ther.if creatin. clear.<50 ml/min.& in progress.ren.funct.decline, reg.ren.funct.monit.with concom.nephrotox.& NSAID meds., monit.liv.enzym.in mild to mod. liv.dis & chron.hepatit.B or C, evid.of redistribut./ accumulat.of body fat a thorough CV risk assessm. reqd., poss. immune reconstit.syndr.usual.within 3 mnths of init.ther.& more common with CD4 counts, report.joint effs.& movem.diffic.due to poss.osteonecros., avoid in HIV-1 pts.harbour. K65R;M184V/I or K103N mutat., pregn.test for women of child-bear. potent.bef.init.ther., barr. contracept.in addit.to hormone.contracept. not recomm.in <18 yrs.as a fix.combinat.safety not est., elderly, discont.ther.with sev.skin rash assoc. with blister./ desquamat./mucos.involvem.& fev., not recom.if NNRTI ther.prev.discont./exper.life-threat.cutan.reacts., monit.lipid & bld.gluc.lev., false posit.urin.cannabin.tests, monit.BMD in pts. with patholog.bone fract.hist./at risk of osteopen., opportunist.infects & other HIV complicat.still poss., caut.with concom.darunavir/ ritonavir & ren.funct.monit., co-admin.of ritonavir 600 mg dos.not recomm., do not admin.concom.saquinavir as sole protease inhibit., another concom.NNRTI not recomm., concom.didanosine not recomm., glecaprevir/pibrentasvir co-admin.not recomm., rash report.with efavirenz & clarithromycin theref.consid.alt.antibiot., do not combin.with other macrolides as not stud., dly.dos of rifabutin should be incr.by 50 % when co-admin., addit.200 mg/day of efavirenz recomm. when Citenvir is co-admin.with rifampicin, no dos.recommendat.for concom.itraconazole or carbamazepine avail. theref. seek alt.antifung.or anticonvuls., avoid concom.posaconazole unless benefit outweighs risk, avoid concom.atovaquone/proguanil, monit. anticonvuls.lev.with anticonvuls.which are substrat. of CYP isoenzym., poss.warfar. dos. adjustm., monit.conc.of concom.immunosuppress. for at least 2 wks., avoid concom.methadone due to QTc prolongat.risk, poss.foet.harm dur.1st trimest. of pregn., excret.in breast milk, eval.effs. bef.driv./perform.complicat.tasks.

Interactions: Consid.interacts.report.with indiv. compon., do not admin.concom.meds/ combinat. contain efavirenz/emtricitabine/tenofovir/ lamivudine/adefovir dipivoxil, alt.plasma conc.with co-admin.of efavirenz.with meds prim.metabol.by cytochrome P450 isoenzym., fatal lact.acidos.when metformin co-admin.with didanosine/stavudine & tenofovir, efavirenz decr.voriconazole plasma conc. & vice versa, concom. atazanavir/ritonavir & lopinavir/ritonavir & saquinavir/ritonavir combinat. not recomm., reduc.efavirenz conc.with St John’s Wort expect. & efavirenz lev.may incr.when St John’s Wort stop., poss Torsades de Pointes with meds.known to prolong.QTc interv., poss.incr. conc. of emtricitabine /tenofovir &/other ren. elimin. meds.with meds.reduc.ren.funct./compet. for act.tubul. secret., indinavir conc.decr., consid. poss.incr.of efavirenz assoc.S/E with low dos ritonavir, syst.expos.to didanosine incr., elbasvir/ grazoprevir & glecaprevir/pibrentasvir plasma conc.decr., clarithromyc.plasma lev.chang., rifabutin conc.decr., rifampicin decr.efavirenz conc., posaconazole AUC & Cmax.decr., artemether/ dihydroartenisinin & lumefantrine conc.decr., atovaquone & proguanil conc.decr., decr. carbamazepine lev., efavirenz.potent.incr./decr. warfar.plasma conc., sertraline & bupropion conc. decr., diltiazem & Ca chann.conc.decr., atorvastat./ pravastat.& simvastat.conc.decr., decr.expos.of etonorgestrel expect., decr.expos.of immunosuppress. expect., decr.methadone plasma conc.& poss.opiate withdr.signs with efavirenz,

 XE "Combivir" COMBIVIR, GSK [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.pts.with progress. immunodefic., init.prophylax.(unt.serology test results avail.) in HIV neg.adults follow.occupat. expos.

(S4) TABS, 32/20.2.8/0705

875821-006: 60, R640,45
Dosage: Consult P/I for dos.if used in combin.with anoth.anti-viral agent.

Adults & adolesc. weigh.at least 30 kg: Recomm.1 tab 2x dly.
Childr. 21-30 kg: Recomm. ½ tab in morn. & 1 tab in even. Childr. 14-21 kg: Recomm.½ tab 2x dly. Childr.weigh. less than 14 kg: Lamuvidine & zidovudine to be taken as separ.formulat.
Post expos.prophylax: Init.ther. pref.with.1-2 hrs aft. expos. Cont.unt.confirm.of HIV status of source. Prophylact.course to be contin.for 4 wks should source be confirm.as HIV pos. Dos: 1 tab 2x dly.for 28 days. Dos.to be strict.adher.to. Discont. ther.as soon as source is confirm.not to be HIV infect.
Contra-indications: Abnorm.low neutrophil counts/ haemoglob.lev., childr.weigh.less than 14 kg, concom.stavudine/zalcitabine, safety in pregn.not est., lactat., concom.IV ganciclovir/ foscarnet not recomm.

Side-effects: Bld.dyscras., pure red cell aplas., aplast.anaem., pancreatit., lact.acidos.& sev. hepatomegaly with steatos.incl.fatalit. esp. women, hyperlactataem., headache, paraesth., periph. neuropathy, cough, nas.sympts., GI disturbs., rash, alopec., arthralg., musculoskelet. pain, rhabdomyolys., fatig., malaise, fev., anx., depress., dizzin., CNS effs., convuls., cardiomyopathy, dyspn., nail,skin & oral mucosa pigmentat., taste disturbs., dyspeps., skin reacts., sweat., myalg., myopathy, urin.freq., gynaecomast., asthen., chest & gen.pain, chills, flu-like syndr.

Special precautions: Developm.of opportunist. infects.& other HIV complic.poss.cont., ther.not prov.to prev.HIV transmiss.risk, monit.haematolog. paramet., discont.ther.immed.if pancreatit.susp., known risk fact.for liv.dis., suspend ther.if clinic./ lab.find.suggest.of lact.acidos./hepatotoxic., body fat redistribut./accumulat., immune reconstit. syndr. when ther.init., co-infect.with Hepatit.C virus, cross.placenta in animal studies, carcinogen. risk, in pregn.only if benef.outweighs poss.risk, pass.into breast milk, elderly, ren.impairm., sev.hepat. impairm., where dos.adjustm.necess. use separ.preps., self-admin.medicat., advanc. cirrhot. liv.dis.due to chron.Hepat.B infect., poss. rebound hepatit.risk, haematolog.adverse reacts., bld.tests recomm.2 wkly for 1st 3 mnths & thereaft. at least mnthly., monit.with concom.co-trimoxazole, concom.clarithromycin/phenytoin, monit. pts.on prolong.atovaquone ther., concom. agents alter.zidovudine metabol.esp.in chron.ther., concom. potent.nephrotox./myelosuppress.agents, concom. prophylact.antimicrob.ther.in contin. opportunist.infects., elev.ser.lact.lev., discont. Combivir & use separ.zivodine/lamivudine preps. if sympt.sev.

Drug interactions: Trimethoprim incr.plasma lev., lamuvidine poss.inhib. zalcitabine intracell. phosphorylat., reduc.absorpt.with clarithromycin, zivodine AUC decr.with concom.rifampicin, poss. decr.zivodine metabol.rate with atovaquone, alt. bld.lev.with phenytoin, probenecid incr.mean half-life & AUC of zidovudine., stavudine intracell. phosphorylat.poss.inhib.by zidovudine, incr.incid.of neutropen.with paracet., cert.agents incl.aspir./ morph./ lorazepam /naprox./cimetidine/clofibrate poss.alt. zidovudine metabol.by inhib. glucoronidat. /direct. inhibit.hepat.microsom. metabol.

 XE "Combozil" COMBOZIL,(Activo) Hetero [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.adults & childr.over 12 yrs. with progress.immunodefic. , init.prophylax.(unt. serology test results avail.) in HIV neg.adults follow. suspect./known HIV occupat.expos. Admin. of protease inhibit.recomm.when large vol.of innoculat. occurs/when source mat.has high viral titre or when innoculat.occurs from pt.with HIV resist. to zidovudine/lamivudine.

(S4) TABS, 43/20.2.8/0362

715669-001, 60, R469,16
Dosage: Adults & childr.over 12 yrs: 1 tab. 2xdly. Consult package insert for separ.agents admin.dur.combin.ther.

Post expos.prophylax: Init.ther. pref.with.1-2 hrs aft. expos. Cont.unt.confirm.of HIV status of source. Prophylact.course to be contin.for 4 wks should source be confirm.as HIV pos. Dos: 1 tab 2x dly. Dos.to be strict.adher.to. Discont. ther.as soon as source is confirm.not to be HIV infect. If protease inhibit.reqd.follow.loc.CDC guidelines.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., childr.bel.12 yrs., concom. ribavirin/stavudine.zalcitabine, concom.IV ganciclovir/foscarnet not recomm., safety in pregn. not est., lactat.

Side effects: Bld.dyscras., hyperlactat., lact. acidos. in absence of hypoxaem.& sev. hepatomegaly with steatos.somet.fatal., lipodystroph., headache, CNS effs.incl.

periph. neuropathy/paraesthes, cough, nas. sympts., GI disturbs., pancreatit, liv.enzym./ser. amylase incr., skin reacts., arthralg, rhabdomyolys., musculoskelet.pain, malaise, fatig., fev., anaem.poss.req.bld.transfus., anorex., anx., depress., insomn., somnol., dizzin., convuls., loss of ment.acuity, cardiomyop., dyspn., skin & oral mucosa pigmentat, liv.disords., sweat., myalg., myopathy, urin.freq., gynaecomast., gen.pain, asthen.

Warnings and special precautions: Pts.with risk fact.for liv.dis., discont.in pts.develop. lab. findings suggest.lact.acidos./hepatotox., mitochondr. dysfunct., consid.pancreatit.if pt. devel. abdom.pain/naus./vomit./elev. biochemic. markers & discont.until diagnos.of pancreatit. excl., ren./hepat.impairm., safety & effic.not est.in pts. with signific.underlying liv.disords./dis., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., also consult prod.lit.of concom.antiviral ther.for hepatit. B/C, monit. hepat.funct.for sev.mnths.aft.discont.in pts. co-infect.with hepatit.B, pts.with chron. hepatit. B/C treat.with antiretrovir.ther.are at incr. risk for sev.& potent.fatal hepat.adverse reacts., eval. for signs of fat redistribut., elderly, CV risk assessm. in pts.with evid.of lipodystrophy, immune reconstit. inflammat.syndr., pts.to seek med. advice if experienc.joint pain/aches/stiffn./ movem. diffic.as osteonecros.poss., opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss.through sex.cont./ bld. contam., monit.haematolog.paramet., in case of sev.anaem./myelosuppress./pre-exist.bone marrow compromise where dos.adjustm.may be reqd./where discont.of one of the act.necess.use separ. preps., sero-convers to HIV+ status may still occ. despite prompt use & recommend.prophylact. dose must be strictly adher.to, monit.pts.receiv. concom.co-trimoxazole, avoid concom.high co-trimoxazole dos.in Pneumocystis carinii pneumon./ toxoplasmos., concom.phenytoin, monit.ren.funct./ haemotolog. paramet.with concom.potent. nephrotox./myelo-suppress.agents, concom. prophylact. antimicrob.ther., concom.self-admin. med.

Interactions: Poss.interacts.with meds. elimin.by act.ren.secret., co-trimoxazole incr.plasma lev., rifampicin decr. AUC, lamuvidine poss.inhib. zalcitabine intracell.phosphorylat., alt.bld.lev.with phenytoin, probenecid incr.mean half-life & AUC of zidovudine., stavudine intracell. phosphorylat.poss. inhib.by zidovudine, incr.incid.of neutropen.with paracet., cert.agents incl.aspir./codeine/morph./ methadone/ indomethac./ketoprof./lorazepam/ oxazepam/ naprox./cimetidine/clofibrate/dapsone poss. alt. zidovudine metabol.by inhib. glucoronidat. /direct.inhibit.hepat.microsom. metabol.

 XE "Copegus" COPEGUS, Roche [P/S]
Ribavirin

Indications: In combinat.with peginterferon alfa-2a/interferon alfa-2a for chron.hepatit. C in adults posit.for ser.HCV RNA incl.those with compensat. cirrhos.

(S4) TABS, 38/20.2.8/0181

704195-001: 200 mg, 42, R420,24
Dosage: Admin by experienced physic. Use as combin. ther. Monother.not effect. Caut.when handl. brok. tabs.& avoid direct contact with skin/ muc.membr. Admin in 2 div.dos.with food. 

See lit.for dos.regimens & modificat. guidelines in pres.of CV dis.

Contraindications: Pregn./ intent.of pregn., men whose female partn.is pregn., haemoglobinopathies, auto-immune hepatit., mod to sev hepat.Child-Pugh class B&C, mod.to sev.ren. impairm., childr.& adolesc.und.18 yrs.

Side effects: Teratogen., haemolyt.anaem.within 1-2 wks of treatm., worsen.card.dis., MI, hypersens. reacts., incr.uric acid due to haemolys., U& LRTI, UTI, skin infect., endocardit., otit.externa, malign. hepat.neoplasm, anaem., thrombocytopen., lymphadenopathy, pancytopen, aplast.anaem., sarcoidos., thyroidit., anaphylax., SLE, rheumatoid arthrit., idiopath./thrombot. thrombocytopen. purpura, hypo-/hyperthyroid., diab., dehydrat., psych. disords.incl.suid.ideat..& suicide, anorex., headache, dizzin., imp.conc./memory, syncope, weakn., migraine, hypo-/hyperaesthes., paraesthes., trem., taste disturbs., hear.loss, periph. neuropathy, coma, convuls., nightmares, somnol., fac.palsy, blurr.vis., eye pain & inflammat., xerophthalm., retin.haemorrh./-vasc. disord./ -detachm., optic neuropathy, papilloed., corn. ulc., vis.loss, vertigo, earache, tachycard., palpitat., periph.oed., CHF, angina, supraventric. tachycard., dysrhythm., atrial fibrillat., pericardit., flush., hypertens., cerebr.haemorrh., dyspn., cough, exert. dyspn., epistax., nasopharyngit., sinus & nas. congest., rhinit., sore throat, wheez., interstit. pneumonit. with fatal outcome, pulm.embol., GI disturbs., dysphag., GI bleed., cheilit., gingivit., pept. ulc., pancreatit., hepat.dysfunct.& fail., cholangit., fatty liv., alopec., prurit., dry skin, rash, incr. sweat., psorias., urticar., eczema, photosens., tox. epiderm.necrolys., Stev.Johns.syndr., angioed, erythema multiforme, myalg., arthralg., back pain, arthrit, musc.weakn., bone/neck & musculoskelet. pain, musc.cramps, myosit., impot., pyrex., rigors, pain, asthen., inj.site react., irritabil., chest pain, flu-like illn., malaise, lethargy, hot flush, thirst, weight decr., subst.OD,

Special precautions: Ref.to peginterferon/ interferon alfa-2a lit., obtain negat.pregn.test immed. prior to init.ther., discont.immed.if ac. hypersens. develop.& instit.appropr.treatm., signific. /unstable card.dis.hist., 2 forms of adeq. contracept.dur.& for at least 6 mnths.aft.treatm. complet., assoc.anaem. poss.results in deteriorat. card funct./exacerbat.of coron.dis.sympt., monit. predispos.pts.for gout, discont.treatm.if hepat. decompens.develops, do not init.in creatin. clear.<50 ml/min/if ren.impairm. occurs.dur. treatm., obtain std.haematolog.tests & bld.chem. pre- treatm./at wks.2-4 of treatm.& as clinic. indicat., monit.plasma HIV RNA lev.with concom. zidovudine & stavudine & review treatm.if lev.incr., concom.didanosine not recomm., co-infect.HIV pts.receiv.highly active Anti-Retroviral ther.at incr.risk of ser.adverse effects, co-infect.HIV pts.with advanc.cirrhos.receiv.highly active Anti-Retroviral ther.at incr.risk of hepat.decompensat.& poss.death if treat.in combinat.with peginterferon alfa-2a, in the event of adverse reacts./lab. abnorm. develop.modify dos.until advers.reacts. abate. pos.discont,if intol.persists aft.dos.adjustm.

Warning: Do not use alone, monother.not eff.for chron. hepatit.C.

Drug interactions: In-vitro phosphorylat.of zidovudine & stavudine inhibit., antiretrovir.eff.of didanosine potent.& expos.to didanosine or its act.metabolit.incr. in vitro.

 XE "Cyclivex" CYCLIVEX, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Acyclovir.
Indications: Init.& recurr.H.simplex.infects.of skin & mucous membr., init.& recurr.genit.H.simplex., suppress. of recurr.genit.H.simplex in immuno-competent.pts., prophylax.of H. simplex.infects.in immunocompromis.pts., treatm.of H.zoster. infects. if lesions not older than 72 hrs., treatm.of Varicella-Zoster within 24 hrs.of typical chickenpox rash.

(S4) TABS. 28/20.2.8/0715, 31/20.2.8/0298

824313-003: 200 mg, 25, R94,52
860581-004: 400 mg, 70, R381,18
Dosage: Init.& recurr.skin & mucous membr. H.simplex.infects: Adults: 200 mg 5x/dly.at approx.4 hrly.interv., omit night-time dos.x5 days. Treatm.per.may be extend.if neccess.

In sev.immunocompromis.pts./pts.with imp. gut absorpt: dos.may be doubl.to 400 mg or alternat. IV ther.

Suppress.of recur.genit.H.simplex infects.in immune-competent adults: 200 mg 4xdly, 6 hrly/ 400 mg 2xdly 12 hrly. Titrat.down to 200 mg 8-12 hrly. may prove effect. Interrupt at 6-12 mnthly. interv.to observe any poss.changes.

H.simplex prophylax in immunocomprom. adults: 200 mg 4xdly 6 hrly.

In sev.compromis.pts./pts.with imp.gut absorpt: dos.may be doubl.to 400 mg.or IV therapy consid., durat.of therapy determin.by period at risk.

H.zoster & Varicella-zoster infects.in adults: 800 mg 5xdly at approx. 4 hrly interv., omit night-time dos.x7 days.

Varicella-zoster infects.in adolescents (12-18 yrs): 800 mg 4xdly x5 days.
Contra-indications: Safety in pregn.not est., lactat.

Side-effects: Skin rash, headache, GI disturbs., immune suppress.pts.prone to acyclovir resist. mucocutan.H.simplex infects., resistance report. with varicella zoster virus.

Special precautions: Ren.impairm., pass.in breast milk., concom.nephrotox.meds.incr.risk of ren.impairm.

Drug interactions: Probenecid blocks acyclovir ren.clear.

 XE "Cymevene" CYMEVENE, Pharmaco [P/S]

Ganciclovir Na equiv.to ganciclovir

Indications: Prev.& treatm.of life-threaten./sight-threaten.cytomegalovirus dis.in immuno-comprom. pts., prevent.of CMV dis.in transplant recipients.

(S4) INJ, [P/S] Y/20.2.8/291. 500 mg.
793175-011: 5x10 ml vials, R4 476,00
Dosage: Admin.inj.only by IV infus. Indiv.treatm. Change of dos.to be based on reg.clinic.& haemtologic. assessm.

CMV retinitis: Induct.treatm: 5 mg/kg infus.IV at constant rate over 1 hr every 12 hrs. x14-21 days in pts.with norm.ren.funct. Maint. treatm: 5 mg /kg as IV infus.over 1 hr.once dly.x7 days/wk OR 6 mg/kg once dly.x5 days./wk. Dis.progress. treatm: Indefin.treatm.may be reqd.in AIDS pts. Progress.of retinit.may occur in which case induct. treatm.should be giv.again.

Transplant recipient prophylax: Induct.treatm: 5 mg/kg infus.IV over 1 hr every 12 hrs. x7-14 days in pts.with norm. ren.funct. Maint.treatm: 5 mg /kg as IV infus. over 1 hr.once dly.x7 days/wk OR 6 mg/kg once dly.x5 days/wk.

Contraindications: Pregn., lactat., acylovir hypersens., eval.treatm.initiat.if absolute neutrophil count bel.500 cells/microlitre, congenit. / neonatal CMV infects., neutropen., thrombocytopen., pancytopen., myelosuppress. meds., do not mix.with other IV prod.

Side effects: Thrombocytopen., pancytopen., CNS effs., GI disturbs., asthen., pain & infect., anaem., fev., rash, loc.reacts.at inj.site., photosens., hypersens., hepatit., jaund., malaise, sepsis, oed., chills., CV effs., vis.disturbs.incl.retin.detachm., deafn., hypochrom.anaem., splenomeg., eosinophil., marr.depress., dissemin.intravasc. coagulopathy, metabol./nutrit.disords., arthralg., myalg., leg cramps., musc.twitch., bronchosp., cough, dyspn., resp.fail., prurit., urticar., alopec., acne, breast pain, UTI, urin.freq., albuminur., haematur., abnorm.kidn.funct., kidn.fail., impot.

Special precautions: Due to the myelosuppres. nature WBC counts recomm.every 2 days dur.1st 14 days of treatm., dos.reduct.to be consid.in leucopen. /sev.neutropen./anaemia & thrombocytopen., full bld.& platelet counts wkly, limit. clinic.exper.in childr.hence caref.consid. necess., elderly, women of child bear.potent.& men to use effect.contracept.for up to 90 days due to teratogenic.observ.in animals, imp.ren.funct., adeq. hydrat, monit.for didanosine toxic., avoid concom. imipenem-cilastatin as seiz.report., consid. ganciclov.a potent.carcinogen., toxic.incr.by rapid bolus/IV inj.

Drug interactions: Meds.which inhib.replicat.of rapidly-divid.cell populat.might have combin.addit. toxic effs., zidovudine’s AUC may incr.& ganciclovir’s AUC may decr.when given concom., concom. mycophenolate incr.conc.of both meds., addit. toxic.poss.with pentamidine/trimethoprim/ sulpha combinat. /fluocytosine/dapsone/vincrist./ vinblastine/ adriamycin/amphotericin B & other cytotox. agents.

 XE "Daliduo" DALIDUO, Cipla Medpro [P/S]

Rilpivirine 25 mg, dolutegravir 50 mg

Indications: HIV-1 infect.in virological. suppress.(HIV-1 RNA ˂ 50 copies/ml) adults for > 6 mnths.on a stable PI/ NI/ NNRTI + NRTI bas.regim.without known/ suspect.resist.to eith.antiretrovir.compon.

(S4) TABS, 55/20.2.8/0301

3005384001: 50 mg/25 mg, 30, R376,44
Dosage: Adults :1 tab.once dly.with food.

Contraindications: Co-admin.of other non-nucleoside reverse transcript.inhibit. not recomm., do not combine with carbamazepine/ oxcarbazepine/ phenobarbit./ phenytoin/ dexamethas. (except as sngl.dos.treatm.)/ rifabut./ rifampic & rifapentine, concom.St John’s Wort & proton-pump inhibit., co-admin.of other meds.contain.same ingred., concom. dofetilide & pilsicainide., concom.fampridine, mod./ sev.hepat. impairm., peri-concept., dur.1st trimest.of pregn.& in lactat.

Side effects: Freq.: Decr.WBC, decr.Hb & platel.count,incr.total cholester./ LDL cholester./decr.appet., incr.triglycerid., psychiatr.disords., insomn., abnorm. dreams, depress., sleep disord., depress. mood, anx., headache, dizzin., somnol., naus., incr.pancreat.amylase/ lipase, diarrh., abdomin.pain/ discomf., vomit., flatul., dry mouth, incr.ALT/ AST, incr. bilirub., rash, prurit., fatig., elevat.CPK. Less Freq.: Hypersens., suicid.ideat./ attempt, hepatit., acute hepat.fail., arthralg., myalg. Freq. unknown: immune reconstitut. syndr., incr.creatinine
Special warnings and precautions: S&E not est.in hep.B vir.& HIV co-infects., monit. hepat.funct.for sev.mnths. if discont.& co-infect.with HIV & HBV / HCV init.anti-hep.B ther.if necess., high. hepat.decompensat.risk in pts with cirrhos.follow.hepatit.exacerbat.aft.discont.hep.B ther., elderly, S&E.in childr.<18 yrs.not est., adeq.contracept.recomm., discont.if S&S of hypersens.reacts. develop., not recomm.in sev.hepat. impairm., not a cure theref.HIV transmiss.precaut.to be cont., S&E not est.in pts.with signific.underlying liv. disords./ dis., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., pts.with chron. hep.B/C treat.with ARV ther.are at incr.risk for sev.& potent.fatal hepat. adverse reacts., refer to prod.lit.of concom.antiviral ther.for hep.B/C, co-admin.with meds.with known.risk of torsade de pointes, concom.meds that prolong .QTc interv., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, do not use with etravine without concom.atazanavir/ ritonavir, darunavir/ ritonavir or lopinavir/ ritonavir combinat., immune reconstit. inflamm.syndr., monit.liv.funct.in hep.B &/C co-infect., init./ maint.effect.hep.B ther.when start.dolutegravir in hep.B co-infect., eval.any inflamm.sympt.& init. ther.if necess., pts.to seek med.advice if exper.joint pain/ aches/ stiffn./ movem. diffic.as osteonecros.poss., monit.BMD in pts.with patholog. bone fract.hist./ at risk of osteopen./ osteoporos.or bone loss, opportunist.infects & other HIV complicat. still poss., baseline vir.load >100 000 HIV-1 RNA exper.great.risk of virolog. fail.& then high.rate of treatm.emerg. NNRTI class resist., pts.exper.virologic. fail.develop.lamivud./ emtricitabine assoc.resist., S&E in paed.pts.not est., diabet. glycaem.contr.poss.affect., lact.intol., S/E’s may influence abilit.to driv./ operat machin.

Interactions: Dolutegravir: Decr.dolutegravir plasma conc.with etravine/ efavirenz/ nevirapine/ rifampicin/ tipranavir + ritonavir/ fosamprenavir +ritonavir/ darunavir + ritonavir, incr. dolutegravir plasma conc.with atazanavir + ritonavir, incr. dolutegravir AUC & Cmax with atazanavir, potent.incr.dofetilide/ pilsicainide plasma conc., decr. dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/ St.John’s Wort, decr.dolutegravir AUC & Cmax with antacids cont.polyval.cations/ prod.cont.Ca/ & Fe., incr.metformin conc. Rilpivirine: Plasma conc.decr.by CYP3A induc./ incr.by CYP3A inhibit., decr. plasma conc.with meds incr.gastr.pH eg.PPI’s, incr.plasma conc.with boost./ unboost.protease inhibit., decr.plasma conc. with carbamazepine/ oxcarbazepine/ phenobarb.& phenytoin, incr.plasma conc.with azole antifung., decr.plasma conc.with rifabut./ rifampic./ rifapentine / dexamethasone/ PPI’s & St John’s Wort, incr.plasma conc.with clarithromyc./ erythromyc & troleandomyc., H2-recept.antagon.& antacids decr.plasma conc.

 XE "Dalimune" DALIMUNE, Cipla [P/S]
Dolutegravir

Indications: HIV treatm.in adults 18 yrs.& old.in combinat. with other antiretrovir.ther.

(S4) TABS, 51/20.2.8/1032.031

3001418-001: 50 mg, 30, R230,00
Dosage: Admin.by med.pract.exper.in HIV treatm.

Adults: Treatm.naive & treatm.-exper.and integrase inhibit.naive: Recomm.dos: 50 mg once dly.

Integrase inhibit.resist.: 50 mg 2xdly.

Contraindications: Concom.dofelitide/ pilsicainide/ metformin, mod./sev.hepat.impairm.

Side effects: More freq: Headache, naus., diarrh. Freq: Insomn., abnorm.dreams, depress., dizzin., vomit., flatul., upper abdom.pain, abdom. pain/discomf., rash, prurit., fatig., ALT/AST/CPK elev. Rare: Hepatit., hypersens.; Immune reconstit. syndr.

Warnings and special precautions: Safety in pregn.& lactat.not est., cross.placent.barrier in animals, excret.in breast milk, limit.data in elderly ≥ 65 yrs., do not use with etravine without concom. atazanavir/ritonavir, darunavir/ritonavir or lopinavir/ritonavir combinat., avoid concom. oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St.John’s Wort, admin.2 hrs.bef./ 6 hrs. aft.antacids contain.polyval.cations, discont. ther./ other suspect.agents immed.if any signs/ sympt. of hypersens.devel., monit.clinic.status incl. LFT & init.appropr.ther./CV risk assessm.with lipodystrophy evid., immune reconstit.syndr., alert physic.to joint aches/pain/stiffn./movem.diffic., opportunist. infects.& other complicat.of HIV infect. may contin., transmiss.risk through sex. contact/ contam.bld.not reduc., hepat.impairm., monit. liv.funct.in hepatit.B &/C co-infect., init./ maint. effect.hepatit.B ther.when start.dolutegravir in hepatit.B co-infect., eval.any inflamm.sympt.& init. ther.if necess.

Interactions: Decr.plasma conc.with etravine, efavirenz, rifampicin, tipranavir/ritonavir, fosamprenavir/ ritonavir/antacids contain. polyval. cations, potent.decr.conc.with nevirapine, decr. conc. with oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/St.John’s Wort, incr.metformin conc., incr.plasma conc.with atazanavir/ ritonavir, incr.AUC & Cmax with atazanavir, potent.incr. dofetilide/pilsicainide plasma conc., decr.AUC & Cmax with antacids cont.polyval.cations/prod.cont. Ca/ & Fe.

 XE "Damicava" DAMICAVA, Cipla Medpro [P/S]

Dolutegravir sod. 50 mg, abacavir sulph. 600 mg, lamivudine 300 mg.

Indications: Treatm.of HIV infect.adults & adolesc. over 18 yrs.who are ARV-treatm.naive/ HIV infect.without document./clinic.susp.resist.to any of the 3 ARV compon.
(S4) TABS, 52/20.2.8/0452

3002458-001: 30, R757,75
Dosage: Init. ther.by physic.exper.in HIV infect. managem. Adults & adolesc.weigh.> 40 kg: 1 tab. once dly. Separ.dolutegravir/abacavir/ lamuvidine preps.to be admin.in cases where discont./dos.adjustm.reqd.

Contraindications: Pts.und.18 yrs., mod.to sev.liv funct.impairm., concom.dofetilide/pilsicainide/ metformin/ meds.cont.any of same act.compon., pregn. & lactat., ren.impairm.with creatin.clear.of <50 mg/min., women of childbear.age not on effect.contracept./plann.to become pregn., dolutegrav.co-admin. with polyval.cation-cont. antacids.

Side effects: Freq: Depress., nightmare, sleep disord., somnol., lethargy, GORD, dyspeps., fatig., elev. CPK/ALT/AST, hypersens., weight gain, anorex., insomn., abnorm.dreams, headache, dizzin., naus., diarrh., vomit., flatul., abdom.pain/ discomfort/distens, rash, prurit., malaise. Less freq: Hypertriglyceridaem., hyperglycaem., insomn., anx., suicid.ideat,/-attempt, neutropen/, anaem., thrombocytopen., immune reconstitut. syndr., hepatit. Unknown freq: Pure red cell aplas., hyperlactataem., lact.acidos., paraesthes., periph.neuropathy, pancreatit., incr.ser.amylase, erythema multiforme, Stev.-Johns.syndr., tox. epiderm.necrolys., alopec., arthralg., musc. disords., rhabdomyolys.

Warnings and special precautions: Cross. placenta/ teratogen.in animals, lamivudine excret. in breast milk, pregn.test in women of childbear. potent.bef.init./periodic.dur. treatm. & when pregn.suspect., elderly > 65 yrs., screen. recomm. for carriage of HLA-B*5701 allele in pts.without prior abacavir expos., hypersens.reacts.to abacavir charact.by multi-organ/body syst.involvem.have proven fatal, no re-challeng.aft.abacavir hypersens. reacts., discont.ther.immed.if any hypersens. react.susp./occurs.& init.appropr.ther., pts.to seek med.advice if exper.joint pain/aches/ stiffn./ movem.diffic.as osteonecros.poss., discont. ther.until pancreatit. exclud.in cases of N&V/ abdom.pain/ elev.biochem.mark., suspend ther.in cases of clinic.feat./ laborat.find.poss.indic. lact.acidos. developm.with/without hepatit., pts. with known risk for liv.dis., pre-exist.liv.dysfunct., termin.half-life incr.in mod.to sev.ren.impairm., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss.mitochondr.dysfunct.in case of relev.S&S, eval.for signs of fat redistribut., CV risk assessm.with evid.of lipodystrophy, opportunist. infects.& other complicat.of HIV infect. may contin., monit.vir.load/CD4 counts reg., ARV ther.will not prev.transmiss.through sex. cont. & bld.transfus.& appropr.precaut.to contin., consid. coron.heart dis.risk fact., not recomm.in pts. with integrase inhibit.resist., immune reconstitut. syndr., incr.risk for sev.hepat.adverse effs. in chron.hepatit.B or C co-infect., refer to HIV treatm.guidelines/ relev.PI’s in case of concom. hepat.B, monit.for hepatit.exacerbat.if treatm. discont. in HIV & HBV co-infect.pts., high.hepat. decompensat. risk aft.discont.ther.in pts with adv. liv.dis./cirrhos., concom.meds.chang. dolutegrav./ abacavir/lamuvidine expos.or vice versa, admin. 2 hrs. bef./6 hrs.aft.Ca/Fe supplem.or with food, admin.2 hrs.bef./ 6 hrs. aft.polyval.cation-cont. antacids, concom. ETR not recomm.unless receiv. concom.ATV + RTV/ LPV + RTV or DRV + RTV, supplement.dolutegravir dos.recomm.with concom. rifampicin, concom.efavirenz/nevirapine/ rifampicin/ tipranavir/ritonavir not recomm., poss. impact.on glycaem.contr.in diabet.pts., may have mild laxat.eff., avoid concom.oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St. John’s Wort, concom.methadone/zalcitabine, lamivudine not recomm.with concom.emtricitabine or emtricitabine-cont. fix.dos.combin.

Interactions: Poss.incr.metformin conc., reduc. dolutegravir plasma conc.with etravine/ efavirenz/ nevirapine/rifampicin/tipranavir+ritonavir, incr. dolutegravir plasma conc.with atazanavir/ atazanavir+ ritonavir, poss.decr.dolutegravir conc. with oxcarbazepine/phenytoin/phenobarb./ carbamazepine/St John’s Wort though no studies, occas. methadone re-titrat.may be reqd., lamivudine poss.inhib.intracellul.phosphorylat.of zalcitabine, decr.dolutegravir conc.with polyval. cation-cont.antacids/Ca or Fe supplem, decr. dolutegravir conc.with fosamprenavir+ritonavir/ darunavir+ ritonavir, poss.incr.dofetilide/ pilsicainide plasma conc.with dolutegravir., incr. lamivudine AUC with cotrimoxazole 

 XE "Didivir" DIDIVIR, Cipla-Medpro [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir.in adults with HIV-1 infect.

(S4) TABS, 44/20.2.8/0446

715091-001: 30, R250,50
Dosage: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit. B vir.& HIV co-infects., mod.to sev. uncontrol. kidn.fail., pregn.& lactat., safety & effic. in paed.pts.not est., concom.drugs contain lamivudine.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., ac.ren.fail.& Fanconi syndr., anaem., neutropen., hyperglycaem., hypertriglyceridaem., headache, asthen., depress. disord., dizzin., sleep disturbs., neuropathy, periph. neurit., paraesthes., incr.cough, rhinit., GI disturbs., rais. liv.enzymes, hyperbilirubinaem., rash, hyperpigmentat. of palms &/soles, arthralg., myalg., allerg.reacts., hypophosphataem., insomn., anx., abdom./back/chest pain, pneumon., dyspn., pancreatit., hepatit., fev., sweat., weight loss, BMD decr., body fat redistribut./accumulat., inflamm. respons.to indolent/resid.infects. necessit. furth.eval.& treatm.

Special precautions: Monit.hepat.funct.for sev. mnths.if discont.& pts.co-infect.with HIV & HBV, not recomm.as part of triple nucleoside regim., obesity & prolong.nucleoside use poss.risk fact.for lact.acidos., hepat.dis.risk fact., discont.if find. suggest.lact.acidos./hepatotoxic., test for hepatit.B bef.init.ther., imp.ren.funct., concom./rec. nephrotox. meds., concom.didanosine & discont.if advers. effs.develop, recom.concom.atazanavir be admin. with ritonavir, monit.BMD in pts.with patholog. bone fract.hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., elderly.

Drug interactions: Conc.incr.with concom.drugs elimin.by act.tubul.secret., ser.conc.incr.by agents decr.ren.funct., Cmax & AUC of didanosine incr., AUC & Cmin of atazanavir decr.

 XE "Divtrida" DIVTRIDA, Novagen [P/S]
Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0210

3006417-001: 30, R228,85
Dosage: Init.ther.by med.practit. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.requir.

Contraindications: Ren.funct.impairm., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.

Side effects: Lamivudine:Freq.: Hyperlactataem., headache, insomn., N&V, upper abdom.pain/-cramps, diarrh., stomatit., rash, alopec., arthralg., musc.disord., fatig., malaise, fev. Less freq: Neutropen., anaem., thrombocytopen., lact. acidos., lipodystrophy, periph.neuropathy, late onset neurologic. disord. in childr.expos. in utero, pancreatit., elev.serum amylase, incr. AST/ ALT, rhabdomyolys.,decr.BMD, osteopen., fract. Freq unknown: Pure red cell aplas. Tenofovir: Freq.: Abdom.pain, anorex., dyspep., flatul., ren.insuff./-fail., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid. Less freq.: Allerg.react., incr.amylase, pancreatit., incr.liv.enzymes, hepatit. Freq unknown: Hypophosphataem., lact. acidos., dyspn. Dolutegravir.Freq.: Insomn., naus., diarrh., headache, dizzin., abnorm.dreams, rash, prurit. Less freq.: Hypersens., immune reconstit.syndr., vomit., flatul., upper abdom.pain Freq unknown: Abdom.pain/-discomf., hepatit.

Warnings and special precautions: Assoc.of metabol.abnormal., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, immune reconstitut.inflam. syndr. usual.within 1st 3 mnths of start.therap.& more common in low CD4 counts, pts.to seek med.advice if exper.joint pain/ aches/ stiffn./ movem.diffic.as osteonecros. poss., opportunist. infects.& other HIV complicat. may still devel., ARV ther.will not prev.transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., discont.in pts.develop.clinic./lab.find. suggest. lact.acidos./hepatotox., pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts.co-infect. with hepatit. C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonstrat., pts.with known risk for liv.dis, investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., termin.halflife incr.in mod-sev.ren.impairm., ren.funct.impairm., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen. liv.dis., poss.incr.conc.of Divtrida &/other ren. elimin. meds with meds.reduc.ren.funct./compete for act. tubul.secret, monit.ren.funct.bef.init.ther & 4 weekly dur.1st yr.then 3 mnthly, avoid combin.with concurr./ recent nephrotox.meds.or monit.wkly if unavoid., avoid in pts with HIV-1 labour.K65R mutat., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, safety & effic. not est.in HBV & HIV co-infects., , incr. risk for sev.hepat.adverse effs. in chron. hepatit.B or C co-infect., ref.to current HIV treatm.guidelines & PI of concom. hepat.B or C meds., chron.hep.B exacerbat.esp.cirrhosis pts., ac.exacerbat.of hep.B aft.discont.hep.B treatm., discont.ther. immed.if any hypersens.react.susp./occurs.& init. appropr.ther., elderly as no studies with eff.number of pts.>65, contains mannitol (laxative eff.).

Interactions: Lamivudine poss.inhib. intracellul. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., conc.of tenofovir /concom. med incr.with concom.drugs elimin.by glomerul.& act.tubul.secret., tenofov.ser.conc.incr. by agents decr.ren.funct., Cmax & AUC of didanosine incr.by tenofovir, atazanavir incr.tenofovir Cmax/ AUC/ Cmin., lopinavir/ritonavir incr.tenofovir AUC/ Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/ AUC/Cmin of atazanavir, concom. ETR not recomm.unless receiv.concom.atazanavir + ritonavir / lopinavir + ritonavir or darunavir + ritonavir poss.incr.metformin/ dofetilide/ pilsicainide plasma conc.with dolutegravir., poss.decr.dolutegravir conc.with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort, reduc. dolutegravir plasma conc.with etravirine/ tipranavir/ efavirenz/ nevirapine/rifampicin, isoniazid concentr.incr.by dolutegravir, incr.dolutegravir plasma conc.with atazanavir, decr.dolutegravir conc. with tipranavir + ritonavir/fosamprenavir + ritonavir/ darunavir+ ritonavir/ darunavir+ ritonavir+ etravirine, antacids cont.polyvalent cations (Mg/Al/Ca) & Ca-/Fe supplem.decr.dolutegravir concentr.take dolutegravir 2hrs before or 6hrs after. 
 XE "Dumiva" DUMIVA, Mylan [P/S]

Abacavir sulph. 600 mg, lamivudine 300 mg

Indications: Treatm.of HIV infect.adults & adolesc. over age of 12 yrs.

(S4) TABS, 46/20.2.8/0012

717977-001: 60, R693,87
Dosage: Pts.to be stabilis. on indiv.meds.bef. being switch. over to Dumiva. As a fix.dos.tab.do not admin.to pts.weigh.less than 40 kg. Adults & adolesc.over 12 yrs: 1 tab.once dly. Refer to indiv.prod.lit.when necess.

(S4) DISP.TABS, 49/20.2.8/0462

3003421-001: 60, R638,70
Abacavir sulph. 120 mg, lamivudine 60 mg

Indications: Treatm.of HIV infect.in childr.from 3 mnths to 12 yrs.

Dosage: Pts.to be stabilis. on indiv.meds.bef. being switch. over to Dumiva. May be crush.& mix.with water & admin.immed. Childr.3 mnths to 12 yrs: Bas.on body weight. 3-5,9 kg: 1 tab.dly. 6-9,9 kg: 1,5 tabs.dly. 10-13,9 kg: 2 tabs.dly. 14-19,9 kg: 2,5 tabs.dly. 20-24,9 kg: 3 tabs.dly. Over 25  kg.adolesc.& adults: Other fix.dos.formulat. avail. Refer to indiv.prod.lit.when necess.

Contraindications: Abnorm.low neutrophil counts/ low Hb lev., sev.ren.impairm., concom. emtricitabine, safety in pregn.not est., lactat.

Side effects: Hypersens.reacts. somet.fatal present.with fev./rash/N&V/diarrh./abdom.pain/ mouth ulc./dyspn./cough/sore throat/adult resp. distress syndr./resp.fail./lethargy/malaise/oed./ lymphadenopathy/hypotens./conjunctivit./ anaphylax./headache/paraesthes./ lymphopen./ elev.LFT/hepatit./hepat.& ren.fail./myalg./myolys., arthralg.

Freq: Hypersens., anorex., hyperlactataem., headache, N&V, diarrh., rash without syst.sympts), fev., lethargy, fatig., insomn., cough, nas.sympts., abdom.pain/cramps, alopec., arthralg., musc. disords., malaise. Less freq: Lact.acidos., redistrib./ accumulat.of body fat, pancreatit., erythema, Stev.John.syndr., tox.epiderm.necrolys., neutropen., anaem., thrombocytopen., pure red cell aplas., paraesthes., rais.ser.amylase, trans.rais. liv.enzym., hepatit., rhabdomyolys.

Warnings and special precautions: Init.ther. by physic.exper.in HIV-infect.managem., as fix.dos.formulat.do not admin.where dos.adjustm. reqd./mild.hepat.impairm., elderly, not recomm.in creat. clear. less than 50 ml/min., HLA-B*5701 allele screen.advis. bef. ther. init./re-init.in pts.of unknown HLA-B*5701 allele status, do not use in pts.known to carry HLA-B*5701 allele unless no other treatm.option avail., discont.ther.in pts. develop. hypersens. & do not re-challenge, sympt. return poss.more sev.incl.life-threat.hypotens./ death when restart.ther.aft.hypersens.reacts., pts. to be aware of dangers of hypersens., use facil. where medic.assist. avail.if ther.restart, concom. meds.known to induc.skin toxic., lact.acidos./sev. hepatomegaly with steatos.incl.fatalit.with lamivudine alone or in combin., any liv.dis.risk fact./ hepat.steatos., discont.in pres.of lact. acidos./ hepatotoxic., avoid NRTI’s aft.recov.from lact.acidos., hepatit.C co-infect.treat.with alpha interfer.& ribavir.at risk, mitochondr.dysfunct., investig.for mitochondr. dysfunct.any foet expos.to nucleoside & nucleotide analog., MI risk fact., eval. physic.signs of fat redistribut., CV risk assessm. in pres.of lipodystrophy, metabol. abnormalit.assoc.with combinat.antiretrovir.ther., meas.fast.ser.lipids/bld.gluc., manage lipid disords. appropriately., mod.to sev.ren.impairm., safety & effic.in signif.underly.liv.disords.not est., pre-exist. liv.dysfunct.incl. chron.act.hepatit., interr./ discont.ther.in case of worsen.liv dis., addit. inform.relat.to use of lamuvidine in hepatit. B infect.treatm.in prod.lit.if used concom.for HBV/HIV ther., concurr.hepatit.B, incr.risk of sev./ potent.fatal hepat. adverse react.in chron.hepatit. B/C pts.with treat.with combin.anti-retrovir, period. monit. recomm.if discont.in pts.co-infect. with hepat.B virus as lamivudine withdr.poss. result in ac. hepatit. exacerbat., poss.immune reconstit.inflamm.syndr., eval.inflamm.sympt.& init. treatm.if need., alert dr.if joint pain & stiffn./ movem.diffic., ther.not a cure, opportunist.infects. & other HIV complicat.may still devel., advis.pt. that antiretrovir.ther.will not prev.transmiss. through sex.cont./bld.contam.& appropr.precaut.to contin., phenylketonur.with disp.tabs., reproduct. toxic.in animals, excret.in breast milk, concom. zalcitabine not recomm., do not use in mod.to sev. hepat. impairm., no studies in pts.>65 yrs., careful. hypersens.diagnos.so not to be confus.sympts.with resp.dis/flu/gastroenterit., close med.supervis. dur.1st 2 mnths of ther.for poss hypersens.reacts.

Interactions: High virolog.fail.rate/resist.at early stage when abacavir & lamuvidine combin. with tenofovir as once dly.regim., rifampicin/ phenobarbit. / phenytoin poss.decr.abacavir conc., abacavir AUC incr.by ethanol, syst.methadone clear. incr.with poss.withdr.sympt., trimethoprim incr. lamivudine expos.theref.pt.monit.with concom. co-trimoxazole, avoid high dos.co-trimoxazole dos.for treatm.of pneumocystis jerovicii pneumon.& toxoplasmos., avoid lamivudine & concom.IV ganciclovir/foscarnet, lamivudine poss.inhib.zalcitabine intracell. phosphorylat., poss.interact.with retinoid cmpds. but not stud.

 XE "Efavirenz Winthrop" EFAVIRENZ WINTHROP, Zentiva [P/S]

Efavirenz

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. weigh.40 kg and above.

(S4) TABS, 46/20.2.8/0039

717778-001: 600 mg, 30, R264,14

Dosage: Admin.in combinat.with a protease inhibit.and / nucleoside analog. Admin.on empty stomach pref.at bedt. Consid.bedt.dos.dur.1st 2-4 wks ther.& in pts.exper. neurologic.effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.(17 yrs.& und): 600 mg at bedt. Use only in adults & childr.weigh.great.than or equal to 40 kg.

Contraindications: Concom.astemizole /cisapride /midazolam/ triazolam/ergot derivat./ carbamazepine, pregn., safety in lactat. not est., childr.less than 3 yrs./weigh.<13 kg, concom.St John’s Wort, galact.intol.hist., Lapp lact.defic., gluc-galact.malabsorpt.

Side effects: Ser.psych./CNS effs., allerg.reacts., anorex., redistribut./ accumulat.of body fat, alcoh. intol., incr.appet., weight gain/loss, psych.disords. incl. delusion/ psychos./suic.ideat./attempts, CNS effs., dizzin., headache, hypoaesthes., anx., convuls., periph.neuropathy, migraine, neuralg., paraesthes., tremor, abnorm.vis., tinnit., vertigo, syncope, palpitat., tachycard., asthma, URTI, dyspn., GI disturbs., abd.pain, abnorm.co-ordinat., malabsorpt., hepatit., hepat.fail., skin reacts., incr.sweat., alopec., erythema multiforme & Stev.-Johns.syndr., nail disords., arthralg./myalg., myopathy, impot., libido chang., flush., fatig., asthen., malaise, hot flush., flu-like sympts., rais. ser. cholester. & triglycerid.conc., rais.liv.enzym.

Special precautions: Must not be used as monother. / add.on as sole agent to fail.regim., vir.cross-resist.potent.if new concom.anti-retrovir. agents used, liv.enzym. monit.with ritonavir, concom. saquinavir as sole protease inhibit.not recomm., consid.alternat.to clarithromycin, incr. dos.with concom.rifampicin, use barrier contracept. in combinat.with other methods, methadone withdr., per.monit.anticonvuls.plasma lev., teratogen., women of child-bear.potent.to undergo pregn.test.bef.init. ther., poss.pass.into breast milk, discont.in sev.liv. impairm., not a cure, developm.of opportunist.infects.& other HIV complicat. poss.contin., ther.not prov.to reduc. transmiss.risk, ref.to prod.lit.when prescrib.other meds., consid.simultan.discont.of all antiretrovir. meds.if combinat.regim.is interrupt.because of suspect.intol.& restart medicat.at same time upon resolut.of intol.sympts., intermitt.monother./ sequent. reintroduct.not advis., discont.in sev. rash, consid.prophylax.with appropr.anthistam.in childr., antihistam./corticoster.for mild to mod.rash to improv.tol.& resolv.rash, nerv.syst.& psych. sympts. report., be alert to psychos.-like reacts.& sev.ac.depress. incl.suicid.ideat./attempts.report., ment.illn./subst. abuse hist., chron. liv.dis., monit.liv.enzymes partic. in known/suspect. hepatit.B/C infect.hist./concom.hepatotox meds., cholesterol./triglycerid.monit.

Drug interactions: Incr.CNS eff.with alcoh./ psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., AUC & Ctrough of indinavir decr., incr.freq.of S/E with ritonavir, decr. saquinavir/clarithromycin. AUC & Cmax , reduc. AUC & Cmax with rifampicin, potent.interact with OC’s, methadone plasma lev.decr. result.in opiate withdr.signs in HIV infect.IV drug users, decr.eff.of carbamazepine & efavirenz, potent.for reduc.eff.of phenytoin/ efavirenz plasma lev., decr. atorvastatin/ pravastatin/simvastatin plasma lev., expect.reduc.conc.with St John’s Wort.
 XE "Eflaten" EFLATEN, Mylan [P/S]
Tenofovir disoproxil fumarate 300 mg, lamivudine 300 mg, efavirenz 600 mg

Indications: HIV-1 infect.adults over 18 yrs.who have been treat.& stabil.on a combinat.of the above separate formulat.at simil.dosages.

(S4) TABS, 45/20.2.8/0171

718733-001: 30, R361,93
Dosage: Ther. to be init. by physic.exper.in HIV managem. Adults: 1 tab.once dly.on empty stomach. Bedt. dos.may improve CNS sympt. tolerabil.

Contraindications: Sev.ren./hepat.impairm., pregn. & lactat., concom.astemizole/cisapride/ midazolam/ triazolam/pimozide/bepridil/ergot alkaloids/ St John’s wort, no data for dos.recomm. in pts.over 65 yrs./pts.und.18 yrs., concom.meds. cont. tenofovir disoproxil fumarate/lamivudine, lamivudine with concom.zalcitabine/IV ganciclov. or foscarnet, voriconazole, amprenavir/saquinavir not recomm., rare galactosaem.disords., gluc./ galact. malabsorpt.syndr.

Side effects: Ren.impairm.incl. hypophosphataem., lactic.acidos.& sev. hepatomegaly with steatos.incl.atal.with maj.of cases being women, pancreatit., lipodystrophy, osteonecros., skin reacts.incl.rash/erythema multiforme/ Stev.-John.syndr., ser.psych.sympts. incl. sev. depress./suicid./delus.& pyschos.-like behav., CNS effs., dizzin., seiz., dyspn., GI disturbs., hepatit., incr.transaminas., myopathy, osteomalac., ren./hepat.fail., Fanconi syndr., nephrit., nephrogen.diab.insipid., asthen., hypertriglyceridaem., hypercholesterolaem., insul. resist., hyperglycaem., hyperlactataem., inflamm. react. to asymptomat./resid.infects.in sev.immune defic. when init.ther., neutropen., anaem., thrombocytopen., pure red cell aplas., paraesthes., cough, nas.sympt., alopec., arthralg., musc. disords., rhabdomyolys., fatig., malaise, fev., hypersens., somnol., abnorm.co-ordinat., blurr.vis., vertigo, gynaecomast.

Special precautions: Mod.to sev.ren.impairm., lamivudine/ efavirenz excret.in breast milk, barr. contracept.in addit.to OC’s recomm., women of childbear. potent.should undergo pregn.test.bef. init.ther., discont.if find.suggest.lact.acidos./ hepatotoxic., liv.dis.risk fact., opportunist.infects. & HIV complic.may cont., not prov.to prev. transmiss. risk through sex.cont./bld.contamin. theref. appropr.precaut.to be contin., discont. ther. immed.if S&S suggest.of pancreatit.occur, poss. mitochondr.dysfunct.in HIV-neg.infts.expos.in utero &/ post-natal.to nucleoside analog., immune reactiv. syndr., incr.risk for sev.potent.fatal hepat. adverse effs.in chron.hepat.B/C pts.treat.with combin. ther., refer also to relev. prod.info.with concom.antivir.ther.for hepatit. B/C, alert dr.in case of joint stiffn./pain/movem. diffic., discont. ther.in case of desquamat./blister./mucos. involvem., fev., psych.disord./seiz.hist., monit. plasma lev.with concom.phenytoin /carbamazepine/ phenobarb., consid. discont.other antiretrovir.to avoid drug resist. virus develop.if efavirenz discont., eval.any inflamm.sympt., meas. fast.ser.lipids/bld.gluc., lipid disord.managem., avoid.concom.lamivudine with co-trimoxazole dos.for PCP & toxoplasmos., efavirenz with lopinavir/ritonavir, monit.cholester.lev.with concom. atorvastatin/pravastatin/simvastatin & efavirenz, monit.for withdr.sympt.with methadone, teratogenic.in animals, monit.hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther., not indic.for HBV infect., init.anti-hepatit.B ther.if appropr., avoid with concom./ rec.nephrotox. agents, monit.ren.funct.bef.init.& reg.theraft., avoid in antiretrovir.exper.pts.with strains harbour.K65R mutat., cons.interrupt./ discont. ther. if evid.of worsen.liv.dis., concom. didanosine not recomm., do not admin.concom. saquinavir as sole protease inhibit., cons.altern. antifung.treatm.to itraconazole, obesity & prolong. nucleoside use poss. risk fact.for lact.acidos.

Drug interactions: Incr.tenofovir AUC with lopinavir/ritonavir, incr.zidovudine expos.with tenofovir, incr lamivudine expos.with concom. trimethoprim, lamivudine poss.inhib.zalcitabine intracell. phosphorylat., reduc.atorvastat/ pravastin/ simvastin plasma conc.with concom. efavirenz, decr. methadone lev./opiate withdr. signs with efavirenz, efavirenz reduc.plasma lev. with St John’s wort, incr.didanosine adverse eff. risk with tenofovir., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., incr. clinic. adverse reacts.with ritonavir, atazanavir./ lopinavir. & ritonavir combinat.and saquinavir & ritonavir combinat.incr.tenofovir conc., ethinyl oestrad. AUC incr., rifampicin decr.efavirenz AUC & Cmax , ser.conc.of drugs elimin.by act.tubul.secret. may incr., meds.induc.CYP3A4 activ.(eg. phenobarbit./ rifampic.& rifabutin) incr.clear., incr. zidovudine Cmax with lamivudine, incr.efavirenz expos. with atazanavir in combin.with ritonavir.

 XE "Elteno" ELTENO, (Activo) Macleods, [P/S]
Tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg, lamivudine 300 mg.

Indications: HIV-1 infect.adults over 18 yrs.who have been treat.& stabil.on a combinat.of the above separate formulat.at simil.dosages.
(S4) TABS, 49/20.2.8/0224

723043-001: 28, R227,66
723043-002: 30, R235,18
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Safety & effic.not est.in co-infect. HBV & HIV pts., pregn.& lactat., mod-sev. ren. impairm., mod to sev.uncontrol.ren.fail., concom. meds/combinat.contain.Elteno act. ingred., concom.adefovir dipivoxil, concom. astemizole/ bepridil/cisapride/midazolam/ pimozide/ triazolam, ergot derivat.or zalcitabine, concom. St John’s Wort, concom.voriconazole, sev. hepat.impairm., safety & effic.in pts.less than 18 yrs. not est.
Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.with maj.of cases being women, sev.ac.exacerbat.of hepatit.B aft.discont., ren. impairm.incl.ac.ren.fail.& Fanconi syndr., ser. psych. sympts.incl.sev.depress./suicid.ideat./ delus. & pyschos.-like behav., CNS sympts.incl. hallucinat./abnorm.think.& depersonalisat.which gen. improv.with cont.ther., convuls., pancreatit., rash, allerg.reacts., gynaecomast., GI disturbs., body fat redistribut./accumulat., weight gain/-loss, appetite incr., abnorm.co-ordinat., atax., hypoaesthes., paraesthes., neuralg., periph. neuropathy, speech disord., tremor, vertigo, syncope, abnorm.vis., tinnit., palpitat., tachycard., asthma, URTI, GI disturbs., hepatit., incr.hepat. enzym., hepat.fail., skin rash, incr.swell., erythema multiforme, Stev.-John.syndr., alopec., skin exfoliat., urticar., nail disords., skin discolourat., acne, eczema, folliculos., seborrh., photoallerg. dermatit., arthralg., myalg., myopathy, impot., incr./ decr.libido, fatig., asthen., hot flushes, malaise, influenza-like sympts., pain, neutropen., anaem., thrombocytopen., pure red cell aplas., cough, nas.sympts., rhabdomyolys., hypertriglyceridaem., hypercholesterolaem., insul. resist., hyperglycaem., hyperlactataem., inflamm. react. to asymptomat./resid.infects.in sev.immune defic. when init.ther., osteonecros., hypophosphataem., haematur., pneum., dyspn., osteomalac., fev., sweat., BMD decr.
Warnings and special precautions: Monit. hepat. funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther., init.anti-hepatit.B ther.if appropr., liv.dis.risk fact., pre-exist.liv. dis./ disords., discont.if find.suggest. lact.acidos./ hepatotoxic., mitochondr.dysfunct.risk, pts.co-infected with HBV/C, test for chron.hepatit.B bef. init.ther., determ.creatin.clear.bef.init.& dur.ther., avoid with concom./rec.nephrotox.agents, immed. risk vs.benefit eval.of cont.ther.when ser.psych. sympts.exper., bedt.dos.poss.improv.tol.of CNS effs., poss.addit.CNS effs.with concom.alcoh/ psychoact. meds., seiz.hist., discont.if pancreatit. suspect.till diagn.excl., do not admin.concom. saquinavir as sole protease inhibit., rash report. with efavirenz & clarithromycin theref.consid.alt., barr. contracept.in addit.to OC’s recomm., monit.IV drug users for poss.withdr.when using methadone, high dos.co-trimoxaz.in PCP & toxoplasmos.to be avoid., teratogenic.with efavirenz, cont.adeq. contracept. x12 wks.aft.discont., take miss.dos. when remembered unless there is less than 12 hrs. bef.next dos., concom.didanosine not recomm., do not admin. concom.atazanavir without ritonav., discont. ther.with sev.skin rash assoc.with blister./ desquamat./mucos.involvem.& fev., consid. discont. other antiretrovir.to avoid drug resist.virus develop.if efavirenz discont., eval.risk vs.benef.of cont.ther.if ser.transaminase.lev.persist.5x>ULN, monit. BMD in pts.with patholog.bone fract. hist./ at risk of osteopen., Ca & vit.D supplementat.poss benefic., adv.pts to seek medic.advice if exper. joint ache./pain/stiffn.or movem.diffic., elderly, CV risk assessm.in pts.with liopdystr., consid.monit. cholster./ triglycer.levs., immune reconstitut. inflam. syndr., opportunist.infects.& HIV complicat. may contin., prev.of risk of HIV transmiss.not proven, congenit. galactosaem./gluc.& galact. malabsorpt./lactase defic.syndr.
Interactions: Ser.conc.of drugs elimin.by act. tubul. secret.may incr., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds. induc.CYP3A4 activ.(eg.phenobarbit./ rifampic. & rifabutin) incr.clear., indinavir AUC & Ctrough decr., incr.clinic.adverse reacts.with ritonavir, saquinavir AUC & Cmax decr., rifampicin decr. efavirenz AUC & Cmax  efavirenz has signific.eff.on clarithromyc. pharmacokinet., methadone plasma conc. decr., reduc.efavirenz conc.with St John’s Wort expect., atazanavir./lopinavir.&ritonavir combinat. incr. tenofovir conc., tenofovir decr. atazanavir/ atazanavir & ritonavir combinat./ indinav.& lamivudine pharmacokinet.paramet., signific.clinic.change in didanosine pharmacokinet. with tenofovir., potent.addit.CNS effs.with alcoh.& psychoact.meds., plasma conc.of atorvastatin/ pravastatin/simvastatin decr.

 XE "Emten" EMTEN, Emcure [P/S]

Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir. in adults with HIV-1 infect.
In combinat.with safer sex pract.for pre-expos.prophylax. (PrEP) in proven HIV-1 uninfect.adults.
(S4) TABS, 50/20.2.8/0243

723717-001: 30, R420,90
Dosage: 1 tab.once dly.without regard to food. 
Contraindications: Safety & effic.not est. in hepatit. B vir.co-infects., chron.HBV infect., mod.to sev.uncontr.ren.impairm., pregn.& lactat., concom. drugs contain tenofovir/ emtricitabine or lamivudine, safety & effic.in paed.pts.<18 yrs.not est., concom.atazanavir without ritonavir.

Side effects: Freq: Headache, dizzin, sleep disturbs., depress., GI disturbs., rash event neutropen., elev.creatin.kinase, elev.AST/ ALT, hyperbilirubinaem., incr.transaminas., hypertriglyceridaem., hyperglycaem., hypophosphataem., pain, Less freq: Pancreatit., ser.-amylase conc.rais., rhabdomyolys., musc. weakn., osteomalac., myopathy., anaem., incr. creatin., proteinur., ren. fail., ac.tubul.necros., proxim. ren. tubulopathy incl.Fanconi syndr, nephrit., nephrogen. diabet.insipid., hepatit., hepat. steatos., chest pain, pneum., dyspn., hypokalaem, allerg.react., angioed. Unknown: Neuropathy, asthen., periph. neurit., paraesthes., fev., sweat., weight loss, insomn., anx., abdom. pain, hyperpigmentat.of palms &/soles, arthralg., myalg, back pain, haematur., incr.cough, rhinit., lactic.acidos.& sev.hepatomegaly with steatos. incl.fatal., sev.ac.exacerbat.of hepatit.B aft. discont., body fat redistribut./accumulat., inflamm. respons. to indol./resid.infects.necessit.furth.eval. & treatm.

Warnings and special precautions: No stud. demonstrat.eff.on clinic.progress.of HIV-1, obesity & prolong.nucleoside use poss.risk fact.for lact. acidos., liv.dis.risk fact., discont.if clin./lab. find. suggest.lact.acidos./pronounc.hepatotoxic., test for hepatit. B bef.init.ther., monit.hepat.funct.for sev. mnths.if discont.& pts.co-infect.with HIV & HBV, Hepatit.C co-infect., if appropr.init.of anti-HBV ther.may be warrant., thorough CV risk assessm. on evid.of lipodystrophy, immune reconstit. syndr., imp.ren.funct., liv.dysfunct./dis., concom./ rec.nephrotox.agents, concom atazanavir must be admin.with ritonavir, concom.didanosine, monit. BMD in pts.with patholog.bone fract.hist./ at risk of osteopen., pts.to seek med.advice if exper. joint pain/ aches/stiffn./movem.diffic.as osteonecros. poss, Ca & vit.D supplementat.poss benefic., elderly., developm.of opportunist.infects. & other HIV complicat.may cont., monit.vir.load/ CD4 counts reg., ther.not prov.to prev.HIV transmiss. risk,.in HIV negat.infts.mitochrond. dysfunct expos.in utero/post natally theref.clinic.& lab.follow-up recomm., consid.pancreatit.if pt.dev. abdom. pain/ N&V/ elev.biochemic.mark & discont. until diagnos.of pancreatit.excl., ref.to prod.lit.when prescrib.concom. antivir. ther.for HBV/HCV

Interactions: Meds.that reduc.ren.funct./ compete for act.tubul.secret.poss.incr.ser. conc.of either med, Cmax of abacavir incr., Cmax & AUC of didanosine incr., tenofovir AUC/Cmax & Cmin incr.with concom. atazanavir, atazanavir combinat. AUC/Cmax& Cmin decr., tenofovir conc.incr.with atazanavir & lopinavir/ ritonavir, decr.indinavir Cmax & incr. tenofovir Cmax, decr.lamuvidine Cmax , tenofovir AUC& Cmin incr.with lopinavir& ritonavir

 XE "Emtroc" EMTROC, (Activo) Macleods [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir. in adults with HIV-1.

(S4) TABS, 47/20.2.8/0188

721498-001: 30, R420,90
Dosage: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit. B vir.co-infects., mod.to sev.uncontr. ren. impairm., pregn.& lactat., concom.cytidine analog. such as lamivudine/adefovir dipivoxil, concom. didanosine, safety & effic.in paed.pts. <18 yrs.not est., concom.atazanavir without ritonavir.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discont., headache, asthen., dizzin., sleep disturbs., depress., neuropathy, periph. neurit., paraesthes., GI disturbs., rash, hyperpigmentat.of palms &/soles, arthralg., myalg., neutropen., anaem., incr.cough, rhinit., hyperbilirubinaem., hypertriglyceridaem., hyperglycaem., pancreatit., abdom./back/chest pain, insomn., anx., pneumon., dyspn., hepatit., incr. liv.enzym./ser.amylase, hypophosphataem., ren. disords./impairm.incl.ac.ren.fail., allergy, fev., sweat., weight loss, BMD decr.from baseline, body fat redistribut./accumulat., cushingoid.appear., fac. wasting, breast enlargem., inflamm.respons. to indol./resid.infects.necessit.furth.eval.& treatm., elev.creatin.kinase, haematur.

Warnings and special precautions: No stud. demonstrat.eff.on clinic.progress.of HIV-1, not recomm. as part of triple nucleoside regim., obesity & prolong.nucleoside use poss.risk fact.for lact. acidos., liv.dis.risk fact., discont.if clin./lab. find. suggest.lact.acidos./pronounc.hepatotoxic., test for hepatit.B bef.init.ther., monit.hepat.funct. for sev.mnths.if discont.& pts.co-infect.with HIV & HBV, if appropr.init.of anti-HBV ther.may be warrant., imp.ren.funct., concom./rec. nephrotox. agents, concom atazanavir be admin.with ritonavir, monit. BMD in pts.with patholog.bone fract.hist./ at risk of osteopen., Ca & vit.D supplementat.poss benefic., elderly., developm.of opportunist.infects. & other HIV complicat.may cont., ther.not prov.to prev. HIV transmiss.risk, rare heredit probl./hist of galact. intol./Lapp lact.defic./gluc.-galact. malabsorpt.

Interactions: Meds.that reduc.ren. funct./ compete for act. tubul.secret.poss.incr.ser.conc.of either med, Cmax of abacavir incr., AUC & Cmin of atazanavir decr., conc.incr.with atazanavir & lopinavir/ ritonavir, incr.tenofovir AUC & Cmin with darunavir/ritonavir combin, Cmax, AUC of didanosine incr.

 XE "Envuteg" ENVUTEG, Mylan [P/S]

Lamivudine 300 mg, tenofovir alafenamide 25 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV-1 infect.adults & childr.weigh.at least 40 kg.
(S4) TABS, 54/20.2.8/0705

3005189-001: 30, R399,13
Dosage: Init.by medic.pract.experienced in managm.of HIV. Prior initiat.test pts for pregnan., Hepatit.B virus (HBV), prior & during treatment assess.serum.creatinin./ estim.creatinin.clear./ urin.gluc. &-prot., in pts.with chron.kidney dis.:serum phosphor.

Adults & childr.weigh.at least 40 kg: Recomm.dose 1 tablet once dly.
Contraindications: Concom. dofetilide / adefovir/ pilsicainide/didanosine/metformin, pregnan. & lactat., women of childbear.age, pts. < 18 yrs., mod.to sev.hepat.impairm., uncontroll.ren.fail.

Side effects: Freq: Neutropen., allerg.reacts.incl angioed., dizzin., fatig., headache, asthen., diarrh., dyspeps., flatul., N&V, upper abdom.pain incr.liv enzym.incl.ALT/ AST & gamma-glutamyltransfer, incr.amylase/ lipase, hyperglycaem., hypertriglyceridaem., gener.pain, abnorm.dreams, insomn., suicid.ideat./-attempt/ behav./-complet., renal impairm., maculopap.rash, myosit., prurit., pustul.rash, skin discolourat., skin rash, urticar., vesiculobull.rash, dyspn., elev.creat.kinase, arthralg., hyperbilrubinaem. Less freq: Hypersens., IRS, abdom.pain/-discomf., hepatit. Freq unknown: Anaem., pancreatit., ac.liv.fail., hepat.steatos., hepatotox., hypophosphataem., hypokalaem., lactic acidos., musc.weakn., myalg., myopathy, osteomalacia, rhabdomyolys., anx., ac.tubul.necros.,Fanconi syndr., interstit.nephrit., incr.creatin., nephrog.diab.insipid., polyur., proteinur., proxim.tubulopathy, ren.fail.& ac.ren.fail., renal insuffic.

Special warnings and precautions: Reports of lactic acidos.& sev.heaptomegaly with steatosis, not indicat.for chronic HBV infect., safety & effic. not est.in HBV & HIV co-infects., metab.abnorm., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, IRIS usuall.in first 3 mnths.in pts with low CD4, ., pts.to seek med.advice if exper.joint pain/ aches/ stiffn./ movem.diffic.as osteonecros. poss., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, monit. hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther. poss.necess., discont.ther. immed.if any hypersens.react.susp./occurs.& init. appropr.ther., monit.for hepatotoxic., avoid.in wom.plan.pregn.& 1st trimest.as incr.risk of neural tube defects., pregn.test in women of childbear.potent.bef.init., use effect.contracept., not recomm.in pts.with creatinin.clear.<50ml/min., pts with impair.ren.funct.&taking nephrotox.meds at incr.risk ren.side eff., disc.if signific.decr.in ren.func/evid.of Fanconi syndr., discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., opportunist. infects.& other HIV complicat. may still devel., ARV ther.will not prev.transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, cont.lact. 

Interactions: No interact.studies with fixed dose comb.of all 3 components Dolutegravir: Poss.plasma conc.incr.of meds elimin.via OCT2/ MATEI, meds.inhibit.UGT1A1, CYP3A, UGT1A3, UGT1A9, BCRP, P-gp poss.incr.plasma conc., meds.inducing these enzymes & transporters poss.decr.plasma conc.& therap.eff, red.plasma conc.with etravirine/ efavirenz/ nevirapine/ fosamprenavir/ ritonavir/ tipranavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb / cation.cont.antac.& laxat./ sucralfate buffered meds/ oral Ca or Fe supplem./rifampicin, dofetilide & metformin C/I as plasma conc.increase with dolutegravir. Tenofovir: Absorp.decr.with meds induc. P-gp-activ. result in decr.plasma conc.and poss.loss of therap.eff.& developm.of resistance, meds inhibit.Pg-p & BCRP incr.absorp & plasma conc., red.tenofovir conc with ritonavir/ tipranavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb./ St.John’s Wort/refabutin/ rifampicin/ rifapentine. meds.red.renal func./compet for activ.tubular secret.(eg. acyclovir/ ganciclovir/ valacyclovir/ cidofovir/ valganciclovir/ aminoglycos./ high-dose or multipl.NSAIDS) poss.incr.S/E. Lamivudine: Poss.interact. meds.eliminat.in urine by activ.organic cationic secr.eg.trimethoprim. Avoid concom.sorbitol.

 XE "Epclusa" EPCLUSA, Gilead Sciences [P/S]
Sofosbuvir 400 mg, velpatasvir 100 mg.

Indications: Treatm.of chronic hepatit.C infect.irrespect.of genotype in treatm.naïve/ exper.pts age 12 & older weigh.at least 30 kg.without cirrhos./ with compensat.cirrhos,/ with decompensat.cirrhos.in comb with ribavirin.

(S4) TABS, 51/20.2.8/0872

3003297-001: 28, R10 203,36

Dosage: Init.& monitor.by exper.physic. Recomm.dos.: 1 tab once dly. Refer to lit.for duration and co-admin of ribavirin. If vomit within 3 hrs of dos.take addition.tab., if > 3 hrs.no further dos.needed. If miss.dos.within 18 hrs,take tab.asap.& next dos.at usual time., if >18 hrs wait until next dos. Do not take double dos. Swallow whole.

Contraindications: Pregn.& lactat., concom.strong P-gp-induc./ CYP450 induc.(e.g.rifampicin/ rifabutin/ St.John’s wort/ carbamazepine/ phenobarbital/ phenytoin) concom.moder. P-gp-induc./ CYP induc (e.g. rifapentine/ oxcarbazep./ modafinil/ efavirenz) decr.plasma conc.& poss.loss of effic.
Side effects:V.common: Fatig., headache. Common: Attent.disturb.,  dizzin., asthen., abdom.distens., abdom.pain, constip., diarrh., dyspeps., N&V, nasopharingit., decr.appetite,  arthralg., musc.spasm., myalg., depress.mood, insomn., irritabilit., sleep disord., dyspn., prurit., rash. Freq.unknown: SJS Post market.: Skin & subcut.tissue disord., rash, angioed.

Special warnings and precautions: Life-threat. bradycard.& heart block with concom.amiodarone and/or other meds lower.heart rate, monit.pts.who discont.amiodar.in prev.months., S&E not est.in co-infect.HBV pts risk of HBV reactivat., incr. tenofovir expos.esp.with pharmacokin.enhancer (ritonavir/ cobicistat), consid.risk benefit with concom.fixed-dose comb.contain. elvitegravir/ cobicistat/ emtricitabine/ tenofovir or tenofovir & protease inhib (e.g. atazanavir/ darunavir) part.pts. incr.risk of ren.dysfunc., poss.bld.gluc. changes in diabetic pts.partic.1st 3 mnths., S&E not est.in CPT Class C cirrhos./post liv.transpl.
Interactions: Co-admin.meds substr.of P-gp (digoxin), BCRP (rosuvastatin) & OATP (pravastatin) transport.may incr.expos.of such meds., concom. P-gp-/ CYP induc., monit.INR in pts on Vit.K antag. (e.g.warfarin), drugs metabol.by liv. (e.g.immunosuppr.), separate antacid admin by 4hrs., H2-recept.antag.max dose compar.to famotidine 40 mg 2xdly, co-admin with PPIs not recomm.if necess.admin Epclusa with food 4hrs bef.PPI at max dose compar.to 20 mg omeprazole, amiodarone only use if no altern., poss.incr. concen.of digoxin, bleed./anaemia risk with dabigatran, concom.rosuvastat.incr.rosuvastatin conc.admin max 10 mg, monit.all concom.statin, contraindic.with phenobarbital/phenytoin/ carbamazep./ oxcarbazepine/rifampicin/ rifabutin/ rifapentin/ tenofovir/ efavirenz/St.John’s wort, monit.with concom.ciclosporin/tacrolimus.
 XE "Erestz" ERESTZ, Mylan [P/S] 
Tenofovir disoproxil fumarate 300 mg, emtricitabine 200 mg, rilpivirine 25 mg.

Indications: Complete regim.for HIV-1 infect.in adults of at least 35 kg as init.ther with no antiretovir. treatm.hist.& HIV-1 RNA <100 000 copies/mL at start of ther. or to replace stable antiretrov.regim.in virologic.suppress. (HIV-1 RNA <50 000 copies/mL) on a stable antiretrov.regim.of at least 6 mnths with no treatm.fail.& no known substit.assoc.with resist.to Erestz compon.

(S4) TABS, 49/20.2.8/0399

3001778-001: 30, R562,24
Dosage: Adults weigh at least 35 kg: 1 tab.once dly.with food.

Contraindications: Co-admin.of other non-nucleoside reverse transcript.inhibit.not recomm., do not combine with carbamazepine/ oxcarbazepine/ phenobarbit./phenytoin/ dexamethas.(except as sngl.dos.treatm.)/ rifabut./rifampic & rifapentine, concom.St John’s Wort & proton-pump inhibit., co-admin.of other meds. contain.same ingred., concom.lamivud., mod./ sev./end stage ren.impair.(estamin.creatine clear.<50 mL/min) or that req.dialys., sev.hepat. impairm., pregn.& lactat.

Side effects: V.common: Incr.tot.cholester., incr. LDL-cholester., hypophosphataem., insomn., headache, dizzin., incr.pancreat.amylase, N&V, diarrh., incr.transaminases (AST/ALT), rash, elev. creatin.kinase, asthen., Common: Neutropen., decr. WBC, decr.Hb & platel.count, allerg.reacts., hypertriglyceridaem., hyperglycaem., decr. appetite, depress., depress.mood, sleep disords., abnorm.dreams, elev.amylase incl.elev. pancreat. amylase, elev.ser. lipase, abdom.pain/-discomf./-distens., dyspeps., flatul., dry mouth, incr.bilirub., vesiculobull.rash, pustul.rash, urticar., skin discolourat., maculopapul.rash, prurit., pain, fatig. Uncommon: Anaem., immune reactivat.syndr., hypokalaem., pancreatit., angioed., rhabdomyolys., musc.weakn., proxim.ren.tubulopathy incl.Fanconi syndr., incr. creatin., proteinur. Rare: Lact.acidos., hepat. steatos., hepatit., osteomalac.manifest.as bone pain with infreq.fract., myopathy, ren.fail. (ac.& chron.), ac.tubul.necros., nephrit., nephrogen. diabet.insipid. Post market: angioed., sev.skin reacts.with system.sympts., osteomalac.manifest. as bone pain with infreq.fract., nephrit.incl. ac.interstit.nephrit.

Warnings and special precautions: Safety & effic. not est.in hepatit.B vir.& HIV co-infects., monit. hepat.funct.for sev.mnths.if discont.& co-infect.with HIV & HBV init.anti-hepatit.B ther.if necess., elderly, safety & effic.in childr.und.18 yrs. not est., monit.creatinine clear.& ser.phosphor. routinely, not recomm.in sev.hepat.impairm., not a cure theref.HIV transmiss.precaut.to be cont., not recomm.as compon.of triple nucleoside regimen, liv.dis.risk fact., discont.if find. suggest.lact. acidos./ hepatotoxic., consid.pancreatit.if pt.devel. abdom.pain/N&V/elev.biochemic.mark.& discont. until diagnos.of pancreatit.excl., safety & effic.not est.in pts.with signific.underlying liv.disords./dis., monit. liv.funct.in pts.with pre-exist.liv.dysfunct., investig.child.expos.in utero to nucleoside & nucleotide analog.for poss.mitochondr.dysfunct.in case of relev.S&S, pts.with chron.hepatit. B/C treat. with antiretrovir.ther.are at incr. risk for sev. & potent.fatal hepat.adverse reacts., refer to prod. lit.of concom.antiviral ther.for hepatit.B/C, imp. ren. funct., avoid with concur./recent nephrotox. med., eval.in case of sev.depress.sympts., concom. didanosine & discont.if advers.effs.develop, concom. atazanavir & lopinavir/ritonavir, recom. concom.atazanavir be admin.with ritonavir, co-admin. with meds.with known.risk of torsade de pointes, eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, immune reconstit.inflamm.syndr., pts.to seek med.advice if exper.joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., monit.BMD in pts.with patholog. bone fract.hist./at risk of osteopen./ osteoporos.or bone loss, opportunist.infects & other HIV complicat.still poss., baseline vir.load >100 000 HIV-1 RNA exper.great.risk of virolog. fail. & then high.rate of treatm.emerg.NNRTI class resist., pts.exper.virologic.fail. develop.lamivud./ emtricitabine assoc.resist., safety & effectiven.in paed.pts.not est., diabet. glycaem.contr.poss. affect., lact.intol., S/E’s may influence abilit.to driv./ operat machin.

Interactions: Conc.incr.with concom.drugs elim. by act.tubul.secret., plasma conc.decr.by CYP3A induc./ incr.by CYP3A inhibit., decr.plasma conc. with meds incr.gastr.pH eg PPI’s, do not admin. concom.adefovir dipivoxil, other NNRTI’s not recomm., rifabut./rifampic& rifapentine signific. decr.rilpiriv.plasma conc., admin. H2-recept. antagon. 12 hrs.bef./4 hrs.aft., admin.antacids 2 hrs. bef./4 hrs.aft., monit.methadone maint.ther., Cmax & AUC of didanosine incr.
See also MDR page 464.
 XE "Erige" ERIGE, Novagen [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. 13 kg & above and/ or 3 yrs and above.

(S4) CAPS, 41/20.2.8/0541,0543
710592-001: 50 mg, 30, R51,27
710593-002: 200 mg, 90, R283,87
(S4) TABS, A40/20.2.8/0513

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. 40 kg & above and/ or 3 yrs and above.

710594-001: 600 mg, 30, R171,00
Dosage: Admin.in combinat.with a protease inhibit. and/or nucleoside analog.revers. transcript. inhibit. May be taken with/-out food. Avoid high fat meals as it may incr. absorpt. Bedt.dos.recomm.esp.dur.1st 2-4 wks ther.& in pts.exper. CNS effs.

Adults: Recomm.dos: 600 mg once dly.

Adolesc. & childr.17 yrs.& und: See prof.lit for paed.dos.sched.using capsule presentation.

Contraindications: Prev.liv.injur./fail.hist.with efavirenz.contain.ART, concom.astemizole/ cisapride /midazolam/triazolam/pimozide/ergot derivat., pregn.& lactat., childr. less than 3 yrs./ weigh.<13 kg(caps) or 40 kg(tabs).

Side effects: Freq: Dizzin., imp.concentrat., somnol., insomn.,aggrav. depress., N&V, diarrh., rash, prurit., incr.sweat., fatig. Less freq: Abnorm. dreams, headache, abnorm./imp. coordinat., atax., convuls., hypoesthes., paraesthes., neuropathy, periph.neuropathy, trem., agitat., amnes., anx., apathy, confus., emot. lability, euphor., hallucinat., neuralg., speech disord., vertigo, abnorm.vis., tinnit., flush., palpitat., tachycard., asthma, URTI, anorex., abdom. pain, dyspeps., gastrit., gastroenterit., gastro-oesophag. reflux, taste pervers., hepatit., eczema, alopec., folliculit., skin exfoliat., urticar., erythema multiforme, Stev.-Johns.syndr., arthralg., myalg., myopathy, rais.liv. enzym., rais.ser. cholester & triglycer. Unknown freq: Immuno-allerg.liv.injur./fail., weight gain/ loss, sinusit., dyspn., incr.appet., constip., malabsorpt., incr.hepat.enzymes, hepat.fail., acne, seborrh., nail disords., skin discolurat., impot., decr./incr.libido, alcoh.intol., allerg.react., asthen., hot flush., influenza like sympts., malaise, pain, syncope, body fat redistribut./accumulat.

Special warnings and precautions: Must not be used as monother. /add.on as sole agent to fail.regim., ref.to prod.lit.when prescrib.other meds., consid.simultan.discont.of all antiretrovir. meds. if combinat.regim.is interrupt.due to suspect. intol.& restart med.at same time upon resolut. of intol.sympts., intermitt.monother./ sequent. reintroduct.not advis., reg.monit.for jaund.& bleed.tendenc.., discont.immed.if liv.fail. detect.& monit.for S&S of liv.fail.x12 mnths., not recomm.in mod-sev.hepat.impairm.as insuffic.data to determ.if dos.adjustm.reqd., safety & effic.in pts. infect.with both HIV & hepatit.B not est., thorough CV risk assessm.of pts.with lipodystrophy evid., antihistam./corticoster.for mild to mod.rash to improv.tol.& resolv.rash, discont.in sev.rash, consid.prophylax.with appropr.anthistam.in childr., institut./contin. appropr.treatm.of opportunist.infects.& contin. ART, be alert to psychos.-like reacts.& sev. chron.liv.dis., pts.to report joint effs., developm.of opportunist.infects. & other HIV complicat. poss. contin.theref.reg.vir. load & CD4 count monit. recomm., ther.not prov.to reduc. HIV transmiss. risk, monit. liv.enzymes partic.in known/suspect. hepatit.B/C infect.hist./concom.hepatotox meds., eval.risk vs. benef.of contin.ther.if ser. transaminase. lev.persist. 5x >ULN, cholesterol./ triglycerid.monit., lact.intol., eval.effs.bef.driv./ perform.complicat.tasks, monit.liv.enzym.with ritonavir, use reliable barrier contracept.in addit.to OC’s, concom.St John’s Wort.not to be used, false posit.urine cannabinoid test results, teratogen., women of child-bear.potent.to undergo pregn. test.bef.init.ther., safety in lactat.not est., poss. pass. into breast milk,

Interactions: Plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., AUC & Cmax of indinavir decr., incr.freq.of S/E with ritonavir, saquinavir AUC & Cmax decr.theref not recomm.as sole protease inhibit., reduc. AUC & Cmax with rifampicin theref. incr.dos.with concom.rifampicin, decr.clarithromycin. AUC & Cmax & consid.alternat. to clarithromycin, potent.interact with OC’s, methadone plasma lev.decr.result.in opiate withdr. signs in HIV infect.IV drug users, reduc.conc.with St John’s Wort.

 XE "Famvir" FAMVIR, Pharmaco [P/S]

Famciclovir

Indications: Herpes zoster (shingles) infect., 1st episode genit.Herpes within 72 hrs.of sympts, recurr.genit.Herpes within 6 hrs.of sympts, suppress.recurr.genital herpes in immunocompet. pts.

(S4) TABS, 30/20.2.8/0277, 29/20.2.8/0189

826715-001: 125 mg, 10, R178,64
815853-009: 250 mg, 21, R773,35
Dosage: Herpes zoster: Adults: 250 mg 3xdly.x7 days. Init.within 72 hrs aft.rash onset.

1st episode genital herpes: Within 72 hrs of appear.of sympts.250 mg 3xdly.x5 days.

Recurr.genital herpes: Within 6 hrs of sympts appear., 125 mg 2xdly.x5 days. 

Suppress.recurr.genital infects.in immunocompet. pts: 125-250 mg 2xdly., length of treatm.dep.on sever. Re-eval.treatm.aft.12 mnths.

Contraindications: Penciclovir hypersens., pregn. & lactat., not recom.in childr.as insuffic. data on safety & effic., no data in sev.hepat. impairm., lact.intol.

Side effects: Headache, thrombocytopen., N&V, confus./dizzin./somnol.predomin.in elderly, hallucin., jaund., abnorm.LFT, skin reacts.incl. erythema multiforme/Stev.John.syndr.& tox. eipiderm. necrolys.

Warnings and special precautions: Imp.ren. funct., no inform. on pts.with overt.decompens. chron. liv.dis., not studied in ophthalm./deseminat. zoster or in immunocomprom.pts., transmiss.risk of genit. herpes incr.dur.ac.episod., adeq protect.dur. intercourse

Drug interactions: Probenecid & other drugs that aff.ren.physiol.could aff.plasma lev.

 XE "Harvoni" HARVONI, Gilead Sciences [P/S]
Ledipasvir 90 mg, Sofosbuvir 400 mg.

Indications: Treatm.of chronic hepatit.C in adults & adolesc.12 to<18yrs.

(S4) TABS, 51/20.2.8/0369

3003294-001: 28, R8 332,73

Dosage: Init. & monitor. by experien.physic. Recomm.dos.: 1 tab once dly. Refer to lit.for duration and co-admin of ribavirin for cert.subgroups.

If vomit within 5 hrs of dos.take addition.tab., if > 5 hrs.no further dos.needed. If miss.dos.within 18 hrs.take tab.asap.& next dos.at usual time., if >18 hrs wait until next dos. Do not take double dos. Swallow whole.

Contraindications: Pregnan.& lactat., concom.amiodarone/ rosuvastatin, concom.potent P-gp-induc.in intest.rifampicin/ rifabutin/ St.John’s wort/ carbamazepine/ phenobarbital/ phenytoin will signif.decr. plasma conc.& poss.loss of effic.
Side effects:Very common: Fatig., headache,naus. Common: Rash. Freq.unknown: Angioed. Post market.: Sympt.bradycard.with amiodarone, SJS.
Special warnings and precautions: Risk of sympt.bradycard.with concom.amiodarone poss.further incr. with beta-blockers/ underly.card.comorbid./ adv.liv.dis., monit.pts.who discont.amiodar.in prev.months., HBV screen.before treatm., HCV/HBV co-infect.at risk of HBV reactivat.that may result in fulminat.hepatit./ hepat.fail.& death., pts who fail.treatm.have NS5A resistan.mutations that red.lepidasvir suscept., mod.P-gp induc.may decr.plasma conc.&therap.eff., eff.in genotype 5 & 6 HCV-inf pt. with decompens.cirrhos.&/or waiting liv.transpl./post liv.transpl.not investig., incr.tenofovir expos.esp.with pharmacokin.enhancer (ritonavir/ cobicistat), consid.risk benefit with concom.fixed-dose comb.contain. elvitegravir/ cobicistat/ emtricitabine/ tenofovir & protease inhib (e.g. atazanavir/ darunavir) part.pts.incr.risk of ren.dysfunc., co-admin.with statin sign.incr.statin concen.incr.myopath./ rhabdomyolys.risk, monit.gluc.for improve.gluc.contr.in diabetics pot.hypoglycaem., S&E in pts <12 not est., contains lactose.
Interactions: Poss.incr.intest.absorp.of co-admin.P-gp & BCRP transporters., potent P-gp inducers may decr.plasma conc lead.to red.therap.eff., monit.INR freq.with vit.K antag., poss.impact on drugs metab.by liv.e.g.immunosuppress., separate antacid admin by 4hrs., H2-recept.antag.max dose compar.to famotidine 40 mg 2xdly., max PPI dose compar.to 20 mg omeprazole to be taken after Harvoni dose, amiodarone only use if no altern. & closely monit., poss.incr.concen.of digoxin, bleed./anaemia risk with dabigatran, contraindic.with phenobarbital/ phenytoin/ carbamazepine/ oxcarbazepine/ rifampicin/ rifabutin/ rifapentin/ simeprevir/ St.John’s wort, Harvoni incr. tenofovir conc in comb with tenofovir & the follow.comb.: atazanavir/ ritonavir or darunavir/ritonavir or liponavir/ ritonavir or elvitegravir/cobicistat/ emtricitabine, safety of tenofovir with ritonavir/cobicistat not est.in setting of Harvoni, ,co-admin with tipranavir not recomm.as reduc.therap.eff., poss signif incr.rosuvastat./pravastat.conc., monit.all concom.statin, monit.with concom.ciclosporin/ tacrolimus.
 XE "Heftenam" HEFTENAM, (Activo) Hetero, [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Mono- or combinat.anti-retrovir. ther. for HIV-1 infect.in adults

(S4) TABS, 46/20.2.8/0757

721197-001: 30, R305,00
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.ti improv.CNS sympt.tolerabil.

Contraindications: Concom.astemizole/bepridil/ cisapride/midazolam/pimozide/triazolam/ergot derivat/ St John’s Wort., concom.voriconazole, mod.-sev.ren.impairm., pregn.& lactat.

Side effects: Lactic acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit B aft.discontinuat., ser.psych.sympts.incl.sev. depress./ suicid.ideat./non fat.suicide attempts / aggress. behav./paranoid & manic reacts., CNS sympts. incl.hallucin./abnorm.think.& depersonalisat. which gen.improv.with cont.ther., ren. impairm.incl.ac.ren.fail., skin rash, pain, GI disturbs., pancreatit., arthralg., back/chest pain, incr. cough, fev., bld.dyscras., myalg., paraesthes., periph. neuropathy/-neurit., pneum., rhinit., hyperpigmentat. of palms &/soles, fatig., asthma, URTI, influenza-like sympts., incr.lipid conc., palpitat., tinnit., vertigo, gynaecomast., libido chang., abnorm.vis., GI malabsorpt., hepatobil. disords., allerg.reacts., weight chang., body fat redistrib./ accumulat., myopathy, asthen., malaise, syncope, abnorm.co-ordinat., atax., convuls., hypoaesthes., trem., dyspn., flush., tachycard., erythema multiforme, Stev.-John.syndr., nail disords., photoallerg.dermatit., osteomalac., lumb. spine/hip & both arms BMD decr.from baseline, convuls., inflamm.respons.to indolent/resid. infects. necessit.furth.eval.& treatm., alcoh.intol., hypophosphataem., hyperglycaem.

Warnings and special precautions: Chron.HBV infect., safety & effic. not est.in hepatit.B vir.co-infects., concom.meds/combinat.contain lamivudine, safety & effic. in pts.less than 18 yrs. not est., monit.hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV & discont.ther., obesity & prolong. nucleoside use poss.risk fact.for lact. acidos., liv.dis. risk fact., discont.if find.suggest. lact.acidos./ hepatotoxic., test for chron.hepatit.B bef.init.ther., immed.risk vs.benefit eval.of cont. ther. when ser.psych.sympts.exper., determ. creatin. clear.bef.init.ther., avoid with concom./ rec.nephrotox.agents, pts at risk of ren.impairm., pregn.test in women of childbear.age prior to init. ther., barr.contracept.tog.with other methods recomm., elderly, concom. didanosine/atazanavir/ lopinavir & discont.if advers.effs.develop, addit. ritonavir. recomm.with concom.fosamprenavir, do not admin. concom.saquinavir as sole protease inhibit., monit.liv enzym.with concom.meds.assoc. with hepat.toxic./known or suspect. HVB/C, no dos. recomm. for itraconazole avail.theref.seek alt. antifung., rash report.with efavirenz & clarithromycin theref.consid.alt.eg.azithromycin, combinat. with other macrolides not stud., monit. BMD in pts.with patholog.bone fract.hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., seiz. hist., period.plasma monit.of anticonvuls. ther., discont.in case of sev.skin rash, weigh. benef. vs risk in pts with persist.ser.transamin. elev. >5xULN, immune reconstit.syndr., opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss. through sex.cont./bld.contam., mitochrond. dysfunct. in HIV negat.infts.expos.in utero/post natally theref.clinic.& lab.follow-up recomm.

Interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds.induc. CYP3A4 activ.incr.clear., ser.conc.of drugs elimin. by act.tubul.secret.may incr., atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser. conc. decr., metabol.of indinavir incr., tenofovir conc. incr.with lopinavir/ritonavir combinat., lopinavir conc.decr., ritonavir & efavirenz conc. incr. with ritonavir, saquinavir conc.decr., didanosine conc.incr., warfar.plasma conc.incr. /decr., carbamazepine/phenytoin/phenobarbit.& efavirenz conc.decr.with concom use., sertraline/ itraconazole/ ketoconazole/clarithromyc./ rifabutin/ Ca chan.block./HMG-CoA reduct.inhibit. & methadone plasma conc.decr., rifampicin decr. efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Hetacav" HETACAV, Hetero [P/S]
Abacavir sulphate
Indications: Antiretroviral combinat.ther.for HIV treatm.in infect.adults & childr.
(S4) TABS 300, 51/20.2.8/0304
3001799-001: 300 mg, 60; R580,20
(S4) ORAL SOL.20 mg/ml, 48/20.2.8/0342

3001798-001: 20 mg/ml; 240 ml, R317,28
Dosage: For use by physic.exper.in HIV managem.

Adults & adolesc.over 12 yrs: Recomm.dos: 300 mg 2xdly. Max.600 mg dly.
Childr.3 mnths-12 yrs: Recomm.dos: 8 mg/kg 2xdly up to max.600 mg dly.

Contraindications: Mod.to sev hepat.impairm., pregn.& lactat., childr.und.3 mnths., concom. alcohol, Oral sol: Heredit.fruct.inol.

Side effects: Freq: Decr.appet., anorex., depress. disords., sleep disords., headache, insomn., convuls., abnorm.dreams, naus., vomit., diarrh., rash, hypoton., lethargy, fatig., fev. Less freq: Ear/nose/throat infects., resp.tract infects., pneum., anaem., neutropen., leukopen., immune reactivat.syndr., bld.gluc.incr., bld.triglycerides incr., fat redistribut., hypertriglyceridaem., hypercholesterolaem., insul.resist., hyperglycaem., hyperlactaem., hyperlipidaem., lact.acidos., anx., abnorm.behav., pancreatit., eryth.multiforme, Stev.-John.syndr., tox.epiderm.necrolys., myalg., myosit., rhabdomyolys., incr.bld.creatine phosphokin./ hepat.enzymes. Freq.unknown: Gastroenterit., hepatomeg., hepat.steatos., osteonecros.

Warnings and special precautions: Hypersens. reacts. charact.by multi-organ/body syst.involvem. have proven fatal, sympt.usuall.appear with.1st 6 wks. of ther., discont.ther.if hypersens.react. devel.& not to be re-challeng., opportunist.infects. & other HIV complicat.may still devel., advis.pt. that antiretrovir.ther.not been prov.to prev. transmiss. through sex.cont./bld.contam.& appropr. precaut.to contin., immune reconstit. syndr., seek medic.advice in joint aches & pains/ joint stiffn/diffic.in movement due to osteonecros. risk, clinic.exam.to incl.evaluat.for phys.signs of lipodystrophy., with evid.of lipodystrophy do a CV risk assessm., liv.disords./dis, known liv.dis.risk fact., suspend treatm.if clinic./lab.find.suggest.of lact. acidos./hepatotoxic.devel., investig.poss. mitochondr.dysfunct.in case of relev. S&S in any foet.expos.in utero , minimise all modifiab. coron. heart dis.risk facts.incl.hypertens./hyperlipidaem./ diabet.mellit./smok., incr.in malign.& non-malign. tumours in lab.anim., potent.clinic.benef. outweighs carcinogen.risk., consid.pancreatit.in pts. develop.abdom.pain/N&V/elev.biochem. marks. & discont.until diagnos.of pancreatit.excl., incr. risk of sev./potent.fatal hepat.adverse react.in chron.hepatit.B/C pts.treat.with anti-retrovir. ther., ref. to prod.lit.of concom.antivir.ther. for hepatit. B/C, monit. pts.co-infect.with HIV & HBV closely on discont.ther., caut.advis.with concom.ribavarin.

Drug interactions: Metabol.alter.by concom. ethanol, Cmax reduc./one hr.delay in tmax with methadone, poss.interact.with retinoid compds.but not stud.
 XE "Hetemcit" HETEMCIT, (Activo) Hetero [P/S]

Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In comb.with othr.ARTin adults with HIV-1 infect., pre-expos.prophylax. (PrEP) in prov. HIV-1 uninfect.adults.

(S4) TABS, 47/20.2.8/0232

720869-001: 30, R248,17
Dosage: 1 tab.once dly.without regard to food.

Contraindications: S&E not est.in hepatit.B vir./ HIV co-infects.& paed.pts.<18 yrs., pregn.& lactat., CrCl <60 ml/min for PrEP, CrCl <50 ml/min or renal dis.req. hemodialys in HIV-1 treatm., concom.use with nephrotox. agents, concom.drugs contain lamivudine/ tenofovir/ emtricitabine, PrEp in pts.with unkn./ posit.HIV-1 status. or individ.not fully committ.to full treatm.compl.

Side effects: V.common: Dizzin., headache, diarrh., N&V, creat.kinase elev. Common: Neutropen., allerg.react.incl. angioed., hypertriglyceridem., hyperglycaem., insomn., abnorm.dreams, dyspn., flatul., dyspeps., abdom.pain, amylase elev., lipase elev., hyperbilirubin., incr.liver enzym.(incl. AST, ALT, gamma GT), rash, prurit., maculopap.rash, urtic., vesiculobull.rash, pustul.rash, skin discolor., pain, asthen. Unknown freq: Anaem., hypophosphat., lact.acidos., hypokalem., pancreatit., hepatit., hepat.steatosis, myopath., osteomalac. (assoc.with prox.ren.tubulopath.), rhabdomyol., musc.weakn., incr.creat., ren.insuff./-fail., ac.ren.fail., Fanconi syndr., prox.tubulopath., nephrogen.diab.insip., proteinur., ac.tubul.necros., polyur., interst. nephrit.(incl. ac.cases)

Special warnings and precautions: Monit. hepat. funct.for sev.mnths.if discont.& pts.co-infect. with HIV & HBV, prescr.to HIV-neg.indivs. only, confirm HIV-neg.status immed.prior to init.& at least 3 mnthly.dur use., do not start treatm.for PrEP if S&S of ac.HIV present unless neg.infect.status confirm., not recomm.as part of triple nucleoside regim., opportunist.infects.& HIV complicat.may contin., no proven effect on HIV-1 clin.progress., full treat.complian. essential for prevent.of HIV-1 transm., obesity & prolong.nucleoside expos. poss.risk fact.for lact.acidos., liv.dis.risk fact., consid.pancreat.if abdom.pain/ N&V/ elev.biochem. markers pres.& discont. until excl., discont.treat.if clin./ lab.find.suggest.lact.acidos./ pronounc.hepatotox., monit. pts.with pre-exist.liv. dysfunct.incl. chronic act. Hepatit.& consid.temp./ perm. discont.if evid.of worsen. liver dis., investig.exposed foetus incl HIV neg.for poss.mitochondr.damage., test for hepatit.B bef.init.ther., imp.ren.funct., calc.creat. clear.in all pts.prior to init.ther.& as clinic. appropr.dur.ther., concom./ rec.nephrotox.meds., eval.potent.caus.& reassess risks & benef.of contin.use if decreas.in creat.clr. is observ. in PrEP ther., recomm.concom.atazanavir be admin.with ritonavir, concom. didanosine & discont.if advers.effs., pts.to seek med.advice if exper.joint pain/ aches/ stiffn./ movem.diffic.as osteonecros. poss., monit.BMD in pts.with patholog.bone fract.hist./ at osteopen.risk, elderly, CV risk assessm. in pts.with evid.of lipodystroph., immune reconstitut.syndr., lact. intol., concom.lopinavir/ ritonavir & disc.if advers. effs.develop, elderly

Interactions: Ser.conc.incr. with concom. drugs elimin.by act.tubul.secret., ser.conc. incr.by agents decr.ren. funct., atazanavir & lopinavir / ritonavir incr.tenofovir conc., AUC & Cmin of atazanavir decr., Cmax & AUC of didanosine incr., Cmax of lamivudine/ indinavir decr., indinavir incr. tenofovir Cmax, abacavir Cmax incr.

 XE "Hetero Tenofovir" HETERO TENOFOVIR, (Activo) Hetero [P/S]
Tenofovir disoproxil fumarate

Indications: In combinat.with other antiretrovir.in adults with HIV-1 infect.

(S4) TABS, 46/20.2.8/0019

718284-001: 300 mg, 30, R294,22

Dosage: 300 mg once dly.without regard to food.

Contraindications: Mod.-sev.ren.impairm., pregn. & lactat., safety & effic.in childr.und.18 yrs. not est., chron.HBV infect., 

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., ren.impairm.incl.ac. ren. fail., mild to mod.GI effs., pancreatit., dizzin., headache, pain, fev., abdom./back/chest pain, asthen., osteonecros., lipodystrophy, myopathy, musc. weakn., arthralg., myalg., depress., insomn., periph. neuropathy, anx., pneum., neutropen., rash, sweat., weight loss, allerg.reacts., hypophosphataem., dyspn., hepatit., hepatotox., hepat. steatos., ren.insuffic./-fail., BMD decr.from baseline, inflamm.respons.to indolent/resid. infects. necessit.furth.eval.& treatm.

Warnings and special precautions: Safety & effic not est with hepatit.B (HBV) co-infect., monit. hepat. funct.for sev.mnths.in co-infect.HBV pts. who have discont.ther., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.if find.suggest.lact.acidos./ hepatotoxic., no stud.demonstrat.eff.on clinic. progress. of HIV-1, imp.ren.funct., concom./rec. nephrotox.meds., adjust.dos.interv.if creatinine clear. <50 ml/min., test for hepatit.B bef.init.ther., high rate of virolog.fail./resist.at early stage when tenofovir combin.with lamivudine/abacavir as well as lamivudine/didanosine as once dly.regim., mitochrond. dysfunct.in infts.expos.in utero/post natally theref.clinic.& lab.follow-up recomm., concom. didanosine/atazanavir/lopinavir & discont. if advers.effs.develop,, recom.concom. atazanavir be admin.with ritonavir, monit.BMD in pts. with patholog.bone fract.hist./at risk of osteopen., immune reconstit.syndr., Ca & vit.D supplementat. poss benefic., elderly., opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss.through sex.cont./ bld.contam., rare heredit.galact.intol./Lapp lact. defic./ gluc.-galact.malabsorpt.

Interactions: Ser.conc.of drugs elimin.by act. tubul. secret.may incr., ser.conc.incr.by agents decr. ren.funct., Cmax & AUC of didanosine incr., AUC & Cmin of atazanavir decr., incr. AUC with lopinavir/ ritonavir, incr.Cmax with indinavir, indinavir/ lamivudine Cmax decr.

 XE "Heteruam" HETERUAM, Hetero [P/S]

Abacavir sulph. 600 mg, lamivudine 300 mg

Indications: Treatm.of HIV infect.adults & adolesc. from 12 yrs.
(S4) TABS, 48/20.2.8/1243

722622-002: 28; R488,32
722622-001: 30; R523,20
Dosage: Pts.to be stabilis.on indiv.meds.bef. being switch. As a fix.dos.tab.do not admin.to pts.weigh.less than 40 kg. Adults & adolesc. over 12 yrs: 1 tab.once dly.

Contraindications: Mod.to sev.hepat.impairm., mod.to sev.ren.impairm., safety in pregn.not est., lactat., childr.und.12 yrs., pts.<40 kg, concom. zalcitabine not recomm.

Side effects: Freq: Leukopen., thrombocytopen., anaem., headache, fatig., insomn., periph. neuropathy, dizzin., paraesthes., cough, nas. sympts., wheez., dyspn., pancreatit., naus., vomit., abdom.pain/cramps, diarrh., decr.appet., stomatit. / mouth ulcerat., trans.elevat.in AST/ ALT, splenomeg., hepatit., sev.hepatomeg.with steatos., alopec., maculopapul.rash, eryth., pain, swell., urticar., arthralg., musculoskelet.pain

Less freq: Pure red cell aplas., lipodystrophy, lact. acidos., depress.disords, periph.neuropathy, dyspeps., elev.ser.amylase, rhabdomyolys., malaise, fev. Freq.unknown: Hepatit.B exacerbat. post treatm., hypersens incl.angioed./anaphylax./ urticar, hyperglycaem., insul.resist., dyslipidaem., hypertriglyceridaem., hypercholesterolaem., hyperlactataem., conjunctivit., hypotens., adult resp.distress syndr., respirat.fail., hair loss, prurit.

Warnings and special precautions: HLA-B*5701 allele screen.advis.bef.ther.init.as assoc. with incr.hypersens.risk, discont.ther.in pts. develop. hypersens.& do not re-challenge as more sev. sympt.incl.life-threat.hypotens./death poss. return, pts.to be aware of dangers of hypersens., use facil.where medic.assist.avail.if ther.restart, liv. disords./dis, incr.risk of sev./potent.fatal hepat. adverse react.in co-infect.hepatit.B/C pts., period. monit.recomm.if discont.in pts.co-infect.with hepat. B virus as lamivudine withdr.poss.result in rebound hepatit., obese women/prolong.nucleosid. expos./with MI/hepatomegaly/hepatit./any liv.dis. risk fact./ hepat.steatos., susp.treatm.if clinic./lab. find.suggest.of lact.acidos./hepatotoxic.devel., investig. poss.mitochondr.dysfunct.in case of relev. S&S in any foet.expos.in utero, clinic.exam.to incl. evaluat.for phys.signs of lipodystrophy., with evid. of lipodystr.do a CV risk , immune reconstit.syndr , seek medic.advice in joint aches & pains/joint stiffn/ diffic.in movement due to osteonecros.risk, minimise all modifiab.coron.heart dis.risk facts. incl. hypertens./hyperlipidaem./ diabet.mellit./ smok., meas.fast.ser.lipids/bld.gluc., opportunist. infects.& other HIV complicat.may still devel., advis. pt.that antiretrovir.ther.will not prev. transmiss. through sex.cont./bld.contam.& appropr. precaut.to contin., not recomm.in creat. clear. less than 50 ml/min., consid.pancreatit.in pts. develop.abdom.pain/N&V/elev.biochemic. marks. & discont.until diagnos.of pancreatit.excl., reproduct. toxic. in anim., excret.in breast milk, no studies in pts.>65 yrs., concom. IV ganciclovir/ foscarnet not recomm., not advis.in childr.< 12 yrs.

Drug interactions: Lamivudine poss.inhib. zalcitabine intracell. phosphorylat., abacavir AUC incr. by ethanol, methadone reduc.abacavir AUC &1 hr delay in tmax., poss.interact.with retinoid compds, trimethoprim incr.lamivudine expos.

 XE "Hetlam" HETLAM, (Activo) Hetero [P/S]

Lamivudine

Indications: Part of anti-retrovir.combinat.ther.of HIV infect.adults & childr.>12yrs.
(S4) TABS, 43/20.2.8/0831

717806-001: 150 mg, 60, R155,13
Dosage: In combinat.with zidovudine as per P/I with/without food

Adults & adolesc.over 12 yrs: 300 mg dly admin. as sngl.dly dos OR 150 mg 2xdly.

Contraindications: Concom.zalcitabine, safety in pregn.& lactat.not est., limit.data in childr.und. 3 mnths., not suitable for pts. < 50 kg

Side effects: Lact.acidos.(mostly women) usually assoc.with sev hepatomegaly & steatos. incl. fatalit., GI disturbs., pancreatit., bld.dyscras., skin rash, alopec., periph.neuropathy, paraesthes., headache, depress./sleep disords., dizzin., musculoskelet. disords.incl.rhabdomyolys., malaise, fatig., fev., hypersens.reacts.incl. anaphylax., trans.rise in ser.liv.enzym./ser.amylas

Warnings and special precautions: Poss. contin. of HIV complicat.& opportunist infects., ther. not proven to prev.transmiss., ren./hepat. impairm., adv.cirrhot.liv.dis.due to chron.Hepatit.B infect., discont.use if pancreat./lact.acidos./ hepatotoxic. suspect., risk fact.for liv.dis., avoid future NNRTI’s use aft.recovery from lact.acidos., concom. co-trimoxaz.in pts.with ren.impairm.

Drug interactions: Trimethoprim incr.plasma conc., intracell.phosphorylat.of zalcitabine inhibit.
 XE "Hetripco" HETRIPCO, Hetero, [P/S]

Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 245 mg.

Indications: Mono- or combinat.anti-retrovir. ther. for HIV-1 infect.in adults

(S4) TABS, 51/20.2.8/0200

3002312-001; 28; R171,92
3002312-002; 30, R184,20
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.to improv.CNS sympt.tolerabil.

Contraindications: Concom.astemizole/bepridil/ cisapride/midazolam/pimozide/triazolam/ergot derivat., concom.voriconazole, mod.-sev.ren./hepat.impairm., pregn.& lactat.

Side effects: Efavirenz: Freq: Folliculit., arthralg., myalg., dyspeps., abdom.pain, pancreatit., diarrh., N&V, headache, dizzin., insomn., imp.concentrat., anx., agitat., nervousn., euphor., confus., somnol., amnes., abnorm.think./ dream., sev.depress., prurit., skin rash, rais.liv. enzymes. Less freq: Hypoaesthes., convuls., paraesthes., nervousn., erythema multiforme, Stev.-Johns.syndr., photo-allerg. dermatit., skin discolourat., palpitat., rais.ser. cholester./ triglycerid./ amylases, tinnit., allerg.reacts, gynaecomast., redistrib./accumulat.of body fat, hypercholesterolaem., hypertriglyceridaem., anorex., aggress.reacts., agitat., delus., emotion. lability, mania, neuros., paranoia, psychos., suicide, abnorm.coordinat., atax., convuls., hypoesthes., trem., abnorm.vis., dyspn., constip., malabsorpt., incr.hepat.enzymes, hepatit., flush., nail disorders, myopathy. Freq.unknown: Aggress. behav., suicid.thoughts/attempts, hallucinat., fatig., hepat.fail,, myopathy, malabsorpt. Emtricitabine & Tenofovir: Freq: Anorex., lact.acidos, anx., headaches, back pain, cough, rhinit., pneum., dyspeps., abdom.pain, diarrh., N&V, flatul., rash, prurit. Less freq: Dyspn., pneum., hepatotox., hyperpigmentat.of soles &/ or palms, maculopapul./vesiculobull. rash, urticar., pancreatit., paraesthes., periph. neuropathy, insomn., dizzin., headache, myalg., bone pain, osteomalac., arthralg., myopathy, abnorm. dreams. Freq.unknown: Allerg.reacts., hypophosphataem., lact.acidos., dyspn., incr.liv. enzym, hepatit., rash, osteomalac., ren.insuffic./ fail., Fanconi syndr., proxim.tubulopathy, proteinur., incr.creatin., ac.tubul.necros., nephrogen. diabet.insipid., polyur., interstit. nephrit., neutropen., anaem., breast enlargem., depress., elev.bilirubin./pancreat.amylase/ser. gluc./ urine gluc., rais.ser.amylase/liv.enzymes, hypophosphataem., fatig., nephrit, ren.impairm., Fanconi's syndr., polyur., sweat. Efavirenz + Emtricitabine & Tenofovir: Freq: Sinusit., URTI, nasopharyngit., immune reconstit.syndr., depress., insomn., abnorm.dreams, somnol., headache, dizzin., diarrh., N&V, rash, fatig. Freq.unknown: Lab. abnormalit.relat.to fast.cholester./creat. kinase/ ser.amylase/alkaline phosphat/AST/ALT/ haemoglob./ hyperglycaem./haematur./ neutrophils/ fast.triglycerid./hypertriglyceridaem./ hypercholesterolaem./ insul.resist./ hyperlactataem./ hyperlipidaem., Cushingoid appear., accumulat.of body fat, dorsocervic.fat enlargem.

Warnings and special precautions: Chron.HBV infect., safety & effic. not est.in hepatit.B vir.co-infects., concom.meds/combinat.contain lamivudine, safety & effic. in pts.less than 18 yrs. not est., monit.hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr. init.of anti-hepatit.B ther.poss.necess., pts.weigh. < 40 kg & present.with long-term neuropsych.effs. req.dos.reduct.(with separ.formulats.of act. ingreds.), ren.impairm., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.if clin/lab.find.suggest. lact. acidos./ hepatotoxic., test for chron.hepatit.B bef. init.ther., freq.monit.for jaund./bleed.tendenc., liv. fail., immed.risk vs.benefit eval.of cont.ther.when ser.psych.sympts.exper., determ.creatin. clear.bef. init.ther., avoid with concom./ rec.nephrotox. agents, pts at risk of ren.impairm., pregn.test in women of childbear.age prior to init.ther., barr. contracept.tog.with other methods recomm., elderly, mitochrond. dysfunct. in HIV negat.infts. expos.in utero/post natally theref.clinic.& lab. follow-up recomm, liv.enzym.monit.in pts.with mild to mod.liv.dis & chron.hepatit.B or C, concom. didanosine/ atazanavir/lopinavir & discont.if advers. effs.develop, addit. ritonavir.recomm.with concom.fosamprenavir, do not admin. concom. saquinavir as sole protease inhibit., monit.liv enzym. with concom.meds.assoc.with hepat. toxic./known or suspect. HVB/C, no dos.recomm. for itraconazole avail.theref.seek alt.antifung., rash report.with efavirenz & clarithromycin theref. consid. alt.eg.azithromycin, combinat.with other macrolides not stud., weigh.benef.vs risk in pts with persist.ser.transamin.elev. >5xULN, monit. BMD in pts.with patholog.bone fract.hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., pts. to seek med. advice if experienc.joint pain/ aches/ stiffn./movem.diffic.as osteonecros.poss., seiz. hist., period.plasma monit.of anticonvuls. ther., eval.for signs of fat redistribut., CV risk assessm. in pts.with evid.of lipodystrophy, discont. in case of sev.skin rash, immune reconstit.syndr., opportunist. infects & other HIV, complicat.still poss., ther.not proven to prev.HIV transmiss. through sex.cont./bld.contam., consid.alternat.for pts. at incr.risk of Torsade de Pointes/ pts. receiv.drugs with known risk for Torsade de Pointes , monit. ser.lipids & bld.gluc.,

Interactions: Reduc.NNRTI conc.with St John’s Wort expect.,decr.plasma conc. of velpatasvir & voxilaprevir when co-admin. sofosbuvir/velpatasvir or sofosbuvir/velpatasvir/voxilaprevir,

 poss.addit. CNS effs.with alcoh. /psychoact. meds., plasma conc.of other compds.that are CYP3A4 substrat.poss.decr., meds.induc.CYP3A4 activ. incr.clear., ser.conc.of drugs elimin.by act. tubul. secret.may incr., atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser. conc. decr., metabol.of indinavir incr., tenofovir conc. incr.with lopinavir/ritonavir combinat., lopinavir conc.decr., ritonavir & efavirenz conc. incr. with ritonavir, saquinavir conc.decr., didanosine conc.incr., warfar.plasma conc.incr. /decr., carbamazepine/phenytoin/phenobarbit.& efavirenz conc.decr.with concom use., sertraline/ itraconazole/ ketoconazole/clarithromyc./ rifabutin/ Ca chan.block./HMG-CoA reduct.inhibit. & methadone plasma conc.decr., rifampicin decr. efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Hetvir" HETVIR 50, Hetero [P/S]

Dolutegravir sodium
Indications: HIV treatm.in adults 18 yrs.& old.in combinat.with other antiretrovir.ther.
(S4) TABS, 52/20.2.8/0002.001

3001470-002: 50 mg, 28; R214,48
3001470-001: 50 mg, 30; R230,00
Dosage: Admin.by med.pract.exper.in HIV treatm.

Adults: Treatm.naive & treatm.-exper.and integrase inhibit.naive: Recomm.dos: 50 mg once dly.

Integrase inhibit.resist.: 50 mg 2xdly.

Contraindications: Concom.dofelitide/ pilsicainide/ metformin, mod./sev.hepat.impairm.

Side effects: Freq: Fatig., headache, dizzin., abnorm.dreams, hepatit., incr.AST/ALT/CPK/ bilirub., insomn., naus., diarrh., vomit., flatul., upper abdom.pain, rash, prurit. Less freq: Abdom. pain/discomf., hypersens., immune reconstit. syndr, elev.ser.lipid/gluc.lev.

Warnings and special precautions: Safety in pregn.& lactat.not est., cross.placent.barrier in anim., excret.in breast milk, limit.data in elderly ≥ 65 yrs., do not use with etravine without concom. atazanavir/ritonavir, darunavir/ritonavir or lopinavir/ ritonavir combinat., avoid concom. oxcarbazepine/phenytoin/phenobarb./ carbamazepine/St.John’s Wort, admin.2 hrs.bef./ 6 hrs. aft.antacids contain.polyval.cations/ prod. cont. Ca/ & Fe., discont.ther./other suspect.agents immed.if any signs/sympt. of hypersens.devel., monit.clinic.status incl.LFT & init.appropr.ther., clinic.exam.to incl.eval.for phys.signs of lipodystrophy., CV risk assessm.with lipodystrophy evid., immune reconstit.syndr., alert physic.to joint aches/pain/stiffn./movem.diffic., opportunist. infects. & other complicat.of HIV infect.may contin., transmiss.risk through sex. contact/ contam. bld.not reduc., hepat.impairm., monit. liv. funct.in hepatit.B &/C co-infect., init./maint. effect. hepatit.B ther.when start.dolutegravir in hepatit.B co-infect., eval.any inflamm.sympt.& init. ther.if necess.

Interactions: Decr.plasma conc.with etravine, efavirenz, rifampicin, tipranavir/ritonavir, fosamprenavir/ ritonavir, potent.decr.conc.with nevirapine, decr.conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St.John’s Wort, incr.metformin conc., incr.plasma conc.with atazanavir/ ritonavir, incr.AUC & Cmax with atazanavir, potent.incr.dofetilide/pilsicainide plasma conc., decr.AUC & Cmax with antacids cont. polyval. cations/prod.cont. Ca/ & Fe.

 XE "Hevaz 600" HEVAZ 600, (Activo) Hetero [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. weigh. 40 kg and above.

(S4) TABS, 43/20.2.8/0363, 600 mg

715591-001: 30, R252,25
Dosage: Admin.in combinat.with a protease inhibit./ nucleoside analog. Admin.on empty stomach. Avoid admin.with a fatty meal as absorpt. incr

Adults & Adolesc. > 40kg: Recomm.dos: 600 mg once dly. 

Contraindications: Concom.astemizole /cisapride/ midazolam/triazolam/ergot derivat.as ser./life threat.adverse effs.poss., pregn. (teratogen. in anim.), breast feed not recomm., childr. und.3 yrs./weight < 13 kg, concom.St John’s Wort.

Side effects: Weight gain/loss, CNS effs., abnorm. co-ordinat., convuls., paraesthes., periph. neuropathy, trem., psych.disords., aggrav.depress., impot., libido changes, speech disords., abnorm. vis., tinnit., taste pervers., palpitat., flush., tachycard., asthma, sinusit., dyspn., URTI, GI disturbs., malabsorpt., hepatit., hepat.fail., skin reacts. incl.rash/erythema multiforme & Stev. John. syndr., alopec., incr.sweat., acne, nail disords., skin discolourat., arthralg./myalg., myopathy, fatig., alcoh.intol., allerg.reacts., asthen., hot flush., flu-like sympts., malaise, pain, anorex., incr.appet., redistrib./accumulat.of body fat, syncope, incr.hepat.enzymes., rais.ser. cholester.& triglycerid.conc., incr.tot.cholester.

Warnings and special precautions: Must not be used as monother./add.on as sole agent to fail. regim., ser.nerv.syst.& psych.sympts.report., use barrier contracept.in combinat.with other methods, consid. alternat.to clarithromycin, monit.liv. enzymes with concom.ritonavir, teratogenic. report., pregn.test in women of childbear.potent. bef. init.ther., pass.into breast milk, ref.to prod.lit. when prescrib.other meds., consid.simultan. discont. of all antiretrovir.meds.if combinat.regim. is interrupt.because of suspect.intol.& restart medic.at same time upon resolut.of intol.sympts., intermitt.monother./sequent.reintroduct.not advis., discont. in sev.rash & consid.prophylax.with appropr. anthistam./corticoster.for mild to mod. rash to improv.tol.& resolv.rash, be alert to psychos. -like reacts.& sev.ac.depress.reports, ment. illn./subst.abuse hist., suicid.ideat./ attempts. report., liv.impairm., monit.liv.enzymes partic. in known/suspect. hepatit.B/C infect.hist./ concom. hepatotox.meds., weigh.benef.vs risk in pts with persist.ser.transamin.elev.> 5xULN, cholestrol. monit., use not assess.in paed. pts.bel. 3 yrs./weigh.<13 kg.

Interactions: Addit.CNS effs.with alcoh./ psychoact. meds, plasma conc.of other compds. that are substrates of CYP3A4 poss.decr., AUC & Ctrough of indinavir decr., incr.freq.of S/E with ritonavir, decr.saquinavir/clarithromycin. AUC & Cmax, rifampicin decr.AUC & Cmax, potent.interact with OC’s, methadone plasma lev.decr.result.in opiate withdr.signs in HIV infect.IV drug users, expect. reduc.plasma conc.with St John’s Wort.
 XE "Isentress" ISENTRESS, MSD [P/S]

Raltegravir

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect.in pts.2yrs of age & older.

(S4) TABS, 42/20.2.8/0687
715825-001: 400 mg, 60, 
R1 230,73

(S4) CHEW.TABS, 46/20.2.8/0863, 0864
720591-001: 25 mg, 60, R317,56
720590-001: 100 mg, 60, R635,12
Dosage: Adults: 400 mg twice dly.with/-out food in combinat.regim.with other antiretrovir.agents. Childr.& adolesc: > 25 kg: 1 x 400 mg tab.twice dly. 

Paediatrics 2 to < 6 yrs or < 25kg: Chew.tabs. based on weight to max. 300 mg 2xdly. Chew.tab recom.dos.bas.on approx.6 mg/kg/dose 2 xdly. Chew tab 100 mg can be div.into equal halves. 7 to < 10 kg: 50 mg 2x/day, 10 to < 14 kg: 75 mg 2x/day, 14 to < 20 kg: 100 mg 2x/day, 20 to < 28 kg: 150 mg 2x/day, 28 to < 40 kg: 200 mg 2x/day, At least 40 kg: 300 mg 2x/day. Max dly.dos. of chew.tab.: 300 mg 2x/day.

Contraindications: No well controll.studies in pregn., not recomm.in breastfeed., safety & effectiven.in childr.<2 yrs.not est.

Side effects: Common: Decr.appet., abnorm. dreams, insomn., nightmares, depress., dizzin., headache, vertigo, abdom.distens./pain, diarrh., flatul., N&V, dyspeps., rash, asthen., fatig., pyrex., incr.ALT, atypic.lymphocytes, incr.AST, incr. bld.triglycerid., incr.lipase, incr.bld.pancreat. amylase. Uncommon: Genit.Herpes, folliculit., gastroenterit., Herpes Simplex/Zoster, influenza, lymph node absc., mollusc.contagios., nasopharyngit., URTI, skin papill., anaem., iron defic.anaem., lymph node pain, lymphadenopathy, neutropen., thrombocytopen., immune reconstitut. syndr., hypersens, cachex., diabet.mellit., dyslipidaem., hypercholesterolaem., hyperglycaem., hyperlipidaem., hyperphag., incr.appet., polydips., body fat disord., mental disord., suicide ideat./attempt, anx., confus., maj. depress., alter.mood, panic attack., sleep disord., amnes,, carpal tunnel syndr., cognit.disord., disturb. in attent., postur.dizzin., dysgeus., hypersomn., hypoaesthes., lethargy, memory impairm., migraine, peripher.neuropathy, paraesthes., somnol., tens.headache, trem., vis. impairm., tinnit., palpitat., sinus bradycard., ventric. extrasystol., hot flush., hypertens., dysphon., epistax., nas.congest., gastrit., abdom. discomf., upper abdom.pain, anorect.discomf., constip., dry mouth, epigastr.discomf., eros. duodenit., eructat., gastro-oesophag.reflux dis., gingivit., glossit., odynophag., ac.pancreatit., pept. ulc., rect.haemorrh., hepatit., hepat.steatos./fail., acne, alopec., acneiform dermatit., dry skin, eryth., fac.wast., hyperhidros., lipoatrophy, acq.lipodystr., lipohypertr., night sweats, prurit., macul./ maculopapul./ prurit.rash, skin les., urticar., xeroderma, Stev.-Johns.syndr., DRESS, arthralg., arthrit., back/flank/musculoskelet./neck/extremity pain, myalg., osteopenia, tendonit., rhabdomyolys., ren.fail., nephrit., nephrolithias., noctur., ren.cysts/ impairm., tubulo-interstit.nephrit., ED, gynaecomast., chest discomf., chills, fac.oed., incr. fat tiss., malais, submandibul.mass, periph.oed., jitter. Unknown freq: Cerebell.atax. 

Warnings and special precautions: Poss. inflamm. respon.to indol./resid.opportunist. infects. necessitat.furth.eval.& treatm., discont. immed. if signs/ sympts.of sev.skin reacts./ hypersens. reacts.devel., concom.strong induc.of uridine diphosphate glucuronosyltransferase (UGT)1A1 (eg.rifampin), elderly, cancers observ.of which types and rates expect.in high.immunodefic. populat.& most pts had other risk fact.theref. unknown if relat.to use, pts.at incr.risk of myopathy/ rhabdomyolysis, AST & ALT abnormalit. high.in chron.act.hepatit.B and/ or C pts., formulat. not bioequiv - do not substit.chew.tab.for 400 mg tab., lact./fruct./sorbitol/mannitol intol., phenylketonur., glycaem.control of pts.with diabet. mellit.poss.affect., co-admin.with Al./Mg antacids not recomm.

Drug interactions: Plasma conc.reduc.by potent UGT1A1 induc.(rifampin), plasma lev.incr.by potent UGT1A1 inhibit.(atazanavir)., plasma lev.poss.incr. by meds.known to incr.gastric pH., plasma lev. decr. by Al/ Mg antacids taken within 6 hrs of admin.

 XE "Kavideza" KAVIDEZA, Mylan [P/S] 
Abacavir sulph. 600 mg, dolutegravir sod.50 mg, lamivudine 300 mg.

Indications: Treatm.of HIV infect.adults & adolesc. over 18 yrs.who are ARV-treatm.naive/ HIV infect.without document./clinic.susp.resist.to any of the 3 ARV compon.
(S4) TABS, 53/20.2.8/0091

3004778-001: 30, R793,34
Dosage: Init. ther.by physic.exper.in HIV infect. managem. Adults & adolesc.weigh.> 40 kg & 18 yrs.or over: 1 tab. once dly. Separ.dolutegravir / abacavir/lamuvidine preps.to be admin.in cases where discont./dos.adjustm.reqd. Contraindications: Concom.dofetilide/ pilsicainide & metformin/ mod.to sev.hepat. impairm., pregn., breast feed., ren.impairm.with creatin.clear.of <50 m/min.
Side effects: Freq: Hypersens., anorex., insomn., abnorm.dreams, depress., anx., nightmare, sleep disords., headache, dizzin., somnol., lethargy, cough, nas.sympts., N&V., diarrh., flatul., abdom. pain/-discomf./-distent., GORD, dyspeps., rash, prurit., alopec., arthralg., musc.disords., fatig., asthen., fev., malaise, elev.CPK/AST/ALT. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., immune reconstit.syndr., hypertriglyceridaem., hyperglycaem., lact.acidos., suicid.ideat/-attempt, periph.neuropathy, paraesthes., pancreatit., hepatit., ac.hepat.fail., erythema.multiform, Stev.-Johns.syndr., tox. epiderm.necrolys., rhadomyolys., amylase elev. Post market: Pure red cell aplas., hypersens., immune reconstitut.syndr., hyperlactinaem., lact.acidos., insomn., depress., suicid.ideat/-attempt, paraesthes., periph.neuropathy, headache, dizzin., abnorm.dreams, pancreatit., ser. amylase rais., N&V., diarrh., flatul., abdom. pain & discomf., hepatit., rash, erythema multiforme, Stev.-John.syndr., tox.epiderm. necrolys., alopec., prurit., arthralg., musc.disords., rhabdomyolys., fatig., incr.AST/ALT/CPK & bilirub.

Warnings and special precautions: Screen. recomm. for carriage of HLA-B*5701 allele in pts. without prior abacavir expos.& prior to ther.re-init.where HLA-b*5701 is unknown who may have tol abacavir prev., no re-challeng.aft.abacavir hypersens. reacts., discont.ther.immed.if any hypersens. react.susp./occurs.& init.appropr.ther., hypersens.reacts.to abacavir charact.by multi-organ/ body syst.involvem.have proven fatal, alert pts.to hypersens.risk, not recomm.for pts.with integrase inhibit.resist., elderly > 65 yrs., refer to HIV treatm.guidelines/ relev.PI’s in case of concom. hepat.B, admin.if creatinine clear.<50 ml/min., not recomm.in mod.to sev.hepat.impairm., do not admin.to childr.und.18 yrs., eval.for signs of fat redistribut., CV risk assessm.with evid.of lipodystrophy, refer to antivir.prof.lit.in case of concom. hepat.B ther., in pre-exist.liv.dysfunct. incr. liv.funct.abnormalit.dur.combinat.antiretrovir. ther., caut.in init./maint.effect.hepatit.B ther.when start.ther.in hepatit.B co-infect., instit./cont. treatm. of opportunist.dis.while cont.ART, known liv. dis.risk fact., suspend ther.in cases of clinic. feat./ lab.find.poss.indic.lact.acidos./hepatotoxic., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr.dysfunct.in case of relev.S&S, minim. MI risk fact.as stud. shown an assoc.with abacavir use, pts.to seek med.advice if exper.joint pain/aches/stiffn./ movem.diffic.as osteonecros. poss., opportunist. infects.& other complicat.of HIV infect.may contin., ARV ther.will not prev.transmiss.through sex. cont.& bld.transfus.& appropr. precaut.to contin., discont.ther.until pancreatit.excl.in cases of N&V/abdom.pain/ elev.biochem.mark., pregn.test in women of childbear. potent.bef.init., effect. contracept.in women of child bear age, cross. placenta/ teratogen. in anim., poss.recurr.of hepatit.on lamivudine discont.in hepatit.B co-infect., excret.in breast milk, eval.effs.bef.driv./ perform.complic. tasks, no clinic.study data on effs.in paed.populat., concom.meds.chang. dolutegrav./ abacavir/ lamuvidine expos.or vice versa, concom. ETR not recomm.unless receiv. concom.ATV + RTV/ LPV + RTV or DRV + RTV, admin.2 hrs.bef./ 6 hrs. aft. polyval.cation-cont. antacids, admin.2 hrs. bef./ 6 hrs.aft.Ca/Fe supplem. or with food, concom.oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St. John’s Wort/cladribine not recomm., may have mild laxat.eff., concom. efavirenz/nevirapine/ emtricitabine/rifampicin/ tipranavir/ritonavir not recomm., avoid concom.meds.cont.sorbitol/other osmot.act.polyalcoh/ monosacchar.alcoh., more freq.HIV-1 viral load monit.with chron.sorbiol co-admin.admin., metform. dos.adjustm.when start./ stop. dolutegrav. in mod.ren.impairm.due incr.lact. acidos. risk in mod.ren.impairm.

Interactions: Poss.incr.metformin conc., meds. inhibit.UGT1A1/UGT1A3/ UGT1A9/CYP3A4 & or P-gp incr.dolutegravir plasma conc.& meds induc. them poss.decr.dolutegrav.plasma conc., decr. dolutegravir conc.with polyval. cation-cont. antacids/Ca or Fe supplem, abacavir expos.poss. alt. by UGT enzyme./cmpds.elimin.through alcoh. dehydrogen., dolutegrav.poss incr.plasma conc.of meds.depend.on OCT2/MATE-1/OAT3 for excret., incr. lamivudine AUC with cotrimoxazole, occas. methadone re-titrat.may be reqd., incr.metformin conc.with dolutegravir

See also MDR page 472.
 XE "Kivexa" KIVEXA, GSK [P/S]
Abacavir sulph. 600 mg, lamivudine 300 mg.

Indications: Treatm.of HIV infect.adults & adolesc. from 12 yrs of age

(S4) TABS, A39/20.2.8/0030

707321-001: 30, R943,38
Dosage: Stabil.pts.on indiv.meds.bef.switch. Do not admin.to pts.weigh.less than 40 kg as it’s a fix. dos.tab.

Adults & adolesc over 12 yrs: 1 tab.once dly.

Contraindications: Mod & sev.hepat.impairm., concom.zalcitabine/emtricitabine not recomm., safety in pregn. not est., breast feed.not recomm., childr.<12 yrs

Side effects: Fatal hypersens.reacts.pres.usually within 6 wks.of init.ther.(median 11 days) like a resp. dis./flu-like illn./gastro-enterit.or reacts.to other meds., lact.acidos./sev.hepatomegaly with steatos, redistribut./accumulat.of body fat, elev. ser.lipid & bld.gluc.lev., osteonecros., hypersens. sympts worsen. with cont.ther., hypersens.reacts. are more sev.on re-challeng.incl.life-threaten. hypotens.& death within hrs., GI disturbs., fev., lethargy, skin rash, bld.dyscras., hyperlactaem., CNS effs., pancreatit., trans.rise in liv.enzymes, alopec., erythema multiforme, Stev.-John.syndr. tox. epiderm. necrolys., arthralg., musc.disords, rhabdomyolys., fatig., malaise, MI, anorex.

Warnings and special precautions: Hypersens. reacts.to abacavir charact.by multi-organ/body syst. involvem.have proven fatal, perman.discont. ther.if hypersens.react.occurs/suspect., do not re-challeng. pts.who have develop.hypersens.reacts., pts.to be made aware of dangers of hypersens./to contact dr.immed.& carry incl.alert card with them at all times, monit.ser.lipids & bld.gluc., pts.with known risk facts.for liv.dis., susp.treatm.upon clin./ lab.findings suggest.lact.acidos./hepatotox., poss. mitochondr.dysfunct.aft.in utero foet.expos.to nucleos./nucleot.analogues., pancreatit.to be consid. in pts.develop.abdom.pain/naus./vomit./ elevat. biochem.markers & discont.ther.unt. pancreatit. diagnos.excl., eval.any inflam.sympts. without delay & init.treatm.as necess., pts.to report joint ache/pain/stiffn.or diffic.in movem.as osteonecros.poss., hepatit.B co-infect., opportunist. infects.& other HIV complicat.may still devel., advis.pt.that antiretrovir.ther.will not prev. transmiss.& appropr.precaut.to contin., lamivudine excret.in human milk, init.ther.by physic.exper.in HIV-infect. managem., admin.separate preps. where dos.adjustm.indicat., not recom.where creatinine clear.less than 50 ml/min., human carcinogen. potent.unknown, mild myocard. degenerat. in mice/rats, elderly., minimise all modifiab. coron.heart dis.risk facts.incl.hypertens. /hyperlipidaem./ diabet.mellit./smok.

Drug interactions: Abacavir AUC incr.by ethanol, syst.methadone clear.incr., trimethoprim incr. lamivudine plasma lev.

 XE "Komycitaf" KOMYCITAF, Mylan [P/S]

Dolutegravir sod. 50 mg, emtricitabine 200 mg, tenofovir alafenamide fumarate 25 mg

Indications: Treatm.of HIV type 1 infect.adults & paed.pts weigh.at least 40 kg.

(S4) TABS, 53/20.2.8/0468

3005190-001: 30, R429,83
Dosage: Prior initiat.test pts for Hepatit.B virus (HBV), assess.estim.creatinin.clear./ urin.gluc. &-prot.and monit.during therap., routine monit.of calc.creatinin.clear.& serum phosphor.

Adults & paed.weigh.at least 40 kg & creatinin.clear ≥30 ml/min: Recomm.dose 1 tablet once dly.

Safety & eff.not est.in paed.pts weigh.<40kg.

Contraindications: Pts.rec.dofetilide & pilsicainide, mod.& sev.hepat.impairm.(Child-Pugh B/C), sev.renal impair., concom.metformin, ARV exper.pts.with HIV-1 harbour.K65R mutat., pregnan.& lactat.

Side effects: Freq: Neutropen., allerg.reacts.incl angioed., dizzin., fatig., headache, asthen., diarrh., dyspeps., flatul., N&V, incr.ALT, incr.amylase, incr.AST, incr.gamma-glutamyltransfer., incr.lipase, hyperglycaem., hypertriglyceridaem., gener.pain, abnorm.dreams, insomn., suicid.ideat./-attempt/ behav./-complet., renal impairm., maculo-pap.rash, myosit., prurit., pustul.rash, skin discolourat., skin rash, urticar., vesiculobull.rash, dyspn., elev.creat.kinase, hyperbilrubinaem. Less freq: Hypersens., IRS, abdom.pain/-discomf., hepatit. Freq unknown: Anaem., pancreatit., ac.liv.fail., hepat.steatos., hepatotox., hypophosphataem., hypokalaem., lactic acidos., arthralg., musc.weakn., myalg., myopathy, osteomalacia, rhabdomyolys., anx., ac.tubul.necros.,Fanconi syndr., interstit.nephrit., incr.creatin., nephrog.diab.insipid., polyur., proteinur., proxim.tubulopathy, ren.fail.& ac.ren.fail., renal insuffic.

Special warnings and precautions: Lactic acidos. & severe hepatomegal.with steatos., post treatm.ac.exacerbat.of HBV, monit.hepat.funct.& poss.initiat.HBV therap., monit.for hepatotoxic.,disc. if hypersens.reacts, C/I in prev.dolutegrav.hypersens., exam.for physical signs of fat redistribut., if evidence of lipodystroph.do CV risk assessm., IRIS usuall.in first 3 mnths.in pts with low CD4, pts.to seek med.advice if exper.joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., BMD assessm.in pts. with patholog.bone fract.hist./osteopor.risk/bone loss, opportunist. infects.& other HIV complicat. may still devel., not prev. transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., not recomm.in pts.with creatinin.clear <30ml/min., impair. ren.func.& taking nephrotox.meds., known risk fact.for liv.dis., investig.infants expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., adjust dose in mod.-sev.ren.impairm., cont.lactose & mannit., use reliable method of contracept., urine pregnan.test before & during treatm., elderly with decr.hepat./ren./ cardiac func.or concom.dis./other meds. 

Interactions: No interact.studies with fixed dose comb.of all 3 components Dolutegravir: Poss.plasma conc.incr.of meds depend.on OCT2 for excret.eg.metformin & dofetilide/ meds.inhibit.UGT1A1, CYP3A, UGT1A3, UGT1A9, BCRP, P-gp, meds.induce those enzymes & transporters poss.decr.plasma conc.& red.therap.eff., red. plasma conc.with etravirine/ efavirenz/ nevirapine/ fosamprenavir/ ritonavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb./ St.John’s Wort/ cation.cont.antac.& laxat./ sucralfate buffered meds/ oral Ca or Fe supplem. Tenofovir: Absorp.decr.with meds induc. P-gp-activ. result in decr.plasma conc.and poss.loss of therap.eff.& developm.of resistance, meds inhibit.Pg-p & BCRP incr.absorp & plasma conc., refabutin/ rifampicin/ rifapentine/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb.St.John’s Wort red.tenofovir conc., meds.red.renal func./compet for activ.tubular secret.(eg. acyclovir/ ganciclovir/ valacyclovir/ cidofovir/ valganciclovir/ aminoglycos./ high-dose or multipl.NSAIDS) poss.incr.S/E
 XE "Kovatrax" KOVATRAX, (Activo) Macleods [P/S]

Dolutegravir sod.equiv to dolutegravir 50 mg, lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg 

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0772.770

3000605-001: 30, R230,00
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Uncontrolled ren.fail., pregn. & lactat., women of child-bear.age not using highly effect.contracept., concom.adefovir dipivoxil/ dofetilide/pilsicainide/didanosine/ metformin, pts.< 18 yrs., mod.to sev. hepat. impairm.

Side effects: Freq: Hyperlactataem., headache, insomn, cough, nas.sympts., pneum., N&V, upper abdom. pain, diarrh., rash, alopec., prurit., myalg., arthralg., musc.disord., fatig., malaise, asthen., pain, back/chest pain, fev., dizzin., depress., anx., anorex., dyspeps., flatul., abnorm.dreams, periph. neuropathy., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., hypophosphataem., dyspn., abdom. discomf., ren.insuffic., ren.fail., sweat. Less freq: Angioed., hepat.steatos., hypokalaem., suicid. ideat./ attempt., neutropen., anaem., thrombocytopen., lact.acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont, lipodystrophy, late onset neurologic.disord.in childr.expos.in utero, pancreatit., incr.AST/ALT, rhabdomyolys., decr. bone miner.dens., osteopen., fract., allerg. react., hepatit., incr.amylase, myopathy, osteomalac., hypersens., immune reconstitut. syndr. Freq.unknown: Pure red cell aplas., Fanconi syndr., autoimmun.disords., incr.weight., osteonecros., incr.bld lipids/gluc.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., metabol.abnormalit., eval. for signs of fat redistribut., monit.fast.ser. lipids & bld.gluc.levs., CV risk assessm.with evid. of lipodystrophy, immune reconstit.inflam.syndr., pts. to seek med.advice if exper.joint pain/aches/ stiffn./movem.diffic.as osteonecros.poss., opportunist. infects.& other HIV complicat.may still devel., risk of transmiss.through sex.cont.& bld. contamin.not prev.& appropr.precaut.to contin., discont.in clinic./lab.find. suggest.lact.acidos./ hepatotox., known/other risk fact.for liv.dis, hepatomegaly/ hepatit/hepat.steatos., co-infect. with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonst., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., ren.funct.impairm., safety & effic.not est.in signific.underly. liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen.liv. dis., monit.ren.funct.bef.init.ther & periodic. thereaft. (4 wkly dur.1st yr.of treatm.& 3 mnthly theraft.), avoid combin.with concurr./recent nephrotox. meds., concom.meds.secret.by same ren. pathway, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., bone monit. with patholog. bone fract.hist./osteopen.risk, Ca & vit.D supplement. poss.benefic., incr.risk for sev./fat. hepat. adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., exacerb. of hepatit.dur/aft.treatm., liv.flares esp. in decompensat.liv.dis., limit.data in elderly > 65 yrs., discont. ther.immed.if any hypersens.react. susp./ occurs.& init.appropr.ther., avoid in wom. plan. pregn., reproduct.toxic.report., init.pregn.test in women of childbear.potent./periodic.dur.treatm. & when pregn.suspect., lamivudine/tenofov. excret. in breast milk, monit.with concom.co-trimoxazole, concom.tacrolimus as ren funct poss. affect., concom.ETR not recomm.unless receiv. concom.ATV + RTV/ LPV + RTV or DRV + RTV, do not admin.concom.with emtricitabine/other cytidine analogues., admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./ 6 hrs. aft.Ca/Fe supplem, contains mannit.which may have laxat.eff.

Interactions: Isoniazid conc.poss incr.by dolutergravir, lamivudine poss.inhib.intracellul. phosphorylat. of zalcitabine/cladribine, trimethoprim incr.lamivudine plasma lev., interacts. poss.with hepatit.C antivir.meds., lamivudine incr. expos.& peak.plasma lev.of zidovudine, conc.of tenofovir/concom.med incr. with concom.drugs elim.by glomerul.& act.tubul. secret., tenofov.ser.conc.incr.by agents decr.ren. funct., Cmax & AUC of didanosine incr., atazanavir incr. tenofovir Cmax/AUC/Cmin., lopinavir + ritonavir incr. tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/AUC/Cmin of atazanavir, poss. incr. metformin/dofetilide/pilsicainide plasma conc. with dolutegravir., poss.decr.dolutegravir conc. with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc. dolutegravir plasma conc.with etravine/ efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir/telaprevir/atazanavir + ritonavir, decr.dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir/darunavir + ritonavir /darunavir + ritonavir + etravirine

 XE "Lanograv" LANOGRAV, (Sonke) Ranbaxy [P/S]

Dolutegravir sod.equiv to dolutegravir 50 mg, lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg 

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0718

3000572-001, 30, R207,00
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Ren.funct.impairm. (creatin. clear. < 80 ml/min), pregn.& lactat., women of child-bear. age not using highly effect.contracept., concom. adefovir dipivoxil/dofetilide/pilsicainide / didanosine/ metformin, pts.< 18 yrs., mod.to sev. hepat.impairm.

Side effects: Freq: Hyperlactataem., headache, insomn, cough, nas.sympts., pneum., N&V, upper abdom. pain, diarrh., rash, alopec., prurit., myalg., arthralg., musc.disord., fatig., malaise, asthen., pain, back/chest pain, fev., dizzin., depress., anx., anorex., dyspeps., flatul., abnorm.dreams, periph. neuropathy., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., hypophosphataem., dyspn., abdom. discomf., ren.insuffic., ren.fail., sweat. Less freq: Angioed., hepat.steatos., hypokalaem., suicid. ideat./ attempt., neutropen., anaem., thrombocytopen., lact.acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont, lipodystrophy, late onset neurologic.disord.in childr.expos.in utero, pancreatit., incr.AST/ALT, rhabdomyolys., decr. bone miner.dens., osteopen., fract., allerg. react., hepatit., incr.amylase, myopathy, osteomalac., hypersens., immune reconstitut. syndr. Freq.unknown: Pure red cell aplas., Fanconi syndr., autoimmun.disords., incr.weigh., osteonecros., incr.bld lipids/gluc.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths. in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., metabol.abnormalit., eval. for signs of fat redistribut., monit.fast. ser. lipids & bld.gluc.levs., CV risk assessm.with evid. of lipodystrophy, pts.to seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., opportunist.infects.& other HIV complicat. may still devel., ARV ther.will not prev. risk of transmiss.through sex.cont.& bld.contamin. & appropr.precaut.to contin., discont.in clinic./lab. find. suggest.lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts. co-infect.with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonst., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., ren.funct.impairm., safety & effic.not est.in signific.underly. liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen. liv. dis., monit.ren.funct.bef.init.ther & periodic. thereaft. (4 wkly dur.1st yr.of treatm. & 3 mnthly theraft.), avoid combin.with concurr./recent nephrotox. meds., concom.meds.secret.by same ren. pathway, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., bone monit. with patholog. bone fract.hist./osteopen.risk, Ca & vit.D supplement. poss.benefic., incr.risk for sev./fat. hepat. adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., immune reconstit.inflam.syndr., exacerb.of hepatit. dur/ aft.treatm., limit.data in elderly > 65 yrs., discont. ther.immed.if any hypersens.react.susp./ occurs.& init.appropr.ther., avoid in wom.plan. pregn., reproduct.toxic.report., init.pregn.test in women of childbear.potent./periodic.dur.treatm.& when pregn.suspect., lamivudine excret. in breast milk, monit.with concom.co-trimoxazole, concom. tacrolimus as ren funct poss.affect., concom. ETR not recomm.unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, do not admin.concom.with emtricitabine/other cytidine analogues., avoid chron. co-admin.of sorbitol/other osmot.act.poly-or monosaccharide acohols, admin.2 hrs.bef./6 hrs. aft. polyval.cation-cont.antacids, admin.2 hrs.bef./ 6 hrs. aft.Ca/Fe supplem.

Interactions: Isoniazid conc.poss incr.by dolutergravir, lamivudine poss.inhib. intracellul. phosphorylat. of zalcitabine/cladribine, trimethoprim incr.lamivudine plasma lev., interacts. poss.with hepatit.C antivir.meds., lamivudine incr. expos.& peak.plasma lev.of zidovudine, conc.of tenofovir/concom.med incr. with concom.drugs elim.by glomerul.& act.tubul. secret., tenofov.ser.conc.incr.by agents decr.ren. funct., Cmax & AUC of didanosine incr., atazanavir incr. tenofovir Cmax/AUC/Cmin., lopinavir + ritonavir/ darunavir + ritonavir incr.tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/AUC/Cmin of atazanavir, sorbitol decr.lamivudine Cmax & AUC, poss. incr.metformin/dofetilide/pilsicainide plasma conc. with dolutegravir., poss.decr.dolutegravir conc. with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc. dolutegravir plasma conc.with etravine/ efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir/ telaprevir/atazanavir + ritonavir, decr.dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir

 XE "Lavem" LAVEM, Emcure [P/S]

Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod.equiv.to dolutegravir 50 mg 

Indications: Treatm.of HIV-1 infect.adults ≥ 18 yrs.
(S4) TABS, 53/20.2.8/0090.089

3000600-001: 30, R218,50
Dosage: Init.ther.by physic. exper.in HIV infect. managem. Adults: 1 tab. once dly. Rifampicin decr. bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Imp.ren.funct, pregn.& lactat., women of child-bear.age not using highly effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.hepat.impairm.

Side effects: Lamivudine: Freq: Hyperlactataem., arthralg., musc.disords., fatig., malaise, fev., headache, insomn., N&V, upper abdom. pain/cramps, diarrh., rash, alopec. Less freq: Lactic acidos., lipodystrophy, neutropen., anaem., thrombocytopen., pancreatit., elev.ser. amylase, periph.neuropathy, late onset neurologic. disords. in childr.expos.in utero, rhabdomyolys., decr. BMD, osteopen., fract., trans.rises in AST/ ALT. Freq.unknown: Pure red cell aplas. Tenofovir DF: Freq: Abdom.pain, anorex., dyspeps., flatul., asthen., dizzin., hypophosphataem., ren.insuffic., ac.ren.fail., proxim. tubulopathy, proteinur., incr.creatin., ac. tubul. necros., nephrogen.diabet.insipid., Fanconi syndr., polyur., interstit.nephrit. Less freq: Incr. amylase, pancreatit., lactic acidos., allerg.react., incr. ALT/AST/gamma GT, hepatit., rhabdomyolys., musc. weakn., osteomalac., myopathy. Freq.unknown: Dyspn., Dolutegravir: Freq: Fatig., headache, dizzin., abnorm.dreams, insomn., naus., diarrh., rash, prurit. Less freq: Hypersens., immune reconstitut.syndr., vomit., flatul., upper abdom. pain. Freq.unknown: Abdom.pain/ discomf., hepatit.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., metabol.abnormalit., eval. for signs of fat redistrib., monit.fast.ser. lipids & bld.gluc.levs., CV risk assessm.with evid. of lipodystrophy, immune reconstit.inflam.syndr., pts. to seek med.advice if exper.joint pain/aches/ stiffn./ movem.diffic.as osteonecros.poss., opportunist. infects.& other HIV complicat.may still devel., ARV ther.will not prev.risk of transmiss. through sex.cont.& bld.contamin.& appropr. precaut. to contin., discont.in clinic./lab.find. suggest. lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/hepatit/ other risk facts.for liv.dis./hepat.steatos., pts.co-infect. with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonst., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., ren.funct.impairm., safety & effic.not est.in signific.underly.liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen.liv. dis., monit.ren.funct.bef.init.ther & periodic. thereaft. (4 wkly dur.1st yr.of treatm. & 3 mnthly theraft.), avoid combin.with concurr./recent nephrotox. meds., concom.meds.secret.by same ren. pathway, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., bone monit.with patholog. bone fract.hist./osteopen.risk, Ca & vit.D supplement. poss.benefic., incr.risk for sev./fat. hepat. adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., exacerb. of hepatit.dur/aft.treatm., liv.flares esp. in decompensat.liv.dis., limit.data in elderly > 65 yrs., discont.ther.immed.if any hypersens.react. susp./ occurs.& init.appropr.ther., poss.impact.on glycaem.contr.in diabet.pts., avoid in wom.plan. pregn., reproduct.toxic.report., init.pregn.test in women of childbear.potent./periodic.dur.treatm.& when pregn.suspect., lamivudine/tenofov.excret. in breast milk, monit.with concom.co-trimoxazole, concom. ETR not recomm.unless receiv.concom. ATV + RTV/ LPV + RTV or DRV + RTV, do not admin. concom.with emtricitabine/other cytidine analogues., admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./6 hrs. aft. Ca/Fe supplem, contains mannit.which may have laxat.eff., lactose intol., 

Interactions: Isoniazid conc.poss incr.by dolutergravir, Lamivudine poss.inhib.intracellul. phosphorylat. of zalcitabine/cladribine, trimethoprim incr.lamivudine plasma lev., interacts. poss.with hepatit.C antivir.meds., lamivudine incr. expos.& peak.plasma lev.of zidovudine, conc.of tenofovir/concom.med incr. with concom.drugs elim.by glomerul.& act.tubul. secret., tenofov.ser.conc.incr.by agents decr.ren. funct., Cmax & AUC of didanosine incr.with multi. dos. of tenofovir, atazanavir incr. tenofovir Cmax/AUC/Cmin., lopinavir + ritonavir incr.tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/AUC/Cmin of atazanavir, poss.incr. metformin/ dofetilide/pilsicainide plasma conc. with dolutegravir., poss.decr.dolutegravir conc. with oxcarbazepine/phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc. dolutegravir plasma conc.with etravirine/ efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir/atazanavir + ritonavir, decr.dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir/darunavir + ritonavir 

 XE "Legram" LEGRAM, Novagen [P/S]

Lamivudine

Indications: Part of anti-retrovir.combinat.ther.of HIV infect.adults & childr.
(S4) TABS, A40/20.2.8/0376

710602-001: 150 mg, 60, R150,10
(S4) ORAL SOL, A40/20.2.8/0561. 10 mg/ml

710603-001: 240 ml, R128,58
Dosage: In combinat.with zidovudine as per PI

Adults & adolesc.over 12 yrs: 300 mg dly admin. as sngl.dly dos OR 150 mg 2xdly.

Low bm(< 50 kg): Recomm.dos: 2 mg/kg 2xdly.

Childr.> 3 mnths.-12 yrs: Recomm.dos: 4 mg/kg 2xdly. Max.dly.dos: 300 mg
Contraindications: Concom.zalcitabine, safety in pregn.& lactat.not est., limit.data in childr.und. 3 mnths.

Side effects: Lact.acidos.(mostly women) usual. assoc.with sev hepatomegaly & steatos.with fatalit., pancreatit., GI disturbs., bld.dyscras., alopec., periph. neuropathy, paraesthes., headache, arthralg., musc.disords., rhabdomyolys., malaise, fatig., fev., skin rash, liv.enzym./ser. amylase rises

Special precautions: Poss.contin.of HIV complicat. & opportunist.infects., ther.not proven to prev. transmiss.through sex.cont./bld.contam., ren./hepat.impairm., advanc.cirrhot.liv.dis., discont. use if pancreat./lact.acidos./hepatotoxic. suspect., risk fact.for liv.dis.

Drug interactions: Trimethoprim incr.plasma conc., intracell.phosphorylat.of zalcitabine poss. inhibit.

 XE "Lodiz" LODIZ, Novagen [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.adults & childr.over 12 yrs.with progress.immunodefic.

(S4) TABS, A40/20.2.8/0381

710596-001: 60, R364,00
Dosage: Adults & childr.over 12 yrs: 1 tab. 2xdly. Consult package insert for separ.agents dur.combin.ther.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., insuffic.data in childr. bel.12 yrs., concom.ribavirin/stavudine, concom.IV ganciclovir/foscarnet not recomm., safety in pregn. not est., lactat.

Side effects: Bld.dyscras., pancreatit., lact. acidos.in absence of hypoxaem.& sev. hepatomegaly with steatos.somet.fatal, headache, insomn., periph. neuropathy, malaise, fatig., musculoskelet.pain, GI disturbs., cough, nas. sympts., liv.enzym./ser.amylase incr., anaem. poss. req.bld.transfus., paraesthes., asthen., skin reacts., myalg., fev., somnol., dizzin., sweat., dyspn., chest/gen.pain, anx., urin.freq., chills, CNS effs., flu-like syndr., liv.disords., myopathy, nail, skin & oral mucosa pigmentat., convuls., cerebr. events.

Special precautions: Developm.of opportunist. infects.& other HIV compl.poss.cont., ther.not proven to prev.HIV transmiss.through sex.cont./ bld. contam., monit.haematolog.paramet., in case of sev.anaem./myelosuppress./pre-exist.bone marrow compromise where dos.adjustm.may be reqd./where discont.of one of the act.necess.use separ. preps., discont.ther.if pancreatit.suspect./ aminotransferase lev. rapidly elev./progress. hepatomegaly/ metabol.acidos.of unknown origin, cross.placenta in animals, carcinogen.risk to humans not exclud., treatm.dur.1st trimest.of pregn. not advis., cons.benef./risk dur.pregn.as zidovudine poss.reduc.matern.-foet.HIV transmiss., excret.in milk of lactat.rats, ren./hepat.funct. impairm., avoid concom.high co-trimoxazole dos. in Pneumocystis carinii pneumon./toxoplasmos., concom. phenytoin, monit.ren.funct./haemotolog. paramet.with concom.potent.nephrotox./myelo-suppress. agents, concom.prophylact.antimicrob. ther., elderly, concom.paracet., obese women with hepatomegaly, hepatit./other risk fact.for liv.dis., concom. self-admin.medicat., advanc.cirrhot.liv. dis.due to Hepatit.B infect., late-occur.vag. neoplasms in animals.

Drug interactions: Co-trimoxazole incr.plasma lev., incr.incid.of neutropen.with paracet., poss interact.with meds.inhibit. glucuronidation/ direct. inhibit.hepat.microsom.metabol., poss.incr. toxic. risk with potent nephrotox./myelosuppres.meds, ribavirin/ stavudine is antagonist.in vitro, probenecid incr.mean half-life & area und.plasma conc.curve of zidovudine.

 XE "Lomida" LOMIDA, Cipla Medpro [P/S]

Dolutegravir sod. 50 mg, lamivudine 300 mg 

Indications: Treatm.of HIV infect.treatm.naive adults ≥ 18 yrs.
(S4) TABS, 54/20.2.8/0642.641

3003683-001: 30, R218,50
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem., as a fix. dos.combinat.do not prescrib.when dos. adjustm. necess., Adults: 1 tab. once dly.
Contraindications: Sev.ren.impairm., sev.hepat. impairm., concom. dofetilide/pilsicainide, pts. < 18 yrs.

Side effects: Freq: Hyperlactataem., headache, insomn., depress., anxiety., N&V, upper abdom. pain, diarrh., rash, alopec., prurit., arthralg., musc. disord., fatig., malaise, fev., dizzin., somnol., flatul., abnorm.dreams, incr.CPK.ALT/AST. Less freq: Hepatit., incr.liv.enzymes.,ac.hepat.fail., hypersens., immune reconstit.syndr, lact.acidos., lipodystrophy, suic.ideat./attempt., periph. neuropathy, paraesthes., pancreatit., elev.ser. amylase, incr.weight., neutropen., anaem., thrombocytopen., pure red cell aplas.

Warnings and special precautions: Not recomm. in pts.with integrase inhibit.resist., ren. funct. impairm., hepat.impairm., limit.data in elderly > 65 yrs., discont.ther.immed.if any hypersens. react. susp./occurs.& init.appropr.ther., discont.in pts.develop. clinic./lab.find.suggest. lact.acidos./hepatotox., pts.with known risk for liv.dis, eval.for signs of fat redistribut., CV risk assessm.in pts.with evid.of lipodystrophy, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./ hepat.steatos., monit.liv.funct.in pts.with pre-exist. liv.dysfunct., cons.ther.interrupt./discont.if evid.of worsen.liv.dis., incr.risk for sev.hepat.adverse effs. in chron.hepatit.B or C co-infect., refer to HIV treatm. guidelines/ relev.PI’s in case of concom. hepat.B, monit. hepat. funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther., high.hepat. decompensat. risk aft.discont.ther.in pts with adv.liv.dis./cirrhos, immune reconstitut. inflam.syndr., pts.to seek med.advice if exper.joint pain/aches/ stiffn./movem.diffic.as osteonecros. poss., admin.2 hrs.bef./6 hrs.aft.polyval.cation-cont. antacids, admin.2 hrs.bef./6 hrs.aft. Ca/Fe/ Mg supplem.if Lomida not taken with food, conc.of concom.metformin poss affect., concom.cladribine not recomm., other concom.meds contain. lamivudine/dolutegravir, opportunist. infects.& other complicat.of HIV infect.may contin., monit. vir.load/CD4 counts reg., transmiss.risk through sex.contact/contam.bld.not reduc., investig.childr. expos.in utero to nucleoside & nucleotide analog. for poss. mitochondr. dysfunct.in case of relev. S&S, discont. ther.until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., monit.fast. ser. lipids & bld.gluc.levs., cont. mannitol.with poss. laxat.eff., concom.emtricitabine not recomm., supplement.dos.of dolutegravir poss. reqd.with concom.nevirapine./tipranavir + ritonavir/ phenytoin/phenobarb./carbamazepine/ St John’s Wort/ rifampicin, avoid cncom.sorbitol/ xylitol/ mannitol, monit.with concom.co-trimoxazole, consid.benef.vs risk in first pregn. trimest, avoid breastfeed.

Interactions: Plasma conc.of meds depend.on OCT2 (eg dofetilide/ metform.) poss.incr., lamivudine poss.inhib. intracell.phosphorylat. of zalcitabine, reduc.dolutegravir plasma conc. with etravine/ efavirenz/nevirapine/rifampicin, incr. dolutegravir plasma conc.with atazanavir/ atazanavir+ritonavir, decr.dolutegravir conc. with tipranavir + ritonavir, decr.dolutegravir expos.with ritonavir+ fosamprenavir, poss. decr.dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/St John’s Wort, decr.dolutegravir AUC & Cmax with antacids cont.polyval.cations/ prod.cont.Ca/& Fe., poss.incr.metformin/ dofetilide/ pilsicainide plasma conc.with dolutegravir
 XE "Lopimune" LOPIMUNE, Cipla [P/S]
Lopinavir 40 mg, ritonavir 10 mg per cap of oral pellets

Indications: HIV infect.in combinat.with other antiretroviral agents.
(S4) ORAL PELLETS, 51/20.2.8/0123.

3001450-001: 120, R349,99
Dosage: Admin.with food. Do not swallow cap. contain. pellets whole. Sprinkle contents of cap.over sweet.porridge & eat immed.
Adults/childr. > 12 yrs. (or younger > 40 kg): Recomm.dos: 400/100 mg (10 capsules) 2xdly.  

Childr. 6 mnths–12 yrs: 7-15 kg: 12/3 mg per kg 2xdly. 15-40 kg: 10/2,5 mg per kg 2xdly.
Concom.efavirenz/nevirapine/amprenavir/ nelfinavir: Dos.incr.req: 7-15 kg: 13/3,25 mg mg per kg 2xdly. 15-40 kg: 11/2,75 mg per kg 2xdly.

Do not admin. in paeds bef.post-menstrual age of 42.wks & postnat.age of at least 14 days.

Do not admin.once-dly.in childr.<18 yrs. 

Use appropr.oral solut.if precis.dos.titrat.not poss.with LOPIMUNE pellets.

Contraindications: Safety in pregn.& lactat.not est., sev.hepat.insuff., concom.drugs depend.on CYP3A for clear.where elev.plasma conc.are assoc. with ser./life-threaten.events: alfuzosin/ dronedarone/ colchicine/rifampin/pimozide / ergotamine/dihydroergotamine/ methylergonovine/ cisapride/St John’s Wort/ lovastatin/ simvastatin/sildenafil (in PAH treatm. only) /midazolam /triazolam, safety in paeds.< 6 mnths. not est.

Side effects: Freq: Otit.med., bronchit., sinusit., furunculos., bact.infects., pharyngit., flu syndr., gastroenterit., sialadenit., cellulit., folliculit., perin.abscess, URTI, anaem., leukopen., lymphadenopathy, neutropen., hypersens.reacts. incl. angioed./ urticar., bld.gluc.disords. incl. diabet. mellit., hypertriglyceridaem., hypercholesterolem., decr.weight/appet., anx., headache, insomn., neuropathy, dizzin., hypertens., diarrh., abdomin.pain, abnorm.stools, dyspeps., naus., vomit., flatul., pancreatit., gastroenterit., abdom. distens., hepatit., rash, lipodystrophy, acne, prurit., night sweats, myalg., back pain, arthralg., musc.disords., erect.dysfunct., amenorrh., menorragh., asthen., pain, fatig. Less freq: Benign skin neoplasm, cyst, neoplasm, splenomeg.,immune reconstit.syndr., male hypogonad., Cushing's syndr., hypothyroid., oed., avitaminos., dehydrat., lact.acidos., obesity, anorex., weight gain, hyperglycaem., hyperamylaseaem., hyperlipasaem., lipomatos., amnes., somnol., dyskines., atax., encephalopathy, fac.paralys., loss of taste, cerebr.infarct., hyperton., paraesthes., peripher.neurit., tremor, convuls., extrapyramid.syndr., bal.disord., abnorm. vis., eye disord., vertigo, tinnit., palpitats., pulm. oed., ang.pect., AV block, arter.fibrillat., MI, tricusp. valve incomp., DVT, thrombophlebit., varic. vein, vasculit., vasc.disord., postur.hypotens., vasodilat., asthma, dyspn., lung oed., rhinit., incr. cough, enlarg.abdom., taste pervers., cholecystit., constip., dry mouth, dysphag., enterocolit., enterit., eructat., oesophagit., faec.incontin., gastrit., haemorrh. colit., duodenit., gastr.ulc., GORD, incr. appet., mouth ulc., stomatit., ulcerat.stomatit., periodontit., haemorrhoids, rect.haemorrh., cholangit., jaund., hepatomeg., liv.fatty depos., liv. tendern., hyperbilirubinem., alopec., dry skin, eczema, exfoliat.dermatit., fac.oedema, nail disord., skin discolourat., skin ulc./striae, allerg. dermatit., sweat., idiopath.capillarit., arthrosis, pain in extremity, bone necros., joint disord., myasthen., rhabdomyolys., kidney calcul., nephrit., hypercalcinur.,  hyperuricaem., haematur., abnorm. ejaculat., gynaecomast., impot., breast enlargem., chest pain, chills, oed., fev., malaise. Unknown. freq: Stev.-Johns.syndr., erythema multiforme, tox.epiderm.necrolys., bradydysrhythm.
Warnings and special precautions: New onset/exacerbat.of exist. diab.mellit., mark.elev. triglyceride incr.pancreatit.risk, pancreatit. hist., discont. use if pancreat.suspect., pts with congenit. long QT syndr./hypokalaem/other meds. prolong.QT interv., hepat.impairm., underly.hepatit. B/C, PR interv.prolong., monit.triglycer./cholester. prior to & dur.treatm., CV risk assessm.in pts.with evid. of lipodystrophy, incr.bleed.in haemophilia type A & B report., protease inhibit.cross-resist., immune reconstit.inflammat.syndr., pts.to seek med. advice if exper.joint pain/aches/stiffn./ movem. diffic. as osteonecros.poss., opportunist. infects.& other HIV complicat.may still devel., ARV ther. will not prev.transmiss.through sex.cont.& bld. transfus. & appropr.precaut.to contin., adopt. addit./alternat.to hormon.contracept., elderly. , admin. didanosine 1 hr.bef./2 hrs.aft., concom. antiarrhythm./digox.& warfar.conc.poss.affect. theref. monit.recom, monit.concom.phenytoin lev., lamotrigine/valproate lev.poss.decr., ketoconazole & itraconazole dos.> 200 mg/day not recomm., consid. alternat.to intranas.admin.fluticasone partic.for long-term use

Interactions: Incr./prolong.therapeut.& advers. effs. of drugs metabol.by CYP3A, therapeut. eff. reduc. by meds.that induc.CYP3A/ inhib.CYP3A, fosamprenavir/ritonavir low.amprenavir & lopinavir conc., conc.of indinavir/ nelfinavir/ saquinavir/ maraviroc & amprenavir poss. incr., efavirenz & nevirapine decr. plasma conc.of lopinavir, tenofovir conc.incr., plasma conc.of zidovudine & abacavir potent.reduc., antiarrhythm. amiodarone/bepridil/ system.lidocaine & quinidine conc.incr., conc.of vincristine/vinblastine/ dasatinib/ nilotinib incr., warfar./rivaroxaban conc. poss. affect., lopinavir.conc.decr.by nelfinavir/ dexamethasone /phenobarb./phenytoin & carbamazepine, bupropion lev.decr., trazodone conc. incr., clarithromycin/rifabutin AUC incr., ketoconazole & itraconazole ser.conc.incr., voriconazole steady-state AUC decr., atovaquone therapeut. conc. decr., quetiapine conc.incr., ethinyl estradiol lev.decr., felodipine/ nifedipine & nicardipine ser.conc.incr., corticosteroids conc.incr and lopinavir conc.decr., incr.potent. for ser. adverse reacts.with HMG-CoA reduct. inhibit. metabol.by CYP3A4 pathway, ., incr.conc.of cyclospor./ tracrolim. & sirolim., methadone plasma conc.low., fentanyl conc.incr., salmeter. conc.incr., sildenafil/ tadalafil & varadenafil conc.incr., digox.lev.incr., fluticasone propion. plasma conc.incr., St John’s Wort reduc.plasma conc.result.in loss of therapeut. eff.& resist. to active ingred.or therapeut. class of protease inhibit.

 XE "Lovire" LOVIRE, Ranbaxy [P/S]

Aciclovir.
Indications: Init.& recurr.H.simplex.infects.of skin & mucous membr., init.& recurr.genit. H.simplex in immuno-comprom.& non immuno-compromis.pts., suppress.of recurr.genit.H.simplex in immunocompet. pts., prophylax.of H.simplex. infects. in immunocompromis.pts., treatm.of H.zoster. infects.if les.not old.than 72 hrs., treatm. of Varicella zoster within 24 hrs.of typical chickenpox les.

(S4) DISPERS.TABS, 32/20.2.8/0017, 0018.

838225-004: 200 mg, 25, R86,27
838233-015: 400 mg, 70, R330,29
Dosage: Dissolv.tabs.in 50 ml water or swallow whole.

Init.& recurr.H.simplex.infects.of skin & mucous membr: Adults: 200 mg 4 hrly.5x/day x5 days. Extend treatm.durat.in sev.infects. Sev. immunocomprom./imp.GI absorpt.400 mg 5x/day or IV ther. Immunocomprom.childr.2 yrs.& old: Adult dos. Und.2 yrs: Half adult dos.(limit.data)
Suppress.of recurr.H.simplex in immunocompet. pts: Adults: 200 mg 4x/day OR 400 mg 2x/day. In some pts.200 mg 3xdly suit. Interupt.ther.periodic.to re-assess.
Prophylax.of H.simplex. infects. in immunocompromis.pts: Adults: 200 mg 4x/day. Sev. immunocomprom./imp.GI absorpt.incr.to 400 mg 4x/day or IV ther. Treatm.durat.determin.by risk period. Childr.2 yrs.& old: Adult dos. Und.2 yrs: Half adult dos.(limit.data)
Varicella zoster treatm: Adults: 800 mg 5x/day x7 days instit.ASAP.aft. rash onset. Consid.IV ther. in sev.immunocomprom./imp.GI absorpt. Adolesc. 12-18 yrs: 800 mg 4x/day x5 days. Immunocomprom. childr: 20 mg/kg (not exceed. 800 mg)4x/day x5 days start.within 24 hrs.of rash onset. In sev.immunocomprom.childr.over 2 yrs. adult dos.may be given (limit.data).
Sev.immunocomprom.pts: Adults: 800 mg 4x/ day 6 hrly. Bone marr.recipients admin.IV aciclovir 3xdly x1 mnth.prior to oral ther. Treatm. durat.6-12 mnths.in advanc.HIV dis.

Contraindications: Acyclovir/valaciclovir hypersens., safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., hypersens.reacts., headache, fatig., dizzin., confus., hallucinat., trem., psychos., agitat., somnol., convuls., coma, GI disturbs., hepatit., jaund., diffuse.hair loss, ac.ren.fail.

Special precautions: Sev.ren.impairm., poss. interacts. with any ren.tubul.excret.med, adeq. hydrat., elderly.

Drug interactions: Probenecid decr.ren.clear.,
 XE "Luvigen" LUVIGEN, Hetero [P/S]

Dolutegravir sod. 50 mg, lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, 

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0948.946

3000596-002: 28, R171,92
3000596-001: 30, R184,20
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Do not break tab. Adults: 1 tab. once dly.

Rifampicin & isoniazid decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Imp.ren.funct., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.

Side effects: Freq: Hyperlactataem., headache, N&V, upper abdom.pain, diarrh., rash, alopec., arthralg., musc.disord., fatig., malaise, fev., dyspn., dizzin., anorex., dyspeps., flatul., ren.insuffic.&fail., proxim.tubulopathy, proteinur., incr.creatinine, ac.tubul.necros., nephrogen.diab.insipid., insomn, abnorm.dreams., prurit. Less freq: Neutropen., anaem., thrombocytopen., lact. acidos., lipodystrophy, periph. neuropathy., late onset neurologic. disord. in childr.expos. in utero, pancreatit., elev.ser.amylase, trans.incr. AST/ ALT, rhabdomyolys., decr.bone miner.dens., osteopen., fract., allerg.react., hypophosphataem., hepatit., hypersens., immune reconstit.inflamm.syndr., Freq unknown: Pure red cell aplas., abdom. discomf.

Special warnings and precautions: Sev.hepatomegaly with steatos.incl fatal.cases esp.women, safety & effic. not est.in HBV & HIV co-infects., monit. hepat. funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther. poss.necess., not suit.in ren. impairm. with creatinine clear.<80 ml/min, safety of indiv.ingred.have been est.but safety of fix.drug combinat.not est.in clinic.stud., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, immune reconstitut. inflam.syndr., pts.to seek med.advice if exper.joint pain/aches/ stiffn./movem.diffic.as osteonecros. poss., opportunist. infects.& other HIV complicat. may still devel., ARV ther.will not prev.transmiss. through sex. cont.& bld.transfus.& appropr. precaut. to contin., discont.in pts.develop.clinic./ lab.find. suggest. lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts.co-infect. with hepatit. C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonstrat., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., mod.to sev.ren.funct. impairm., monit.liv.funct.in pts.with pre-exist.liv. dysfunct., cons. her.interrupt./discont.if evid.of worsen. liv.dis., poss.incr.conc.and that of other ren.elimin.meds with meds.reduc.ren.funct./ compet.for act.tubul.secret, monit.ren.funct.bef. init.ther & periodic. thereaft., avoid combin.with concurr./recent nephrotox.meds./meds secret. through same ren.pathway, avoid in antiretrov. exper. pts.with HIV-1 harbour.K65R mutat., bone monit.in pts.with patholog.bone fract.hist./ osteopen. risk, incr.risk for sev.hepat.adverse effs. in chron. hepatit.B or C co-infect., ref.to PI of concom. hepat.B or C meds., high.hepat. decompensat. risk in pts with cirrhos.follow. hepatit. exacerbat.aft.discont.hepatit.B ther.theref. monit.hepat.funct.x6 mnths.aft.discont., discont. ther. immed.if any hypersens.react.susp./occurs, limit.data in elderly > 65 yrs., monit.with concom. co-trimoxazole, admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./6 hrs. aft. Ca/Fe supplem., avoid in wom.plan.pregn., teratogenic./neur.tube defects report., pregn.test in women of childbear.potent.bef.init./periodic. dur.treatm. & when pregn.suspect., lamivudine excret.in breast milk, concom. ETR not recomm. unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV

Interactions: Conc.of tenofovir/concom.med incr. with concom.drugs elimin.by glomerul.& act.tubul. secret., tenofov.ser.conc.incr.by agents decr.ren. funct., atazanavir incr.tenofovir Cmax/AUC/ Cmin., tenofovir incr. Cmax/ AUC/Cmin of atazanavir, tenofovir incr. Cmax of abacavir/indinavir, indinavir incr.tenofovir Cmax, lopinavir/ritonavir incr.tenofovir AUC/ Cmin., Cmax & AUC of didanosine incr., lamivudine poss.inhib. intracellul.phosphorylat.of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev. of zidovudine, isoniazide conc.incr.by dolutegravir, plasma conc.of meds depend.on OCT2 (eg dofetilide/ metform.) poss.incr., meds.that induc.UGT1A1/-1A3/-1A9/CYP3A4/Pgp & BRCP enzym.induc.may decr.dolutegrav.plasma conc., meds.that inhibit.UGT1A1/-1A3/-1A9/CYP3A4/Pgp & BRCP enzym.induc.may incr.dolutegrav.plasma conc., reduc. dolutegravir plasma conc.with etravirine/ efavirenz/ nevirapine & rifampicin, incr.dolutegravir plasma conc.with atazanavir, decr.dolutegravir conc. with tipranavir + ritonavir/ fosamprenavir + ritonavir, poss.incr.metformin/ dofetilide/ pilsicainide plasma conc.with dolutegravir., poss.decr.dolutegravir conc.with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, antacids cont.polyval.cations decr.dolutegrav. plasma conc.

 XE "Macleods Famciclovir" MACLEODS FAMCICLOVIR, Macleods [P/S]

Famciclovir

Indications: Herpes zoster (shingles) infect., 1st episode genit.herpes within 72 hrs.of sympts. appear.& recurr. genit.herpes within 6 hrs.of sympts. appear., suppress.of recurr.genit.herpes in immunocompet. pts.

(S4) TABS, 45/20.2.8/1157, 1158

3000669-001: 125 mg, 10, R144,03
3000670-001: 250 mg, 21, R628,56
Dosage: Herpes zoster: Adults: 250 mg 3xdly.x7 days. Init.within 72 hrs of rash onset. 1st episode genital herpes: Within 72 hrs of appear. of sympts.250 mg 3xdly.x5 days. Recurr.genital herpes: Within 6 hrs of sympts appear., 125 mg 2xdly.x5 days.

Suppress.recurr.genital infects.in immunocompet. pts: 125-250 mg 2xdly., treatm. durat.depend.on sever. Re-eval.treatm.aft.12 mnths. Max.toler.dos: Herpes zoster: 750 mg 3x dly x7 days. Genit.herpes: 750 mg 3x dly.for 5 days & up to 500 mg 3x dly x10 days & in 2 x12 mnth stud.250 mg 3xdly was well tol.

Contraindications: Penciclovir hypersens., safety in pregn. & lactat.not est.

Side effects: Freq: Headache, dizzin., N&V, abdom. pain, diarrh., abnorm. LFT, rash, prurit. Less freq: Thrombocytopen., angioed., confus., hallucinat., somnol., palpitat., cholestat.jaund., urticar. Freq.unknown: Ser.skin reacts.incl. erythema multiforme/Stev.-Johns.syndr./toxic epiderm. necrolys., leukocytoclast. vasculit.

Special warnings and precautions: Imp.ren. funct., sev.hepat.impairm., complicat.herpes zoster/immunocompromis.with ophthalm.zoster/ high risk for dis.disseminat.& viscer.organ involvem. should be treated with IV antivir.ther., transmiss. risk of genit.herpes incr.dur.ac.episod. theref.avoid intercourse while sympt.pres.& even if treatm.init.observ.adeq protect.as transmiss.still poss., eval.effs.bef.driv./perform.complicat.tasks, lact. intol., monit.clin.effic.with concom.raloxifen, safety & effic.in childr.not est.

Interactions: Probenecid & other drugs that aff. ren. physiol.could aff.plasma lev., raloxifen may affect penciclovir formation & thus effic.

 XE "Macleods Lamivudine 150 and Zidovudine 300" MACLEODS LAMIVUDINE 150 & ZIDOVUDINE 300, (Activo) Macleods [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Part of anti-retroviral combinat.ther. for treatm.of HIV infect.adults & childr.over 12 yrs. with progress.immunodefic., init.prophylax.(until serology test results avail.) in HIV neg.adults follow. suspect./known HIV occupat.expos. Admin. of protease inhibit.recomm.when large vol.of innoculat. occurs/when source mat.has high viral titre or when innoculat.occurs from pt.with HIV resist. to zidovudine/lamivudine.

(S4) TABS, 44/20.2.8/0591

723893- 001: 56, R413,42

723893-002: 60, R442,95
Dosage: Adults & childr.over 12 yrs: 1 tab. 2xdly. Consult package insert for separ.agents admin.dur.combin.ther.

Post expos.prophylax: Init.ther.pref.with.1-2 hrs aft. expos. Cont.unt.confirm.of HIV status of source. Prophylact.course to be contin.for 4 wks should source be confirm.as HIV pos. Dos: 1 tab 2x dly. Dos.to be strict.adher.to. Discont.ther.as soon as source is confirm.not to be HIV infect. If protease inhibit.reqd.follow.loc.CDC guidelines.

Contraindications: Abnorm.low neutrophil counts/ haemoglobin lev., mod.to sev.ren. impairm., childr.bel.12 yrs., concom.ribavirin/ stavudine/ zalcitabine, concom.IV ganciclovir/ foscarnet not recomm., safety in pregn.not est., lactat.

Side effects: Freq: Hyperlactat., headache, dizzin., insomn., cough, nas.sympts., naus., vomit., abdom.pain/ cramps, diarrh., skin reacts., arthralg, musculoskelet. pain, malaise, fatig., fev., anaem., neutropen., leucopen., liv.enzym./bilirub.incr. Less freq: Bld.dyscras., lact.acidos.& sev. hepatomegaly with steatos.somet.fatal., anorex., lipodystroph., periph.neuropathy/paraesthes, somnol., loss of ment.acuity., convuls., pancreatit, ser. amylase incr., rhabdomyolys., thrombocytopen., pancytopen., pure red cell aplas., aplast. anaem., anx., depress., cardiomyop., dyspn., nail/skin & oral mucosa pigmentat, taste disturb., dyspeps., sweat., myalg., myopathy, urin. freq., gynaecomast., chest/gen.pain, asthen., chills, influenza-like syndr.

Warnings and special precautions: Pts.with risk fact.for liv.dis., discont.in pts.develop. lab./ clin. findings suggest.lact.acidos./hepatotox., poss. mitochrond.dysfunct. infts./childr.expos.in utero theref.clinic.& lab.follow-up recomm., consid. pancreatit.if pt.devel. abdom.pain/naus./vomit./elev.biochemic.mark.& discont. until diagnos.of pancreatit.excl., ren./ hepat. impairm., safety & effic.not est.in pts.with signific. underlying liv.disords./dis., monit. liv. funct.in pts.with pre-exist.liv.dysfunct., also consult prod.lit.of concom.antiviral ther.for hepatit. B/C, monit.hepat.funct.for sev.mnths.aft.discont.in pts. co-infect.with hepatit.B, pts.with chron. hepatit. B/C treat.with antiretrovir.ther.are at incr. risk for sev.& potent.fatal hepat.adverse reacts., eval. for signs of fat redistribut., elderly, CV risk assessm. in pts.with evid.of lipodystrophy, immune reconstit. inflammat.syndr., seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., opportunist.infects & other HIV complic. still poss., not proven to prev.HIV transmiss. through sex.cont./bld.contam., monit. haematolog. paramet., in case of sev.anaem./ myelosuppress./pre-exist.bone marr.compromise where dos.adjustm.may be reqd./where discont.of one of the act.necess.use separ.preps., monit. concom. co-trimoxazole, avoid concom.high co-trimoxazole dos.in Pneumocystis carinii pneumon./ toxoplasmos., concom.phenytoin, monit.ren.funct./ haemotolog. paramet.with concom.potent. nephrotox./myelo-suppress.agents, consid. concom. prophylact.antimicrob.ther., concom.self-admin. med.

Interactions: Poss.interacts.with meds.elimin.by act. ren.secret., co-trimoxazole incr.plasma lev., rifampicin decr.AUC of zidovudine, lamuvidine poss. inhib.zalcitabine intracell.phosphorylat., alt. bld. lev.with phenytoin, probenecid incr.mean half-life & AUC of zidovudine., stavudine intracell. phosphorylat. poss.inhib.by zidovudine, incr.incid. of neutropen.with paracet., cert.agents incl.aspir./ codeine/ morph./methadone/indomethac./ ketoprof./ lorazepam/oxazepam/naprox./ cimetidine/ clofibrate/dapsone poss.alt. zidovudine metabol.by inhib.glucoronidat./direct. inhibit. hepat.microsom.metabol.

 XE "Macselta" MACSELTA, Macleods [P/S]

Oseltamivir.
Indications: Treatm.of influenza in adults & childr.≥1 yr; for infants 6-12 mnths dur.pandemic outbreak only. Prophylax.in adults & childr.≥1 yr.

(S4) CAPS, 52/20.2.8/0171

3005479-001: 75 mg, 10, R330,99
Dosage: Admin.with food may enhanc.tolerab. Effic.demonstrat.only for influ.virus. types A & B Admin when oral sol.not avail: For pts.unable to swallow caps.admin.appropr.dos.by open.cap.and sprink.contents into suit.sweeten.food prod.(1 teasp.max.) admin.immed.aft. prep. See manufact.lit.for dos./ mix. instruct.for dos.30-60 mg. Treatm.: Start within 1st-2nd day of sympt.onset. Adults & adolesc.>13 yrs: 75 mg 2xdly.x5 days. Childr.over 40 kg or >8 yrs: 75 mg cap.2xdly. as alternat.to oral susp.dos. Prophylax.: Adults & adolesc.: Follow.close contact: 75 mg once dly x10 days start.within 2 days of expos. Dur. community outbreak: 75 mg once dly. Safety & effic.demonstrat.x6 wks. Protect. last.as long as dos.contin. Childr >1 yr: >40 kg able to swallow caps.may receive prophylax.with a 75 mg cap.once dly.

Side effects: Freq.: Bronchit., H.Simplex, nasopharyngit., URTI, sinusit., otit.med., headache, insomn., dizzin., earache, cough, sore throat, rhinorrh., nas. congest., N&V, abdom.pain, dyspeps., pain, fatig., pyrex., limb pain. Less freq.: Thrombocytopen., lymphadenopath., anaphylact. react., hypersens. react., agitat., abnorm. behav., anx., confus., delus., delir., hallucin., nightmares, self-injury, alt. consciousn. lev., convuls., vis. disturb., conjunctivit., tympan.membr. disord., card.dysrhythm., asthma, epistax., GI bleed., haemorrhag. colit., fulmin. hepatit., hepat. fail., hepatit., elev. liv. enzym., angioneurot. oed., erythema multiforme, SJS, TEN, eczema, dermatit., rash, urticar.
Special warnings and precautions: Childr.< 1yr. other than dur.a pandem. influenza outbreak, not a substit.for influ.vaccinat., neuropsych.events report., monit.pts.esp.paeds.& adolesc.careful.for abnorm.behav.& eval.risk vs.benef., safety in pregn.& lactat.not est., excret.in breast milk of rats theref. mothers should not breast feed, eval.effs. bef.driv./ perform.complicat.tasks, no dos.recomm.avail.in sev.ren. impairm

Interactions: Co-admin.with probenecid incr.expos.
 XE "Mivuten" MIVUTEN, Cipla Medpro [P/S]
Lamivudine 300 mg, tenofovir 300 mg

Indications: Treatm.of HIV-infect.adults over 18 yrs.in combinat.with other antiretrovir.meds.

(S4) TABS, 45/20.2.8/0108

718676-001: 30, R200,35
Dosage: One tablet once dly.with food.

Contraindications: Safety & effic.not est.in hepatit. B vir.co-infects., mod.to sev.ren.impairm. (CrCl < 50 ml/min), pregn. & breast feed., childr. und.18 yrs., concom.zalcitabine

Side effects: Angioed., allerg.react., bld.dyscras., hyperlactataem., lact.acidos., weight loss, lipodystroph., hypophosphataem., insomn., headache, anorex., dizzin., depress., anx., periph. neuropathy, paraesth., asthen., cough, nas.sympt, dyspn., naus., abdom.cramps/pain, vomit., diarrh., flatul., pancreatit., incr.ser.amylase/gluc., hepatit., incr. trans.hepat.enzym, incr.tot. cholester./ triglycer. lev., incr.creatin.kinas., elev.neutroph. count, hepat.steatos., rash, urticar., prurit., sweat., alopec., arthralg., musc.disords./weakn., myalg., rhabdomyolys., osteomalac./myopathy, fev., malaise, fatig., pneum., haematur., glycosur., hypokalaem.

Special precautions: Pts.partic.obese women with hepatomegaly/hepatit or other known liv.dis. & hepat.steatos.risk fact., spec.risk assoc.with hepatit.C co-infect.pts.treat.with alpha-interferon & ribavirin, elderly, ren.funct.monit.prior to init. ther./ mnthly dur.1st yr.& quarterly thereaft.& more freq. in at risk pts., concom./rec.nephrotox.meds., discont. use if pancreat.suspect., discont.if find. suggest.metabol./lact.acidos./hepatotoxic., test for hepatit.B bef.init.ther., imp.liver funct., risk of rebound hepatit.B post-treatm.in pts.with adv. cirrhot. liv.dis.due to chron.Hepatit.B infect, mitochrond.dysfunct.in HIV negat.infts.expos.in utero/post natally theref.clinic.& lab.follow-up recomm., inflamm.resp.to indol./resid. opportunist. pathog.report.in sev.immune defic.HIV infect.pts., monit.BMD in pts.with patholog.bone fract.hist./at risk of osteopen.where Ca & vit.D supplementat. poss benefic., Lapp lact.defic./gluc.-galact. malabsorpt./ heredit.galact.intol., concom. didanosine not recomm.esp.where vir loads high and CD4 cell counts low, HIV transmiss.risk not prev., high. virologic. fail.& early emerg.resist. report. when combin.with once dly.abacavir & didanosine regimens, concom.atazanavir without ritonavir not recomm., discont.concom.didanosine if didanosine advers.effs.develop.

Drug interactions: Ser.conc.of tenofovir &/ concom. drugs elimin.by act.tubul.secret.may incr., poss.virolog.fail./resist.with concom.abacavir., incr. tenofov.expos.with co-admin. atazanavir, AUC & Cmin of concom.atazanavir decr., incr.system. expos.of concom.didanosine, incr.AUC & Cmin with darunavir/ritonavir combin., Cmin of concom. emtricitabine incr, Cmax of concom.indinavir incr., AUC incr.with lopinavir/ritonavir combinat., incr. lamivudine ser.conc.with concom. trimethoprim, intracell.phosphorylat.of concom.zalcitabine inhib., ser.conc.incr.by agents reduc.ren.funct.

 XE "Mylan Aciclovir" MYLAN ACICLOVIR, (Mylan) Xixia [P/S]

Aciclovir
Indications: Treatm.of init./recurr.H.simplex infects.of skin & mucous membr.incl.init./recurr. genit. H simplex virus infects.in immunocompet./ compromis.pts., suppress.of recurr.genit.H simplex infects.in immunocompet. pts., H simplex infects. prophylax.in immunocompromis.pts., treatm.of H zoster infects.if les.not old.than 72 hrs., treatm.of Varicella zoster infects.within 24 hrs.of typic. chickenpox rash.

(S4) IV INFUS. 42/20.2.8/0069

703891-001: 250 mg, 5 vials, R522,60
Dosage: Admin.by slow IV infus.over 1 hr.aft. reconst.& dilut. Treatm.durat.usual.5 days.

H simplex encephalit.& neonates H simplex infects: Usual.10 days accord.to pt.condit.& respons.

H simplex- immunocompromis.pts: Adults: 5 mg/kg 8 hrly. Childr: 250 mg/m2 8 hrly.

Varicella zoster- immunocompromis.pts: Adults: 10 mg/kg 8 hrly. Childr: 500 mg/m2 8 hrly.

H simplex encephalit.-norm./ immunocomprom. pts: Adults: 10 mg/kg 8 hrly. Childr: 500 mg/m2 8 hrly.

H simplex infects: Neonates: 10 mg/kg 8 hrly.

Sev.immunocompromis.pts: Adults: Bone marrow recip.should receive IV acyclovir 3xdly for 1 mnth prior to receiv.oral ther. Ther.durat: 6 mnths & 12 mnths in advanc.HIV dis.

Contraindications: Hypersens.to valaciclovir, safety & effic.in pregn.& lactat.not est.

Side effects: Bld.dyscras., headache, fatig., revers. neurologic.reacts.incl.dizzin./tremor/ convuls. /coma, GI disturbs., ac.ren.fail., hepatit., jaund., liv.enzym./bilirub.incr., hair loss, hypersens. reacts.incl.dyspn./anaphylax.

Special precautions: Sev.ren.impairm., consid. benef./risk for use in pregn.& lactat., maint. adeq.hydrat.dur.high dos., elderly.

Drug interactions: Decr.ren.clear.with probenecid.

 XE "Mylataf" MYLATAF, (Ativo) Xixia [P/S]

Dolutegravir sod. 50 mg, emtricitabine 200 mg, tenofovir alafenamide fumarate 25 mg

Indications: Treatm.of HIV type 1 infect.adults & paed.pts weigh.at least 40 kg.

(S4) TABS, 53/20.2.8/0485

3005457-001: 30, R402,50
Dosage: Prior initiat.test pts for Hepatit.B virus (HBV), assess.estim.creatinin.clear./ urin.gluc. &-prot.and monit.during therap., routine monit.of calc.creatinin.clear.& serum phosphor.

Adults& paed.weigh.at least 40 kg & creatinin.clear ≥30 ml/min: Recomm.dose 1 tablet once dly.

Safety & eff.not est.in paed.pts weigh.<40kg.

Contraindications: Pts.rec.dofetilide & pilsicainide, mod.& sev.hepat.impairm.(Child-Pugh B/C), sev.renal impair., concom.metformin, ARV exper.pts.with HIV-1 harbour.K65R mutat., pregnan.& lactat.

Side effects: Freq: Neutropen., allerg.reacts.incl angioed., dizzin., fatig., headache, asthen., diarrh., dyspeps., flatul., N&V, upper abdom.pain, incr.amylase, incr.liv.enzym.incl.ALT/ AST/ incr.gamma-glutamyltransfer., incr.lipase, hyperglycaem., hypertriglyceridaem., gener.pain, abnorm.dreams, insomn., suicid.ideat./-attempt/ behav./-complet., renal impairm., maculopap.rash, myosit., prurit., pustul.rash, skin discolourat., skin rash, urticar., vesiculobull.rash, dyspn., elev.creat.kinase, hyperbilrubinaem. Less freq: Hypersens., IRS, abdom.pain/-discomf., hepatit. Freq unknown: Anaem., pancreatit., ac.liv.fail., hepat.steatos., hepatotox., hypophosphataem., hypokalaem., lactic acidos., arthralg., musc.weakn., myalg., myopathy, osteomalacia, rhabdomyolys., anx., ac.tubul.necros.,Fanconi syndr., interstit.nephrit., incr.creatin., nephrog.diab.insipid., polyur., proteinur., proxim.tubulopathy, ren.fail.& ac.ren.fail., renal insuffic.
Special warnings and precautions: Lactic acidos. & severe hepatomegal.with steatos., post treatm.ac.exacerbat.of HBV, monit.hepat.funct.& poss.initiat.HBV therap., monit.for hepatotoxic.,disc. if hypersens.reacts, C/I in prev.dolutegrav.hypersens., exam.for physical signs of fat redistribut., if evidence of lipodystroph.do CV risk assessm., IRIS usuall.in first 3 mnths.in pts with low CD4, pts.to seek med.advice if exper.joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., BMD assessm.in pts. with patholog.bone fract.hist./osteopor.risk/bone loss, opportunist. infects.& other HIV complicat. may still devel., not prev.transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., not recomm.in pts.with creatinin.clear <30ml/min., impair.ren.func.& taking nephrotox.meds., known risk fact.for liv.dis., investig.infants expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., adjust dose in mod.-sev.ren.impairm., cont.lactose & mannit., use reliable method of contracept., urine pregnan.test before & during treatm., elderly with decr.hepat./ren./cardiac func.or concom.dis./other meds. 

Interactions: No interact.studies with fixed dose comb.of all 3 components Dolutegravir: Poss.plasma conc.incr.of meds depend.on OCT2 for excret.eg.dofetilide/metform. & meds.inhibit.UGT1A1, CYP3A, UGT1A3, UGT1A9, BCRP, P-gp, meds.induce those enzymes & transporters poss.decr.plasma conc.& red.therap.eff., red. plasma conc.with etravirine/ efavirenz/ nevirapine/ fosamprenavir/ ritonavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb./ St.John’s Wort/ cation.cont.antac.& laxat./ sucralfate buffered meds/ oral Ca or Fe supplem. Tenofovir: Absorp.decr.with meds induc. P-gp-activ. result in decr.plasma conc.and poss.loss of therap.eff.&developm.of resistance, meds inhibit.Pg-p & BCRP incr.absorp & plasma conc., refabutin/ rifampicin/ rifapentine/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb.St.John’s Wort red.tenofovir conc., meds.red.renal func./compet for activ.tubular secret.(eg. acyclovir/ ganciclovir/ valacyclovir/ cidofovir/ valganciclovir/ aminoglycos./ high-dose or multipl.NSAIDS) poss.incr.conc.of tenofovir / emtricitabine /other ren.eliminat.meds & incr.S/E.
 XE "Mylonza" MYLONZA, Mylan [P/S]

Tenofovir disoproxil fumarate 300 mg, lamivudine 300 mg, efavirenz 400 mg

Indications: HIV-1 infect.adults > 18 yrs.who have been treat.& stabil.on a combinat.of the above separate formulat.at simil.dosages.

(S4) TABS, 54/20.2.8/0052.051

3006839-001: 30, R 212,46
Dosage: Ther.to be init.by physic.exper.in HIV managem. Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improve CNS sympt.tolerabil.

Contraindications: Liv. inj./fail.hist.with efavirenz contain.ARV treat., sev.hep. impairm.(Child-Pugh Class C), mod.-sev. ren.impairm.(CrCl < 50 mL/min), uncontroll. Ren. fail., pregn.& lactat., concom. terfenadine/ astemizole/ cisapride/ midazolam/ triazolam/ pimozide/ bepridil/ ergot alkaloids/ St John’s wort/ zalcitabine/ elbasvir/ grazoprevir., not recomm. in childr. & adolesc. <18 yrs., no dos. recomm. for pts. > 65 yrs.

Side effects: Tenofovir: Freq.: Hypophosphataem., dizzin., diarrh., N&V, flatul. Less freq: Lact.acidos., dyspn., pancreatit., incr.transaminas., hepatit., rash, ren.fail., acute ren.fail., prox.tubulopath. (incl. Fanconi syndr.), incr.creat., ac.tubul.necros., asthen. Freq.unknown: Myopath., osteomalac. (assoc. w/ prox.tubulopath.), nephrit. (incl. acute interstit. nephrit.), nephrogen. diab.insipid. Lamivudine: Freq: Headach., insomn., cough, nas.sympt., N&V, abdom.pain/ cramps, diarrh., rash, alopec., arthralg., musc.disord., fatig., malais., fev. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., periph.neuropath., pancreatit., elev.ser.amylase, trans.elev. (AST, ALT), hepatit., rhabdomyolys. Efavirenz: Freq: Anx., depress., abnorm.dreams, disturb.in attent., dizzin., headach., insomn., somnol., abdom.pain, diarrh., N&V, rash, prurit., fatig. Less freq: Hypersens., affect labil., aggress., euphor.mood, hallucin., mania, paranoia, suicid.attempt/-ideat., agitat., amnes., atax., abnorm.coord., confus.state, convuls., abnorm.think., blurr.vis., vertig., ac.pancreatit., ac.hepatit., erythem.multiforme, gynaecomast. Freq.unknown: Immuno-allerg.liv.inj./fail.

Special warnings and precautions: Mod.-sev.ren.impairm., lamivudine/ efavirenz excret.in breast milk, barr. contracept.in addit.to OC’s recomm., women of childbear. potent.should undergo pregn.test.bef.init.ther., clin. exam should eval. for signs of fat redistribut.with CV. risk assessm. for those with lipodystrophy signs., discont.if find.suggest.lact.acidos./ hepatotoxic., liv.dis.risk fact., opportunist. infects. & HIV complic.may cont., not prov.to prev.transmiss. risk through sex.cont./ bld.contamin. theref. appropr.precaut.to be contin., discont. ther. mmed.if S&S suggest.of pancreatit. occur, poss. mitochondr.dysfunct.in HIV-neg.infts.expos.in utero &/ post-natal.to nucleoside analog., immune reactiv. syndr., incr.risk for sev.potent.fatal hepat. adverse effs.in chron.hepat.B/C pts.treat. with combin.ther., refer also to relev. prod.info.with concom.antivir.ther. for hepatit. B/C, alert dr.in case of joint stiffn./ pain/ movem. diffic., discont. ther.in case of desquamat./ blister./ mucos. involvem., fev., liv.fail. assoc. with efavirenz; monit.for jaundice & bleed. tenden., monitor for psychosis-like reacts. & sev.depress., monit. plasma lev.with concom.phenytoin / carbamazepine/ phenobarb., IV ganciclovir/ foscarnet not recomm., eval.any inflamm.sympt., meas. fast.ser.lipids/ bld.gluc., lipid disord.managem., avoid.concom. lamivudine with co-trimoxazole dos.for PCP & toxoplasmos., cons.interrupt./ discont. ther. if evid.of worsen.liv.dis., concom. didanosine not recomm., do not admin.concom. saquinavir as sole protease inhibit., obesity & prolong. nucleoside use poss. risk fact.for lact.acidos.

Interactions: Tenofovir: Co-admin. with drugs using anionic transporter may incr. conc. of both, lopinavir/ ritonavir incr. tenofovir AUC, zidovudine expos. incr. Lamivudine: Trimethoprim incr. expos. 40%, no dose adj. unless ren. impairm. present., concurr.zalcitabine use not recomm. due to inhib. of phosphorylation; co-admin.IV ganciclovir / foscarnet not recomm., zidovudine Cmax incr. Efavirenz: induc./ inhib. CYP3A4; contraind. with terfenadine/ astemizole/ cisapride/ midazolam/ triazolam/ pimozide/ bepridil/ ergot alkaloids., rifampicin reduces efavirenz AUC & Cmax 20%; efavirenz dose incr. to 800 mg/day with rifampicin, no efavirenz dose adj. needed with amprenavir/ ritonavir / nelfinavir, atazanavir co-admin.decr. atazanavir expos. & requires dose adj., methadone lvls decr. with efavirenz, St. John’s wort reduces efavirenz lvl & is not recomm., statins co-admin. may need dosage adj. due to reduced plasma conc.

 XE "Nevivir" NEVIVIR, (Activo) Bliss [P/S]

Nevirapine

Indications: In combinat.with at least 2 other antiretrov. agents for HIV-1 infect., to reduc.risk of intrapart.transmiss. of HIV-1 from moth.to child in pregn. Women not tak.antiretrovir.ther.at time of labour

(S4) TABS, 43/20.2.8/0230

717003-001, 200 mg, 60, R299,57
Dosage: 

Treatm.of HIV-1 infect: Adhere strict.to dos.dur. 14 day lead-in period to reduc.freq.of skin rash. Monit. clinic. chem. incl.LFT prior to & at interv. dur. ther. Follow.recomm.dos.& monit.of other concom. antiretrovir.ther.

Adults: Init 200 mg dly.x14 days (i.e. lead-in period) follow.by 200 mg 2xdly.in combinat.with at least two antiretrov.agents to which pt.not prev. expos. to. Tot.dly.dos.not to exceed 400 mg. Pts. interrupt dos.for > 7 days should restart ther.with recommend lead-in per.

To reduc. risk of intrapart.transmiss. of HIV-1 from moth.to child: 200 mg to mother dur.labour as sngle. oral dos. pref.>2 hrs.bef.deliv.and a sngle oral dos. of 2mg/kg to infnt.<48 - 72 hrs.aft.birth /bef. disch.

Contraindications: Sev.hepat.impairm., Child-Pugh class B or C, end-stage ren.fail.when pts.not haemodialys., do not admin./re-admin.to pts.with pre-treatm./ treatm.AST/ALT>5 x ULN, not to be re-introduc.in cases of perman.discont.for sev.rash /rash with constitut.sympts./hypersens.syndr./ clinic. hepatit., AST/ALT> 5x ULN dur.ther.& had rapid recurr.of liv.funct.abnormalit.on re-admin., safety in pregn.& lactat.not est., concom. ketoconazole/ Rifampicin/St. John's Wort., safety & effic. not est.in neonat.with birth weight < 2 500g

Side effects: Sev.& life threaten.skin reacts.incl. Stev. John.syndr.& tox.epiderm.necrolys., hypersens. syndr.charact.by rash with constitut. sympts., sev./life threaten.hepatotox.incl.fatal fulmin. hepatit., somnol., bld.dyscras., allerg. reacts. incl.anaphylax., headache, GI disturbs., myalg., arthralg., fatig., fev., abnorm.LFT., ren. dysfunct

Warnings and special precautions: Monit.liv. test.more freq. if AST/ALT>2,5xULN bef./dur. treatm., critic.to monit.1st 18 wks.to identify sev. life-threaten.skin reacts./hepatit.or hepat.fail., discont. ther.if sev.rash/rash accompan.by constitut. find.exper., no dos.escalat.if any rash occurs dur.lead-in dos.per.until rash resolv., perform immed.LFT if nevirapine assoc.rash suspect., perman.discont.if mod.to sev.LFT abnorm. detect./hypersens.syndr.plus.viscer. involvem. occurs/clinic.hepatit.occurs, incr.AST/ ALT lev.&/chron.hepatit.B&C co-infect.assoc.with great. risk of hepat.adverse events dur.antiretrovir. ther. contain.nevirapine, interrupt.ther.in case of mod. abnorm.liv.funct.tests & only re-introduc.at init. dos.once tests return to baseline, resist.virus emerg.with monother.theref.always admin.as combinat. ther., careful monit.of pts.pre-treatm., adeq. contracept.other than hormon.in women, women at high.risk of develop.rash/hepat. adv. effs., monit.liv.funct.prior to & at interv.dur.ther.& vigil. for prodrom.signs of hepatit., opportunist. infects. & other complicat.of HIV infect.may contin., concom.fluconazole, monit.prothromb. time with concom.warfar.as coagulat.time may incr./ decr., alt.ther.to clarithromycin recom.in Mycobacterium avium-intracellular complex., monit. methadone-maintain.pts.at start of ther.for evid.of withdraw.& adj.methadone dos.accord.

Interactions: Low.plasma conc.of concom. meds. metabol.by CYP3A or CYP2B enzymes, saquinavir (hard gelatine caps)/indinavir AUC reduc., lopinavir AUC, Cmax& Cmin decr., incr.plasma lev.with ketoconazole, nevirapine expos.incr.with concom. fluconazole, AUC, Cmax& Cmin signific.low.by rifampicin, rifabutin conc.incr., hypericum perforatum (St John’s Wort) decr.conc.& result. sub-optimal lev., elev.trough conc.with cimetidine, oestrog. lev.of OC’s signific.decr., plasma conc.of methadone decr.
 XE "Nuvaco" NUVACO, AI Pharm Ltd [P/S] 
Tenofovir disoproxil fumarate 300 mg, lamivudine 300 mg, dolutegravir sod.50 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0949

3000585-001: 30, R184,20
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Mod.to sev.liv funct. impairm., ren.funct.impairm., pregn.& lactat., women of child-bear.age not using highly effect. contracept., concom.adefovir dipivoxil/dofetilide/ pilsicainide/didanosine/metformin, pts. <18 yrs.

Side effects: Freq: Hyperlactataem., headache, insomn., cough, nas.sympts, upper abdom.pain/ cramps, N&V, diarrh., trans.liv.enzymes incr., alopec., rash, arthralg., musc.disords./pain, fatig., malaise, fev., dizzin., anorex., distent., dyspeps., flatul., ren.insuffic./fail., proxim.ren.tubulopathy, proteinur., ac.tubul.necros., nephroen.diab.insipid., asthen., abnorm.dreams, vertigo, prurit. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., immune reconstit.inflamm.syndr., angioed., lact.acidos., lipodystrophy, metabol. abnorm. incl.hypertriglyceridaem./ hypercholesterolaem./ insulin resist/ hyperglycaem/ hyperlactatem./hypokalaem., abnorm. behav., periph.neuropathy, paraesthes., late onsert neurologic.disords.in childr.expos.in utero, convuls., pancreatit., incr.ser.amylase, hepatit., rhabdomyolys., decr.bone mineral dens., osteopen, fract., hyperton., myalg., myosit., osteonecros., breast enlargem., allerg.react. incl. angioed., hepatomegaly, steatos., bone pain, osteomalac., musc.weakn., myopathy, hyperton., nephrit., anx., depress., paranoia, suic.ideat., gastrit., Stev.John.syndr., tox.epiderm.necrolys. Freq. unknown: Dyspn., pneum., neural tube defects, late onset neurologic.disords.incl.seiz.

Warnings and special precautions: Not indicat. for treatm of chron.HBV infect., safety & effic. not est.in HBV & HIV co-infects., monit. hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., consult profess.info. of meds.used in combinat.bef.init.ther., eval.for signs of fat redistrib., monit.fast.ser.lipids & bld. gluc. lev., CV risk assessm.with evid.of lipodystrophy, immune reactivat.syndr., pts.to seek med. advice if experienc.joint pain/aches/stiffn./ movem.diffic.as osteonecros.poss., opportunist. infects.& other HIV complicat.may still devel., ARV ther.will not prev.transmiss.through sex.cont.& bld. transfus.& appropr.precaut.to contin., discont. in pts.develop.clinic./lab.findings suggest.lact. acidos./hepatotox., pts.with hepatomegaly/ hepatit/other risk facts.for liv.dis./hepat.steatos., pts. co-infect.with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonstrat., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr.dysfunct.in case of relev.S&S, discont. ther.until pancreatit.excl.in cases of N&V/abdom. pain/elev.biochem.mark., ren.funct.impairm., poss. incr.conc.of Nuvaco &/ other ren.elimin.meds with meds.reduc.ren.funct./compete for act.tubul. secret, monit.ren.funct.bef.init.ther & periodic. thereaft., avoid combin.with concurr./recent nephrotox./concom.meds.secret.by same ren. pathway but monit.ren.funct.wkly.if use unavoidable, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., monit.liv.funct.in pts. with pre-exist.liv.dysfunct., consid.ther.interrupt./ discont.if evid.of worsen.liv.dis., incr.risk for sev. hepat.adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., bone monit.in pts. with patholog.bone fract.hist./ osteopen.risk, Ca & vit.D supplementat.poss. benefic., exacerbat.of hepatit.incl.treatm.flares & flates aft.treatm.discont.with resumpt.of hepatit.B ther.poss.necess., discont.not recomm.in advanc. liv.dis./cirrhos., discont.ther.immed.if any hypersens. react.susp./occurs.& init.appropr.ther., limit. data in elderly > 65 yrs., avoid if pregn. plann., reproduct.toxic.report., pregn.test in women of childbear. potent.bef.init./periodic.dur. treatm. & when pregn.suspect., lamivudine & tenofovir excret.in breast milk, monit.with concom. co-trimoxazole, concom.ETR not recomm.unless receiv.concom. ATV + RTV/ LPV + RTV or DRV + RTV, avoid concomit.cytidine analog. incl. emtricitabine, avoid concom.cladribine, avoid products cont.sorbitol/xylitol/mannitol/lactitol & maltitol, admin.2 hrs.bef./ 6 hrs.aft.polyval.cation-cont.antacids & Ca/Fe supplem.

Interactions: Conc.of isoniazid incr.by dolutegravir, lamivudine poss.inhib.intracellul. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev. of zidovudine, conc.of tenofovir /concom.med incr.with concom.drugs elimin.by glomerul. & act.tubul.secret., tenofov.ser.conc.incr. by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/ AUC/Cmin., lopinavir/ritonavir incr.tenofovir AUC/ Cmin., indinavir incr.tenofovir Cmax, saquinavir/ ritonavir incr.tenofovir Cmin, tenofovir incr.Cmax of abacavir, tenofovir incr/decr.Cmax/AUC/Cmin of atazanavir, tenofovir decr.Cmax/AUC/Cmin of atazanavir + ritonavir, tenofovir incr.Cmax/AUC/Cmin of saquinavir + ritonavir, poss.reduc.effic.of cladribine, poss.decr.dolutegravir conc.with induc. of UGT1A3/UGT1A3/ UGT1A9/ CYP3A4/Pgp/ BCRP, poss.incr.dolutegravir conc.with inhibits.of UGT1A3/ UGT1A9/ CYP3A4/Pgp, signif.reduc. dolutegravir plasma conc.with tipranavir/ efavirenz/ nevirapine/rifampicin, reduc. dolutegravir plasma conc.with etravirine/ fosamprenavir, poss.incr.metformin/dofetilide/ pilsicainide plasma conc.with dolutegravir., poss. decr. dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St John’s Wort though no studies, incr.dolutegravir plasma conc. with atazanavir, atazanavir + ritonavir, decr. dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir

 XE "Odimune" ODIMUNE, Cipla Medpro [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg.

Indications: HIV-1 infect.treatm.in adults.

(S4) TABS, 44/20.2.8/0779

716768-001: 30, R399,99
Dosage: Adults: 1 tab.swall.whole once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Regul.dos.sched.advis. If dos.miss., take miss.dos. immed.unless it is 12 hrs unt.next day’s dos. In this case skip miss.dos.& take next dos.at usual time.

Contraindications: Chron.HBV infect., mod-sev. ren.impairm., safety & effic.in pregn.not est., lactat., concur.terfenadine/astemizole/cisapride/ midazolam/ triazolam/ergot derivat./voriconazole/ bepridil/ pimozide, safety & effic.in pts.less than 18 yrs.not est., sev.hepat.impairm., safety & effic. not est.in HBV & HIV co-infects., cytidine analog. such as lamivudine, adefovir dipivoxil, concom. amprenavir/ ritonavir, atazanavir/ritonavir, lopinavir/ ritonavir, saquinavir/ritonavir not recomm., concom.didanosine not recomm.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, sev.ac. exacerbat.of hepatit. B aft.discontinuat.of emtricitabine/ tenofovir, ser.CNS & psych.sympts., ren.impairm.incl.ac.ren.fail., neutropen., anaem., hypertriglyceridaem., hyperglycaem., headache, asthen., depress. disords., dizzin., sleep disturbs., neurit., paraesthes., periph.neuropathy, incr.cough, rhinit., GI disturbs.incl.gastr-oesophag.reflux/ malabsorpt., rais.liv.enzym., hyperbilirubinaem., skin reacts. incl.hyperpigment.on palms &/soles & rash./erythem.multiforme/nail disords./Stev.-John. syndr., arthralg., myalg., myopathy, haematur., allerg. reacts., hypophosphataem., chest pain, pneum., dyspn., hepatotoxic., hepatit., nephrit., nephrogen. diabet.insipid., ren.proxim. tubul.eff. incl.Fanconi syndr.& ac.tubul.necros., fev., sweat., weight chang., pancreatit., palpitat., hypoaesthes., abnorm. dreams/co-ordinat., atax., convuls., agitat., amnes., tremor, anx., apathy, confus., emot. labilit., imp.co-ordinat., impot., libido chang., neuralg., speech disord., vertigo, abnorm. vis., tinnit., taste pervers., flush., tachycard., CNS sympts. incl.hallucinat., asthma, sinusit., URTI, incr. sweat., acne, alopec., fatig., pain, alcoh. intol., hot flushes, malaise, influenza-like sympts., syncope, redistribut./accumilat.of body fat, hepat. fail., elev.ALT/AST lev., lumb.spine/hip & both arms BMD decr.from baseline, suicid.ideat./delus. & pyschos.-like behav., rais.ser.cholestr.& triglycer. conc., immune reconstitut. syndr.
Special precautions: Ther.init.by physic.exper.in HIV infect.managem., monit.hepat.funct.for sev. mnths. in pts.co-infect.with HIV & HBV who discont. ther.& appropr.init.of anti-hepatit.B ther. poss.necess., obesity & prolong.nucleoside use poss.risk fact.for lact.acidos., liv.dis.risk fact., discont. if find.suggest.lact.acidos./hepatotoxic., test for chron.hepatit.B bef.init.ther., determ. creatin.clear.bef.init.ther., avoid with concom./ rec. nephrotox.agents, ren.funct.monit.in pts.at risk /hist.of ren.dysfunct., incr.ren.toxic.risk with adefovir dipivoxil, high.tenovofir conc.poss.potent. assoc.S/E incl.ren.disords., Ca chann.blocks.dos. adjustm. advis., per. carbamazepine lev.monit. with concom.use, altern.anticonvuls.agent advis., rash report.with efavirenz & clarithromycin theref. consid.alt., combinat.with other macrolides not stud., poss.incr.didanosine-relat.adverse eff., somet. fatal with concom.use, monit.cholest.lev. with atorvastatin/pravastatin/simvastatin, poss. tacrolimus dos.adjustm.& close conc.monit. esp. when init./stop.ther., no dos.recomm.for itraconazole avail.theref.seek.alt.antifung., high. freq.adverse events with efavirenz/ritonavir, monit. liv.enzym.with efavirenz/ritonavir, monit. withdr.signs with methadone, barr.contracept.tog. with other methods recomm., per.anticonvuls. plasma monit.if substr.of CYP450 isoenzym., do not admin.concom.saquinavir as sole protease inhibit., women of child-bear.potent.should undergo pregn.test.bef.init.ther., not known if efavirenz/emtricitabine/tenofovir excret.in breast milk, elderly, monit.for hepatit.exacerbat.if treatm. discont.in HIV & HBV co-infect.pts., separ.preps. avail. if treatm.discont./dos.modific.of Odimune compon.indicat., consid.efavirenz long half-life & long emtricitabine & tenofovir intracell.half-liv.if treatm.discont., monit.BMD in pts.with patholog. bone fract. hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., discont.ther.with sev.skin rash assoc.with blister./desquamat./ mucos. involvem.& fev., treatm.discont.poss.reqd. if ser.psych.sympt.exper., liv.enzym.monit.in pts. with known/susp.Hepatit.B or C or treat.with meds. assoc.with hepat.toxic., eval.risk vs.benef.of cont.ther.if ser.transaminase.lev.persist. 5x>ULN, monit.triglycer./cholestr.lev., pt.on treatm.may devel. opportunist. infect./other HIV infect.compl., contin. appr.precaut.prevent.HIV transmiss.risk.

Drug interactions: Efavirenz decr.voriconazole plasma conc.& vice versa, amprenavir ser.conc decr., conc.of drugs elimin.by act.tubul.secret.may incr., plasma conc.of other compds.that are CYP3A4 substrat.poss.decr., atazanavir/ritonavir incr.tenofovir conc., poss.Ca chan.block.conc. decr., decr. carbamazepine lev., clarithromyc. plasma lev.chang., didanosine conc.incr.with multip. tenofovir dos., HMG-CoA reduct. inhibit./ indinavir/ itraconazole conc.decr., potent.decr. ketoconazole conc., decr.lopinavir expos.with lopinavir/ritonavir & efavirenz, decr.methadone plasma conc.& poss.opiate withdr.signs with efavirenz, ethinyl oestrad.conc.incr., reduc./incr. plasma lev.of phenytion/phenobarb./other anticonvuls which are substrat.of CYP450 isoenzym., rifampicin decr.efavirenz conc., rifabutin conc.decr., sequinavir conc.reduc., sertraline conc.decr., reduc.efavirenz conc.with St John’s Wort expect., poss.incr.conc.of emtricitabine /tenofovir &/ other renal.elimin. meds with meds.reduc.ren.funct./compete for act. tubul. secret.

 XE "Odinsti" ODINSTI, Mylan [P/S]
Dolutegravir

Indications: HIV infect.treatm.in adults & childr. in combinat. with other antiretrovir.ther.

(S4) DISP.TAB, 56/20.2.8/0018

3006429-002: 10 mg, 90, R552,64
Dosage: Admin.by med.pract.exper.in HIV treatm. Bioavail.of fc tab & disp.tab not compar. Swall.whole or disp.in water. Do not chew / cut/ crush.

Adults: HIV-1 without integrase resist.:Recomm.dose 30 mg once dly.
Integrase inhibit.resist.: Recomm. 30 mg 2xdly inform.by resist.pattern. 

Childr.&infants at least 4 wks & 3 kg: HIV-1 without integrase resist.: 

3-<6 kg: 5 mg dly; 

6-10 kg<6 mnths: 10 mg dly ≥6mnths: 15 mg dly; 

10-<14 kg: 20 mg dly; 

14-<20 kg: 25 mg dly; 

≥20 kg: 30 mg dly.

Integrase inhibit.resist.: Insuff.data. Missed dose take asap.unless next dose is due in 4 hours then resume ususal dose.
Contraindications: Concom.dofelitide/ pilsicainide, sev.hepat.impairm., 1st trim.of pregnan.

Side effects: Freq: Insomn., abnorm.dreams, depress., dizzin.,anx., N&V, diarrh., flatul., upper abdom.pain, headache, dizzin., rash, prurit., fatig., Less freq.: Hypersens., immune reconstit. syndr., suicide ideat./-attempt., abdom. pain/discomf., hepatit. Post market.: Ac.hepat.fail., arthralg., myalg., incr.weight 

Special warnings and precautions: Discont. ther./ other suspect.meds immed.if any S&S. of hypersens.devel.- monit.clinic.status incl. LFT & init.appropr.ther.-delay may be life-threat., CV risk assess.if lipodystrophy, immune reconstit.syndr., monit.liv.chem. with hep.B&/C co-infect., pt.to seek med.advise if joint aches/ pain/ stiffn./ movem.diffic.poss.osteonecros., hepat. impairm., opportunist. infects.& other complicat.of HIV infect. may contin, transmiss.risk through sex. contact/ contam.bld.not reduc., avoid breastfeed.,counsel women of childbear.age pot.risk of neural tube def., use contracept., may be used in 2nd & 3rd trimest.if benef.outweigh risk.

Interactions: Poss.incr.plasma conc. of dofetilide/ pilsicainide/ metformin., signif.decr.plasma conc.with etravirine (without booster protease inhib)/ efavirenz/ rifampicin/ tipranavir & ritonavir, do not use with etravine without concom. atazanavir/ ritonavir, darunavir/ritonavir or lopinavir/ ritonavir combinat., incr.concentr.of isoniazid, potent.decr.conc.with nevirapine, incr.AUC & Cmax with atazanavir/ ritonavir, decr. conc. with / phenytoin/ phenobarb./ carbamazepine/ St.John’s Wort, decr.plasma conc.with antacids cont.polyval.cations eg.Al/ Ca &Ca supplem.&Fe supplem.- admin.dolutegravir 2h bef./ 6h after antacid. 

 XE "Odystra" ODYSTRA, (Activo) Mylan [P/S]
Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod. 50 mg
Indications: Treatm.of HIV-1 infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0201.199
3000522-001, 30, R245,62
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.requir.
Contraindications: Ren.funct.impairm., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.
Side effects: Freq: Hyperlactataem., headache, insomn, N&V, upper abdom. pain, diarrh., rash, alopec., prurit., arthralg., musc.disord., fatig., malaise, fev., dizzin., flatul., abnorm.dreams. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., lact.acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont., lipodystrophy, paraesthes., periph.neuropathy, .onset neurologic. disord. in childr.expos. in utero, pancreatit., incr. AST/ ALT, rhabdomyolys., decr.bone miner.dens., osteopen., fract., allerg.react., hepatit. Freq unknown: Hypophosphataem., dyspn., abdom. discomf., incr.amylase, ren.insuffic., ren.fail., Fanconi syndr., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., polyur., intest.nephrit., myopathy, osteomalac., hypersens., immune reconstit.syndr
Warnings and special precautions: Not indicat. for chron. HBV infect., safety & effic.not est. in HBV & HIV co-infects., monit. hepat.funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont. ther.& appropr.init.of anti-hepatit.Bther. poss. necess., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, monit. ser.lipids & bld.gluc., pts.to seek med. advice if exper.joint pain/aches/stiffn./movem. diffic. as osteonecros.poss., opportunist.infects.& other HIV complicat.may still devel., ARV ther.will not prev.transmiss.through sex.cont.& bld. transfus. & appropr.precaut.to contin., discont.in pts. develop.clinic./lab.find.suggest. lact.acidos./ hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/other risk facts.for liv.dis./ hepat.steatos., pts.co-infect.with hepatit.C & treat. with alpha interferon & ribavarin, eff.on clinic. progress.of HIV-1 not demonstrat., investig.childr. expos. in utero to nucleoside & nucleotide analog. for poss. mitochondr.dysfunct.in case of relev.S&S, discont. ther.until pancreatit.excl.in cases of N&V/ abdom. pain/elev.biochem.mark., ren.funct. impairm., monit.liv.funct.in pts.with pre-exist.liv. dysfunct., cons.ther.interrupt./discont.if evid.of worsen. liv.dis., poss.incr.conc.of Odystra&/other ren. elimin.meds with meds.reduc.ren.funct./ compete for act.tubul.secret, monit.ren.funct.bef. init.ther & periodic.thereaft., avoid combin.with concurr./ recent nephrotox.meds., avoid in antiretrov. exper. pts. with HIV-1 harbour.K65R mutat., bone monit.in pts.with patholog.bone fract. hist./osteopen.risk, Ca & vit. D supplementat.poss benefic., incr. risk for sev.hepat.adverse effs.in chron. hepatit.B or C co-infect., ref.to PI of concom. hepat.B or C meds., exacerbat.of hepatit.incl. treatm. flares & flares aft.treatm.discont.with resumpt. of hepatit.B ther.poss.necess., immune reconstit. inflam.syndr., limit.data in elderly > 65 yrs., discont.ther.immed.if any hypersens.react. susp./occurs.& init.appropr.ther., lact intol., avoid in wom.plan.pregn., reproduct.toxic.report., pregn. test in women of childbear.potent.bef.init./ periodic. dur.treatm. & when pregn.suspect., lamivudine excret.in breast milk, monit.with concom. co-trimoxazole, concom.ETR not recomm. unless receiv.concom.ATV + RTV/LPV + RTV or DRV + RTV, admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./6 hrs. aft.Ca /Fe supplem.
Interactions: Lamivudine poss.inhib.intracellul. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev.of zidovudine, conc.of tenofovir /concom. med incr.with concom.drugs elimin.by glomerul.& act.tubul.secret., tenofov.ser.conc.incr. by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/AUC/Cmin., lopinavir/ritonavir incr.tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr.Cmax/ AUC/Cmin of atazanavir, poss.incr.metformin/dofetilide/ pilsicainide plasma conc.with dolutegravir., poss. decr.dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St John’s Wort though no studies, reduc.dolutegravir plasma conc. with etravirine/efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir, decr.dolutegravir conc.with tipranavir + ritonavir/fosamprenavir + ritonavir/darunavir + ritonavir/ darunavir + ritonavir + etravirine
 XE "Olegra" OLEGRA, Aurobindo [P/S]
Dolutegravir

Indications: HIV treatm.in adults 18 yrs.& old.in combinat.awith other antiretrovir.ther.

(S4) TABS, 51/20.2.8/0914.913

3000878 -001: 50 mg, 30, R245,72
Dosage: Admin.by med.pract.exper.in HIV treatm.

Adults: Treatm.naive & treatm.-exper.and integrase inhibit.naive: Recomm.dos: 50 mg once dly.

Integrase inhibit.resist.: 50 mg 2xdly.

Contraindications: Concom.dofelitide/ pilsicainide/ metformin, mod./sev.hepat.impairm.

Side effects: Freq: Fatig., headache, dizzin., abnorm.dreams, hepatit., incr.AST/ALT/CPK/ bilirub., insomn., depress., naus., diarrh., vomit., flatul., upper abdom.pain, rash, prurit. Less freq: Abdom. pain/discomf., hypersens., immune reconstit. syndr, suicid.ideat./attempt, elev.ser. lipid/ gluc.lev., osteonecros.esp.in advanc.HIV &/longt.expos.to combin.ARV ther., auto-immune disords.

Warnings and special precautions: Cross. placent. barrier, excret.in breast milk, may be used in 2nd&3rd trimest.if benef.outweighs risk, limit.data in elderly ≥ 65 yrs., do not use with etravine without concom. atazanavir/ritonavir, darunavir/ ritonavir or lopinavir/ritonavir combinat., avoid concom. oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/St.John’s Wort, admin.2 hrs.bef./ 6 hrs. aft.antacids contain.polyval.cations, discont. ther./ other suspect.agents immed.if any signs/ sympt. of hypersens.devel., monit.clinic.status incl. LFT & init.appropr.ther., CV risk assessm.with lipodystrophy evid., immune reconstit.syndr., alert physic.to joint aches/pain/stiffn./movem.diffic., opportunist. infects.& other complicat.of HIV infect. may contin., transmiss.risk through sex. contact/contam.bld.not reduc., hepat.impairm., monit. liv.funct.in hepatit.B &/C co-infect., init./ maint.effect.hepatit.B ther.when start.dolutegravir in hepatit.B co-infect., eval.any inflamm.sympt.& init. ther.if necess.

Interactions: Decr.plasma conc.with etravine, efavirenz, rifampicin, tipranavir/ritonavir, fosamprenavir/ ritonavir, potent.decr.conc.with nevirapine, decr.conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St.John’s Wort, incr.metformin conc., incr.plasma conc.with atazanavir/ ritonavir, incr.AUC & Cmax with atazanavir, potent.incr.dofetilide/pilsicainide plasma conc., decr.AUC & Cmax with antacids cont. polyval. cations/prod.cont. Ca/ & Fe.
 XE "Paranvir" PARANVIR, Cipla [P/S]

Darunavir

Indications: Treatm.in combinat.with low dose ritonavir and other antiretrovir.agents of HIV infect. in ARV treatm.exper.adults who are protease-inhibit.-naïve/ aft.exclus.of darunavir resist. assoc.mutat. Ritonavir is used as a pharmacokin. enhanc.of darunavir.

(S4) TABS, 50/20.2.8/0611

3001998-001: 400 mg, 60, R614,68
Dosage: Always admin.with low dose ritonavir & in combinat.with other anti-retrovir. Admin.with food.

Adults: Recomm.dos: 800 mg once dly with 100 mg ritonavir once dly. 

Contraindications: Childr.< 3 yrs., sev. (Child-Pugh Class C) hepat.impairm., the presence of a contraindicat.to ritonavir, concom. lopinavir/ ritonavir combinat., concom.quetiapine, concom. meds. high. depend.on CYP3A4 for clear.& where incr. plasma conc.are assoc.with ser./life threaten. events (ie.carbamazepine/ phenobarbit./ phenytoin/ astemizole/alfuzocin/sildenafil (for pulm. hypertens.)/rifampicin/ rifabutin/bosentan/ colchicine/ dihydroergotamine/ergonovine/ ergotamine/ methylergonovine/cisapride/ boceprevir/ telaprevir, St John’s Wort/lovastat./ simvastat./pravastat./pimozide/midazolam/ triazolam/ ketoconazole/itraconazole/ voriconazole/ buprenorphine/naloxone/ dabigatran/ ticagrelor/ amiodarone 

Side effects: Freq: Diab.mellit., anorex., hypertriglyceridaem., hypercholesterolaem., hyperlipidaem., insomn., headache, periph. neuropathy, dizzin., diarrh., naus., abdom.pain/ distens., vomit., dyspeps., flatul., incr.bld.amylase/ alanine aminotransfer., rash, prurit., lipodystrophy, myalg., gynaecomast., fatig., asthen. Less freq: H.simplex, thrombocytopen., neutropen., anaem., leukopen., incr.eosinophil count, immune reconstit. syndr., hypersens.reacts., angioed., hypothyroid., incr. blood thyroid stimulat.hormone, gout, decr. appet./weight, incr.weight, insul.resist., hyperglycaem., decr.HDL, incr.appet., polydips., dyslipidem., lipodystrophy, abnorm.dreams, depress., disorientat., anx., sleep disord., nightmare, decr.libido, confus., alter.mood, restlessn., lethargy, somnol., hypoaesthes., paraesthes., dysgeus., disturb.attent., memory impairm., syncope, convuls., ageus., conjunctiv. hyperaem., dry eye, vis.disturb., MI, tachycard., TIA, ang.pect., prolong.electrocardiogram QT, sinus bradycard., palpitats., hypertens., flush., nasopharyngit., dyspn., cough, epistax., throat irritat., rhinorrh, ac.pancreatit., gastrit., GORD, aphthous stomatit., retch., dry mouth, abdom. discomf., constip., eructat., oral dysaesthes., stomatit., haematemes., cheilit., dry lip, coated tongue, incr.pancreat.enzymes, ac.hepatit., cytolyt. hepatit., hepat.steatos., hepatomeg., allerg. dermatit., urticar., eczema, eryth., hyperhidros., night sweats, alopec., acne, dry skin, nail pigmentat., DRESS, Stev.- Johns.syndr., eryth. multiforme, dermatit., skin les., xeroderma, folliculit., osteopen., osteoporos., osteonecros., musc.spasms, musc.weakn., arthralg., pain in extremity, musculoskelet.stiffn., arthrit., joint stiffn., myosit., rhabdomyolys., polyur., nephrolithias., ac.ren.fail., bilirubinur., dysur., noctur., pollakiur., proteinur., erect.dysfunct., pyrex., chest pain, periph.oed., malaise, feel. hot, irritabil., pain, chills, xerosis. Freq.unknown: Tox. epiderm.necrolys., ac.generalis.exanthemat. pustulos.
Warnings and special precautions: Discont.in pres. of sev.skin rash, known sulphonam.allergy, pre-exist. liv.dysfunct., not for use in sev.hepat. impairm., monit.co-infect.hepat.B&C pts., consid. interrupt./discont.of treatm.with new/worsen.liv. dysfunct., CV risk assessm.in pres.of lipodystrophy, new onset diab.mellit., exacerbat.of pre-exist. diab. mellit., poss.persist.of hyperglycaem.despite discont., alt.non-hormon.contracept., admin. concom. didanosine 1 hr.bef./2 hrs.aft., concom. efavirenz/saquinavir or lopinavir/ritonavir combinat, used with ritonavir only as a pharmacokinet. enhanc.theref.be familiar with ritonavir prescrib.info., monit.of concom. antidysrhythm. /immunosuppress./methadone & buprenorphine, caref.digox.titrat., monit.INR with concom.warfar., concom.PDE-5 inhibit./SSRI’s /colchicine/trazodone, concom.artemether/ lumefantrine, myalg./myosit.& rhabdomyolys. report. with prot.inhibit.use partic.in combinat.with NRTI’s, immune reconstitut.inflammat.syndr., poss. inflamm.react.to asymptomat./resid.opportunist. infects. if sev.immune defic.when init.ther., opportunist. infects. & HIV complicat.may contin., prev. of risk of HIV transmiss.not proven, elderly, pts.to seek med.advice if experienc.joint pain/ aches/stiffn./movem.diffic.as osteonecros. poss., incr.bleed.report.in haemophilia type A & B, eff.on activ.of subseq.prot.inhibit.unknown as cross-resist. not fully explor., incr.risk of CV advers. events with concom.salmeterol, safety in pregn. not est., lactat., no breast feed.advocat., safety & effic.of once dly Paranvir/rtv ther.in pts up till 17 yrs. not est., anticoags.such as apixaban/ rivaroxaban not recomm., concom.sedat./ hypnot., concom.everolimus not recomm

Interactions: Drugs prim.metabols.by CYP3A may incr. plasma conc., rifampicin & St John’s Wort decr. plasma conc., expos.to efavirenz.incr., efavirenz decr.darunavir expos., expos.decr.by saquinavir, expos.incr.by indinavir & indinavir expos.incr.by darunavir, bepridil/ lidocaine/ quinidine & amiodarone expos.incr., maraviroc expos. incr., digox.AUC incr., poss. decr.warfar. conc., signific.plasma conc.decr.with anticonvuls., carbamazepine AUC12h incr., clonazepam conc. poss. incr., lumefantrine expos.incr., expos.to Ca chann.block. incr., incr.expos.to clarithromycin/ colchicine, dexamethasone decr.expos., inhal. corticoster.incl.fluticasone plasma conc.incr., bosentan propion.plasma conc. incr., HMG-CoA reduct.inhibit.plasma conc.marked incr., immunosuppress. expos.incr., steady state syst. expos. to oestrog.bas.contracept.decr., effic.of progestog.poss.decr., fentanyl/ oxycodone/ tramadol conc. may incr., rifabutin expos.incr., sertraline & paroxetine expos.decr., trazodone plasma conc.incr., expos.decr.by telaprevir/ boceprevir., risperidone plasma conc.poss.incr., dasatinib/nilotinib/ vinblastine/ vincristine conc.inc., conc.of beta-block.poss.incr.

 XE "Prevymis" PREVYMIS, MSD [P/S]
Letermovir

Indications:Prophylax.of cytomegalovir.(CMV) reactivat. & dis.in adult CMV seroposit.recipients of an allogeneic haematopoiet.stem cell transplant (HSCT).

(S4) TABS, 54/20.2.8/0429

3006307-001: 240 mg, 28, R94 812,56

(S4) IV INJ, 54/20.2.8/0428 20 mg/ml

3006296-001: 240 mg, 1x12 ml vial, R3 713,86
Dosage: Admin.only by med.practit.exper.in allogen.haematopoiet.stem cell transplant. Tabs & IV presentat.interchang.with no dose adjustm. necess. IV inj.to be dil.bef.admin.& only admin.as IV infus.over 60 mins. Recomm.dose: 480 mg once dly. Commenc.ther.on day of transplant and no later than 28 days post-transpl.bef. or aft.engraftm. Prophylax.to contin. through 100 days post transplant. Safety & effic. for more than 100 days not stud. Prophylax. beyond 100 days may be benefic.in pts.at high risk for late CMV reactivat. Dose adjustm: Co-admin.with ciclospor.decr.to 240 mg once dly. If ciclospor.init. aft.start. Prevymis next Prevymis dose should be decr.to 240 mg once dly. If ciclospor. discont.aft.start. Prevymis next Prevymis dose should be incr.to 480 mg once dly. If ciclospor.tempor. interupt.due to high ciclospor.lev. no Prevymis adjustm.need. Miss.dose: Take as soon as remembered. If only remembered at time of next dose skip the miss.dose & resume reg.sched. Next dose should not be doubl./take more than prescrib.

Contraindications: Concom.pimozide/ergot alkaloids/St John’s Wort admin., when combin. with ciclospor., concom.dabigatran/ atorvastat./ simvastat., rosuvastat.or pitavastat.

Side effects: Common: N&V, diarrh. Uncommon: Hypersens., decr.appetite, dysgeus., headache, vertigo, abdom.pain, incr.alanine aminotransfer.& aspartate aminotransfer., musc.sp., incr.bld.creatinine, fatig., periph.oed.
Special warnings and precautions: Safety & effic.est.in pts.with negat.CMV DNA test prior to init.prophylax., monit.CMV DNA wkly.until wk 14 post transplant & subseq.bi-wkly.till wk.24, in clinic.CMV DNAemia/ dis.letermovir prophylax.was stop.& std.-of-care pre-empt.ther.(PET) init., where letermovir prophylax.init.& baseline CMV DNA test subseq.posit.prophylax.could be cont.if PET criteria met., cert.concom.med.prod.poss.result in known/ potent. signific.interacts.lead.to signific.advers. reacts./ decr.of plasma conc.lead.to reduc. therepeut. eff., lact.intol., control.Na diet, concom. repaglinide not recomm., S&E in pts.<18 yrs.not est., not recomm.in sev.hepat.impairm., not recomm.in mod.hepat.impairm.combin.with mod.to sev.ren.impairm., S&E not est.in end stage ren.dis.(ESRD), reproduct.toxic.shown in anim. stud., excret.in anim.milk, irrevers.testic. toxic. & impairm.observ.in male rats but not in male mice/male monkeys, eval.effs.bef.driv./ perform. complicat.tasks.
Interactions: Plasma expos.may vary depend.on dose regim./if combin.with ciclospor., more mark./ addit.effs.on concom.meds.if combin.with ciclospor., plasma conc.of meds.transport.by OATP1B1/3 incr., concom.strong & mod.induc.of transport (eg P-gp) &/enzyme.(eg.UGTs) poss.lead to subtherapeut.letermovir expos., OATP1B1/3 transport.inhibit.poss.incr.letermovir plasma conc., caut.if other OATP1B1/3 inhibit.are add.to letermovir combin.with ciclospor., poss.decr. plasma expos.& reduc.effic.of co-admin.meds mainly elimin.through metabol./by act.transport, clinic.relev.plasma conc.incr.of co-admin.CYP3A4 substrates, clinic.relev.plasma conc.incr.of co-admin. OATP1B1/3 substrates likely great.when Prevymis co-admin.with ciclospor., potent.decr. expos.of CYP2C9 and/or CYP2C19 substrates potent.result.in subtherapeut.lev., clinc.relev. plasma conc.decr.of co-admin.meds.that are signific.transport.by P-gp in the intestine, plasma conc.of meds.that are substrates of CYP2B6; UGT1A1 BCRP & OATP2B1 poss.incr./decr.theref. monit.recomm., plasma conc.of meds.transport.by ren.transport.OAT3 poss.incr.
 XE "Ranega" RANEGA, Mylan [P/S]
Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod. 50 mg
Indications: Treatm.of HIV-1 infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0200.199
3000956-001: 30, R245,62
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.requir.
Contraindications: Ren.funct.impairm., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.
Side effects: Freq: Hyperlactataem., headache, insomn, N&V, upper abdom.pain, diarrh., rash, alopec., prurit., arthralg., musc.disord., fatig., malaise, fev., dizzin., flatul., abnorm.dreams. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplalact.acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont., lipodystrophy, paraesthes., perip. neuropathyl.onset neurologic. disord. in childr.expos. in utero, pancreatit., incr. AST/ ALT, rhabdomyolys., decr.bone miner.dens., osteopen., fract., allerg.react., hepatit. Freq unknown: Hypophosphataem., dyspn., abdom. discomf., incr.amylase, ren.insuffic., ren.fail., Fanconi syndr., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., polyur., intest.nephrit., myopathy, osteomalac., hypersens., immune reconstit.syndr
Warnings and special precautions: Not indicat. for chron. HBV infect., safety & effic.not est. in HBV & HIV co-infects., monit. hepat.funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit.B ther. poss. necess., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, monit. ser.lipids & bld.gluc., pts.to seek med. advice if exper.joint pain/aches/stiffn./ movem. diffic.as osteonecros.poss., opportunist.infects.& other HIV complicat.may still devel., ARV ther.will not prev.transmiss.through sex.cont.& bld. transfus.& appropr.precaut.to contin., discont.in pts. develop.clinic./lab.find.suggest.lact.acidos./ hepatotox., pts.with known risk for liv.dis,pts.with hepatomegaly/ hepatit/other risk facts.for liv.dis./ hepat.steatos., pts.co-infect.with hepatit.C & treat. with alpha interferon & ribavarin, eff.on clinic. progress.of HIV-1 not demonstrat., investig.childr. expos.in utero to nucleoside & nucleotide analog. for poss. mitochondr.dysfunct.in case of relev.S&S, discont. ther.until pancreatit.excl.in cases of N&V/ abdom. pain/elev.biochem.mark., ren.funct. impairm., monit.liv.funct.in pts.with pre-exist.liv. dysfunct., cons.ther.interrupt./discont.if evid.of worsen. liv.dis., poss.incr.conc.of Ranega&/other ren. elimin.meds with meds.reduc.ren.funct./ compete for act.tubul.secret, monit.ren.funct.bef. init.ther & periodic.thereaft., avoid combin.with concurr./ recent nephrotox.meds., avoid in antiretrov. exper. pts.with HIV-1 harbour.K65R mutat., bone monit.in pts.with patholog.bone fract. hist./osteopen.risk, Ca & vit. D supplementat.poss benefic., incr.risk for sev.hepat.adverse effs.in chron. hepatit.B or C co-infect., ref.to PI of concom. hepat.B or C meds., exacerbat.of hepatit.incl. treatm. flares & flares aft.treatm.discont.with resumpt. of hepatit.B ther.poss.necess., immune reconstitut.inflam. syndr., limit.data in elderly > 65 yrs., discont.ther. immed.if any hypersens.react. susp./occurs.& init.appropr.ther., lact intol., avoid in wom.plan.pregn., reproduct.toxic.report., pregn. test in women of childbear.potent.bef.init./ periodic. dur.treatm. & when pregn.suspect., lamivudine excret.in breast milk, monit.with concom. co-trimoxazole, concom.ETR not recomm. unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./6 hrs. aft. Ca/Fe supplem.
Interactions: Lamivudine poss.inhib. intracellul. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev.of zidovudine, conc.of tenofovir /concom. med incr.with concom.drugs elimin.by glomerul.& act.tubul.secret., tenofov.ser.conc.incr. by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/AUC/Cmin., lopinavir/ritonavir incr.tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr.Cmax/AUC/Cmin of atazanavir, poss.incr.metformin/dofetilide/ pilsicainide plasma conc.with dolutegravir., poss. decr.dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc.dolutegravir plasma conc.with etravirine/ efavirenz/nevirapine/ rifampicin, incr.dolutegravir plasma conc.with atazanavir, decr.dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir/darunavir + ritonavir/ darunavir + ritonavir + etravirine
 XE "Retrovir" RETROVIR, GSK [P/S]

Zidovudine.
Indications: Short-term managem.of serious manifestat. of HIV infects.in pts.unable to take oral zidovudine formulats., to reduc.matern.-foet.rate of HIV transmiss.

(S4) IV INFUS, 29/20.2.8/0483.

825018-005: 200 mg/20 ml, 5x20 ml, R610,87
Dosage: Admin.slow IV infus.over 1 hr.; Not for IM inj; Dil.prior to admin.accord.to instructs. Adults: 70 kg pt: 1,9 mg/kg every 4 hrs.gen. recomm. Low.dos.may be select.depend.on degree of bone marrow reserve but effective.of low.dos.in treatm./prev.of HIV-assoc.neurologic.dysfunct.& malign.unknown. Effectiven.of less.freq.dos. remains to be est. Transf.to oral ther.ASAP. Dos. adjustm. poss.necess.accord.to haematologic. toxic.

Matern-foet.transmiss.prophylax: Oral treatm. until labour commenc. Admin.IV 2 mg/kg bm over 1 hr.follow.by contin.infus.of 1 mg/kg/hr until umbilic. cord clamp. Give to newborn oral sol.as describ. Babies unable to receiv.oral dos.admin. 1,5 mg/kg bm.over 30 mins.every 6 hrs.

Contraindications: Abnorm.low neutrophil.cell counts (less than 0,75x109 litre)/Hb levels (less than 7,5 g/decilitre), concom.stavudine

Side effects: Very comm: Naus. Comm: Anaem., neutropen., leucopen., hyperlactataem., dizzin., vomit., abdom.pain, diarrh., rais.bld.lev.of liv.enz. & bilirub., myalg., malaise. Uncomm: Thrombocytopen., pancytopen., dyspn., flatul., rash, prurit., myopathy, fev., gen.pain, asthen. Rare: Pure red cell aplas., lactic acidos., anorex., anx., depress., insomn., paraesthes., somnol., loss of mental acuity, convuls., cardiomyopathy, cough, oral mucosa pigmentat., taste disturb., dyspeps., pancreatit., liv.disords.incl.sev.hepatomegaly with steatos., nail & skin pigmentat., urticar., sweat., urin. infreq., gynaecomast., chills, chest pain, influenza-like syndr. Very rare: Aplast. anaem. Unknown: Redistribut./accumulat.of body fat.

Warnings and special precautions: Concom self-admin. med., limit.data on IV use exceed.2 wks., avoid use dur.first trimest.pregn.not est., lactat., teratogenic in anim, limit.data for use in childr., not a cure for HIV, pts.remain at risk of develop.illn.& opportunist.infects.assoc.with immune suppress., neoplasm incl.lymphoma develop.risk unknown,transmiss.still poss.to inft.in pregn. women despite ther., lact.acidos.& sev. hepatomeg.with steatos., known risk facts.for liv. dis., suspend in case of any find.suggest.of lact. acidos./hepatotoxic., investig.child.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr.dysfunct.in case of relev.S&S, consid. pancreatit. if pt.dev. abdom.pain/naus./vomit./ elev. biochemic.mark & discont.until diagnos.of pancreatit.excl., mod.to sev.ren.impairm., safety & effic. not been est.in pts.with signific.underly.liv. disords./dis, also consult prod.lit.of concom. antiviral ther.for hepatit.B/C, monit.liv.funct.in pts. with pre-exist.liv.dysfunct., discont.in case of exacerbat. of liv.dis., clin.exam.to eval.for signs of fat redistribut., monit.ser.lipids & bld.gluc., immune reconstit. syndr., pts.with chron. hepatit. B/C treat.with antiretrovir.ther.are at incr. risk for sev. & potent.fatal hepat.adverse reacts., monit. hepat.funct.for sev.mnths. in pts.co-infect.with HIV & HBV who discont.ther, avoid concom.ribavirin, pts. to seek med.advice if exper.joint pain/aches/ stiffn./ movem.diffic.as osteonecros.poss., opportunist. infects & other HIV complicat.still poss., risk of transmiss.through sex.contact/ bld. contaminat.not reduc., monit.haematolog. parameters incl.haemoglob.lev./neutrophil counts wkly., long-term effs.of in utero/inft. expos. unknown, elderly, prolong.treatm.with atovaquone, separate admin. of concom.clarithromycin by at least 2 hrs., monit.concom.phenytoin bld.lev., incr. neutropen.with low vit. B12 lev.

Interactions: Meds.prim.elimin.by hepat.metabol. esp. via glucuronidat.may inhib.metabol.of zidovudine, atovaquone decr.rate of metabol, reduc. absorbt.with concom.clarithromycin, intracell. phosphorylat.of stavudine inhibit., probenecid incr.mean half-life and AUC, rifampicin decr. zidovudine AUC, lamivudine incr.Cmax, poss. incr. toxic.risk with potent nephrotox./ myelosuppres. meds.

 XE "Reydin" REYDIN, Cipla Medpro [P/S]

Lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0451.450

3000532-002: 30, R184,20
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Uncontroll.ren.fail., pregn.& lactat., wom.of child-bear.age not using high. effect. contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.liv funct.impairm.

Side effects: Freq: Hyperlactataem., headache, insomn., N&V, upper abdom.pain, diarrh., rash, alopec., prurit., arthralg., musc.disord., fatig., malaise, fev., dizzin., flatul., abnorm.dreams, hepatit., incr.liv.enzymes., ren.insuffic., incr. creatin., proxim.tubulopathy, ren.fail., ac.tubul. necros., nephrogen.diabet.insipid., proteinur. Less freq: Hypersens., immune reconstit.syndr, lact. acidos./ sev.hepatomegaly with steatos.incl fatal. cases esp.women, lipodystrophy, pancreatit., elev. ser. amylase, trans.incr.AST/ALT, neutropen., anaem., thrombocytopen., rhabdomyolys., decr. bone miner.dens., osteopen., fract., allerg.react., sev. ac. exacerbat.of hepatit.B aft.discont. Freq unknown: Pure red cell aplas., periph.neuropathy, paraesthes., late onset neurolog.disord.in childr. expos. in utero, hypophosphataem., dyspn., abdom. discomf., incr.amylase

Warnings and special precautions: Safety & effic. not est.in HBV & HIV co-infects., monit. hepat. funct.for sev. mnths. in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther. poss.necess., eval.for signs of fat redistribut., CV risk assessm.in pts.with evid.of lipodystrophy, immune reconstitut.inflam.syndr., pts.to seek med.advice if exper.joint pain/aches/ stiffn./ movem.diffic.as osteonecros.poss., opportunist. infects.& other HIV complic.may still devel., ARV ther.will not prev.transmiss.through sex. cont.& bld.transfus.& appropr.precaut.to contin., discont.in pts.develop. clinic./lab.find. suggest. lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts.co-infect. with hepatit. C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonstrat., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther.until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., monit.liv.funct.in pts. with pre-exist.liv.dysfunct., cons.ther.interrupt./ discont.if evid.of worsen.liv.dis., ren.funct. impairm., poss.incr.conc.of Reydin &/ other ren. elimin. meds with meds.reduc.ren.funct./compete for act. tubul.secret, monit.ren.funct.bef.init.ther & periodic.thereaft.,avoid combin.with concurr./ recent nephrotox.meds., avoid in antiretrov. exper.pts. with HIV-1 harbour.K65R mutat., bone monit. in pts. with patholog.bone fract.hist./ osteopen.risk, incr.risk for sev.hepat.adverse effs. in chron.hepatit.B or C co-infect., ref.to PI of concom. hepat.B or C meds., limit.data in elderly > 65 yrs., discont.ther.immed.if any hypersens. react. susp./occurs.& init.appropr.ther., avoid in wom. plan.pregn., pregn. test in women of childbear. potent. bef.init./periodic.dur.treatm. & when pregn. suspect., lamivudine excret. in breast milk, monit. with concom.co-trimoxazole, concom.ETR not recomm.unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont.antacids, admin.2 hrs.bef./ 6 hrs.aft. Ca/Fe supplem.

Interactions: Lamivudine poss.inhib. intracell. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev. of zidovudine, conc.of tenofovir/ concom.med incr.with concom.drugs elimin.by glomerul. & act.tubul.secret., tenofov.ser.conc. incr.by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/ AUC/Cmin., lopinavir/ritonavir incr.tenofovir AUC/ Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/AUC/ Cmin of atazanavir, poss.incr.metformin/dofetilide/ pilsicainide plasma conc.with dolutegravir., poss. decr.dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St John’s Wort though no studies, reduc.dolutegravir plasma conc. with etravine/ efavirenz/nevirapine/ rifampicin, incr.dolutegravir plasma conc.with atazanavir/ atazanavir+ritonavir, decr.dolutegravir conc. with tipranavir + ritonavir/ ritonavir+ fosamprenavir/ darunavir+ritonavir.

 XE "Riatem" RIATEM, Innovata Pharma [P/S]

Atazanavir sulph. 300 mg, ritonavir 100 mg

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect

(S4) TABS, 48/20.2.8/1248
3002386-001: 30, R336,85
Dosage: 1 tab.once dly.with food.

Contraindications: Mod.to sev.hepat.impairm., concom rifampicin/ St John’s Wort, concom.meds. highly depend.on CYP3A4 for clear.& with narrow therap. wind.incl.digoxin/amiodarone/bepridil/ flecainide/ encainide/propafenone/quinidine/anti-histamines/ ergot alkaloids/cisapride/pimozide/  triazolam/ midazolam/ketoconazole/itraconazole/ voriconazole/ lovastatin/simvastatin/quinidine, safety in pregn.& lactat./elderly not est.

Side effects: Atazanavir: Freq: Abdom.pain, diarrh., dyspeps., N&V, asthen., fatig., dizzin., headache, insomn., periph.neurolog.sympts., jaund., rash, scler.icterus. Less freq: Abnorm. dreams, amnes., confus., somnol., abnorm.gait, allerg. react., anorex., incr.appet., decr.weight, weight gain, anx., depress., sleep disord., arthralg., musc.atrophy, myalg., myopathy, chest pain, fev., malaise, dry mouth, dysgeus., flatul., gastrit., pancreatit., stomatit.aphthous, abdom. distens., dyspn., gynaecomast., haematur., pollakiur., proteinur., kidn.pain, nephrolithias., hepatit., hepatosplenomeg., hypertens., syncope, oed., palpitat., vasodil., lipodystrophy, alopec., eczema, prurit., urticar., vesiculobull.rash, Stev.-Johns.syndr., toxic epiderm.necrolys., eryth. mutiforme. Ritonavir: Freq: Abnorm.LFT, abdom. pain, diarrh., N&V, dry mouth, dyspeps., eructat., flatul., loc.throat irrit., mouth ulc., anorex., hyperlipem., weight loss, anx., insomn., asthen., fev., pain, circumor.paresthes., headache, periph. paresthes., taste pervers., dizzin., hyperesthes., paresthes., somnol., incr.cough, maculopapul.rash, prurit., rash, sweat., myalg., pharyngit, vasodilat. Less freq: Arthalg., arthros., back/fac./neck pain, joint disord., musc.cramps/weakn., myosit., neck rigid., rhabdomyolys., twitch., abnorm.dreams, amnes., aphas., atax., convuls., grand mal convuls., inco-ordinat., neuralg., neuropathy, paralys., parosm., periph.neuropathy, taste loss, trem., vis.field defect, abnorm.electro-oculogr./electroretinogr, abnorm.gait, chest pain, chills, flu syndr., malaise, substern.chest pain., abnorm.vis., amblyop./blurr.vision, blepharit., diplop., eye pain, irit., photophob., uveit., accident. inj., hypotherm., acne, cont. dermatit., dry skin, eczema, fac.oed., folliculit., Mollusc.contagios., photosens. psorias., seborrh., urticar., vesiculobull. rash, agitat., confus., depress., emotion.lability, euphor., hallucinat., decr.libido, nervousn., personality disord., abnorm.think., allerg.reacts., anaem., ecchymos., leukopen., lymphadenopathy, lymphocytos., thrombocytopen., asthma, dyspn., epistax., hiccup, hypoventilat., interstit.pneum., lung disord., rhinitis., avitaminos., cachex., dehydrat., oed., glycosur., gout, hypercholesteraem., periph.oed., lipodystrophy, cholangit., hepatit., hepatomeg., liv.damage, diabet. mellit., dysur., haematur., kidn.calcul./ fail./ pain, noctur., polyur., pyelonephrit., urethrit., urin.freq., urin.retent., ear pain, hear.impairm., incr. cerum., tinnit., vertigo., enlarg.abdom., abnorm.stools, bloody diarrh., cheilit., colit., constip., dysphag., oesophagit., gastrit., gastroenterit., gastrointest.disord./haemorrh., gingivit., ileit., oral monilias., pancreatit., periodont. absc., rect.disord., tenesm., thirst, impot., penis disord., palpitat., syncope, haemorrh., hypotens., migraine, periph.vasc. disord., postur.hypotens., tachycard Unknown. freq: Menorrhag., MI, seiz.

Warnings and special precautions: New onset/ exist.diab.mellit.exacerbat., hyperglycaem., allerg.reacts., incr.risk for.furth transamin.elev.in underly.hepatit.B/C or mark.transamin.elev.prior to init.treatm., pre-exist.mild liv.dis./liv.enzyme abnormal./ hepatit., discont.ther.until pancreatit. excl.in cases of N&V/abdom.pain/elev.biochem. mark., ser.cortisol conc.decr.with concom. fluticasone. , PDE5 assoc.adverse events poss. incr.,concom. HMG-CoA reduct.inhibits, eval.for signs of fat redistribut., CV risk assessm.with evid. of lipodystrophy, immune reconstit.syndr.where pts. whose immune syst. respons may develop inflamm. respon.to indol./resid.opportunist. infects. necessitat.furth.evaluat.& treatm., pts.to seek med.advice if exper.joint pain/aches/stiffn./ movem.diffic.as osteonecros.poss, opportunist. infects.& other HIV complicat.may still devel., ARV ther. will not prev.risk of transmiss.through sex. cont.& bld.contamin.& appropr.precaut.to contin., monit. vir.load/CD4 counts reg., discont.if sev. rash/ nephrolithias.develops, treatm.-emerg. hepatit./ transamin.elev.in pts.co-infect.with hepatit. B/C, poss.incr.bleed.by haemophiliacs, pre-exist. conduct.syst.dis., meds.known to induc. PR-interv.prolongat., cholesterol./ triglycerid. monit, eval.for alternat.etiolog.in pts.with simultan. hyperbilirubinaem.with hepat. transamin.elev., no long-term safety data avail.for pts. exper.persist.elev.in bilirub.> 5x ULN, consid. altern.antiretrovir.ther.if jaund./scleral icterus assoc. with bilirub.elev.pres.cosmet.concerns, dos. reduct.not recomm.as long-term effic.of reduc.dos. not est., elderly, poss.CNS effs.may influence driv./ machine operat., lact intol., recomm.dos.with saquinavir combinat.not est., therapeut. conc. monit. of system.lidoc., monit.for concom. irinotecan /tenofovir assoc.adverse effs., ECG monit. with concom.Ca chann.block.(diltiazem), monit.INR with concom.warfar., admin.2 hrs.bef./1 hr.aft. concom.antacids/buffer.meds., ketoconazole & itraconazole dos.>200 mg/day when combin.with ritonavir, alt.non-hormon. contracept.with ritonavir combinat.ther.

Drug interactions: Atazanavir: Plasma conc.of drugs metabol. by CYP3A4 (e.g.Ca chann.block./ HMG CoA reduct.inhibit./immunosuppress./ PDE5inhibits.incr., plasma conc.decr.by other drugs that induc CYP3A4 (e.g. rifampicin), drugs.inhibit. CYP3A4 incr. plasma conc., didanosine/efavirenz/ tenofovir/ nevirapine decr.expos.to atazanavir, saquinavir expos.incr., ritonavir incr.expos to atazanavir., poss.indirect (unconjugat.) hyperbilirubinaem. due to inhibit. of UGT with concom.indinav., incr.expos.to other protease inhibit. if co-administer., incr.verapamil ser.conc., amiodarone/syst. lidocaine & quinidine conc.incr., rifabutin expos.incr., reduc.irinotecan metabol., diltiazem expos.incr., ac.ergot toxicity with concom. ergot derivat., incr.atorvastat.expos., decr. plasma conc.with proton-pump inhibits., poss incr.conc of midazolam/triazolam, decr.plasma conc. with St.John’s wort., antacids/buffer. meds. reduc.plasma conc., expos.to warfar./TCA’s incr. with potent.to prod.ser./life threat.events, trazodone plasma conc.poss.incr., voriconazole alone poss.incr.plasma conc., PDE5 inhibit. conc. incr., plasma conc.decr.by H2-recept.antagon., ciclosporin/tacrolimus/sirolimus plasma conc.incr, ser. cortisol conc.decr.with concom.fluticasone., clarithromycin conc.incr.caus.poss.QTc prolongat., ethinyl estradiol & norethindrone lev.incr.. Ritonavir: Agents which incr.CYP3A activ. e.g.phenobarbital, carbamazepine, dexamethasone, phenytoin, rifampin & rifabutin decr. ritonavir plasma conc., therapeut.eff.of direct. glucuronidated agents lost, dos.reduct. poss. for those agents extens.metabol.by CYP3A, card. & neurolog.events with disopyram./mexilet./ nefazodone/ fluoxet., desipramine AUC incr., didanosine Cmax & AUC reduc., ketoconazole mean-half life incr., AUC of sulfamethoxazole reduc.and of trimethoprim incr., mean Cmax & AUC of ethinyl oestradiol reduc., AUC of theophylline decr., plasma conc.decr.with concom.St John’s Wort, alprazolam Cmax decr., amprenavir/indinavir/ digoxin/ nelfinavir/rifabutin/saquinavir/sildenafil/ tadalafil/ vardenafil/trazodone/vincristine/ vinblastine/ fluticasone propionate conc.incr., bosentan Cmax & AUC incr., bupropion lev.decr., buspirone lev.elev., clarithromyc.metabol.inhibit., ritonavir Cmax & AUC incr.by delavirdine, AUC incr. with concom.efavirenz & efavirenz AUC incr., fusidic acid & ritonavir conc.incr.if admin.concom., methadone/ warfarin conc.decr., voriconazole AUC decr., zidovudine AUC/Cmax decr., tobacco decr AUC

 XE "Ritoataz" RITOATAZ, Emcure [P/S]

Atazanavir sulph. 300 mg, ritonavir 100 mg

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect

(S4) TABS, 48/20.2.8/1247
3001247-001: 30, R379,39
Dosage: 1 tab.once dly.with food.

Contraindications: Mod.to sev.hepat.impairm., concom rifampicin/ St John’s Wort, concom.meds. highly depend.on CYP3A4 for clear.& with narrow therap. wind.incl.digoxin/amiodarone/bepridil/ flecainide/ encainide/propafenone/quinidine/anti-histamines/ ergot alkaloids/cisapride/pimozide/  triazolam/ midazolam/ketoconazole/itraconazole/ voriconazole/ lovastatin/simvastatin/quinidine, safety in pregn.& lactat./elderly not est.

Side effects: Atazanavir: Freq: Abdom.pain, diarrh., dyspeps., N&V, asthen., fatig., dizzin., headache, insomn., periph.neurolog.sympts., jaund., rash, scler.icterus. Less freq: Abnorm. dreams, amnes., confus., somnol., abnorm. gait, allerg.react., anorex., incr.appet., decr.weight, weight gain, anx., depress., sleep disord., arthralg., musc.atrophy, myalg., myopathy, chest pain, fev., malaise, dry mouth, dysgeus., flatul., gastrit., pancreatit., stomatit.aphthous, abdom.distens., dyspn., gynaecomast., haematur., pollakiur., proteinur., kidn.pain, nephrolithias., hepatit., hepatosplenomeg., hypertens., syncope, oed., palpitat., vasodil., lipodystrophy, alopec., eczema, prurit., urticar., vesiculobull.rash, Stev.-Johns.syndr., toxic epiderm.necrolys., eryth. mutiforme. Ritonavir: Freq: Abnorm.LFT, abdom. pain, diarrh., N&V, dry mouth, dyspeps., eructat., flatul., loc.throat irrit., mouth ulc., anorex., hyperlipem., weight loss, anx., insomn., asthen., fev., pain, circumor.paresthes., headache, periph.paresthes., taste pervers., dizzin., hyperesthes., paresthes., somnol., incr.cough, maculopapul.rash, prurit., rash, sweat., myalg. Less freq: Arthalg., arthros., back/fac./neck pain, joint disord., musc.cramps/weakn., myosit., neck rigid., rhabdomyolys., twitch., pharyngit., vasodilat., abnorm.dreams, amnes., aphas., atax., convuls., grand mal convuls., incoordinat., neuralg., neuropathy, paralys., parosm., periph.neuropathy, taste loss, trem., vis.ﬁeld defect, abnorm. electro-oculogr./electroretinogr, abnorm. gait, chest pain, chills, flu syndr., malaise, substern.chest pain., abnorm.vis., amblyop./blurr. vision, blepharit., diplop., eye pain, irit., photophob., uveit., accident.inj., hypotherm., acne, cont. dermatit., dry skin, eczema, fac.oed., folliculit., mollusc. Contagios., photosens.psorias., seborrh., urticar., vesiculobull.rash, agitat., confus., depress., emotion.lability, euphor., hallucinat., decr. libido, nervousn., personality disord., abnorm.think., allerg.reacts., anaem., ecchymos., leukopen., lymphadenopathy, lymphocytos., thrombocytopen., asthma, dyspn., epistax., hiccup, hypoventilat., interstit.pneumon., lung disord., rhinitis., avitaminos., cachex., dehydrat., oed., glycosur., gout, hypercholesteraem., periph.oed., lipodystrophy, cholangit., hepatit., hepatomeg., liv.damage, diabet. mellit., dysur., haematur., kidn.calcul./ fail./ pain, noctur., polyur., pyelonephrit., urethrit., urin.freq., urin.retent., ear pain, hear.impairm., incr. cerum., tinnit., vertigo., enlarg.abdom., abnorm.stools, bloody diarrh., cheilit., colit., constip., dysphag., oesophagit., gastrit., gastroenterit., gastrointest.disord./haemorrh., gingivit., ileit., oral monilias., pancreatit., periodont.absc., rect.disord., tenesm., thirst, impot., penis disord., palpitat., syncope, haemorrh., hypotens., migraine, periph.vasc. disord., postur.hypotens., tachycard., dehydrat., hypotens., syncope, ren.insufﬁc., menorrhag., MI, seiz.

Warnings and Special precautions: New onset/ exist.diab.mellit.exacerbat., hyperglycaem., allerg.reacts., incr.risk for.furth transamin.elev.in underly.hepatit.B/C or mark. transamin.elev.prior to init.treatm., pre-exist.mild liv.dis./liv.enzyme abnormal./ hepatit., discont.ther.until pancreatit. excl.in cases of N&V/abdom.pain/ elev.biochem. mark., ser.cortisol conc.decr.with concom. fluticasone. , PDE5 assoc.adverse events poss. incr., eval. for signs of fat redistribut., CV risk assessm. with evid. of lipodystrophy, immune reconstit. syndr.where pts.whose immune syst. responds may develop inflamm.respon.to indol./ resid. opportunist.infects.necessitat.furth.evaluat. & treatm., pts.to seek med.advice if exper.joint pain/ aches/stiffn./movem.diffic.as osteonecros. poss, opportunist.infects.& other HIV complicat. may still devel., ARV ther.will not prev.risk of transmiss. through sex.cont.& bld.contamin.& appropr. precaut.to contin., monit.vir.load/CD4 counts reg., discont.if sev. rash/nephrolithias. develops, treatm.-emerg.hepatit./ transamin. elevat. in pts.co-infect.with hepatit.B/C, poss.incr. bleed. by haemophiliacs, pre-exist.conduct.syst. dis., meds.known to induc.PR-interv.prolongat., cholesterol./ triglycerid.monit, eval.for alternat. etiolog. in pts.with simultan.hyperbilirubinaem. with hepat.transamin.elev., no long-term safety data avail. for pts.exper.persist.elev.in bilirub.> 5x ULN, consid.altern.antiretrovir.ther.if jaund./scleral icterus assoc.with bilirub.elev.pres.cosmet. concerns, dos.reduct.not recomm.as long-term effic. of reduc.dos. not est., elderly, poss.CNS effs. may influence driv./machine operat., lact intol., recomm.dos.with saquinavir combinat.not est., therapeut. conc.monit.of system.lidoc., monit.for irinotecan/ tenofovir assoc. adverse effs.with concom.ther., ECG monit.recomm.with concom. Ca chann.block.(diltiazem), monit.INR with concom. warfar., admin.2 hrs.bef./1 hr.aft. concom. antacids/ buffer.meds., ketoconazole & itraconazole dos.>200 mg/day when combin.with ritonavir, alt.non-hormon.contracept.with ritonavir combinat.ther.

Drug interactions: Atazanavir: Plasma conc.of drugs metabol. by CYP3A4 (e.g.Ca chann.block./ HMG CoA reduct.inhibit.& immunosuppress.incr., plasma conc.decr.by other drugs that induc CYP3A4 (e.g. rifampicin), drugs.inhibit.CYP3A4 incr. plasma conc., didanosine/efavirenz/ tenofovir/ nevirapine decr.expos.to atazanavir, saquinavir expos. incr., ritonavir incr.expos to atazanavir., poss.indirect (unconjugat.) hyperbilirubinaem. due to inhibit. of UGT with concom.indinav., incr.expos.to other protease inhibit. if co-administer., incr. verapamil ser.conc. amiodarone/syst. lidocaine & quinidine conc.incr., rifabutin expos.incr., reduc. irinotecan metabolism, diltiazem expos.incr., ac.ergot toxicity with concom. ergot derivat., incr.atorvastat. expos.,decr.plasma conc.with proton-pump inhibits., poss incr.conc of midazolam/triazolam, decr. plasma conc.with St.John’s wort., antacids/ buffer. meds.reduc.plasma conc., expos.to warfar./ TCA’s incr.with potent.to prod.ser./life threat. events, trazodone plasma conc.poss.incr., voriconazole alone poss.incr.plasma conc., PDE5 inhibit. conc.incr., plasma conc.decr.by H2-recept. antagon., ciclosporin/tacrolimus/sirolimus plasma conc. incr, ser.cortisol conc.decr.with concom. fluticasone., clarithromycin conc.incr.caus.poss. QTc prolongat., ethinyl estradiol & norethindrone lev.reduc.. Ritonavir: Agents which incr.CYP3A activ. e.g.phenobarbital, carbamazepine, dexamethasone, phenytoin, rifampin & rifabutin decr. ritonavir plasma conc., therapeut.eff.of direct. glucuronidated agents lost, dos.reduct. poss. for those agents extens.metabol.by CYP3A, card. & neurolog.events with disopyram./mexilet./ nefazodone/ fluoxet., desipramine AUC incr., didanosine Cmax & AUC reduc., ketoconazole mean-half life incr., AUC of sulfamethoxazole reduc.and of trimethoprim incr., mean Cmax & AUC of ethinyl oestradiol reduc., AUC of theophylline decr., plasma conc.decr.with concom.St John’s Wort, alprazolam Cmax decr., amprenavir/indinavir/ digoxin/ nelfinavir/rifabutin/saquinavir/ sildenafil/ tadalafil/ vardenafil/trazodone/vincristine/ vinblastine/ fluticasone propionate conc. incr., bosentan Cmax & AUC incr., bupropion lev.decr., buspirone lev.elev., clarithromyc.metabol.inhibit., ritonavir Cmax & AUC incr.by delavirdine, AUC incr. with concom.efavirenz & efavirenz AUC incr., fusidic acid & ritonavir conc.incr.if admin.concom., methadone/ warfarin conc.decr., voriconazole AUC decr., zidovudine AUC/Cmax decr., tobacco decr AUC

 XE "Rizene" RIZENE, (Unicorn) Adcock Ingram Ltd [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Mono- or combinat.ther.for HIV-1 infect. in adults

(S4) TABS, 47/20.2.8/0327

721720-001: 30, R184,00
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concom.astemizole/bepridil/ cisapride/ midazolam/pimozide/ triazolam/ergot derivat/ St John’s Wort., concom.voriconazole, mod.-sev.ren.impairm., concom.meds/combinat. contain lamivudine, safety & effic.in pts.less than 18 yrs.not est., pregn. & lactat.

Side effects: Efavirenz: Freq: Arthralg., myalg., dyspeps., abdom.pain, pancreatit., diarrh., N&V, headache, dizzin., insomn., imp.concentrat., anx., agitat., nervousn., euphor., confus., somnol., amnes., abnorm. think./ dream., severe depress., prurit., skin rash, rais.liv.enzymes. Less freq.: Hypoaesthes., convuls., paraesthes., nervousn., erythema multiforme, Stev.-Johns.syndr., photo-allerg. dermatit., skin discolourat., palpitat., rais. ser. cholester./triglycerid./amylases, tinnit., allerg. reacts, gynaecomast., redistrib./accumulat.of body fat, hypercholesterolaem., hypertriglyceridaem., anorex., aggress.reacts., agitat., delus., emotion. lability, mania, neuros., paranoia, psychos., suicide, abnorm.coordinat., atax., convuls., hypoesthes., trem., abnorm.vis., dyspn., constip., malabsorpt., incr.hepat.enzymes, hepatit., flush., nail disorders, myopathy. Freq.unknown.: Aggress. behav., suicid.thoughts/attempts, hallucinat., fatig., hepat.fail,, myopathy, malabsorpt. Emtricitabine & Tenofovir: Freq.: Anorex., lact.acidos, anx., headaches, back pain, cough, rhinit., pneum., dyspeps., abdom.pain, diarrh., N&V, flatul., rash, prurit. Less freq.: Dyspn., pneum., hepatotox., hyperpigmentat.of soles &/ or palms, maculopapul./vesiculobull. rash, urticar., pancreatit., paraesthes., periph. neuropathy, insomn., dizzin., headache, myalg., bone pain, osteomalac., arthralg., myopathy, abnorm. dreams. Freq.unknown: Allerg.reacts., hypophosphataem., lact.acidos., dyspn., incr.liv. enzymes, hepatit., rash, osteomalac., ren. insuffic./ fail., Fanconi syndr., proxim.tubulopathy, proteinur., incr.creatin., ac.tubul.necros., nephrogen. diabet.insipid., polyur., interstit. nephrit., neutropen., anaem., breast enlargem., depress., elev.bilirubin./pancreat.amylase/ser. gluc./ urine gluc., rais.serum amylase/ liv.enzymes, hypophosphataem., fatig., nephrit, ren.impairm., Fanconi's syndr., polyur., sweat. Efavirenz + Emtricitabine & Tenofovir: Freq: Sinusit., URTI, nasopharyngit., immune reconstit.syndr., depress., insomn., abnorm.dreams, somnol., headache, dizzin., diarrh., N&V, rash, fatig. Freq.unknown.: Lab. abnormalit.relat.to fast.cholester./creat. kinase/ ser.amylase/alkaline phosphat/AST/ALT/ haemoglob./ hyperglycaem./haematur./ neutrophils/ fast.triglycerid./hypertriglyceridaem./ hypercholesterolaem./ insul.resist./ hyperlactataem./ hyperlipidaem., Cushingoid appear., accumulat.of body fat, dorsocervic.fat enlargem.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.in clinic./lab.find.suggest. lact. acidos./hepatotox., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., monit.liv.funct.with pre-exist. liv.dysfunct., cons.ther.interrupt./discont.if evid. of worsen.liv.dis.monit.liv.enzymes partic.in known/ suspect.hepatit.B/C infect.hist./concom. hepatotox meds., test for chron.hepatit.B bef.init. ther., sev.ac.exacerbat.of hepatit.B aft.discont., immed. risk vs.benefit eval.of cont.ther.when ser. psych. sympts.exper., do not admin.in pts.with creatin. clear.< 50 ml/min, determ.creatin.clear. bef. init./dur.ther., avoid with concom./rec. nephrotox. agents, pts at risk of ren.impairm., antihistam./ corticoster.for mild to mod.rash to improv. tol.& resolv.rash, discont.in case of sev. skin rash, monit. BMD in pts.with patholog.bone fract. hist./at risk of osteopen., Ca & vit.D supplementat. poss.benefic., cholesterol./ triglycerid. monit, seiz.hist., period.plasma monit. of anticonvuls.ther., eval.for signs of fat redistrib., immune reconstit.syndr., opportunist.infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss.through sex.cont./bld.contam., elderly, perf.pregn.test in women of childbear.age prior to init.ther., barr.contracept.tog.with other methods recomm.dur.& for 12 wks.aft. discont. treatm, concom.didanosine/atazanavir or lopinavir/ ritonavir & discont.if advers.effs.develop, addit. ritonavir.recomm.with concom. fosamprenavir/ ritonavir once dly., monit.INR with concom. warfar., do not admin.concom.saquinavir as sole protease inhibit., monit.liv enzym.with concom. meds. assoc.wih hepat.toxic./known or suspect. HVB/C, no dos.recomm.for itraconazole avail. theref.seek alt.antifung., rash report.with efavirenz & clarithromycin theref.consid.alt.eg.azithromycin, combinat.with other macrolides not stud.

Interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., meds.induc.CYP3A4 activ.incr. elimin, ser.conc.of emtricitabine/tenofovir incr.by acyclovir/adefovir dipivoxil/cidofovir/ ganciclovir/ valacyclovir/valganciclovir, conc.of emtricitabine/ tenofovir/concom.med incr.with concom.drugs compet. for act.tubul.secret./decr.ren.funct, tenofovir incr.didanosine plasma conc., efavirenz decr. amprenavir ser.conc., efavirenz & tenofovir decr.atazanavir conc., atazanavir incr.tenofovir conc, efavirenz decr.indinavir conc., tenofovir conc. incr.with lopinavir/ritonavir combinat., tenofovir decr.lopinavir conc., poss.ritonavir & efavirenz conc. decr.with ritonavir, poss.saquinavir conc. decr., poss.didanosine conc.decr., warfar.plasma conc.incr./decr., carbamazepine/ phenytoin/ phenobarbit. & efavirenz conc.decr.with these anticonvuls., sertraline/ itraconazole/ ketoconazole/ clarithromyc./rifabutin/Ca chan. block./ HMG-CoA reduct.inhibit plasma conc.decr., methadone plasma lev.decr.result.in opiate withdr. signs in HIV infect.IV drug users, rifampicin decr. efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Shilova" SHILOVA, Aurogen [P/S]
Valaciclovir

Indications: Herpes zoster (shingles), recurr.genit. herpes.in immunocompet.adult pts., prevent.of recurr. H.simplex infect.of skin & ano-genit. mucous membr., CMV infect.prophylax., CMV dis. & other herpes vir.infect.prophylax.aft.organ transpl. in spec.risk cases.

(S4) TABS. 45/20.2.8/0590
719995-001: 500 mg, 10, R251,54
719995-002: 500 mg, 30, R754,61
719995-003: 500 mg, 42, R1 056,35
Dosage: Adults: Herpes zoster: 1 000 mg 3x/dly for 7 days.

Recurr.genit.herpes: Init. within 24 hrs.of S&S onset./dur.prodromal.per: 500 mg 2x/day x5 days.

Prevent.of recurr.H.Simplex: Immunocompet. pts: 500 mg once dly. or 500 mg as div.dos.of 250 mg 2xdly.in very freq.occurr. Immunocomprom. pts: 500 mg 2xdly.

CMV infect.& dis.prophylax: Adults & adolesc. from 12 yrs: 2 000 mg 4xdly admin.as early as poss.post-transpl.& reduc.accord.to creat. clear. Durat.usual. 90 days but poss.extend.in high risk pts.

Contraindications: Acyclovir hypersens., safety in pregn.& lactat.not est., no data avail.for childr.

Side effects: Ac.ren.fail., CNS effs., seiz., encephalopathy, bld.dyscras., leukocytoclast. vasculit., ac.hypersens. reacts.incl.anaphylax. /angioed., headache, decr.consciousn.in ren. insuffic., dizzin., fatig., atax., coma, dysarthr., trem., psych.disords., vis.abnormal., tachycard., hypertens., GI disturbs., hepatit., abnorm.LFT, jaund., fac.oed., skin reacts.incl.erythema multiform. /Stev.Johns.syndr./tox.epiderm. necrolys., alopec., photosens., arthralg., ren. insuff., dysmenorrh.

Special precautions: Foet.abnormal.report.in rats, elderly, ren.funct.impairm., underly.ren.dis., potent. nephrotox.meds., maint.adeq.hydrat., discont. ther.if CNS adverse reacts.occur, other meds. aff.ren.physiol., concom.meds.compet.with acyclovir for eliminat.potent.incr.plasma lev.of one/ both meds., clinic.exper.limit.in pts.with advanc. cirrhos., no data on effic.if init.more than 24 hrs.aft. S&S onset in recurr.genit.herpes.

Warnings: Thrombot./thrombocytopen.purpura/ haemolyt. uraem.syndr poss.result.in death report. in pts.with advanc. HIV dis./aft.bone marr.& ren. transpl.

Drug interactions: Cimetidine & probenec.decr. ren.excret., plasma AUC’s of aciclovir & mycophenolate mofetil metabol.both incr.when admin. concom.

 XE "Stigra" STIGRA, Emcure [P/S]

Dolutegravir

Indications: HIV treatm.in adults 18 yrs.& old.in combinat.with other antiretrovir.ther.

(S4) TABS, 52/20.2.8/0303

3002340-001: 50 mg, 30, R224,25
Dosage: Init.ther.by med.pract.exper.in HIV treatm.

Adults: Treatm.naive & treatm.-exper.and integrase inhibit.naive: Recomm.dos: 50 mg once dly.

Integrase inhibit.resist.: 50 mg 2xdly.

Contraindications: Concom.dofelitide/ pilsicainide/ adefovir/dipivoxil/didanosine/ metformin, mod./sev.hepat.impairm., pts <18yrs., pregn.& lactat, wom.of child bear.age not using highly effect.contracept.

Side effects: Freq: Fatig., headache, dizzin., abnorm.dreams,.incr.AST/ALT/CPK/ bilirub., insomn., depress., anx., naus., diarrh., vomit., flatul., upper abdom.pain, rash, prurit. Less freq: Abdom. pain/discomf., hepatit/ac.hepat.fail. , arthralg., myalg., hypersens., immune reconstit. syndr, suicid.ideat./attempt, elev.ser.lipid/ gluc. lev., osteonecros.esp.in advanc.HIV &/longt.expos. to combin.ARV ther., auto-immune disords.

Warnings and special precautions: Cross. placent. barrier in animals, excret.in breast milk, limit.data in elderly ≥ 65 yrs., do not use with etravine without concom.atazanavir/ritonavir, darunavir/ ritonavir or lopinavir/ritonavir combinat., avoid concom.oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St.John’s Wort, admin.2 hrs.bef./6 hrs.aft.antacids contain. polyval.cations, discont.ther./other suspect.agents immed.if any signs/sympts.of hypersens.devel., monit. clinic.status incl.LFT & init.appropr.ther., CV risk assessm.with lipodystrophy evid., immune reconstit. syndr., alert physic.to joint aches/ pain/stiffn./movem.diffic.as osteonecros.poss., opportunist. infects.& other complicat.of HIV infect. may contin., monit.vir.load/CD4 counts reg., transmiss.risk through sex.contact/contam.bld.not reduc., hepat.impairm., monit.liv.funct.in hepatit.B &/C co-infect., pres.of integrase class resist., init./ maint.effect.hepatit.B ther.when start.dolutegravir in hepatit.B co-infect., eval.any inflamm.sympt.& init. ther.if necess., concom.ETR not recomm. unless receiv.concom.ATV+RTV/LPV+RTV or DRV+RTV.
Interactions: Decr.plasma conc.with etravine/ efavirenz/rifampicin/tipranavir+ritonavir, fosamprenavir+ritonavir/darunavir+ritonavir/ , potent.decr.conc.with nevirapine, decr.conc.with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/St.John’s Wort, incr.metformin conc., incr.plasma conc.with atazanavir/atazanavir + ritonavir, potent.incr.dofetilide/pilsicainide plasma conc., decr.AUC & Cmax with antacids cont. polyval. cations/prod.cont.Ca/ & Fe.

 XE "Symmetrel" SYMMETREL, Novartis [P/S]
Amantadine HCl.
Indications: Prevent.and or treatm.of influenza A virus flu.

(S4) CAPS. A/20.2.8/768.

768243-009: 100 mg, 20, R375,78
Dosage: Admin.with meals pref.in morn.& midd.

Influenza A virus: Preventat.treatm.& treatm. Childr. 5-9 yrs: 1 cap.dly. Childr. & adults 10-65 yrs: 1 cap. 2xdly. Adults over 65 yrs: 1 cap dly. Prevent: When admin.with vaccine cont.treatm. x2-3 wks. aft.vacc. & when admin.without vacc. treat.for durat.of outbreak or approx.6 wks. Treatm: Init.within 48 hrs.of sympts.& cont.x4-5 days.

Contraindications: Pregn., lactat., confus., hallucinat.or epileptif.states, sev. ren./hepat.dis., glauc., childr.<5 yrs.
Side effects: Incr.seiz.freq., depress., anx., mood elev., agitat., nervousn., hallucinat., nightmares, confus., disorientat., psychot.disord., delirium hypoman. state, mania, CNS effs.incl.dyskines., convuls., NMS-like sympt., periph./ankle oed., livedo reticularis, palpit., orthostat.hypotens., card. insuff./ fail., leucopen., GI eff., skin reacts.incl. diaphores. & photosens., ocul.effs.incl.corn. epithel. oed.& vis.acuity, urin.retent./incont.

Warnings and special precautions: Caref. monit. other antiparkinson.agents & epilept., incr. hallucinat./confus.& nightmare poss,with concom. anticholin./underly.psychiatr.disords., pts.attempt. suic., grad.reduc., emergence of cross-resist. virus., no stimul.agents (eg sympathomimet. /appetite-depress.) must be giv., early pregn., adeq. meas.to prev.pregn., CCF, sev.ren./hepat. dis., recurr.eczema, gastr.ulcerat., CV disords., monit. pts.with pre-exist.seiz.disords.
Drug interactions: Incr.atropine-like S/E with anticholinerg.agents & levodopa, psychot. decompensat. with concom.neurolept.med./ levodopa, incr.CNS toxic.with CNS-act.substanc.& alcoh., clear.reduc.by hydrochlorothiaz.& K-spar. diurets.

 XE "Tamiflu" TAMIFLU, Roche [P/S]

Oseltamivir

Indications: Treatm.of influenza in adults & childr.> 1 yr, prophylax.of influenza in adults & childr.> 1 yr.

Treatm.of infts. 6-12 mnths.of age dur.a pandemic influenza outbreak only, and not for endemic (season.) influenza use.

(S4) CAPS, 42/20.2.8/1020, 1021, 40/20.2.8/0578
716752-001: 30 mg, 10, R229,93
716751-001: 45 mg, 10, R436,92
705728-001: 75 mg, 10, R459,90
(S4) ORAL SUSP, 47/20.2.8/1194
3000433-002: 6 mg/ml, 64,7 ml, R221,78
3000433-001: 6 mg/ml, 100 ml, R195,12
Dosage: Admin.with food may enhance.tolerab. Effic.demonstrat.only for influ.virus. types A & B

Treatm: Start within 1st-2nd day of sympt.onset. Adults & adolesc.>13 yrs: 75 mg 2xdly.x5 days. Childr.over 40 kg or >8 yrs: 75 mg cap.2xdly. (or one 30 mg cap.plus one 45 mg cap.) 2xdly as alternat.to recom.oral susp.dos.
Susp.childr.>1 yr: < 15 kg: 30 mg 2xdly x 5 days. >15 -23 kg: 45 mg 2xdly x 5 days. >23-40 kg: 60 mg 2xdly x 5 days. >40 kg: 75 mg 2xdly x 5 days. Infts.6-12 mnths: 3 mg/kg 2xdly x 5 days dur. pandem. influenza outbeak only.

Prophylax: Adults & adolesc: Follow.close contact: 75 mg once dly x10 days start.within 2 days of expos. Dur.community outbreak: 75 mg once dly. Safety & effic. demonstrat.x6 wks. Protect.last.as long as dos.cont.

Childr >1 yr: >40 kg able to swallow caps.may receive prophylax.with a 75 mg cap.(or one 30 mg cap.plus one 45 mg cap.) 1xdly for 10 days as alternat.to oral susp. Recom.prophylact.oral dose for children >1 yr: < 15 kg: 30 mg 1xdly x10 days. >15 – 23 kg: 45 mg 1xdly x10 days. >23-40 kg: 60 mg 1xdly x 10 days. >40 kg: 75 mg 1xdly x 10 days

Side effects: N&V, headache, pain, bronchit., sinusit., H.Simplex, nasopharyngit., URTI, flu, insomn., cough, nas.congest., sore throat, rhinorrh., diarrh., abdom.pain, dyspeps., back pain, arthralg., myalg., dysmenorrh., pyrex., flu-like illn., limb pain, dizzin., fatig., otit.med., pneum., conjunctvit., earache, asthma, epistax., dermatit., lymphadenopathy, tympan.membr. disord., neuropsych.events, allergy, anaphylact. reacts., face oed., dermatit., skin rash, exzema, urticar, erythema multforme, Stev.-John.Syndr., tox.epiderm.necrolys., hepatit., elev.liv.enzymes, GI bleed partic.haemorrhag.colit.
Warnings and special precautions: Neuropsych. events incl.convuls./abnorm.& inapprop. behav./disturbs.in conscious./ hallucinat. & delirium report.dur.first few days of tak. Tamiflu in pts.with influenza which in some cases result.in accident.self-injur.& death, not a substit. for influ.vaccinat., poss.season.vir. resist., dos.reduct.for creatinine clear.10-60 ml/ min, childr.und.1 yr.other than dur.a pandem. influenza outbreak, safety in pregn.& lactat.not est., excret.in breast milk of rats theref.mothers should not breast feed, monit.pts.esp.paeds.& adolesc. careful.for abnorm.behav.
 XE "Tamygen" TAMYGEN, Mylan [P/S]

Oseltamivir

Indications: Treatm.of influenza in adults & childr.> 1 yr, infts.6-12 mnths only for pandemic influenza outbreak, prophylax.of influenza in adults & childr.> 1 yr.

(S4) CAPS, 48/20.2.8/0963
3004791-001: 75 mg, 10, R331,38
Dosage: Admin.with food may enhanc.tolerab. Effic.demonstrat.only for influ.virus. types A & B

Admin when oral sol.not avail: For pts.unable to swallow caps.admin.appropr.dos.by open.cap.and sprink.contents into suit.sweeten.food prod.(1 teasp.max.) admin.immed.aft.prep. See manufact.lit.for dos./mix.instruct.for dos.30-60 mg.

Treatm: Start within 1st-2nd day of sympt.onset. Adults & adolesc.>13 yrs: 75 mg 2xdly.x5 days. Childr.over 40 kg or >8 yrs: 75 mg cap.2xdly. as alternat.to oral susp.dos. 6-12 mnths: Dur.pandem.influenza outbreak only. 3 mg/kg 2xdly.x4 days.

Prophylax: Adults & adolesc: Follow.close contact: 75 mg once dly x10 days start.within 2 days of expos. Dur.community outbreak: 75 mg once dly. Safety & effic.demonstrat.x6 wks. Protect.last.as long as dos.contin.

Childr >1 yr: >40 kg able to swallow caps.may receive prophylax.with a 75 mg cap.once dly.

Side effects: Freq: Bronchit., H.Simplex, nasopharyngit., URTI, sinusit., otit.med., headache insomn., conjunctivit., earache, cough, sore throat, rhinorrh., nas.congest., epistax., N&V, abdom.pain, dyspeps., pain, dizzin., fatig., pyrex., limb pain. Less freq: Thrombocytopen., hypersens.reacts., anaphylact./anaphylactoid react., agitat., abnorm. behav., anx., confus., delus., delir., hallucinat., nightmares, self-injury, alt.consciousn.lev., convuls., vis.disturbs., tympan.membr.disord., card.dysrhythm., GI bleed., haemorrhag.colit., elev.liv.enzym., fulmin.hepatit., hepat.fail., hepatit., eczema, dermatit., rash, urticar., angioneurot.oed., erythema multiforme, Stev.-John.syndr., tox.epiderm.necrolys.
Special warnings and precautions: Childr.und. 1 yr. other than dur.a pandem.influenza outbreak, not a substit. for influ.vaccinat., suscept.of vir. strains variable theref.eval.avail.epidemiologic. data, safety & effic.info not avail.for use with any med.condit.that may require hospitalisat., effic.not est.for use in immunocomprom.pts.however durat. should be 10 days as there is no stud.for short. courses in this pt.group, effic.not est.in chron. card./ resp.dis., no dos.recomm.avail.in sev.ren. impairm., monit.pts.esp.paeds.& adolesc. careful. for abnorm.behav.& eval.risk vs.benef., safety in pregn.& lactat.not est., excret.in breast milk of rats theref. mothers should not breast feed, eval.effs. bef.driv./perform.complicat.tasks, 
Interactions: Co-excret.agents through glomerul. filtrat.& anionic tubul.secret.with narr.therapeut. marg. (eg chlorpropam./methotrex./phenylbutaz.).
 XE "Tarito" TARITO, Cipla Medpro [P/S]

Atazanavir sulph. 300 mg, ritonavir 100 mg

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect in pts. ≥ 40 kg

(S4) TABS, 53/20.2.8/0093

3002048-001: 30, R320,62
Dosage: 1 tab.once dly.with food.

Contraindications: Mod.to sev.hepat.impairm., decompensat. liv.dis., treatm. experience.pts. with sev. ren. impairm.manag. with haemodialys., safety in pregn.& lactat./elderly not est., paeds. < 40 kg, concom. voriconazole, anti-TB treatm.regim. contain. Rifampicin, concom.meds. highly depend.on CYP3A4 for clear.& with narrow therap. wind.incl. alfuzocin/pethidine/ piroxicam/ propoxyphene/ ranolazine/ venetoclax/ amiodarone/ bepridil/ flecainide/ propafenone/ quinidine/ encainide/ digoxin/ fusid.acid/ voriconazole/ colchicine/ astemizole/ terfenadine/ rifampicin/ rifabutin/ blonanserin/ lurasidone/ clozapine/ pimozide/ quetiapine/ bipridil./ dihydroergotamine/ ergonovine/ ergotamine/ methylergonovine/ cisapride/ st john’s wort/ lovastatin and simvastatin/ salmeterol/ lomitapide/ sildenafil/ avanafil/ vardenafil/ indinavir/ midazolam, triazolam, clorazepate, diazepam, estazolam, flurazepam/ irinotecan. 

Side effects: Fixed dos.combinat.: Freq: Allerg.reacts.incl.urticar./ fac.oed., anorex., weight loss, anx., depress., insomn., headache, somnol., dizzin., hypertens., abdomin.pain, diarrh., dyspeps., naus., vomit., dry mouth, flatul., hepatit., rash, eczema, urticar., vesiculobull.rash, prurit., myalg., arthralg., arthros., haematur., kidney pain, asthen., fev. Less freq: Anaphylax., peripher.neuropathy, amnes., syncop., palpitat., dyspn., gastrit., pancreatit., Stev.-Johns.syndr., chest pain, malaise, abnorm. gait. 

Atazanavir: Freq: Dysgeus., cleral icterus, jaund.,fatig. Less freq.: Incr.appet., weight gain, sleep disord., abnorm.dream, disorientat., Torsades de pointes, oed., QTc prolongat., stomatit.aphthous, abdomin.distens., cholelithias., cholestas., hepatosplenomeg., cholecystit., alopec., DRESS syndr., angioed., eryth. multif., toxic skin erupts., vasodilat., muscle atrophy, myopathy, pollakiur., proteinur., nephrolithias., interstit. nephrit., chron. kidney dis., gyneacomast. Unknown freq: 2nd / 3rd degree AV block. Ritonavir: Freq: Faryngyt., decr.WBC/ Hb/ neutrophils, incr. eosinophils, hyperlipaem., avitaminos., cachex., dehydrat., glycosur., gout, hypercholesterem., peripher.oed., oed., redistribut./accumulat.of body fat, hypertriglyceridem., agitat., confus., emot.labil., euphor., hallucinats., decr.libido, nervousn., person.disord., abnorm.think., circumor.paraesthes,, taste pervers., hyperesthes., paraesthes, abnor.vis., amblyopia/blurred vision, blepharitis, diplopia, eye pain, iritis, photophobia, uveit., haemorrh., hypotens., migr., peripher.vasc.disord., postur.hypotens., tachycard., incr.cough, pharyngit., oropharyng. pain., eructat., loc.throat irritat., mouth ulc., anorex., GORD, cholangit., hepatomeg., liv. damage, incr.bld bilirub., maculopapul.rash, sweating, acne, cont.dermatit., dry skin, fac. oed., folliculit., mollusc.contagios. photosens.react., psorias., seborrh., back/ fac. pain, joint disord., muscle cramps/ weakn., myosit., neck pain/ rigid., twitch., dysur., kidney calcul./ fail., noctur., polyur., pyelonephrit., urethrit., urin.freq./ retent., menorrhag., flush, feel.hot, pain, weight loss, abnorm. LFT, incr. amylase, decr. free & total thyroxin., accident.inj., hypotherm., vasodilat. Less freq.: Anaem., ecchymos., leukopen., lymphadenopathy, lymphocytos., thrombocytopen.., diabet.mellit., hyperglycaem.,abnorm.dreams, aphas., atax., convuls., incoordinat., neuralg., neuropathy, paralys., parosm., peripher.sens. neuropathy, taste loss, trem., vis.field defect.,ear pain, hear.impairm., incr.cerumen, tinnit., vertigo., MI, asthma, epistax., hiccup, hypoventilat., interstit. pneumon., lung disord., rhinit., enlarg.abdom., abnorm.stools, bloody diarrh.,cheilit., colit., constipat., dysphag., oesophagit., gastroenterit., GI disord./ haemorrh., gingivit., ileit., oral monilias., periodont. absc., rect.disord., tenesmus, thirst., TEN, impot., penis disord., flu syndrome, chills, substern.chest pain., abnorm.electro-oculogr./ electro-retinogr., alter. horm. Lev, incr. gluc./ Mg/ alkaline phosphat., accident.inj., hypotherm. Unknown freq.: Seiz.

Special warnings and precautions: Do not take within 2 hrs of concom. didanosine, mild hepat.impairm., absorpt. of atazanavir poss. reduc.in situats. where gastr. pH incr., discont.if sev. rash/ nephrolithias.develops, do not restart in pts. develop. SJS/ DRESS associat.with use of Tarito., eval.for signs of fat redistribut., CV risk assessm.with evid. of lipodystrophy, ., incr.risk for.furth transamin.elev.in underly.hepatit.B/C or mark.transamin.elev.prior to init.treatm., pre-exist.mild liv.dis./liv.enzyme abnormal./ hepatit., treatm.-emerg. hepatit./ transamin.elev.in pts.co-infect.with hepatit. B/C, eval.for alternat.etiolog.in pts.with simultan. hyperbilirubinaem.with hepat. transamin.elev., no long-term safety data avail.for pts. exper.persist.elev.in bilirub.> 5x ULN, consid. altern.antiretrovir.ther.if jaund./scleral icterus assoc. with bilirub.elev.pres.cosmet.concerns, poss.incr.bleed.by haemophiliacs, discont.ther.until pancreatit. excl.in cases of N&V/abdom.pain/elev.biochem. mark., new onset/ exist.diab.mellit.exacerbat., hyperglycaem., pts with chron. diarrh./ malabsorpt., pre-exist. conduct.syst.dis./underl.structur.heart dis., meds.known to induc. PR-interv.prolongat., temp.interr.ther./discont.if signs & sympts. of cholelithias.occ., monit kidney funct reg., immune reconstit.syndr.where pts. whose immune syst. respons may develop inflamm. respon.to indol./resid.opportunist. infects. necessitat.furth.evaluat.& treatm., pts.to seek med.advice if exper.joint pain/aches/stiffn./ movem.diffic.as osteonecros.poss, opportunist. infects.& other HIV complicat.may still devel., ARV ther. will not prev.risk of transmiss.through sex. cont.& bld.contamin.& appropr.precaut.to contin., monit. vir.load/CD4 counts reg., cholesterol./ triglycerid. monit, poss.cross-resist.to oth. protease inhibits., appropr. lab.test.prior to init.ther. &  at period.interv./ if any clinic.signs or sympt. occ.dur.treatm., ser.cortisol conc.decr.with concom. fluticasone. ,concom.inhal./intranas. corticoster., concom.salmeter., alt.non-hormon. contracept.with ritonavir combinat.ther., , PDE5 assoc.adverse events poss. incr., concom. HMG-CoA reduct.inhibits, monit.concom digoxin, incr. bleed. Riskwith concom. Rivaroxaban, incr. adv.effs. with concom. bedaquiline, concom.nevirapine/ efavirenz not recomm., elderly, paeds. taking meds caus. PR interv. Prolongat., not effect.in vir.strains harbour.multiple mutats.of resist., lactose intol., risk of nephrolithias.with indinavir, poss.CNS effs.may influence driv./ machine operat., lact intol., recomm.dos.with saquinavir combinat.not est., therapeut. conc. monit. of system.lidoc., monit.for concom. irinotecan /tenofovir assoc.adverse effs., ECG monit. with concom.Ca chann.block.(diltiazem), monit.INR with concom.warfar., admin.2 hrs.bef./1 hr.aft. concom.antacids/buffer.meds., ketoconazole & itraconazole dos.>200 mg/day when combin.with ritonavir, do not exceed concom.omeprazole dos.of 20 mg/ famotidine dos of 40 mg

Interactions: Atazanavir: Plasma conc.of drugs metabol. by CYP3A4 (e.g.Ca chann.block./ HMG CoA reduct.inhibit./immunosuppress./ PDE5inhibits.incr., plasma conc.decr.by other drugs that induc CYP3A4 (e.g. rifampicin), drugs.inhibit. CYP3A4 incr. plasma conc., didanosine/efavirenz/ tenofovir/ nevirapine decr.expos.to atazanavir, saquinavir expos.incr., ritonavir incr.expos to atazanavir., poss.indirect (unconjugat.) hyperbilirubinaem. due to inhibit. of UGT with concom.indinav., incr.expos.to other protease inhibit. if co-administer., incr.verapamil ser.conc., amiodarone/syst. lidocaine & quinidine conc.incr., rifabutin expos.incr., reduc.irinotecan metabol., diltiazem expos.incr., ac.ergot toxicity with concom. ergot derivat., incr.atorvastat.expos., decr. plasma conc.with proton-pump inhibits., poss incr.conc of midazolam/triazolam, decr.plasma conc. with St.John’s wort., antacids/buffer. meds. reduc.plasma conc., expos.to warfar./TCA’s incr. with potent.to prod.ser./life threat.events, trazodone plasma conc.poss.incr., voriconazole alone poss.incr.plasma conc., PDE5 inhibit. conc. incr., plasma conc.decr.by H2-recept.antagon., ciclosporin/tacrolimus/sirolimus plasma conc.incr, ser. cortisol conc.decr.with concom.fluticasone., clarithromycin conc.incr.caus.poss.QTc prolongat., ethinyl estradiol & norethindrone lev.incr.. Ritonavir: Agents which incr.CYP3A activ. e.g.phenobarbital, carbamazepine, dexamethasone, phenytoin, rifampin & rifabutin decr. ritonavir plasma conc., therapeut.eff.of direct. glucuronidated agents lost, dos.reduct. poss. for those agents extens.metabol.by CYP3A, card. & neurolog.events with disopyram./mexilet./ nefazodone/ fluoxet., desipramine AUC incr., didanosine Cmax & AUC reduc., ketoconazole mean-half life incr., AUC of sulfamethoxazole reduc.and of trimethoprim incr., mean Cmax & AUC of ethinyl oestradiol reduc., AUC of theophylline decr., plasma conc.decr.with concom.St John’s Wort, alprazolam Cmax decr., amprenavir/indinavir/ digoxin/ nelfinavir/rifabutin/saquinavir/sildenafil/ tadalafil/ vardenafil/trazodone/vincristine/ vinblastine/ fluticasone propionate conc.incr., bosentan Cmax & AUC incr., bupropion lev.decr., buspirone lev.elev., clarithromyc.metabol.inhibit., ritonavir Cmax & AUC incr.by delavirdine, AUC incr. with concom.efavirenz & efavirenz AUC incr., fusidic acid & ritonavir conc.incr.if admin.concom., methadone/ warfarin conc.decr., voriconazole AUC decr., zidovudine AUC/Cmax decr., tobacco decr. AUC.

 XE "Tavirant" TAVIRANT, Cipla Medpro [P/S] 
Emtricitabine 200 mg, tenofovir alafenamide fumarate 25 mg, rilpivirine hcl 25 mg.

Indications: Treatm.of adults & adolesc. (age ≥ 12 & bw at least 35 kg) ifect.with HIV-1.
(S4) TABS, 56/20.2.8/0020

3007172-001: 30, R526,49
Dosage: Adults weigh at least 35 kg: 1 tab.once dly.with food.Do not chew/ crush/ split.

Contraindications: Co-admin.meds result.in signif.decr.in rilpivirine concentr.incl. carbamazepine/ oxcarbazepine/ phenobarbit./phenytoin/ rifabut./rifampic/ rifapentine/ omeprazole/ esomeprazole/ dexlansoprazole/ lansoprazole/ pantoprazole/ rebeprazole/ dexamethas.(except as sngl.dos.treatm.)/ St John’s Wort.

Side effects: Emtricitabine & tenefovir alafenam.: V.common: Headache, dizzin., N&V, diarrh., flatul., upper abdom.pain Common: Abdorm.dreams, rash, fatig. Uncommon: Anaem.dyspeps., arthralg. Rilpivirine: Common: Incr.AST & pancreat. amylase, depress., insomn., headache, rash, incr.transaminases. Uncommon: Decr. WBC, decr.Hb & platel.count, incr.ALT/ billirub./ lipase/ TC/ LDL/ triglycer., abdorm.dreams, sleep disord., depress.mood, dizzin., somnol., decr. appetit., abdom.pain/discomf., N&V, fatig. Unknown.: Incr.creatinine.

Special warnings and precautions: Not a cure theref.HIV transmiss.precaut.to be cont., insuff.data to justify use in prior NNRTI fail., co-admin.meds with known risk of torsades de pointes, co-admin. cert.anticonvulsants/ antimycobact./ boceprevir/ St.John’s Wort/ HIV protease inhib.other than atazanavir, lopinavir, darunavir/ other meds containing tenofovir, emtricitabine, lamivudine or adefovir, , eval.for signs of fat redistrib., immune reconstit.inflamm.syndr.(IRS), pts.with chronic Hep.B/C on ARVs at incr.risk of fatal hepat.adv.reacts, S&E of TAVIRANT in co-inf.HIV-1 & Hep C virus not est., disc.treatm.may cause severe exacerbat.of hepatit., can cause hepatomegaly, S&E not est.in signific. underlying liver dis., incr.in weight/ lipids/ glucose may occur, investig.child.expos.in utero to nucleos(t)ide analog.for poss. mitochondr.dysfunct., discont.if find. suggest.lact. acidos./ hepatotoxic., do not start if ARV exper.pts.with HIV-1 harbour. K65R mutat., if admin with 3rd nucleoside analog.risk of virologic.fail./ resist., opportunistic.ifect.may cont.to develop., osteonecrosis risk pt.to seek med.advice if joint aches/pain/stiffn./diffic.movement, nephrotoxic.risk, avoid in end stage ren.dis.but may be used if on chron. haemodialysis.& with close monitor., cont.lactose, use eff.contracept., safety in pregnan.& lactat.not est., S/E’s may influence abilit.to driv./ operat machin.

Interactions: Emtricitabine: Conc.incr.with concom.drugs elim. by act.tubul.secret., meds.that decr.ren. funct.may incr.concentr. Tenefovir alafenam.:Meds.that induce P-gp activity (rifabut./rifampic / carbamazepine/ phenobarbit/ ketoconazole/ itraconazole) decr.absorp. decr.plasma concentr.result loss therap.eff & develop.resist., meds. inhib.P-gp & BCRP activ. (eg.cobicistat/ ritonavir/ ciclosporin) incr.absorp.& plasma concentr., fluconazole/ isavuconazole may incr.plasma concentr.of tenofovir. Rilpivirine: Meds.that induce CYP3A decr.plasma conc.& pot.red.therap.eff., meds.that inhibit CYP3A incr.plasma conc., meds.incr.gastric pH eg.PPIs may decr.plasma conc.& therap.eff.
For more detail on interactions info refer to tables in PI.

 XE "Telatri" TELATRI, (Sonke) Ranbaxy [P/S] 
Dolutegravir sod.equiv to dolutegravir 50 mg, lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg 

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0719.718
3000571-001, 30, R184,00
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.

Contraindications: Ren.funct.impairm.(creatin. clear. < 80 ml/min), pregn.& lactat., women of child-bear. age not using highly effect.contracept., concom. adefovir dipivoxil/dofetilide/pilsicainide / didanosine/ metformin, pts.<18 yrs., mod.to sev. hepat.impairm.

Side effects: Freq: Hyperlactataem., headache, insomn, cough, nas.sympts., pneum., N&V, upper abdom. pain, diarrh., rash, alopec., prurit., myalg., arthralg., musc.disord., fatig., malaise, asthen., pain, back/chest pain, fev., dizzin., depress., anx., anorex., dyspeps., flatul., abnorm.dreams, periph. neuropathy., proxim.tubulopathy, proteinur., incr. creatin., ac.tubul.necros., nephrogen.diabet. insipid., hypophosphataem., dyspn., abdom. discomf., ren.insuffic., ren.fail., sweat. Less freq: Angioed., hepat.steatos., hypokalaem., suicid. ideat./ attempt., neutropen., anaem., thrombocytopen., lact.acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, sev.ac. exacerbat. of hepatit.B aft.discont, lipodystrophy, late onset neurologic.disord.in childr.expos.in utero, pancreatit., incr.AST/ALT, rhabdomyolys., decr. bone miner.dens., osteopen., fract., allerg. react., hepatit., incr.amylase, myopathy, osteomalac., hypersens., immune reconstitut. syndr. Freq.unknown: Pure red cell aplas., Fanconi syndr., autoimmun.disords., incr.weigh., osteonecros., incr.bld lipids/gluc.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths. in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., metabol.abnormalit., eval. for signs of fat redistribut., monit.fast. ser. lipids & bld.gluc.levs., CV risk assessm.with evid. of lipodystrophy, pts.to seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., opportunist.infects.& other HIV complicat. may still devel., ARV ther.will not prev. risk of transmiss.through sex.cont.& bld.contamin. & appropr.precaut.to contin., discont.in clinic./lab. find. suggest.lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts. co-infect.with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonst., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., ren.funct.impairm., safety & effic.not est.in signific.underly. liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen. liv. dis., monit.ren.funct.bef.init.ther & periodic. thereaft. (4 wkly dur.1st yr.of treatm. & 3 mnthly theraft.), avoid combin.with concurr./recent nephrotox. meds., concom.meds.secret.by same ren. pathway, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., bone monit. with patholog. bone fract.hist./osteopen.risk, Ca & vit.D supplement. poss.benefic., incr.risk for sev./fat. hepat. adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., immune reconstit.inflam.syndr., exacerb.of hepatit. dur/ aft.treatm., limit.data in elderly > 65 yrs., discont. ther.immed.if any hypersens.react.susp./ occurs.& init.appropr.ther., avoid in wom.plan. pregn., reproduct.toxic.report., init.pregn.test in women of childbear.potent./periodic.dur.treatm.& when pregn.suspect., lamivudine excret. in breast milk, monit.with concom.co-trimoxazole, concom. tacrolimus as ren funct poss.affect., concom. ETR not recomm.unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, do not admin.concom.with emtricitabine/other cytidine analogues., avoid chron. co-admin.of sorbitol/other osmot.act.poly-or monosaccharide acohols, admin.2 hrs.bef./6 hrs. aft. polyval.cation-cont.antacids, admin.2 hrs.bef./ 6 hrs. aft.Ca/Fe supplem.

Interactions: Isoniazid conc.poss incr.by dolutergravir, lamivudine poss.inhib. intracellul. phosphorylat. of zalcitabine/cladribine, trimethoprim incr.lamivudine plasma lev., interacts. poss.with hepatit.C antivir.meds., lamivudine incr. expos.& peak.plasma lev.of zidovudine, conc.of tenofovir/concom.med incr. with concom.drugs elim.by glomerul.& act.tubul. secret., tenofov.ser.conc.incr.by agents decr.ren. funct., Cmax & AUC of didanosine incr., atazanavir incr. tenofovir Cmax/AUC/Cmin., lopinavir + ritonavir/ darunavir + ritonavir incr.tenofovir AUC/Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr. Cmax/AUC/Cmin of atazanavir, sorbitol decr.lamivudine Cmax & AUC, poss. incr.metformin/dofetilide/pilsicainide plasma conc. with dolutegravir., poss.decr.dolutegravir conc. with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/ St John’s Wort though no studies, reduc. dolutegravir plasma conc.with etravine/ efavirenz/ nevirapine/rifampicin, incr.dolutegravir plasma conc.with atazanavir/ telaprevir/atazanavir + rotonavir, decr.dolutegravir conc.with tipranavir + ritonavir/ fosamprenavir + ritonavir

 XE "Tencitab" TENCITAB, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir.in adults with HIV-1 infect., pre-expos. prophylax. (PrEP) in combinat.with safer sex practic.in prov. HIV-1 uninfect.adults to red.risk of sexual.acquir. HIV-1 in pts.at high risk prov.complianc.monit.

(S4) TABS, 43/20.2.8/0130

715579-001: 30, R435,91
Dosage: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit. B vir.& HIV co-infects., pregn.& lactat., mod.to sev.ren.impairm., creatin. clear. < 60 ml/ min when used for PrEP & < 50 ml/min when used for treatm. of HIV-1., concom.drugs contain lamivudine/tenofovir/emtricitabine, safety & effic.in paed.pts.not est., PrEP in indiv.not fully committ.to treatm.compl./indiv. with unknown/posit. HIV-1 status.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., ac.ren.fail.& Fanconi syndr., neutropen., proxim.tubulopathy, ac.tubul. necros., allerg.reacts.incl.angioed., hyperglycaem., hypertriglyceridaem., hypophosphataem., hypokalaem, insomn., abnorm.dreams, dizzin., headache, GI disturbs., rais.liv.enzymes, hepatit., hepat.steatos., rash, prurit., urticar., skin discolourat., myopathy, creatine kinase elev., osteomalac., osteonecros., nephrogen. diab. insipid., polyur., interstit.nephrit., pain, asthen., BMD decr., body fat redistribut./accumulat.
Warnings and special precautions: Monit. hepat.funct.for sev. mnths.if discont.& pts.co-infect. with HIV & HBV, hepatitis C co-infect., not recomm.as part of triple nucleoside regim., opportunist. infects.& HIV complicat.may contin., prev.of risk of HIV transmiss.not proven, obesity & prolong.nucleoside use poss.risk fact.for lact. acidos., liv.dis.risk fact., pancreatit., mitochondr. dysfunct., discont.if find.suggest.lact.acidos./ hepatotoxic., test for hepatit.B bef.init.ther., imp.ren.funct., concom./ rec. nephrotox.meds., eval.poss.cause of decr. creatin.clear.in uninfect.PrEP pts.and re-eval.risk-benef., recom.concom.atazanavir be admin.with ritonavir, concom.didanosine & discont.if advers. effs. develop, monit.BMD in pts.with patholog. bone fract.hist./at risk of osteopen., pts.to report joint ache/pain/stiffn. & diffic.movem.as osteonecros. poss., elderly, CV risk assessm. in pts.with evid. of lipodystroph., immune reconstitut. inflammat. syndr., PrEP only as part of comprehens.prevent. strategy that incl.other.prevent.meas., PrEP only in indiv. confirm.HIV-neg.as Tencitab alone does not constit.a compl.treatm.regim.for HIV-1, eval. seronegat.indiv.for curr./rec. S&S consist.with ac. vir infect. & enquire regard.poss expos.events in last mnth,if clinic.sympts.consist.with ac.vir. infect. pres.& recent vir.expos.suspect.delay start.PrEP for at least 1 mnth & reconfirm HIV-1 status., rep.HIV-1 screen.at least every 3 mnths.dur.PrEP treatm., monit. pts.on ther.utilis.a triple nucleoside-only regim.caref.for early virolog.fail./resist., lact.intol.

Drug interactions: Ser.conc.incr.with concom. drugs elimin.by act.tubul.secret., ser.conc.incr.by agents decr.ren.funct., atazanavir & lopinavir /ritonavir incr.tenofovir conc., AUC & Cmin of atazanavir decr., Cmax & AUC of didanosine incr.

 XE "Tenemine" TENEMINE, Mylan [P/S]
Tenofovir disoproxil fumarate 300 mg, emtricitabine 200 mg.

Indications: In combinat.with other antiretrovir.in adults with HIV-1 infect.

(S4) TABS, 45/20.2.8/0112

717981-001: 30, R449,48
Dosage: Ther.init.by dr.exper.in HIV managem. Adults: 1 tab.once dly.with food. Separ. emtricitab./ tenofovir preps.avail.if discont.of one of compon.of combinat. indic.

Contraindications: Insuff.data avail.on expos. pregn., lactat., safety & effic.not est.in childr.& adolesc. und.18 yrs./signif.underly.liv.disords/ hepatit. B vir.& HIV co-infects., dos.recomm.for elderly over 65 yrs., mod.to sev.ren.impairm. (creat. clear.of < 50 ml/min./haemodyalis.), chron. HBV infect., concom.drugs cont.emtricitabine/ tenovofir disoxopril (as fumarate)/other cytidine analog. eg.lamivudine/zalcitabine, rare heridit. galact.intol.probl./ Lapp lact.defic./gluc-galact. malabsorpt., concom.didanosine.

Side effects: Ren.impairm.incl.ac.ren.fail. & Fanconi syndr., bone miner.densit.decr. if hip & spine/ bone fract., lactic.acidos.& sev. hepatomegaly with steatos.incl.fatal., lipodystrophy, neutropen., allerg.reacts., hypophosphataem., hypertriglyceridaem., hyperglycaem., hypercholesterolaem., insul. resist., hyperlactataem., psych.disords., dizzin., headache, dyspn., GI disturbs., rais.liv.enzym., pancreatit., hyperbilirubinaem., hepatit., skin disords.incl. vesiculobull.rash, incr.pigmentat., myopathy, osteomalac., proteinur., ac.tubul. necros., nephrit., nephrogen.diab.insipid., pain, asthen.

Special precautions: Not be used in pregn. unless no altern.avail., effect.contracept.with concom.use, excret.in milk of rats, elderly esp. with ren.insuff., ren.funct.monit.recomm.bef.init. ther., avoid combin.with concurr./recent nephrotox. meds., avoid in antiretrov.exper.pts. with HIV-1 harbour.K65R mutat., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, hepatit. exacerbat.poss.aft.ther.discont., monit. hepat. funct.for sev.mnths.if discont.& pts.co-infect. with HIV & HBV, pt.monit.in case of pre-exist. liv.dysfunct., cons.ther.interr./discont.if evid. of worsen.liv.dis., obese women with hepatomegaly/ hepatit/other known liv.dis./hepat. steatos. risk fact.incl.cert.meds.& alcoh., incr.risk with pts. co-infect.with hepatit.C & treatm.with alpha interferon & ribavirin, eval.phys.fat.distrib. signs, lipid.disord.managem., meas.fast.ser. lipids/ bld.gluc., inflamm.respons.to indolent/ resid. infects. necessit.furth.eval.& treatm., poss. mitochondr. dysfunct.in childr.expos.in utero to nucleoside/ nucleotide analog., immune reactiv. syndr., eval.in case of any inflamm.sympt., incr.risk for sev.hepat.adverse effs. in chron.hepatit.B or C co-infect., avoid concom./recent use with nephrotox. agent, not recomm.as part of triple nucleoside regim., opportunist.infects.& HIV complic. may cont., not prov.to prev.transmiss.risk through sex.cont./bld.contam., appropr.precaut.to contin., discont.ther.if sympt.of hyperlactataem./ metabol. or lact.acidos./progress.hepatomegaly/ rapid.elev. aminotransf.lev.occur.

Drug interactions: Ser.conc.incr.with concom. drugs elimin.by act.tubul.secret., ser.conc.incr.by agents decr.ren.funct., atazanavir & lopinavir /ritonavir incr.tenofovir conc., AUC & Cmin of atazanavir decr., Cmax & AUC of didanosine incr.

 XE "Tivicay" TIVICAY, GSK [P/S]
Dolutegravir

Indications: HIV treatm.in adults 18 yrs.& old.in combinat.awith other antiretrovir.ther.

(S4) TABS, 48/20.2.8/0403

722009-001: 50 mg, 30, R1 020,63
Dosage: Admin.by med.pract.exper.in HIV treatm. Adults: Treatm.naive & treatm.-exper.and integrase inhibit.naive: Recomm.dos: 50 mg once dly.

Integrase inhibit.resist.: 50 mg 2xdly.

Contraindications: Concom.dofelitide/ pilsicainide/ metformin, mod./sev.hepat.impairm., safety in pregn.& lactat.not est.

Side effects: Hypersens.reacts.incl.sev.rash/ constitutional find./organ dysfunct.incl.liv.inj., psych./GI disords., CNS effs., headache, dizzin., hepatit., fatig., body fat redistribut./accumulat., periph./ fac.wasting, breast enlargem., elev.ser. lipid/ gluc.lev., osteonecros.esp.in advanc.HIV &/longt.expos.to combin.ARV ther., immune reconstitut. syndr., auto-immune disords.

Warnings and special precautions: Cross. placent. barrier in animals, excret.in breast milk, limit.data in elderly ≥ 65 yrs., do not use with etravine without concom.atazanavir/ritonavir, darunavir/ ritonavir or lopinavir/ritonavir combinat., avoid concom. oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St.John’s Wort, admin.2 hrs.bef./6 hrs.aft.antacids contain. polyval.cations, discont.ther./other suspect.agents immed. if any signs/sympt.of hypersens.devel., monit. clinic.status incl.LFT & appropr.ther.init., CV risk assessm.in pts.with lipodystrophy evid., pt.to alert physic.if joint aches/ pain/stiffn./movem. diffic., opportunist. infects.& other complicat.of HIV infect.may contin., transmiss.risk through sex. cont./contam.bld.not reduc., liv.funct.monit. recomm. in pts.with hepatit.B &/C co-infect., init./ maint. effect.hepatit.B ther.when start.dolutegravir in hepatit.B co-infect. pts., eval.any inflamm. sympt.& init.ther.if necess.

Drug interactions: Decr.plasma conc.with etravine, efavirenz, rifampicin, tipranavir/ritonavir, fosamprenavir/ ritonavir, potent.decr.conc.with nevirapine, decr.conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St.John’s Wort, incr.metformin conc., incr.plasma conc.with atanavir/ ritonavir, incr.AUC & Cmax with atazanavir, potent. incr.dofetilide/pilsicainide plasma conc., decr. AUC & Cmax with antacids cont. polyval. cations/prod.cont.Ca/& Fe.
 XE "Tolevtri" TOLEVTRI, (Activo) Xixia [P/S]

Lamivudine 300 mg, tenofovir alafenamide 25 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV-1 infect.adults & childr.weigh.at least 40 kg.
(S4) TABS, 54/20.2.8/0707

3005456-001: 30, R399,13

Dosage: Init.by medic.pract.experienced in managm.of HIV. Prior initiat.test pts for pregnan., Hepatit.B virus (HBV), prior & during treatment assess.serum.creatinin./ estim.creatinin.clear./ urin.gluc. &-prot., in pts.with chron.kidney dis.:serum phosphor.

Adults & childr.weigh.at least 40 kg: Recomm.dose 1 tablet once dly.
Contraindications: Concom. dofetilide / adefovir/ pilsicainide/didanosine/metformin, pregnan. & lactat., women of childbear.age, pts. < 18 yrs., mod.to sev.hepat.impairm., uncontroll.ren.fail.

Side effects: Freq: Neutropen., allerg.reacts.incl angioed., dizzin., fatig., headache, asthen., diarrh., dyspeps., flatul., N&V, upper abdom.pain incr.liv enzym.incl.ALT/ AST & gamma-glutamyltransfer, incr.amylase/ lipase, hyperglycaem., hypertriglyceridaem., gener.pain, abnorm.dreams, insomn., suicid.ideat./-attempt/ behav./-complet., renal impairm., maculopap.rash, myosit., prurit., pustul.rash, skin discolourat., skin rash, urticar., vesiculobull.rash, dyspn., elev.creat.kinase, arthralg., hyperbilrubinaem. Less freq: Hypersens., IRS, abdom.pain/-discomf., hepatit. Freq unknown: Anaem., pancreatit., ac.liv.fail., hepat.steatos., hepatotox., hypophosphataem., hypokalaem., lactic acidos., musc.weakn., myalg., myopathy, osteomalacia, rhabdomyolys., anx., ac.tubul.necros.,Fanconi syndr., interstit.nephrit., incr.creatin., nephrog.diab.insipid., polyur., proteinur., proxim.tubulopathy, ren.fail.& ac.ren.fail., renal insuffic.

Special warnings and precautions: Reports of lactic acidos.& sev.heaptomegaly with steatosis, not indicat.for chronic HBV infect., safety & effic. not est.in HBV & HIV co-infects., metab.abnorm., eval.for signs of fat redistrib., CV risk assessm.in pts.with evid.of lipodystrophy, IRIS usuall.in first 3 mnths.in pts with low CD4, pts.to seek med.advice if exper.joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, monit. hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther. poss.necess., discont.ther. immed.if any hypersens.react.susp./occurs.& init. appropr.ther., monit.for hepatotoxic., avoid.in wom.plan.pregn.&1st trimest.as incr.risk of neural tube defects., pregn.test in women of childbear.potent.bef.init., use effect.contracept., not recomm.in pts.with creatinin.clear.<50ml/min., pts with impair.ren.funct.&taking nephrotox.meds at incr.risk ren.side eff., disc.if signific.decr.in ren.func/evid.of Fanconi syndr., discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev. biochem.mark., opportunist. infects.& other HIV complicat. may still devel., ARV ther.will not prev.transmiss. through sex.cont.& bld.transfus.& appropr.precaut. to contin., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, cont.lact. 

Interactions: No interact.studies with fixed dose comb.of all 3 components Dolutegravir: Poss.plasma conc.incr.of meds elimin.via OCT2/MATEI, meds.inhibit.UGT1A1, CYP3A, UGT1A3, UGT1A9, BCRP, P-gp poss.incr.plasma conc., meds.inducing these enzymes & transporters poss.decr.plasma conc.& therap.eff, red.plasma conc.with etravirine/ efavirenz/ nevirapine/ fosamprenavir/ ritonavir/ tipranavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb / cation.cont.antac.& laxat./ sucralfate buffered meds/ oral Ca or Fe supplem./rifampicin, dofetilide & metformin C/I as plasma conc.increase with dolutegravir. Tenofovir: Absorp.decr.with meds induc. P-gp-activ. result in decr.plasma conc.and poss.loss of therap.eff.&developm.of resistance, meds inhibit.Pg-p & BCRP incr.absorp & plasma conc., red.tenofovir conc with ritonavir/ tipranavir/ carbamazep./ oxcarbamazep./ phenytoin/ phenobarb./ St.John’s Wort/refabutin/ rifampicin/ rifapentine. meds.red.renal func./compet for activ.tubular secret.(eg. acyclovir/ ganciclovir/ valacyclovir/ cidofovir/ valganciclovir/ aminoglycos./ high-dose or multipl.NSAIDS) poss.incr.S/E. Lamivudine: Poss.interact. meds.eliminat.in urine by activ.organic cationic secr.eg.trimethoprim. Avoid concom.sorbitol.

 XE "Trelavue" TRELAVUE, GSK [P/S]

Dolutegravir sod. 50 mg, abacavir sulph. 600 mg, lamivudine 300 mg.

Indications: Treatm.of HIV infect.adults & adolesc. over 18 yrs.who are ARV-treatm. naive/ HIV infect.without document./clinic.susp.resist.to any of the 3 ARV compon.
(S4) TABS, 49/20.2.8/0097

722296-001: 30, R1 010,94
Dosage: Init. ther.by physic.exper.in HIV infect.managem. Adults & adolesc.weigh. > 40 kg: 1 tab. once dly. Separ.dolutegravir/ abacavir/ lamuvidine preps.to be admin.in cases where discont./dos.adjustm.reqd.

Contraindications: Pts.und.18 yrs., mod.to sev.liv funct.impairm., concom. dofetilide/pilsicainide/ metformin/ meds.cont.any of same act.compon., safety in pregn.not est., lactat., ren.impairm.with creatin.clear.of <50 mg/min., dolutegrav.co-admin. with polyval.cation-cont. antacids.

Side effects: Fatal hypersens.reacts.pres.like a flu-like illn./gastro-enterit./rash, dyspn., cough, fev., fatig., malaise, elev.LFT, myalg., ren. & urin disords., headache, mytochondr.dysfunct., pancreatit., organ dysfunct.incl.liv.inj., GI disturbs., lact. acidos./sev.hepatomegaly with steatos.incl fatal.cases esp.women, CNS/psych.effs., osteonecros., hypertriglyceridaem., hyperglycaem., bld. dyscras., dizzin., hepatit., hyperlactataem., arthralg., musc.disords., rhabdomyolys., paraesthes., periph.neuropathy, skin reacts. incl. erythema multiforme/Stev.-Johns.syndr.& tox. epiderm. necrolys., body fat redistribut./ accumulat./ periph.& fac.wast./breast enlargem.

Warnings and special precautions: Cross. placenta/ teratogen.in animals, lamivudine excret. in breast milk, limit. data in elderly > 65 yrs., screen. recomm.for carriage of HLA-B*5701 allele in pts.without prior abacavir expos., hypersens. reacts.to abacavir charact.by multi-organ/body syst. involvem.have proven fatal, no re-challeng. aft. abacavir hypersens.reacts.which are are more sev. on re-challeng.incl.life-threat.hypotens.& death within hrs., discont.ther.immed.if any hypersens. react.susp./occurs.& init.appropr.ther., joint pain/stiffn./movem.diffic., discont.ther.until pancreatit. exclud.in cases of N&V/abdom.pain/ elev. biochem.mark., suspend ther.in cases of clinic. feat./ laborat.find.poss.indic.lact.acidos. developm. with/without hepatit., pts.with known risk for liv.dis., lipodystrophy & metabol.abnorm., opportunist. infects.& other HIV complicat.may still devel., ARV ther.will not prev.transmiss.through sex. cont.& bld.transfus.& appropr.precaut.to contin., coron.heart dis.risk fact., not recomm.in pts. with integrase inhibit.resist., immune reconstitut. syndr., eval.inflamm.sympt.& init. treatm. if necess., auto-immune disords., per.liv. funct.monit. recomm.in hepatit.B &/C co-infect. pts., init./maint.effect.HBV ther.when start. Trelavue in hepatit. B co-infect.pts., concom. meds. chang. dolutegrav./abacavir/lamuvidine expos. or vice versa, admin.2 hrs.bef./6 hrs.aft. Ca/Fe supplem.or with food, admin.2 hrs.bef./ 6 hrs. aft. polyval.cation-cont.antacids, concom. ETR not recomm.unless receiv.concom.ATV + RTV/ LPV + RTV or DRV + RTV, concom.efavirenz/ nevirapine/ rifampicin/tipranavir/ritonavir not recomm., avoid concom.oxcarbazepine/ phenytoin/ phenobarb./ carbamazepine/St. John’s Wort, concom. methadone/zalcitabine, lamivudine not recomm.with concom.emtricitabine or emtricitabine-cont. fix.dos.combin.

Drug interactions: Poss.incr.metformin conc., reduc.dolutegravir plasma conc.with etravine/ efavirenz/nevirapine/rifampicin/tipranavir/ ritonavir, incr.dolutegravir plasma conc.with atazanavir, poss.decr.dolutegravir conc.with oxcarbazepine/ phenytoin/phenobarb./ carbamazepine/St John’s Wort though no studies, occas. methadone re-titrat.may be reqd., lamivudine poss.inhib.intracellul.phosphorylat.of zalcitabine, decr.dolutegravir conc.with tipranavir/ ritonavir, poss.incr.dofetilide/pilsicainide plasma conc. with dolutegravir.
 XE "Trenvir" TRENVIR, Cipla Medpro [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg.

Indications: HIV-1 infect.treatm.in adults.

(S4) TABS, 44/20.2.8/0780

721430-001: 30, R230,00
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Mod-sev.ren.impairm., pregn. & lactat., concom.astemizole/ cisapride/ midazolam/ triazolam or ergot derivat., safety & effic.in pts.less than 18 yrs.not est., sev.hepat. impairm., concom.voriconazole, concom.meds/ combinat. contain efavirenz/emtricitabine/ tenofovir/ lamivudine/adefovir dipivoxil.

Side effects: Emtricitabine: Freq: Incr.cough, rhinit., naus., diarrh., headache, asthen., rais. creatine kinase. Less freq: Depress.disord., dizzin., sleep disturbs., neurit., paraesthes., periph. neuropathy, abdom.pain, dyspeps., vomit, rash, urticar., vesiculobull./pustular rash, allerg.reacts., skin discolourat., arthralg., myalg. Freq.unknown: Neutropen., anaem., lactic acidos.usually accompan. by sev.hepatomeg. & steatos., rais.liv. enzyme conc., hyperbilirubinaem. Tenofovir: Freq: Asthen., N&V, diarrh. Less freq: Anorex., rais.ser. amylase conc., abdom.pain, flatul, hepatotox. Freq unknown: Neutropen., haematur., allerg.reacts, lactic acidos.usually accompan.by sev. hepatomegaly. & steatos., hypertriglyceridaem., hyperglycaem., hypophosphataem., depress., headache, dizzin., insomn., periph.neuropathy, anx., chest pain, pneumon., dyspn., pancreatit., dyspeps., rais.liv.enzymes & hepatit., skin rash., fev., sweat., weight loss, back pain, myalg., arthralg., rais.creatine kinase lev., nephrit., nephrogen. diabet.insipid., ren.impairm., ac.ren. fail., Fanconi syndr., ac.tubular necros.

Efavirenz: Freq: Dizzin., imp.concentrat., somnol., insomn., headache, N&V, diarrh., rash, prurit., incr. sweat., fatig., pain. Less freq: Abnorm.dreams, anorex., hypoaesthes., dyspeps., abdom.pain. Freq unknown: Weight gain/loss, abnorm.coordinat., atax., convuls., paraesthes., neuropathy, trem., aggrav. depress., agitat., amnes., anx., apathy, incr. appet., confus., emot.lability, euphor., hallucinat., imp.co-ordinat., impot., decr./incr. libido, neuralg,, periph.neuropathy, speech disord., vertigo, abnorm. vision, tinnit., taste pervers., flush., palpitat., tachycard., asthma, sinusit., dyspn., URTI, gastrit., gastroenterit., gastro-oesophag. reflux, constip., malabsorpt., hepatit., hepat. enzyme incr., hepat.fail., acne, alopec/, eczema, folliculit., seborrh., skin exfoliat., urticar., erythema multiforme, nail disords., skin discolour., Stev.-Johns.syndr., arthralg., myalg., myopathy., alcohol intol., allerg.reacts., asthen., hot flush., influenza-like sympts., malaise, pain, syncope, redistrib./accumulat. of body fat.

Warnings and special precautions: Lactic. acidos.& sev.hepatomegaly with steatos. incl.fatal., obesity & prolong.nucleoside use poss. risk fact.for lact.acidos., pts.with liv.dis.risk fact., suspend. treatm.if clinic./lab.find. suggest.lact. acidos./ hepatotoxic., test for chron.hepatit.B bef. init.ther., not indic.for treatm.of chron. HBV infect., safety & effic.not est.in hepatit. B vir.co-infects., monit. hepat.funct.for sev.mnths.in pts.co-infect. with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., determ.creatin. clear. bef.init.ther., ren.funct.monit.in pts.at risk/ hist. of ren.dysfunct., avoid with concom./rec. nephrotox. agents, pregn.test for women of child-bear. potent.bef.init.ther., barr.contracept.tog.with other methods recomm., elderly, concom. lamivudine/ meds.contain.lamivudine in combinat. due to similarit.betw.emtricitabine & lamivudine, monit.BMD in pts.with patholog.bone fract. hist./ at risk of osteopen., Ca & vit.D supplementat.poss benefic., redistribute./accumulate.of body fat, immune reconstit.syndr., discont.ther.with sev.skin rash assoc.with blister./ desquamat./mucos. involvem. & fev., treatm.discont.poss.reqd.if ser. psych. sympt.exper., monit.liv.enzym.in mild to mod. liv.dis & chron.hepatit.B or C, eval.risk vs. benef.of cont.ther.if ser.transaminase. lev.persist. 5x>ULN, opportunist.infects & other HIV complicat. still poss., ther.not proven to prev.HIV transmiss. through sex.cont./bld.contam., contin.approp. precaut. prevent.HIV transmiss.risk, monit. cholester. & triglyceride levels, seiz.hist., addit. 200 mg/day of efavirenz recomm.when TRENVIR is co-admin.with rifampicin, dly.dos of rifabutin should be incr.by 50 % when admin.with TRENVIR, do not admin.concom.saquinavir as sole protease inhibit., no dos. recomm.for itraconazole avail. theref. seek alt.antifung., rash report.with efavirenz & clarithromycin theref.consid.alt., combin.with other macrolides not stud., period. plasma monit.of anticonvuls.ther., monit.conc.of concom. tacrolimus for at least 2 wks.

Interactions: Efavirenz decr.voriconazole plasma conc.& vice versa, amprenavir ser.conc decr., conc. of drugs elimin.by act.tubul.secret.may incr., plasma conc.of other compds.that are CYP3A4 substrat. poss.decr., atazanavir/ritonavir incr. tenofovir conc., poss.Ca chan.block.conc.decr., decr. carbamazepine lev., clarithromyc.plasma lev. chang., didanosine conc.incr.with multip.tenofovir dos., HMG-CoA reduct.inhibit./indinavir/ itraconazole conc.decr., potent.decr.ketoconazole conc., decr.lopinavir expos.with lopinavir/ritonavir & efavirenz, decr.methadone plasma conc.& poss. opiate withdr.signs with efavirenz, ethinyl oestrad. conc.incr., reduc./incr.plasma lev.of phenytion/ phenobarb./other anticonvuls which are substrat. of CYP450 isoenzym., rifampicin decr.efavirenz conc., rifabutin conc.decr., sequinavir conc.reduc., sertraline conc.decr., reduc.efavirenz conc.with St John’s Wort expect., poss.incr.conc.of emtricitabine /tenofovir &/other ren.elimin.meds. with meds.reduc.ren.funct./compete for act.tubul. secret., decr.expos. of tacrolimus expect.

 XE "Tribuss" TRIBUSS, (Aspen Pharmacare: Pharma) Pharmacare [P/S] 
Tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg, emtricitabine 200 mg.

Indications: Alone as complete regimen or in combinat.with other antiretrovir.in adults with HIV-1.

(S4) TABS, 44/20.2.8/0980

716630-001: 30, R379,20
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Pregn. & lactat., mod-sev. ren.impairm., concom.astemizole/bepridil/ cisapride/midazolam/pimozide/triazolam or ergot derivat., concom.voriconazole, safety & effic.in pts.less than 18 yrs.not est., safety & effic.not est. in hepatit. B vir.co-infects., concom.meds/ combinat. contain lamivudine, prev.liv.injury/-fail. hist.with efavirenz.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., Efavirenz: Freq: Aggrav.depress., dizzin., headache, naus.,rash, incr.swell., fatig. Less freq: Anorex., rais.ser. cholesterol & triglycer. conc., abnorm.dreams, anx., agitat., amnes., apathy, confus., emot. liabil., euphor., hallucinat., insomn., somnol., imp. conc., abnorm. co-ordinat., atax., convuls., hypoaesthes., paraesthes., neuralg., periph. neuropathy, speech disord., trem., vertigo, syncope, abnorm.vis., tinnit., palpitat., tachycard., asthma, vomit., diarrh., dyspeps., abdom. pain, taste pervers., hepatit., incr.hepat. enzym., erythema multiforme, Stev.-John.syndr., alopec., skin exfoliat., urticar., arthralg., myalg., asthen., hot flush., malaise. Freq.unknown: Immuno-allerg.liv.injur./fail., gynaecomast., body fat redistribut., weight gain/-loss, incr.appet., sinusit., URTI, gastrit., gastroenterit., gastro-oesophag.reflux, constipat., malabsorpt., hepat. fail., nail disords., skin discolourat., acne, eczema, folliculos., seborrh., photoallerg. dermatit., myopathy, impot., decr./incr.libido, flu-like sympts., pain. Emtricitabine: Freq: Headache, N&V, diarrh., rash event, elev.creatin. kinase. Freq.unknown: Neutropen., anaem., allerg. reacts., lact.acidos., sleep disturbs., depress. disord., dizzin., neuropathy, periph. neurit., paraesthes., incr.cough, rhinit., dyspn., abdom.pain, dyspeps., incr.amylase, pancreatit., rais.liv.enzym.conc., hepatit. hyperbilirubinaem., palm/sole skin hyperpigmentat., arthralg., myalg, asthen. Tenofovir: Freq: Hypophosphataem., N&V, diarrh., abdom.pain, flatul., dyspeps., anorex., weight loss. Less.freq: Rais.ser. amylase conc., pancreatit. Freq.unknown: Neutropen., haematur., allergy., allerg.reacts., lact.acidos., depress., insomn., anx., headache, asthen., dizzin., periph.neuropathy, chest pain, pneumon., dyspn., abdom.pain, rais.liv.enzym., hepatit., skin rash, sweat., back pain, myalg., arthralg., myopathy, osteomalac., incr.creatinine kinase lev., incr.creatin, interstit.nephrit., nephrogen. diab.insipid., polyur., proxim. tubulopathy, proteinur., ren.impairm./-fail./-insuffic, ac.ren. fail./-tubul.necros., fev.
Warnings and special precautions: Monit. hepat. funct.for sev. mnths.in pts.co-infect.with HIV & HBV who discont.ther., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv.dis. risk fact., discont.if find.suggest.lact. acidos./hepatotoxic., test for chron.hepatit.B bef. nit.ther., determ.creatin.clear.bef.init.ther., avoid with concom./rec.nephrotox.agents, immed.risk vs. benefit eval.of cont.ther.when ser.psych. sympts. exper., poss.foet.harm.when admin.dur. 1st trimest. theref.avoid pregn., barr.contracept. tog. with other methods recomm., elderly, concom. didanosine /atazanavir/lopinavir/ ritonavir & discont.if advers.effs.develop., do not admin. concom. saquinavir as sole protease inhibit., no dos.recomm.for itraconazole avail. theref.seek alt.antifung., rash report.with efavirenz & clarithromycin theref.consid.alt.eg. azithromycin, combinat.with other macrolides not stud., seiz. hist., period.plasma monit.of anticonvuls. ther., discont.ther.with sev.skin rash assoc.with blister./ desquamat./mucos.involvem. & fev., eval.risk vs.benef.of cont.ther.if ser. transaminase. lev.persist.5x>ULN, monit.BMD in pts. with patholog.bone fract. hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., seek medic.advice in case of joint aches & pain/-stiffn./diffic.in movem., through CV risk assessm.where lipodystrophy evid., poss.immune reconstit.inflamm.syndr.(IRIS) developm.within 1st 3 mnths of init.ART ther.where appropr. treatm. of opportunist.dis to be instit./contin. tog. with ART, opportuntist.infects./other HIV complicat. poss.for which pts.should be closely observ., ther.does not prev.HIV transmiss.through sex.conduct/bld contaminat., lact.intol.

Drug interactions: Poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds. induc.CYP3A4 activ.incr.clear., ser.conc.of drugs elimin.by act.tubul.secret.may incr., atazanavir & lopinavir/ritonavir incr.tenofovir conc., reduc.efavirenz conc.with St John’s Wort expect., amprenavir ser.conc.decr., atazanavir conc. decr., metabol.of indinavir incr., ritonavir & efavirenz conc. incr.with ritonavir, saquinavir conc. decr., didanosine conc.incr., warfarin plasma conc.incr./decr., carbamazepine/ phenytoin/ phenobarbit. & efavirenz conc.decr. with these anticonvuls., sertraline/itraconazole/ ketoconazole/clarithromyc./rifabutin/ Ca chan. block. /HMG-CoA reduct. inhibit.& methadone plasma conc.decr., rifampicin decr.efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Triemta" TRIEMTA, (Activo) Macleods, [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Mono- or combinat.ther.for HIV-1 infect. in adults

(S4) TABS, 51/20.2.8/0121.120

3000260-001: 30, R218,50
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concom.astemizole/bepridil/ cisapride/ midazolam/pimozide/ triazolam/ergot derivat/ St John’s Wort., concom.voriconazole, mod.-sev.ren.impairm., sev.hepat.impairm., hist.of prev. liv.inj./fail.with efavirenz contain.meds., concom. meds/combinat.contain lamivudine, safety & effic.in pts.less than 18 yrs.not est., pregn. & lactat.

Side effects: Efavirenz: Freq:  Weight gain, hypertriglyceridem., GI disords., elev.AST/ALT/ GGT, depress., anx., abnorm.dreams, insomn., dizzin., headache, somnol., cerebell. coordinat./bal.disturb., attent.disturb, diffuse maculopapul.rash, prurit., fatig. Less freq: Hypersens., hypercholesteraem, stupor, confus., imp. conc., abnorm.think./vis., agitat., amnes., delir., emot.lability, euphor., hallucin., psychos., suicide attempt/ideat./complet., paranoia, mania, delus., neuros., blurr.vis., tinnit., vertigo, palpitat., tachycard., flush., asthma, URTI, sinusit., gastrit., gastroenterit., gastro-oesophag.reflux, incr.appet., taste pervers., pancreatit., hepatit., hepat.fail., sev. rash with blister., moist desquamat., ulcerat., acne, alopec., eczema, folliculit., seborrh., skin exfoliat., urticar., erythema multiforme, photoallerg. dermatit., Stev.-Johns.syndr., arthralg., myalg., impot., decr./incr.libido, gynaecomast., asthen., malaise, pain, syncope, influenza-like sympts., alcoh.intoler., hot flush., abnorm. coordinat., atax., convuls., migraine headaches, neuralg., paraesthes., periph. neuropathy, speech disord., trem., hypoaesthes., amnes., agitat. Freq.not known: Immuno-allerg. liv. inj./fail., weight loss, redistribut./accumulat.of body fat, inappropr.behav., apathy, dyspn., constip., malabsorpt., nail disord., skin discolourat., myopathy. Emtricitabine: Freq.: Allerg. react., elev.creatine kinase/AST/ALT/ amylase/ ser.lipase , hyperbilirubinaem., headache, dizzin., hyperglycaem., hypertriglyceridem, GI disords. neutropen, pain, asthen., rash, skin discolourat., sleep disturbs. Less freq: Anaem., angioed. Freq not known: Arthralg., myalg., depress.disord., lact.acidos. assoc. with sev.hepatomeg.& steatos., incr.cough, rhinit., asthen., neuropathy, periph.neurit., paraesthes. Tenofovir: Freq.: Hypophosphataem., GI disords., inr. transaminas., skin rash. Less freq.: Hypokalaem., lact.acidos.assoc.with sev. hepatomeg. & steatos., rais.ser.amylase conc., pancreatit., hepat. steatos., hepatit., angioed. Freq. not known: Neutropen., haematur., hypertriglyceridaem., hyperglycaem., depress., anx., periph.neuropathy, chest pain, pneumon., dyspn., allerg.react.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.in clinic./lab.find. suggest. lact.acidos./hepatotox., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., safety & effic.not est.in signific. underly.liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont. if evid.of worsen.liv.dis., ref.to PI of concom.hepat. B or C meds, monit.liv.enzymes partic.in known/ suspect. hepatit.B/C infect.hist./concom.hepatotox meds., eval.risk vs.benef.of cont.ther.if ser. transaminase.lev.persist.5x>ULN, reg.test.for jaund./ bleed tend., test for chron.hepatit.B bef. init. ther., sev.ac.exacerbat.of hepatit.B aft. discont., immed.risk vs. benefit eval.of cont.ther. when ser.psych.sympts.exper., do not admin.in pts. with creatin.clear.< 50 ml/min, determ.creatin. clear. bef.init./dur.ther., avoid with concom./rec. nephrotox. agents, pts at risk of ren.impairm., antihistam./corticoster.for mild to mod.rash to improv. tol.& resolv.rash, discont.in case of sev. skin rash, monit. BMD in pts.with patholog.bone fract. hist./at risk of osteopen., Ca & vit.D supplementat. poss benefic., cholesterol./ triglycerid. monit, pts.to seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., seiz.hist., period.plasma monit. of anticonvuls. ther., eval.for signs of fat redistribut., CV risk assessm.with evid.of lipodystrophy, immune reconstit.syndr., opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss. through sex.cont./bld.contam., elderly, perf.pregn. test in women of childbear.age prior to init.ther., barr. contracept.tog.with other methods recomm. dur.& for 12 wks.aft.discont.treatm, concom. didanosine/ atazanavir or lopinavir/ritonavir & discont. if advers.effs.develop, addit.ritonavir. recomm. with concom.fosamprenavir, decr.anti-malar. effic.of concom.artemether/lumefantrine, do not admin. concom.saquinavir as sole protease inhibit., monit.liv enzym.with concom.meds. assoc. wih hepat.toxic./known or suspect. HVB/C, no dos. recomm.for itraconazole avail.theref.seek alt. antifung., rash report.with efavirenz & clarithromycin theref.consid.alt.eg.azithromycin, combinat.with other macrolides not stud.

Interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds.induc. CYP3A4 activ.incr.clear., incr.expos.with inhibit.of CYP3A4 or CYP2B6/ grapefruit juice, conc.of emtricitabine/tenofovir/concom.med incr. with concom. drugs elim.by glomerul.& act.tubul. secret./ decr.ren. funct, atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser. conc. decr., metabol.of indinavir incr., tenofovir conc. incr.with lopinavir/ritonavir combinat., lopinavir conc.decr., ritonavir & efavirenz conc. incr. with ritonavir, saquinavir conc.incr., didanosine conc.incr., warfar.plasma conc.incr. /decr., carbamazepine/phenytoin/phenobarbit.& efavirenz conc.decr.with these anticonvuls., sertraline/ itraconazole/ketoconazole/ posaconazole/ clarithromyc./rifabutin/Ca chan. block./HMG-CoA reduct.inhibit plasma conc.decr., methadone plasma lev.decr. result.in opiate withdr. signs in HIV infect.IV drug users, rifampicin decr.efavirenz conc., ethinyl oestrad.conc.incr., artemether/lumefantrine & efavirenz conc.decr. with concom.use, conc.of atovaquone & proguanil decr.

 XE "Triolar" TRIOLAR, (Activo) Macleods, [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Mono- or combinat.ther.for HIV-1 infect. in adults

(S4) TABS, 47/20.2.8/1006

721497-001: 30, R398,94
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concom.astemizole/ bepridil/ cisapride/midazolam/pimozide/triazolam/ergot derivat/ St John’s Wort., concom.voriconazole, mod.-sev.ren.impairm., safety & effic.not est.in hepatit. B vir.co-infects., concom.meds/combinat. contain lamivudine, safety & effic.in pts.less than 18 yrs.not est., pregn. & lactat.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit B aft.discontinuat., ser.psych.sympts.incl. sev. depress./ suicid.ideat./non fat.suicide attempts / aggress.behav./paranoid & manic reacts., CNS sympts. incl.hallucin./abnorm.think.& depersonalisat. which gen.improv.with cont.ther., ren. impairm.incl.ac.ren.fail., skin rash, pain, GI disturbs., pancreatit., arthralg., back/chest pain, incr. cough, fev.,bld.dyscras., myalg., paraesthes., periph. neuropathy/-neurit., pneumon., rhinit., hyperpigmentat. of palms &/soles, fatig., asthma, URTI, influenza-like sympts., incr.lipid conc., palpitat., tinnit., vertigo, gynaecomast., libido chang., abnorm.vis., GI malabsorpt., hepatobil. disords., allerg.reacts., weight chang., body fat redistribut./accumulat., myopathy, asthen., malaise, syncope, abnorm.co-ordinat., atax., convuls., hypoaesthes., trem., dyspn., flush., tachycard., erythema multiforme, Stev.-John. syndr., nail disords., photoallerg.dermatit., osteomalac., lumb.spine/hip & both arms BMD decr. from baseline, convuls., inflamm.respons.to indolent/ resid.infects.necessit.furth.eval.& treatm., alcoh.intol., hypophosphataem., hyperglycaem.

Warnings and special precautions: Monit. hepat. funct.for sev.mnths.in pts.co-infect.with HIV & HBV & discont.ther., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.if find.suggest.lact.acidos./ hepatotoxic., test for chron.hepatit.B bef.init.ther., immed. risk vs. benefit eval.of cont.ther.when ser. psych. sympts.exper., determ.creatin.clear. bef. init.ther., avoid with concom./rec.nephrotox. agents, pts at risk of ren.impairm.perf.pregn.test in women of childbear.age prior to init.ther., barr. contracept.tog.with other methods recomm., elderly, concom.didanosine/atazanavir/lopinavir & discont.if advers.effs.develop, addition.ritonavir. recomm.with concom.fosamprenavir , do not admin. concom.saquinavir as sole protease inhibit., monit.liv enzym.with concom.meds. assoc.wih hepat.toxic./known or suspect. HVB/C, no dos.recomm.for itraconazole avail.theref.seek alt. antifung., rash report.with efavirenz & clarithromycin theref.consid.alt.eg.azithromycin, combinat.with other macrolides not stud., monit. BMD in pts.with patholog.bone fract.hist./at risk of osteopen., Ca & vit.D supplementat.poss benefic., seiz. hist., period.plasma monit.of anticonvuls. ther., discont.in case of sev.skin rash, immune reconstit. syndr., opportunist.infects & other HIV complicat. still poss., ther.not proven to prev.HIV transmiss.through sex.cont./bld.contam.

Interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds. induc. CYP3A4 activ.incr.clear., ser.conc.of drugs elimin. by act.tubul.secret.may incr., atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser. conc. decr., metabol.of indinavir incr., tenofovir conc. incr.with lopinavir /ritonavir combinat., lopinavir conc.decr., ritonavir & efavirenz conc. incr. with ritonavir, saquinavir conc.decr., didanosine conc.incr., warfar.plasma conc.incr. /decr., carbamazepine/phenytoin/phenobarbit.& efavirenz conc.decr.with these anticonvuls., sertraline/ itraconazole/ketoconazole/ clarithromyc./ rifabutin/Ca chan.block./HMG-CoA reduct. inhibit.& methadone plasma conc.decr., rifampicin decr.efavirenz conc., ethinyl oestrad. conc.incr.
 XE "Triovir" TRIOVIR, Viatris [P/S] 

Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg, efavirenz 600 mg.

Indications: HIV-1 infect.treatm.in adults, as a complete regimen or in comb.with other ARVs
(S4) TABS, 52/20.2.8/0062

3006556-001: 30, R245,62
Dosage: Adults: 1 tab.swall.whole once dly.on empty stomach. Bedtime.dos. may improv. CNS sympt.tolerabil. Init.by medic.pract.exper.in HIV infect.managem. Dose reduct.& ther.drug monit.consider. in pts.<40kg with long-term neuropsych.effects eg.ataxia, encephalop., hyper-somnol., coma. Not recomm. for use in pts.<18 yrs. 
Contraindications: Concom.terfenadine/ astemizole/ peridil/ cisapride/ midazolam/ pimozide/ triazolam/ ergot deriv.(e.g.ergotamine, dihydroergotam./ ergonovine/methylergonovine)/ voriconazole, mod-sev.ren.impairm. (CrCl<50 ml/min), liv. inj./ fail.hist. with efavirenz-contain. ART, pts.with fam.hist. of sudden death/ congenit. QTc prolong., sympt. cardiac dysrhythm./ clin.relev. bradycard./ CCF with reduc. ejection fract., sev.electrolyte disturb. (eg. hypokalaem./ hypomagnesaem.), co-admin.with QTc prolong.meds.(class IA & III antidysrhythmics/neuroleptics/ antidepress./ cert.macrolides/ fluoroquinolones/ imidazole/triazole antifungals/ non-sed.antihist./ cisapride, flecainide/ cert.antimalar./ methadone), pregn. & lactat, pts.<18 yrs., co-admin. with elbasvir/ grazoprevir, St. John’s wort, use with meds.cont.efavirenz/ emtricitabine/ tenofovir/ concom.cytidine analogs (lamivudine/ adefovir dipivoxil).
Side effects: Freq.: Neutropen., allerg. react., hypertriglyceridaem., hyperglycaem., hypophosphataem., depress., anx., abnorm.dreams, insomn., cerebell.coord.& balance disturb., somnol., headache , disturb. in attent. , dizzin., diarrh., N&V, abdom. pain, elev. amylase incl. pancreat.amylase, elev. serum lipase, dyspeps., abdom.distens., flatul., rash, prurit., vesiculobull.-/ pustul.-/ maculopapul. rash, urticar., skin discol. (incr. pigmentat.), elev.creatine kinase, fatig., pain, asthen. Less Frequent: Anaem., hypersens., hypercholesterolaem., hypokalaem., lactic acidosis, suic.attempt/- ideat./ complete, psychos., mania, paranoia, hallucin., euphor.mood, affect labil., confus.state, aggress., cataton., delus., neuros., convuls., amnes., think.abnorm., atax., coord.abnorm., agitat., tremor., blurr.vis., tinnit., vertigo, flush., pancreat., hepatit. ac., hep.fail./-.steatos.,SJS., eryth. multiforme, sev. rash photoallerg. dermatit., rhabdomyolys., muscul. weakn., osteomalac. manifest.as bone pain & infreq.contrib. to fract.), myop., gynaecomast. Freq.unknown: Immuno-allerg. liv.inj./ fail., redistrib./ accumul. of body fat, atax., hyper-somnol., encephalop., coma, agitat., hypoaesth., abnorm.  coord., neurop., palpitat., dyspn., constip., malabsorpt., incr. amylase, polyur., ren.insuff., arthralg., myalg., myop., asthen.
Special warnings and precautions: Comb. ARV assoc. with body fat redistrib./ accumul. incl.centr.obesity/ dorso-cervic. fat enlarg./ periph.-/ facial wasting/ breast enlarg./ serum lipid/ glucose elev., eval.for physical signs of fat redistrib.& CV. risk assess.for lipodystrophy evid., avoid co-admin. with meds. cont. the same / lamivudine due to same act. components or renal funct.impact., pancreatit.consid.if abdom. pain/ N&V/ biochem. markers elev., discont. until pancreatit.excl., potent. fatal lactic acidos. due to mitochon.dysfunct., monitor venous lactate & serum bicarbon./ manage based on lactate levels & sympt., pts. with liv.dis.risk factors., monit. for lactic acidos./ hepatotox.signs., careful monit.req. when switch. from PI-based ARV regimen due to poss. red. response., advise on persist. opportunist.infect. risk & HIV transmiss. despite ARV ther., take on empty stomach/ pref. at bedtime to reduce food-relat. efavirenz exposure & advers. react.,S&E in signif. underly.liv. disord./dis.& with HIV/HBV co-infect.not est., monit.liv. enzymes & manage hep. events., QTc prolong. risk with efavirenz. consider alt.for high-risk pts., serious psychiatric sympt. reported., CNS sympt. freq. reported, late onset neuropsychiatr. eff., monitor underweight women & pts. with sev. prolonged eff., convuls.observ. in seiz.hist., monit. plasma lvls of anticonv., ren.impairm., monit.bone effects, consid. BMD monitor.& suppl.for at-risk HIV pts., skin rash managem. & monit. for new-onset rash., weight & metabolic parameters changes, manage lipid disord., mitochondr. dysfunct. risk/ monit. for related condit., immune reconstit. inflamm. syndr. (IRIS), osteonecros.risk: pts. to seek med.advice for joint sympt., avoid in HIV-1 harbour. K65R/ M184V/I or K103N mutation., cholest.& triglyc. monitor. recomm., elderly, not recomm. for <18 yrs.due to fixed-dose & unstabl.S&E, cont. lactose, liv.enzymes monit.in hep. B/ C infect. or other liv. toxic meds., co-admin. with St. John’s wort. Ginkgo biloba extr. not recomm.

Interactions: Efavirenz induces CYP3A4, may decr. plasma conc. of CYP3A4 substrates, inhibits 2C9/ 2C19/ 3A4 isozymes.: Co-admin. with meds metabol. by these isozymes may req. dose adjust., meds. induc.CYP3A4 (eg.phenobarbitone/ rifampicin/ rifabutin) may incr. efavirenz clear. & decr. plasma conc., co-admin. with meds.reduc. ren.funct./ compete for active tubular secret. may incr. serum conc. of emtricitabine/ tenofovir &/or other renally eliminated meds (eg. aciclovir/ adefovir dipivoxil/ cidofovir/ ganciclovir/ valacyclovir/ valganciclovir)., co-admin. of tenofovir & didanosine with caution & monitor for didanosine-assoc. advers. events., atazanavir & lopinavir/ ritonavir incr.tenofovir conc. Efavirenz: Voriconazole (decr. plasma conc./ incr. efavirenz side effects risk)., astemizole/ terfenadine (cardiac dysrhythmias risk)., ergot deriv. (ac. ergot tox.risk)., benzodiazepines(midazolam/ triazolam incr. sedat.or resp. depress.),CCB( bepridil cardiac dysrhythm. risk), GI motility med. (cisapride -card. Dysrhythm.risk)., neurolept.( pimozide -card.dysrhythm. risk)., St John’s Wort (decr. efavirenz plasma levels)., hep. C antivir.( elbasvir/ grazoprevir efavirenz -decr. elbasvir/ grazoprevir plasma conc.) Other signif. interacts: Protease Inhibits. (amprenavir/ fosamprenavir/ atazanavir/ indinavir/ lopinavir/ritonavir/ saquinavir) - various effects on conc., NRTI: didanosine (incr. conc.),warfarin (incr. / decr.conc.), phenytoin/ phenobarbitone/ carbamazepine / sertraline/ itraconazole/ ketoconazole / clarithromycin / atorvastatin/ pravastatin/ simvastatin/ methadone decr.conc., rifabutin/ rifampicin (effect on conc.), CCB -dose adjust. may be req., ethinyl oestrad. (incr.conc.).
 XE "Triplavar" TRIPLAVAR, Cipla Medpro [P/S]
Lamivudine 150 mg, zidovudine 300 mg, nevirapine 200 mg

Indications: HIV-1 infect.once pt.complet.2 wk. lead-in period on the 3 indiv.compon. OR once pt. stabilis.on indiv.compon.in same dos.

(S4) TABS. 42/20.2.8/0001

716427-001: 60, R651,90
Dosage: Adults & childr.over 12 yrs: Init.2 wk. lead.in treatm.period on the 3 indiv. compon.to be complet.as follows: Lamivudine 300 mg once dly.or 150 mg 2xdly. Zidovudine 300 mg 2xdly. Nevirapine 200 mg once dly. Follow.lead in period & in absence of any hypersens./GI reacts carry out dos.escalat.to 200 mg Nevirapine 2xdly.

Recomm.dos: 1 tab.2xdly.

Contraindications: Abnorm.low neutrophil counts /haemoglobin lev., safety & effic.in childr. und. 12 yrs.not est., safety in pregn.& lactat.not est., concom.ribavirin/stavudine, sev.hepat. dysfunct., Child-Pugh class B or C, end-stage ren. fail. in pts.not on haemodialys., pre-treatm./dur. treatm. values of AST/ALT> 5x ULN until AST/ALT stabilis. < 5x ULN., re-admin.where ther.perman. discont. for sev.rash/rash with constitut.sympts./ hypersens. syndr./clinic.hepatit., AST/ALT values > 5x ULN dur. ther.& had rapid recurr.of liv.funct. abnormalit. on re-admin., concom.ketoconazole & St. John's Wort, IV ganciclovir/foscarnet not recomm.
Side effects: Sev.& life threaten.skin reacts.incl. Stev.-John.& tox.epiderm.necrolys., hypersens. syndr.charact.by constitut.finds.& visceral involvem., sev.& life threaten.hepatotox.incl.fatal fulmin.hepatit.& hepat.fail., anaem., neutropen., leucopen., pancreatit., lact.acidos.in absence of hypoxaem.& sev. hepatomegaly with steatos., periph.-/ facial wast., redistribut./accumulat.of body fat.(buffalo hump), granulocytopen., allerg. reacts. incl.anaphylax., headache, GI disturbs., myalg., arthralg., fatig., fev., thrombocytopen., hyperlacticaem., insomn., paraesthes., periph. neuropathy, nas.sympts., cough, alopec., musc.-skelet. pain, rhabdomyolys., pancytopen., ment. acuity loss, somnol., anx., depress., convuls., taste pervers., cardiomyopathy, dyspn., oral mucosa/nail & skin pigmentat., myopathy, urin.freq., gynaecomast., flu-like syndr., chills, gen/chest pain.

Special precautions: 1st 18 wks.ther.critic.to monit.for sev.& life-threat.skin reacts.& ser. hepatit. /hepat.fail., great.risk of hepat.events & skin reacts.occur.1st 6 wks.ther., women CD4+ >250 & men CD4+ > 400 counts at incr.risk hepat. adverse events, dos.esp.14 day lead in period to be strict. adher.to, perman.discont.ther.in pts.exper. sev. rash/rash with constitut.sympts./in case of hypersens.syndr.& visceral involvem., perman. discont. ther.in pts.with mod.to sev.elev.(AST/ALT >5 x ULN), incr.AST/ALT lev.and/or chron.hepatit. B&C co-infect.prior to ther.is assoc.with great.risk of hepat. adverse events, freq.monit.of pts with AST/ALT of 2,5x ULN bef./dur.early treatm.period for developm.clinic./lab.evid.of liv.funct. deteriorat., risk fact.for develop.ser.cutan.reacts. incl. fail.to foll.lead-in period dos., ther.assoc.rash perform liv.funct.test.immed., long delay betw.init. sympts.& medic.consult.may incr.risk of more ser. cutan. reacts., concom.antivir.ther.for hepatit.B & C refer relev.medic.product info of products, women at high.risk than men of rash assoc. hepat. events dev., monit.liv.funct.prior to & at interv.dur. ther., monit.haematolog.paramet., in case of sev. anaem./myelosuppress./pre-exist.bone marrow compromise where dos. adjustm.may be reqd./ where discont.of one of the act.necess.use separ. preps., discont.use if pancreat.suspect., suspend.if aminotransferase lev.are rapidly elevat/progress. hepatomeg/metabol.or lact.acidos.devel., opportunist. infects.& other complicat.of HIV infect. may contin., HIV transmiss.not prev.by ther., concom.flucoconazole/warfar./co-trimoxazole/ phenytoin, alt.ther.to clarithromycin recom.in Mycobacterium avium-intracellular complex., altern. non-hormon.contracept.recomm., monit. methadone maint.pts.as narcot.withdr.syndr. report., monit.concom.potent.nephrotox./ myelosuppress. meds., dos.escalat.not allow.if rash occur.dur lead-in dos.until rash.resolv., if ther. interrupt.for long.than 7 days restart accord.to lead-in dos.regime using indiv.meds., separate preps. to be admin.in ren./sev.hepat.impairm.& when haematologic.effs.report., elderly, concom. paracet.& low ser.vit.B12 lev.poss.incr.neutropen. incid., advanc.liv.cirrhos.as a result of chron. hepatit. B infect.as low risk of rebound hepatit. poss.if lamivud.stopp., supplem.nevirapine treatm. in ren.dysfunct.pts.undergo.haemodialys.with addit. 200 mg nevirapine dos.follow.each haemodialys. treatm.to offset the haemodialys. eff.on nevirapine clear., pts.to report other meds. used to Dr.

Drug interactions: Low.plasma conc.of concom. meds. metabol.by CYP3A or CYP2B enzymes, saquinavir (hard gelatine caps) & indinavir AUC lev. reduc., AUC & Cmax of ketoconazole signif. reduc. & nevirapine plasma lev.incr., fluconazole incr. nevirapine expos.by 100%, warfar may incr./ decr. coagulat.time, AUC/Cmax & Cmin of nevirapine signific. low.by rifampicin, rifabutin conc.signific. incr., nevirapine clear.incr.by rifabutin, hypericum perfortum (St John’s Wort) decr.NNRTI’s conc.& result. sub-optimal lev., nevirapine trough conc. elev. with cimetidine, oestrog.lev.of OC’s signific. decr., plasma conc.of methadone decr., lamivudine expos. incr.by prophylact.co-trimoxazole, zidovudine metabol.poss.modif.by codeine/morph./aspir./ indomethac./ketoprof./naprox./cimetid./clofibr./dapsone/oxazep./lorazep.& isoprinosine, zidovudine advers.event risk incr.with potent.nephrotox/ myelosuppress.meds., ribavirin/stavudine is antagonist.in vitro, probenecid incr.mean half-life & area und.plasma conc.curve of zidovudine.

 XE "Trivenz" TRIVENZ, AI Pharm Ltd [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: HIV-1 infect.treatm.in adults alone as complete regimen or in combination with other anti-retrovir.

(S4) TABS, 47/20.2.8/0328
718672-001: 30, R355,74
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Pregn., lactat., mod-sev.ren. impairm., concur.astemizole/bepridil/cisapride/ ergot derivat./midazolam/pimozide /triazolam & voriconazole, safety & effic. not est.in HBV & HIV co-infects., concom.lamivudine/meds.contain. lamivudine in combinat., concom.St Johns Wort not recomm., not recom.in pts.less than 18 yrs., concom.atazanavir not recomm.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, sev.ac. exacerbat. of hepatit.B aft.discontinuat.of emtricitabine/ tenofovir, ser.CNS & psych.sympts., alt. coagulat.times, poss.birth defects, sinusit., URTI, nasopharangit., neutropen., anaem., immune reconstitut. syndr., nephrogen.diabet.insipid., Cushingoid appear., redistribut./accumulat.of body fat, GI disturbs.& malabsorpt., aggress., suicid. thoughts/ attempts, imp.conc., insom., amnes., anx., depress., abnorm.think./dreams, mania, somnolence, headache, asthen., dizzin., hypoaesthes., convuls., paraesthes., periph. neuropathy, tinnit., dyspn. cough, rhinit., pneum., pancreatit., rais.liv.enzym., hepat. fail., hepatotox., arthralg., myalg., myopathy, back-/bone pain, osteomalac., nephrit., ac.ren.fail., Fanconi syndr., proxim. ren.tubulopathy, ac.tubul.necros., breast enlargem., fatig., rais.ser.cholestrol & triglycer. conc., hyperglyceridaem., allerg.reacts., gynaecomast., hypophosphataem., abnorm.vis., palpitat., prurit., rash, erythem.multiforme/nail disords./ Stev.-John.syndr., photo allerg.dermatit., skin discol.

Special precautions: Monit.hepat.funct.for sev. mnths. in pts.co-infect.with HIV & HBV who discont. ther.& appropr.init.of anti-hepatit.B ther. poss.necess., obesity & prolong.nucleoside use poss. risk fact.for lact.acidos., liv.dis.risk fact., discont. if find.suggest.lact.acidos./hepatotoxic., test for chron.hepatit.B bef.init.ther., monit.for hepatit.exacerbat.if treatm.discont.in HIV & HBV co-infect.pts., eval.psych.adver.exper.if relat.to efavirenz use, nerv.syst.sympts.poss.abate aft.2-4 wks., determ. creatin.clear.bef.init.& dur.ther., ren. funct.monit.in pts.at risk/hist.of ren.dysfunct., avoid with concom./rec.nephrotox.agents, elderly, monit. concom.didanosine, high.freq.adverse events with efavirenz/ritonavir, monit.liv.enzym. with efavirenz/ritonavir, do not admin.concom. saquinavir as sole protease inhibit., monit.INR with warfar., monit.anticonvuls.plasma lev., Ca chann. blocks.dos.adjustm.guid.by clinic.respons., teratogen. in anim., women of child-bear.potent. should undergo pregn.test.bef.init.ther., barr. contracept. tog.with other methods recomm., pt.on treatm.may devel.opportunist.infect./other HIV infect. compl., contin.approp.precaut.prevent.HIV transmiss.risk, investig.child.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. with sev.skin rash assoc.with blister./ desquamat./ mucos.involvem.& fev., liv.enzym. monit. in pts.with mild to mod.liv.dis & chron. hepatit.B or C, bone monit.with bone fract.hist./ risk of osteopen.with Vit.D & Ca supplementat.
Drug interactions: Reduc.NNRTI conc.with St John’s Wort expect., addit.CNS effs.with alcoh./ psychoact. meds., efavirenz reduc.voriconazole plasma conc., alt.plasma conc.of meds.prim. metab. by cytochrome P450 isoenzym., conc.of drugs reduc.ren.funct./elimin.by act.tubul.secret. may be incr., poss.incr.didanosine plasma conc., atazanavir & lopinavir/ritonavir incr.tenofovir conc., amprenavir./atazanavir/indinavir/lopinavir & saquinavir ser.conc decr., high.didanosine conc., warfar. conc.incr.&decr., reduc.anticonvuls.&/ efavirenz. plasma lev.with carbamazepine/ phenytoin & phenobarbit., sertraline/rifabutin/ diltiazem/HMG-CoA reduct.inhibit./indinavir/ itraconazole conc.decr., potent.decr.ketoconazole conc., clarithromyc.plasma lev.decr., rifampicin decr. efavirenz conc., poss.Ca chan.block.conc. decr., decr.methadone plasma conc.& poss.opiate withdr. signs with efavirenz, ethinyl oestradiol conc. incr.
 XE "Truno" TRUNO, (Activo) Aurobindo [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: HIV-1 infect.treatm.in adults alone as complete regimen or in combin.with other anti-retrovir.

(S4) TABS, 47/20.2.8/0572

720853-001: 30, R513,96
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concur.astemizole/bepridil/ cisapride/ midazolam/pimozide/triazolam/ergot derivat.& voriconazole, mod-sev.ren.impairm., safety & effic. not est.in HBV & HIV co-infects., concom. lamivudine/meds.contain.lamivudine in combinat., concom.St Johns Wort not recomm., safety & effic.in pts.less than 18 yrs.not est., concom. atazanavir/saquinavir not recomm., pregn., lactat., sev.hepat.impairm.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.in women, sev.ac. exacerbat. of hepatit.B aft.discont.of emtricitabine/ tenofovir, ser.CNS & psych.sympts., poss. birth defects, pancreatit., rais.ser.cholestrol & triglycer.conc., sev.depress., suicid.ideat./ attempts, amnes., aggress., mania, tinnit., palpitat., dyspn., GI disturbs., rais.liv.enzym., hepat. fail., rash, prurit., erythem.multiforme/nail disords./Stev.-John.syndr., photo allerg.dermatit., skin discol., arthralg., myalg., myopathy, fatig., asthen., pneum., neutropen., anaem., hyperbilirubinaem., abnorm.dreams, headache, asthen., dizzin., insom., anx., paraesthes., periph. neuropathy, rhinit., pain, hypophosphataem., bone pain, osteomalac., nephrit., nephrogen.diabet. insipid., ren.proxim.tubul.eff.incl.Fanconi syndr.& ac. tubul.necros., ac.ren.fail., sinusit., URTI, nasopharangit., immune reconstitut.syndr., Cushingoid appear., redistrib./accumulat.of body fat, hyperglyceridaem., insul.resist., breast enlargem., periph.& fac.wast., hyperton., myosit., rhabdomyolys., osteonecros., osteomalac., reduc. bone density.

Warnings and special precautions: Monit. hepat.funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis.risk fact., discont.if find.suggest.lact.acidos. /hepatotoxic., test for chron.hepatit.B bef.init.ther., monit. for it.exacerbat.if treatm.discont.in HIV & HBV co-infect.pts., treatm.discont.poss.reqd.if ser. psych. sympt.exper., determ.creatin.clear.bef.init. & dur.ther., ren.funct.monit.in pts.at risk/hist.of ren.dysfunct., avoid with concom./rec.nephrotox. agents, elderly, high.freq.adverse events with efavirenz/ ritonavir, monit.liv.enzym.with efavirenz/ ritonavir, do not admin.concom. saquinavir as sole protease inhibit., reg. carbamazepine lev.monit.with concom.use, altern. anticonvuls. agent advis., Ca chann.blocks.dos. adjustm. guid.by clinic.respons., women of child-bear. potent.should undergo pregn.test.bef. init. ther., barr.contracept.tog.with other methods recomm., pt.on treatm.may devel.opportunist. infect./ other HIV infect.compl., contin.approp. precaut. prevent.HIV transmiss.risk, investig. child. expos.in utero to nucleoside & nucleotide analog. for poss.mitochondr.dysfunct.in case of relev.S&S, liv. enzym.monit.in pts.with mild to mod.liv.dis & chron. hepatit.B or C, seiz/psych.disord.hist., discont.t her.with sev.skin rash assoc.with blister./ desquamat./mucos.involvem.& fev., monit.ser. lipids & bld.gluc., bone monit.with bone fract. hist./ risk of osteopen., discont.if rapid incr.in aminotransfer. conc.occ.

Drug interactions: Reduc.NNRTI conc.with St John’s Wort expect., addit.CNS effs.with alcoh./ psychoact. meds., alt.plasma conc.of meds.prim. metab. by cytochrome P450 isoenzym., rifampicin decr. efavirenz conc., clarithromyc.plasma lev. decr., efavirenz reduc.voriconazole plasma conc.& vice versa, amprenavir./fosamprenavir/atazanavir/ indinavir/lopinavir & saquinavir ser.conc decr., efavirenz metabol.inhibit.by grapefruit juice, conc. of drugs reduc.ren.funct./elimin.by act.tubul. secret. may be incr., atazanavir & lopinavir/ ritonavir incr.tenofovir conc., reduc.anticonvuls. &/efavirenz.plasma lev.with carbamazepine/ phenytoin & phenobarbit., sertraline conc.decr., HMG-CoA reduct.inhibit./indinavir/itraconazole conc. decr., potent.decr.ketoconazole conc., rifabutin conc.decr., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., poss.Ca chan. block. conc.decr., decr.methadone plasma conc.& poss. opiate withdr.signs with efavirenz, ethinyl oestrad. conc.incr., warfar.plasma.conc.potent. incr./decr.

 XE "Truvada" TRUVADA, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir. in adults with HIV-1, pre-expos. prophylax. (PrEP) in combinat.with safer sex practic.in prov.HIV-1 uninfect. adults to red. risk of sexual.acquir. HIV-1 in pts. at high risk prov.complianc.monit.

(S4) TABS, 41/20.2.8/0171

708254-001: 30, R784,69
Dosage: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit. B vir.co-infects., mod.to sev.ren.impairm., creatin.clear. < 60 ml/min when used for PrEP & < 50 ml/min when used for treatm.of HIV-1., pregn. & lactat., concom.drugs contain lamivudine/ tenofovir/emtricitabine, safety & effic.in paed.pts. not est., PrEP in indiv.not fully committ.to treatm. compl./indiv.with unknown/ posit. HIV-1 status

Side effects: Very common: Dizzin., headache, diarrh., N&V, creat. kinase elev. Common: Neutropen., allerg.reacts.incl. angioed., hypertriglyceridaem., hyperglycaem., insomn./ abnorm.dreams, dyspn., flatul., dyspeps., abdom. pain, amylase-/ lipase elev., hyperbilirubinaem., incr.liv.enzym., rash event, skin discolour., gener.pain, asthen. Freq.unknown: Anaem., hypophosphataem., hypokalaem., lactic.acidos., pancreatit., hepatit., hepat.steatos., myopathy, , osteomalac., rhabdomyolys., muscular.weakn., incr.creatinin., ren.insuff /- fail., ac.ren.fail., Fanconi syndr., proxim.tubulopathy, nephrogen. diabet. insipid., proteinur., ac.tubul.necros., polyur., interstit. nephrit.
Warnings and special precautions: Not recomm. as part of triple nucleoside regim., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv.dis.risk fact., pancreatit., mitochondr. dysfunct., discont.if find.suggest. lact. acidos./ hepatotoxic., test for hepatit.B bef. init. ther., monit.hepat.funct.xsev.mnths.if discont. & pts. co-infect.with HIV & HBV, hepatitis C co-infect., imp.ren.funct., concom./rec.nephrotox. meds., eval.poss.cause of decr.creatin.clear.in uninfect.PrEP pts.and re-eval.risk-benef., concom. didanosine & discont.if advers.effs.develop, recom. concom. atazanavir be admin. with ritonavir, monit. BMD in pts.with patholog.bone fract.hist./at risk of osteopen., pts.to report joint ache/pain/stiffn.& diffic. movem.as osteonecros.poss., elderly., CV risk assessm. in pts.with evid.of lipodystroph., immune reconstitut. inflammat.syndr., opportunist. infects.& HIV complicat.may contin., does not prev. risk of HIV-1 transmiss.to others, PrEP only as part of comprehens.prevent.strategy that include.other prevent. meas., PrEP only in indiv. confirm.HIV-neg. as TRUVADA alone does not constit.a compl. treatm. regim.for HIV-1, eval. seronegat.indivs.for curr./ rec. S&S consist.with ac.vir infect. & enquire regard. poss expos.events in last mnth,if clinic. sympts. consist. with ac.vir.infect.pres.& recent vir. expos. suspect.delay start. PrEP for at least 1 mnth & reconfirm HIV-1 status., rep. HIV-1 screen.at least every 3 mnths.dur.PrEP treatm., monit.pts.on ther. utilis. a triple nucleoside-only regim.caref.for early virolog.fail./resist., lact.intol.

Drug interactions: Ser.conc.of drugs elimin.by act.tubul.secret.may incr., ser.conc.incr.by agents decr.ren.funct., Cmax & AUC of didanosine incr., AUC & Cmin of atazanavir decr.

 XE "Tyricten" TYRICTEN, Novagen [P/S]
Emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg

Indications: In combinat.with other antiretrovir. in adults with HIV-1 infect., with safer sex practices for pre-expos.prophylax.(PrEP).in confirm. HIV-1 uninfect.adults to reduc.risk of sex. acquir.HIV-1 in at risk adults prov.max. treatm. compliance monitor.

(S4) TABS, 44/20.2.8/0086

715071-001: 30, R420,90
Dosage: HIV infect: 1 tab.once dly.without regard to food.

PrEP: 1 tab.once dly.without regard to food.

Contraindications: Safety & effic.not est.in hepatit.B vir.& HIV co-infects., creatin.Cl <60 ml/ min.when used for HIV PrEP, creatin.Cl <50 ml/ min.when used for HIV-1 treatm., pregn.& lactat., concom.lamivudine/tenofovir or emtricitabine contain.prod. PrEP use in pts with unknown/ posit. HIV-1 status/pts.not commit.to treatm. compliance,

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal., sev.ac.exacerbat.of hepatit. B aft.discontinuat., inflamm.respons.to indolent/resid.infects., anaem., neutropen., allerg. react.incl.angioed., hyperglycaem., hypertriglyceridaem., hypophosphataem., lact. acidos., hypokalaem., insomn., abnorm.dreams, depress., dizzin., headache, neurit., paraesthes., periph. neuropathy, dyspn., incr.cough, rhinit., abdom./back/chest pain, pneumon., GI disturbs., rais. liv.enzymes, pancreatit., hyperbilirubinaem., hepatit., hepat.steatos., rash, skin discolourat., hyperpigmentat., myopathy, osteomalac., rhabdomyolys., musc. weakn., ren.insuffic./-fail., ac.ren.fail.& Fanconi syndr., nephrogen.diab. insipid., pain, asthen., fev., sweat., weight loss, arthralg., myalg., anorex., haematur., body fat redistribut./accumulat.,

Warnings and special precautions: Monit. hepat. funct.for sev. mnths.if discont.& pts.co-infect. with HIV & HBV, only admin.for pre-expos. prophpylax.(PrEP) to pts.confirm as HIV negat.init. & every 3 mnths.dur.use as resist.HIV-1 variants. identif follow.PrEP treatm.in undetect.ac.HIV-1 infect., no stud.demonstrat.eff.on clinic. progress. of HIV-1, not recomm.as part of triple nucleoside regim., advis.PrEP pts.that full compliance & addit.prevent.meas.essent., obesity & prolong.nucleoside use poss.risk fact. for lact.acidos., liv.dis.risk fact., discont.if find. suggest. lact.acidos./hepatotoxic., safety & effic. not est.in signific.underly.liv.disords./dis., incr. freq. of liv.funct.abnormal.in pre-exist.liv. condits. theref.monit.& poss.discont.if evid of worsen.liv.dis.pres., investig.infts./childr.expos in utero for poss.mitochondrial dysfunct. in case of relev.signs & sympts., test for chron.hepatit. B virus bef.init.ther., refer to HIV treatm.guidelines/ relev.PI’s in case of concom.hepat.B or C, monit. hepat.funct.in co-infect.HIV & HBV pts,init.anti-hepatit.B ther.if warrant., imp.ren.funct., concom./ rec.nephrotox.meds., recom.concom. atazanavir be admin.with ritonavir, concom. didanosine to be und.fast.condits./monit.& discont. if advers.effs.develop,monit.BMD in pts. with patholog.bone fract.hist./at risk of osteopen., pts.to report joint S/E’s & diffic in movem., CV risk assessm.in pres.of lipodystrophy, reg.vir.load monit.& CD4 counts recomm., concom.treatm.does not reduc. risk of HIV transmiss., safety & effic.in paed.pts.not est., elderly, galactosaem/gluc./galact. malabsorpt. syndr.

Drug interactions: Cmax & AUC of didanosine incr., conc.incr.with atazanavir & lopinavir/ ritonavir, AUC & Cmin of atazanavir decr., conc. incr. with concom.drugs reduc.ren.funct./ elimin. by act.tubul.secret., abacavir Cmax incr., Cmax of indinavir & lamivudine decr.with tenofovir.

 XE "Valatrex" VALATREX, (Unicorn) Sandoz [P/S]
Valaciclovir

Indications: Herpes zoster (shingles) reduc. zoster-assoc.pain, recurr.genit.herpes.in immunocompet.adult pts., prevent./suppress.of recurr. H.simplex infect.of skin & ano-genit. mucous membr., CMV infect.prophylax., CMV dis. & other herpes vir.infect.prophylax.aft.organ transpl. in spec.risk cases.

(S4) TABS. 42/20.2.8/0341

721152-002: 500 mg, 10, R213,17

721152-003: 500 mg, 30, R639,52
721152-001: 500 mg, 42, R895,33
Dosage: Treatm.to start as soon as poss.within 24 hrs.

Adults: Herpes zoster: 1 000 mg 3x/dly for 7 days.

Recurr.genit.herpes: 500 mg 2x/day x5 days start.as early as poss. Init. within 24 hrs.of S&S onset./dur.prodromal.per.

Prevent./suppress.of recurr.H.Simplex: Immunocompet. pts: 500 mg once dly. Admin. 250 mg 2x dly.if more than 10 episod.occur/yr. Immunocomprom.pts: 500 mg 2xdly.

CMV infect.prophylax: Adults & adolesc. 12 yrs. & old: Init.ther.as soon as poss.2 000 mg 4xdly post-transpl usual.x90 days. Poss.extend.in high-risk pts.
Contraindications: Acyclovir hypersens.

Side effects: Freq: Headache, naus. Less freq: anaem., leucopen., thrombocytopen., neutropen., anaphylax., dizzin., confus., hallucinat.partic.with high dos.for CMV prophylax., lethargy, somnol., decr.consciousn., agitat., trem., atax., dysarthr., pschot.sympts., convuls., encephalopathy, coma, dyspn., abdomin.discomf., vomit., diarrh., hepatit., jaund., abnorm.LFT, skin rash, photosens., prurit., urticar., angioed., ren.impairm., ac.ren.fail., fev. Unknown freq: Haematologic.changes, accelerat. diffuse hair loss, 

Warnings and special precautions: Thrombot./ thrombocytopen. purpura/haemolyt.uraem.syndr. poss. result.in death report. in pts.with advanc. HIV dis./aft.bone marr.& ren.transpl., maint.adeq. hydrat., signific.ren.funct.impairm., no data avail.in liv.dis./liv.transplant, foet.abnormal.report.in rats, concom.meds.compet.with acyclovir for eliminat. potent.incr.plasma lev.of one/both meds., other concom.meds.aff.ren. physiol., safety in pregn.& lactat.not est., no data avail.for childr.

Interactions: Cimetidine & probenec.decr. ren.excret./incr.AUC, plasma AUC’s of aciclovir & mycophenolate mofetil both incr.when admin. concom.
 XE "Valcyte" VALCYTE, Pharmaco [P/S]

Valganciclovir

Indications: Treatm.of CMV retinit.in AIDS pts., prevent.of CMV dis.in solid organ transplant pts.at risk.
(S4) TABS, 37/20.2.8/0296

703908-001: 450 mg, 60, R33 763,79
(S4) POWD.FOR ORAL SOL, 43/20.2.8/0433

719358-001: 50 mg/ml, 100 ml, R5 908,67
Dosage: Admin.with food. To avoid overdos. adhere strictly to dosage recommendat. Syst. expos. follow.900 mg oral sol.is equiv.to 900 mg tab.dos.

Adults:

CMV retinitis: Induct.treatm with act.CMV retinitis: 900 mg 2xdly x21 days. Prolong.treatm. may incr.bone marr.toxic.risk.

Maint.treatm.follow.induct.treatm./in inact. CMV retinitis: 900 mg once dly. Induct.treatm.may be rep.in pts.where retinitis worsens but consid. poss. vir.drug resist.

CMV prophylax in solid organ transplantat: Kidn.transpl.pts.: 900 mg once dly.dep.on creatin. clear. start.within 10 days of transplant until 200 days post transplantat. Pts.receiv.solid org. transpl. other than kidn.: 900 mg once dly. start. within 10 days of transplant until 100 days post transplantat.

Contraindications: Ganciclovir hypersens., not recomm.in childr./haemodialys.pts., safety in pregn. & lactat.not est., safety & effic.in elderly & paed.pts.not est.

Side effects: Leucopen./neutropen./anaem./ thrombocytopen./pancytopen./bone marr. depress. & aplast.anaem., GI disturbs.,oral candidias., sepsis, cellulit., UTI, anaphylact.react., psych.& psychot.disords., headache, insomn., dysgeus., hypoaesthes., paraesthes., periph.neuropathy, dizzin., convuls., trem., vis.disturbs.incl.macul. oed. & retin.detachm., ear pain, deafn., dysrhythm., hypotens., dyspn., cough, sev.hepat.funct. abnormal., dermatit., night sweats, prurit., alopec., urticar., dry skin, back pain, arthralg., myalg., musc. cramps., ren.impairm./fail., male infertil., malaise, pyrex., pain, chest pain, decr.weight., Paed pts also: hypertens., URTI, transpl.reject.

Warnings and special precautions: Aciclovir & valaciclovir cross-hypersens., effect.contracept. for women of child bear.potent.dur.treatm.& men to pract. barrier contracept.dur.treatm.& for at least 90 days follow.treatm., ther.not to be init.if absol. neutrophil count <500 cells/µl, if platelet count <25 000/µl or Hb <8 g/dL, monit.full bld.& platelet counts dur.ther., consid.haematopoiet.growth fact. treatm.and/or dos.interrupt.in sev.leucopen./ neutropen./anaem.&/thrombocytopen., bioavailabil. is up to 10-fold high.than from ganciclovir caps., cannot be substit.on 1:1 basis with ganciclovir caps., imp.ren.funct., avoid concom. imipenem-cilastatin unless benefit outweigh. risk as seiz.report., monit. for didanosine toxic., concom.zidovudine & ganciclovir ther.at full dos. poss.not tolerat.as both agents have neutropen. & anaem.caus.potent., monit.for periph neuropathy with concom zalcitabine, teratogen.& embryotox. in anim. studies, ren.impairm., haemodialys., mild skin/eye & muc.membr.irrit. with oral sol., handle powd.for oral sol & reconstit. Sol. with care & throughly wash area immed.if it comes in contact with skin/in eyes.

Drug interactions: Didanosine plasma conc.incr., enhanc.toxic.with myelosuppress.meds.& drugs assoc. with ren.impairm., probenec.reduc.ren. clear., zidovudine’s AUC may incr.& ganciclovir’s AUC may decr.when given concom., concom. mycophenolate incr.conc.of both meds., Zalcitabine incr. AUC0-8h of oral ganciclovir
 XE "Valhet" VALHET 450, Hetero [P/S]

Valganciclovir hydrochlor.
Indications: Treatm.of CMV retinit.in AIDS pts., prevent.of CMV dis.in solid organ transplant pts.at risk.
(S4) TABS, 51/20.2.8/0197

3001700-001: 450 mg; 60; R13 913,00
Dosage: Admin.with food. To avoid overdos. adhere strictly to dosage recommendat. Syst. expos. follow.900 mg oral sol.is equiv.to 900 mg tab.dos.

Adults:

CMV retinitis: Induct.treatm with act.CMV retinitis: 900 mg 2xdly x21 days. Prolong.treatm. may incr.bone marr.toxic.risk.

Maint.treatm.follow.induct.treatm./in inact. CMV retinitis: 900 mg once dly. Induct.treatm. may be rep.in pts.where retinitis worsens but consid. poss. vir.drug resist.

CMV prophylax in solid organ transplantat: Pts.receiv.solid org. transpl: 900 mg once dly. start. within 10 days of transplant until 100 days post transplantat.

Contraindications: Ganciclovir hypersens., not recomm.in childr./haemodialys.pts., safety in pregn. & lactat.not est., safety & effic.in elderly & paed.pts.not est.

Side effects: Freq: Oral candidias., sepsis, cellulit., UTI, sev.neutropen., anaem., thrombocytopen., leukopen., pancytopen., decr. appet., depress., anx., confus., abnorm.think., insomn., headache, dysgeus., hypoaesthes., paraesthes., periph.neuropathy, dizzin., convuls., macul. oed., retin.detachm., vitreous floaters, eye/ ear/chest pain, dyspn., cough, diarrh., naus., vomit., abdom.pain, upper abdom.pain, dyspeps., constip., flatul., dysphag., sev.hepat.funct.abnorm., incr.bld.alkaline phosphat., incr.aspartate aminotransfer., dermatit., prurit., back pain, myalg., arthralg., musc.cramps, decr.creatin.clear., ren. impairm., night sweats, fatig., pyrex., rigors, pain, malaise, asthen., decr.weight, incr.bld creatin., abnorm.LFTs. Less freq: Bone marr. depress., aplast.anaem., anaphylact.react., agitat., psychot.disord., hallucinat., trem., vis.disturb., conjunctivit., deafn., dysrhythm., hypotens., abdom. distens., mouth ulcerat., pancreatit., incr. alanine aminotransfer., alopec., urticar., dry skin, haematur., ren.fail., male infertil.
Warnings and special precautions: Aciclovir & valaciclovir cross-hypersens., effect.contracept.for women of child bear.potent.dur.treatm.& men to pract. barrier contracept.dur.treatm.& for at least 90 days follow.treatm., ther.not to be init.if absol. neutrophil count <500 cells/µl, if platelet count <25 000/µl or Hb <8 g/dL, monit.full bld.& platelet counts dur.ther., consid.haematopoiet.growth fact. treatm.and/or dos.interrupt.in sev.leucopen./ neutropen./ anaem.&/thrombocytopen., bioavailabil. is up to 10-fold high.than from ganciclovir caps., cannot be substit.on 1:1 basis with ganciclovir caps., imp.ren.funct., potent.to cause carcinogenic. & reproduct.tox.in long term, avoid concom. imipenem-cilastatin unless benefit outweigh. risk as seiz.report., monit.for didanosine toxic., concom.zidovudine & ganciclovir ther.at full dos. poss.not tolerat.as both agents have neutropen. & anaem.caus.potent., monit.for periph neuropathy with concom zalcitabine, teratogen.& embryotox. in anim. studies, haemodialys., meds. that inhibit replic.of rapid.divid.cell populat./ assoc. with ren.impairm.unless benefit outweigh. risk, avoid concom.nephrotox.meds as ren.clear.of gansiclov. poss.inhibit.

Drug interactions: Didanosine plasma conc.incr., enhanc.toxic.with myelosuppress.meds.& drugs assoc. with ren.impairm., probenec./trimethoprim reduc. ren.clear., zidovudine’s AUC may incr.& ganciclovir’s AUC may decr.when given concom., concom. mycophenolate mofetil incr.conc.of both meds., Zalcitabine incr. AUC0-8h of oral ganciclovir, trimethoprim cmax decr., ciclospor.max.ser. creatin. lev.incr., concom.antivir.meds.excret.via glomerul. filtrat. & act.tubul.secret.may change.conc.of eith./ both meds

 XE "Vavirex" VAVIREX, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Valaciclovir

Indications: Herpes zoster (shingles), recurr. genit. herpes.in immunocompetent adult pts., prevent.of recurr.H.simplex infect.of skin & ano-genit.mucous membr., CMV infect.prophylax., CMV dis.& other Herpes vir.infect.prophylax. +aft.organ transplant.

(S4) TABS. 43/20.2.8/0388

718863-001: 500 mg, 10, R229,43
718863-002: 500 mg, 30, R688,30
718863-003: 500 mg, 42, R963,61
Dosage: Cannot be used in pts.requir.dos.of less than 500 mg.
Adults:
Herpes zoster: 1 000 mg 3x/dly.x7 days

Recurr.genit.herpes: 500 mg 2x/day x5 days. Begin dos.as soon as possible. For recurr.episodes this shoud be dur.prodrom.per./immed.aft.1st signs & sympts.appear. No data avail.when init.more than 24 hrs.aft.onset of signs & sympts.

Prevent.of recurr.H.Simplex: Immunocomprom. pts: 500 mg 2xdly. Immunocompetent pts: 500 mg once dly.

CMV infect.& dis.prophylax: Adults & adolesc. from 12 yrs: 2 000 mg 4xdly x90 days poss.extent.in high risk pts. Init.ther.as early as poss. post-transpl. Modify dos.accord.to creatin. clear.

Contraindications: Acyclovir hypersens., no data avail.for childr.

Side effects: Neurolog.reacts. freq.in organ transpl. pts. receiv.high dos.for CMV prophylax. Freq: Hallucinat., confus., headache dizzin., naus. Less freq: Aplast. anaem., thrombocytopen., haemolyt. anaem., decr.consciousn., chest pain, shortn.of breath, constipat., diarrh., stomach pain, vomit., loss of appetite, black tarry stools, hepatit. with LFT abnormalit., arthralg., low. back/ side pain, ren. insuffic., decr.freq./ amnt of urine, incr.ser.creatin., dysmenorrh., fatig., fev. Freq.unknown: Ac.hypersens.reacts. incl.anaphylax., aggress. behav., anx., irritabil., nervousn., restlessn., tachycard., fac.oed., microangiopath.hypertens., wheez., diffic.breath., dry mouth, erythema multiforme, photosens., rash, itch.

Warnings and special precautions: Thrombot. thrombocytopen.purpura/ haemolyt. uraem.syndr poss.result.in death report. in pts.with advanc.HIV dis./aft.bone marr.& ren. transpl., ren.funct. impairm., no data on high.dos.in liv.dis./ liv.transpl., determ.S/E before driv./ perform. complicat. tasks, lact.intol., safety in pregn.& lactat. not est., crosses placenta, act.metabol. acyclovir found in breast milk, foet.abnormal.report. in rats, maint.adeq.hydrat.

Interactions: Cimetidine & probenec.decr. ren. excret., with high dos.ther.for CMV prophylax.caut. reqd.with concom.meds.which compete with acyclovir for eliminat., plasma AUC’s of acyclovir & mycophenolate inact.metabol. both incr.when admin. concom., monit.ren. funct.with meds. affect. ren.physiology.
 XE "Viropon" VIROPON, Novagen [P/S]
Nevirapine.

Indications: In combinat.with at least two addit. antiretrov. agents for HIV-1 infect.

(S4) TABS. A40/20.2.8/0382

710606-001: 200 mg, 60, R297,07
(S4) ORAL SUSP. A40/20.2.8/0490

710604-001: 50 mg/5 ml, 240 ml, R222,06
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm. Do not alter dos. Next dos.to be taken as soon as poss.if dos.skipp. Pts.exper.rash dur.14 day lead-in per.should not incr.200 mg dos until rash has resolv. Ther.to be interrupt.if mod.liv.funct.test abnorm.exper. Re-introduct. poss.based on clinic.need if ALT/AST return to baseline values & if pt.has no clinic. hepatit. signs/other sympt.suggest.of organ dysfunct. Adhere strict.to dos.dur.14 day lead-in period. Dur.1st 2 wks ther.critic.to monit.for sev.& life-threat. skin reacts.& ser.hepatit./hepat.fail. Supplem.addit.200 mg in adult pts.with ren. dysfunct. undergo.haemodialys.

Adults: Init.200 mg dly.x14 days (i.e. lead-in period) foll.by 200 mg 2xdly.in combinat.with at least two antiretrov.agents.to which pt.not been prev.expos. Recomm.dos.& monit.to be foll.if concom. anti-retrovir.ther.admin. Tot.dly.dos.not to exceed 400 mg.
Paed.pts: 2 mnths.-8 yrs: Recomm.dos: 4 mg/kg 1xdly.for 2 wks.foll.by 7 mg/kg 2xdly.thereaft. 8 yrs. & old: 4 mg/kg 1xdly for 2 wks.foll.by 4 mg/kg 2xdly thereaft. Tot.dly.dos. not to exceed. 400 mg for any pt.

Adults & Childr.(50 kg or more bm) able to swallow tabs: Admin.200mg tabs.instead. Oral sol.shake gent.prior to admin., using oral dos.syr. esp.for 5 ml or less/dos.cup which should be rins. with water aft.admin.& rinsing admin.to pt. Recomm. dos.at 200 mg/day (4 mg/kg/day in paed. pts.)for the first 14 days follow.by 200 mg 2xdly (4 g or 7 mg/kg 2xdly accord.to age for paed.pts) should ther.interrupt.for more than 7 days.

Contraindications: Sev.hepat.dysfunct./underl. liv. disords., Child-Pugh class B or C, end-stage ren. fail.in pts.not on haemodialys., pre-treatm./ dur. treatm.values of AST/ALT> 5x ULN until AST/ ALT stabilis.< 5x ULN., re-admin.in cases of sev. rash/ rash with constitut. sympts./hypersens. syndr. /if ther.discont.for clinic.hepatit., AST/ALT values > 5x ULN dur.ther.& had rapid recurr.of liv. funct. abnormalit.on re-admin., safety in pregn.& lactat. not est., concom.ketoconazole/St.John's Wort.

Side effects: Rash & sev./life-threat.skin reacts. somet.fatal incl. Stev.-Johns./tox.epiderm. necrolys. /exfol.dermatit., hypersens.syndr., sev.& life threat. hepatotox.incl.fatal fulmin.hepatit.& hepat. fail., allerg.reacts incl.angioed./anaphylax., ser. -sickn.-like reacts., bld.dyscras., headache, GI disturbs., abnorm.LFT, jaund., myalg., arthralg., fatig., fev., constitut.finds.& viscer.involvem., cutan. reacts.(see lit.for detail.descript.& nevirapine re-challenge), ren.dysfunct., pancreatit., lipodystrophy, periph.neuropathy.

Special precautions: Caref.monit.of pts.with pre-treatm. AST/ALT of 2-3x ULN for deteriorat.of liv. funct., adeq.contracept.other than hormon.in women of childbear.potent., 1st 18 wks.ther.critic. to monit.for sev.& life-threat.skin reacts.& ser. hepatit./ hepat.fail., great.risk of hepat.events & skin reacts. occur.1st 6 wks.ther., women CD4 + >250, men CD4 + > 400 counts incr.risk hepat. adverse events, dos.esp.14 day lead-in period to be strict.adher.to, dos.escalat.not allow.if rash occur.dur lead-in dos.until rash.resolv., perman. discont.ther.in pts.exper. sev.rash/rash with constitut. sympts./hypersens.syndr.& viscer. involvem., fail.follow.init.dos.of 200 mg dur.lead-in per.poss.ser.cutan.react.risk, long delay betw.init. sympts.& medic.cons.may incr.risk of more ser. cutan. reacts., women at high.risk than men of develp.rash, ther.assoc.rash perform liv.funct.test. immed., perman.discont.ther.in pts.with mod.to sev. elevat. (AST/ ALT >5 x ULN), incr.AST/ALT lev.and/or chron.hepatit.B&C co-infect.prior to ther. is assoc.with great.risk of hepat.adverse events dur.antiretrovir.ther.in gen., monit.pre-exist. liv.dysfunct.& discont./interr.ther.if worsen. liv.dis., clinic.chemistry incl.LFT bef.init.ther.& at appropr.interv.dur., opportunist.infects.& other HIV infect.complic.poss.contin., alt.ther.to clarithromycin recomm.in Mycobacterium avium-intracellular complex., monit.concom.fluconazole/ warfarin/ methadone maint.pts.as narcot.withdr. syndr. report., pts.to report.1stsympts of hepatit.to dr.immed., ther.not a cure, transmiss.reduct.risk of HIV-1 through sex.cont./bld.contamin./longt.effs. not known, discont.ther.perm.if mod./sev.LFT abnorm. recur/clinic.hepatit.occur, concom. fluconazole/ warfarin, consid.decr.concom. rifabutin dos., monit.other therap.uses requir. concom.hormon.regulat.

Drug interactions: Poss.decr.in plasma conc.of other concom.admin.meds.extens. metabol.by CYP3A or CYP2B, saquinavir (hard gelatine caps) & indinavir AUC lev.reduc., incr.rifabutin conc.& poss. high.toxic.risk, fluconazole incr nevirapine expos., warfar.may incr./decr.coagulat.time, AUC, Cmax & Cmin signific.low.by rifampicin, elev.trough conc.with CYP isoenzym.inhibits.eg.cimetidine, oestrog. lev.of OC’s signific.decr., plasma conc.of methadone decr., decr.NNRTI’s conc.& result.sub-optimal lev.with St John’s Wort., ketoconazole & erythromycin signif.inhibit.format.of hydroxylated metabol., poss.incr.rash risk with prednisone if admin. dur. 1st 6 wks.of ther., AUC & Cmax of ketoconazole signif.reduc.& nevirapine plasma lev. incr.

 XE "Virtem" VIRTEM, Emcure, [P/S]
Efavirenz 600 mg, emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg.

Indications: Mono- or combinat.ther.for HIV-1 infect. in adults

(S4) TABS, 49/20.2.8/0105

3001080-001: 30, R378,35
Dosage: Adults: 1 tab.once dly.on empty stomach. Bedt.dos.may improv.CNS sympt. tolerabil.

Contraindications: Concom.astemizole/ bepridil/ cisapride/ midazolam/pimozide/ triazolam/ergot derivat/ St John’s Wort., concom.voriconazole, mod.-sev.ren.impairm., sev.hepat.impairm., hist.of prev. liv.inj./fail.with efavirenz contain.meds., concom. meds/combinat.contain lamivudine, safety & effic.in pts.less than 18 yrs.not est., pregn. & lactat.

Side effects: Efavirenz: Freq: Hypertriglyceridem., elev.AST/ALT/GGT, depress., anx., abnorm.dreams, insomn., dizzin., headache, somnol., cerebell.coordinat./bal.disturb., attent. disturb, drowsin., skin reacts.incl.diffuse maculopapul. rash, erythema multiforme, photoallerg. dermatit., Stev.-Johns.syndr, prurit., fatig. Less freq: Hypersens., hypercholesteraem, stupor, confus., impair.conc., abnorm.think./vis., agitat., amnes., delir., emotion.lability, euphor., hallucin., psychos., suicide attempt/ideat./ complet., paranoia, mania, delus., neuros., blurr. vis., tinnit., vertigo, palpitat., tachycard., flush., pancreatit., hepatit., hepat.fail., incr.sweat., alopec., eczema, folliculit., skin exfoliat., urticar., arthralg., myalg., impot., decr./incr. libido, gynaecomast., asthen., malaise, abnorm. coordinat., atax., convuls., migraine headaches, neuralg., paraesthes., periph.neuropathy, speech disord., trem., hypoaesthes., amnes., agitat. Freq.not known: GI disords., anorex., gastrit., gastroenterit., gastro-oesophag.reflux, weight loss, redistribut./accumulat.of body fat, dyspn., asthma, constip., malabsorpt., nail disord., skin discolourat., myopath, acne, seborrh. Emtricitabine: Freq: Allerg.react., elev.AST/ALT/ hyperbilirubinaem./ creatine kinase, headache, dizzin., hyperglycaem., hypertriglyceridem, neutropen, pain, asthen., rash, skin discolourat., sleep disturbs., insomn. Less freq: Anaem., angioed., hepatit. Freq.unknown: Lipodystrophy, cushing. appear, dorso-cervic, fat enlargem.incl. fatal cases,lact.acidos.assoc.with sev.hepatomeg. & steatos. Tenofovir: Freq: Hypophosphataem., anx., insomn., headache, dizzin., incr. transaminas., skin rash., sweat., asthen. Less freq: Neutropen., hypokalaem., lact.acidos.assoc. with sev.hepatomeg.& steatos., pancreatit., hepat. steatos., hepatit., hepatotox., rais.liv.enzymes, angioed., rhabdomyolys., musc.weakn., myalg., osteomalac., myopathy, arthralg., incr. reatinine , ren. insuffic./fail., proteinur., polyur., ac. tubul. necros., proxim.ren. tubulopathy, nephrit., nephrogen. diabet.insipid., fev., weight loss. Freq. unknown: Lipodystroph., periph.neuropath., GI disords., anx., periph.neuropathy, pneum., dyspn., allerg. react.

Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., obesity & prolong. nucleoside use poss.risk fact.for lact.acidos., liv. dis. risk fact., discont.in clinic./lab.find. suggest. lact. acidos./hepatotox., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., safety & effic.not est.in signific. underly. liv. disords., monit.liv.funct.with pre-exist. liv.dysfunct., cons. ther.interrupt./ discont. if evid.of worsen.liv.dis., ref.to PI of concom. hepat.B or C meds, monit.liv.enzymes partic. in known/suspect.hepatit.B/C infect.hist./ concom.hepatotox meds., eval.risk vs.benef.of cont. ther.if ser.transaminase.lev.persist.5x>ULN, reg. test.for jaund./bleed tend., test for chron. hepatit. B bef.init.ther., sev.ac.exacerbat.of hepatit. B aft.discont., immed.risk vs.benefit eval. of cont.ther.when ser.psych.sympts.exper., do not admin. in pts. with creatin.clear.< 50 ml/min, determ. creatin.clear.bef.init./dur.ther., avoid with concom./rec.nephrotox.agents, pts at risk of ren. impairm., monit.ren.funct.& ser.phosphat.prior to start. treatm.& periodic.dur.ther., antihistam./ corticoster. for mild to mod.rash to improv.tol.& resolv. rash, discont.in case of sev.skin rash, monit. BMD in pts.with patholog.bone fract.hist./ at risk of osteopen., Ca & vit.D supplementat.poss benefic., cholesterol./triglycerid.monit, pts.to seek med. advice if exper.joint pain/aches/stiffn./ movem.diffic.as osteonecros.poss., seiz.hist., period. plasma monit.of anticonvuls.ther., eval.for signs of fat redistribut., CV risk assessm.with evid. of lipodystrophy, immune reconstit.syndr., opportunist. infects & other HIV complicat.still poss., ther.not proven to prev.HIV transmiss. through sex.cont./bld.contam., elderly, pregn.test in women of childbear.age prior to init.ther., barr. contracept.tog.with other methods recomm.dur.& for 12 wks.aft.discont.treatm, concom.didanosine/ atazanavir or lopinavir/ritonavir & discont.if advers. effs.develop, addit.ritonavir.recomm.with concom. fosamprenavir do not admin. concom. saquinavir as sole protease inhibit., monit.liv enzym.with concom.meds.assoc.with hepat. toxic./known or suspect. HVB/C, no dos.recomm. for itraconazole avail.theref.seek alt.antifung., rash report. with efavirenz & clarithromycin theref. consid.alt.eg.azithromycin, combinat.with other macrolides not stud.

Interactions: Reduc.NNRTI conc.with St John’s Wort expect., poss.addit.CNS effs.with alcoh. /psychoact.meds., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., meds.induc. CYP3A4 activ.incr.clear., incr.expos.with inhibit.of CYP3A4 or CYP2B6/ grapefruit juice, conc.of emtricitabine/tenofovir/concom.med incr.with concom. drugs elim.by glomerul.& act.tubul. secret./ decr.ren.funct, atazanavir conc.decr., atazanavir incr.tenofovir conc., amprenavir ser. conc. decr., metabol.of indinavir incr., tenofovir conc. incr.with lopinavir/ritonavir combinat., lopinavir conc.decr., ritonavir & efavirenz conc. incr. with ritonavir, saquinavir conc.decr., didanosine conc.incr., warfar.plasma conc.incr. /decr., phenytoin/phenobarbit.& efavirenz conc.decr.with these anticonvuls., carbamazepine conc.decr., carbamazepine poss.incr efavirenz conc., sertraline/ itraconazole/ketoconazole/ posaconazole/ clarithromyc./rifabutin/Ca chan. block./HMG-CoA reduct. nhibit plasma conc.decr., methadone plasma lev.decr. result.in opiate withdr. signs in HIV infect.IV drug users, rifampicin decr. efavirenz conc., ethinyl oestrad.conc.incr.

 XE "Volutrip" VOLUTRIP, Aurobindo [P/S]

Dolutegravir sod.equiv to dolutegravir 50 mg, lamivudine 300 mg, tenofovir disoproxil fumarate 300 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.
(S4) TABS, 52/20.2.8/0212.210

3000435-001: 30, R245,72
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr. dolutegravir bld lev.& supplement.dos.of dolutegravir poss.reqd.

Contraindications: Ren.funct.impairm., pregn.& lactat., women of child-bear. age not using highly effect.contracept., concom.adefovir dipivoxil/ dofetilide/pilsicainide/didanosine/metformin, pts.< 18 yrs., mod.to sev.hepat.impairm.

Side effects: Lamivudine: Freq: Arthralg., musc. disords., fatig., malaise, fev., headache, insomn., hyperlactataem., N&V, upper abdom.pain/cramps, diarrh., stomatit., rash, alopec. Less freq: Anaem., neutropen., thrombocytopaen., lact.acidos., lipodystrophy, pancreatit., elev.in ser. amylase, periph. neuropathy, late onset neurologic.disords. in childr.expos.in utero, rhabdomyolys., decr.BMD, osteopen., fract., trans.rise in liv.enz, Freq. unknown: Pure red cell aplas. Tenofovir disoproxil fumarate: Freq: Abdom.pain, anorex., dyspeps., flatul., ren.insuffic./fail., proxim. tubulopathy, proteinur., incr.creatin., ac.tubul. necros., nephrogen.diabet.insipidus, allerg.react., incr. amylase, pancreatit., incr.liv.enz., hepatit., dyspn., hypophosphatem., lact.acidos. Dolutegravir: Freq: Headache, dizzin., abnorm. dreams, insomn., naus., diarrh., rash, prurit. Less freq: Hypersens., immune reconstitut.syndr., vomit., flatul., upper abdom. Pain. Freq.unknown: Abdom.pain/discomf., hepatit.
Warnings and special precautions: Not indic. for treatm.of chron.hepatit.B infect., safety & effic. not est.in HBV & HIV co-infects., monit.hepat. funct. for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., metabol.abnormalit., eval. for signs of fat redistribut., monit.fast.ser. lipids & bld.gluc.levs., CV risk assessm.with evid. of lipodystrophy, pts.to seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss., opportunist.infects.& other HIV complicat. may still devel., ARV ther.will not prev. risk of transmiss.through sex.cont.& bld.contamin. & appropr.precaut.to contin., discont.in clinic./lab. find. suggest.lact.acidos./hepatotox., pts.with known risk for liv.dis, pts.with hepatomegaly/ hepatit/ other risk facts.for liv.dis./hepat.steatos., pts. co-infect.with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic.progress.of HIV-1 not demonst., investig.childr.expos.in utero to nucleoside & nucleotide analog.for poss. mitochondr. dysfunct.in case of relev.S&S, discont. ther. until pancreatit.excl.in cases of N&V/abdom. pain/ elev.biochem.mark., ren.funct.impairm., safety & effic.not est.in signific.underly.liv. disords., monit.liv.funct.with pre-exist.liv.dysfunct., cons. ther.interrupt./discont.if evid.of worsen.liv. dis., monit.ren.funct.bef.init.ther & periodic. thereaft. (4 wkly dur.1st yr.of treatm. & 3 mnthly theraft.), avoid combin.with concurr./recent nephrotox. meds., concom.meds.secret.by same ren. pathway, avoid in antiretrov.exper.pts.with HIV-1 harbour.K65R mutat., bone monit.with patholog. bone fract.hist./osteopen.risk, Ca & vit.D supplement. poss.benefic., incr.risk for sev./fat. hepat. adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., immune reconstit.inflam.syndr., exacerb.of hepatit. dur/ aft.treatm., limit.data in elderly > 65 yrs., discont. ther.immed.if any hypersens.react.susp./ occurs.& init.appropr.ther., avoid in wom.plan. pregn., neur.tube defects in humans when used at time of concept./early preg., reproduct.toxic. report., init.pregn.test in women of childbear. potent./periodic.dur.treatm.& when pregn. suspect., lamivudine excret.in breast milk, monit. with concom.co-trimoxazole, concom.tacrolimus as ren funct poss.affect., concom.ETR not recomm. unless receiv.concom.ATV + RTV/LPV + RTV or DRV + RTV, do not admin.concom.with emtricitabine/ other cytidine analogues., avoid chron. co-admin.of sorbitol/other osmot.act.poly-or monosaccharide acohols, admin.2 hrs.bef./6 hrs. aft. polyval.cation-cont.antacids, admin.2 hrs.bef./ 6 hrs. aft.Ca/Fe supplem.

Interactions: Lamivudine poss.inhib.intracell. phosphorylat. of zalcitabine, trimethoprim incr. lamivudine plasma lev., lamivudine incr.expos.& peak. plasma lev.of zidovudine, conc.of tenofovir/ concom.med incr.with concom.drugs elimin.by glomerul. & act.tubul.secret., tenofov.ser.conc. incr.by agents decr.ren.funct., Cmax & AUC of didanosine incr., atazanavir incr.tenofovir Cmax/ AUC/Cmin., lopinavir/ritonavir incr.tenofovir AUC/ Cmin., indinavir incr.tenofovir Cmax, tenofovir incr. Cmax of abacavir/indinavir, tenofovir incr.Cmax/AUC/ Cmin of atazanavir, poss.incr.metformin/dofetilide/ pilsicainide plasma conc.with dolutegravir., poss. decr. dolutegravir conc.with oxcarbazepine/ phenytoin/ phenobarb./carbamazepine/St John’s Wort though no studies, reduc.dolutegravir plasma conc. with etravirine/efavirenz/nevirapine/ rifampicin, incr.dolutegravir plasma conc.with atazanavir/ atazanavir+ritonavir, decr.dolutegravir conc. with tipranavir + ritonavir/ritonavir+ fosamprenavir/ darunavir+ritonavir/ darunavir+ritonavir+ etravirine, decr.dolutegravir AUC & Cmax with antacids cont.polyval. cations/ prod.cont.Ca/& Fe.
 XE "Vorior" VORIOR 500 mg, (Activo) Hetero [P/S]
Valaciclovir

Indications: Herpes zoster (shingles) reduc.the durat.& proport.of pts.with Zoster assoc.pain, recurr. genit.herpes.in immunocompet.adult pts., prevent./ suppress.of recurr.H.simplex infect.of skin & ano-genit. mucous membr., CMV infect. prophylax., CMV dis.& other herpes vir.infect. prophylax. aft.organ transplant in spec.risk cases.

(S4) TABS. 44/20.2.8/0016

720931-001: 500 mg, 10, R188,40
720931-002: 500 mg, 30, R565,22
720931-003: 500 mg, 42, R791,31
Dosage: Adults: Herpes zoster: 1 000 mg 3x/dly for 7 days.

Recurr.genit.herpes: Immunocompet.pts: 500 mg 2x/day x5 days start.as early as poss. Init. within 24 hrs.of S&S onset./dur.prodromal.per.

Prevent./suppress.of recurr.H.Simplex: Immunocompet.pts: 500 mg once dly. Admin. 250 mg 2x dly.if more than 10 episod.occur/yr. Immunocomprom.pts: 500 mg 2xdly.

CMV infect.prophylax: Adults & adolesc. 12 yrs. & old: Init.ther.as soon as poss. Post-transpl: 2 000 mg 4xdly usual.x90 days. Poss. extend. treatm.durat.in high-risk pts. Reduc.dos. accord. to creatin.clear.
Contraindications: Acyclovir hypersens., safety in pregn.& lactat.not est., no data avail.for childr.

Side effects: Hypersens.reacts.incl.anaphylax./ angioed., CNS effs., headache, dizzin., confus., GI disturbs., skin reacts.incl.erythema multiforme/ tox.epiderm. necrolys./Stev.Johns.syndr., ac.ren. fail.

Warnings and special precautions: Thrombot. thrombocytopen. purpura/haemolyt.uraem.syndr. poss. result.in death in pts.with advanc. HIV dis./ aft.bone marr.& ren.transpl., elderly, ren.funct. impairm., liv.dis., underly.ren.dis., potent. nephrotox. meds., maint.adeq.hydrat., discont.ther. if CNS adverse reacts.occur, concom.meds. compet. with acyclovir for elimin.potent.incr. plasma lev.of one/both meds., no data on effic.if init. more than 24 hrs.aft.S&S onset in recurr. genit. herpes., other concom.meds.aff.ren.physiol. incl.cyclospor./tacrolimus

Interactions: Probenec.decr.ren.excret., plasma AUC’s of aciclovir & mycophenolate mofetil both incr. when admin.concom.
 XE "Vulante" VULANTE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Tenofovir disoproxil fumarate 300 mg, lamivudine 300 mg, dolutegravir sod. 50 mg

Indications: Treatm.of HIV infect.adults ≥ 18 yrs.

(S4) TABS, 53/20.2.8/0082

3000580-001: 30, R230,00
Dosage: Consult.prod.info.of each therapeut. compon. of regim.bef.init.treatm., init.ther.by physic. exper.in HIV infect.managem. Adults: 1 tab. once dly. Rifampicin decr.bld.lev.of dolutegravir & supplement.dos.of dolutegravir poss.reqd.
Contraindications: Ren.funct.impairm., pregn.& lactat., women of child-bear.age not using highly effect.contracept., concom.adefovir dipivoxil/ dofetilide/ pilsicainide/didanosine/metformin, pts. < 18 yrs., mod.to sev.hepat.impairm.

Side effects: Dolutegravir: Freq: Insomn., abnorm.dreams, depress., headache, dizzin., nausea, diarrh., vomit., flatul., abdomin./upper abdomin.pain, abdomin.discomf., rash, prurit., fatig., ALT &/ AST elevat., CPK elevat. Less freq: Suicid.ideat./ suic.attempt, hypersens., IRIS, hepatit., arthralg., myalg., ren.impairm. Freq. unknown: Vertigo, myopathy, rhabdomyolys., neur. tube defect.in babies when tak.at time of concept. Lamivudine: Freq: Headache, insomn., cough, nas.sympt., nausea, vomit., upper abdom. pain, cramps, diarrh., rash, alopec., arthralg., musc.disord./pain, fatig., malaise, fev. Less freq: Neutropen., anaem., thrombocytopen., pure red cell aplas., angioed., immune reactivat.inflammat. syndr., lact.acidos., lipodystrophy, incr.intra-abdom. & viscer.fat, breast hypertrophy and dorso-cervic. fat accumulat., metabol.abnormalit.incl. hypertriglyceridaem./ hypercholesterolaem./insul. resist./ hyperglycaem. & hyperlactatem., periph. neuropathy, late onset neurologic.disords.in childr. expos.in utero, convuls., pancreatit., elev.ser. amylase, trans.elev.in AST/ ALT, hepatit., rhabdomyolys., decr.in bone miner.density, osteopen., fract., myalg., myosit. Freq.unknown: Hepatomeg., hepat.steatos., osteonecros. Tenofovir: Freq: Hypophosphataem., headache, dizzin., insomn., naus., vomit., diarrh., abdom.pain, abdom. distens., flatul., dyspeps., anorex., rais/ ALT/ AST/ Gamma GT, skin rash, prurit., asthen., fatig., pyrex. Less freq: Angioed., hypokalaem., rais. Ser.amylase conc., pancreatit., hepat. steatos., hepatit., rhabdomyolys., musc.weakn., osteomalac., hyperton., myopathy, osteomalac., incr.creatinin., proxim.renal tubulopathy, ren. insuffic., ac.ren.fail., ac.tubul.necros., nephrit., nephrogen.diabet. insipid., proteinur., polyur. Freq. unknown: Neutropen., allerg., allerg.reacts., immune reconstit.inflammat.syndr., lact.acidos., convuls., dyspn.

Warnings and special precautions: Not indicat. for treatm of chron.HBV infect., safety & effic. not est.in HBV & HIV co-infects., monit. hepat. funct.for sev.mnths.in pts.co-infect.with HIV & HBV who discont.ther.& appropr.init.of anti-hepatit. B ther.poss.necess., consult profess.info. of meds.used in combinat.bef.init.ther., eval.for signs of fat redistrib., monit.fast.ser.lipids & bld. gluc. lev., CV risk assessm.with evid.of lipodystrophy, immune reconstit.inflam.syndr., pts. to seek med.advice if experienc.joint pain/aches/ stiffn./ movem.diffic.as osteonecros.poss., opportunist. infects.& other HIV complicat.may still devel., ARV ther.will not prev.transmiss.through sex.cont.& bld.transfus.& appropr.precaut.to contin., discont.in pts.develop.clinic./lab.findings suggest.lact.acidos./hepatotox., pts.with hepatomegaly/ hepatit/other risk facts.for liv. dis./hepat.steatos., pts.co-infect.with hepatit.C & treat.with alpha interferon & ribavarin, eff.on clinic. progress.of HIV-1 not demonstrat., investig. childr. expos.in utero to nucleoside & nucleotide analog. for poss.mitochondr.dysfunct.in case of relev. S&S, discont.ther.until pancreatit.excl.in cases of N&V/abdom.pain/elev.biochem.mark., ren. funct.impairm., poss.incr.conc.of Vulante &/ other ren.elimin.meds with meds.reduc.ren.funct./ compete for act.tubul.secret, monit.ren.funct.bef. init. ther & periodic.thereaft., avoid combin.with concurr./recent nephrotox./concom.meds.secret. by same ren.pathway, monit.liv.funct.in pts.with pre-exist.liv.dysfunct., cons.ther.interrupt./discont. if evid. of worsen.liv.dis., avoid in antiretrov.exper. pts. with HIV-1 harbour.K65R mutat., bone monit.in pts. with patholog.bone fract.hist./osteopen.risk, Ca & vit.D supplementat.poss.benefic., incr.risk for sev. hepat.adverse effs.in chron.hepatit.B or C co-infect., ref.to PI of concom.hepat.B or C meds., exacerbat. of hepatit.incl.treatm.flares & flates aft. treatm. discont., limit.data in elderly > 65 yrs., discont. ther.immed.if any hypersens.react.susp./ occurs.& init.appropr.ther., lact.intol., avoid if plan. pregn., reproduct.toxic.report., pregn.test in women of childbear. potent.bef.init./periodic.dur. treatm. & when pregn.suspect., lamivudine excret. in breast milk, monit.with concom.co-trimoxazole, concom. avoid concom.cladribine, 

Interactions: Tenofovir: Conc.of tenofovir /concom. med incr.with concom.drugs elimin.by glomerul. & act.tubul. secret., meds.that decr.ren. funct.may incr.ser.conc.of tenofovir, Cmax & AUC of didanosine incr., tenofovir incr.Cmax of abacavir/ indinavir,  atazanavir incr.tenofovir Cmax/AUC/Cmin., indinavir incr.tenofovir Cmax, saquinavir/ ritonavir incr.tenofovir Cmin, lopinavir/ritonavir incr.tenofovir AUC/ Cmin., tenofovir incr.atazanavir/saquinavir Cmax/ AUC/Cmin. with concom.ritonavir. Lamivudine: Poss.inhib.intracellul.phosphorylat. of zalcitabine theref.combinat.not recomm., trimethoprim incr. plasma lev., concom.etravirine not recomm.unless concom.atazanavir+ritonavir/ lopinavir+ritonavir or darunavir + ritonavir also admin., avoid concom.cytidine analog.incl.contain emtricitabine, do not admin.with other meds. contain.lamivudine or tenofovir, poss.reduc.effic. of cladribine theref.not recomm. Dolutegravir: Poss. incr.metformin plasma conc., signif. reduc.dolutegravir plasma conc.with efavirenz/ nevirapine/rifampicin & tipranavir, fosamprenavir in combin.with ritonavir decr. plasma conc, isoniazid conc.incr.,  admin.2 hrs.bef./6 hrs.aft. polyval. cation-cont. antacids & Ca/Fe supplem., poss.decr. conc.with induc.of UGT1A3/ UGT1A9/ CYP3A4/ Pgp/BCRP, poss.incr. conc.with inhibits. of UGT1A3/ UGT1A9/ CYP3A4/Pgp, etravirine without boost. PI decr.plasma conc., atazanavir/ Atazanavir+ritonavir incr.plasma conc., tipranavir + ritonavir decr. conc, telaprevir incr.conc, poss.decr. conc.with phenytoin/ phenobarb./carbamazepine/ oxcarbazepine & St John’s Wort.

 XE "Zadurna" ZADURNA, Mylan [P/S]

Darunavir 400 mg, ritonavir 50 mg

Indications: HIV infect.in comb. with other ARV’s in treatm.exper.adults who are protease inhibit.-naïve/aft. exclus.of darunavir resist.assoc.mutat., 
(S4) TABS, 53/20.2.8/0142.141 

3003493-001: 60, R698,62
Dosage: Always admin with other ARV’s guided by geno-./phenotyp.test., Admin.with food.

Adults: Recomm.dos: 2 tabs dly.

Miss dose: If within 12h take the prescr. dose asap., later than 12h dose do not take & resume usual dos.sched.
Contraindications: Sev.liv.dis., concom.meds high.depend.on CYP3A for clear.& narrow therapeut. index, sildenafil for pulm.hypertens.

Side effects: Freq: Haemorrh., hypotens., migraine, periph.vasc.disord., postur.hypotens., tachycard., vasodilat., circumoral-& periph. paraesthes., dizzin., headache, hyperesthaes., somnol., abnorm.vis, amblyop./blurr.vis, blepharit., diplop., eye pain, iritis, photophob., uveit., asthen., fev, gen.pain, abdom.distens./-pain, diarrh., dry mouth, dyspeps., eructat., flatul., loc throat irrit., mouth ulc, N&V, taste pervers., cholangit., hepatit., hepatomegaly, liv.damage, allerg reacts. pharyngit., abnorm. LFT, anorex., avitaminos., cachex, dehydrat., diab.mellit., dyslipidaem., glycosur., gout, hypercholesterolaem., hyperglycaem., hyperlipidaem., hypertriglyceridaem., lipodystrophy, oed,, periph. oed., weight loss, arthralg., arthros., back-/facial pain, joint disord., musc.cramps/-weakn., myalg., myosit., neck pain/-rigidity, twitch., anx., insomn., agitat., confus., depress., emot.labilit., euphor., hallucinat.,decr.libido, nervousn., personality disord., abnorm.think., dysur.,haematur., kidn. calcul./-fail./-pain, noctur., polyur., pyelonephrit., urethrit., urin.freq./-retent., cough, acne, contact dermatit., dry skin, eczema, facial oed, folliculit., macropap.rash, mollusc.contagios., photosens., prurit., psorias., rash, seborrh. sweat., urticar., vesiculobull.rash. Less freq: Anaem., ecchymos., leucopen., lymphadenopathy, lymphocytos., thrombocytopen., palpitat., syncope, amnes., aphas., atax., convuls., grand mal convuls., inco-ordinat., neuralg., neuropathy, paralys., parosm., periph.neuropathy, trem., vis. field defect, ear pain, imp.hear., incr.cerum., tinnit., vertigo, abnorm. gait, chest pain, chills, fatig., flu syndr., malaise, substern.chest.pain, abnorm.stools, ac.pancreatit. bloody diarrh., cheilit., colit., constipat., dysphag., enlarg.abdom., gastrit., gastroenterit., GI disord./- haemorrh., gingivit., ileit., incr.pancreat.enzym, oesophagit., oral monilias., periodont.abscess, rect.disord., tenesm., thirst, ac.hepatit., immun.reconstit.syndr., accident. injury, hypotherm., abnorm.electro-oculogr./-retinogr., alter.hormone lev., incr.low densit lipoprot., abdorm.dreams, gynaecomast., impoten., penis disord., asthma, dyspn., epitax., hiccup, hypoventil., interstit.pneumon., lung disord., rhinit., angioedem., SJS. Post market: MI, seiz., hypersens., abnorm.lab.chemistry, hyperlactataem., insulin resist., osteonecros., ren. insuffic., orthostat.hypotens., menorrhag., ac.gen.exanthemat.pustulos., toxic epiderm. necrolys., inflamm.react./resid.opportunist.inf.in sev. immune.defic.3pts., myosit., rhabdomyolys., incr. CPK.

Special warnings and precautions: No info for use in childr.<18yrs. HIV transmiss.risk not prevent., elderly, addit.ritonavir(rtv).will not signific. eff.darunavir conc.theref.not recomm., discont.in pres. of sev.skin rash, known sulphonam. allergy, pre-exist.liv.dysfunct., not for use in sev.hepat.impairm., monit.co-infect.hepat. B&C pts., consid.interrupt./discont.of treatm.with new/worsen.liv. dysfunct., incr.bleed.in haemophill., CV risk assessm.in pres.of lipodystrophy, paradoxic.deteriorat.of opportunist. infects.or unmask.of asympt.opportun.dis with low CD4 when init.ther., pts.to seek med.advice if experienc.joint pain/ aches/stiffn./movem.diffic., monit.for opportunist.infect.&other HIV complic., allerg.reacts., alt.non-hormon.contracept., pre-exist.liv.dis./abnorm.liv enzym./ hepatit., discont.in pancreatit., new onset/exacerbat.of pre-exist.diab. mellit., poss.persist.of hyperglycaem.despite discont., concom inhal./intra-nasal corticoster./ PDE 5 inhib./St.John’s Wort/HMG-CoA reduct. inhibit., poss.cross resistance among protease inhibit., alterat.in lab.tests, struct.heart dis./pre-exist.conduct.system abnorm./meds that prolong PR interv., unknown conseq. of fat redistribut., with concom.sequinavir test triglicer.& cholester. prior ther. & periodic., admin.concom.PDE-5 inhibit. for ED with caut, safety in pregn.& lactat.not est.

Interactions: Poss incr.plasma conc.of meds prim.metabols.by CYP3A, concom.rifampicin & St.John’s wort decr.darunavir plasma conc., admin.concom.didanosine 1h bef or 2h aft., expos. to efavirenz. incr., darunavir expos.decr.by liponav/ rtv.& saquinav., darunavir expos.incr.by indinavir/ rtv., co-admin.with protease inhib.other than liponav./ rtv./saquinav./ atazanav.&indinav.not recomm., maraviroc /alfuzosin/antidysrhytmics expos. incr., poss.decr.warfar.conc.monit.INR, signific.darunavir decr.plasma conc.with phenobarb.& phenyt., carbamazepine AUC12h incr.& rtv exp.incr., lumefantrine/ poss.colchicine expos. incr., boceprevir/telaprevir decr.expos., mark.incr. plasma conc.of HMG-CoA reduct.inhibit., concom.s almeter.incr.CVE, immunosuppress.expos.incr., ketoconaz./itraconaz./voriconaz.incr.plasma conc., methadone AUC decr., monit.concom. buprenorphine., syst.expos.to oestrog.bas.contracept.decr., rifabutin expos.incr., SSRI expos.decr., rifampic. decr rtv.plasma conc., rtv high affinity for CYP450 isoforms, card.& neurologic.events with disopyramide/ mexiletine/nefazodone/fluoxet., Large incr. in AUC: Alfentan./fentanyl/ lidocaine./ erythromyc./ fusidic ac./ carbazaepine/TCA’s/nefazod./ sertral./ itraconaz./ ketoconaz./ miconaz./loratad./ bosentan/ rifabut./quinine/Ca.channel block./ tamoxifen/ bromocript./atazanav./darunav./ fosamprenav./ indinav.(poss.nephrolithias.risk with high dose)/ saquinav./tipranav./atorvast./ immunosuppress./ sildenaf.in ED/ tadalaf./vardenaf./ buspirone/ dexamethasone/ fluticas. Mod.incr in AUC: Hydrocod./ oxycod./ tramad./disopyram./ mexiletine/ clarithromyc.(dos. >1g not be co-admin) / clonazep./ethosuxom./fluoxet./paroxet./ trazodone/ venlafax./ondansetr./β-block./ etopos./ paclitax./ vinblast./vincrist./maraviroc/ rosuvastat./ neurolept./ clorazepate/diazepam/ estazolam/ flurazep./ zolpidem/prednisone/ dexfenfluram./ methamphetam. Mod.incr/decr.in AUC: Diclofen./ flurbiprof./ibuprof./indomethac./ piroxic./ zolpidem/losartan/proguan./lansopraz./ omepraz./ propranol./cyclophospham./isosfam./ hypoglycaemics. Poss.decr. in AUC: Levametadyl/ nabumetone/sulindac/tocainide/ phenobarb./ doxepin/fluvoxam./prochlorperaz./ doxazos./ prazos./terazos./ethionam./rifampic./ anti-parasit./ betaxol./daunarubic./doxorubic./ methysergide/ pentoxyfyll./nevirap./gemfibroz./ methylphenid./ codeine/hydromorph./meperidine/ methad.(dose to be incr.)/ morphine/ketoprof./ ketolol./ naprox./theophyll./divalproex/lamotrig./ phenyt./ buprop./dephenoxyl./loperam./ metoclopram./ atovaquone/clofibr./clozap./lorazep./ oxazep./ propof./ temazep./ethin.estrad./ tobacco./fluconaz., signifc.decr.in mean alprazol.Cmax., incr.amprenav./nelfinavir.conc.
 XE "Zatonav" ZATONAV, Mylan [P/S]

Atazanavir sulph. 300 mg, ritonavir 100 mg

Indications: In combinat.with other anti-retrovir. agents for HIV-1 infect

(S4) TABS, 45/20.2.8/0925
3002269-001: 30, R405,16
Dosage: 1 tab.once dly.with food. In treatm.naive pts.recomm.to take with efavirenz 600 mg all admin.once dly. With concom.tenofovir 300 mg recomm.as sngl.dly.dos.with food.

Contraindications: Hepat.impairm., concom rifampicin/ St John’s Wort, concom.alfuzosin/ digoxin/ amiodarone/astemizole/bepridil/ flecainide/ encainide/propafenone/quinidine/ dihydroergotamine/ergotamine/cisapride/omeprazole/pimozide/triazolam/midazolam/lovastatin/simvastatin/sildenafil/irinotecan/indinavir& voriconazole, safety & effic.in elderly/pregn.& lactat. not est., concom.meds. highly depend.on CYP3A4 for clear.where elev.plasma conc.assoc.with ser./life threaten.events, 

Side effects: Atazanavir: Freq: Headache, dizzin., vomit., diarrh., abdom.pain, naus., dyspeps., jaund., rash, lipodystrophy, fatig. Less freq: Allerg.react., decr.weight, weight gain, anorex., incr.appetite, depress., disorientat., anx., insomn., sleep disord., confus., abnorm.dreams, periph. neuropathy, syncope, amnes., somnol., abnorm.gait, dysgeus., oed., palpitat., torsade de pointes, QTc prolongat., hypertens., syncope, dyspn., pancreatit., gastrit., abdom.distens., stomatit. aphthous, flatul., dry mouth, hepatit., hepatosplenomegaly, cholelithias., cholestas., cholecystit., urticar., alopec., prurit., vesiculobull. rash. eczema, vasodilat., DRESS syndr., skin erupt., Stev.Johns.syndr., musc.atrophy, arthralg., myalg., myopathy, nephrolithias., haematur., proteinur., pollakiur., kidn.pain, gynaecomast., chest pain, fev., malaise, pyrex., asthen., gait disturbs. Ritonavir: Freq: Pharyngit., decr.WBC & Hb, decr. neutrophils, allerg.reacts., anorex., hyperlipidaem., weight loss, anx., dizzin., paraesthes., hyperaesthes., somnol., circum.paraesthes., headache, taste pervers., vasodilat., incr.cough, abdom.pain, N&V, diarrh., dyspeps., anorex., loc. throat.irrit., flatul., dry mouth, eructat., mouth ulc., rash, prurit., sweat., lipodystrophy, maculopapul. rash, myalg.,asthen., fev., pain, abnorm.LFT. Less freq: Incr.WBC & neutrophils, incr.prothromb.time, anaem., ecchymos., leucopen., lymphadenopathy lymphocytos., anaphylax., Stev.John.syndr., dehydrat., diab.mellit., hyperglycaem., avitaminos., cachex., oed., glycosur., gout, hypercholesteraem., periph.oed., body fat redistribut., agitat., confus., depress., emot.liabil., euphor., hallucinat., decr. libido, nervousn., personality disord., abnorm. think., abnorm.vis., amblyop., blurr.vis., blepharit., diplop., eye pain, iritis., photophob., uveit., ear pain, hear.impairm., incr.cerumen, tinnit., vertigo, palpitat., syncope, haemorrh., hypotens.incl. orthostat.- & postur-, migraine, periph.vasc.disord., asthma, dyspn., epistax., hiccup, hypoventilat., interstit. pneumon., lung disord., rhinit., enlarg. abdom., abnorm.stools, bld.diarrh., cheilit., colit., constipat., dysphag., oesophagit., gastrit., gastroenterit., GI disord., GI haemorrh., gingivit., ileit., oral monilias., pancreatit., periodont. abscess, rect.disord., tenesmus, thirst, hepatit., jaund., cholangit., hepatomegaly, liv.damage, acne, contact dermatit., dry skin, excema, fac.oed., folliculit., mollusc contagiosum, photosens.react., psorias., seborrh., urticar., vesiculobull.rash, myosit., rhabdomyolys., arthralg., arthros., back pain, fac.pain, joint disord., musc.cramps & weakn., neck pain & rigid., twitch., dysur., haematur., kidn.calcul., kidn.fail., kidn.pain, noctur., polyur., pyelonephrit., urethrit., urin.freq., urin.retent., impot., penis disord., abnorm.gait, chest pain, chills, flu syndr., malaise, substern. chest pain, abnorm.electro-oculogram, abnorm. electroretinogram, alt.hormone lev., accid.injury, hypotherm. Freq.unknown: Thrombocytopen., hypertriglyceridaem., hyperuricaem., seiz., syncope, abnorm.dreams, amnes., aphas., atax., convuls. incl.grand mal, inco-ordinat., neuralg., neuopathy, paralys., parosm., periph.neuropathy, periph. sensor.neuropathy,taste loss, trem., vis. field defect, tachycard., MI, menorrhagh.

Warnings and special precautions: Caut.in mild. hepat.impairm.& do not use in mod.to sev. hepat. impairm., incr.risk for.furth transamin.elev. in underly.hepatit.B/C or mark.transamin.elev. prior to init.treatm., pre-exist.mild liv.dis./liv. enzyme abnormal./hepatit., cholesterol./ triglycerid. monit, perform appropr.lab.tests prior to init.ther./at period.interv.if clinic.S&S occur dur. ther., eval.for pancreatit.if suggest.sympts.& elev. biochem. mark.observ.& discont.ther.if diagnos. confirm., eval.for signs of fat redistribut., CV risk assessm. with evid.of lipodystrophy, new onset/ exist. diab.mellit.exacerbat., hyperglycaem., immune reconstit. syndr.where pts.whose immune syst. responds may develop inflamm.respon.to indol./ resid. opportunist.infects.necessitat.furth. evaluat. & treatm., pts.to seek med.advice if exper. joint pain/aches/stiffn./movem.diffic.as osteonecros. poss, pre-exist.conduct.syst.dis., meds. known to induc.PR-interv.prolongat., opportunist. infects.& other HIV complicat.may still devel., monit.vir.load/CD4 counts reg., cross.resist. betw.protease inhibit.observ.but eff.of Zatonav on concom./subseq.protease inhibit.unknown, ARV ther. will not prev.risk of transmiss.through sex. cont. & bld.contamin.& appropr. precaut.to contin., discont.if sev. rash develops, lact/sorbitol intol., ser. cortisol conc.decr.with concom.fluticasone. ketoconazole & itraconazole dos.>200 mg/day when combin.with ritonavir, PDE5 assoc.adverse events poss.incr., alt.non-hormon.contracept., breast feed.not recomm., poss.CNS effs.may influence driv./machine operat., admin.2 hrs.bef./1 hr. aft. concom. antacids/ buffer.meds., monit.INR with concom. warfar., therapeut.conc.monit.of concom.immunosuppress., ECG monit.recomm. with concom.Ca chann.block.

Drug interactions: Metabol.of other protease inhibit., agents which incr.CYP3A activ. e.g. phenobarbital, carbamazepine, dexamethasone, phenytoin, rifampin & rifabutin decr.ritonavir plasma conc., therapeut.eff.of direct. glucuronidated agents lost, dos.adjustm. poss. for those agents extens.metabol.by CYP3A, card.& neurolog.events with disopyram./mexilet./ nefazodone/ fluoxet., alprazolam Cmax decr., amprenavir/indinavir/ digoxin/ nelfinavir/ rifabutin/ saquinavir/sildenafil/tadalafil/ vardenafil/trazodone/vincristine/ vinblastine/ fluticasone propionate conc.incr., buspirone lev. elev., clarithromyc.metabol.inhibit.& clarithromycin conc.incr.caus.poss.QTc prolongat., ritonavir Cmax & AUC incr.by delavirdine, desipramine AUC incr., ser. cortisol conc.decr.with concom. fluticasone., fusidic acid & ritonavir conc.incr.if admin.concom., decr. plasma conc.with St.John’s wort., ketoconazole mean-half life incr., methadone conc. decr., mean Cmax & AUC of ethinyl oestradiol reduc., AUC of sulfamethoxazole reduc.and of trimethoprim incr., AUC of theophylline decr., tobacco decr AUC, zidovudine AUC/Cmax reduc., plasma conc.of drugs metabol.by CYP3A4 (e.g.Ca chann. block./ HMG CoA reduct.inhibit./ immunosuppress.& PDE5 inhibit.)incr., plasma conc. decr.by meds.that induc CYP3A4 (e.g. rifampicin), drugs.inhibit.CYP3A4 incr. plasma conc., ser.conc.of amiodarone/syst.lidocaine & quinidine incr., reduc.irinotecan metabol., diltiazem expos.incr., ac.ergot toxicity with concom. ergot derivat., incr.atorvastat. expos., plasma conc.decr.by proton-pump inhibit./H2-recept.antagon.& St John’s Wort reduc.therapeut. eff. & resist.developm., poss incr.conc of midazolam/ triazolam, didanosine/efavirenz/ tenofovir/ nevirapine decr.expos.to atazanavir, antacids/ buffer. meds.reduc.plasma conc., expos. to warfar./TCA’s incr.with potent.to prod.ser./life threat. events, ciclosporin/tacrolimus/sirolimus plasma conc. incr.

 XE "Zefin" ZEFIN, Novagen [P/S]
Tenofovir disoproxil fumarate

Indications: In combinat.with other antiretrovir. for HIV-1 infect.treatm.

(S4) TABS, 44/20.2.8/0307

715072-001: 300 mg, 30, R286,38
Dosage: 300 mg once dly.

Contraindications: Mod.to sev.ren.fail., safety in pregn.& lactat.not est., safety & effic.in pts. <18 yrs./ hepatit.B vir.co-infects.not est.

Side effects: Lactic.acidos.& sev.hepatomegaly with steatos.incl.fatal.esp.women, ren.impairm., ac.ren.fail., fanconi syndr., GI disturbs., pancreatit., depress., headache, insomn., periph. neuropathy, dizzin., skin reacts., sweat., arthralg., myalg., dyspn., pneum., neutropen., hepatotox., hepatit., rais.liv.enzym., hypophosphataem., body fat accumulat./redistribut., hypertriglyceridaem., hyperglycaem., proteinur., nephrogen.diab.insipid., fev., allerg.reacts., asthen., weight loss, back/ chest pain, BMD decr., sev.ac.exacerbat.of hepatit. B aft.discontinuat.

Special precautions: Mod.to sev.ren.impairm., obesity in women & prolong.nucleoside expos.risk, liv.dis.risk fact., elderly, discont.ther.if any signs of lact.acidos./ pronounc.hepatoxic., avoid with recent/ curr.nephrotox.agents, ren.dysfunct.risk/ hist.thereof, test for hepatit.B bef.init.ther., monit. HIV/HBV co-infect.for sev.mnths.aft.discont.ther., anti-hepatit.B ther.poss.init.if appropr., bone monit. in pts.with bone fract.hist./osteopen.risk, Ca & Vit.D supplem.advis., discont.concom. didanosine in case of assoc.adverse effs., atazanavir without ritonavir not recomm.concom., immune reconstit.syndr., inflamm.respons.to indolent /resid.opportunist.infects.necessit.furth. eval.& treatm.

Drug interactions: Ser.conc.of drugs elimin.by act.tubul.secret./Zefin may incr., poss.incr.ser. conc. by agents decr.ren.funct., AUC & Cmax of didanosine incr., AUC & Cmin of atazanavir decr., incr.conc.with concom.atazanavir/lopinavir/ ritonavir.

 XE "Zelivire" ZELIVIRE 500, Ranbaxy [P/S]
Valaciclovir.

Indications: Herpes zoster (shingles), recurr. genit. herpes.in immunocompetent pts., prevent/ suppress.of recurr.H.simplex infect.of skin & ano-genit.mucous membr., CMV infect.prophylax., CMV dis. & other herpes infects.follow.organ transplant.

(S4) TABS. 42/20.2.8/0476

715249-001: 500 mg, 30, R644,16
Dosage: Childr: No data avail.

Adults:
Herpes zoster: 1 000 mg 3x/day x7 days.

Recurr.genit.herpes: No data on effectiven.if init more than 24 hrs.aft S&S onset. 500 mg 2x/day x5 days.

Prevent./suppress.of recurr.H.Simplex infect: Immunocompetent pts: 500 mg dly. Freq.recurr. of more than 10 episodes/yr: 250 mg 2xdly. Immunocomprom.pts: 500 mg 2xdly.

CMV infect.& dis. prophylax: Adults & adolesc. 12 yrs& over: 2 000 mg 4xdly x90 days. poss.extent.in high risk pts. Init.ther.as early as poss. post-transpl. Modify dos.accord.to creatin. clear.

Contraindications: Valaciclov./acyclovir hypersens., safety in pregn.& lactat.not est.

Side effects: Bld dyscras., hypersens.reacts. incl. anaphylax., headache, CNS effs.incl.psychos. /encephalopathy & coma esp.in ren.impairm.where recomm. dos.exceed., GI disords., naus., abdom. pain, hepatit., jaund., ac.ren.fail., diffuse hair.loss.

Special precautions: Concom.meds.affect.ren. physiolog./ compet.with aciclovir for elimin., incr.in plasma AUC's of aciclovir & inact.metabolite of mycophenolate mofetil., ren.funct.impairm., maint. adeq. hydrat., no data avail.on high dos.in liv.dis./ liv. transplantat., admin.aft.haemodialys., liv.dis., teratogenicity in rats.

Warnings: Thrombot., thrombocytopen.uraem. syndr. poss.result.in death in pts.with advanc.HIV dis./bone marr.& ren.transpl.pts.

 XE "Zenfar" ZENFAR 600, (Activo) Macleods [P/S]

Efavirenz

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. weigh.40 kg and above.

(S4) TABS, 45/20.2.8/0084

3000055-001: 600 mg, 30, R184,00
Dosage: Admin.in combinat.with a protease inhibit. &/ NRTI. Admin.on empty stomach pref.at bedt. Consid.bedt.dos.dur.1st 2-4 wks ther.& in pts. exper. neurologic.effs.

Adults: Recomm.dos.: 600 mg once dly. Adolesc. & childr.(17 yrs.& und): 600 mg at bedt. Use only in adults & childr.weigh.great.than or equal to 40 kg.

Contraindications: Concom.astemizole/ cisapride /midazolam/ triazolam/pimozide/ bepridil/ ergot derivat., safety in lactat.not est., childr. less than 3 yrs./weigh.<13 kg, concom.St John’s Wort.

Side effects: Freq: Abnorm.dreams, anx., depress., insomn., dizzin., imp.concentrat., headache, somnol., N&V, diarrh., dyspeps., abdom. pain, rash, erythema, diffuse maculopapul.rash, dry desquamat., prurit., incr.sweat., fatig., pain, ALT & AST>5xULN, GGT > 5xULN, amylase > 2xULN, gluc.> 250 mg/dL, neutrophils <750/mm, rais.liv.enzyme val. Aggress., agitat., emot.labil., mania, paranoia, psychos., euphor., stupor, confus., apathy, hallucinat., suicide ideat. & attempt, nervousn., amnes., atax., cerebell. coordinat.,  bal.disturb., convuls., abnorm.vis., tinnit., vertigo, flush., palpitat., tachycard., asthma, hypoesthes., paraesthes., trem., anorex., taste pervers., hepatit., vesiculat., moist desquamat., ulcerat., erythema multiforme, Stev.-Johns.syndr., tox. epiderm.necrolys., necros.req.surg., exfoliat. dermatit., eczema, alopec., urticar., arthralg., myalg., gynaecomast., allerg.react., asthen., malaise, syncope, incr.ser.cholester. & triglyceride conc. Unknown freq: Weight gain/loss, delus., neuros., completed suicide, neuropathy, URTI, sinusit., dyspn., gastrit., gastroenterit., gastro-oesophag. reflux, incr.appet., constip., malabsorpt., incr.hepat.enzymes, hepat.fail., acne, seborrh./ photoallerg. dermatit., myopathy, impot., decr./incr.libido, influenza-like sympts., body fat redistribut./accumulat.

Special precautions: Must not be used as monother. /add.on as sole agent to fail.regim., vir. cross-resist.potent.if new concom.anti-retrovir. agents used, monit. liv.enzym.with ritonavir, concom. saquinavir as sole protease inhibit.not recomm., consid.alternat.to clarithromycin, incr. dos. with concom.rifampicin, use barrier contracept. in combinat.with other methods, methadone withdr., per.monit.anticonvuls.plasma lev., teratogen., women of child-bear.potent.to undergo pregn.test.bef.init.ther., poss.pass.into breast milk, avoid high fat meals as it may incr. absorpt., discont.in sev.liv.impairm., not a cure, developm. of opportunist.infects.& other HIV complicat. poss.contin., ther.not prov.to reduc. transmiss.risk, ref.to prod.lit.when prescrib.other meds., consid.simultan.discont.of all antiretrovir. meds. if combinat.regim.is interrupt.due to suspect. intol.& restart med.at same time upon resolut. of intol.sympts., intermitt.monother./ sequent. reintroduct.not advis., discont.in sev. rash, consid.prophylax.with appropr.anthistam.in childr., antihistam./corticoster.for mild to mod.rash to improv.tol.& resolv.rash, nerv.syst.& psych. sympts. report., be alert to psychos.-like reacts.& sev. ac.depress.incl.suicid.ideat./attempts.report., ment. illn./subst.abuse hist., chron.liv.dis., monit. liv. enzymes partic.in known/suspect.hepatit.B/C infect. hist./concom.hepatotox meds., eval.risk vs. benef. of cont.ther.if ser.transaminase.lev.persist. 5x >ULN,,cholesterol./triglycerid.monit., heredit. disords. of galactosaem./gluc./ galact.malabsorpt. syndr.

Interactions: Plasma conc.poss.altered by CYP3A substr. inhibits./induc., plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., incr. CNS eff.with alcoh./psychoact.meds., AUC & Cmax of indinavir decr., incr.freq.of S/E with ritonavir, decr. saquinavir/clarithromycin. AUC & Cmax , reduc. AUC & Cmax with rifampicin, potent.interact with OC’s, methadone plasma lev.decr.result.in opiate withdr. signs in HIV infect.IV drug users, decr.eff.of carbamazepine & efavirenz, potent.for reduc.eff.of phenytoin/phenobarb.&/efavirenz plasma lev., decr. atorvastatin/pravastatin/simvastatin plasma lev., reduc.conc.with St John’s Wort.

 XE "Zenvir" ZENVIR, (Activo) Aurobindo [P/S]

Efavirenz.

Indications: In combinat.with other antiretrovir. agents for HIV-1 infect.adults, adolesc.& childr. 13 kg & above and/ or 3 yrs and above.

(S4) CAPS, 41/20.2.8/0538,0540
720840-001: 50 mg, 30, R54,64
720841-001: 200 mg, 90, R292,39
Dosage: Admin.in combinat.with a protease inhibit. and/or nucleoside analog.revers.transcript. inhibit. Admin.on empty stomach.pref.at bedt. Bedt. dos.recomm.esp.dur.1st 2-4 wks ther.& in pts.exper. CNS effs.

Adults: Recomm.dos: 600 mg once dly. Adolesc. & childr.17 yrs.& und. weigh.≥ 40 kg: 600 mg at bedt. Use only in adults & childr.weigh.≥ 40 kg.

Concom.antiretrovir.ther: Zenvir must be giv.in combin. with other antiretrovir.meds.

Contraindications: Concom.terfenadine/ astemizole/ cisapride/midazolam/triazolam/ergot derivat. as ser./ life threat.adverse effs.poss., pregn., lactat., childr.und.3 yrs./weight < 13 kg, concom.St John’s Wort.

Side effects: Weight chang., CNS effs., dizzin., headache, convuls., hypoesthes., paraesthes., periph. neuropathy, trem., psych.effs., osteonecros., speech disord., vertigo, neuralg., abnorm. vis., tinnit., flush., palpitat., tachycard., asthma, URTI, sinusit., dyspn., GI disords.incl. gastro-oesophag.refl., taste pervers., incr.appet., malabsorpt., hepatit., hepat.fail., hepat.enzyme incr., skin reacts.incl.erythema multiforme/ Stev. John.syndr., incr.sweat., alopec., nail disords., skin discolourat., arthralg./myalg., myopathy, impot., libido chang., fatig., alcoh.intol., allerg.reacts., asthen., hot flush., flu-like sympts., malaise, pain, syncope, body fat redistribut./accumulat., rais.ser. cholester./triglycerid.conc.

Warnings and special precautions: Teratogenicity in animals, use barrier contracept.in combinat. with other methods, pregn.test in women of childbear.potent.bef.init.ther., poss. pass. into breast milk, must not be used as monother./ add.on as sole agent to fail.regim., clinic. exam.to incl.evaluat.for phys.signs of lipodystrophy, if lipodystrophy evid.pres.do a CV risk assessm., immune reconstitut.inflammat. syndr., opportunist.infects. & other HIV complicat. may still devel., monit.vir.load/CD4 count.reg., pts. to report joint pain/stiffn, advis.pt.that antiretrovir. ther. not been prov.to prev.transmiss.through sex. cont./ bld.contam.& appropr.precaut.to contin., concom. indinavir, monit.liv.enzym.with ritonavir, concom. methadone, ref.to prod.lit.when prescrib. other meds., consid.simultan.discont.of all antiretrovir. meds.if combinat.regim.is interrupt. because of suspect.intol.& restart medicat.at same time upon resolut.of intol.sympts., intermitt. monother./sequent.reintroduct.not advis., discont. in sev.rash & consid.prophylax.with appropr. anthistam./ corticoster.for mild to mod.rash to improv. tol.& resolv.rash, prev.ment.illn./subst. abuse, be alert to psychos.-like reacts.& sev.ac. depress.reports, liv.dis., monit.cholestrol./ triglycerid./ liv.enzym.esp.in known/ suspect. hepatit. B/C infect.hist./concom. liv.tox.assoc. meds
Drug interactions: Plasma conc.of other compds. that are CYP3A4 substrat.poss.decr., AUC & Cmax of indinavir/ saquinavir/clarithromycin decr., incr. adverse effs.with ritonavir, rifampicin decr.AUC & Cmax, methadone plasma lev.decr.& opiate withdr. signs, poss.reduc.plasma conc.with St John’s Wort.
 XE "Zovilam" ZOVILAM, (Activo) Mylan [P/S]

Lamivudine 150 mg, zidovudine 300 mg

Indications: Treatm.of HIV- infect.as part of antiretrovir.combinat.ther. in adults & childr.> 12 yrs with progress. immunodefic., post expos. prophylax. in adults follow.occupat.expos.

(S4) TABS, 45/20.2.8/0170

720618-001, 60, R389,30
Dosage: .As a fix.dos.combinat.do not prescrib. when dos.adjustm.necess., Consult respect.PI’s for separ.agents dur. combin. ther.
Adults & childr.over 12yrs: 1 tab. 2xdly.

Post expos.prophylax: Init.ther. pref.with.1-2 hrs aft. expos. Cont.unt.HIV status of sourceconfirm. Prophylact.course to be contin.for 4 wks should source be confirm.as HIV pos. Dos: 1 tab 2x dly.for 28 days. Dos.to be strict.adher.to. Discont. ther.as soon as source is confirm.not to be HIV infect.

Contra-indications: Abnorm.low neutrophil counts /haemoglobin lev., safety in pregn.not est., lactat., safety & effic.in childr.und.12 yrs.not est., concom.ribavirin/stavudine/zalcitabine/emcitrabine, IV ganciclovir/foscarnet not recomm., other lamivudine contain.meds.

Side-effects: Bld.dyscras., pancreatit., lact. acidos. & sev. hepatomegaly with steatos., anaphylax., anorex., body fat redistribut./ accumulat., hyperglycaem., headache, neuropathy, paraesth., periph.neuropathy, seiz., malaise, fatig., fev., anx., depress., somnol., loss of ment.acuit., cardiomyopathy, cough, abnorm.breath./wheez., dyspn., flu-like syndr., chest pain., GI disturbs., hepatotox., hepat.stenos., hepatit. B, splenomegaly, incr.liv.enz./bilirub.bld lev, rash, erythema multiforme, Stev-Johns.syndr., urticar., prurit., vasculit., alopec., nail/skin pigmentat., sweat., myopathy, myosit., rhabdomyolit., arthralg., asthen., urin.freq., gynaecomast., trans. rise in ser.liv enz., rise in ser.amylase.

Warnings and special precautions: Not proven to prev. HIV transmiss., opportunist.infects & other HIV complicat.still poss., monit.haematolog. paramet., discont.use if pancreat.suspect., ren./ hepat.funct.impairm., pts.with known risk facts.for liv.dis., discont.in pts.develop.lab.find.suggest. lact. acidos./hepatotox., monit.liv.funct.in pts.with pre-exist.liv.dysfunct., pts.with hepatomegaly/ hepatit/other risk facts.for liv.dis./hepat.steatos., safety & effic.not est.co-infect.with hepatit.B pts., monit.hepat.funct.for sev.mnths.aft.discont.in pts. co-infect.with heaptit.B, pts.co-infect.with hepatit. C & treat.with alpha interferon & ribavarin, discont. if hyperlactataem.& metabol./lact.acidos./ progress.hepatomeg./rapid.elev.aminotransferas. lev.develops., investig.poss.mitochondr. dysfunct. in childr.expos.in utero to nucleoside & nucleot. analogues show.relev.S&S., signs of fat redistribut., meas.fast ser.& bld.gluc., manage lipid disords as clinic.appropr., eval.any inflamm. sympts.& instit.treatm., not recomm.in hepatit.C due to incr.anaem.risk., pts.to seek med.advice if experienc.joint pain/aches/stiffn./movem.diffic.as osteonecros.poss., cons.benef./risk dur.pregn., HIV transmiss.to inft.dur.pregn.still poss.despite ther., in situat.where discont.of one of the act./dos. adjustm. necess.use separ.preps., elderly, consid.effs.of separ.agents dur.combin.ther., unclear if adv.effs.are drug relat./part of underly. dis.process.

Drug interactions: Trimethoprim incr.lamivudine plasma lev., intracell.phosphorylat.of concom. zalcitabine pos.inibit., zidovudine metabol.poss.alt. by meds.direct.inhibit.hepat.microsom.metabol./ competit.glucuronidat. inhibit., phenytoin bld.lev. alt., poss.incr.toxic.risk with potent nephrotox./ myelosuppres.meds., probenecid incr.zidovudine mean half-life & area und.plasma conc.curve., rifampicin decr.zidovudine AUC, ribavirin/ stavudine is antagonist.in vitro
 XE "Zovirax" ZOVIRAX, GSK [P/S]

Acyclovir
Indications: Treatm.& prophylax.of H.simplex infects.in immunocomprom.pts., treatm.of Varicella infects.in immunocomprom.pts. (in shingles only if lesions not older than 72 hrs), H.simplex infects.in neonate, H.simplex encephalit., prevent.of reactivat. of cytomegalovirus infect.in sero-positiv. pts.aft.bone marrow transplantat.

(S4) IV INFUS, [P/S] Q/20.2.8/164.

779415-019: 250 mg, 5, R2 790,31
Dosage: Admin.by slow IV infus.over 1 hr. Durat. of treatm norm 5 days adjust.to pt.condit.& ther. respons.

H.encephalit.& neonat.H.simplex infects: Usual. 10 days bear.in mind pts.condit.& respons.

H.simplex infect: Immunocomprom: Adults: 5 mg/kg 8 hrly. Childr: 250 mg/m2 8 hrly.

Varicella-zoster: Immunocomprom.(norm. ren. funct): Adults: 10 mg/kg 8 hrly. Childr: 500 mg/m2 8 hrly.

H.simplex encephalit: Norm./ immunocomprom: (norm.ren.funct): Adults: 10 mg/kg 8 hrly. Childr: Norm.with norm.ren. funct: 500 mg/m2 8 hrly.

Neonates: H.simplex infects: 10 mg/kg 8 hrly.

CMV: Adults & childr.over 2 yrs: 500 mg/m2 IV 3xdly. 8 hrly.begin. 5 days bef.op up to 30 days aft.transplant.
(S4) SUSP,[P/S]27/20.2.8/0236. 200 mg/5 ml.

789313-006: 125 ml, R1 026,29
Dosage: Adults: Tabs.may be dispers.in a min.of 50 ml water or swallow.whole with water.
Init.& recurr.skin & mucous membr.H. simplex. infects: 200 mg 5x/day at approx.4 hrly. interv.ommit.night time dos.x5 days.

Sev.immunocompromis.pts./pts.with imp.gut absorpt: Dos.may be doubl.to 400 mg or alternat. IV therapy.

Suppress.of recurr.H.simplex infects.in immunocompetent: Adults: 200 mg 4xdly, 6 hrly/ 400 mg 2xdly 12 hrly. Titrat.down to 200 mg 8-12 hrly may prove effect. Interrupt at 6-12 mnthly. interv. to observe any poss.changes.

H.simplex prophylax in immunocomprom. Adults: 200 mg 4xdly 6 hrly.

Sev.compromis.pts./pts.with imp.gut absorpt: Dos.may be doubl.to 400 mg.or IV therapy consid., durat.of therapy determin.by period at risk.

H.zoster & Varicella-zoster infects: Adults: 800 mg 5xdly at approx. 4 hrly interv., omit night-time dos.x7 days.

Varicella-zoster infects. in adolescents (12-18 yrs): 800 mg 4xdly x5 days.

Sev.immunocomprom.pts: 800 mg 4xdly.at 6 hrly.interv. In bone marr.recipients this to be preced.by up to 1 mnths.IV therapy of 500 mg/m2 3xdly.

Childr: Treatm./prophylax.of H.simplex infects.in immune comprom.childr: 2 yrs.& older: Adults dos. Below 2 yrs: ½ adult dos. Oral admin.in childr. und. 2 yrs. has not been fully studied.

Varicella: 20 mg/kg bm (not exceed. 800 mg) 4xdly commenc.within 24 hrs.of rash & contin. x5 days.
Contraindications: Valacyclovir hypersens., safety in pregn.not est., do not give IV presentat.as IV bolus inj.

Side effects: IV infus: Incr.in bld.urea & creatin. lev.relat.to state of hydrat., ren.impairm., N&V, incr.in liv.relat.enzym., rash, fev., loc.inflam., decr. haematolog.indic., revers.neurolog.react., Oral preps: skin rash, GI disturbs., headache, revers. neurolog.reacts., fatig.

Warnings and special precautions: Ren. impairm., adeq.hydrat., pass.in breast milk., elderly.
Drug interactions: Probenecid incr.acyclovir mean half life.
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 XE "Actraphane HM (ge)" ACTRAPHANE HM (ge), Novo Nordisk

Biphasic biosynthetic human insulin susp.compris. 30% soluble insulin & 70% isophane insulin.

Indications: Diabet.mellit.

(S3) INJ. W/21.1/287. 100 u/ml.

733512-003: 1x10 ml vial, R322,45
714977-001: 5x3 ml, FlexPen, R664,99
Dosage: Individ. Requirem.usuall.betw.0,3 to 1,0 IU/kg/day.

Ref.to prod.lit.for var.device use

Contraindications: Hypoglycaem.

Side effects: Hypoglycaem., anaphylact.reacts., urticar., rash, diabet.retinopathy, periph. neuropathy, lipodystrophy, loc.reacts., refract. disords., oed. 

Warnings and special precautions: Congest.HF report. pioglitazone & insul.combinat., discont. pioglitazone if deteriorat.in card.sympts.occur, usual hypoglycaem.warn.signs poss.chang. tfd.pts. to new /type brand insul.und.strict med.supervis., poss. hyperglycaem./diab.ketoacidos.with inadeq. dos./treatm.discont., nev.for IV use or use in insul. infus.pumps, sev.hypoglycaem.may lead to unconsciousn. &/ convuls.poss.lead.to perm.brain funct. impairm.& death, time zone travel as meal times may alt., infects.& fev.condit., ren./ hepat. impairm., tempor.worsen.of diabet.retinopathy with insul.ther.intensificat.& abrupt movem.in glycaem.control.

Drug interactions: Oral hypoglycaem.agents/ MAOI/non-select. ß-block./ACE inhibit/salicylates & alcoh.poss.reduc.insul.requirem., OC’s/thiaz./ glucocortic./ thyroid hormones/sympathomimet./ growth hormone & danazol may incr.insulin requirem., ß-block.poss.mask hypoglycaem., ocreotide may decr.& incr.insul.requirem., alcoh. intens.& prolongs hypoglycaem.eff.

 XE "Apidra" APIDRA, Sanofi-Aventis

Insulin glulisine

Indications: Diab.mellit.where insulin treatm. reqd.

(S3) SOL FOR INJ, A38/21.1/0506. 3,5 mg/ml correspond.to 100 IU human insul.

706039-001: 5X3 ml cartridge, R427,14
709861-001: 5x3 ml solostar, R585,27
Dosage: Admin.15 mins.bef./immed.aft a meal. Only for SC admin.by inj./contin.pump infus. Keep at room temp.x1-2 hrs.bef.1st time use. May mix with NPH human insul.when Apidra should be drawn into syringe first & to be admin.immed. aft.mix. 

Indiv.dos.accord.to pts.needs.as determin.by physic. Use in regimen that includes long.act. insul./bas.insul.analogue.

Contraindications: Safety in pregn.& lactat.not est., safety & effic.in paed.pts.not est., mix.of any other insulins in cartridge, IV admin.of mixt., mix with diluents/any other insul.when used with insul.infus.pump.

Side effects: Hypoglycaem., inj.site reacts., loc. hypersens.reacts., lipodystrophy if inj. sites not rotat., gen.system.hypersens.reacts. potent.life threat.

Special precautions: Monit.poss.hyper-/hypoglycaem., elderly, ren./hepat.impairm., short durat. of act.req.long.act.insul.to maintain control, transf. pts to other types/brands, poss. concom. oral antidiabet.dos.adjustm., concom. illn./infect.

Drug interactions: Bld.gluc.lower.eff.enhanc.by oral antidiabet.agents./ACE inhibit./ disopyramide/ fibrates/fluoxetine/MAOI/ pentoxifylline/ propoxyphene/salicylates & sulfonamide antibiot., bld.gluc.low.eff.reduc.by corticoster./ danazol/diazoxide/diuret./glucagon/ isoniazid/oestrog.& progestog/phenothiaz. derivat./ somatrop./sympathomimet/thyroid hormones/protease-inhibit & atypic.antipsychot. meds., beta-block./clonidine/Li salts & alcoh. either potent./weak.bld.gluc.low.eff., pentamidine poss.caus.hypoglycaem.follow.by hyperglycaem., adrenerg.counter-regulat.signs reduc. or absent und.sympatholyt.influence.

 XE "Basaglar" BASAGLAR, Eli Lilly

Insulin glargine, correspond.to 100 U human insulin/ml.

Indications: Diab.mellit.in adults, adolesc.& childr. ≥ 6 yrs where insulin treatm.reqd.as a basal/ part of basal-bolus regim.

(S3) SOL.FOR INJ, 49/21.1/0708. 100 U/ml

722456-001, 5x3 ml cartridges, R515,40
722454-001, 5x3 ml pre-fill.pen, R680,51
Dosage: Indiv.
Contraindications: Safety & effic.not est.in childr.< 6 yrs old, diabet.ketoacidos., no info on use in pregn.& lactat.

Side effects: Hypoglycaem., poss.vis.impairm. with mark.change in glycaem.contr., lipohypertrophy/ lipoatrophy, loc.reacts., allerg. reacts., insul.antibod.product., rarely sod.retent.& oed., myalgia, dysgeus.

Warnings and special precautions: Prolong. act.depend.on SC inj., rotate inj.sites, IV admin. could result in sev. hypoglycaem., do not dil/mix. with other insul., see lit.regard.change over from other insulin(s), metabol.monit.recomm.dur. changeover & init.wks.thereaft., pres.of insul. antibod. may req.dos.adjustm., where hypoglycaem. episod.of clinic.signific., circumst. where warn.sympts.of hypoglycaem.diminish., pt. to take precaut.avoid.hypoglycaem.if driving, ren./ hepat.impairm., elderly, risk of oed./HF with concom. thiazolidinediones esp.in pts.with underlying card.dis.

Drug interactions: Oral antidiabet.agents/ACE-inhibit./disopyramide/fibrates/fluoxetine/ MAOI/, pentoxifylline/ propoxyphene/salicylates/ somatostat.analog.& sulfonamide antibiot.may enhanc.bld.gluc.low.eff., corticoster./niacin/ /danazol/diazoxide/diuret./glucagon/isoniazid/ oestrog./progestog./phenothiaz.deriv./ somatropin/ sympathomimet./protease inhibits./ atypic.antipsychot.meds & thyroid hormon.may reduc.bld.gluc.low.eff., ß-block./clonid/Li & alcohol may either potent.or weak.bld.gluc.low. eff., pentamid.may cause hypoglycaem.follow.by hyperglycaem., signs of hypoglycaem. reduc./ absent in pts.taking sympatholyt.
 XE "Fiasp" FIASP, Novo Nordisk

Insulin aspart
Indications: Maint.treatm.of diabet.mellit.in adults, adolesc. & childr. ≥ 1 yr.alone/in combinat. with other insulins/ metformin.

(S3) SOL FOR INJ, 51/21.1/0733. 100 u/ml.

3004243-001: 100 U/ml; 5x 3 ml PED, R567,59
3004226-001: 100 U/ml; 5x 3 ml CAT, R435,15
Dosage: Admin.as contin.subcut.insulin infus. with pump syst./IV. Immed.bef.or aft.a meal due to fast onset of act. 

Inj.ther.: Use in combinat.with intermed.-act./ long-act.insul.admin. at least once dly. In a basal-bolus. treatm. 50% of requirem.provid.by Fiasp and bal.by intermed./long.act.insul.

Contin.subcut.insulin infus: Fiasp will cover both need for bolus insul. (approx. 50 %) and basal insul.

Indiv.dos. Adults & childr.1 yrs.& old: Usual. betw. 0,5-1,0 U/kg/day. Ref.to prod.lit. for complete initiat.instruct.

Contraindications: Hypoglycaem.

Side effects: V.common: Hypoglycaem. Common: Allerg.skin manifestat., inject./infus.site reacts. Uncommon: Hypersens., lipodystrophy, eruptions, refract., diabetic retinopath., oed. Rare: Periph.neuropathy Very rare: Anaphylact.reacts. Unknown: Cutan.amyloidos.

Special warnings and precautions: Dos. adjustm. may be req. if phys.activity incr./ diet change./ dur.concom.illn. & monit.bld.gluc. lev.adeq., elderly, reqm.poss.decr.by imp.ren./ hepat. funct., safety in ketoacidosis treatm.not est., meal omiss./unplann.stren.phys.exerc.may lead to hypoglycaem., hypoglycaem.warn.signs poss. chang., poss.hyperglycaem./diab. ketoacidos. with inadeq.dos./treatm.discont., monit.paeds.to avoid nocturnal hypoglycaemia.if admin. aft.start of last meal of day, CSII pump/ infus. set malfunct., concom.dis.of kidn./liv./ adren.-,pituit- or thyroid gland., monit.HF S&S/ mass gain/oed.if used in combin.with pioglitazone, discont.pioglitazone in case of card.funct. deteriorat. signs, dos.adjustm.poss.necess.to correct hypo-/hyperglycaem.in case insul.antibod. form., tfd.pts.to other types/brands und.strict medic. supervis., rotate. inj.site to reduc.risk of develop.lipodystrophy/ cutan.amyloidos., safety in pregn.& lactat.not est., take precaut.to avoid hypoglycaem. whilst driv., concom.dis./meds. which may delay food absorpt.

Interactions: Oral hypoglycaem.agents/ octreotide, MAOI’s/ ß-blocks./ACE inhibit./ salicylat./ARBs./anabol.ster./sulphonamides & GLP-1 recept.agon.poss.reduc.insul.requirem., OC’s/thiaz./glucocortic./thyroid hormon./ sympathomimet./growth hormone & danazol poss. incr.insul.requirem., beta-block.may mask hypoglycaem.sympts & delay hypoglycaem. recovery, octreotide/lanreotide may either incr./ decr. insul.requirem., alcoh.intensif.& prolongs hypoglycaem. eff.
 XE "Humalog" HUMALOG, Eli Lilly

Insulin lispro of recombin.DNA origin.

Indications: Diab.mellit.req.insulin for norm.gluc. homeostas.maint., init.stabilisat.of diab.mellit.

(S3) SOL.FOR INJ. 29/21.1/0785. 100 IU/ml.

819468-002: 10 ml vial, R338,99
862355-001: 5x3 ml cartridge (use with pen), R442,59
706760-001: 5x3 ml kwikpen (dispos.& prefill.) R498,91
Dosage: SC/IV Admin.15 mins.bef./at mealtimes/ soon aft.meals. Indiv.

(S3) SOL.FOR INJ, 50/21.1/0680. 200 units/ml

723920-001: 5x3 ml Kwikpen, R997,82
Dosage: Reserv.for pts.req.dly.dos.of more than 20 units of rapid-act.insul.

SC admin.15 mins.bef./at mealtimes/ soon aft. meals. Indiv.

(S3) MIX 25 SUSP.FOR INJ, 33/21.1/0073. 100 IU/ml

25% insulin lispro & 75% insulin lispro protamine suspension (NPL).

853437-009: 10 ml vial, R383,72
861782-003: 5x3 ml cartridge (use with pen), R582,36
706761-001: 5x3 ml Kwikpen (dispos.& prefill.) R691,02
Dosage: SC only. Admin.close to mealtimes/soon aft.meals. Indiv.

(S3) MIX 50 SUSP.FOR INJ, 33/21.1/0074. 100 IU/ml

50% insulin lispro & 50% insulin lispro protamine suspension (NPL).

705074-001: 5x3 ml cartridge (use with Pen), R582,36
706762-001: 5x3 ml Kwikpen (dispos.& prefill.) R691,04
Dosage: SC only. Admin.close to mealtimes/soon aft.meals. Indiv.

Contraindications: Hypoglycaem., IV admin.of Mix 25 & Mix 50.

Side effects: Lipodystrophy, oed., insul.resist., hypoglycaem., hypersens., system.allergy

Warnings and special precautions: Quick act. & short.durat., transf.from other insulins, warn. sympts. of hypoglycaem.poss.less pronounc./diff., imp. ren./hepat.funct., adj.dos.dur.illn./emot. disturb. /incr.physic.activ., safety & effic.of Mix 25 & 50 not est. in pregn./pts.und.18 yrs., diet chang., transfer of pts.to other types/brands of insulin und. strict medic.supervis., may be combin.with LA insul/ oral sulphonylurea on drs.advice, pregn., nurs. mothers., use as part of regim.that incl.a LA insul. in treat.Type 1 diabet., concom. thiazolidinediones assoc.with incr.risk of oed.& HF esp. in pts.with underly.card.dis., do not transf. cont. of pre-fill.del.device to syringe., do not mix 200 units/ml Kwikpen with any other insul.
Interactions: Insul.requirem.incr.by meds.with hyperglycaem.activ.eg.OC’s/corticoster./thyroid replacem.ther., insul.requirem.decr.in pres.of oral anti-diabet.agents/salicylates/sulpha antibiot./ MAOI/ACE inhibit./angiotens.II recept.block., ß-block. may mask sympts.of insul.-induc. hypoglycaem.

 XE "Humulin Insulins" HUMULIN N, Eli Lilly

Biosynth.isophane human insulin (rDNA origin).

Indications: Diab.mellit.

(S3) SUSP.FOR INJ, R/21.1/0001. 100 IU/ml

733458-009: 10 ml vial, R381,96
863556-019: 5x3 ml cartridge (use with Humapen), R562,84
853453-004: 5x3 ml dispos.pens, R562,84
Dosage: Admin.SC/IM only, Indiv.

HUMULIN R
Biosynthetic human insulin, regular (rDNA origin).

Indications: Diab.mellit. 

(S3) SOL.FOR INJ, R/21.1/0002. 100 IU/ml,

733431-003: 10 ml vial, R337,44
863564-003: 5x3 ml cartridge (use with Humapen), R538,20
Dosage: Admin. SC/IM/IV, indiv.

HUMULIN 30/70

30% biosynthetic reg.human insulin, 70% biosynthetic isophane human insulin (rDNA origin).

Indications: Diab.mellit.
(S3) SUSP.FOR INJ, W/21.1/397. 100 IU/ml

783811-004: 1x10 ml vial, R381,96
863572-006: 5x3 ml cartridge (use with Humapen), R562,84
704456-001: 5x3 ml dispos.pen, R562,84
Dosage: Admin. SC/IM only. Indiv., to improv. glycaem. contr.dos.may need to be split in some pts.: admin.one-half to two-thirds of dly.dos.in morn. with remaind.of dos.bef.supper/later in even.
Contraindications: Hypoglycaem., IV use except Humulin R.

Side effects: Lipodystrophy, insulin resist., hypersens. reacts., hypoglycaem., system.allergy, oed.

Warnings and special precautions: Transf. from/to other insulins, requirem.poss.incr.dur.illn./ emot. disturbs., insulin requirem.reduc.in pres.of ren/hepat.impairm., not to be given IV except for Humulin R., pregn.& lactat., dos.adjustm.with incr. phys.activ./diet chang., concom.thiazolidinediones assoc. with incr.risk of oed.& HF esp.underly.card. dis.

Drug interactions: ß-block.may mask sympt.of insulin induc.hypoglycaem., insul.requirem.incr.by agents with hyperglycaem.activ.eg.OC’s/ corticoster /thyroid replacem.ther., insul.requirem. reduc. by drugs with hypoglycaem.activ.eg. oral anti-diabet.agents/salicylates/sulpha antibiot./ MAOI/ ACE inhibit./angiotens.II recept.block./ ß-adrenerg. block.

 XE "Lantus" LANTUS, Sanofi-Aventis

Insulin glargine, correspond.to 100 U human insulin/ml.

Indications: Diab.mellit.when insulin reqd.

(S3) SOL.FOR INJ, 34/21.1/0248. 100 U/ml

709860-001: Dispos.pen, 5x3 ml,(Solostar) R1 006,61
Dosage: Indiv.
Contraindications: Safety & effic.not est.in childr. < 2 yrs old, diabet.ketoacidos., no info on use in pregn. & lactat.

Side effects: Hypoglycaem., poss.vis.impairm. with mark.change in glycaem.contr., lipodystrophy, loc.reacts., allerg.reacts., insul. antibod.product., rarely sod.retent.& oed.

Special precautions: Prolong.act.depend.on SC inj., rotate inj.sites, IV admin.could result in sev. hypoglycaem., do not dil/mix.with other insul., see lit.regard.change over from other insulin(s), metabol. monit.recomm.dur.changeover & init. wks. thereaft., pres.of insul.antibod.may req.dos. adjustm., where hypoglycaem.episod.of clinic. signific., circumst.where warn.sympts.of hypoglycaem. diminish., ren./hepat.impairm., elderly.

Drug interactions: Oral antidiabet.agents/ACE-inhibit./disopyramide/fibrates/fluoxetine/ MAOI/, pentoxifylline/propoxyphene/salicylates & sulfonamide antibiot.may enhanc.bld.gluc.low. eff., corticoster./danazol/diazoxide/diuret./ glucagon/ isoniazid/oestrog./progestog./ phenothiaz. deriv./ somatropin/sympathomimet.& thyroid hormon. may reduc.bld.gluc.low.eff., ß-block./ clonid/Li & alcohol may either potent.or weak. bld.gluc.low. eff., pentamid.may cause hypoglycaem. follow.by hyperglycaem., signs of adrenerg. counter-regulat.reduc./absent und. influence of sympatholyt.

 XE "Levemir" LEVEMIR, Novo Nordisk

Insulin detemir (recombin.DNA technology in Saccharomyces cerevisiae)

Indications: Diab.mellit.

(S3) SOL FOR INJ, 38/21.1/0084. 100 U/ml

705313-001: 5x3 ml penfill cartr, R470,00
705312-001: 5x3 ml dispos. Flexpen/Innolet device, R966,61
Dosage: Indiv. Admin.SC 1-2xdly. For 2xdly. regim. admin.even.dos.with even.meal/at bedt. /12 hrs. aft. morn.dos. Dos & admin.timing may need adjustm when transf.pts.form other antidiabet. treatm./incr.physic.activ./diet change/ concom.illn. Close gluc.monit.essent.

Contraindications: IV admin., do mix.with other insulins, use in insul.infus.pumps, do not add to infus.liq.

Side effects: Hyper-/hypoglycaem., trans.oed.& refract. anomal., loc.hypersens.reacts., lipodystrophy if inj.sites not rotat., potent.life threat.gen. hypersens.reacts.

Special precautions: Elderly, ren./hepat. impairm., monit.poss.hyperglycaem.with inadeq. dos./treatm.discont., warn.signs of hypoglycaem. poss.change, concom.illn./infect., transf.pts to other types/brands, no clinic.exper.dur.pregn.& lactat., no diff.betw.human insul.& insul.detemir regard. embryotox/teratogenic.reveal. dur.anim. reproduct.stud.

Drug interactions: Oral hypoglycaem. agents/ MAOI/ beta-block./ACE inhibit./salicylates & alcoh. reduc.requirem., thiazid./glucocortic./ thyroid hormon./beta-sympathomim./growth hormon.& danazol incr.requirem., beta-block.may mask hypoglycaem. sympts.& delay hypoglycaem. recovery, octreotide & lanreotide incr. & decr. requirem., alcoh.intensif.& prolongs hypoglycaem. eff.

 XE "NovoMix 30" NOVOMIX 30, Novo Nordisk

Sol.insulin aspart/ protamine-crystall.insulin aspart in 30/70 ratio  (recombin.DNA orig.), Saccharomyces cerevisiae.
Indications: Insulin depend.diabetes mellit.

(S3) INJ, 35/21.1/0031. 100 IU/ml

702086-003: 5x3 ml multidos.FlexPen, R737,25
702089-003: 5x3 ml multidos Penfill cartr. R756,69
Dosage: Indiv. as need. Admin.SC. Usual.betw. 0,5-1,0 U/kg/day. Recomm.2x/day when reach. 30 U/day. Contin.dos.titrat as need. 

Admin. to childr./adolesc.≥10 yrs. May be giv.as monother. in pts.with Type 2 diab.when need.

Contraindications: Hypoglycaem., IV inj.

Side effects: Hypoglycaem., oed.& refract. anomal., loc./gen.hypersens./anaphylact.reacts., lipodystrophy, periph.neuropathy, diab.retinopathy.

Warnings and special precautions: Monit. HF S&S/ mass gain/oed.when pioglitazone used concom., discont.pioglitazone in case of card.funct. deteriorat. signs, insul.dos.adjustm.poss.necess.to correct hypo-/hyperglycaem. in case insul. antibod. form., hypoglycaem.warn.signs poss.chang.,  poss. hyperglycaem./diab.ketoacidos.with inadeq.dos./ treatm. discontin., pt.tfd.to new type/brand insul. und. strict supervis., limit.data in childr.6-9 yrs., travel. betw.diff. time zones, ren./hepat.impairm., monit. dur.preg./contempl.pregn. 

Drug interactions: Oral hypoglycaem.agents/ octreotide/MAOI/non-select.ß-adrenerg.block. agents/ ACE inhib./salicylat/alcohol/anabol. steroids & sulphonam.reduc.insul.requirem., OC’s/ thiazides/glucocortic./thyroid hormones/ sympathomimet. & danazol.incr. insul. requirem., ß-block.poss.mask hypoglycaem.sympts., alcoh. intens. & prolongs hypoglycaem.eff.

 XE "NovoRapid" NOVORAPID, Novo Nordisk

Insulin aspart.

Indications: Insulin req.diab.mellit.

(S3) SOL FOR INJ, 34/21.1/0160. 100 u/ml.

897767-001: 5x3 ml multi.dos.FlexPen, R596,34
897775-004: 5x3 ml multi.dos.Penfill.cart., R428,53
707927-001: 10 ml multi dos.vial, R392,21
Dosage: Admin.as contin.subcut.insulin infus. with pump syst./SC inj/IV. Immed.bef.or aft.a meal due to fast onset of act. Use in combinat.with intermed.-act./ long-act.insul.admin.once dly. In meal relat. treatm. 50-70% of requirem.provid.by NovoRapid and bal.by intermed./long.act.insul.

May be used dur.pregn.,lactat.

Indiv.dos. Adults & childr.2 yrs.& old : Usual. betw. 0,5-1,0 U/kg/day

Contraindications: Hypoglycaem.

Side effects: Hypoglycaem., loc.reacts., refract. anomal., lipodystrophy if inj.sites not rotat., periph. neuropathy, potent.life-threat.gen.hypersens. reacts.

Warnings and special precautions: Monit.HF S&S/ mass gain/oed.if used in combin.with pioglitazone, discont.pioglitazone in case of card. funct. deteriorat.signs, dos.adjustm. poss.necess. to correct hypo-/hyperglycaem.in case insul. antibod. form., hypoglycaem.warn.signs poss. chang., poss.hyperglycaem./diab.ketoacidos.with inadeq. dos./treatm.discont., tfd.pts.to other types/ brands und.strict medic.supervis., mix.with insul.of anim. origin not stud., mix.with human isophane insul. not recomm., take precaut.to avoid hypoglycaem. whilst driv., concom.dis./meds. which may delay food absorpt., reqm.poss.incr.by illn.esp.infects., reqm.poss.decr.by imp.ren./hepat. funct.

Drug interactions: Oral hypoglycaem.agents/ octreotide, MAOI’s/non-select.ß-adrenerg.block. agents/ACE inhibit./salicylat./alcoh.& anabol. ster.poss.reduc.insul.requirem., OC’s/thiaz./ glucocortic./thyroid hormon./sympathomimet.& danazol poss.incr.insul.requirem., beta-block.may mask hypoglycaem.sympts & delay hypoglycaem. recovery, alcoh.intensif.& prolongs hypoglycaem. eff.

 XE "Optisulin" OPTISULIN, Sanofi-Aventis

Insulin glargine, correspond.to 100 U human insulin/ml.

Indications: Diab.mellit.in adults, adolesc.& childr. ≥ 6 yrs where insulin treatm.reqd.

(S3) SOL.FOR INJ, 41/21.1/0363. 100 U/ml

721502-001: 5x3 ml (SoloStar dispos.pen), R725,69
723474-001: 5x3 ml cartr.for use with reuseable (AllStar pen), R470,01
Dosage: Indiv.
Contraindications: Safety & effic.not est.in childr.< 6 yrs old, diabet.ketoacidos., no info on use in pregn.& lactat.

Side effects: Hypoglycaem., poss.vis.impairm. with mark.change in glycaem.contr., lipohypertrophy/ lipoatrophy, loc.reacts., allerg. reacts., insul.antibod.product., rarely sod.retent.& oed.

Warnings and special precautions: Prolong. act.depend.on SC inj., rotate inj.sites, IV admin. could result in sev.hypoglycaem., do not dil/mix. with other insul., see lit.regard.change over from other insulin(s), metabol.monit.recomm.dur. changeover & init.wks.thereaft., pres.of insul. antibod. may req.dos.adjustm., where hypoglycaem. episod.of clinic.signific., circumst. where warn.sympts.of hypoglycaem.diminish., pt. to take precaut.avoid.hypoglycaem.if driving, ren./ hepat.impairm., elderly.

Drug interactions: Oral antidiabet.agents/ACE-inhibit./disopyramide/fibrates/fluoxetine/ MAOI/, pentoxifylline/propoxyphene/salicylates & sulfonamide antibiot.may enhanc.bld.gluc.low.eff., corticoster./danazol/diazoxide/diuret./glucagon/ isoniazid/oestrog./progestog./phenothiaz.deriv./ somatropin/sympathomimet.& thyroid hormon. may reduc.bld.gluc.low.eff., ß-block./clonid/Li & alcohol may either potent.or weak.bld.gluc.low. eff., pentamid.may cause hypoglycaem.follow.by hyperglycaem., signs of adrenerg.counter-regulat. reduc./absent und.influence of sympatholyt.

 XE "Protaphane HM (ge)" PROTAPHANE HM (ge), Novo Nordisk

Biosynthet. human isophane insulin susp.of monocompon.isophane insulin

Indications: Diabet.mellit.

(S3) INJ. W/21.1/290. 100 u/ml.

733482-007: 1x 10 ml vial, R337,93
700183-001: 5x3 ml, Flexpen dispos.syr., R665,02
Dosage: Indiv.  Admin. SC usuall.betw. 
0,3 -1,0  IU/kg/day.

Ref.to prod.lit.for various device use

Contraindications: Hypoglycaem.
Side effects: Hypoglycaem., anaphylact./ loc.reacts., rash, urticar., diab.retinopathy, periph. neuropathy, lipodystrophy, oed., refract.disords.

Warnings and special precautions: Congest.HF poss. with pioglitazone & insul.combinat., discont. pioglitazone if deteriorat .in card.sympt.occur, usual hypoglycaem.warn.signs poss.chang., pt. transf. to new type/brand insul.und.strict med. supervis., poss.hyperglycaem./diab.ketocidos.with inadeq. dos./treatm.discont., sev.hypoglycaem.may lead to unconsciousn.&/convuls.poss.result.in brain funct.impairm./death, nev.use IV/in infus. pumps.

Drug interactions: Oral hypoglycaem.agents/ MAOIs/non-select.ß-blocks./ACE inhibit./ salicylat./ alcoh.poss.reduc.insul.requirem., OC’s/ thiaz./glucocortic./thyroid hormon./ sympathomimets./ growth hormon.& danazol may incr. insul.requirem., ß-blocks.poss.mask hypoglycaem., ocreotide may decr./incr.insul. requirem., alcoh.intens.& prolongs hypoglycaem. eff.
 XE "Ryzodeg" RYZODEG, Novo Nordisk

70% soluble insulin degludec, 30% soluble insulin aspart.

Indications: Adult diab.mellit.treatm.as basal add on to co-med.in inadeq.control.pts., treatm.of diab. mellit.in adults, adolescts.& childr.> 2 yrs.

(S3) SOL.FOR INJ., 47/21.1/0165

722292-001: 100 units/ml, 1x3 ml prefil.pen, R207,41
722292-002: 100 units/ml, 5x3 ml prefil. pen, 
R1 037,17

3005571-001: 100 units/ml, 5x3 ml cartridge, R681,29
Dosage: Admin.SC only 1-2xdly with main meals. 1 Ryzodeg unit = 1 IU human insul.& 1 unit of all other insul.analog. In type 2 diab.mellit.use with oral anti-diab.prod.appprov.for use with insul., with or without bolus insulin. In type 1 diab.mellit combin. with short-/rapid act.insul at remain. meals. Indiv.dos. Insul.dos.adjustm.poss.necess.if pts. undertak.incr. physic. activ./change diet/dur. concomit.illn.

Type 2 diab.mellit: Init. Recomm.tot.dly start.dos 10 U once dly with meal.follow.by indiv.adjustm.

Type 1 diab.mellit: Admin.once dly.at mealt.with short-/rapid act.insul.at remain.meals adjust. indiv. Recomm.start.dos: 60-70% of tot.dly.insul. requirem.

See manufact.lit.when tfd.from other insul. medicin. prod

Contraindications: Pregn., do not admin.IV/IM/in insul.infus.pumps.

Side effects: Very common: Hypoglycaem. Common: Inj.site reacts. Uncommon: Periph. oed. Rare: Hypersens., urticar. Unknown: Lipodystrophy

Warnings and special precautions: Hypoglycaem., safety not est.in lactat., take extra care in childr. to match insul.dos.with food intake & physic. activit.to minim. risk of hypoglycaem., individ. use in childr.2-5 yrs.as risk for sev. hypoglycaem. high.bas.for decr.sensitiv.to usual hypoglycaem. warn.sympts.in pts.with improv.bld. gluc. control/long-stand.diab., incr.insul. requirem.with infects.& fev., poss.dos.changes with concom.kidn./liv/adren./pituit & thyroid dis., recovery from hypoglycaem.poss.delay., should not be used for sev.hyperglycaem.treatm., med. supervis. if transf.to other insul.types/brands/ manufact., CHF report.with concom. thiazolidinediones esp.if CHF risk fact.pres., observ.pt for S&S of CHS/weight gain/oed.with concom. thiazolidinediones, discont.concom.thiazolidinediones if any sign of card.funct. deteriorat.occurs revers. ophthalmolog. refract.disord./worsen.of diabet. retinopathy & ac.painf.periph.neuropathy assoc. with intensificat./rapid gluc.control improvem., long-term glycaem.contr.decr.risk of diabet. retinopathy & neuropathy., rotate inj.sites to reduc. lipodystrophy risk, do not add to infus. fluids/ mix.with other med.prod., elderly, ren./ hepat. impairm., immune syst.disords.

Interactions: CHF report.with thiazolidinediones, oral antidiabet.meds./GLP-1 recept.agon./MAOI/ beta-block./ACE inhibit./salicylates/anabol.ster & sulphonamides may reduc.insul.requirem., OC’s/ thiazides/glucocorticoids/thyroid horm./ sympathomimet/ growth horm & danazol may incr. insul.requirem., beta-block.poss.mask hypoglycaem. sympts.& reduc.body’s response, octreotide & lanreotide may incr./decr.insul. requirem., alcoh.intensif./reduc.insul.hypoglycaem. eff.

 XE "Soliqua" SOLIQUA, Sanofi-Aventis

33/100: Lixisenatide 33,0 µg, insulin glargine 3,64 mg (equiv.to 100 units insulin glargine)/ mL.  One pre-fill.pen contains 3 mL equiv.to 100 µg lixisenatide and 300 units insulin glargine. One unit contains lixisenatide 0,33 ug, insulin glargine 1 unit

50/100: Lixisenatide 50,0 µg, insulin glargine 3,64 mg (equiv.to 100 units insulin glargine)/ mL.  One pre-fill.pen contains 3 mL equiv.to 150 µg lixisenatide and 300 units insulin glargine. One unit contains lixisenatide 0,5 ug, insulin glargine 1 unit

Indications: Adult type 2 diab.mellit.to improve glycaem.control when oral gluc.-low.meds alone/ in combinat.with basal insul./basal insul.alone do not prov.adeq.glycaem.contr.

(S3) SOL.FOR INJ., 52/32.16/0149, 0150

3002922-002: 33/100; 3 pen pack; R1 350,99
3002924-002; 50/100; 3 pen pack; R1 350,99
Dosage: Admin.once dly.SC. & within 1 hour bef. a meal. Indiv.dos.based on insulin need.

Start.dose: Indiv. based on insulin need & prev. anti-diabet.treatm; Do not exceed lixisenatide start. dose of 10,0 µg.

Max.dly.dos.: 60 units insulin glargine & 20,0 µg lixisenatide.

Contraindications: Hypoglycaem., ac.pancreatit., sev.ren.impairm.(creatin.clear. < 30 mL/min)/end-stage ren.dis., pregn.& lactat., pts.with type 1 diabet. mellit.,treatm.of diabet.ketoacidos.

Side effects: V.common: Hypoglycaem. Common: Dizzin., naus., diarrh., vomit. Uncommon: Nasopharyngit., URTI, urticar., headache, dyspeps., abdomin.pain, fatig., inj.site reacts. incl. lipodystrophy/ eryth./ loc.oed./ prurit. 

Warnings and special precautions: Warn of S&S of ac.pancreatit.& discont.ther.if susp.& do not restart if confirm., pancreatit.hist., hypoglycaem., indiv.dos., sev.gastroparesis, delays gastr.emptying which may reduce rate of absorpt. of orally admin.meds., concom.oral meds requir. rapid GI absorpt./careful clin.monitor./have a narr. therapeut. ratio., avoid fluid deplet./dehydrat., poss. antibody developm., poss.interfer.with dly. active. as result of hypo-/hyperglycaem./vis. impairm., eval.poss advers.effs.bef.driv./perform. complic. tasks, admin.oral meds.depend.on thresh. conc. for effic./oral contracepts./atorvastat.1 hr. bef. /11 hrs.aft.inj., discont.ther.if pregn. contempl./ occ., do not mix.with other meds./ dilute, not recomm.for use in childr.& adolesc.bel. 18 yrs./sev.ren.impairm./end-stage ren.dis./ hepat.impairm.
Interactions: Oral antidiabets./ACE-inhibits./ salicylates/ disopyramide/fibrates/fluoxetine/ MAOIs/ pentoxifylline/propoxyphene/ sulphonamide antibiot.may incr.bld.gluc.-lower.eff. & susceptibil.to hypoglycaem., corticoster./ danazol/ diazoxide/diurets./sympathomimet.(incl. adrenaline, salbutamol, terbutaline)/glucagon/ isoniazid/ phenothiazine derivate./somatropin/ thyr. hormon./oestrog.& progestog./protease inhibits/ atypic.antipsychot.meds (incl. olanzapine & clozapine) may reduce bld.gluc.-low.eff., (-block./ clonidine/Li salts/alcohol may incr./decr. bld.gluc.-low.eff., pentamidine may cause hypoglycaem. poss.follow.by hyperglycaem., (-block./ clonidine/ reserpine may reduce/mask signs of adrenerg.counter-regulat., paracet./ ethinylestradiol/ levonorgestrel/atorvastatin/ warfarin/ digoxin/ ramipril Cmax decr.with concom.admin.
 XE "Toujeo" TOUJEO, Sanofi-Aventis

Insulin glargine.

Indications: Diab.mellit.in adults, adolesc.& childr. from age 6 yrs. 

(S3) SOL.FOR INJ, 49/21.1/1230. 300 U/ml

723815-001: 3x1,5 ml dispos.pen, R648,34
Dosage: U not the same as IU/U used to express potency of other insul.analog. Admin SC once dly.at any time of the day but pref.the same time every day. Make change in dos.caut.& only und. medic. supervis. See lit.regard.change over from other insulin(s)
Type 1 diab.mellit: Indiv.once dly.with meal-time insul.

Type 2 diab.mellit: Recomm.start.dos: 0,2 U/kg once dly. follow.by indiv.dos.adjustm.
Contraindications: Safety & effic.not est.in childr. <6 yrs 

Side effects: V.common: Hypoglycaem.; Common: Lipohypertrophy, loc.reacts.; Uncommon: Lipodystrophy at inj site.; Rare: Sod. retent.& oed., system.allerg. reacts; Freq. unknown: Anti-insul.antibod.product., poss. vis. impairm. with mark.change in glycaem.contr.

Warnings and special precautions: Pts./relat. to be alert to poss.hypoglycaem., where sequelae of hypoglycaem.episod.poss.of clinic.signific., circumstanc.where warn.sympts.of hypoglycaem. diminish/ absent, elderly, monit.gluc.& adjust dos.on indiv.basis, consid.poss. recurr./unrecogn. esp. nocturn.hypoglycaem.if norm./decr.glycat. haemoglob.values noted, ren./hepat.impairm., prolong. eff. of SC inj. may delay recov.from hypoglycaem., pres.of insul.antibod.may req. dos. adjustm., poss.tempor.worsen.of diabet. retinopathy with intensificat.of insul.ther.with abrupt improv.glycaem.control, rotate inj.sites, maint. carbohydr.supplies dur.intercurr.illn., take precaut.to avoid.hypoglycaem.if driv., safety in pregn. & lactat.not est., never use for treatm.of diabet.ketoacidos., do not mix.with other insul., do not dil., metabol.monit.recomm.dur.changeover & init. wks.thereaft., not for IV admin.which could result in sev.hypoglycaem., not intend.for insul. infus. pump admin., as a clear sol.it does not require re-suspens.bef.use., to avoid dos.errors/ overdos instruct pt. to never use a syringe to remov. Toujeo from pre-filled pen into a syringe

Drug interactions: Oral antidiabet.agents/ACE-inhibit./disopyramide/fibrates/fluoxetine/ MAOI incl.linezolid/, pentoxifylline/salicylates & sulfonamide antibiot.may enhanc.bld.gluc.low.eff., corticoster./ danazol/diazoxide/diuret./glucagon/ isoniazid/ oestrog./progestog./phenothiaz.deriv./ somatropin/ sympathomimet./thyroid hormon./ protease inibit.& atypic.antipyschot.may reduc.bld. gluc.low.eff., ß-block./clonid/Li & alcohol either potent.or weak.bld.gluc.low. eff., pentamid.may cause hypoglycaem.follow.by hyperglycaem., signs of adrenerg.counter-regulat.reduc./absent und. influence of sympatholyt.
 XE "Tresiba" TRESIBA, Novo Nordisk

Insulin degludec

Indications: Diab.mellit.(DM) treatm in adults and childr. from 1yr.as basal add on co-med.in inadeq.control.pts.with: DM1 with short acting insul.at meal times OR DM2 as add-on to oral meds with/-out short acting insul.at meal times.
(S3) SOL.FOR INJ., 47/21.1/0108, 0109

720490-001: 100 U/ml, 5x3 ml, penfill, R980,17
723864-001: 100 U/ml, 5x3 ml, Flextouch, R980,17
Dosage: Admin.SC 1xdly. Indiv.dos. 1 Tresiba unit = 1 IU human insul.& 1 unit of all other insul. analog. Flexib.in timing of admin.based on pts.needs. Forget dose take upon discovery and resume usual daily dose. Ensure min. 8 hrs.betw.inj.

In pts. with DM2.Tresiba can be admin. alone/in any combinat.with oral antidiabet. meds./ GLP-1 recept.agon.& bolus insul.

In DM1 Tresiba must be combin. with short-/rapid-act. insul.to cover mealtime insul. requirem.

Insul.dos.adjustm.poss.necess.if pts.undertak.incr. physic. activ./change diet/dur.concomit.illn.

DM2: Init.recomm.dly start.dos 10 U once dly follow.by indiv.adjustm.

DM2 in combinat.with GLP-1 recept. agonist: When add.Tresiba to GLP-1 recept. agonist.init.recomm.dly start.dos is 10 U once dly follow.by indiv.adjustm; When add GLP-1 recept. agon.to Tresiba a 20% Tresiba dos.reduct. recomm. to minim.hypoglycaem. risk. Subseq, dosage should be adjust.

DM1: Admin.once dly.with mealt. insul. & subseq.adjust. dos. indiv.

Tfd.from other insul.med.prod: Indiv.dos., see manufact. lit.
Contraindications: Not for IV/IM/ use in insul.inf.pumps.
Side effects: Very comm: Hypoglycaem. Comm: Inj.site reacts. Uncomm: Periph.oed., lipodystr. Rare: Hypersens., urticar.Unknown freq.: Cutan.amyloidos.
Special warnings and precautions: Hypoglycaem., decr.sensitiv.to usual hypoglycaem. warn.sympts.in pts.with improv.bld.gluc.control/ long-stand.diab., incr.insul.requirem.with infects.& fev., poss.dos.changes with concom.kidn./ liv./ adren./ pituit & thyroid dis., recovery from hypoglycaem. poss.delay., match insul.dos (esp.in basal-bolus regim.) with food intake & physic. activit. in childr.to min.risk of hypoglycaem., should not be used for sev.hyperglycaem.treatm., med. supervis.if transf.to other insul.types/brands/ manufact., CHF report.with concom. thiazolidinediones esp.if CHF risk fact.pres., observ. pt for S&S of CHS/ weight gain/oed.with concom. thiazolidinediones , discont.concom. thiazolidinediones if any sign of card.funct. deteriorat. occurs, revers.ophthalmolog. refract. disord./ worsen.of diabet.retinopathy & ac.painf. periph. neuropathy assoc.with intensificat./ rapid gluc. control improvem., for pts.to self inject need good vision, adjust dose in rare case of insul.antibod., rotate inj.sites to reduc. lipodystrophy risk, do not add to infus.fluids/ mix.with other meds., elderly, ren./ hepat. impairm., no clin.exper.in breast-feed., immed.type allerg.reacts.may potent.be life-threaten., monit.in pregn.women & when contemplat.pregn., no clinic.exp.during breastfeed., no metabolic effects expected in breastfeed.
Interactions: CHF report.with thiazolidinediones, oral antidiabet.meds./ GLP-1 recept.agon./ MAOI/ beta-block./ ACE inhibit./ salicylates/ anabol.ster & sulphonamides may reduc.insul.requirem., OC’s/ thiazides/ glucocorticoids/ thyroid horm./ sympathomimet/ growth horm & danazol may incr. insul. requirem., beta-block.poss.mask hypoglycaem. sympts.& reduc.body’s response, octreotide & lanreotide may incr./ decr.insul. requirem., alcoh.intensif./ reduc.insul.hypoglycaem. eff.

 XE "Xultophy" XULTOPHY, Novo Nordisk

Insulin degludec 100 units, liraglutide 3,6 mg/ml

Indications: Adult type 2 diab.mellit. to improve glycaem.control add.to one or more oral hypoglycaem. meds.
(S4) SOL.FOR INJ., 50/21.13/0985

3002220-001: 3x3 ml Flextouch, R1 500,00
Dosage: Admin.once dly.SC. Admin.at any time of the day pref.at the same time
Miss.dos: Admin.upon discov.& then resume usual once dly.sched. Ensure minim.8 hrs.betw.inj.

Indiv. Admin.as dos.steps. 1 dos.step contains 1 unit insul degludec & 0,036 mg liraglutide. The pen can provid.from 1 up to 50 dos.steps in 1 inj in increm.of 1 dos.step. Max.dly.dos is 50 steps (ie 50 units insul degludec & 1,8 mg liraglutide). Dos count.on pen shows the numb.of dos.steps.

Add on to oral gluc.low.meds: Recomm.dos: 10 dos.steps (ie 10 units insul degludec & 0,36 mg liraglutide). When add.to sulphonylurea ther. consid. reduc.sulphonylurea dos.

Tfd from GLP-1 recept.agon: Discont.GLP-1 recept. agon.prior to init. Recomm.start.dos: 16 dos.steps (ie 16 units insul degludec & 0,6 mg liraglutide). Do not exceed recomm.start.dos. If tfd. from long act.GLP-1 agon.consid.prolong.act. Init. at the time the next long act.GLP-1 agon.would have been taken.

Tfd.from bas.insul: Discont.bas.insul.prior to init. Recomm.start.dos: 16 dos.steps (ie 16 units insul degludec & 0,6 mg liraglutide). Do not exceed recomm.start.dos.
Ref.to prod.lit.for pre-fill.pen instruct.

Contraindications: Type 1 diab.mellit., diabet.ketoacidos., pancreatit., pregn.& lactat.

Side effects: Very comm: Hypoglycaem. Comm: N&V, diarrh., constipat., dyspeps., gastrit., abdom. pain, GORD, abdom.distent., inj.site reacts., decr. appetite. Uncomm: Eructat., flatul., urticar., hypersens., incr.heart rate, dehydrat., rash, prurit., acquir. lipodystr. Unknown: Pancreatit.incl. necrotos. pancreatit., periph.oed.(insul.induc.), anaphylact.react.
Warnings and special precautions: Hypoglycaem., reduc.concom.sulphonylur.dos.to reduc.hypoglycaem.risk if used in combinat., poss. dos. changes with concom.kidn./liv./adren./pituit & thyroid dis., decr.sensitiv.to usual hypoglycaem. warn.sympts.in pts.with improv.bld.gluc.control/ long-stand.diab., ensure alternat.anti diabet.med. init.if treatm.discont., incr.insul.requirem.with concom. illn.esp.infects., CF report.with concom. thiazolidinediones esp.if CF risk fact.pres., observ. pt for S&S of HF/weight gain/oed.with concom. thiazolidinediones , discont.concom. thiazolidinediones if any sign of card.funct. deteriorat. occurs, abrupt improvem.of glycaem. contr.may tempor. worsen.diabet.retinopathy while long term improvem.decr.risk of progress. thereof, poss.antibody developm., warn of S&S of ac. pancreatit.& discont.ther.if susp., pancreatit. hist., pre-exist.thyroid dis., not recomm.in pts.with inflamm.bowel dis./diab.gastropares., avoid fluid deplet., check pen label to avoid mix-up with other inj.diab.meds., not stud.in tfd.from basal insul.dos of <20 & >50 units or in combinat.with DPP-4 inhibit/ glinides or prandial insul., limit.exper.in CHF Class I-II NYHA & no exper.in class.III-IV, eval.poss advers.effs.bef.driv./perform. complic. tasks, discont.ther.if pregn.contempl., do not add to infus.fluids/ mix.with other meds., not recomm. for use in childr.& adolesc.bel.18 yrs./sev.ren. impairm./ end-stage ren.dis./hepat.impairm.
Interactions: No interact.stud.perform., antidiabet. meds./ MAOI/ beta-block./ACE inhibit./ salicylates/anabol.ster & sulphonamides may reduc. requirem., OC’s/ thiazides/glucocorticoids/ thyroid horm./sympathomimet/ growth horm & danazol may incr.requirem., beta-block.poss.mask hypoglycaem.sympts., octreotide & lanreotide may incr./decr.requirem., alcoh. intensif./ reduc. hypoglycaem.eff., more freq.INR monit.with concom. warfar./other coumar.derivat.

19.1.2
Oral agents
GLUCOPHAGE XR (MDR Listing)

 XE "Accord Glimepiride" ACCORD GLIMEPIRIDE, Accord [P/S]

Glimepiride.
Indications: Type 2 diab.mellit.not control.by diet. & exerc.alone.

(S3) TABS. 41/21.2/0656, 0657, 0658

716714-001: 1 mg, 30, R66,41

716715-001: 2 mg, 30, R131,44
716716-001: 4 mg, 30, R207,57
Dosage: Indiv.accord.to bld.gluc.lev.at low.dos.to achiev.desir.metabol.contr. Sngl.dly.dos.norm. suffic. to provide metabol.contr.over 24 hrs. Take bef.a substant.breakf./1st main.meal of the day. Do not skip meals aft.tab.is taken. Swallow whole. Init: 1 mg once dly.which may be grad.incr.at interv. of 1-2 wks.by 1 mg-2 mg-3 mg-4 mg-6 mg increm. Max.dos.8 mg/day not to be exceed. Usual. dly.dos: 1-4 mg. Improv.diab.contr.is assoc. with improv.insul.sensitiv.allow.for reduc. requirem. theref.dos.reduct.must be consid.in time. Proced. same as for init.dos., start.with dly.dos.of 1 mg when substit.ther.for other oral antidiab./ switch.from max. dos.of anoth. oral antidiab.

Contraindications: Sulphonylurea or other sulphonamide hypersens., safety in pregn.& lactat.not est., imp.liv.funct., mod.to sev.imp.ren. funct., childr., type 1 diab.mellit.

Side effects: Hypoglycaem.somet.life-threat., vis. impairm. esp.at start of treatm., GI disturbs., metall. taste, weight gain, imp.liv.funct., hepatit. poss. lead.to liv.fail., bld.dyscras., CNS effs., dizzin., allerg./pseudo-allerg.reacts.poss.life-threat. somet.progress.to shock, dr.to be alert.if ser. hypersens.sympt.occur, skin reacts.incl. erythema multiforme/ Stev.John.syndr./exfol. dermatit., photosens.

Special precautions: Incr.CV mortalit.risk, bld. gluc. contr.chang. in case of admin./discont. admin. cert.concom.meds., gluc.lev.in bld.& urine/ glycat.Hb proport. to be monit.reg., weight & lifest. chang./other fact.caus.incr.suscept.to hypo-/hyperglycaem., hypoglycaem.sympts.mediat.by counter-regulat.hormon.respons., fact.predispos. to hypoglycaem., pt.instruct.on signs of hypoglycaem., poss.deteriorat.of bld.gluc.contr. und. stressors, insul.treatm.of choice in NIDDM with ren.& hepat.dysfunct.
Drug interactions: Hypoglycaem.poss.with insul. & other oral antidiab./ MAOI & ACE inhibit./ miconazole/ anabol. ster. & male sex horm./para-aminonsalicycl.acid/chloramphenicol/high dos. parent.pentoxifyll./coumarin deriv./ phenylbutazone/ azapropazone/oxyphenbutazone/ cyclophospham./ probenecid/disopyramide/ quinolon./ fenfluramine/salicylat./ sulphinpyrazone/ fibrat./sulfonam.antibiot./ fluoxet./ tetracycl., poss.hyperglycaem.with acetazolamide/ protract.laxativ./barbitur./high dos. nicotin. acid/ corticoster./oestrog.& progestog./ diazoxide/ phenothiazin./diurets., phenytoin/ adrenal. & other sympathomimet./glucagon/ rifampicin/ thyroid hormon., potent./weaken.bld. gluc. lower. eff.with H2 recept.antagon./ß-block./ clonidine/ reserpine/ac.& chron.alcoh.intake, coumarin derivats. eff.may be potent./weaken., sympatholytic meds.blunt adrenerg.respons.to hypoglycaem.

 XE "Accord Metformin" ACCORD METFORMIN, Accord [P/S]
Metformin HCl.

Indications: Type II diab.mellit.when diet.fail & esp.if pt.is overweight, alone as init.ther./ combinat. ther.with sulphonylurea &/or insul.

(S3) TABS, 41/21.2/0639, 0640

714427-001: 500 mg, 100, R42,00
714426-001: 850 mg, 60, R44,40
Dosage: Admin.in div.dos.with meals.
Adults: Init.500 mg 3x.dly with/aft.food. Aft.10-15 days incr.to 850-1000 mg 2x/day. Incr.to max. 3 g/dly.if contr.incompl. Reduc.dos.once contr. achiev.

Contraindications: Diabet.ketoacidos./-pre-coma or hist.thereof, imp.ren.funct., pancreatit., chron. liv.dis., hist.of/states assoc.with lactat. acidos., CF, recent MI, hypox.assoc.condits., hepat. insuff., ac.alcoh.intoxicat., alcoh., safety in pregn.& lactat.not est., safety & effic.in childr. not est.

Side effects: Lact.acidos., megaloblast.anaem., decr. Vit.B12 & folic acid absorpt., metall. taste, GI disturbs., sev.cholestat.hepatit., ketoacidos., ketonur., hypersens., hypoglycaem.

Warnings and special precautions: Discont. & hospitalis. immed.if metabol.acidos.suspect., reg. ren.funct.monit.esp.creatin.lev., diabet./ elderly with imp.ren.funct., condits.where ren. funct. may become imp., incr.cardiovasc.mortal. compar. to diet alone/diet + insul.ther., discont. 48 hrs.bef.elect.surg.with gen.anaesth.& re-instit. 48 hrs. afterw., contin.diet with reg. distribut. of carbohydr.intake dur.day, energy-restrict. diet in overweight pts., not recomm.in type 1 diab.mellit.in childr., discont.ther.prior intravasc. admin.of iodinat.contrast mater. reinstit. unt.48 hr.afterw.once ren.funct.eval., not advis. in condits.caus.dehydrat./ser.infect./ trauma/ low cal. intake, annual vit.B12 estimat., monit. bld.gluc.dur,concom.sulphonylurea ther., poss. hypoglycaem.with combin.ther., stabilis.pts in hosp.if concom.insulin admin., avoid alcoh.& alcoh. contain.meds., more freq.bld.gluc.monit. esp. init.with concom.glucocortic./beta-2-agon./ diurets.

Interactions: Alcoh.intoxicat.incr.lact.acidos. risk, glucocortic./beta-2-agon.& diuret.have intrins. hyperglycaem.activ., ACE inhibit. decr.bld. gluc.lev., reduc.ren.clear.with cimetidine, activ.of warfar. dimin., hypoglycaem.with sulphonylur., Vit.B12 mal-absorpt.with longt.use.

 XE "Austell-Gliclazide" AUSTELL-GLICLAZIDE, Austell [P/S]

Gliclazide.

Indications: Maturity onset diabet.mellit.where diet.managem.alone insuffic.

(S3) TABS, 38/21.2/0207

705760-001: 80 mg, 60, R76,78
Dosage: Usual.init.dos.40-80 mg dly.incr.grad.if necess.upto 320 mg dly. Admin.dos.more than 160 mg dly.in 2 div.dos.

Contraindications: Type I diab.mellit., ketoacidos., sev.infect., trauma, condits.where hyperglycaem.contr.unlikely, safety in pregn.& lactat.not est.

Side effects: GI disturbs., metall.taste, hypersens. reacts.incl.photosens./cholestat.jaund./ bld.dyscras./erythema multiforme./Stev.-Johnson syndr./exfoliat.dermat.& erythema nodosum.

Special precautions: Ren/hepat.impairm., elderly, debilitat., malnourish., adren./pituit. insuffic., assoc.incr.CV mortal.as compar.to diet alone/diet & insulin., monit.bld.gluc.caref.in ren. impairm.

Interactions: Sulphonamid./salicylates/ phenylbutazone/ß-adrenocept.block.agents/ MAOI/ ketoconazole/miconazole/ chloramphen./ clofibrate/halofenate/ cyclophosphamide/ dicoumarol & cimetid.may potent hypoglycaem. act., thiaz.diuret./corticoster./oestrog.& adrenal. may dimin.act., ß-blocks.may mask hypoglycaem. sympt.

 XE "Austell-Glimepiride" AUSTELL-GLIMEPIRIDE, Austell [P/S]

Glimepiride.
Indications: Type 2 diab.mellit.not control.by diet. & exerc.alone.

(S3) TABS. A40/21.2/0193, 0194, 0196

717076-001: 1 mg, 30, R74,38
717077-001: 2 mg, 30, R145,82
717078-001: 4 mg, 30, R226,55
Dosage: Indiv.accord.to bld.gluc.lev.at low.dos.to achiev.desir.metabol.contr. Swall. whole bef.a substant. breakf./1st main.meal of the day. Take at same time dly. Meals not to be miss.aft.tabs. admin. Sngl.dly.dos.norm.suffic.to provide metabol. contr.over 24 hrs. Init: 1 mg once dly. which may be incr.grad.at 1-2 wk.interv.by 1 mg-2 mg-3 mg-4 mg-6 mg increm. Max.dos.8 mg/day. Usual.dly.dos: 1-4 mg. Improv.diab.contr.is assoc. with improv.insul.sensitiv.allow.for reduc. requirem. theref.dos.reduct.must be consid.in time. When switch.from other oral antidiab.init.treatm. as above.

Contraindications: Sulphonylurea or other sulphonamide hypersens., safety in pregn. & lactat.not est., imp.liv. funct., mod.to sev.imp. ren.funct., childr., type 1 diab.mellit.

Side effects: Bld.dyscras., CNS effs.incl. headache, dizzin., hypoglycaem.somet.life-threat., GI disturbs., taste alt., polyur., cholestas., cholestat. jaund., hepatit., liv.funct.impairm.poss. progress.to liv.fail., blurr.vis./accommodat.chang. esp.at start of treatm., skin reacts.incl.erythem. multiform., allerg.vasculit., photosens., anaphylact. respons.

Special precautions: Incr.CV mortalit. report. with sulphonylur.anti-diab. agent: tolbutamide esp.in high risk myocard.ischaem.pts., bld.& urine gluc.lev. meas. regul.dur.ther., regul.determin.of proport.of glycosylat. Hb, fact.predispos.to hypoglycaem., pt.instruct.on signs of hypoglycaem., hypo-/hyperglycaem.poss.impair alertn.& reacts.esp.when init./alt.dos., hypoglycaem. risk incr.in init.ther.theref. monit. essent., hypoglycaem.sympts.mediat.by counter-regulat. hormon.respons., convert pt.tempor.to insul. to maint.good metab.contr.dur.except. stressors.

Drug interactions: Hypoglycaem.poss.with allopurin./ anabol.ster.& androgens/ACE inhibit./ disopyramide/ chloramphenicol/sulphonamide antibiot. /quinolon./tetracycl./coumar.derivat. / fluoxet./ cyclophospham./ifosfamide/ trofosfamide/ fenfluramine/azole antifung./ß-block./ fenyramidol/clofibrate/guanethidine/ insul. & other oral antidiab./MAOI/para-aminosalicyl. acid/ pentoxifylline (high parent.dos)/ phenylbutazone/ azapropazone/oxyphenbutazone/ probenecid/ sulphinpyrazone & tritoqualine, hyperglycaem. poss.with acetazolamide/adrenal.& other sympathomimet./barbitur./corticoster./ diazoxide/ diuret./glucagon/isoniazid/protract. laxativ. use/high dos.nicotin.acid/oestrog.& progestog./ phenothiazin./phenytoin/rifampicin & thyroid hormon., eff.of coumarin deriv.potent./ weaken., alcoh./ß-block./clonidine/reserpine & H2 recept. block.may potent./weak.hypoglycaem.eff., sympatholyt. meds.blunt signs of adrenerg. respons. to hypoglycaem.

 XE "Austell-Metformin" AUSTELL-METFORMIN, Austell [P/S]
Metformin HCl.
Indications: Type II diab.mellit.when diet.fail. esp. if pt.overweight. admin.alone or as combinat. ther.with a sulphonylurea or insul.

(S3) TABS, A38/21.2/0504, 0505

705757-001: 500 mg, 100, R44,13
705757-002: 500 mg, 500, R220,63
705758-001: 850 mg, 60, R46,65
705758-002: 850 mg, 300, R233,26
Dosage: Admin.in div.dos.with meals.
Adults: Init.500 mg 3x/day. Incr.aft.10-15 days to 850 mg 2x/day. Caut.incr.to max.3 g/day if contr. incompl.
Contraindications: Ketoacidos., diabet.pre-coma/ hist.thereof, imp.ren.funct., pancreatit., chron.liv.dis., hist.of/states assoc.with lact. acidos. eg.shock/pulmon.insuffic., card.fail., recent MI, condits.assoc.with hypox., hepat. insuffic., ac.alcoh.intoxicat., alcohol., pregn., safety in lactat.not est., safety & effic.not est.in childr., 

Side effects: Lact.acidos., megablast.anaem., metal.taste, GI disturbs., ketoacidos., ketonur., sev.cholestat.hepatit., hypersens., hypoglycaem.
Special precautions: Assess risk fact.assoc. with lact.acidos., determ.ser.creatin.lev.bef.init. ther.& reg.thereaft., condits.poss.impair.ren. funct., ther.assoc.with incr.CV mort., discont.bef. elect.surg./clinic.investigat.involv.iodinat. contrast med.admin.& do not resume earlier than 48 hrs. aft.& ren.funct.eval., concom.insul.or sulphonylurea ther., discont.bef., stabilis.pts.in hosp. if concom.insulin admin., not advis.in dehydrat./ ser.infect./trauma or low cal.intake

Drug interactions: Intrins.hyperglycaem.activ.of glucocortic./beta-2-agon.& diuret., ACE inhibit. decr. bld.gluc., reduc. ren. clear.with cimetidine, warfar. activ.dimin., Vit.B absorpt.impair.

 XE "Bigsens" BIGSENS, Zydus [P/S]
Metformin HCl.
Indications: Type II diab. when diet fail.& pt.is overweight. May be used as monother/combin. with other oral anti-diabet.agents.

(S3) TABS, 39/21.2/0638, 0639, 41/21.2/0193

708281-001: 500 mg, 100, R42,00
708282-001: 850 mg, 60, R44,40
709172-001: 1 000 mg, 60, R49,80
Dosage: Admin.in div.dos. with meals.

Adults: Init. 500 mg 3x/day. Aft.10-15 days adjust dos. or incr.to 850-1000 mg 2x/day. If contr. incompl. caut.incr.to max.of 3 g/day. Poss.reduc. dos.once contr.

(S3) XR 500 TABS, 51/21.2/0683

Indications: Adult type II diab.when diet fail.& exerc.do not result in adeq.glycaem.contr. May be admin.as monother/combin. with other oral anti-diabet.agents or insul.

3001226-001: 500 mg, 90, R67,72
3001226-002: 500 mg, 120, R90,30
Dosage: Usual start.dos: 1 tab.with even.meal. Adjust in 500 mg increm.every 10-15 days bas.on bld.gluc.measurem. Max.recomm.dos: 4 tabs. once dly. If glycaem.contr.not achiev.consid. trial 1 000 mg (2 tabs) 2xdly with food. If glycaem.contr. still not achiev.switch to immed.release tabs.with max.dos.3 000 mg dly.

Switch.from metform.tabs: XR tab.start.dos. should be equiv.to dly dos.of immed.release tabs. Switch.pts.treat.with metform.dos.above 2 000 mg not recomm.

Contraindications: Diabet.coma & ketoacidos., diabet. pre-coma/hist.thereof, imp.ren.funct., ac. condits tht may alt.ren.funct., condits.assoc.with hypox.eg. card.or resp.fail./rec.MI/shock, hepat. insuffic., ac.alcohol intoxicat., ac./chron.alcohol., pregn.& lactat. Tabs also: pancreatit., chron.liv.dis., hist.of/states assoc.with lact.acidos., safety & effic.in childr.not est.

Side effects: Freq: Taste disturbs., headache, N&V, diarrh., abdom.pain, loss of appet., dyspeps., flatul., weight loss. Less freq: Hypoglycaem., lact.acidos., megaloblast.anaem. Freq.unknown: decr.vit.12 & folic acid absorpt.(consid.if megaloblast.anaem.pres.), abnorm.liv.funct.tests, hepat., erythema, prurit., urticar.
Special precautions: Discont.& hospitalis. immed. if metabol.acidos.suspect., monit.ren. funct. reg.esp. elderly, minim.XR tab.GI assoc.S/E with low.dos.titrat.to target dos.over sev.wks.& admin.with meals, not advis.in condits.caus. dehydrat./ser.infect./trauma/low calor.intake, annual monit.of Vit B12, poss.hypoglycaem.with concom. sulfonylureas, stabilisat.of pts.on metform. & insul.in hosp. Tabs also: incr. cardiovasc. mortal.compar. to diet alone/diet + insul.ther.

Warnings: Reduc.incid.of lactat.acidos.by assess. assoc.risk fact.eg.poor.controll.diab./ketosis, prolong. fast./excess.alcoh.intake/hepat.insuffic.& other condits.assoc.with hypox., eval.ser.creatinine lev.init.& reg.dur.treatm., situat.where ren.funct. can become imp. discont.prior to iodinat.contrast media admin.re-institut.48 hrs thereaft.once norm. ren.funct.est., discont.48 hrs. bef.elect. surg. resum. 48 hrs.afterw.

Interactions: Incr.hypoglycaem.lact.acidos.risk in ac.alchol.intoxicat., poss.ren.fail.with iodinat. contrast media, concom.glucocortic./ß2-agonists & diuret.have intrinsic hyperglycaem.effs., ACE-inhibit.poss.decr.bld.gluc.lev., reduc.ren.clear.with cimetidine, activ.of warfar.dimin., poss. hypoglycaem. with concom.sulphonylurea, vit.B12  GI malabsorpt.with long term admin.

 XE "Bio Glibenclamide" BIO GLIBENCLAMIDE, Biotech [P/S]

Glibenclamide.
Indications: Adjunct.to diet to lower bld.gluc. lev. in pts.with NIDDM.

(S3) TABS. V/21.2/0345

827053-002: 5 mg, 500, R170,97
Dosage: Indiv.&determine by examinat.results. Take with /immed.aft. meal.

Init.2,5 mg/day. Incr.dly.dose grad.in 2,5 mg steps aft.repeat.medic.exam. Dos.over 15 mg/ day do not produc.incr.respons.
Contraindications: Diabet.complicat.by fev./ trauma or gangr., imp.ren./hepat.funct., ser. thyroid/ adren.funct.impairm., metab. decompensat. hist., diabet.mellit.in young people, pregn.

Side effects: N&V, epigastr.pain, dizzin., headache, paraesth., weakn., sensitiv.reacts., alcoh.intol., hypoglycaem.reacts,
Special precautions: Report pregn.immed., dos. adjust.in recurr.infect./trauma/shock or aft. anaesth., implem.insul.ther.if maj.surg.to be perform.
Drug interactions: Hypoglycaem.eff.enhanc.by chloramphenicol/clofibrate/halofenate/cyclophosphamide/ dicoumarol/MAOI/salicylates/ phenylbutazone/ propanolol/other ß-adrenerg. block. agents & sulphonamides, hypoglycaem.eff. dimin.by adrenal./oestrog./corticoster.or diuret., propranol poss.masks hypoglycaem.sympts.& inhibit.norm.physiologic.respons.

Warnings: Incr.cardiovasc.mortal.

 XE "Cipla Pioglitazone" CIPLA PIOGLITAZONE, Cipla Medpro [P/S]

Pioglitazone 

Indications: Adjunct to diet in Type 2 diab. either as monother./in combinat.with metformin, a sulphonylurea or insulin when diet &/exerc.& sngl.agent result inadeq.glycaem.control.

(S3) TABS, A40/21.2/0149, 0150.

707974-001: 15 mg: 30, R101,40
707981-001: 30 mg: 30, R169,80
Dosage: Indiv. Take once dly.without regard to meals.

Monother: Init.15-30 mg once dly.incr.if necess. in increm.to max.45 mg once dly.

Combinat.ther: Init.15-30 mg once dly.in combinat. with curr.dos.of other med. If hypoglycaem. report.decr.sulphonylurea dos, or in the case of insulin combinat.ther.either the insulin/pioglitazone dos.

Contraindications: Hepat.impairm/act.liv.dis., serum transaminase levels >2,5x upper norm. limit., CF, pregn., lactat., type 1 diab.mellit., diabet. ketoacidos., safety & effic.in childr.not est., New York Heart Assoc.class III & IV.

Side effects: Anaem., weight gain, headache, hypoaesthes., insomn., vis.disturbs., oed., HF, URTI, revers.elev.liv.enzymes, hepatocellul. dysfunct., myalg., tooth disord., With metformin also: flatulence, arthralg., haematuria, erect. dysfunct. Also hypoglycaem./sweat.& vertigo dur. combinat.ther.with sulphonylurea. Also dyspn. with insulin.

Special precautions: Liv.funct.monit.essent. bef.init.ther.then 2 mnthly for 1 yr.theraft. periodic., poss.resumpt.of ovulat.in pre-menopaus. anovulat.insul.resist.pts., eff.only exerc.in pres.of insul., Hb & haematocrit decr., oed., NYHA class II incr.dos.grad.only aft.sev. mnths.ther.with careful monit., est.cause of mild.elev.liv.enzyme & cont.ther.with extreme caut.discont.if jaund.pres.

Drug Interactions: Incr.hypoglycaem.risk with concom.oral hypoglycaem.agents/insulin, poss. reduc.effic.of OC’s, ketoconazole decr.metabol., midazolam ser.conc.reduc.

 XE "Diagen MR" DIAGEN, Mylan [P/S]

Gliclazide.

Indications: Type 2 diabet.with diet.meas./ lifestyle chang.& exerc.when diet.meas./ lifestyle & exerc.alone insuffic.

(S3) MR TABS, 52/21.2/1026

3004865-001: 60 mg, 30, R61,80
Dosage: Adults: Dly.dos.30-120 mg/day as sngl. dly. dos.with breakf. Should a dos.be forgot. do not incr.dos.the next day. Adjust. accord. to indiv.metabol.respons. Init.recomm dos: 30 mg once dly.with breakf. If fast.bld. gluc. lev.not decr.satisfact.incr.dos.progress.to 60 mg, 90 mg or 120 mg/day with 1 mnth. interv. betw.increm. except where bld.gluc.lev. not decr.aft.15 days when an incr.poss.at end of 2ndwk.of treatm. Dly.dos.not to exceed 120 mg. Prev.untreat.pts.to start with 30 mg dos.

Gliclazide replacem.ther: 80 mg gliclazide = 1 tab. Diagen MR 30.

Other sulphonylur.replacem.ther: When tfd. consid. dos.& half-life of prev.oral hypoglycaem. If chang.from anoth.oral sulphonylur. with prolong.half-life a therapeut. window of a few days poss.necess.to avoid addit. eff.& hypoglycaem.risk. Dur.changeover init. 30 mg/day incr.increm.accord.to pt. metabol. evolut.

Other oral antidiabet.combinat: Check diab. contr. with bld.sugar read.when combin.with alpha glucosid.inhibit./insul. Great.risk of CV mortal. when combin.with biguanid.

Contraindications: Other sulphonylur./ sulphonam. hypersens., type 1 diab., diab. ketoacidos., diab.pre-coma/coma, sev. ren./ hepat.insuff., concom.miconazole, safety in pregn. & lactat.not est.

Side effects: Freq: Hypoglycaem.most freq.advers. react., sweat., clammy skin, anx., tachycard., palpitat., ang.pect., card.arrhyth., hypertens. Less. freq: Anaem., leucopen., thrombocytopen., granulocytopen., trans.vis. disturbs., abdom.pain, N&V, dyspeps.., diarrh., constipat., rais.hepat.enzym., hepatit., jaund., rash, prurit., urticar., angioed., erythema, maculopapul.rash, bull.reacts., DRESS

Warnings and special precautions: Hypoglycaem. more likely dur.low-calorie diets/irreg.carbohydr.intake/follow.stren. excerc./ follow.alcoh.intake/dur.admin.of combin. hypoglycaem.meds., uncooperat.pt./ malnutrit./ irreg.or skipp.meals/fast.per./diet chang./ exerc.& carbohydr.intake imbal./ren. insuffic./sev.hepat.insuffic./Diagen overdos./ cert. endocr.disords./cert.other.concom.meds. are facts.incr.hypoglycaem.risk, hospitalisat. poss.reqd. if hypoglycaem.episod.sev./ prolong., bld.gluc.poss.deterior. dur.except. stress per.incl.trauma/fev./ infect./concom. St.John’s Wort/surg.& theref.tempor.chang.to insul.poss.necess., consid.adeq.dos.adjustm.& diet.compliance bef.consid.second.fail., pts. receiv. concom.fluoroquinolones, non-sulfonylurea alternat.in G6PD defic., safety & effic.in childr.& adolesc.not est., recomm.that oral hypoglycaem.ther.chang.to insul.bef. pregn./as soon as pregn.confirm.
Interactions: Miconazole/fluconazole & ketoconazole contra-indicat.as hypoglycaem. eff. incr., phenylbutazone not recomm.as hypoglycaem. eff.incr., avoid alcoh./meds. cont. alcoh., other anti-diabet.agents/ß-block./ fluconazole/ ACE inhibit./H2-recept.antagon./ MAOI’s/ sulphonamide/clarithromyc./NSAID’s requir.precaut.as bld.gluc.low.eff.potent., danazol not recomm.& use chlorpromaz.with precaut.as bld.gluc.lev.incr., incr.bld.gluc. lev. with glucocortic./tetracosactrin/ritodrine/ salbutamol & IV terbutaline, St.John’s Wort/ ephedr./pseudoephedr. & common cold preps. decr.expos., caut.as poss.dysglycaem.with fluoroquinol., potent.of anticoags.

 XE "Diaglucide" DIAGLUCIDE, Servier [P/S]

Gliclazide.

Indications: Maturity onset diabet.mellit.where diet.managem.alone insuffic.

(S3) TABS, 31/21.2/0588
868906-018: 80 mg, 60, R76,77
Dosage: Indiv. 1 tab.dly. for mild cases. Aveg.dos: 1 tab 2xdly with meals.

(S3) DIAGLUCIDE MR
Indications: Type 2 diabet.with diet.meas./ lifestyle chang.& exerc.when diet.meas./lifestyle & exerc.alone insuffic.

(S3) TABS, 38/21.2/0223, 43/21.2/0960

714582-001: 30 mg, 60, R99,45
718247-001: 60 mg, 30, R61,80
Dosage: Adults: Dly.dos.30-120 mg/day as sngl.dly.dos. with breakf. Adjust.accord.to indiv.metabol. respons. Init.30 mg once dly.with breakf.

If fast.bld.gluc.lev.not decr.satisfact.incr.dos. progress. to 60 mg,90 mg or 120 mg/day with 1 mnth. interv.betw.increm.except where bld.gluc. has not decr.aft.15 days when an incr.poss.at end of 2nd wk.of treatm. Max.dly.dos: 120 mg.

Gliclazide replacem.ther: 80 mg gliclazide = ½ tab.Diaglucide MR 60 mg.

Other sulphonylur.replacem.ther: When tfd. consid. dos.& half-life of prev.oral hypoglycaem. If chang.from another oral sulphonylur.with prolong. half-life a therapeut.wind.of a few days poss. necess. to avoid addit.eff.& hypoglycaem.risk. Dur. changeover init.30 mg/day incr.increm.accord.to pts metabol.evolut.

Other oral antidiabet.combinat: Check control with bld.sugar read.when combin.with alpha glucosid.inhibit./insul. Great.risk of CV mortal. when combin.with biguan.

Contraindications: Other sulphonylurea/ sulphonam. hypersens., type 1 diab., diab. ketoacidos., diab.pre-coma& coma, childr., sev. ren./hepat.insuffic.in which case insul.is recomm., miconazole treatm., pregn., lactat.

Side effects: Hypoglycaem.with poss.signs of adrenerg.counter-regulat., GI disturbs., skin reacts. incl.Stev.John.syndr.& TEN, drug rash with eosinophil. & system.sympts.(DRESS), bld.dyscras., incr. hepat.enzym.lev., trans.vis.disturbs., class attribut.effs.of allerg.vasculit./hyponatraem., liv. funct.impairm., hepatit.poss.lead.to life-threat. liv.fail.

Warnings and special precautions: Assoc. incr.CV mortal.as compar.to diet alone/diet & insulin., monit.concom.anticoags.& dos.adjustm. poss., reduc.dos.poss.necess.in mild to mod.ren. impairm., poor nutrit./irreg./miss.meals/condit. favour.hypoglycaem., hypoglycaem.risks tog.with sympts./treatm.& predispos.condits.to be explain., imbal.betw.physic.exerc.& carbohydr.intake, bld. gluc.contr.poss.affect.by fev./trauma/infect.or surg. intervent.& insul.admin.poss.necess., second. fail aris.from effic.poss.attenuat.over time due to dis progress/reduc.treatm.respons., consid.adeq. dos.adjust.& diet.compliance bef.second.fail. classific., monit.bld.gluc.with concom. fluoroquinolones & St John’s Wort, shock/post. anaesth., discont.in event of cholestat.jaund., consid. non-sulphonylur.alternat.with G6PD defic., when tfd.from another oral hypoglycaem.consid. dos. & half-life of prev.agent., ß-block.may mask sympathomimet.warn. signs of hypoglycaem.& inhib.norm.physiolog. respons., do not admin.with heredit.galact.intol./Lapp lact.defic.or gluc.galact. malabsorpt.as lactose poss.affects. glycaem. control, safety in pregn.& lactat.not est., hypoglycaem. can recur.even if init.meas.prove effect.theref.seek medic.treatm., porphyr.
Drug interactions: Miconazole & phenylbutazone incr.hypoglycaem.eff., avoid alcohol/meds cont. alcohol, bld.gluc.low.eff.poss.potent.by other antidiab. agents/ß-block./ketoconazole/ fluconazole/ ACE inhibit./H2 recept.antagon./ MAOI/sulphonamid./clarithromyc./NSAID’s & chloramphen., bld.gluc.lev.incr.by danazol/ chlorpromaz./glucocortic./salbutam./terbutal./ other ß-adrenerg.agon./ephedr./pseudoephedr & common cold preps., expos.decr.by St John’s Wort, dysglycaem.risk with fluoroquinolones, act.of anticoag. (warfar.)potent.
 XE "Diamicron MR" DIAMICRON MR, Servier [P/S]

Gliclazide.

Indications: Maturity onset diabet.mellit.where diet.managem./lifestyle & exerc.alone insuffic.

Dosage: Adults: Init:30 mg once dly.with breakf. If fast.bld.gluc.lev.not decr.satisfact.incr.dos. progress.to 60 mg,90 mg or 120 mg/day with 1 mnth. interv.betw.increm.except where bld.gluc. has not decr.aft. 15 days when an incr.poss.at end of 2nd wk.of treatm. Max.dly dos: 120 mg.
(S3) TABS, 43/21.2/0957

718245-001: 60 mg, 30, R144,09
Adults: Dly.dos.30-120 mg/day as sngl.dly.dos. with breakf. Adjust.accord.to indiv.metabol. respons. Init.30 mg once dly.with breakf.

If fast.bld.gluc.lev.not decr.satisfact.incr.dos. progress. to 60 mg,90 mg or 120 mg/day with 1 mnth. interv.betw.increm.except where bld.gluc. has not decr.aft.15 days when an incr.poss.at end of 2nd wk.of treatm. Max.dly.dos: 120 mg.

Gliclazide replacem.ther: 80 mg gliclazide = ½ tab.Diamicron MR 60 mg.

Other sulphonylur.replacem.ther: When tfd. consid. dos.& half-life of prev.oral hypoglycaem. If chang.from another oral sulphonylur.with prolong. half-life a therapeut.wind.of a few days poss. necess. to avoid addit.eff.& hypoglycaem. risk. Dur. changeover init.30 mg/day incr.increm. accord.to pts metabol.evolut.

Other oral antidiabet.combinat: Check control with bld.sugar read.when combin.with alpha glucosid. inhibit./insul. Great.risk of CV mortal. when combin.with biguan.
Contraindications: Other sulphonylurea/ sulphonam. hypersens., type 1 diab., diab. ketoacidos., diab.pre-coma& coma, childr., sev. ren./ hepat.insuffic.in which case insul.is recomm., miconazole treatm., pregn., lactat.

Side effects: Hypoglycaem.with poss.signs of adrenerg.counter-regulat., GI disturbs., skin reacts. incl. Stev.John.syndr.& TEN, drug rash with eosinophil. & system.sympts.(DRESS), bld.dyscras., incr. hepat.enzym.lev., trans.vis. disturbs., class attribut.effs.of allerg.vasculit./ hyponatraem., liv.funct.impairm., hepatit.poss. lead. to life-threat. liv.fail.

Warnings and special precautions: Assoc. incr. CV mortal.as compar.to diet alone/diet & insulin., monit.concom.anticoags.& dos.adjustm. poss., reduc.dos.poss.necess.in mild to mod.ren. impairm., poor nutrit./irreg./miss.meals/condit. favour.hypoglycaem., hypoglycaem.risks tog.with sympts./treatm.& predispos.condits.to be explain., imbal.betw.physic.exerc.& carbohydr. intake, bld.gluc.contr.poss.affect.by fev./trauma/ infect.or surg.intervent.& insul.admin.poss. necess., second.fail aris.from effic.poss.attenuat. over time due to dis progress/reduc.treatm. respons., consid.adeq.dos.adjust.& diet. compliance bef.second.fail.classific., monit.bld. gluc. with concom.fluoroquinolones & St John’s Wort, shock/post.anaesth., discont.in event of cholestat. jaund., consid.non-sulphonylur. alternat. with G6PD defic., when tfd.from another oral hypoglycaem.consid.dos.& half-life of prev. agent., ß-block.may mask sympathomimet.warn. signs of hypoglycaem.& inhib.norm.physiolog. respons., do not admin.with heredit.galact.intol./ Lapp lact.defic.or gluc.galact.malabsorpt.as lactose poss.affects.glycaem.control, safety in pregn. & lactat.not est., hypoglycaem.can recur. even if init.meas.prove effect.theref.seek medic. treatm., porphyr.

Drug interactions: Miconazole & phenylbutazone incr.hypoglycaem.eff., avoid alcohol/meds cont.alcohol, bld.gluc.low.eff.poss. potent. by other antidiab. agents/ß-block./ ketoconazole/ fluconazole/ACE inhibit./H2 recept.antagon./ MAOI/sulphonamid./ clarithromyc./ NSAID’s & chloramphen., bld.gluc. lev.incr.by danazol/ chlorpromaz./glucocortic./ salbutam./ terbutal./other ß-adrenerg.agon./ ephedr./ pseudoephedr & common cold preps., expos.decr.by St John’s Wort, dysglycaem.risk with fluoroquinolones, act.of anticoag.(warfar.) potent.
 XE "Diaphage" DIAPHAGE, Cipla Medpro [P/S]
Metformin HCl.

Indications: Type II diab.mellit.in adults & childr. over 12 yrs.& adolesc.when diet.& excerc. alone fail. & esp.if pt.is overweight, as monother./ combinat. ther.with other oral antidiab.agents or insul.in adults & as monother./in combin.with insul. in adolesc.& childr.over 12 yrs.

(S3) TABS, 44/21.2/0771, 0772, 0773

719784-001: 500 mg, 90, R37,80
719785-001: 850 mg, 60, R44,40
719786-001: 1 000 mg, 60, R49,80
Dosage: Admin.in div.dos.with meals. Poss. improv. G/I tol.with slow.dos.incr.
Adults: Init. 500 mg 2-3x.dly or 1x 850 mg or 1x 1 000 mg tab 2xdly.with/aft.food. Dos.adjustm. based on bld.gluc.aft.10-15 days. Good glycaem. contr. poss.aft.few days but full benef.poss. delay. for up to 2 wks. Incr.dos.to max.2 550 mg/ day if contr.inadeq. Poss.dos.reduc.once contr. has been achiev. 

Childr.from 12 yrs & adolesc: Start.dos.usual. 500 mg or 850 mg once dly.dur./aft.meals. Dos. adjustm. based on bld.gluc.aft.10-15 days. Max. recomm.dos: 2 000 mg dly admin in 2-3 div.dos.

Contraindications: Diabet.ketoacidos./-pre-coma, ren.impairm., ac.condits.potent.alt.kidn. funct. eg.dehydrat.or low calor.intake/sev.infect./ trauma & shock/ intravasc.admin.of iodinat. contrast agents, ac./chron.dis.where tiss.hypox. poss. be induc.such as card./resp.fail./rec.MI/ pancreatit., hepat.insuffic., ac.alcoh.intox., alcohol., safety in pregn.& lactat.not est.

Side effects: Lact.acidos., megaloblast.anaem., hypersens., hypoglycaem., decr.Vit. B12 & folic acid absorpt., headache, GI disturbs., metall.taste, abdom. pain, abnorm.LFT, sev.cholestat.hepatit., skin reacts., weight loss.

Special precautions: Insul.alone to be used dur. pregn./plann.pregn., cross.placenta, distrib. into breast milk, reduc.incid.of lactat.acidos.by assess. assoc.risk fact., discont.& hospitalis. immed.if lact.acidos.susp., monit.ren.funct.bef. init.ther.& reg.thereaft.esp.elderly/condits.where ren.funct.impair., discont.ther.bef.intravasc. admin. of iodinat.contrast mat.& reinstit.aft.ren. funct. contr.regain., discont.48 hrs.bef.elect. surg./ gen. anaesthes.& re-start not bef.48 hrs. aft., confirm Type 2 diab.bef.init.ther., pre-pubert. childr.to be monit.as no longt.studies, fast./malnutrit., avoid.alcoh./alcoh.-cont.meds., more freq.bld.gluc.monit.with concom. glucocortic. / beta-2-agonist/diurets.esp.init., annual Vit. B12 lev.assessm.with contin.ther., concom.sulphonylur., contin.diet with reg. carbohydr.distrib.dur.day/energy-restrict.diet in overweight pts., usual lab.tests advis.reg., stabil.in hosp.if concom.insul.admin., poss.dos. adjustm. with anticoags.

Drug interactions: Incr.hypoglycaem.risk with concom. meds.lower.bld.gluc.conc., reduc.eff. with meds.incr.bld.gluc., incr.lact.acidos.risk with ac. alcoh. intoxicat., ACE inhibit.decr.bld.gluc. lev., reduc. ren.clear.with cimetidine, hypoglycaem. with sulphonylur., Vit.B12 malabsorpt. with longt.use.

 XE "Diaran MR" DIARAN MR 30, Ranbaxy [P/S]

Gliclazide.

Indications: Maturity onset diabet.mellit.(non-insul.depend./Type 2) where diet.managem. insuffic.

(S3) TABS, 41/21.2/0698

714909-001: 30 mg, 30, R30,81
Dosage: Adults: Init.30 mg once dly.with breakf. Dos.may vary from 30-120 mg as sngl.dly.dos. Should dos.be forgot., do not incr.dos.the next day. Dos.to be adjust.accord.to indiv.pt.metabol. respons. If fast.bld.gluc.lev.not decr.satisfact. incr. progress.to 60, 90 or 120 mg/day by success. increm.at interv.of at least 1 mnth. Where bld.gluc.lev.has not decr.aft.15 days incr. poss.at the end of 2nd wk.of treatm. Max.dly.dos: 120 mg.

Pt.stabilis.on gliclazide 80 mg:, replacem.may init.be based on: 1 tab gliclazide 80 mg = 1 Diaran MR tab.

With transit.from anoth.sulfonylurea treatm., take into account the dos.& half-life of prev.oral hypoglycaem.agent. If chang.to anoth.sulfonylur. with prolong.half-life, therap.window of few days neccess.to avoid subseq.hypoglycaem.risk. Recomm. to init.treatm.with Diaran MR tabs. 30 mg/ day & then incr.dos.in increm.accord.to indiv.metab.evaluat.

May be giv.in combinat.with alpha glucosidase inhibits. or insulin. Great.CV mortality risk in combin. ther.with biguanides than gliclazide alone.

Contraindications: Sulfonylur.intol., Type 1 diab.mellit., ketoacidos., sev.infect./trauma/ sev.condits.where hypoglycaem.contr.unlikely, safety in pregn.& lactat.not est.

Side effects: Bld.dyscras., hypersens.reacts., GI disturbs., metall.taste, cholestat.jaund., photosens., skin reacts.incl.Stev.-John.syndr./ erythema multiforme/exfoliat.dermatit.

Special precautions: Avoid in ren./hepat. funct. impairm.esp.elderly/debilit./malnourish., adren. pituit.insuffic., caref.bld.gluc.monit. essent., assoc.incr.CV mortal.as compar.to diet alone/ diet & insulin., hypoglycaem.risk with combin. ther.

Drug interactions: Sulphonamid./salicylates/ phenylbutazone/ ß-adrenocept.block.agents/ MAOI/ ketoconazole/miconazole/chloramphen./ clofibrate/ halofenate/cyclophosphamide/ dicoumarol/ cimetid.may potent hypoglycaem. act., hypoglycaem.act.poss.reduc.with thiazide diurets./ corticoster./oestrog./adrenaline, ß-blocks. may mask hypoglycaem.sympt.& inhib. norm. physiolog.hypoglycaem.respons.

 XE "Dynacaz" DYNACAZ, Pharma Dynamics [P/S]

Gliclazide.

Indications: Type 2 diabet.with diet.meas./ lifestyle chang.& exerc.when diet.meas./lifestyle & exerc.alone insuffic.

(S3) MR TABS, 42/21.2/0249, 48/21.2/1194, 53/21.2/0083 
716953-001: 30 mg, 60, R61.20
3005220-001: 60 mg, 30, R61,80
3005221-001; 90 mg, 30, R82,50

Dosage: Adults: Dly.dos.30-120 mg/day as sngl. dly. dos.with breakf. Adjust.accord.to indiv. metabol. respons. Should a dos.be forgot.do not incr.dos.the next day. Init.recomm dos: 30 mg once dly.with breakf. If fast.bld.gluc.lev.not decr. satisfact. incr.dos.progress.to 60 mg,90 mg or 120 mg/day with 1 mnth.interv.betw.increm. except where bld.gluc.lev.not decr.aft.15 days when an incr.poss.at end of 2ndwk.of treatm. Max. dly.dos: 120 mg. Prev.untreat.pts.to start with 30 mg dos.

Gliclazide replacem.ther: 80 mg gliclazide = 1 tab. Gliclazide MR 30.

Other sulphonylur.replacem.ther: When tfd. consid. dos.& half-life of prev.oral hypoglycaem. If chang. from anoth.oral sulphonylur.with prolong. half-life a therapeut.window of a few days poss. necess. to avoid addit.eff.& hypoglycaem.risk. Dur. changeover init.30 mg/day incr.increm.accord.to pt. metabol.evolut.

Other oral antidiabet.combinat: Check diab. contr. with bld.sugar read.when combin.with alpha glucosid. inhibit./insul. Great.risk of CV mortal. when combin.with biguanid.

Contraindications: Other sulphonylur./ sulphonam. hypersens., type 1 diab., diab. ketoacidos., diab.pre-coma/coma, childr., sev. ren./ hepat.insuff., safety in pregn.& lactat.not est., concom.miconazole.

Side effects: Freq: Headache, dizzin., drowsin., constipat., diarrh., dyspeps., flatul., heartburn, loss/incr.in appet., weight gain, naus., stomach pain, fullness/discomf., vomit., alterat.in taste, polyuria. Less freq: Leucopen., thrombocytopen., aplast/haemolyt.anaem., agranulocytos., pancytopen., eosinophil., bld.dyscras., granulocytopen., erythrocytopen., rash, allerg. vasculit., hypoglycaem., hyponatraem., anorex., blurr.vis.&/ changes in accommodat, incr.lev.of hepat.enzym., hepatit., cholestas., cholestat. jaund., hepat.funct.impairm., hepat.porphyr., porphyr.cutanea tarda, liv.fail. Freq.unknown: Erythema multiforme, photosens., prurit., urticar., maculopapul.rash, bullous reacts., exfoliat. dermatit., erythema nodosum, angioed., DRESS 
Special warnings and precautions: Hospitalisat. reqd. if hypoglycaem.episod.sev./ prolong., assoc.incr.CV mortal.as compar.to diet alone/ diet & insul., elderly, uncooperat.pt./ malnutrit./ irreg.or skipp.meals/fast.per./diet chang./ exerc.& carbohydr.intake imbal./cert. endocr. disords./cert.other.concom.meds./ withdraw. of high dos.or prolong.corticoster.ther./ sev. hepat.insuff./ren.funct. deterior./sev.vasc.dis. are facts.incr.hypoglycaem.risk, only prescrib.if pt. likely to have reg.food.intake, hypoglycaem.more likely dur.low-calorie diets/irreg.carbohydr.intake/ follow.stren.excerc./follow.alcoh.intake/dur. admin. of combin.hypoglycaem.meds., ren./hepat. insuff., pts.with G6PD defic., bld.gluc.poss. deterior. dur.except.stress period incl.trauma/ fev./ infect./concom.St.John’s Wort/surg.& theref. tempor. chang.to insul.poss.necess., hypoglycaem. can recur even if init.meas.prove effect., discont. ther. if cholestat.jaund.appears., ß-block.may mask typic. sympathomim.warn.S&S of hypoglycaem., pts. receiv.concom.fluoroquinolones, lact.intol.
Interactions: Hypoglycaem.poss.with alcoh./ phenylbutazone /allopurin./anabol.ster.& androg./ ACE inhibit./ disopyram./ chloramphenic./ sulphonam. /fluoroquinol./tetracycl./clarithromyc./ coumar.derivat./fluoxet./fenfluram./miconaz./ ketoconaz./ itraconaz./voriconaz./cimetid./ ranitid./ clofibr./insul.& other oral antidiab. agents/ MAOI/ salicylat./NSAID’s/probenec./ quinidine./ quinine/ sulphinpyraz. Hyperglycaem. poss. with adrenal.& other sympathomimet. agents/ corticoster./Ca chann. block./clonidine/ parenter. diazoxide/diuret./glucagon/glucocortic./ tetracosactrin/ danazol/isoniaz./Li/oestrog.& progester./ phenothiaz./chlorpromaz./phenytoin /rifampic./ thyr.horm./St.John’s Wort/ ritodrine/ salbutamol/terbutaline/other ß-adrenerg.agonists,  barbit.prolong. eff., avoid alcoh./meds.cont.alcoh., eff. decr.by beta-block., sympatholyt.meds.blunt signs of adrenerg.respons.to hypoglycaem.& imp. mechan. control.norm.physiologic. respons.to fall in bld.gluc., courmar.derivat.eff. poss.weak./ potent., poss.dysglycaem.with fluoroquinol./ anticoags

 XE "Glibenclamide 5 Oethmaan" GLIBENCLAMIDE 5 Oethmaan, Oethmaan Biosims [P/S]

Glibenclamide.

Indications: Maturity onset NIDDM not respond.suffic. to diet/ exerc.
(S3) TABS, T/21.2/150

781258-006: 5 mg, 30, R9,68
781258-023: 5 mg, 28, R9,03
781258-024: 5 mg, 56, R18,06
781258-025: 5 mg, 84, R27,10
Dosage: Indiv.& determine by examinat.results. Take with / immed.aft. meal.Init.2,5 mg/day. Incr.dly.dose grad.in 2,5 mg steps up to max 3 tabs dly. aft.repeat. medic.exam. Dos.over 15 mg/ day do not produc.incr. respons.
Contraindications: Hypersens.to sulphonylureas, cross.sensitiv.to sulphonamide- or thiazide-type meds., chronic.liv.dis., metab. decompensat. hist.with acidos./ ketos.,precomatose states/ diabet.coma, imp.ren./ hepat.funct., insulin depend.diabet.mellit., pregn & lactat, diabet.complicat.by fev./ infect. / febrile dis./ pancreatit./ burns/ trauma or gangr., ser. thyroid/ adren.funct.impairm., diabet.mellit.in paeds.

Side effects: N&V, epigastr.pain, dizzin., headache, paraesth., weakn., sensitiv.reacts., alcoh.intol., hypoglycaem.reacts,

Special warnings and precautions: Incr.cardiovasc.mortal., elderly/debilitat.pts., dos. adjust.in recurr.infect./trauma/shock or aft. anaesth., implem.insul.ther.if maj.surg.to be perform., exercise may provoke hypoglycaem., Report pregn.immed., lactose intol

Interactions: Poss. disulfir.-like react.with alcohol & may increase risk of hypoglyceam., hypoglycaem.eff.enhanc.by chloramphenicol/clofibrate/halofenate/cyclophosphamide/ anticoags./ dicoumarol/ MAOI/salicylates/ phenylbutazone/ propanolol/ other ß-adrenerg. block. agents & sulphonamides/ anabol.steroids/ bezafibrate/ biguanides/ fenfluramine/ fenyramidol/ miconazole/ high dos.parenter. pentoxifylline/ phosphamides/ ACE-I/ fluoxetine/ guanethidine/ probenecid/ reserpine/ sulphinpyrazole/ tritoqualine/ theophylline/ pyridoxine/ dispopyramide/ allopurinol/ miconazole/ fluconazole/ cimetidine/ ranitidine/ tetracyclines.; hypoglycaem.eff. dimin.by adrenal./ oestrog./ corticoster.or diuret./ oestrog.-progest.contain.OCs/ isoniazid/ morphine/ laxative abuse/ high dose nicotinates/ phenothiazin./ acetazolamide/ clonidine/ diazoxide/ glucagon/ phenytoin/ saluretics/ sympathomimets./ Li/ thyroid horm./ theophylline/ Ca channel blocks./ rifampicin, ß-adrenerg.blocks.poss.masks hypoglycaem.sympts.& inhibit.norm.physiologic.respons.

 XE "Gliclazide 80 Kiara" GLICLAZIDE 80 KIARA, Kiara [P/S]
Gliclazide.

Indications: Non insul.depend.diabet.mellit. where diet.managem.alone insuffic.

(S3) TABS. Z/21.2/197.

834866-005: 80 mg, 60, R58,29
Dosage: Tot.dly.dos.may vary from 40-320 mg in div.dos.with meals. Indiv. Init 40-80 mg dly incr.grad.until adeq. contr.achiev.

Contraindications: Chron.liv.dis.incl.that caus. by uncompen.CF /alcoh., metab.decompensat.with acidos. & ketos., pre-comatose states, diab. mellit. complicat.by fev., infect., febr.dis., trauma, pancreatit., gangrene, ser.thyroid/adren.funct. impairm.

Side effects: GI disturbs., dizzin., weakn., paraesthes., sens.reacts., skin rash., bld.disords.

Special precautions: Incr.CV mortality compar. to treatm.with diet alone/diet & insul., ren impairm., poss.hypoglycaem.dur.combin.ther.with insul./other diab.agents. 

Drug interactions: Sulphonamid., salicylat., phenylbutazone, ß-adrenoceptor block.agents, MAOI, chloramphenicol, clofibrate, halofenate, ketoconazole, miconazole, cimetidine, dicoumarol & cyclophosphamide may potent.act., eff.dimin.by adrenaline, oestrog., thiazide diuret.& corticoster., propranolol and other ß-block.may mask hypoglycaem. sympts., great.CV mortal.risk with concom. biguanid.

 XE "Gliclazide MR Austell" GLICLAZIDE MR AUSTELL, Austell [P/S]

Gliclazide.

Indications: Type 2 diabet.with diet.meas./ lifestyle chang.& exerc.when diet.meas./lifestyle & exerc.alone insuffic.

(S3) MR TABS, 50/21.2/1028, 1029

3004170-001: 30 mg, 60, R64,52
3004171-001: 60 mg, 30, R46,50
Dosage: Adults: Dly.dos.30-120 mg/day as sngl. dly. dos.with breakf. Adjust.accord.to indiv. metabol. respons. Should a dos.be forgot.do not incr.dos.the next day. Init.recomm dos: 30 mg once dly.with breakf. If fast.bld.gluc.lev.not decr. satisfact. incr.dos.progress.to 60 mg,90 mg or 120 mg/day with 1 mnth.interv.betw.increm. except where bld.gluc.lev.not decr.aft.15 days when an incr.poss.at end of 2ndwk.of treatm. Max. dly.dos: 120 mg. Prev.untreat.pts.to start with 30 mg dos.

Gliclazide replacem.ther: 80 mg gliclazide = 1 tab. Gliclazide MR 30.

Other sulphonylur.replacem.ther: When tfd. consid. dos.& half-life of prev.oral hypoglycaem. If chang. from anoth.oral sulphonylur.with prolong. half-life a therapeut.window of a few days poss. necess. to avoid addit.eff.& hypoglycaem.risk. Dur. changeover init.30 mg/day incr.increm.accord.to pt. metabol.evolut.

Other oral antidiabet.combinat: Check diab. contr. with bld.sugar read.when combin.with alpha glucosid. inhibit./insul. Great.risk of CV mortal. when combin.with biguanid.

Contraindications: Other sulphonylur./ sulphonam. hypersens., type 1 diab., diab. ketoacidos., diab.pre-coma/coma, childr., sev. ren./ hepat.insuff., safety in pregn.& lactat.not est., concom.miconazole.

Side effects: Freq: GI disords., rash, prurit. Less. freq.: Urticar., erythema, anaem., maculopap. rash, bullous reacts., DRESS, leucopen., thrombocytopen., granulocytopen., rais. liv. enzym., hepatit., trans.vis.disturbs.esp.init. Unknown freq: Angoed., hypoglycaem.sympts.

Warnings and special precautions: Hospitalisat. reqd. if hypoglycaem.episod.sev./ prolong., assoc.incr.CV mortal.as compar.to diet alone/ diet & insul., elderly, uncooperat.pt./ malnutrit./ irreg.or skipp.meals/fast.per./diet chang./ exerc.& carbohydr.intake imbal./cert. endocr. disords./concom.cert.other.meds./ withdraw.of high dos.or prolong.corticoster.ther./ sev. hepat.insuff./ren.funct. deterior./sev.vasc.dis. are facts.incr.hypoglycaem.risk, only prescrib.if pt. likely to have reg.food.intake, hypoglycaem.more likely dur.low-calorie diets/irreg.carbohydr.intake/ follow.stren.excerc./follow.alcoh.intake/dur. admin. of combin.hypoglycaem.meds., ren./hepat. insuff., pts.with G6PD defic., bld. gluc.poss. deterior. dur.except.stress per.incl.trauma/ fev./ infect./concom.St.John’s Wort/surg.& theref. tempor. chang.to insul.poss.necess., hypoglycaem. can recur even if init.meas.prove effect., discont. ther. if cholestat.jaund.appears., ß-block.may mask typic. sympathomim.warn.S&S of hypoglycaem., pts. receiv.concom.fluoroquinolones, lact.intol.
Interactions: Miconazole/fluconazole/ ketoconazole/ phenylbutazone/ß-block./ cimetidine/ ranitidine/other diab.agents/ACE-inhib./ alcoh./MAOI/sulfonamides/clarithromycin/ NSAIDs/ chloramphenicol incr.hypoglycaem.risk., avoid alcoh./ meds.cont.alcoh., incr.bld.gluc. low.lev.by danazol/ chlorpromazine/glucocortic./ ritodrine/ salbutamol/terbutaline/other ß-adrenerg. agon./ephedr./pseudoephedr & common cold preps./ St.John’s Wort, poss.dysglycaem.with fluoroquinol./ anticoags

 XE "Glimepiride Oethmaan" GLIMEPIRIDE OETHMAAN, Oethmaan 
Biosims [P/S]

Glimepiride.
Indications: Bld gluc.low.in type 2 diab.mellit.not control.by diet. & exerc.alone.

(S3) TABS. 39/21.2/0023, 0024, 0025
707388-002: 1 mg, 28, R74,14
707388-001: 1 mg, 30, R79,44
707389-002: 2 mg, 28, R145,34
707389-001: 2 mg, 30, R155,72
707390-002: 4 mg, 28, R225,80
707390-001: 4 mg, 30, R241,93
Dosage: Indiv.accord.to bld.gluc.lev.at low.dos.to achiev.desir.metabol.contr. Swall.whole bef.a substant. breakf./1st main.meal of the day. Take at same time dly. Meals not to be miss.aft.tabs. admin. Sngl.dly.dos.norm.suffic.to provide metabol. contr.over 24 hrs. Do not tak.larg.dos.to coprrect miss.dos., 

Init: 1 mg once dly. which may be incr.grad.at 1-2 wk.interv.by 1 mg-2 mg-3 mg-4 mg-6 mg increm. Max.dos.8 mg/day. Usual.dly.dos: 1-4 mg.
Improv.diab.contr.is assoc. with improv.insul. sensitiv. allow.for reduc.requirem. theref.dos. reduct.must be consid.in time. Dos.adjustm.may also be consid.with weight changes/lifestyle or meds incr.hyper-/hypoglycaem.risk. When switch. from other oral antidiab.init.treatm.as above. There are no exact dos.relationships betw. glimepiride & other oral antidiabet.agents.
Contraindications: Sulphonylurea or other sulphonamide hypersens., pregn. & lactat.not est., imp.liv. funct., mod.to sev.imp. ren.funct., childr., type 1 diab.mellit.

Side effects: Freq: Mild to life threaten. hypoglycaem., headache, dizzin., drowsin., constipat., diarrh., flatul., heartburn, loss of/incr. appetite, naus., stomach pain, abdom.distens., abdom.discomf., vomit., taste alterat., polyur. Less freq: Eosinophil./haemolyt.anaem./ thrombocytopen. /erythrocytopen./ granulocytopen./ agranulocytos./leucopen./ pancytopen. bld.dyscras.report.thought to be hypersens.reacts., blurr.vis./accomodat.changes, cholestas., cholestat.jaund., hepat.funct.impairm., hepatit., erythema multiforme, photosens., leucocytoclast.vasculit., itch., urticar., rash

Special warnings and precautions: Incr.CV mortalit.. with sulphonylur.anti-diab. agent tolbutamide esp.in high risk myocard.ischaem.pts., inform pt.of potent.sulphonylurea risk & benefits & alt.ther., consid.non-sulfonylurea alternat.in G6PD defic., bld.& urine gluc.lev. meas. regul.dur.ther., regul.determin.of proport.of glycosylat.Hb, hypoglycaem. risk incr.when init.ther.theref.monit. essent., fact.predispos.to hypoglycaem., pt. instruct. on signs of hypoglycaem., hypoglycaem. sympts. mediat.by counter-regulat.hormon. respons. to low bld.sugar, convert pt.tempor.to insul. to maint.good metab.contr.dur.except. stressors, hypo-/hyperglycaem.poss.impair alertn. & reacts. lact.intol
Interactions: Hypoglycaem.poss.with allopurin./ anabol.ster.& androgens/ACE inhibit./ disopyramide/ chloramphenicol/sulphonamide antibiot. /quinolon./tetracycl./clarithromyc./ warfar./ fluoxet./cyclophospham./ifosfamide/ trofosfamide/ fenfluramine/azole antifung./ß-block./ fenyramidol/clofibrate/guanethidine/ insul. & other oral antidiab./MAOI/para-aminosalicyl. acid/ pentoxifylline (high parent.dos)/ phenylbutazone/ azapropazone/oxyphenbutazone/ probenecid/ sulphinpyrazone & tritoqualine, hyperglycaem. poss.with acetazolamide/adrenal.& other sympathomimet./barbitur./corticoster./ diazoxide/ diuret./glucagon/isoniazid/protract. laxativ. use/high dos.nicotin.acid/oestrog.& progestog./ phenothiazin./phenytoin/rifampicin & thyroid hormon., eff.of coumarin deriv.potent./ weaken., alcoh./ß-block./clonidine/reserpine & H2 recept. block.may potent./weak.hypoglycaem.eff., sympatholyt. meds.blunt signs of adrenerg. respons. to hypoglycaem.

 XE "Gluconorm" GLUCONORM, Unicorn [P/S]
Metformin HCl.
Indications: Type II diab.mellit.when diet.fail. esp. if pt.overweight., alone as init.ther./in combinat. with a sulphonylurea, insulin-depend. diabet.in combin.with appropr.diet.

(S3) TABS, 41/21.2/0071, 0072

714525-001: 500 mg, 100, R42,00
714526-001: 850 mg, 60, R44,40
Dosage: Admin.in div.dos.with meals.
Adults: 500 mg tabs: Init.500 mg 3x/day. May be incr.up to max.of 2 tabs.3x/day (3 g dly). Diab. contr .may be obtain.with.few days but may take up to 2 wks. Dos.may be reduc.when contr.obtain.

850 mg tabs: Init.850 mg dly.incr.grad.to max.of 3 tabs.dly. unt.diab.contr.obtain.

Contraindications: Diabet.coma/ketoacidos. hist., imp.ren.funct., chron.liv.dis., card.fail., recent MI, hist.of/states assoc.with lact.acidos. eg.shock / pulm.insuffic., alcohol., condits.assoc.with hypoxem., pancreatit., safety & effic.not est.in childr., pregn., safety in lactat.not est.

Side effects: Vit.B12 & folic acid absorpt. decr.  dur.longt.use, lact.acidos., metall.taste, GI disturbs.

Special precautions: Poss.dos.reduct.with cimetidine, poss.anticoag.dos.adjustm., elderly, ther.assoc.with incr.CV mort.risk, assess risk fact. assoc.with lact.acidos.& discont.ther./treat as med.emerg.if susp., reg.ren.funct.monit., discont. 2-3 days bef.elect.surg./clinic. investigat. such as IV urograph./angiograph.& reinst.aft.ren.funct. contr. regain., not advis.in condits.caus.dehydrat./ ser.infect./trauma or low cal.intake, annual Vit.B12 lev.dur.longt.ther., bld.gluc.monit.with concom. sulphonylur., stabilis.pts.in hosp.if concom. insulin admin.

Drug interactions: Reduc.ren.clear.with cimetidine, poss.hypoglycaem.with sulphonylur., poss.interact.with anticoags.

 XE "Glucophage XR" GLUCOPHAGE XR, Merck [P/S] 
Metformin HCl.
Indications: Type 2 diab.mellit.in adults esp.in overweight pts.when diet managem.& exerc.alone do not result in adeq.glycaem.control. May be given alone as init.ther./can be admin.in combinat. with other oral antidiabet.agents/insul.
(S3) XR TABS, 39/21.2/0027
710196-001: 500 mg, 90, R72,13
710196-003: 500 mg, 30, R24,24
720926-002: 1 000 mg, 60, R133,77
Dosage: XR 500 mg: The usual start.dos.is 1 tab. dly giv.with even.meal. Aft.10-15 days dos.should be adjust.on basis of bld.gluc.measurem. A slow dos.incr.may improve GI.tolerabil. Max.recomm. dos is 4 tabs.dly. Incr.should be made in increm.of 500 mg every 10-15 days up to max. 2 000 mg once dly.with even.meal. If glycaem. control not achiev.with 4 tabs once dly consid. 2 tabs. 2xdly admin.with food. If glycaem.control still not achiev.consid.switch.to std.metform.tabs. with max.dos of 3 000 mg dly.

XR 1 000 mg is intend.as maint.ther.for pts. already treat.with either 1 000 mg (ie 2 tabs. XR 500 mg) or 2 000 mg (4 tabs.XR 500 mg) sustain. release metform.HCl. If glycaem.control still not achiev.consid.switch.to std.metform.tabs.to a max. dly.dos of 3 000 mg.

Switch.pts.already treat.with metform.tabs: Start.dos.of XR prolong.release tabs.should be equiv.to the dly.dos.of metformin immed.release tabs. In pts.treat.with metform.at a dos.above 2 000 mg dly.switch.to Gluophage XR is not recomm.

Contraindications: Diabet.coma & ketoacidos., diabet. pre-coma, ren.fail./dysfunct., ac.condits. with potent.to alt.ren.funct.eg.dehydrat/sev. infect./ shock/intravasc.admin.of iodinat.contrast agents, ac./chron.dis.poss.caus.tiss.hypox.e.g. card./ resp.fail./rec.MI/shock, hepat.insuffic., ac. alcoh. intoxicat., alcohol., pregn.& lactat., pancreatit.

Side effects: Decr.Vit.B12 absorpt.dur.longt. ther., GI disturbs., skin reacts., lact.acidos., metal.taste, hepatit.

Warnings and special precautions: Discont.& hospitalis. if metabol.acidos.suspect., reduc.incid. of lactat.acidos.by assess.assoc.risk fact.eg.poor. controll. diab./ ketosis, prolong.fast./ excess.alcoh. intake/ hepat.insuffic. & other condits.assoc.with hypox., monit.ren.funct.bef.init.treatm.& reg. thereaft. esp.elderly, condits.where ren.funct.may become imp., discont.ther.bef.intravasc.admin.of iodinat. contrast agents allow.48 hr.interv & re-eval. ren.funct.bef.re-comm.ther., discont.48 hrs. bef. elect.surg.with gen.anaesthes.& reinstit.not earlier than 48 hrs aft., contin.diet with reg. carbohydr. intake dur.day/ energy restrict.diet for overweight pts., reg.diabet.monit.tests, poss. hypoglycaem. with concom.insulin/sulphonylureas, poss. dos.adjustm.of anticoags., poss.tabs.shells in faeces, annual monit.of Vit B12 & folic acid, dur. longt. ther., condits.caus.dehydrat., infect./ trauma/ low calor.diet, stabilis.pts.on combin.ther.in hosp.

Drug interactions: Intrins.hyperglycaem.activ.of glucocortic./beta-2-agon.& diurets., poss. hypoglycaem. with concom.sulphonylurea, ACE-I poss.decr.bld.gluc.lev., reduc.clear.with cimetidine, warfar.activ.dimin.

See also MDR page 420.
 XE "Glygard" GLYGARD, Cipla Medpro [P/S]
Gliclazide.

Indications: Non-insulin-depend./Type 2 diabet.mellit.where diet.managem.alone insuffic.

(S3) TABS, 34/21.2/0070
700717-003: 80 mg, 60, R67,24
Dosage: Admin.30 mins.bef./with meals. Indiv. Init: ½-1 tab.dly.in div.dos.morn.& even.with max. dly. dos. 4 tabs. Aveg.dose: 1 tab 2xdly with meals.

Contraindications: Sulphonylurea hypersens., IDDM, ren./hepat.insuff., ketoacidos., adren./ thyroid dysfunct., safety in pregn.& lactat.not est., safety & effic.in paed.not est., unstab.diabet.

Side effects: Hypoglycaem.reacts., weight chang., skin reacts., bld.dyscras., GI disturbs., hypersens.reacts.incl.cholest.jaund.& Stev.-Johns. syndr.

Special precautions: Acidos., sev.burns, coma, maj. surg., trauma/condits.where bld.gluc.lev.sev. influenc./insul.needs rapid.chang., contin.diet restrict., monit.gluc.lev.esp.in elderly & concom. meds. aff.metabol./glycaem.contr.of diab.mellit., ren./hepat.insuff., sulphonamide/thiamine-type meds.cross.sens., assoc.incr.CV mortal.as compar. to diet alone/diet & insulin., sev.diarrh., intest. obstruct., prolong. vomit.& gastro paresis.
Drug interactions: Coumarin/antifung./barbits./ cimetid./MAOI's/ ranitidine/ß-blocks./ cyclophosphamide/ salicylates/hepat.enzyme inhibits./tetracyclin./sulphonamid./ phenylbutazone/ halofenate/ketoconazole & clofibrate poss.potent.hypoglycaem.act., oestrog./ corticoster. /thiaz.diuret.& adrenal.may dimin.act., hypoglycaem. poss.mask.by ß-blocks.

 XE "Glyzid MR" GLYZID, Activo Health [P/S]

Gliclazide.

Indications: Type 2 diabet.in adults with diet.meas./ lifestyle modific.& exerc.when diet.meas./lifestyle & exerc.alone insuffic.

(S3) MR TABS, 50/21.2/0921, 0922 

3006093-001: 30 mg, 60, R61,20
3006094-002: 60 mg, 60, R123,60
Dosage: Adults: Dly.dos.30-120 mg once dly.with breakf. If missed dose do not incr.dos.the next day. Adjust.accord.to indiv. metabol. respons.Init.recomm dos: 30 mg once dly.with breakf.Dos.adjustm.: If fast.bld.gluc.lev.not contr. incr.dos. to 60 mg,90 mg or 120 mg/day with 1 mnth.interv.betw.increm. except where bld.gluc.lev.not decr.aft.2 wks when an incr.poss.at end of 2nd wk.of treatm. Max. dly.dos: 120 mg. Prev.untreat.pts.to start with 30 mg dos.Glyzid MR 60 mg=2xGlyzid MR 30 mg.Can break 60 mg to use half a tablet for 30 mg.

Gliclazide immed.release replacem.ther: 80 mg IR gliclazide = 1 tab. Gliclazide MR 30 or half MR 60 mg.Swith with caref.monit.

Oral sulphonylur.replacem.ther: Consid.dos.& half-life of prev.oral hypoglycaem.If chang.from anoth.oral sulphonylur.with prolong. half-life a therapeut.window of a few days poss.necess.to avoid addit.eff.& hypoglycaem.risk. Dur.changeover init.30 mg/day incr.increm.accord.to pt.metabol.evolut.

Other antidiabet.combinat: Can be comb.with alpha-glucosid.inhib./ biguanides/ insul.Check diab.contr.Incr.risk of CV mortal.with biguanid.

Contraindications: Other sulphonylur./ sulphonam.hypersens., type 1 diab., diab.ketoacidos., diab.pre-coma/ coma, sev.ren./ hepat.insuff., concom.miconazole/ danazol/ alch., childr., pregn.& lactat.

Side effects: Freq: Diarrh., dyspeps., naus., abdom.pain, constipat., vomit., rash, prurit.Less freq: Leucopen., thrombocytopen., anaem., granulocytop., trans.vis.disturb., incr.lev.of hepat.enzym., hepatit., cholestat.jaund., bullous reacts.(SJS, TEN), erythema, urticar.,angioed, drug rash with eosinophill & DRESS, Freq.unknown: Hypoglycaem.Class attribut.eff.: Agranulocyt., allerg.vasculit., incr.lev.of hepat.enzym., erythrocytopen., haemolyt.anaem., hyponatrem., pancytopen., liv.impairm.& hepatit.
Special warnings and precautions: Hypoglycaem.risk & incr.if irreg.-/skipped meals, hospitalisat.pos.reqd.if hypoglycaem.episod.sev./ prolong., hypoglyc.more likel.with low-cal.diet/ irreg.carb.intake/ prolong.or stren.exerc./ follow.alch.intake/ comb.of hypoglycaem., temp.change to insul.in except.stress situat., pts.incr.hypoglycaem risk: elderly, uncooperat.pt./ malnourish./ irreg.or skipp.meals/ fast.per./ diet chang./ exerc.& carbohydr.intake imbal./cert.endocr.disords./ cert.other.concom.meds./ withdraw.of high dos.or prolong.corticoster.ther./ sev.hepat.impairm./ ren.impairm./ sev.vasc.dis./ overdose of glyzid MR, discont.ther.if cholestat.jaund.appears., assoc.incr.CV mortal.as compar.to diet alone/ diet & insul., eff.may diminish over time, consid.dose adj.& diet.compl.bef.diagn.second.fail., pts.receiv.concom.fluoroquinolones, meas.glycated Hb-lvl, self-monit.bld.gluc., haem.anaem.in G6PD defic.pts., ß-block.may decr.effic.& may mask typic.sympathomim.warn.S&S of hypoglycaem., contain.lact.
Interactions: Miconaz./ fluconaz./ ketoconaz.incr.activ.result in hypoglycaem.& coma, concom.phenylbutazone/ alcoh. not recomm.incr.hypoglycaem., eff.decr.by ß -block., bld.gluc.lower.eff.incr.with insul.& other antidiab.agents/ ACEI/ H2-recept.antagon./ MAOI / sulphonam./ clarithromyc./ NSAID’s/ chloramphenic., danazol/ chlorpromaz./ glucocortic./ tetracosactrin/ ritodrine/ salbutamol/ terbutaline/ St.John’s Wort/ other ß-adrenerg.agonists / ephedrin./ pseudoephedr./ common cold preps./ may incr.bld gluc.lvl., poss.dysglycaem.with fluoroquinol., anticoags.eff.incr.monitor INR.

 XE "Mengen" MENGEN, Novagen [P/S]
Metformin HCl.
Indications: Type II diab.mellit.esp.if pt. overweight. when diet.managem.& exerc.alone does not achiev.adeq.glycaem.control. Adults: As monother.or combinat.ther.with other oral anti-diabet. or insul. Childr.over 12 yrs.& adolesc: Monother./in combinat.with insul.

(S3) TABS, A40/21.2/0638, 0639, 0640

714680-001: 500 mg, 100, R42,00
714681-001: 850 mg, 60, R44,40
714683-001: 1000 mg, 60, R49,92
Dosage: Adults: Admin.in div.dos.with meals/aft.meals.  Init.500 mg 3x/day. or 850 mg or 1 000 mg 2x/day. Aft.10-15 days adjust dos. accord. to bld.gluc.measurem. Slow.dos. incr. poss.improv.GI toler. Caut.incr.to max.2 250 mg/ day if contr.incompl. Poss.dos.reduct.once contr. achiev.

Childr.& adolesc: Init.500 mg or 850 mg once dly.dur./aft.meals. Aft.10-15 days adjust dos. accord.to bld.gluc.measurem. Slow. dos. incr.poss.improv.GI toler. Max.recomm.dos: 2 000 mg dly in 2-3 div.dos. Not recomm.for type I diab.mellit.

Contraindications: Any type of ac.metabol. acidos., diabet.pre-coma, ren.fail./ren.dysfunct., ac.condit.with potent.to alt.ren.funct., ac./chron. dis.which may cause hypox., hepat.insuffic., ac. alcoh. intoxicat., alcohol., pregn.& lactat.

Side effects: Freq: Decr.Vit.B12 absorpt., taste disturbs., anorex., N&V, constipat., diarrh., abdom. pain, appet.loss. Less freq: Lact.acidos., megaloblast. anaem., skin reacts., hypoglycaem. Freq.unknown: Ketoacidos., ketonur., sev. cholestat.hepatit., liv.test abnormalit., hepatit. resolv.with discont., hypersens.

Special warnings and precautions: Assess risk fact.assoc. with lact.acidos., ac.worsen.of ren.funct.incr.lact.acidos.risk, discont.tempor.in dehydrat., init.of meds.that may acutely imp.ren. funct., inform.pts.of lact.acidos.sympts.& risk & to discont.ther.& seek immed.medic.att.if suspect., determ.ser.creatin.lev. bef.init.ther.& reg. thereaft. annual.in norm.ren.funct.& 2-4x/yr. when lev.at ULN & in elderly, ther. assoc. with incr.CV mort., HF pts.at more risk of hypox.& ren.insuffic., discont. 48 hrs.prior to elect.surg.with spin./ epidur. anaesthes./& prior to or at time of imag. proced./2-3 days bef.clinic.investig.involv. iodinat. contrast media & not to resume earlier than 48 hrs. aft.& aft.ren.funct.eval.& stable, confirm type 2 diab.mellit.diagnos.in childr.& follow-up on growth & puberty paramet., contin.diet with reg. carbohydr. intake dur.day/energy restrict.diet for overweight pts., poss.hypoglycaem.with concom. insulin/sulphonylur./meglitinid., stabilis.pts.in hosp. on concom.insulin, not advis.in condits.caus. dehydrat./ser. infects. annual Vit.B12 estimat.,
Interactions: Alcoh.intox.incr.lact.acidos., accumulat. & incr.lact.acidos.risk with intravasc. iodinat.contrast med., meds.advers.affect.ren. funct. incr.lact.acidos.risk, meds.with intrins. hyperglycaem.activ.& sympathomimet.may req. more freq.bld.gluc.monit., effic.poss.alter.by OCT inhibit./induc., imp.Vit.B12 absorpt.with longt.ther.

 XE "Metformin HCl Kiara" METFORMIN HCl 500; 850 FC KIARA, Kiara [P/S]

Metformin HCl.

Indications: Type II diab.mellit where diet fail. esp. if overweight, giv.init.alone/combin.with sulphonylurea/insul.

(S3) TABS, 28/21.2/0046, 0047

815225-008: 500 mg, 100, R58,95
815233-019: 850 mg, 60, R66,22
Dosage: Admin.in div.dos.with/aft.meals.

Adults: Init.dos. 500 mg 3xdly adjust.aft.10-15 days or incr.to 850-1 000 mg 2xdly. Grad incr.if necess.to max.3 g dly. Dos.may poss.be reduc. once control achiev.

Contraindications: Diab.ketoacidos., diabet.pre-coma/ hist.thereof, imp.ren.funct., pancreatit., chron. liv.dis., hist./states assoc.with lactic acidos., card.fail./rec.MI, hypox.assoc.condits., hepat. insuffic., ac.alcoh.intoxicat./alcoholism, safety & effic. in pregn.& childr.not est., no safety info on use dur.lactat., not recomm.for type I diab. mellit.in childr.

Side effects: Lactic acidos., megaloblast.anaem., GI disturbs., metall.taste, ketoacidos., ketonur., sev. cholestat.hepatit., hypersens., hypoglycaem.

Special precautions: Lactic acidos., monit. creatinine lev., situat.where ren.funct.may become imp., incr.CV mortal.assoc., discont.bef.admin. iodinat. contrast mat.& 48 hrs.bef.elect.surg., hypoglycaem.poss.in comb.sulphonylurea/insul. ther., avoid.consumpt.alcoh.& alcoh.cont.meds., poss. dos.adjustm.of anticoag./other anti-diabet. agents, not advis.in dehydrat.condits./ser.infects./ trauma & low calorie intake, annual Vit B12 estimat., stabilis.pts.on ther.with insul.in hosp.

Drug interactions: Ac.alcoh.intoxicat. incr.lact. acidos.risk, glucocortic./beta-2-agonists & diuret. have an inherent hyperglycaem.eff., ACE inhibit. may decr.bld.gluc.lev., cimetidine reduc.ren.clear., activ. of warfar.dimin., poss.hypoglycaem.with concom. sulphonylurea, malabsorpt.of Vit.B12 with prolong. use.

 XE "Metformin Teva ER 1000" METFORMIN TEVA ER (Cipla Medpro) Teva [P/S] 
Metformin HCl.
Indications: Type 2 diab.mellit.in adults esp.in overweight pts.when diet managem.& exerc.alone do not result in adeq.glycaem.control. May be given alone as init.ther./can be admin.in combinat. with other oral antidiabet.agents/insul.
(S3) ER TABS, 53/21.2/0229
3003996-001: 1 000 mg, 60, R110,73
Dosage: XR 1 000 mg is intend.as maint.ther.for pts. already treat.with either 1 000 mg (i.e.2 tabs. ER 500 mg) or 2 000 mg (i.e.4 tabs.ER 500 mg) sustain. release metform.HCl. If glycaem.control still not achiev.consid.switch.to std.metform.tabs. to a max. dly.dos of 3 000 mg.

Switch.pts.already treat. with metform.tabs: Start.dos.of ER prolong.release tabs.should be equiv.to the dly.dos.of metformin immed.release tabs. In pts.treat.with metform.at a dos.above 2 000 mg dly.switch.to ER tabs is not recomm.

Switch.from another oral antidiabet: Discont. other med.and init.prolong.release tabs.at dos. above.

Combin.with insul: Usual.start.dos.is ER 500 mg tabs.once dly with even.meal while adjust.insul. dos.accord.to bld.gluc.measurem. Consid.switch.to ER 1000 mg aft.titrat.

Contraindications: Ac.metabol.acidos., diabet. pre-coma, ren.fail./dysfunct., ac.condits.with potent. to alt.ren.funct.eg.dehydrat/sev.infect./ shock/ intravasc.admin.of iodinat.contrast agents, ac./ chron.dis.poss.caus.tiss.hypox.e.g. card.-/ resp. fail./ pancreatit./rec.MI/shock, hepat.insuffic., ac. alcoh. intoxicat., alcohol., pregn.

Side effects: Freq: Taste disturbs., N&V, diarrh., abdom.pain., appet.loss. Less freq: Lact.acidos., decr.Vit.B12 absorpt.with decr.serum lvl.dur.longt.use, LFT abnormalit., hepatit., erythema, prurit., urticar.

Special warnings and precautions: Lact. acidos. risk incr.at ac.ren.funct.worsen., temporar. discont.with dehydrat.& contact.healthcare provid., meds.that ac.imp.ren.funct., risk fact. assoc. with lact.acidos.eg.excess.alcoh.intake/ hepat.insuffic./inadeq.controll. diab./ketosis/ prolong. fast./& other condits.assoc.with hypox.& concom.meds.caus.lact.acidos., awaren.of lact. acidos.risk, monit.ren.funct.bef.init.treatm.&reg. thereaft. esp.elderly, condits.where ren.funct.may become imp., discont.2-3 days bef.surg./clinic. investigat. reinstit.aft.ren.funct.regain., condits. caus. dehydrat., ser.infect./trauma/low calor. intake, annual monit.of Vit B12, HF pts.more at risk of hypox.& ren.insuffic., reg.assessm.of ren.funct. adjust.dos.accord., condits.where ren.funct.may become imp., discont.ther.bef.intravasc.admin.of iodinat.contrast agents allow.48 hr.interv & re-eval. ren.funct.bef.re-comm.ther., discont.48 hrs. bef. surg.und.any anaesthes.& reinstit.not earlier than 48 hrs thereaft/resumpt.of oral nutrit., contin. diet with reg. carbohydr.intake dur.day/energy restrict. diet for overweight pts., reg.diabet.monit. tests, poss. hypoglycaem.with concom.insulin/ othr.antidiabet.eg.sulphonylureas/ meglitinides, poss.tabs.shells in faeces, excret. in breast milk, hypoglycaem.risk when combin.with other antidiabet.meds.when driv./perform.complic. tasks
Interactions: Incr.lact.acidos.risk in ac.alcoh. intoxicat./intravasc.admin.of iodin.contrast meds. & meds.advers.affect.ren.funct., warfar.activ. dimin., poss. hypoglycaem.with concom. sulphonylurea, Vit.B12 malabsorpt.with long term ther., more freq.gluc.monit.with meds with intrins. hyperglycaem.activ.eg.glucocortic.& sympathomimet., OCT inhib./induc.may alt.effic.
 XE "Metored" METORED, Ranbaxy [P/S]
Metformin HCl.
Indications: Type II diab.mellit.when diet.fail & esp.if pt.is overweight, alone as init.therap./ combinat.ther.with sulphonylurea or insul.

(S3) TABS, 41/21.2/1089, 1090, 1091

711636-001: 500 mg, 90, R52,31
711638-001: 850 mg, 60, R63,62
711773-001: 1 000 mg, 60, R67,61
Dosage: Admin.in div.dos.with meals.
Adults: Init. 500 mg 3x.dly with/aft.food.Aft.10-15 days incr.to 850-1000 mg 2x/day. If contr. incompl.caut.incr.to max.3 g /dly.poss.reduc. dos.once contr.achiev.
Contraindications: Diabet.ketoacidos./-pre-coma or hist.thereof, ren.fail./imp.ren.funct., pancreatit., chron.liv.dis., hist.of/states assoc. with lactat.acidos., CF, recent MI, hypox.assoc. condits., hepat.insuffic., ac.alcohol.intoxicat., alcohol., safety in pregn.& lactat.not est., safety & effic.in childr.not est., type 1 diab.mellit.in childr.

Side effects: Lact.acidos., megaloblast. anaem., metal.taste, GI disturbs., ketoacidos., ketonur., sev. cholestat.hepatit., hypersens., hypoglycaem.
Special precautions: Discont.& hospitalis. immed. if metabol.acidos.suspect., monit.ren. funct. reg.esp.diabet./elderly, condits.where ren. funct. may become imp., incr.cardiovasc.mortal. compar. to diet alone/diet + insul.ther., discont. ther. prior intravasc.admin.of iodinat.contrast materials reinstit.until 48 hr.afterwards, discont. 48 hrs.bef. elect.surg., contin.diet with reg. distribut. of carbohydr.intake dur.day, contin. energy-restrict.diet in overweight pts., avoid alcoh. & alcoh.contain.meds., not advis.in condits. caus.dehydrat./ser.infect./trauma/low cal. intake, annual vit.B12 estimat., monit.bld. gluc. dur,concom.sulphonylurea ther., poss. hypoglycaem.with combin.ther., stabilis.pts in hosp. if concom.insulin admin.

Warnings: Reduc.incid.of lactat.acidos.by assess. assoc.risk fact.

Drug interactions: Alcoh.intoxicat.incr.lact. acidos. risk, ACE inhibit.decr.bld.gluc.lev., reduc. ren. clear.with cimetidine, activ.of warfar.dimin., hypoglycaem. with sulphonylur., Vit.B12 mal-absorpt.

 XE "Mylan Metformin" MYLAN METFORMIN 500; 850,1000, Mylan [P/S]

Metformin HCl.

Indications: Adults: Type II diab.mellit when diet. managem.& exerc.do not result in adeq. glycaem. control. Admin.alone as init.ther./combin. ther. with antidiabet.med.or with insul.

Childr.& adolesc: Monother./in combinat.with insul. in childr.over 12 yrs with type II diabet.

(S3) FC TABS, 33/21.2/0204, 0205, 45/21.2/0669
897957-033: 500 mg, 90, R37,80
897957-016: 500 mg, 500, R210,00
897961-006: 850 mg, 60, R44,40
897961-014: 850 mg, 300, R222,00
721443-001: 1 000 mg, 60, R49,91
Dosage: Admin.in div.dos.with meals. Grad.incr. may improve GI tol.

Adults: Init.dos. 500 mg 2-3xdly or 850 mg or 1000 mg 2xdly.with or aft.food. Aft.10-15 days adjust dos.to bld.gluc.measurem. If control incomplete caut.incr.to max.2550 mg dly.with poss. reduc.dos.once control obt.

Childr.& adolesc.from 12 yrs: Usual start.dos. 500-850 mg once dly.dur.or aft.meals. Adjust aft. 10-15 days on basis of bld.gluc.measurem. Max. recomm.dos.is 2 000 mg dly in 2-3 div.dos.

Contraindications: Diabet.ketoacidos., ren. impairm., ac.condit.with potent.to alt.ren.funct.eg. dehydrat./sev.infect./shock/intravasc.iodinat. contrast agents, ac./chron.dis.which may cause tiss. hypox.eg.card.or resp.fail./rec.MI/shock/ pancreatit., hepat.insuffic., ac.alcoh.intoxicat., alcohol., pregn.& lactat., childr.und.12 yrs.

Side effects: Lactic acidos., megaloblast.anaem., hypersens., decr.vit B12 & folic acid absorpt., hypoglycaem., anorex., N&V, constipat.,diarrh., abdom. pain, metallic taste, sev.cholestat.hepatit., liv. funct.abnormalit., erythema, prurit., urticar.

Special precautions: Lact.acidos.risk fact., monit. ren.funct., do not admin.bef./at the time of/until 48 hrs.aft.iodinat. contrast mat.admin., discont. 48 hrs.bef.gen.anaesthes.& resume only aft. 48 hrs., no long term data on growth & puberty in childr.over 12 yrs., avoid alcohol, reg.FBC, elderly bas.on ren.funct., reg.bld.gluc monit., stabil. pts.on concom.insul.in hosp., alert.pts.to poss. hypoglycaem.risk when combin.with other antidiabet. agents.

Drug interactions: Incr.lact.acidos.risk in ac. alcoh. intoxicat., poss.ren.fail.with intravasc. iodinat. contrast agents, glucocorticoids/beta-2-agon. & diuret.have intrinsic.hyperglycaem.activ., ACE inhibit.may decr.bld.gluc.lev., cimetid.reduc. ren. clear., activ.of warfar.diminish., hyoglycaem. with concom.sulphonylurea, GI malabsorpt.of vit. B12 & folic acid.
 XE "NovoNorm" NOVONORM, Novo Nordisk [P/S]

Repaglinide.
Indications: Adjunct.to diet & exerc.to lower bld.gluc.in type 2 diabet.mellit. May be combined with metformin when exerc./diet/repaglinide/ metformin alone is inadeq.Combinat.ther.with insulin in type 2 diab.when control not adeq.on sulphonylureas/repaglinide alone.

(S3) TABS. 33/21.2/0078, 0079, 0080.

861324-005: 0,5 mg, 90, R143,58
861332-008: 1 mg, 90, R292,65
861340-019: 2 mg, 90, R462,12
Dosage: Titr.indiv.to optim.glycaem.control. Admin. 15 min.pref.bef.main meals

Init.recomm.start.dos: 0,5 mg.allow 1-2 wks.betw. titr.steps. Maint.: Max.recomm.sngl.dos: 4 mg. Tot.max.dly.dos: 16 mg.

Transf.from other oral hypoglycaem. Recomm. max.start.dos.: 1 mg bef.main meal.

Ther.in combinat.with metformin: Maint.with metformin dos.& admin. concom.0,5 mg 3xdly.
Ther.in combinat.with insulin: If necess.titrat. insulin dos.accord.to therapeut.respons.as given in prod.lit.as a bedt.dos.for pts.control.on max. repaglinide dos.

Contraindications: Type 1 diabet, diabet. ketoacidos. with/without coma, childr., sev.ren.& hepat.impairm., concom.gemfibrozil, pregn.& lactat.

Side effects: Hypoglycaem.reacts., vis.disturbs., GI disturbs, rarely sev.hepat.dysfunct., hypersens. reacts., vasculit.

Special precautions: Concom.rifampicin, elderly, imp.ren./hepat.funct., assess dos.& adherence to diet/exerc.bef.classif.as second.fail., combinat. ther. with thiazolidenediones not avail., incr. hypoglycaem.risk when combin.with metform./ insulin, loss of glycaem.control in stress condits., no clinic.stud. in childr& adolesc.<18 yrs./pts.> 75 yrs. theref.not recomm., incr.CV mortality, reg. monit. of bld.& urine gluc.lev.

Drug interactions: Clear.poss.alt.by any med. influenc.cytochrome P450 enzymes by inhibit./ induct., hypoglycaem.eff.enhanc.by gemfibrozil/ clarithromyc./itraconazole/ketoconaz./trimethoprim/other antidiab.agents/MAOI/ß-block.agents/ ACE-inhibit./NSAID’s/salicylates/alcohol/ octreotide/abiraterone & anabol.ster, rifampicin acts both as induc.& inhibit.of Novonorm metabol., reduc. hypoglycaem.eff.with OC’s/rifampicin/barbit./ carbamazepine/thiazides/corticoster./danazol/thyroid hormones & sympathomimetics, ß-block.agents may mask sympts. & body’s respon.to hypoglycaem., alcohol may intensify & prolong hypoglycaem.eff.

 XE "Pioglitazone Hydrochloride Tablets Macleods" PIOGLITAZONE HYDROCHLORIDE TABLETS MACLEODS, Macleods [P/S]

Pioglitazone 

Indications: Adjunct to diet & exercise in Type 2 diab. either as monother./in combinat.with metformin, a sulphonylurea or insulin when diet &/ exerc.& sngl.agent result inadeq.glycaem.control.

(S3) TABS, 46/21.2/0257, 0258

3000543-001: 15 mg, 30, R100,08
3000544-001: 30 mg, 30, R168,06
Dosage: Indiv. Take once dly.without regard to meals. 

Monother: Init.15 or 30 mg once dly. Incr.if necess. in increm.to max.45 mg once dly. Consid. combin.ther.if no adeq.respons.

Combinat.ther: Sulphonylur: Init.15 or 30 mg once dly.in combinat.with curr.dos.of sulphonylur. Decr. sulphonylur.dos.in case of hypoglycaem.

Metformin: Init.15 or 30 mg once dly.in combin. with current metformin dos.

Insulin: Init.at 15 or 30 mg once dly.in combin. with current insulin dos. In case of hypoglycaem./ plasma gluc. conc. decr.to less than 5,5 mmol/dL, decr. either insul. or pioglitazone dos. Furth. adjustm.to be indiv.bas.on gluc.-low.respons.

Max.recomm.dos: Dos.of more than 45 mg once dly. not stud. No studies of more than 30 mg/day in combin.ther.effect.

Contraindications: Hepat.impairm./act.liv.dis., ser. transamin.lev. >2,5x upper norm. limit., CF/ hist.thereof, pregn., lactat., type 1 diab.mellit., diabet. ketoacidos., curr.bladd.Ca/hist.thereof, uninvestig. macroscop.haematur., safety & effic.in childr. not est.

Side effects: Freq: URTI, bronchit., hypoaesthes., bone fract., weight gain, hypoglycaem.with metformin & sulphonylur.& with concom.insul., headache with metformin, dizzin.with sulphonylur., vis. disturbs.with monother.& metformin, HF & dyspn. with insul., arthralg.with concom.metform./ metform. & sulphonylur., anaem./haematur./erect. dysfunt. with concom.metform. Less freq: Sinusit., bladd.Ca, insomn., hypoglycaem./incr appet/ headache/vis.disturbs./vertigo/sweat.with sulphonylur., flatul.with metform./sulphonylur.& with insul., glucosur./ proteinur./fatig./incr. lact.dehydrogen. with sulphonylur. Freq.not known: Hypersens./allerg.reacts., macul.oed.

Special warnings and precautions: Liv.funct. monit. bef. init.ther.then 2 mnthly for 1 yr. & per. theraft./if sympt.occur indic.liv.dysfunct., hypoglycaem. risk with concom.insul./oral combin. ther., poss.resumpt.of ovulat.in pre-menopaus. anovulat. insul.resist.pts.& theref.adeq. contracept. advis., fluid retent.poss.lead. to/ exacerb. HF alone or with concom.other antidiab. agents, init.ther.with low.dos.& incr.grad.in pts. with CCF risk fact., monit.pts.for HF S&S/weight gain/ oed. esp.those with reduc.card.reserve & concom. insul./NSAIDs incl.COX-2 inhib., discont. ther. if card.status worsen., cons.benef.vs.risk in elderly bef./dur.ther., eval.bladd.Ca risk fact. bef. init.ther., unexpl.macroscop. haematur./dysur./ urin. urgen.devel.dur.treatm., discont.if ALT incr.to 2,5x basel./jaund.observ., dos.relat.weight gain alone/ in combin.with other hypoglycaem., onset/ worsen. macul.oed.with decr.vis.acuit., incr.bone fract. risk in women/men dur.longt.ther., strict diet foll./ reg.bld.gluc.& glycosylat. Hb test, meds. requirem. may change dur.stress.per.eg. fev./ infect./ trauma/surg., unusual.rapid weight incr./ oed., shortn.of breath/other HF sympt., lact.intol.

Interactions: Poss.reduc.effic.of OC’s, AUC incr. with gemfibrozil, decr.AUC with CYP2CB induc. eg.rifampicin, ketoconazole decr.metabol.theref. more freq.glycaem.contr.monit.
 XE "Romidab" ROMIDAB, Aurogen [P/S]
Metformin HCl.

Indications: Type II diab.mellit.in adults when diet fail. & esp.if pt.is overweight, as init. monother./ combinat.ther.with other oral antidiab. agents or insul.

(S3) TABS, 45/21.2/0207, 0208, 0209

719643-001: 500 mg, 100, R44,59
719644-001: 850 mg, 60, R47,41
719645-001: 1 000 mg, 60, R53,31
Dosage: Admin.in div.dos.with meals. Poss. improv. G/I tol.with slow.dos.incr. Dos.adjustm. based on bld.gluc.aft.10-15 days. 

Adults: Init. 500 mg 3x.dly OR 850 mg/1 000 mg 2xdly.with/aft.food. Good diab.contr.poss.aft.few days but full benef.poss.delay for up to 2 wks. Incr. dos.to max.2 550 mg/day if contr inadeq. Poss. dos. reduc.once contr.has been achiev. Childr. from 12 yrs & adolesc: Start.dos. usual.500 mg or 850 mg once dly.dur./aft.meals. Max.recomm. dos: 2 000  mg dly.in 2-3 div.dos.

Contraindications: Diabet.ketoacidos./-pre-coma or hist.therof, ren.dysfunct./fail., ac.condits. potent. alt.kidn.funct.eg.dehydrat./sev.infect./ shock/ intravasc.admin.of iodinat.contrast agents, ac./ chron.dis.where tiss.hypox.poss.be induc.such as card./resp.fail./rec.MI/shock/pancreatit., chron. liv. dis., hist.of/states assoc.with lact.acidos.such as pulm.insuffic., hepat.insuffic., ac.alcoh.intox., alcohol., safety & effic.in childr.not est., safety in pregn.& lactat.not est.

Side effects: Lact.acidos., megaloblast.anaem., GI disturbs., metall.taste, sev.cholestat.hepatit., abnorm. LFT, hypersens., hypoglycaem., decr.Vit. B12 & folic acid absorpt.

Special precautions: Cross.placenta, pass.into breast milk, reduc.incid.of lactat.acidos.by assess. assoc. risk fact., discont.& hospitalis.immed.if lact. acidos. suspect., monit.ren.funct.bef.init.ther.& reg. thereaft.esp.elderly/condits.where ren.funct. impair., discont.ther.bef.intravasc.admin.of iodinat. contrast mat.& reinstit.aft.ren.funct. contr.regain., discont. 48 hrs.bef.elect.surg./gen.anaesthes.& re-start not bef.48 hrs., condit.poss.caus.dehydrat. /ser. infects./trauma/low calorie intake, fast./ malnutrit., hepat.insuffic., avoid.alcoh./alcoh.-cont. meds., more freq.bld.gluc.monit.with concom. glucocortic./beta-2-agonist/diurets.esp.init., poss. dos. adjustm. with anticoags., not recomm.in type 1 diab.mellit.in childr.& adolesc., annual Vit. B12 lev. assessm.with contin.ther., concom. sulphonylur., stabil.in hosp.if concom. insul.admin., contin. diet with reg. carbohydr.distrib. dur.day/ energy-restrict.diet in overweight pts.

Drug interactions: Incr.lact.acidos.risk with ac. alcoh.intoxicat./intravasc.admin.of iodinat.contrast agents, ACE inhibit.decr.bld.gluc.lev., reduc.ren. clear. with cimetidine, warfar.activ.dimin., hypoglycaem. with sulphonylur., Vit.B12 malabsorpt. with longt.use.

19.1.2.1
DPP-4 antagonists
 XE "Galvus" GALVUS, Novartis 
Vildagliptin
Indications: Diet.& exerc.adjunct.to improve glycaem.contr.in adults with type 2 diab.mellit. as add-on ther.combin.with metform./a sulphonylurea /insul.with/-out metformin when diet/ exerc.& sngl.antidiab.agent do not result in adeq.glycaem. control., triple combin.with a sulphonylurea & metform. when diet/exerc.& dual ther.with these antidiab.agents do not prov adeq. glycaem. control.
(S3) TABS, 41/21.2/0487

715554-001: 50 mg, 28, R199,35
715554-002: 50 mg, 56, R398,74
Dosage: Indiv.dos.

Recomm.dos: 50 mg once dly, or 50 mg 2xdly in combinat. with metform/insul.with/-out metformin
In combinat.with a sulphonylurea: 50 mg once dly.admin.in morn.

Triple combinat.with metform.& a sulphonylurea: 50 mg 2xdly

Contraindications: Hepat.impairm.incl.pre-treatm. ALT or AST >2,5x upper limit of norm., safety in pregn.& lactat.not est., not stud.in pts. und.18 yrs., NYHA class IV HF

Side effects: Hepat.dysfunct., angioed., trem., dizzin., headache, chills, asthen., periph.oed., naus., flatul., GORD, diarrh., constip., decr.bld. gluc., hypoglycaem., hyperhidros., hepatit., urticar., pancreatit., arthralg., loc.exfoliat./blist.

Warnings and special precautions: LFT’s prior to init.treatm.& imperat.dur.treatm.at 3 mnthly. interv.dur.1st yr. & periodical.thereaft., discont. if AST/ALT incr.of 3xULN, not a substit. for insul.in insul.req.pts., not for use in type 1 diab., diabet.ketoacidos., lact.intol., ren. impairm., discont.& do not reinit.if jaund./other sympts. suggest.of liv.dysfunct.dev., NYHA class III HF, poss.sev.arthralg.
See also MDR page 529.
 XE "Galvus Met" GALVUS MET, Novartis 
Vildagliptin 50 mg, metformin HCl 850 mg
Vildagliptin 50 mg, metformin HCl 1 000 mg
Indications: Diet.& exerc.adjunct. in type 2 diab. mellit.pts.who are already stabilis.with separate vildagliptin & metformin combinat.at same dos., add-on to insul.as adjunct to diet &exerc. in pts. on stable dos.of insulin plus separate vildagliptin & metformin combinat.at same dos., in combinat. with a sulphonylurea (i.e. triple combinat. ther.) as adjunct to diet & exerc. in pts.stabilis. on a separate vildagliptin, metformin and sulphonylurea combinat.at same dos.

(S3) TABS, 43/21.2/1055, 1056

717636-001: 50/850 mg, 30, R213,82
717636-002: 50/850 mg, 60, R427,67
717637-001: 50/1 000 mg, 30, R213,82
717637-002: 50/1 000 mg, 60, R427,67
Dosage: Do not exceed max.dly.dos.(100 mg) of vildagliptin  Admin.with meals.

Recomm.start.dos: Bas.on pts.current vildagliptin and/or metformin regimen.

In combinat.with sulphonylurea/insulin: GALVUS MET dos. should prov. vildagliptin dos. as 50 mg 2xdly. (100 mg tot.dly.dos) & a dos.of metform. simil. to dos. already being taken.

Contraindications: Ren.dis./dysfunct.with ser. creatin. lev.>1,5 mg/dl(males)& >1,4 mg/dl (fem.), hepat. impairm.incl.pre-treatm.ALTor AST >2,5x upper limit of norm., CHF req.pharmacol.treatm., ac./ chron.metabol.acidos.incl.diabet.ketoacidos., safety in pregn.& lactat.not est., safety & effic.not est. in pts.und.18 yrs., NYHA class IV HF

Side-effects: Angioed., hepat.dysfunct., hepatit., hypoglycaem., trem., dizzin., headache, chills, constip., GORD, flatul., periph.oed., urticar., pancreatit., decr.vit.B12 absorpt., lactic acidos., metall. taste, N&V, diarrh., abdom.pain, loss of appetite, skin reacts., arthralgia., asthen., hyperhidros., loc.exfoliat./blister., abnorm.LFT
Warnings and special precautions: Tempor. discont.with radiolog.stud.involv.IV admin.of iodinat. contrast media & only re-instit.aft.norm. ren.funct.determ., not a substit.for insul.in insul. req.pts. not for use in type 1 diab./diabet. ketoacidos., monit.ren.funct.& discont.if ren. impairm.pres., excess.alcoh.as alcoh.potent. metformin eff., discont.& hospitalise pt.if metabol. acidos.suspect., elderly & reduc.ren.funct., LFT’s prior to init.treatm.& dur.treatm.at 3-mnthly. interv.dur.1st yr.& periodic.thereaft., discont.if AST/ ALT incr.of 3x ULN persist, discont.if jaund./ other signs of liv.dysfunct.devel., lactic acidos.risk fact., condits.where ren.funct.may become imp., concom. meds.that affect ren.funct./affect metform. disposit.eg cationic meds., NYHA class III HF, shock/ac.CHF/ac.MI & condits.characteris. by hypoxaem.have been assoc.with lact.acidos./ preren.uraem., suspend.treatm.for surg.proced. where food & fluid restrict., annual haematol. monit. & Vit.B12 measurem., eval.for ketoacidos. &/lact.acidos.if clinic.status of prev.control.type 2 diab. pts.change, condits.where bld.gluc.control tempor.lost eg stress./fev./trauma/surg.etc., pts. suscept.to hypoglycaem.effs.

Interactions: Alcoh.intoxicat.incr.lact.acidos. risk., nifedipine incr.metform.absorpt./Cmax/AUC & excret.in urine, cimetidine incr.metform.plasma/ bld.conc.& AUC, meds.produc.hyperglycaem.may lead to loss of glycaem.contr., furosemide incr. Cmax & bld.AUC of metform., metform.decr.Cmax & bld. AUC of furosemide

See also MDR page 531.
 XE "Jalra" JALRA, Novartis [P/S] 
Vildagliptin
Indications: Diet.& exerc.adjunct.to improve glycaem.contr.in adults with type 2 diab.mellit. as add-on ther.combin.with metform./a sulphonylurea or insul.when diet/exerc.& sngl.antidiab.agent do not result in adeq.glycaem.control.

(S3) TABS, 45/21.2/1009

721592-001: 50 mg, 28, R75,32
721592-002: 50 mg, 56, R150,64
Dosage: Indiv.dos.

Recomm.dos: 50 mg once dly,or 50 mg 2xdly in combinat. with metform.or insul., 

In combinat.with a sulphonylurea: 50 mg once dly.admin.in morn.

Contraindications: Hepat.impairm.incl.pre-treatm. ALT or AST >2,5x upper limit of norm.

Side effects: Angioed., hepat.dysfunct., trem., dizzin., headache, asthen., periph.oed., naus., flatul., GORD, diarrh., constip., decr.bld.gluc., hypoglycaem., hepatit. revers. with discont., urticar., pancreatit.
Warnings and special precautions: LFT’s prior to init.treatm.& imperat.mnthly for 1st 6 mnths.& then 3 mnthly., discont. if AST/ALT incr.of 3xULN, discont. & do not reinit.if jaund./other sympts. suggest. of liv.dysfunct.dev., safety in pregn.& lactat. not est., ren.impairm., not recomm.in pts. und. 18 yrs.as not stud., not a substit. for insul.in insul. req.pts., not for use in type 1 diab., diabet. ketoacidos., lact.intol.

See also MDR page 537.
 XE "Jalramet" JALRAMET, Novartis [P/S] 
Vildagliptin 50 mg, metformin HCl 850 mg
Vildagliptin 50 mg, metformin HCl 1 000 mg
Indications: Diet.& exerc.adjunct. in type 2 diab. mellit.pts.who are already stabilis.with separate vildagliptin & metformin combinat.at same dos., add-on to insul.as adjunct to diet &exerc. in pts. on stable dos.of insulin plus separate vildagliptin & metformin combinat.at same dos., in combinat. with a sulphonylurea (i.e. triple combinat. ther.) as adjunct to diet & exerc. in pts.stabilis. on a separate vildagliptin, metformin and sulphonylurea combinat.at same dos.

(S3) TABS, 48/21.2/0729, 0730

3000953-001: 50/850 mg, 30, R110,29
3000953-002: 50/850 mg, 60, R220,58
3000955-001: 50/1 000 mg, 30, R110,29
3000955-002: 50/1 000 mg, 60, R220,58
Dosage: Do not exceed max.dly.dos.of 100 mg vildagliptin  Admin.with meals.

Recomm.start.dos: Bas.on pts.current vildagliptin and/or metformin regimen.

In combinat.with sulphonylurea/insulin: Dos. should prov.vildagliptin dos.as 50 mg 2xdly. (100 mg tot.dly.dos) & a dos.of metform.simil.to dos. already being taken.

Contraindications: Ren.dis./dysfunct.with ser. creatin. lev.>1,5 mg/dl (males)& >1,4 mg/dl (fem.), hepat. impairm.incl.pre-treatm.ALTor AST >2,5x ULN., CHF req.pharmacol.treatm., ac./chron. metabol. acidos.incl.diabet.ketoacidos., tempor. discont.in radiolog.stud.involv.intravasc.iodinat. contrast med.

Side effects: V.common: N&V, diarrh., abdom. pain, appet.loss. Common: Trem., dizzin., headache, chills, naus., GORD, hypoglycaem., asthen., hyperhidros., metal.taste, Uncommon: Flatul., constipat., periph.oed. V.rare: Decr.vit.B12 absorpt., lactic acidos., abnorm.LFT, skin reacts.eg. erythema/prurit./urticar. Post market: Pancreatit., hepatit., arthralg.somet.sev.
Warnings and special precautions: Not a substit. for insul.in insul.req.pts. not for use in type 1 diab./diabet.ketoacidos., monit.ren.funct.& discont. if ren.impairm.pres., discont.& hospitalise if metabol.acidos.suspect., excess.alcoh.as alcoh. potent. metformin eff., tempor.discont.with radiolog. stud.involv.IV admin.of iodinat.contrast media & only re-instit.aft.norm.ren.funct.determ., LFT’s prior to init.treatm.& dur.treatm.at 3-mnthly. interv. dur.1st yr.& periodic.thereaft., discont.if AST/ ALT incr.of 3x ULN persist, discont.if jaund./ other signs of liv.dysfunct.devel.& do not reinit., NYHA class III HF & not recomm.in NYHA class IV HF as no exper., elderly & reduc.ren.funct.with reg. ren. funct.monit., lactic acidos.risk fact., condits. where ren.funct.may become imp., concom.meds. that affect ren.funct./affect metform.disposit.eg cationic meds., shock/ac.CHF/ac.MI & condits. characteris. by hypoxaem.have been assoc.with lact. acidos./preren.uraem., suspend.treatm.for surg. proced. where food & fluid restrict., annual haematol. monit. & Vit.B12 measurem., eval.for ketoacidos. &/lact.acidos.if clinic.status of prev.control.type 2 diab.pts.change, condits.where suscept.to hypoglycaem.effs./bld.gluc.control tempor.lost eg stress./fev./trauma/surg.etc., monit.for skin disords.eg blister./ulcerat., warn pt. of pancreatit.sympts.& if suspect.discont.not reinit. if confirm., assess.S/E regard.ability to drive/operat.machin., safety in pregn.& lactat.not est., safety & effic.not est. in pts.und.18 yrs.

Interactions: Alcoh.intoxicat.incr.lact.acidos. risk., incr.angioed.risk with ACE inhibit., furosemide incr.Cmax & bld.AUC of metform., metform. decr. Cmax & bld.AUC of furosemide, nifedipine incr.metform.absorpt./Cmax/ AUC & excret. in urine, cimetidine incr.metform.plasma/ bld. conc.& AUC, meds.produc.hyperglycaem.may lead to loss of glycaem.contr.

See also MDR page 538.
 XE "Janumet" JANUMET, MSD [P/S]
Sitagliptin 50(50, 50) mg, metformin HCl 500(850, 1 000) mg

Indications: Diet.& exerc.adjunct. in type 2 diab.mellit.pts. who are already stabilis.with separate sitaglipt.& metformin combinat.at same dos., diet & exerc.adjunct.in combin.with a sulphonylur. in type 2 diab.mellit.inadeq.contr. with any 2 of the 3 agents of metformin/sitagliptin or a sulphonylur., also indicat.in combinat.with pioglitaz./ insulin

(S3) TABS, 42/21.2/1089, 1090, 1091

717788-001: 50/500 mg, 56, R375,61
717790-001: 50/850 mg, 56, R375,61
717791-001: 50/1 000 mg, 56, R375,61
Dosage: Indiv.accord.to current regim./effic./ tolerabil.not exceed. max.recomm.dly.dos.of sitagliptin 100 mg. Admin. 2x/day with meals.

Switch.from co-admin.of sitagliptin & metformin: Bas.start.dos.on current sitagliptin & metformin dos.

Pts.inadeq. contr.on dual combin.ther.with any 2 of the foll.3 agents (sitagliptin, metformin or a sulphonylurea): Usual start.dos. of Janumet should prov.total dly. sitaglipt. dos. of 100 mg/day. Cons.pt.glycaem.contr.lev.& current metformin dos. when determin.metform.start.dos. Pts.current. on/ init.a sulphonylurea.may requir. low. sulphonylurea dos.

Pts.inadeq. contr.on dual combin.ther.with any 2 of the foll.3 agents (sitagliptin, metformin or insulin): Usual start.dos. of Janumet should prov.total dly. sitaglipt. dos. of 100 mg/day. Cons.pt.glycaem.contr.lev.& current metformin dos. when determin.metform.start.dos. Pts.current. on/ init.insulin.ther. may requir.low. insulin dos.

Contraindications: Ren.dis./dysfunct.with ser. creatin.lev.> 133 micromol/L (males) & >124 micromol /L (fem)/creatin.clear < 50 mL/min., abnorm.creatin.clear.result.from CV collapse/ac. MI/septicaem., ac./ chron.metabol.acidos.incl. diab. ketoacidos.with/without coma, sev.hypersens. react.hist., safety in pregn.not est., lactat., safety & effic.not est.in childr.und.18 yrs., not for use in type 1 diab./diab. ketoacidos. treatm., discont.temp.in pts.undergo. radiolog. stud. involv.iodinat.contrast mater.intravasc. admin. & only re-instit.aft.norm.ren.funct.determ.

Side-effects: V.comm.: GI disords. incl.N&V/ diarrh./ abdom.pain/loss of appet. Comm.: Somnol., hypoglycaem., constip., periph. oed., URTI, nasopharyngit., metall.taste. Uncomm.: Bld.gluc.decr., rhinorrh., headache, dry mouth, dizzin., osteoarthrit., pain in extremit. Very rare: Decr.vit.B12/ folic acid absorpt., lact.acidos., mild eryth. Unknown freq.: Hypersens.reacts.incl. anaphylax./ angioed./cutan.vasculit., exfoliat. skin condits.incl. Stev.-Johns.syndr., ac. pancreatit., worsen.ren.funct., arthralg., myalg., back pain

Warnings and special precautions: Ac. pancreatit./ lact.acidos.sympt., discont.Janumet & all potent. suspect meds.immed.if pancreatit. suspect., discont. ther.if hypersens.react.susp.& start altern. class meds.for diab., monit.ren.funct. bef.init.ther.& at least annual.thereaft., elderly, discont.ther.in case of ren.funct.impairm./suspect. lact.acidos., concom.digoxin, excess.alcoh.intake, avoid in hepat.dis., suspend.treatm.for surg. proced. where fluid & food restrict., annual haematolog.monit.& Vit.B12 measurem., eval.for ketoacidos.&/lact.acidos.if clinic.status of prev. contr.type 2 diab.pts.chang., condits.where bld. gluc.contr.temporar.lost, concom.meds.affect. ren.funct./have signific. haemodynam.changes/ interfer with metform.disposit., concom.meds. lead.to loss of glycaem.contr., ac./unstab.CHF/ ac.MI/other condits.characteris.by hypoxaem.& metform.accumulat. hav.been assoc.with lact. acidos., low.effect.metform.dos.to minim.l act.acidos.risk, suspend metform.in dehydrat./ sepsis, incr.sulphonylurea induc.hypoglycaem. when used in combinat.with sitagliptin & metform., use in combinat.with insul. not stud., consid. JANUMET as poss.cause for sev.joint pain & discont.ther.if appropr.

Drug interactions: Digoxin AUC & Cmax incr., glyburide AUC & Cmax  decr., pharmacokinet. paramet.of both compounds aff.with concom. furosemide, nifedipine enhanc. metform.absorpt., alcoh.potent.metformin eff.on lactate metabol., metform.potential interact.with cation.meds., cert. meds.produc.hyperglycaem.poss.lead to loss of glycaem.contr.
 XE "Januvia" JANUVIA, MSD [P/S]

Sitagliptin phosph.
Indications: Diet.& exerc.adjunct.to improve glycaem. contr.in adults with type 2 diab.mellit.as monother., combinat.ther.with metform./ pioglitaz./ sulphonylureas/insulin in adults with type 2 diab.mellit. when diet/exerc.& other ther. do not prov. adeq.glycaem. contr.

(S3) TABS, 41/21.2/0354, 0355, 0356
717785-001: 25 mg, 28, R375,61
717786-001: 50 mg, 28, R375,61
717787-001: 100 mg, 28, R375,61
Dosage: Recomm.dos: 100 mg once dly in as monother./ in combinat. with metform./ a sulfonylurea/ insulin (with/-out metform.)/ a PPARg agonist/ metform. + a sulphonylurea/ metform. + a PPARg agonist., consid.lower dos.of sulphonylurea/ insulin when used in combinat.to reduce risk of hypoglycaem., if dos.miss.take when pt.remembers. Doubl.dos. not to be taken on one day.

Mod.ren.insuffic: 50 mg once dly.if CrCl 30 - 50 ml/min.

Sev.ren.insuffic./end stage ren.dis.req. haemodialys: 25 mg once dly.without regard.to dialys.timing.

Contraindications: Ser.hypersens.react.hist.to other DPP-4, not stud.in sev.hepat.insuffic., not recomm.in pregn./paed.pts., lactat., not for use in type 1 diab.or diab.ketoacidos.treatm.

Side effects: Monother: Common: URTI, nasopharyngit., hypoglycaem., headache, osteoarthrit., pain in extremit. Uncommon: Dizzin., constip. Unknown.freq: Hypersens. reacts. incl.anaphylax., angioed., rash, urticar., cutan. vasculit., exfoliat.skin condits. incl. Stev.-Johns. syndr., ac.pancreatit., worsen.ren.funct., vomit., headache, constip., sev.arthralg., myalg., back pain, pemphigoid, prurit.

Combination ther.: Common: Hypoglycaem., naus., flatul., vomit., periph.oed., influenza, headache. Uncommon: Somnol., diarrh., constip., upper abdom.pain., rhinorrh., naus., influenza, dry mouth.

Warnings and special precautions: Ac. pancreatit.sympt.& ther. discont.immed.if pancreatit. suspect., secret.in milk of lactat.rats, mod. or sev.ren.insuffic., discont.ther.if hypersens. react.susp.& start altern.class meds.for diab., concom. digoxin, concom.meds.known to cause hypoglycaem.e.g. sulphonylur./insulin., consid. Januvia as poss.cause for sev.joint pain & discont. ther.if appropr.

Drug interactions: Digoxin AUC & Cmax incr., AUC & Cmax  poss.incr. by ciclospor./p-glycoprot. inhibits. (e.g. ketoconazole).

 XE "Onglyza" ONGLYZA, AstraZeneca [P/S] 
Saxagliptin HCl

Indications: Adjunct to diet & exerc.in adults with type 2 diabet.either as monother./in combin. with metformin/ a thiazolinedione/a sulfonylur./ insul. (with or without metformin) when sngl.agent alone, with diet & exerc.does not prov.adeq. glycaem. contr.

(S3) TABS. 43/21.2/0608, 0609

716640-001: 2,5 mg, 30, R197,41
716641-001: 5 mg, 30, R197,41
Dosage: Monother.& add-on combinat.ther: Recomm.dos: 5 mg once dly as monother.or in combin. with metformin/a thiazolidinedione/ a sulfonylurea/insul.(with or without metformin)
Contraindications: Sev.hepat.impairm., pancreatit. hist., type 1 diab., treatm.of diabet. ketoacidos, DPP4 inhibit. hypersens., safety in pregn./ lactat./paed.& adolesc.pts.not est., lact. intol.
Side effects: Common: URTI, UTI, sinusit., gastroenterit., headache, abdom.pain, vomit. Post-market.: Hypersens.reacts.incl. anaphylax./ angio-oed./rash & urticar., ac.pancreatit., arthralgia, bull.pemphigoid, toxic epiderm.necros., Steven-Johnson Syndr., erythem.multiform., ac.general. exanthem.pusulos., erythroderma.
Warnings and special precautions: Ren.funct. assessm. bef. init.ther.& period.theraft., mod.to sev.ren. funct. impairm., end-stage ren.dis., cross. placenta & secret.in breast milk of rats, low. sulfonylur.dos. reqd.to reduc.hypoglycaem.risk. when used in combin.ther., discont.if ser. hypersens. reacts./pancreatit.suspect, known risk fact.for hosp.for HF, reports of poss.sev.joint pain, discont.if blisters/erosions develop.&bull.pemphigoid suspect.
Drug interactions: Poss.decr.plasma conc.with CYP3A4/5 induc.(eg.carbamazepine/ dexamethasone/ phenobarbital/phenytoin/ rifampicin).
19.1.2.2
SGLT2 inhibitors
FORXIGA (MDR Listing)

JARDIANCE (MDR Listing)
 XE "Daglif" DAGLIF, Zydus [P/S]
Dapagliflozin

Indications: Improv.glycaem. contr.in adults (18 yrs & old.) with type 2 diabet.mellit.as monother. adjunct to diet & exerc./ add-on combinat.ther.with gluc.-lower. meds. when these togeth.with diet & exerc.do not prov.adeq. glycaem.contr.

(S4) TABS, 55/21.2/0049, 0050

3006119-001: 5 mg, 30, R253,89
3006122-001: 10 mg, 30, R253,89
Dosage: Monother.& add-on combinat.ther: Recom.dos: 10 mg once dly. 

Contraindications: Mod.to sev.ren.impairm.(GFR < 60 mL/min)/ end stage ren.fail./ pts on dialys., diabet.mellit.type 1, pregn. & breastfeed.

Side effects: Freq.: Vulvo-vaginit., balanit.& relat.genit.infects., UTI’s, hypoglycaem.with SU & insul.use, dizzin., constipat., dry mouth, back pain, glucosur., dysur. polyur.incl.pollakiur./ incr.unrin.output/ osmotic diures., vulvovag.-& genit.prurit., dyslipidaem., incr.haematocrit. decr.creat.ren.clear. Less freq.: Fungal inf., necrotis.fasciit.of perin. (Fournier’s gangr.), vol.deplet., dehydrat., hypovolaem., hypotens., thirst, diabet.ketoacidos., hyperhidros., noctur., renal impair., incr.bld.creat.&-urea, decr.weight.Also if 10 mg added to metfor.: Headache. Also if 10 mg added to thiazolid.: Nasopharyngit., diarrh.Post market.: Gener.-, prurit.-, macul.-, pustul.-, vesicul.-erythemat.rash.

Special warnings and precautions:Not for use in weight contr.programm./ any othr condits.except DM2, reports of metab.acidos.incl.ketoacidos., metab.acidos.predispos.factors incl.reduc.calor.or fluid intake/ red.insulin dose/ incr.insulin req.due to illn., surgery or alcoh.abuse, ketoacidos.predispos.factors incl.low beta-cell funct.reserve result in pancreat.disords., monit.ren.funct.prior to init.& periodic.thereaft., expos.incr.in sev.hepat.impairm., may decr.systol.& diastol.BP, caut.in pts.where drop in BP pos risk eg.elderly & pts.on antihypertens.with hist.of hypotens., monit.vol.status pts.at risk of vol.deplet.due to intercurr.condits, caut.in pts with incr.risk of diabet.ketoacidos.(DKA), interr.treatm.before maj.surgery/ac.serious medic.illn., post market.cases of necrotis.fasciit.of perineum, incr.risk of UTI, elderly, CF, S&E not est.in paed.use, counsil pts.on routine foot care, urine glucose test positiv., contains lact. 
Interactions: Add to duiret.eff of thiazide-& loop diuret., poss.red.dose of insul.& insul.secretagogues, unreliab.1,5-AG assay for monit.glyc.control.

 XE "Duforzig" DUFORZIG, AstraZeneca [P/S]

Dapagliflozin

Indications: Improv.glycaem.contr.in adults (≥18 yrs.) with type 2 diabet.mellit.as monother.adjunct to diet & exerc./ add-on combinat.ther.with gluc.-lower.meds.when these togeth.with diet & exerc.do not prov.adeq.glycaem.contr., reduc.new/ worsen.HF risk or CV death in est.CV dis./ multiple risk fact.in type 2 diab.mellit., reduc.worsen.HF risk or CV death in HF (NYHA class II-IV) & left ventric.eject.fract.<40%. Chron.kidney dis.treatm.

(S4) TABS, 56/21.2/0608

3005567001: 10 mg, 30, R260,39
Dosage: Monother./add-on combinat.ther: Recom.dos: 10 mg once dly. Recom.start dose with metformin as init.comb.is 10 mg Duforzig and 500 mg metformin, if inadeq.incr.metform.dose accord.to metformin PI.

Heart fail.& Chron.kidn.dis.: Recom.dos: 10 mg once dly. regardl.of meals. May be used in conjunct.with other HF/ kidn.dis.related ther.

Contraindications: Diabet.mellit.type 1, pregn.& lactat., not indicat.for use in weight contr.program., hist.of pancreatit./ pancreat. surg.

Side effects: V.common: Hypoglycaem. with SU & insul.use, glucosur. Common: Vulvo-vaginit., balanit.& relat.genit. infects., UTI’s incl.pyelonephrit., cystit., rash, back pain, dysur., polyur., dyslipidaem., incr. haematocrit. Uncommon: Vol.deplet., dehydrat., hypovolaem.,hypotens., thirst, constipat., hyperhidros., noctur., incr.bld. urea, vulvovag.prurit. Rare: Diabet. ketoacidos.

Special warnings and precautions: May decr. systol.& diastol.BP, not for treatm.of diabetic ketoacid., assess pts.pres.with S&S consist. with ketoacidos.incl.N&V/ abdom.pain/ malaise/ shortn.of breath even if bld.gluc.lev. <14 mmol/L, ketoacidos.predispos.factors incl.low beta-cell funct.reserve result.from pancreat.disords., e.g.pancreatit.hist./ pancreat.surg., ltd.exp.init.treatm.if eGFR <25mL/ min/1,73m2, not recomm.DM2 to improve glycaem.contr.when eGFR persist.<45 mL/ min/1,73m2, cont.with treatm.to manage ren.& CV comorbid.& consid.add.gluc.lower.treatm.if need., ., incr.UTI/ genit.infect.risk, , monit.ren.funct., discont.if ren.funct.falls bel. eGFR <45mL/ min/1,73m2, a low.insul./ insul. secretagog. dos.poss.reqd.to reduc. hypoglycaem.risk when used concom., S&E not est.in paed.pts., pts.sev.ren.impairm./ end stage ren.dis./ recent CV event/ pregn.& breastfeed. exclud. from clin.studies, cont.lactose.

Interactions: Poss.interact.mediat.by UGT1A9 (eg.ketoconazole), decr. system. expos.with concom. rifampicin, do not use A1,5-AG assay to monit. glycaem.contr.
 XE "Forxiga" FORXIGA, AstraZeneca [P/S] 
Dapagliflozin

Indications: Improv.glycaem.contr.in adults (≥18 yrs.) with type 2 diabet.mellit.as monother.adjunct to diet & exerc./ add-on combinat.ther.with gluc.-lower.meds.when these togeth.with diet & exerc.do not prov.adeq.glycaem.contr., reduc.new/ worsen.HF risk or CV death in est.CV dis./ multiple risk fact.in type 2 diab.mellit., reduc.worsen.HF risk or CV death in HF (NYHA class II-IV) & left ventric.eject. fract.<40%. Chron.kidney dis.treatm.
(S4) TABS, 46/21.2/0214, 0215

723708-001: 5 mg, 30, R402,42
723709-001: 10 mg, 30, R402,42
Dosage: Monother./add-on combinat.ther: Recom.dos: 10 mg once dly. Recom.start dose with metformin as init.comb.is 10 mg Forxiga and 500 mg metformin, if inadeq.incr.metform.dose accord.to metformin PI.

Heart fail.& Chron.kidn.dis.: Recom.dos: 10 mg once dly. regardl.of meals. May be used in conjunct.with other HF/ kidn.dis.related ther.

Contraindications: Diabet.mellit.type 1, pregn.& lactat., not indicat.for use in weight contr.program., hist.of pancreatit./ pancreat. surg.

Side effects: V.common: Hypoglycaem. with SU & insul.use, glucosur. Common: Vulvo-vaginit., balanit.& relat.genit. infects., UTI’s incl.pyelonephrit., cystit., rash, back pain, dysur., polyur., dyslipidaem., incr. haematocrit. Uncommon: Vol.deplet., dehydrat., hypovolaem.,hypotens., thirst, constipat., hyperhidros., noctur., incr.bld. urea, vulvovag.prurit. Rare: Diabet. ketoacidos.

Special warnings and precautions: May decr. systol.& diastol.BP, not for treatm.of diabetic ketoacid., assess pts.pres.with S&S consist. with ketoacidos.incl.N&V/ abdom.pain/ malaise/ shortn.of breath even if bld.gluc.lev. <14 mmol/L, ketoacidos.predispos.factors incl.low beta-cell funct.reserve result.from pancreat.disords., e.g.pancreatit.hist./ pancreat.surg., ltd.exp.init.treatm.if eGFR <25mL/ min/1,73m2, not recomm.DM2 to improve glycaem.contr.when eGFR persist.<45 mL/ min/1,73m2, cont.with treatm.to manage ren.& CV comorbid.& consid.add.gluc.lower.treatm.if need., ., incr.UTI/ genit.infect.risk, , monit.ren.funct., discont.if ren.funct.falls bel. eGFR <45mL/ min/1,73m2, a low.insul./ insul. secretagog. dos.poss.reqd.to reduc. hypoglycaem.risk when used concom., S&E not est.in paed.pts., pts.sev.ren.impairm./ end stage ren.dis./ recent CV event/ pregn.& breastfeed. exclud. from clin.studies, cont.lactose.

Interactions: Poss.interact.mediat.by UGT1A9 (eg.ketoconazole), decr. system. expos.with concom. rifampicin, do not use A1,5-AG assay to monit. glycaem.contr.

See also MDR page 194.
 XE "Jardiance" JARDIANCE, Ing.Pharm 
Empagliflozin.

Indications: Glycaem.control: Adjunct to diet & exerc.to improv. glycaem. contr.in adults with type 2 DM Add-on combinat.ther: Gluc.lower.meds incl.metformin/ a thiazolidinedione/ sulphonylurea/ DPP4 inhibit./ insul.when these togeth.with diet & exerc.do not prov. adeq.glycaem.contr.

Cardiovasc.event prevent: Type 2 DM pts. with high CV risk (eg.prev.MI/multi vessel coron. artery dis./ prev.coron.revitalisat./ sngl. vessel coron.dis./at least 50% coron.artery lumen narrow.) to reduc.risk of CV death due to MI/CV death or hospitalisat.for HF.Heart Failure: NYHA class II-IV HF indepen.of left ventricul.eject.fract. with/-out type 2 DM to red.risk of CV dealth & hosp.for HF, to slow kidney funct.decline.

(S4) TABS, 48/21.2/1380, 0411
720929-001: 10 mg, 30, R527,73
721619-001: 25 mg, 30, R527,73
Dosage: Assess hydrat.status & ren.funct bef. init. treatm., do not init.treatm if vol.deplet./ acidot pts.

Type 2 DM: Recomm.start.dos.: 10 mg once dly.which if tolerat. may be incr.to 25 mg once dly in pts.req. addit. glycaem.contr.HF: Recomm.dose 10 mg once dly.

In comb.with SU/insulin red.dose of SU/insulin.
Contraindications: Empagliflozin/any excip. hypersens., treatm.of type 1 DM treatm.of ketoacidos., Type 2 DM with severe ren.impairm.creatin.clear. < 30 mL/ min), end stage ren.dis./dialys., pregn.& lactat.

Side effects:V.common: Hypoglycaem.(when used with sulphonylurea/insul.)(common in HF), glycosur.(uncomm.in HF) Common: Vag.monilias./ vulvovaginit./ balanit & other genit. infects., UTI, weight loss, incr.ser. lipids, prurit., incr.urinat. (uncomm.in HF), thirst(uncomm.in HF)., constipat.(uncommon with 25 mg T2DM ) Uncommon: Vol. deplet.(hypotens. & dehydrat.) (very common in HF), dysur., ketonur.(rare in HF), incr.haematocrit.(rare with 10 mg T2DM), incr.bld. creatinine, decr. glomerul. filtrat.rate. Not known: Fournier’s gangrene (necrotis. fasciitis of the perineum) (rare in HF) Post market: Ketoacidos.with atypic. presentat., pylenephrit.& urosepsis, allerg.skin reacts., angioed., phimosis.
Special warnings and precautions: Not for type 1 DM, pts.present. with S&S incl.naus./ vomit./abdom.pain/ anorex./ excess.thirst/ diffic.breath./ confus./ unusual fatig./-sleepin.should be assess.for ketoacidos. regardl.of bld.gluc.levs. treatm.discont.& prompt.managm., ketoacidos. risk incr.in pts with red.fluid & food intake/ very low carb.diet/ sev.dehydrat. pts./ insulin dose red./ hist.of ketoacidos./ low β-cell funct.reserv./ pancreat. dis./ alcoh.abuse, progress. incr.in bld.& urine keton.& progress.incr.in metabol. acidos.pos.indicat.of ketoacidos. developm. irrespect.of bld.gluc.levs., monit.bld./ urine keton.& bld.pH reg., underly.mechan. for SGLT2 inhibit.-assoc ketoacidos.not est., atypic. metabol. acidos.may pres.in simil.mann.to ketoacidos., incr.in haematocrit can be expect., incr.risk of hypoglycaem. with concom. insul.secretagog.eg.sulphonylur./ insul., not recomm.in DM2 pts.with eGFR < 30 mL/ min/1,73 m2, not recomm.in HF pts.with eGFR < 20 mL/ min/1,73 m2, assess.ren.funct. prior & periodic.(6 mnthly) dur.treatm., consid.ren.funct. in conjunct. with metform., cases of hepat.injur.report., pts.with known CV dis./ hypotens.hist.& pts.on anti-hypertens./ diuret. ther., ≥75 yrs., caref.monitor.vol.status & electrol.in condits.lead to fluid loss.recomm., tempor. interrupt. treatm until fluid loss correct., incr.risk if UTI &/ genit.infect., chron./ recurr.UTI hist pts.more likely to exper.UTI, consid. treatm. interrupt.with complicat.UTIs/ necrotis. fasciitis of the perineum, not recomm.in childr.<18 yrs, not indicat. for use in weight control program.

Interactions: Diuret.eff.of thiaz./loop diurets. poss. enhanc.& risk of dehydrat./ hypotens.incr., glycaem. contr.cannot be assess. using urine gluc.monitor.or 1,5 AG bld.assay., decr.bld Li 
See also MDR page 240.
 XE "Sagalatin" SAGALATIN, Cipla Medpro [P/S]
Dapagliflozin propanediol eqv.to dapagliflozin 

Indications: Improv.glycaem. contr.in adults (18 yrs & old.) with type 2 diabet.mellit.as monother. adjunct to diet & exerc./add-on combinat.ther.with gluc.-lower. meds. when these togeth.with diet & exerc.do not prov.adeq. glycaem.contr.

(S4) TABS, 53/21.2/0720, 0721

3006448-001: 5 mg, 30, R260,39
3006449-001: 10 mg, 30, R260,39
Dosage: Monother./add-on combinat.ther: Recom.dos: 10 mg once dly. Swall.whole.

Contraindications: Mod.to sev.ren.impairm.(GFR < 60 mL/min)/end stage ren.fail./pts on dialys., diabet.mellit.type 1, pregn. & breastfeed.

Side effects: Freq.: Vulvo-vaginit., balanit.& relat.genit.infects., UTI’s, hypoglycaem.with SU & insul.use, dizzin., rash, back pain, glucosur., dysur., polyur., incr.unrin.output, osmotic diures., dyslipidaem., incr.haematocrit. decr.creat.ren.clear. Less freq.: Fungal inf., vol.deplet., dehydrat., hypovolaem., hypotens., thirst, diabet.ketoacidos., constipat., dry mouth, hyperhidros., noctur., renal impair., vulvovag.-& genit.prurit., incr.bld.creat.&-urea, decr.weight.

Special warnings and precautions: Monit.ren.funct.prior to init.& periodic.thereaft., not recomm.in sev.hepat.impairm., may decr.systol.& diastol.BP, pts.at risk of vol.deplet.due to co-exist.condits./concom.meds.incl.loop diuret., monit.vol.status & electrol., temp.interr.treatm.untill volume deletion correct., not for diabet.ketoacidos.(DKA), interr.treatm.before maj.surgery/ac.serious medic.illn., restart once stable, ketoacidos.predispos.factors incl.low beta-cell funct.reserve/ restrict.food intake/ dehydrat./ red.insulin dose/ incr.insulin req., restart.treatment after DKA not recomm., incr.UTI, lower dose of insulin to red.hypoglyc.risk, safety & effic.not est.in paed.pts., pts.≥65 yrs., initiat.of therap.in pts>75 yrs not recomm., CF, concom.pioglitazone, counsil pts.on routine foot care, urine glucose test positiv., contains lact. 
Interactions: Add to duiret.eff of thiazide-& loop diuret., poss.red.dose of insul.& insul.secretagogues, ketoconazole, unreliab.1,5-AG assay for monit.glyc.control.
 XE "Synglutra" SYNGLUTRA , Cipla Medpro [P/S]

Dapagliflozin 5(10)mg, metformin 1 000(1 000)mg.

Indications: Adult type 2 diabet.mellit.as adjunct to diet & exerc./reduc.new/ worsen.HF or CV death in est.CV dis/multiple risk fact.

(S4) XR TABS, 53/21.2/0615; 0652

3006455-001: 5/1 000 mg, 60, R368,11
3006456-001: 10/1 000 mg, 30, R309,90
Dosage: Admin.once dly in morn.with food.Do not crush/ cut/ chew tab. Recom.dapagliflozin dose: 10 mg once dly. Recomm.metform.start.dose 500 mg once dly titrat.up to 2 000 mg once dly. Dose should provide metform.at dose already taken/ nearest therapeut. appropr. dose Use indiv.mono-compon.instead of fix.dose combinat.if no adeq.strength avail. Recomm.dose not to exceed dapagliflozin 10 mg dly.Refer to prod.lit.for dose in ren.impairm.

Contraindications: Ac./ chron.metabol.acidos., diabet.pre-coma, sev.ren.impairm.(GFR < 30 mL/min/1,73m2), ac.condit.poss.alter.ren.funct.eg.dehydrat./ sev.infect./ shock/ IV iodinat.contr.med., ac./chron.dis.cause tissue hypox.eg.card.or resp.fail./ pancreatit./ rec.MI/ shock, hepat.impairm., ac.alcoh.intox., ac./chron.alcohol., diabet.mellit.type 1, pregn., women breast feed.

Side effects: Freq.: Vulvo-vaginit., balanit.& relat.genit.infects., UTI’s, nasopharyngit., influen., pharyngit., hypersens., hypoglycaem.with SU & insul.use, taste disturb., dizzin., headache, GI sympts., rash, back pain, , glucosur., dysur., polyur., incr.unrin.output, osmotic diures., dyslipidaem., incr.haematocrit. decr.creat.ren.clear., hyperphosphatem. Less freq.: Fung.infect., vol.deplet., dehydrat., hypovolaem., hypotens., thirst, diabet.ketoacidos, lactic acidos., vitB12 defic., constipat., dry mouth, abnorm.LFT, trans.hepatit., hyperhidros., skin reacts., noctur., ren.impairm., vulvovag.-& genit.prurit., incr.bld.creat.&-urea, decr.weight.
Special warnings and precautions: Assessm.of assoc.lact.acidos.risk fact., temp.disc.if dehydrat., effic.depend.on ren.funct., do not init.if GFR <60mL/min & disc.if persist.<45mL/min, assess ren.funct.prior to init.& periodic.thereaft., impair.ren.funct.eg.init.antihypertens./diuret.& with NSAID, avoid in hepat.dis., pts.at incr.risk of volume deplet., pts.at risk if BP decr.eg.CV dis./ antihypertens therap.iwth hist.of hypotens./ elderly, not to use in condits.may cause dehydrat./ serious infect./ trauma/ low cal.intake, annual estimat.of Vit B12 with long-term treatm., excess.alcoh.intake, not for diabet.ketoacidos.(DKA), temp. interr.treatm.before maj.surgery/ac.serious medic.illn., ketoacidos.predispos.factors incl.low beta-cell funct.reserve/ restrict.food intake/ sev. dehydrat./ red.insulin dose/ incr.insulin req., restart.treatment after DKA not recomm., sympt.of necrotis.fasciit.of perin., UTI, elderly, ltd.data in CF, a low.insul./ insul.secretagog.dose poss.reqd. to reduc.hypoglycaem.risk when used concom., condits.where hypoglycaem.may develop., counsil pts.on rout.prev.foot care, posit.urin.gluc.test, disc. prior & until 48 hrs after IV iodinat.contr.med.if ren.funct.norm., S&E in paed.pts.not est. 
Interactions: Dapaglifozin: Add to duiret.eff of thiazide-& loop diuret.,poss.red.dose of insul.& insul.secretagogues, ketoconazole, unreliab.1,5-AG assay for monit.glyc.control. Metformin: Concom cation.meds.elimin.by ren.tubul. secret.eg. amiloride/ cimetidine/ digoxin/ morphine/ procainamide/ quinidine/ quinine/ ranitidine/ triamterene/ trimethoprim/ vancomycin not recomm., alcoh., IV iodinat.contr.med. caut.with concom.glucocortic./ β-2-agonist/ diurretic & phenothiazine/ thyroid meds./ oestrogen/ OC/ phenytoin/ nicotinic acid/ sympathomimetic/ CCB/ isoniazid., meds.poss.incr.risk of lactic acidos eg. NSAIDs incl COX-II-inhib./ ACEI (may decr.bld gluc lvl)/ ARBs & duiretics esp.loop-, long term treatm. may cause vit B12 malabsorp.

 XE "Synjardy" SYNJARDY, Ing.Pharm [P/S] 
Empagliflozin 5 (5; 5; 12,5; 12,5; 12,5) mg, Metformin HCl 500 (850; 1000; 500; 850; 1000) mg

Indications: Adjunct to diet & exerc.to improv. glycaem. contr.in adults with type 2 diabet.mellit. stabilis.on co-admin.of the two component meds., reduc.the risk of CV death or hospitalisat.for HF in type 2 diabet.mellit.and high CV risk.

(S4) TABS, 49/21.2/0915, 0916, 0917, 0918, 0919, 0920

3002736-001: 5/500 mg, 60, R527,73
3002737-001: 5/850 mg, 60, R527,73
3002739-001: 5/1 000 mg, 60, R527,73
3002740-001:12,5/500 mg, 60, R527,73
3002741-001: 12,5/850 mg, 60, R527,73
3002742-001: 12,5/1 000 mg, 60, R527,73
Dosage: Assess hydrat.status & ren.funct bef. init. treatm. Indiv.bas.on current regim./effectiven. / tolerabil. Admin.with meals to reduc.GI effs.

Recomm.dos: 1 tab. 2xdly.

Max.recomm.dos: 25 mg of empagliflozin & 2 000 mg of metformin dly.

Treatm.naïve pts: Recomm.start dos: 5/500 mg 2xdly. If addit.glycaem.contr.reqd. adj. dos.bas.on effectiven./tolerabil.while not exceed.max. recomm. dly.dos.

Switch.from co-admin.of empagliflozin & metformin: Bas.start.dos.on current empagliflozin & metformin dos.or the nearest therapeutic. appropr. dos.of metformin
Pts not adeq.controll.on max.tol.dos.of metformin alone/in combinat.with other meds. incl.insulin: Recomm.start.dos: 5 mg empagliflozin 2xdly.& a dos.of metform.simil.to dos. already being taken. In pts tolerat. empagliflozin 10 mg dly.the dos.can be incr.to 25 mg dly.

In combinat.with sulphonylurea &/insulin: Low. dos.of sulphonylurea &/or insulin may be reqd.to reduc.risk of hypoglycaem.

Contraindications: Hypersens.to actives/ excipients, type 1 diabet.mellit., any type of metabol. acidos., diabet.pre-coma, ren.fail./ren. dysfunct.CrCl <60 mL/min., ac.condit.with potent. to alter ren.funct.eg dehydrat., sev.infect., shock, IV admin.of iodinat.contrast agents, ac./chron.dis. which may cause tiss.hypox.incl.card./resp.fail./ rec.MI/shock/pulm.embol./ac/signific. bld.loss/ sepsis/gangr./pancreatit., dur./immed.follow.surg. where insulin essent., elect.maj.surg., hepat. impairm., ac.alcoh.intoxicat./alcohol, pregn.& lactat.

Side effects: V.common: Hypoglycaem., GI sympts. Common: Vag.monilias., vulvovaginit., balanit., other genit.infects., UTI, taste disturbs., prurit, incr.urinat., thirst, incr.ser.lipids. Uncommon: Vol.deplet., dysur., decr.glomerul. filtrat., incr.bld.creatin., incr.haematocrit. V.rare: Lact.acidos., Vit.B12 defic., LFT abnormalit., hepatit., erythem., urticar. Unknown freq: Ketoacidos., pyelonephrit., urosepsis, necrotis. fasciitis of perineum, allerg.skin reacts., angioed.

Warnings and special precautions: Not for use in type 1 diab./diabet.ketoacidos., not indicat. for use in weight control program., S&S of ketoacidos. incl.naus./vomit./thirst/abdom.pain/ malaise/ shortn.of breath should be assess.for metabol.acidos.even if bld.gluc.levs.<11 mmol/L & treatm.discont.& prompt.managm., predispos. facts.for metabol.acidos.incl.low carb.diet/ dehydrat./ ac.illn./surg./prev.ketoacidos./ insul.defic./ malnourish./reduc.calor.intake/incr. insul. requirem.due to infect./alcoh.abuse/low beta-cell funct.reserve from pancreat.disords.to be monit.& tempor. discont.in predispos.to ketoacidos., lactic acidos. risk fact., discont.& hospitalise if metabol.acidos. suspect., monit.card./ren.funct.in stable chron.HF, monit.vol.status & electrolyt.in fluid loss assoc. condit.eg GI illn., eval.for UTI S&S, consid. treatm. interrupt.with recurr.UTIs., necrotis.fasciitis, reg. examine feet; ensure routine footcare, not stud.in combinat.with GLP-1 analog., IV admin.of iodinat. contrast mat, cease treatm.at least 48 hrs bef.maj. surg., consid.postpon.proced.if treatm.not ceas. prior to non-urgent surg., annual haematolog. monit. & Vit.B12 measurem., low vit B12 predisposit., monit.ren.funct.prior to init.& regularly thereaft., elderly esp.≥ 75 yrs., not recomm. in pts.85 yrs.& old., safety & effic.not est.in paed.pts.und.18 yrs., glycaem.contr.cannot be assess.using 1,5 AG bld. assay.

Interactions: Empagliflozin: Diuret.eff.of thiaz./ loop diurets.poss.enhanc.& risk of dehydrat./ hypotens. incr., insul.secretagog.(eg sulfonylureas) / insul. incr.risk of hypoglycaem., lower insul.dos. /insul.secretagog.poss.reqd.to reduc.hypoglycaem. risk when used in combinat., incr.AUC with gemfibrocil/ rifampicin/probenecid. Metformin: Iodinat. contrast mat (see contraindicat.), alcohol/ alcohol contain.meds.may incr.risk of lact.acidos.& mask signs of hypoglycaem., glucocorticoids/ tetracosactides/ beta 2-agonists/danazol/high dos.chlorpromazine /diurets.due to intrins. hyperglycaem.activ., diuret.incr.risk of lact. acidos., decr.bld.gluc.levs.with concom. ACE-inhibits., CCBs may affect.gluc.control, beta-block. potent.anti-hyperglycaem.act., reduc.clear.with concom.cimetidine, elimin.of vit.K antagon.incr., incr.metform.Cmax & AUC with concom.nifedipine, poss. incr.absorpt.with OCT1 induc., reduc. effic. with OCT1 substr./inhibits., decr.ren.elimin.with OCT2 substr./inhibits.

See also MDR page 256.
 XE "Xigduo" XIGDUO XR, AstraZeneca [P/S] 
Dapagliflozin 5(10)mg, metformin 1 000(1 000)mg.

Indications: Adult type 2 diabet.mellit.as adjunct to diet & exerc./reduc.new/ worsen.HF or CV death in est.CV dis/multiple risk fact.

(S4) XR TABS, 52/21.2/0415; 0413

3004733-001: 5/1 000 mg, 60, R516,93
3004735-001: 10/1 000 mg, 30, R516,93
Dosage: Admin.once dly with even.meal. Do not crush/cut/chew tab.

Recom.dapagliflozin dos: 10 mg once dly. Recomm. metform.start.dos.500 mg once dly titrat.upto 2 000 mg once dly. Dos.should provide metform. at dos.already taken/nearest therapeutic. appropr. dos. Use indiv.mono-compon.instead of fix.dos. combinat.if no adeq.strength avail. Recomm.dos. not to exceed dapagliflozin 10 mg dly. (2 tabs of dapagliflozin 5 mg/500 mg metformin or 2 tabs of dapagliflozin 5 mg/1 000 mg metformin).

Contraindications: Sev.ren.impairm.(GFR < 30 mL/min/1,73m2), ac/chron.metabol.acidos.incl. diabet.ketoacidos., diabet.mellit.type 1, pregn., women breast feed.

Side effects: Dapagliflozin: Common: Genit.infects., UTI’s incl.pylonephrit.& prostatit., back pain, pollakiur., polyur. Rare: Diabet. ketoacidos. Post market: Rash . Metformin HCl: V.common: GI sympts. Common: Taste disturbs. V.rare: Lactic.acidos., vitB12 defic., liv.funct. disords., hepatit., urticar., erythema, prurit.

Special warnings and precautions: Not indicat. for use in weight contr. program., assessm. of assoc.lact.acidos.risk fact., concom. meds. that can ac.imp.ren.funct., discont.in case of suspect. metabol.acidos.& eval./manag.accord., not recomm. if eGFR persist.<45mL/ min/1,73m2, monit.ren.funct.prior to init.& periodic.thereaft., ac.condits.assoc.with hypox/impact.ren.funct., discont. prior to/at time of & x48 hrs aft.& ren. funct.est as stable for proced.with intravasc. iodinat. contrast mat., tempor.suspend.bef.surg. proced.restart.when oral intak resum.& ren.funct. stable, avoid in hepat.dis., avoid excess.alcoh. intake, assess pts.pres.with S&S consist.with ketoacidos.incl.N&V/abdom.pain/malaise/shortn. of breath even if bld.gluc.lev.<14 mmol/L, ketoacidos. predispos.fact., eval.for lact.acidos. evid. in pts.prev.well control.who develop lab abnormalit./clinic.illn., pts.at risk of vol.deplet.due to co-exist.condits., a low.insul./insul.secretagog. dos. poss.reqd. to reduc.hypoglycaem.risk when used concom., condits.where hypoglycaem.may develop., lact.intol., poss.effs.of hypoglycaem.on mot.skills, 

Interactions: Cation.meds.elimin.by ren.tubul. secret.have theoretic.interact.potent.with metform., metform.plasma conc.incr.with cimetidine, glyburide AUC and Cmax.decr., in metform./furosemide study paramet.of both compds affect., nifedipine incr.metform.plasma Cmax & AUC, poss.loss of glycaem.control with concom.meds.produc.hyperglycaem., monit.of glycaem.control with 1,5-AG assay not recomm.

See also MDR page 205.
19.1.3
GLP-1 agonists
 XE "Byetta" BYETTA, Astra Zeneca 
Exenatide

Indications: Add-on ther.in type 2 diab.mellit. inadeq.control.by lifestyle modificat.& other oral antidiabet.ther., add-on ther.to bas.insul.with/ without other oral antidiab.ther.in adults where adeq.glycaem.control with these agents not achiev.

(S3) SOL FOR INJ, 41/34/0068, 0069

711678-001: 5 µg, 1x1,2 dispos.pen inj, R367,21
711684-001: 10 µg, 1x2,4 dispos.pen inj, R734,43
Dosage: Do not admin.by IV/IMI. Admin.as separ. inj.from bas.insul.

Admin.60 min.bef.two main meals of the day approx. 6 hrs.or more apart. Do not admin.aft. meals. Cont.with next sched.dos.if inj.miss. Do not mix. with other parenteral med. Init: 5 µg SC 2xdly. for at least 1 mnth. Thereaft.may be incr.to 10 µg SC 2xdly.

Contraindications: Ren.impairm.with creatin. clear. <30 ml/min./end-stage ren.dis., no studies in sev. GI dis.incl.gastroparesis. GI dysmotility, GI anatomic. obstruct., pregn., lactat., no pharmacokinet. study in ac./chron.hepat.insuffic., safety & effectiven.not est.in pts.und.18 yrs.

Side effects: Alt.ren.funct.incl.ren.impairm./ worsen. chron.ren.fail., ac.pancreatit., necrotis./ haemorrh. pancreatit.& sometimes death, hypoglycaem. with metformin & a sulphonylur., decr. appetite, dehydrat., decr.weight, CNS effs., headache, dizzin., GI disturbs.incl.N&V/eructat./ GORD/ abdom.distens., hyperhidros., inj.site reacts., rash, prurit., urticar., angioed., feel.jittery, asthen., hypersens./anaphylact.reacts., anti-exenatide antibody develop.but titres dimin.over time remain.low over 82 wks.dimin.glycaem. respons. poss.in pts.with high.titre antibod., high. inj. site reacts.with anti-exenatide antibod. developm., incr.bld./ser.creatin., alopec.

Warnings and special precautions: Not for use in type 1 diab.mellit.or diabet.ketoacidos.treatm., IV/IM inj.not recomm., oral meds.requir.rapid GI absorpt.as gastric emptying slow., concom. thiazolidinediones/d-phenylalanine derivat./ meglitinides or alpha-glucosidase inhibit.not stud., incr. INR & assoc.bleed.with concom.warfar., advise pts.of S&S of ac.pancreatit.& discont.if pancreatit suspect., the report.weight loss of 1,5 kg/wk.may have harmf.conseq., to reduc.incr. hypoglycaem.incid.report.with concom. sulphonylurea consid.reduc.sulphonylurea dos., ongoing eval.of concom.bas.insul.dos.& consid. reduc. bas.insul.dos.in pts.at incr.risk of hypoglycaem., meds.depend.on thresh.conc.for effic. such as antibiot.to be admin.at least 1 hr bef.ther., skelet.defects/cleft palate/reduc.foet. growth with high Byetta dos.dur.gestat.

Drug interactions: Decr.Lovastatin AUC & Cmax , lovastatin tmax delay , tmax delay observ.when digox./ lisinopril/warfarin admin. 30 mins.aft.exenatide, extent & rate of absorpt.of oral.admin.meds. reduc., incr.hypoglycaem.incid.with concom. sulphonylurea, INR incr.with warfar., poss.alt.ren. funct.with concom.ACE-inhibits./NSAID/diuret.

 XE "Ozempic" OZEMPIC, Novo Nordisk [P/S]
Semaglutide 

Indications: Glycaem.control: Adjunct to diet & exerc.to achiev.glycaem.contr.in type 2 diab. mellit., as monother.when metformin inappropr.or combin. ther.with oral anti-diabet.meds./basal insul. with/-out metformin/pre-mix insulin.

Cardiovasc.event prevent: Prev.of maj.advers. CV events in adults with type 2 diab.mellit.& est. CV dis.

(S4) SOL FOR INJ, 53/21.13/0497. 1,34 mg/ml 

3003249-001; 1x 1,5 ml pre-filled pen; R1 260,70
3003250-001; 1x 3 ml pre-filled pen; R2 521,40
Dosage: Admin.SC once wkly.at any time of day with/without meals. Day of wkly.admin.can be changed if necess.as long as time betw.2 dos > 48 hrs. Do not admin.by IV/IMI.

Start.dose: 0,25 mg once wkly incr. Incr.dos.to 0,5 mg once wkly. after 4 wks. After at least 4 wks. with a dos.of 0,5 mg once wkly.the dos.can be incr.to 1 mg once wkly.to furth.improve glycaem. control.

May be used as monother./in combinat.with 1/ more antidiabet.meds. When added to exist. metformin &/ thiazolidinedione ther.the curr.dose of metformin &/thiazolidinedione can be contin. unchang. When added to exist.ther.of a sulfonylurea/ insulin the dos.of sulfonylurea/ insulin should be reduc.to decr.risk.of hypoglycaemia.

Missed dos: Admin.within 5 days aft.missed dos. Skip missed dos. if > 5 days have passed.& admin. next dos.on reg.sched.day.

Contraindications: Person./fam.hist.of medull. thyroid Ca/multiple endocr.neoplas.syndr.type 2, pregn.& lactat., type 1 diab.mellit., diabet. ketoacidos.,
Side effects: V.comm: Hypoglycaem.with concom. insulin/ sulfonylur., naus., diarrh. Common: Hypoglycaem.with concom.oral anti-diabet.meds., decr.appet., dizzin., diabet. retinopathy complicats., vomit, abdom.pain/ distens., constip., dyspeps., gastrit., gastro-oesophag. reflux dis., eructat., flatul., cholelithias., fatig., incr.lipase/amylase, decr.weight. Uncommon: Dysgeus., incr.heart rate, inj.site reacts. Rare: Anaphylact.react. 

Warnings and special precautions: Thyroid C-cell adenomas & Ca induc.in rats & mice at clinic. relev. expos.& human relev.of poss.thyroid C-cell tumour incl. medull.thyroid Ca (MTC) not determin., advis.pts.of MTC risk & sympts., furth. evaluat.reqd.if ser. calciton.lev.signif.elev./thyroid nodul.noted/ pancreatit.suspect., not a substit.for insul., imp.ren.funct., fluid deplet.to be avoid.& advise pts.of dehydrat.risk, discont.if pancreatit. suspect.& perman.discont.if confirm., pancreatit. hist., reduc.concom.sulphonylur./insulin dos.to reduc. hypoglycaem.risk, monit.pts.with hist.of diabet.retinopathy for worsen.& treat.accord.to clinic. guidelin., not recomm.in CHF NYHA class III-IV and with caut.in NYHA I-II, no exper.in CHF NYHA class.IV theref.not recomm., discont.if hypersens. occ., effect.contracept.in child bear. women dur.& for 2 mnths.aft.discont., pts.to avoid hypoglycaem. while driv./using machines.

Interactions: Poss.eff.on absorpt.of concom.oral meds.as as gastric emptying slow.
 XE "Saxenda" SAXENDA, Novo Nordisk [P/S]

Liraglutide

Indications: Adjunct to diet & exerc.for medically supervis.chron.weight management in adults with BMI of > 30 kg/m2 (obese) or > 27  kg/m2 to < 30 kg/m2(overweight) in pres.of at least one weight relat.co-morbid.such as dysglycaem./ hypertens./dyslipidaem.or obstruct.sleep apnoea.
(S4) SOL FOR INJ, 50/21.13/1091. 6 mg/ml

3002219-002: 5x pens, R4 255,83
Dosage: SC use only. Admin.once.dly dos.at any time independ.of meals but pref.at same time of day.
Start.dos.0,6 mg once dly. Incr.dos.to 3 mg once dly in 0,6 mg increm.with at least 1 wk. interv.to improv.GI tolerabil. If dos.escalat.to next step not tol.for 2 consecut.wks.consider discont. Dly.dos.high.than 3 mg not recomm. Discont.aft.12 wks.on 3 mg/day if weight loss of at least 5% of init.body weight not achiev. Re-eval.treatm.need annually. 

Type 2 diab.mellit.pts: Do not use in combinat. with another GLP-1 recept.agonist. When init. treatm. consid.reduc.concom.insul./insul. secretagog. eg sulfonylureas.

Miss.dos: Admin.as soon as poss.if within 12 hrs.of usual time of admin. Do not take miss.dos.if there is less than 12 hrs.to next dos. Resume dos.regimen then with next sched.dos.

Contraindications: Pregn.& lactat.

Side effects: V.comm: N&V, diarrh., constipat. Common: Hypoglycaem., insomn., dizzin., dysgeus., dry mouth, dyspeps., gastrit., GORD, upper abdom.pain, flatul., eructat., abdom.distens., cholelithias., inj.site reacts., asthen., fatig. Uncomm: Dehydrat., tachycard. Rare: Anaphylact. react., ac.ren.fail., ren.impairm.

Warnings and special precautions: Not an insulin substit., not recomm.in CHF NYHA class III-IV and with caut.in NYHA I-II, safety & effic.not est.in pts.treat.with other weight managem.prod./ obesity second.to endocrinologic.or eat.disords.or treatm.with medicin.prod.that may cause weight gain/sev.ren.or hepat.impairm.theref.not recomm., limit.exper.in inflammat.bowel dis.& diab. gastropares. but not recomm.as trans.GI effs. assoc., discont.if pancreatit.suspect.& perman. discont.if confirm., pancreatit.hist., pt.awaren.of cholelithias.& cholecystit., thyroid dis., discont.if clinic. signif.incr.rest.heart rate exper., avoid fluid deplet., caref.bld.gluc.lev.monit.of type 2 diab.pts. receiv. concom.sulphonylurea, not eval.in pts.treat. with insul., eval.effs.bef.driv./perform complicat. tasks, pts.>75 yrs., mild to mod.hepat.impairm., not for childr.bel.18 yrs.
Interactions: More freq.INR recomm.with concom.warfar./other coumar.anticoags., 

 XE "Trulicity" TRULICITY, Eli Lilly [P/S]
Dulaglutide

Indications: Adjunct ther.to diet & exerc.to improve glycaem.control in adult type 2 diab. mellit. as monother./in combinat.with other gluc.-low. meds., reduct.of maj.advers./CV event risk in adult type 2 diab. mellit.pts.with est.CV dis/multiple CV risk fact.

(S3) SOL FOR INJ, 51/21.13/0344

3001765-001: 1,5 mg/0,5 ml, 4xdispos.prefill.pen, R1 459,51
Dosage: Do not admin.by IV/IMI. For sngl.use in one pt.only. Admin.SC once wkly.at any time of day with/without meals. 

Adults >18 yrs: Recomm.dos.1,5 mg/wk. Miss. dos: Admin.as soon as poss.if there are at least 3 days until next sched.dos.otherwise skip miss.dos. & admin.next dos.on reg.sched.day. Chang.wkly. dos.sched: Poss.if necess.as long as last dos.was admin.3 or more days bef.

Contraindications: Person./fam.hist.of medull. thyroid Ca(MTC)/multiple endocr.neoplas.syndr. type 2 (MEN2), pancreatit., type 1 diab.mellit., diabet.ketoacidos., sev. GI dis.incl.gastroparesis.
Side effects: V.comm: Hypoglycaem.in combinat. with insul./glimepiride/metform./metform.& glimepir. N&V, diarrh., abdom.pain. Comm: Hypoglycaem. as monother./in combinat.with metform. & pioglitazone, decr.appetite, dyspeps., constipat., flatul., abdom.distent., gastroesophag. reflux dis., eructat., fatig., sinus tachycard., 1stdegr. AV block. Uncomm: Hypsersens., dehydrat., cholelithias., cholecystit., inj.site reacts. Rare: Anaphylact. react., ac.pancreatit., angioed. Not known: Non mechan.intestin.obstruct.

Warnings and special precautions: Thyroid C-cell adenomas & Ca induc.in rats & mice at clinic. relev. expos.& human relev.of poss.thyroid C-cell tumour incl. medull.thyroid Ca (MTC) not determin., advis. pts.of MTC risk & sympts., safety & effectiven.in childr.& adolesc. <18 yrs.not est., not recomm.in end stage ren.dis.requir.dialys., not a substit.for insul., diabet.ketoacidos.report.in insul. depend.pts. aft.rapid discont./insul.dos. reduct., furth.evaluat.reqd.if ser.calciton.lev.signif. elev./thyroid nodul.noted/pancreatit.suspect., fluid deplet.to be avoid.& advise pts.of dehydrat.risk partic.in relat.to GI S/E’s, discont.permanent.if pancreatit. confirm., hypoglycaem.comm.in monother./ combinat.hypoglycaem.meds., anim. reproduct.toxic.report.theref.not recomm.in pregn., not for use dur.breastfeed., eff.on human fertility. unknown, pts.to avoid hypoglycaem.while driv./ using machines, GI effs.peak.dur.1st 2 wks.then rapid. declin.in next 4 wks.
Interactions: Absorpt.of concom.oral.admin. meds. poss.affect.
 XE "Victoza" VICTOZA, Novo Nordisk [P/S]

Liraglutide

Indications: Glycaem.control: Adjunct to diet & exerc.to achiev. glycaem. contr.in type 2 diab. mellit., as monother.or combin.ther.with one or more oral antidiab.meds.when inadeq.contr.with prev.ther., combinat.ther.with insul.when glycaem. control with Victoza and metformin not adeq.

Cardiovasc.event prevent: Adjunct to std care ther.in prev.of maj.advers.CV events in adults with type 2 diab.mellit.at high CV risk

(S4) SOL FOR INJ, 43/21.13/0781. 6 mg/ml

716645-001: 2x3 ml pre-fill.multidos.pen, R1 736,30
716645-002: 3x3 ml pre-fill.multidos.pen, 

R2 604,46

Dosage: Monother: Admin.SC once dly.at any time. Init.0,6 mg for at least one wk., thereaft. incr. to 1,2 mg. Based on clinic.respons.& aft.at least one wk.may be incr.to 1,8 mg to achiev.max.effic.

Combinat.ther: In combinat.with other gluc.low. agents & no dos.adjsutm.reqd.for metform./ thiazolidinedione & SGLT2i ther. When add.to sulphonylurea/insul.ther.consid.reduc. sulphonylurea/ insul.dos.to reduc.hypoglycaem.risk. Self monit.of bld.gluc.when combin.with a sulphonylurea/insul.

Not for IM/IV admin. Do not mix.with other meds. eg.infus.fluids due to degradat.risk.

Contraindications: Hist. of prev.pancreatit., type 1 diab.mellit.,  pregn., lactat.

Side effects: V.common: Naus., diarrh. Common: URTI, hypoglycaem., anorex., decr.appet., headache, incr.heart rate, vomit., dyspeps., upper abdom.pain, constip., gastrit., flatul., abdom. distens., GORD., eructat., fatig., inj.site reacts., rash, incr.lipase & amylase. Uncommon: Bronchit., gastroenterit., osteomyelit., papill.thyroid/ prost./breast Ca, thrombocytopen., dehydrat., CVA, syncope, cataract, ang.pect., ac.MI, coron.artery dis., atrial fibrillat., CCF, supraventricul.tachycard., pulm. embol., appendicit.with perforat., inguin. hernia, pancreatit., intervertebr.disc protrus., osteoarthrit., chest pain, malaise, fall, cholelithias., cholecystit., urticar., prurit., ac.ren.fail., ren. impairm. Rare: Anaphylact.react. V.rare: Pancreatit. incl.necrotis.pancreatit.

Warnings and special precautions: Not recomm. in end-stage ren.dis., not stud.in pts.und. 18 yrs., not for diab.keto-acidos.treatm., not a substit. for insul., pts.> 70 yrs./pts.with mild to mod. ren.impairm.may exper.more GI effs., no exper. in CHF NYHA class.IV theref.not recomm., not recomm.in pts.with inflamm.bowel dis./diab. gastropares., cross.placenta in rabbits, reproduct. toxic. in animals, treatm.to be discont.if a woman wish. to becom pregn./pregn.occurs, excret.in milk of lactat.rats, poss.anti-liraglutide antibody developm., warn of S&S of ac.pancreatit.& discont.ther.if susp., pancreatit.hist., reduc.concom. sulphonylur. dos.to reduc.hypoglycaem.risk, pre-exist. thyroid dis., avoid fluid deplet./dehydrat., monit. INR in pts.on warfarin/other coumarin derivats., eval.poss.eff.on driv.& operat.machin.

Interactions: Diarrh.may aff.absorpt.of concom. oral meds., incr.hypoglycaem.risk with concom. sulphonylur.& insul.

 XE "Xultophy" XULTOPHY, Novo Nordisk (Pty) Ltd
See Section 19.1.1
19.2
Anti-hypoglycaemic agents
 XE "GlucaGen Hypokit" GLUCAGEN HYPOKIT, Novo Nordisk [P/S]

Glucagon HCl.

Indications: Sev.hypoglycaem.if adeq.dextr.not effect. /not avail., decr.GI motility in endoscopy & radiography of GIT.

(S4) INJ. Y/21.11/301. 1 mg/ml

821365-002: 1 mg+solvent, R506,35
Dosage: Use immed.aft.preparat. Not for IV infus. When consciousn.regain.give food rich in carbohydr./ IV gluc.to restore liv.glycogen & prev. second. hypoglycaem.

Diabet.hypoglycaem: 1 mg SC/IM/IV
Terminat.of insulin coma: 1 mg. Pt.to be aroused as quick.as poss.as prolong.hypoglycaem. reacts.may result in cortic.damage.

Endoscopy/GIT radiography: 0,2 mg (endoscopy) to 1,2 mg (GIT radiography) accord. to techniq.& pts.respons.

Contraindications: Phaeochromocyt.

Side effects: Hypersens.reacts.incl.anaphylact. react., second.hypoglycaem., hypogylcaem.coma, brady-/tachycard., hypo-/hypertension, N&V, abdom.pain

Warnings and special precautions: As adjunct to endoscopy & radiography of GIT in diabet.pts., card.dis., admin.oral carbohydr. to restore liv. glycogen aft.response to prevent hypoglycaem., insulinoma/glucagonoma as acts antagonistic. towards insulin, not effect.in pts.with mark.deplet. of liv.glycogen stores (eg. starvat., adren insuffic., chron.hypoglycaem)

Drug interactions: Insulin reacts.antagonistically, indomethacin may prev.raise in bld.gluc./produc. hypoglycaem., warfarin’s anticoag.eff.incr., tempor. incr.in pulse and BP with ß-block.
19.3
Thyroid
ELTROXIN NF (MDR Listing)

EUTHYROX (MDR Listing)

 XE "Eltroxin" ELTROXIN (Aspen Pharmacare) Pharmacare[P/S] 
Levothyroxine sod.

Indications: Hypothyroid.
(S3) NEW FORMULATION TABS, 47/21.3/0614, 0615, 0616, 0618, 0624

723167-001: 25 µg, 30, R22,98
723168-001: 50 µg, 30, R39,08
723170-001: 75 µg, 30, R46,90
723171-001: 100 µg, 30, R49,47

723172-001: 200 µg, 30, R96,27
Dosage: Take bef.1st meal of the day. Indiv.& monit. reg. Pts.>50 yrs.with/ without card.dis. clinic. respons.probably a more accept. dos.criter. than ser.lev.
Adults: Init 50-100 µg dly. Adjust 3-4 wk.interv.by 50 µg until norm. metabol.steadily maint.poss. requir. dos.up to 100-300 µg dly. 

Pts.>50 yrs: Init 50 µg dly. Adjust 3-4 wk.interv.by 50 µg until stable thyrox.lev.attain. Fin.dos.up to 50-200 µg dly.

Pts.>50 yrs.with card.dis: Init 25 µg dly.or 50 µg on altern.days. Adjust at 4 wk.interv.by 25 µg until stable thyrox.lev.attain. Fin.dos.up to 50-200 µg dly.

Paeds: Maint.dos: 100-150 µg/m2 body surf.area. Dos. depends on age, weight and condit.being treat. Infts.should be giv.tot.dly.dos.at least 30 min. bef. 1st meal of day. Monit.regul.

Congen.hypothyroid.in infts: Init.recomm.dos.in neonat./infts.where rapid replacem.important: 10-15 µg/kg body weight per day for 1st 3 mnths., then adj.dos.indiv.accord.to clin.finds.& thyr.horm/TSH val.

Acquir.hypothyroid.in childr: Init.recomm.dos: 12,5 - 50 µg per day. Incr.dos.grad.every 2-4 wk. accord. to clin.finds.& thyr.horm/TSH val.until full replacem.dos.reach.

Juven.myxoed.in childr.: Init.recomm.dos: 25 µg dly. with 25 µg increm.every 2-4 wks.until mild sympts. of hyperthyroid.appear,then reduc. slightly.

Contraindications: Untreat.hyperthyroid./adren. insuff./ pituit.insuff., thyrotoxicos., treatm.not to be initiat.in ac.MI/myocardit./pancardit.

Side effects: Angin.pain, palpit., skelet.musc. cramps., thyr.storm,hypersens.reacts.incl.skin rash / prurit./eosinophil./fev./liv.dysfunct.,hyper.-/ hypothyroid., heat intol., flush., incr.appet., excitabil., restlessn., insomn., confus., agitat., headache, trem, seiz., cephalalg., pseudotum. cerebri, card.dysrhythm., tachycard., heart fail., MI, incr.BP, dyspn., GI disords., sweat., hair loss, musc.weakn., decr.bone miner.dens., excess.dos. may result in craniosynostos. in infts& prem. clos. of epiphyses in childr.with compromis.adult height, menstr.irreg., impair.fertil., fatig., excess.weight loss.

Warnings and special precautions: Excl./treat coron. insuffic/ang.pect./arterioscleros./ hypertens./ pituit.insuffic./adren.insuffic./thyr. auton. bef.start.ther., freq.check thyr.horm.param & avoid any med.-induc.hyperthyroid.in pts.with coron. fail./card.insuffic./tachycard.dysrhythm.,  determ. cause of second.hypothyroid.bef.giv. replacem. ther.& commenc.replacem.treatm.of compensat. adren.insuffic.if necess., suspect.thyr. auton., postmenopaus.wom.with hypothyroid.& incr. risk of osteoporos., titrate dos.careful.& monit. dur.init.titrat.per.to avoid conseq.of under-/over-treatm., panhypopituitar.& other causes pre-dispos. to adren.insuffic.may react.unfav.& corticoster. ther.advis.bef.admin.thyroxine, elderly, myocard. insuffic., MI./ischaem., diabet.mellit./ insipid., esp.import.to individ.dos.& monit.dos.in childr. with hypothyroid., adv.parents of childr. receiv. treatm.that trans.part.hair loss may occ.dur. first few mnths.with.likely subseq.regrowth, bld. sug. lev.rais.& stabil.of pts.receiv.antidiabet. meds. poss.upset., monit.INR with warfar., poss. false. low conc.of T4/T3 with some NSAIDs., pregn, excret. in breast milk & reg.thyr.funct.monit. advis. in both mother & inft.
Drug interactions: Act.of warfarin.enhanc., stabil. of antidiabet.agents upset, phenyt.lev.poss. incr., metabol.enhanc.by carbamazep./phenyt.& may displace thyrox.from plasma prot., recept. sensitiv. to catecholam.incr.incl.accelerat.respon. to TADs, reduc.GI absorpt.with concom. cholestyram., absorpt.decr.with antacids/PPIs/ cimetidine/bile acid sequestr.e.g.colestipol/cation exch.resins e.g. kexalate/sucralfate/calc.carbon./ ferr. sulph.(separ. admin.by 4-5 hrs.)incr.dos. requirm. with concom.OCs/ oestrog./tamoxifen/ clofibrate/ methadone/5-fluorourac./imatinib/ amiodarone/ ritonavir/sertraline/simvastatin, decr. dos. requirm.with concom.androgens/anabol.ster./ indinavir, insul.oral hypoglycaem.requirem.poss. incr. in hypothyroid diabets., propranolol plasma conc. reduc., poss.sev.hypertens.& tachycard with concom. ketamine, rifampicin reduc.ser.conc.of thyr. hormon, poss.hypothyroid.in stable pts.with concom. ciproflox., TSH conc.poss.incr with chloroq. & proguan., imp.absorpt.with soya-bas. inft. formula, furosemide in high dos.(250 mg) poss. displace levothyroxine from plasma prots.& incr. T4 fract.

See also MDR page 140.
 XE "Euthyrox" EUTHYROX, Merck [P/S] 
Levothyroxine sod.
Indications: Hypothyroid.
(S3) TABS. 39/21.3/0401, 0402, 0403, 52/21.3/0440

713172-002: 25 µg, 30, R13,94
713168-002: 50 µg, 30, R23,55

713169-002: 100 µg, 30, R29,83

3006092-001: 75 µg, 30, R27,54
Dosage: Indiv.accord.to clinic.respons.& biochem.tests. Monit.regul. Admin.as sngl.dos.1/2 hr bef.breakf.

Adults: Init.50-100 µg dly. Adjust at 3-4 wk.interv. by 50 µg till norm.metabol.maint. Dos.of 200-300 µg dly.may be reqd. Pts.with card.insuffic: Init.25 µg incr.dly.dos.by 25 µg at 4 wk.interv.

Cretinism & juven.myxoed:  Admin.largest dos.consist.with freedom from tox.effs. Norm. pulse rate & absence of diarrh.usef.clinic.indicat. 

Cretin.infts: Init.25 µg dly.with 25 µg increm.every 2-4 wks.until mild tox.sympt.appear.when dos.is slightly reduc. Apply the same for juven.myxoed. except start dos.childr.old.than 1 yr is 2,5-5 µg/ kg/day.

Elderly/coron.heart dis.& sev./long-exist. hypothyroid: Init.12,5 µg/day incr.slow.at lengthy interv.of 12,5 µg/day fortnightly.
Contraindications: Untreat.adren.insuffic., untreat.pituit.insuffic., untreat.thyrotoxicos., ac. MI, ac.myocardit., ac.pancardit.

Side effects: Undesir.eff.gen.assoc.with excess. dos /if dos.incr.too quickly at start of treatm.& usually disappear aft.dos.reduct./ temporar.treatm.withdr. Sympts report.incl. heat intol., sweat., flush., fev., weight loss, nervousn., excitability, insomn., headache, trem., pseudotumor cerebri, tachycard., palpitat., card.arrhythm., ang.pain, diarrh., vomit., hyperhidros., musc.weakn., cramps, menstr.irregularit., allerg.react. Excess.dose in paed.: Heat intol., trans.hair loss, benign IC hypertens., craniosynotos.in infants & epiphyses premat.fus.in childr.

Special warings and precautions: Excl./ treat.coron.insuffic./ ang.pect./ arterioscleros./ hypertens./ pituit.insuffic. / adren.insuffic.& thyroid autonomy, avoid drug-induc. hyperthyroid.in coron.fail./ card.insuffic.& tachycard. arrhythm.theref. check thyroid hormon. paramet. reg., determ.cause of second.hypothyroid. bef. init.replacem.ther., post-menopaus. women with incr.osteoporos.risk, corticoster. ther.advis.bef.init.ther.in panhypopituitarism/ other causes predispos.to adren.insuffic.thyroid hormon. to be given consist.dur.pregn.& breast feed. but thyroid funct.to be monit., 

Interactions: Effs.of antidiabet.drugs poss. reduc., effs.of anticoag.enhanc., protease inhib., absorpt.inhibit.by colestyramine/ colestipol- admin.Euthyrox 4-5 hrs.bef colestyramine & colestipol , absorpt.red.by Al & Fe-contain. drugs / Ca carbon.- admin.Euthyrox at least 2 hrs bef.these meds., meds. with high affinit.for plasma prot.eg.salicylates/ warfarin/high dose furosemide/ clofibrate/ phenytoin may result in elev. free-thyrox(T4) fract., propylthiouracil/ glucocortic./ beta-sympatholyt./ amiodarone & Iodine-contain. contrast media inhibit.periph.convers.of T4 to T3, sertraline/ chloroquine & proguanil decr.effic.& incr.TSH lev., hepat.clear.incr.by barbitur.& other drugs induc.hepat.enzymes, women on oestrog.contain OC / HRT may have incr.needs, soy contain cmpds.decr. absorpt.

.

See also MDR page 419.
 XE "Neo-Mercazole" NEO-MERCAZOLE, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Carbimazole.
Indications: Hyperthyroid., thyrotoxic., prep.for thyroidect., ther.prior to post radio-act.ablat.ther.
(S3) TABS. G3021.

746398-018: 5 mg, 100, R654,61
Dosage: Only admin if hyperthyroid.confirm.by lab.tests. 

Adults: 10-60 mg dly in div.dos. Reduc.grad.to smallest optim.dose. Titrate against thyroid funct.until euthyroid state to reduc hypothyroid.risk
Contraindications: Other thiourea antithyroid agents, ser.pre-exist.haematolog,condits., sev. hepat.insuffic./impair., pregn.& lactat.& woman intend.to be come pregn., ac.pancreatit.aft. carbimazole admin./act.metabol., tracheal obstruct.

Side effects: Freq: Headache, GI disturbs.incl. N&V & gastric discomf., rash, skin pigmentat., urticar. Less freq: Bone marr.depress.incl. neutropen/ eosinophil./leucopen.& fatal agranulocytos., angioed., multi-syst.hypersens. incl.cutan./vasculit./liv./lung & ren.effs., jaund., abnorm.LFT, hepatit., cholestat.jaund., myopathy, arthralg., bruis. Freq.unknown: Pancytopen., aplast.anaem., thrombocytopen., haemolyt.anaem., paraesthes., vasculit., bleed., taste disturbs., ac.pancreatit., abnorm.hair loss, lupus-like syndr., nephrit., teratogenic., fev.
Special warnings and precautions: Pt to seek med.advic.if signs of infect.exper.& treatm.discont. in clinic./lab.evid.of neutropen., discont.if S&S of hepat.disord./pancreatit., mild to mod.hepat. insuffic., tempor.discont.at time of radiat.admin., monit.creatine phosphokin.lev.if myalg.exper., intrathoracic goitre, effect.contracept.in child bear. women, teratogen.& cross.placenta & secret.in breast milk, cont.sucrose & lact.

Interactions: Meds.induc.agranulocytos., cross sens.to other anti-thyroid meds., Iodine or Iodine excess poss.decr.respons., due to amiodarone Iodine content Iodine intake incr., respons.to oral anticoags.poss.decr.when pt.status decr.towards norm., oral anticoags.eff.intensif., poss.reduct.in digital.glycos.dos.as pts.become euthyroid, theophyll.ser.lev.incr.in hyperthyroidic pts.
 XE "Synthroid" SYNTHROID, Abbott [P/S] 
Levothyroxine sod.
Indications: Hypothyroid., pituit.THS suppress in treatm. & prevent.of various types of euthyroid goiters, adjunct.to surg.& radio-iodine ther. managem.of thyrotropin-depend. well-different. thyroid Ca.
(S3) TABS, 42/21.3/0670, 0671, 0672, 0674

716571-002: 25 µg, 30, R22,65
716574-002: 50 µg, 30, R29,54
3005551-001: 75 µg, 30, R36,69
716576-002: 100 µg, 30, R40,03
Dosage: Indiv.accord.to clinic.respons.& lab.param. Admin.as sngl.dly.dos.1/2-1 hr.bef.breakf.& at least 4 hrs.apart.form meds.known to aff. absorpt.
Hypothyroid.in adults & childr.where growth & pubert complete: Aveg.full replacem. dos: 1,7 µg/kg/day. eg.100-125 µg for 70 kg adult. Old. pts: < 1 µg/kg/ day. Dos.> 200 µg/day seldom reqd. > 50 yrs/young. with underly.card.dis: Init. start. dos.25-50 µg/ day with grad. increm.at 6-8 wk. interv. Elderly with card.dis: Recom. start. dos. 12,5-25 µg/day with grad. increm.at 4-6-wk.interv. Adjust in 12,5-25 µg increm. Sev.hypothyroid: Recomm.init.dos: 12,5-25 µg/ day with 25 µg/day incr.every 2-4 wks.Second./tert.hypothyroid.: Titrat. dose until pts clinicall euthyroid &serum T4 restored to upper half or norm Paed.congenit./acquir.hypothyroid: Instit.ther. at full replacem.dos.ASAP. Suspend crush.tab.in 5-10 ml liq./ sprinkl.over food.

Newborns: Recomm.start.dos: 10-15 µg/kg/day. Consid.low. start.dos.(25 µg/day) when at risk of card.fail.incr.in 4-6 wks.as need. Where ser.T4 conc.less than 5 µg/dL or undetect.recomm.init. start. dos.is 50 µg/day.

Infts.& childr:
0-3 mnths: 10-15 µg/kg/day. 
3-6 mnths: 8-10 µg/kg/day.

6-12 mnths: 6-8 µg/kg/day.

1-5 yrs: 5-6 µg/kg/day.

6-12 yrs: 4-5 µg/kg/day.

> 12 yrs.but growth & pubert incompl: 

2-3 µg/kg/day.

Growth & pubert compl: 1,7 µg/kg/day.

TSH suppress.in well-different. thyroid Ca & thyroid nodules: Target lev.of TSH suppress.not est.theref. indiv.dos. As adjunct.to surg.& radio-iodine therap.: suppress TSH to less than 0,1 mU/L at dos.great. than 2 µg/ kg/day. In high risk tumours targ.TSH suppress. poss. less than 0,01 mU/L. Benign nodules & nontox.multinodul.goiter: TSH suppress. to high.targ. (eg.0,1 to either 0,5 or 1,0 mU/L) than that used for thyroid Ca treatm. Myxedema coma: oral treatm.not recomm., use IV.
Contra-indications: Untreat. subclinic./overt thyrotoxicos. of any aetiology, ac. MI, uncorrect. adren.insuffic., where TSH lev.already suppress.in non tox.diffuse goiter/nodul.thyroid dis. partic. elderly/ underly.CV dis.
Side-effects: Freq.unknown: Hyperthyroid., incr.appetit., nervousn., anx., irritabl., emot. liability., insomn., headache, hyperactiv., trem., palpitat., tachycard., arrhythm., incr.pulse & BP, HF, ang.pector., MI, card. arrest, flush., dyspn., diarrh., vomit., abdom.cramps, elev.LFT, excess.sweat., hair loss, musc.weakn., menstr. irregularit., impair. fert., fatig., heat intol., fev., decr.BMD, weight loss, pseudotumor cerebri & slipp. capit.femor. epiphys.in childr., seiz., hypersens. reacts.

Special warnings and precautions: Alone/ as combinat.ther.do not use for obesity/ weight loss, not for male/fem. infertility unless condit.assoc.with hypothyr., dur. pregn.may need incr.dose & treat. hypothyroid.if diagn. dur. pregn., lactat., underly CV dis., elderly, adren. insuffic., narr. therapeut. index.theref.caref.dos.titrat.necess. to avoid over-/ und. treatm., decr.bone min.density esp. post menopaus.women from incr.bone resorpt., monit. pts.with coron.artery dis. undergo. surg., pts.with nontoxic deffuse goiter/ nodul.thyroid dis., consid. addit.hypothalam./ pituit. horm.defic. in second./ tertiary hypothyroid., treat. pts.with concom. adren. insuffic.with replacem. glucocortic. prior to init. treatm., poss.upwards. dos.adjustm.of antidiabet. regim.in diabet.pts., incr. risk of other congenit. anomal. esp.CV anomal.in infts. with congenit hypothyr., determ.adeq.of treatm.by period.lab.tests & clinic. evaluat. 

Interactions: Trans.reduct.of TSH secret. with dopamine/ dopamine agon./glucocortic.& octreotide, aminoglutethim./ amiodarone/ iodide incl.I-contain.contrast agents/ Li/ thioamides/ sulfonamides & tolbutamide decr.thyroid horm. secret.result.in hypothyroid., amiodarone/ iodide incl.I-contain.contrast agents incr.thyroid horm. secret. result.in hyperthyroid., antacids/ Mg.hydroxides/ bile acid sequestr./Ca carbon./ Cation exchange resins & Fe sulph.may decr.levothyroxine (T4) absorpt.result.in hypothryoid., pregnancy/ infect.hepatit./ ac.intermit. porphyr./ oestrogen cont. OC’s/ oral oestragens/ heroin/ methadone/ 5-FU/ mitotane/ tamoxifen may incr.thyrox.-bind.globulin(TBG) conc., nephros./ severe hypoproteinem./ severe liv. dis./ acromegaly/ androgens/ anabolic ster./ asparagin./ glucocortic./ slow rel. nicotin.acid may decr.TBG conc., furomsemide >80 mgIV/ heparin/ hydantoins/ NSAIDs/ salicylates >2 g dly may cause prot.-binding site displacement, carbamazepine/ hydantoins/ phenobarbit. & rifampin may incr.hepat. metabol. result.in hypothyr., amiodarone/ beta-adren. antagon./ glucocortic.& propylthiouracil decr.T3 lev., effs.of anticoag.enhanc., tricycl.& tetracyclic. antidepress./ SSRIs may incr.therapeut.& tox.effs. of both meds., antidiabet. agent/ insul.requirem. poss. incr., therapeut. effs.of digital. glycos.reduc., antithyroid. antibod. developm.with interferon-alpha, trans. painl. thyroidit.with interleukin-2, excess.use with growth horm. acceler. epiphys.clos., hypertens.& tachycar.with ketamine, theophyll.clear. decr.in hypothyroid., uptake of I reduc., effs.of thyroid horm. & sympathomimet.incr., thyroid horm.&/ TSH lev.alt.by chloral hydrate/ diazepam/ ethionam./ lovastat./ metoclopram./ 6-mercaptopur./ nitropruss. / para-aminosalicylate Na/ perphenaz./ resorcin.& thiaz. diuret., soybean flour/ cotton seed meal./ walnuts/Ca & Ca fortif. orange juice & diet. fiber decr. absorpt.

 XE "Tertroxin" TERTROXIN 20 µg, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Liothyronine sod.
Indications: Myxoed.coma, sev.chron.thyroid defic., hypothyroid states in thyrotoxicos.treatm., thyrotoxicos.ther.as carbimazole adjunct

(S3) TABS. G3082.

769983-006: 20 µg, 50, R149,53
769983-007: 20 µg, 100, R299,06
Dosage: Thyroid defic: Adults: Init.10-20 µg incr.grad.to tot.dly.dos.of 80-100 µg aft.a few days. Childr.& elderly: Init. 5 µg dly.

Admin.in div.dos.2-3xdly.

Myxoed.coma: 100 µg or more admin.by stomach tube.

Thyrotoxicos: Adult diagnost.test: 80 µg or more dly.x7-8 days. Ðiv.dly.dos.betw.3-4 dos. Then admin.radio-iodine & estimate uptake by thyroid 20 mins.later. Fail.of radio-iodine uptake is indicative of thyrotoxicos.

Thyrotoxicos.ther.with carbimazole: Adults: 80 µg dly. In some pts.poss.to discont.carbimazole aft.about a year without subseq.relapse.
Contraindications: Ang.of effort, CV disords.

Side effects: Angin.pain, palpit., skelet.musc. cramps.

Warnings and special precautions: Avoid excess. burden on card.musc.in myxoed, precipitat. of angina in latent card.ischaem., thyroid may enhanc. act.of anticoag., stabil.of antidiabet. agents upset., lact.intol

Interactions: Eff.enhanc.by phenytoin (aspirin stated to have similar eff)
 XE "Thyrogen" THYROGEN, (Sanofi) Genzyme

Thyrotropin alfa
Indications: Adjunct.diagnost.tool for ser. thyroglobulin (Tg) test.with/-out whole body radioiod.imaging undertak.for detect.of thyr. remnants & differentiat.thyr.Ca. in post-thyroidect. pts. maint.on THST, adjunct.treatm.for radio-iodine. ablation of thyr.tiss.remnants in pts.who have undergone near-tot./tot.thyroidect.for well-differentiat.thyr.Ca.& who do not have evid.of distant metastat.thyr.Ca.

(S4) POWD.FOR.SOL.FOR INJ. 43/21.3/0869

708633-002: 0,9 mg/ml, Kit contain.2 vials, R17 573,61
Dosage: For IMI admin.only.

0,9 mg IM, follow.by 2nd 0,9 mg IM inj.aft.24h.

Contra Indications: IV.admin., pts.experienc.prior hypersens.reacts. to bovine TSH, safety in pregn./ lactat. & safety/effic.in childr. < 18 yrs.& hepat. insuff.pts.not est
Side-effects: GI disturbs., headache, dizzin, paraesthes., fatig., asthen., trans.flu-like sympts., urticar., rash, prurit., flush., resp.S&S, enlargem.of resid.thyroid tiss./metastas.
Special Precautions: Only for admin.by practit. knowledgeab. in managem.of pts. with thyr.Ca., thyr.Ca. pts. with metastat.dis. partic.in confin. spaces (e.g. brain/spin.cord/orbit/soft tiss.of neck) may be subj.to loc.oed./foc.haemorrh.at site of metastas. & considerat.of.corticoster.pretreatm. recomm. in pts.in whom loc.tumour expans.may comprom. vital anatom.struct.prior to admin., false negat.results may occ.& if high index of suspic.for metastat.dis.persists confirmat.withdraw. diagnost. or post-ther.WBS & Tg test.should be consid., radioiod.retent.at time of radioiod. diagnost. imaging poss.reduc.in pts.treat.with Thyrogen & should be consid.when select.activit.of radioiod.for use in radioiod.imaging., eval.benef. vs. risk for high risk elderly with func.thyr.tumours &/ pts.with heart dis.(e.g. valvul.heart dis., cardiomyopathy, cor.artery dis. & prior/curr. tachydysrhythm.).
19.4
Parathyroid and calcitonin
 XE "Forteo" FORTEO, Eli Lilly [P/S]

Teriparatide (rDNA origin)

Indications: Est.osteoporos.with/without vertebr.fract.in postmenopaus.women & prim. osteoporos in men, osteoporos.assoc.with sustain. syst.glucocortic.ther.in women & men at incr.risk of fract.

(S4) SOL FOR INJ, 36/21.4/0334.

250 µg/ml (20 µg/dos.)
702800-001: 1x2,4 ml prefill.cart.del.dev., R4 966,29
Dosage: Recom.dos: 20 µg once dly.by SC inj.in thigh/ abdom. Admin.concom.Ca 1000 mg & Vit.D 400 - 1 200 IU/day

Contraindications: Hypercalcaem., metabol. bone dis. other than prim.osteoporos.(incl. hyperparathyroid.& Paget’s dis), skelet.malign/ bone metastases, excl.pts with prior extern. beam/implant radiat.ther.involv.skelet., safety in pregn.& lactat.not est., childr.& young adults with open epiphyses.

Side effects: Leg cramps, naus., hyperuricaem., allerg.events, trans.orthostat.hypotens., musc.& back spasms.

Special precautions: Excl.hypercalcaem.bef. init. ther., monit.ser.Ca (obt.bld.samples 16 hrs. aft.last dos.), poss.exacerbat.of act./rec. urolithiasis.

19.5
Corticosteroids
(See also 12.9, 14.4, 14.4.1, 15.2) 

ASPELONE (MDR Listing)

DEPO-MEDROL (MDR Listing)

SOLUCORTEF (MDR Listing)

SOLU-MEDROL (MDR Listing)

 XE "Adco-Prednisolone" ADCO-PREDNISOLONE, AI Pharm Ltd [N/P/S in C]

Prednisolone.

Indications: Sympt.relief in steroid respons. inflammat.condits.

(S4) SYRUP. 38/21.5.1/0125. 15 mg/5 ml

716381-001: 50 ml, R54,17
Dosage: Indiv.accord.to dis., its sever.& pt. respons. Usual dos.range: Adults: 5-60 mg dly.in div. dos. Max.dos: 1 -2 mg/kg. May be giv.dly.as sngl.dos.aft. breakf.or as doubl.dos.on altern.days. Paed.dos: Usual.0,5-2 mg/kg bm or 15-60 mg/sq. meter body surf.area in 3 div.dos.

Contraindications: Pregn.& lactat., osteoporos., oesophagit., gastrit., pept.ulcerat., ac.psychos., sev.psychoneuros., act./quiesc.TB except rarely as adjunct. to anti-TB treatm., syst.fung.infects., uncontr. syst./loc.bact./vir.infects., ac.vir.infects. incl.H.Zoster/ocul.H.simplex, live vaccine vaccinat. for up to 3 mnths.aft.ther.

Side effects: Incr.infects.incl.septicaem., incr.GI bleed./ulcerat., ac.adren.insuff.if withdr. rapid.aft. prolong.ther., adren.cortex hyperactiv.poss.lead.to Cushing’s syndr., incr.appet., hyperglycaem., Na & water retent., oed., hypertens., electrol.disturbs., hypokalaem.alkalos.from incr.K-excret., poss.CF, osteoporos., spontan.fract., asept.bone necros., myopathy, nitrog.deplet., incr.infect.suscept., menstr.irregularit., amenorrh., hyperhidros., skin thin., ment./neurolog.disturbs., IC hypertens., ac. pancreatit., growth retardat.in childr., delay.wound heal., thrombo-embol.complicat.

Special precautions: Infect.S&S poss.mask., incr. antidiab./antihypertens.requirem., concom. anticoags/salicylat., concom.antimuscar.in myasthen.grav., pass.into breastmilk, elderly, HF, recent MI, hypertens., diab.mellit., epilep., glauc., hypothyroid., hepat.fail., osteoporos., pept.ulcerat., psychos./sev.affect.disords., ren.impairm., reg. assessm. for hypertens./hypokalaem./glycosur./ gastr. discomf./ment.disturbs.dur.longt.ther., poss. K-suppl./diet.Na intake reduc., discont.grad.

Drug interactions: Concom.barbits./phenytoin/ carbamazepine/primidone/rifampicin reduc.eff., incr.GI bleed./ulcerat.with NSAID’s, poss. hypokalaem. from K-deplet.diuret./amphotericin B/xanthine bronchodilat./beta 2 agonists, elev. lev.with OC’s/ritonavir, anticoag.respons.alter., poss.reduc.salicylat.ser.conc., reduc.antimuscarin. eff.

 XE "Aspelone" ASPELONE, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S in C] 
Prednisolone sod.phosph.equiv.to prednisolone
Indications: Steroid respons.inflammat.condits.

(S4) SYRUP, 41/21.5.1/0189. 15 mg/5 ml.

714552-001: 50 ml, R135,54
Dosage: Indiv.accord.to dis., its sever.& pt. respons. Usual dos.range: 3-60 mg dly.in div.dos. 

Total dly.dos.may be admin.as sngl.dos.early morn./ as double dos.on alt.days. Some pts.may require high.init.dos. where low.dos.may be suffic. in less sev. situat. Adjust.init.dos.unt.satisfact. respons.observ.& maint.thereaft. Infts.& childr: Accord.to ratios indic.by age or body mass also consid. guidel.used when prescib.adult dos. Discont. grad.if spontan.remiss.occurs in chron. condit.

Contraindications: Pregn., lactat., osteoporos., oesophagit., gastrit., pept.ulc., ac.psychos., sev. psychoneuros., syst.fung.infects., uncontr. system./loc.bact.or vir.infects., act./quiesc.TB, ac.vir.infects. such as herpes zoster/ocul.herpes simpl.

Side effects: Ac.adren.insuffic.with rapid withdr. aft. prolong.ther., incr.infect.suscept, may mask signs of infect., delay.wound heal., water & sod. retent. with oed./hypertens./electrol.bal.disturbs. & hypokalaem.alkalos., CF, Cushing's syndr., osteoporos., spontan.fract., myopathy, nitrog. deplet., hyperglycaem., incr.appet., menstr. irregularit., amenorrh., benign IC hypertens., thrombo-embol. complicat., avascul.bone necros., musc. weakn., skin thinn., ocul.chang.incl.glauc. & cataract developm., growth retardat.in childr., ac. pancreatit., hyperhidros.

Special precautions: Poss. reduc.eff.of antimuscarin. in mysthen.grav., discont.grad., diab. mellit., elderly, HF, rec.MI, hypertens., epileps., glauc., hypothyroid., osteoporos., pept.ulcerat., psychos., sev.affect.disords., ren.mpairm., do not immun. with live vaccine vaccinat. for up to 3 mnths.aft.high dos.steroid ther., cont.sorbit /glycerol & sweetn.
Drug interactions: Barbitur./carbamazepine/ phenytoin/ primidone & rifampicin reduc.effs., OC’s/ ritonavir elev.plasma lev., hypokalaem.poss. with K-deplet. diuret./amphotericin B & xanthines, poss. incr.GI bleed./ulcerat.with NSAIDs, alt. respons. to anticoag., antidiab.& antihypertens. agent requirem.poss.incr., reduc.salicylate ser. conc.

See also MDR page 122.
 XE "Be-Tabs Prednisone" BE-TABS PREDNISONE, Ranbaxy [N/P/S in C]

Prednisone.
Indications: Rheumat.arthrit., nephrot.syndr., collag. dis., fulminat.SLE, allerg.condits., bronch. asthma, ac.skin dis., chron.ulcerat.colit., thrombo-cytopen., organ.transplantat.

(S4) TABS. G3004.

788783-009: 5 mg, 1 000, R249,32
Dosage: Indiv.accord.to sev.& respons.

Rheumat.arthrit: Init. 10 mg incr.slow.to desir. control.

Nephrot.syndr: 60 mg dly in div.dos. (2 mg/kg oed.free bm in childr.) x3-4 wks.

Collag.dis: 1 mg/kg dly.until remiss.induc.

Fulminat.SLE: 1 mg/kg dly.incr.in 20 mg increm. dly.until desir.respons., then reduc.by 5 mg/wk.till further reducts.elucidate sympts.

Bronch.asthma: Status asthmatic: IV cortisol to control attack then 10 mg x4-5 days.

Sev.chron.bronch.asthma: 5-10 mg dly in div. dos.in combinat.with usual medicat.

Skin dis: 40-120 mg/day.

Chron.ulcerat.colit: 60-120 mg/day.

Thrombocytopen: 0,5 mg/kg.

Organ transplantat: 50-100 mg at time of surg. Maint: 10-20 mg/day incr.if reject.threaten.
Contraindications: Pept.ulc., osteoporos., psychos./sev.psychoneuros., ac.bact.infect., vir. infect., immunisat., lactat.

Side effects: Electrol.disturbs., induc.CF, excess. metabol. eff., incr.appetit., delay.wound heal., pept. ulcerat./ haemorrh./perforat., incr.suscept.to infect., ac.adren.insuffic., large dos.may produce sympt. typic.of hyperactiv.of adren.cortex., ment.& neurolog. disturbs., amenorrh., IC-hypertens., polyarterit., thromboembol.complicat., may mask infect., reduct.in lymphocyt.

Special precautions: CHF, diab.mellit., infect. dis., chron.ren.fail., uraem., elderly, quiesc.TB, neonates born to mothers who receiv.large dos. dur. pregn., ulcerat.colit.where intestin.perforat.& peritonit. poss., grad.withdr.

Drug interactions: Reduc.eff.with barbits., phenylbutazone, phenytoin., rifampicin.reduc. respons. to anticoag.

 XE "Betadexamine" BETADEXAMINE,(Aspen Pharmacare) Pharmacare [N/P/S in C] 
Betamethasone 0,25 mg, dexchlorpheniramine mal. 2 mg per tab/5 ml liq.

Indications: 2nd line ther.when antihistamin.are not effect. in short term allerg.rhinit.treatm., steroid respons.dermatologic.allerg.& dermatos.

(S4) LIQ. A40/21.5.4/0623

3000025-001: 100 ml, R236,41
Dosage: Indiv. Do not exceed recomm.max. treatm. For short term treatm.of less than 5 days only. For only well defin.indicat. Not to be mix.with other mixtures.

Adults & childr.over 12 yrs: 5-10 ml 4xdly. Max.40 ml/day. Reduc.dos.grad.as improvem. occurs. Do not rep. course within 28 days unless spec.indicat. Not for childr.<12 yrs.
(S4) TABS 48/21.5.4/0075
3004784-001: 30, R244,66 
Dosage: Indiv. Do not exceed recomm.max. treatm. For short term treatm.of less than 5 days only. For only well defin.indicat. Not to be mix.with other mixtures.

Adults & childr.over 12 yrs: 1-2 tab 4xdly. Max 8 tabs/day. Reduc.dos.grad.as improvm. Occurs. Do not rep. course within 28 days unless spec.indicat. Not for childr.<12 yrs.
Contraindications: Ingred.& racem.chlorphenam. hypersens, newborn & prems., MAOI, syst.fung. infects., safety not est.in childr.<12 yrs.

Side effects: Freq: Drowsin., Freq unknown: Incr.infect.risk, opportun.infects., recur.dormant TB, haemolyt./hypoplast. anaem., thrombocytopen., agranulocytos., anaphylact. shock, HPA-axis suppress., menstr.irregul., amenorrh., Cushing.facies, hirsut., weight gain, imp. carbohydr. intol., psych.reacts., confus., restlessn., excitat., nervousn., irritabil, insomn., euphor., hyster., depress., unable to conc., hallucinat., anx., dizzin., sedat., headache, disturb.co-ordin., trem., paraesthes., neurit., convuls., hyper-/hyporeflex., facial dyskines, seiz., incr.IOP, glauc., papilloed., post.subcaps.cataract, corn./sceral thinn., exacerb.of ophthalm.vir./ fung.dis., blurr.vis., diplop., dilat.pupil, vertigo, tinnit., ac.labyrinthit., palpitat., tachycard., extrasyst., hyper-/hypotens., thrombo-embol. complic., dry nose/-mouth/-throat, thick.bronch. secr., tight chest, wheez., nas.stuffin., abdom. distent., oesophag.ulc., N&V, dyspeps., pept.ulc. with perforat., haemorrh., ac.pancreat., candidias., epigastr.distr., anorex, diarrh., constip., xerostom., incr.appet., imp.skin heal., atroph.skin, bruis., telangiectas., striae, acne, SJS, urticar., meds. rash, photosens, musc.weakn., osteoporos., vert. &long bone fract., avasc.osteonecros., tendon rupt., proxim.myopathy, urin.diffic./retent./freq., earl. menses, chills, leucocytos., malaise, hiccup, exess. perspirat., fatig, lassit. Other: CV, haematolog. neurolog. GI, genito-urin., resp.

Special warnings and precautions: Drowsin. &imp.conc.aggrav.by alcohol/CNS depress., risk of myocard.rupt.in pts.with recent MI, smallpox vaccinat. & other immunisat.should not be undertak. esp.with high doses, incr.suscept. to.infect.& the sev., masks signs of infect., avoid close contact with chickenpox/ herpes zoster, passive immunisat.with varicella zoster immunoglob. within 10 days of expos. if non-immune pt.is expos.to chickenpox, avoid expos.to measles & if occurs prophylax with IM normal immunoglobulin, poss.Cushingoid signs/growth & developm.retard.with prolong.high dos.ther., signs of HPA-axis suppress., ulcerat.colit., act/latent & stenos. pept.ulc., abscess./pyogen.infect, act.TB, syst fung.infect., ren.fail., hypertens., osteoporos., hyper-/hypothyroid., cirrhos., ocul.H.simpl.infect., incr. IOP, glauc., diverticulit., fresh intestin. anastomos., myasth. grav., CHF, diab.mellit. incl.fam.hist., elderly esp.osteoporos./ hypertens./ hypokalaem/ diabet./suscept.to.infect.& skin thinn., exist./prev.hist.of sev.affective disord., prev. corticoster. induc.myopathy, liv.fail., epilep., seiz., may aggrav.exist.emot. instabil./psychot. tendenc, post.subcapsul.cataracts & enhanc. second. ocul. infects.due to fungi/vir.with prolong. use, vis.disturb. refer to opthalmolog., concom. acetylsalicyl. acid. in hypoprothrombinaem, consid.diet.salt restrict.& K supplem, concom. somatotropin., pyloroduod. obstruct., prostat. hypertrophy/bladd.neck obstruct., CV dis. incl. hypertens., ren.- &hepat.impairm., galactos intol/total lact. defic./gluc.-galactose malabsorpt.
Interactions: Phenobarbit./phenytoin/ rifampic /carbamaz./primidone/aminoglutethim./rifabut.or ephedr.reduc.steroid eff., anti-hypertens.& diuret. are antagon., oestrog.incr.steroid eff, K-deplet. diuret./ card.glycosid/digox./acetazolam./loop diuret./carbenoxolone/ulc.meds./theophyll./ amphotericin B incr.hypokalaem, warfarin incr. PTT, NSAID’s aggrav.ulcerogen.eff., dos.adjustm. with anti-diabet.agents/insul, incr.ren.clear.of salicyl., ritonavir incr.steroid plasma conc., mifepristone reduc.corticoster.effs., antagon.eff.of neuromusc.block. meds, fluoroquinolone.incr. tendon rupt.risk, quetiapine metabol.incr, CYP3A inhib.& cobicistat contain.meds.incr.syst.S/E risk, , decr.lev.of tretinoin & anticholinester., sedat. effs.of CNS depress/TCA’s potent., oral anti-coagul. decr PI, MAOI poss.exacerb.CNS depress. & anticholinerg.eff., disc.48h prior to skin test.proced.
See also MDR page 129.
 XE "Betanoid" BETANOID, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S in C]

Betamethasone.
Indications: Inflam.condits.where steroid.is indic.

(S4) SYRUP. 27/21.5.1/0491. 0,60 mg/5 ml.

826936-008: 100 ml, R73,19
Dosage: Indiv.accord.to dis., sev.& pt.respons. Usual. 0,6-4,8 mg dly in div.dos.

(S4) TABS. 27/21.5.1/0543.

826928-005: 0,5 mg, 20, R83,68
826928-013: 0,5 mg, 100, R418,38
Dosage: Indiv.accord.to dis., sev.& pt.respons. Usual dos.range: 0,5-5 mg dly.in div.dos. Tot.dly. maint.dos.can be admin.once early in morn.

(S4) INJ 30/21.5.1/0324. 4 mg/ml.

Indications: Adren.insuffic.states prior to surg. or if shock/sev.trauma or stress condits.occur, inflamm.condits.respons.to corticoster.therapy.

839361-009: 10 amps, R345,14
Dosage: Indiv.accord.to dis., sev.& pt. respons./ tol. Slow IM/IV infus.or inject.in dos.equiv.to 4-20 mg. May also be given by loc.inject.into soft tiss.in dos.equiv.to 4-8 mg.

Contraindications: Syst.fung.infects., pept. ulcerat., osteoporos., psychos., sev. psychoneuros., act.TB, ac.vir. infects., live vaccine vaccinat., pregn.& lactat.

Side effects: Adren.cort.hyperactiv., ac.adren. insuffic.dur.prolong.treatm., excess metabol.eff., delay.wound heal., incr.suscept.to infects., growth retardat.in childr., electrol.bal.disturbs., ment.& neurolog.disturbs., amenorrh., hyperhidros., IC hypertens., ac.pancreatit., asept.bone necros., thrombo-embol.complicat., musc.weakn., may mask signs of infect., foet./neonat.adren. suppress.dur.pregn., revers.cushingoid sympts. with high dos., poss.osteoporos.& spontan.fract., N2 deplet., hyperglycaem., thin.of skin.

Special precautions: Monit.pt.dur.long cours., insul.req.of diabet.& antihypertens.req.may be incr., CCF, hypertens., diabet.mellit., epilep., glauc., infect.dis., chron.ren.fail., uraem., elderly, quiescent.TB should rec.chemoprophylax.if corticoster.ther.is prolong., syrup cont.gluc.& sucrose

Drug interactions: Eff.reduc.by barbits., phenytoin, rifampicin, carbamazepine & primidone, K-deplet.diuret.may cause excess.K loss, decr. salicyl.serum conc., NSAID’s incr.GI bleed.& ulcerat., antimuscarin.effs.decr.in mysth.grav., respons.to anticoags.may be reduc./enhanc.

Warnings: Not for intrathec./subconjunctiv.inj., poss tox.effs.from withdr.or cont.use, poss.CV collapse with rapid massive IV inject.

 XE "Celestone Soluspan" CELESTONE SOLUSPAN, Organon [N/P/S in C]

Betamethasone as betamethasone sodium phos.as betamethasone acetate 3 mg/ml.

Indications: Sev./ac.rheumat.dermatolog.& allerg. condits.
(S4) INJ, G2963.

712785-001: 10x1 ml vials, R944,83
713171-006: 1x2 ml vial, R188,97
711231-002: 1x5 ml vial, R472,43
Dosage: Indiv.accord.to condit.& respons. IM admin. for system.eff. Intra-artic./per-articul./ intrabursal/intraderm & intrales for loc eff.

IM admin.respons.condits egs.are collag.dis/ dermatolog.condits & resp.tract disords.. Init. treatm. for most condits.with 1 ml rep.wkly/more oft.if necess. Low.dos.gen.suffic.in less sev.dis. Amin loc. anaesthet. (if reqd.) prior.to Celestone as separate inj. Decr.dos.grad.aft.long-term use. Sev.illn.poss.req.init.2 ml

Resp.tract disord: 1-2 ml IM at wkly.interv.

Rheumat.& osteo arthrit: Intra-articul.admin. Very large joints: 1-2 ml. Large joints: 1 ml. Med.joints: 0,5-1 ml. Small joints: 0,25-0,5 ml.

Bursit: Intraburs.inj.admin.of 1 ml. Sev.inj.at 1-2 wk interv.usually reqd.in recur.ac.& exacerbat.of chron.bursit.,

Tendinit/myosit./fibrosit./tenosynovit./peritendinit.& per-articul.inflamm.condits: 3-4 loc .inj.of 1 ml each at 1-2 wk.interv.

Intraderm./intrales.treatm: Admin.0,2 ml/cm2 intraderm. Deposit.a uniform.depot of medicat. Tot.amnt inj.at all sites wkly not to exceed 1 ml.

Ganglions of joint caps: 0,5 ml inject.direct.into cyst.

Burist.under heloma durum: 2 success.inj.of 0,25 ml each.

Contraindications: Syst.fung.infects., corticoster. hypersens., weigh anticipat.clinic.improvem. against poss.undesir.effs.in cert.condit.ordinarily consid.contra-indic.(eg.osteoporos./mark.emot. instabil./pept.ulc./TB/ac.ocul.H.simplex/thromboembol.tenden./diverticulit/rec.intestin.anastom./ac.& chron.infects), safety in pregn.& lactat.not est.

Side effects: Na retent., K loss, hypokalaem. alkalos., fluid retent., CHF in suscept.pts., hypertens., musc.weakn, corticoster.myopathy, musc. mass loss, myasth.grav.sympt.aggrav., osteoporos., vertebr.compress.fract., asept.necros. of femoral & humeral heads, patholog.fract.of long bones, tend.rupt., joint instability, hiccups, pept. ulc.with poss.subseq.perforat.& haemorrh., pancreatit., abdom.distent., ulcerat.oesophagit., imp. wound heal., skin atrophy, thin fragile skin, petechiae, ecchymos., fac.erythema, incr.sweat., suppress. skin test react., allerg.dermatit., urticar., angioneurot. oed., convuls., incr,IC-press., vertigo, headache, menstr.irregul., Cushingoid state, foet. intrauter./childhood growth suppress., second. adrenocortic.& pituit.unresponsiven., decr. carbohydr. tol., manifestat.of latent diab.mellit., incr. insul./oral hypoglycaem.requirem.post. subcaps. cataracts, incr.IOP, glauc., exophthalmos, blurr. vis., negat.N2 bal., euphor., mood swings, sev. depress.to frank psychot.manifestat., personalit. changes, insomn., hypotens./shock-like reacts., anaphylactoid/hypersens.reacts., rare blindn. assoc.with intrales.ther.around face & head, hyper-/hypopigmentat., subcutan.& cutan. atrophy, sterile abscess., post-inj.flare, charcot-like arthropathy.

Warnings and special precautions: Not for IV/ SC use, ser.neurolog.events.incl.death report.with epidur. inj.& safety & effectiven.of epidur.admin. not est & corticoster.not approv.for this use, rare anaphylactoid/anaphylact.reacts/shock, asept. techniq. mandat., not indict.for hyaline membr.dis. management & should not be admin.to pregn. women, IM admin.with idiopath.thrombocytopen. purpura, IM inj.of corticoster.to be giv.deep into large musc.mass.to avoid loc.tiss.atrophy, syst. effs. poss.with soft tiss./intrales.& intra-artic. admin., excl.sept.process/inj.into prev.infect.joint, do not inj.into unstable joints,/infect.areas/ intervertebr. spaces, rep.inj.into osteoarthrit.joint poss. incr.joint destruct., avoid inj.into subst.of tendon as delay tend.rupt.result., pt.to avoid overuse of joint.follow.intra-artic.ther., prev.hist.of drug allergy, with long-term corticoster.ther.tfd.to oral admin.should be consid., monit.for up to 1 yr. aft. cessat.of long-term/high dos.ther., signs of infect. poss.mask., post.subcaps.cataracts/glauc. with poss.opt.nerve damage & enhancem.of second. fung./vir.ocul.infects.with prolong.ther., consid. poss.diet.salt restrict.& K+ supplement., vaccinat. should not be undertaken while on corticoster. ther.& pts.on immunosuppress. corticoster. dos.to avoid chickenpox/measles expos., when used in act.TB use in conjunct.with appropr. anti-TB regimen, in latent TB/tubercul. react. pts.observe pt.closely for TB reactivat., TB chemoprophylax. reqd.with long term ther.of Celestone, use low. poss.dos., grad.withdr.to minim. drug-induc. second.adrenocortic.insuffic., effs. enhanc.in hypothyroid./cirrhos., caut.with ocul. H simplex, emot. instabil., psychot.tendenc., non-specif. ulcerat. colit., absess or pyogen.infect., diverticulit., fresh intestin.anastomos., act./latent pept. ulc., ren.insuffic., hypertens., osteoporos., myasth. grav., monit.child. growth & developm., motility & numb.spermatozoa poss.alt., consid. referr.to ophthalmolog.in case of vis.disturbs., monit. ser.electrol.partic.K+, concom. acetylsalicyl. acid in hypoprothrombinaem.
Interactions: Phenobarb./phenytoin/rifampicin  or ephedr. reduc.the eff., poss.excess.effs.with oestrog., poss.excess.K-loss with K-deplet.diuret., card. glycos.may enhanc.poss.arrhyth./digital.toxic. assoc. with hypokalaem., K+-deplet.with amphotericin B enhanc., coumar.anti-coags.effs. incr./ decr., incr.occur./severit.of GI ulcerat.with NSAID’s or alcoh., bld.salicyl.conc.decr., poss.dos. adjustm.of antidiabet., respon.to somatotrop. inhibit., concom.strong CYP3A4 inhibits.poss.incr. expos./ sytem.S/E, false negat.bact.infect result.(nitro-blue tetrazolium test)
 XE "Covocort" COVOCORT, AI Pharm Ltd

Hydrocortisone.
Indications: Addison's dis., chron.adrenocort. insuff.second.to hypopituitar.

(S4) TABS U/21.5.1/211.

716693-003: 10 mg, 100, R212,54
Dosage: Addison's dis: 10-30 mg dly.
Contraindications: Pept.ulc., osteoporos., psychos., sev.psychoneuros., ac.infect., herpes of eye, activ.TB, live vaccine.

Side effects: Incr.suscept.to infect., growth retardat.in childr., adren.cortex.hyperactiv., amenorrh., hyperhidros., ment.& neurolog. disturbs., IC-hypertens., ac.pancreatit., bone necros., thrombo-embol.complicat., infects.mask., bld.dyscras., musc.weakn.

Special precautions: Grad.withdr., CCF, diabet.mellit., infects., ren.fail., uraem., elderly.

Drug interactions: Barbits., phenytoin, rifampicin decr.the eff., decr./ enhanc.anticoag. respons., K-deplet.diurets.-excess K loss.

 XE "Decasone" DECASONE, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S in C]

Dexamethasone phosph.

Indications: Where anti-inflamm.& immunosuppress. eff.of corticoster.desir. incl.intens.treatm.during shorter periods.

(S4) INJ. [N/P/S in C] Z/21.5.1/0285. 4 mg/ml.

818763-019: 10x1 ml amps, R675,52
Dosage: Admin.IV/IM.Reserve parenter.admin.for emergen./intens.therap.

Adults: Range: 0,5-20 mg dly accord.to severity.

Intra-articul.-lesion.-musc./soft tiss.inj: 0,8-4 mg depend.on size of joint.

Contra-indications: TB, ocul.H.simplex, prim glauc., ac.psychos.& psychoneuros., syst.infect., pept.ulc., osteoporos., live vacc.with syst.high dos.

Side-effects: Oed., hypertens., incr.K excret., CF, excess.metabol.effs., incr.appet., delay.wound heal., incr.infect.suscept., may mask infect., ac. adren.insuff., growth retardat.in childr., adren. cortex hyperactiv., amenorrh., hyperhidros., ment. & neurolog.disturbs., IC hypertens.(esp.childr.), ac. pancreatit., asept.bone necros., pept.ulc., incr.bld. coagulability, musc.weakn., atten.respon.to kill. vacc./toxoids.High dos.during pregn.may cause foetal/ neonat.adren.suppress.

Special precautions: Diab., grad.withdr., prophylax.& immunoglobul.to childr.at spec.risk of infect., poss.reduc.Na intake& K+ supplem., monit. for poss.fluid retent., treat infects.as an emergency.

Drug interactions: Barbits., phenytoin & rifampic.may reduc.eff., reduc./ enhanc.respons. to anticoags., excess.K+ loss with K-deplet.diuret., incr.GI bleed.& ulcerat.with NSAIDs.

 XE "Depo-Medrol" DEPO-MEDROL, Pfizer [N/P/S in C] 
Methylprednisolone acet.

Indications: Admin.for loc.eff:Rheumat./osteo-arthrit., dermatol.condits., ulcerat.colit., bursit., ganglion, tendinit., epicondylit.

Admin.for syst.eff: Corticoster.-respons.dis. where oral route cannot be used.

(S4) INJ, [N/P/S in C] C726

718408-004: 40 mg/ml, 1 ml vials, R57,15
718408-005: 40 mg/ml, 10x1 ml vials, R571,68
718475-003: 40 mg/ml, 2 ml vials, R114,32
718475-004: 40 mg/ml, 10x2 ml vials, R1 143,40
718483-006: 40 mg/ml, 5 ml vials, R285,85
Dosage: Grad.reduce dos.& discont.if period of spontan.remiss.occ.in cron.condits
Loc.eff: Rheum/osteo arthrit: Intra-articul. admin.depend.on joint size & sev.of condit. Dos. range: 4-80 mg. Chron.cas.dos.may be rep.at 1-5 or more wk.interv.depend.on relief obt.from init.inj.

Misc.condits.of tendinous/bursal struct.: Dos./ site varies with condit. Dos. range: 4-30 mg. Rep. inj. poss.necess.in recurr./chron.condits. Bursitis req. a wheal at site made with 1 % procaine HCl solut.

Dermat.condit: 20-60 mg inj.into les. Poss. necess. to distrib.dos.rang.from 20-40 mg by rep. loc. inj,in large les.1-4 inj.usually employ.with interv. vary.with type of les.& durat.of improvem. produc. by init.inj. To minim.dermis.atrophy,do not exceed recomm.dos.in intraderm.inj. Avoid inj.of suffic. mater.to cause blanching as small slough may follow.

Ulcerat.colit: 40-120 mg as retent.enema/ contin. drip 3-7xwkly for 2 wks.or more.

Syst.eff: Deep IM admin.into glut.musc. Do not admin. dos.recomm.for IM inj.superfic.or SC, individ. dos. accord. to severity of dis. & pt.resp.

Androgenit.syndr: 40 mg IMI every 2 wks.

Rheumat.arthrit: 40-120 mg IMI wkly.

Dermatolog.les: 40-120 mg IMI wkly.x1-4 wks.

Ac.sev.dermatit: 80-120 mg as sngl.IMI. 

Chron.contact dermat: Rep.inj.at 5-10 day interv.

Seborrh.dermatit: 80 mg as wkly dos.

Asthmat.pts & allerg.rhinit: 80-120 mg IMI with result.relief in 6-48 hrs. persist.for sev.days to 2 wks.in asthmat.& for up to 3 wks.for allerg.rhinit.

Contraindications: IV, epidural & intrathecal inj., syst.fung. infects.,systemic ther.in pts with arrested TB/ pept.ulc./ ac.psychos./Cushing's syndr./ H.simplex keratit./vaccinia/varicella,  immunisat. with live/live attenuat.vaccin, intra-articul/ intra-synovial/ intrabursal/ intratendinous inj.for loc.eff.in presc.of ac.infects, inj.into unstab.joints.

Side effects: Common: Infect., Cushingoid., Na+ retent., fluid retent., affect.disord.,cataract., hypertens., pept.ulc.,skin atrophy, acne, ecchymos., muscul.weakn., osteoporos., growth retardat.,arthralg., myalg., myopathy., musc. atrophy., neuropath.arthropath., bone fract., osteonecros.,irregul.menstruat., amenorrh., periph.oed., impair.heal., decr.bld. K+. Unknown freq.: Opportunist.infect., peritonit., inj.site infect., leucocytos., hypersens., anaphylact.react., hypopituit., steroid withdraw. syndr., incr.appet., imp.gluc.toler., diabet.mellit., incr.insul./oral. hypoglycaem.meds.req., dyslipidaem., hypokalaem. alkalos., lipomatos., mood swings, affect labil., anx., mental disord.,abnorm.behav., confus.state, personality change, drug depend., psychot.disord., suicid.ideat., insomn., headache, amnesia, cognit. disord., incr. intracran.press., convuls., spinal epidur.lipomatos., glauc., exophthalmos, central serous chorioretinopath. with retin.detachm., blindn.,vertigo, CHF, hypotens.,ven.thrombos., pulmon.embol, hiccups, abdom.pain/distent., naus., diarrh., dyspeps., oesophagit., ulcerat. oesophagit., gastr.haemorrh., pancreatit., intestin. perforat., eryth., rash, hyperhidros., prurit., skin striae., skin hyper-/hypopigmentat., hirsut., petech., urticar., angioed.,inj.site react., fatig., sterile abscess, malaise., irritabil.,incr.bld. urea, incr.IOP., decr.carbohydr.toler.,neg.nitrog.bal., incr. urine Ca, incr. ALT/AST/ALP, suppress.react.to skin tests, spin. compress.fract., tendon rupt.

Warnings and special precautions: Asept.inj. techn., restrict long-term dly-div.dos.ther.in childr. to most ser.infects.as growth may be suppress.,  take appropr.meas.to avoid. IV inj., loc.inj.does not alter underlying dis.process, absorpt.slow from inj. site result.in prolong.system.eff., limit.system.ther. to condits.not respond.to other therapeut.meas., too rapid admin.could cause hypotens., use only if clearly indicat.in pregn.with partic.caut.dur.1st trimest., cross.placenta & excret.in breast milk, monit.infts.of mothers who receiv.substant. corticoster. dos.dur pregn.for adren.insuffic., hist.of allerg.reatcs.to any med.,do not vaccin. against smallpox.while on corticoster. ther., do not undertake other immunisat.proced.esp.if corticoster. dos.high due to poss.hazards of neurologic. complicat.& lack of antibody respons., if spontan.remiss.of chron.condit.occurs discont. treatm., discont.grad.aft.admin.of more than a few days, dur.intra-synov.& IM inj.take precaut.against dermis leakage, avoid inj.into deltoid muscle due to high incid.of SC atrophy, subject.to unus.stress, hypothyroid., non-specif.ulcerat.colit., diverticulit., fresh intestin. anastomos., act./latent pept.ulc., diabet., osteoporos., chron.psychot.reacts., predisposit.to thrombophlebit., hypertens., CHF, ren. insuffic., myasthen.grav., seiz.disords., act.TB/ lat.TB/ tubercul.reactiv., may mask infects.& enhanc. disseminat.of infect.organ. theref.monit. for intercurr.infect.& implem.antibact.meas./ discont., ocul.H.simplex, pts.with exist.CV risk facts., pts.with / predispos. to thromboembol. disords.,do not use in traumat.brain inj., concom.aspir./NSAIDs,  only admin.in  suspect./ identif. pheochromocytoma aft.risk/benefit eval., diet.salt restrict./ K+ supplementat. may be necess., avoid overuse of joints. follow.symptomat. benef.of intra-articul.ther., do not inj.unstable joints., joint instabil.poss.aft.rep. intra-articul.inj., observ.loc.anaesthet.precaut.if admin., syst.& loc. effs. poss. with intra-articul/ intra-synov..inj., do not admin.for loc.eff.in pres.of ac.infect./prev. infect.joint., instit.anibacter.ther.immed.on present. of sympts.indicat.sept.arthrit., perf. routine lab.tests at reg.interv.dur.prol.ther. incl. urinanalys/2hr postprand.bld.sug./BP/BM/ chest X-ray/ upper GI X-ray in pts.with ulc.hist./signif. dyspeps., monit.coagulat.indices with concom. anticoags.

Interactions: Convuls.with cyclospor., CYP3A4 inhibits. decr.hepat. clear.& incr.plasma conc., CYP3A4 induc. incr.hepat. clear.& decr.plasma conc., CYP3A4 substrat.may affect hepat.clear., isoniazid clear.incr., eff.of anticoags may be enhanc./diminish., neuromusc.block.eff.of compet. neurmusc.blockers poss. antagon., may reduce eff.of anticholinesterases in myasth.grav., protease inhibits. (incl. indinavir & ritonavir) may incr. plasma conc., plasma conc.of protease inhibits. poss.reduc., aminoglutethimide may exacerb.endocrine chang.caus.by prolong. glucocortic. treatm., mut.inhibit.of metabol.with concurr. ciclosporin, clear.of concomit.high-dos. aspir. poss.incr., risk of hypokalaem.with amphoterecin B/ xanthines/(2 agon./ other K+ deplet. meds.

See also MDR page 624.
 XE "Dexamethasone fresenius" DEXAMETHASONE 4 mg/ml FRESENIUS, Fresenius Kabi [N/P/S in C]

Dexamethasone phosph.

Indications: Where anti-inflamm.& immunosuppress. eff.of corticoster.indic.

(S4) INJ. A40/21.5.1/0748. 4 mg/ml.

720206-001: 10x1 ml amps, R95,34
Dosage: Admin.via IV infus./slow IM in intens. ther./ emerg. Adults: Range: 0,5-20 mg dly accord.to sev.of disord. May be admin.by intra-artic./ intrales./IM/soft tiss inj.in dos.of 0,8-4 mg depend. on size of the joint.

Contraindications: Ac.infect.uncontr.by antimicrob. ther., ac.psychos./psychoneuros., ocul. herpes simpl., prim.glauc., osteoporos., pept.ulc., intrathec./subconjunct.admin., safety in lactat.not est., foet./neonat.adren.suppress.if admin.in high dos.dur.pregn., high dos.for prolong. treatm.not recomm., act./quiesc. TB except as adjunct.to antitubercul.meds., concom. live vacc.esp.if high dos.syst.Fresenius Dexamethasone ther.

Side effects: Incr.bld.coagulabil.with poss. thrombo-embol.compl., typic.adren.cortex hyperactiv. sympt.somet.lead.to fully devel. Cushing syndr., ment.& neurolog.disturbs., benign IC hypertens., ocul.chang.incl.glauc./ cataract, ac. pancreatit., pept.ulc., hyperhidros., skin thin., musc.weakn./wast., avasc.bone necros., menstr.irregul., incr.K+ excret.with poss. hypokalaem. alkalos., oed., hypertens., delay. wound heal., incr.infect.suscept.esp.childr., may mask infect., excess.metabol.effs.with poss. osteoporos./ spontan. fract./musc.atrophy/nitrog. deplet., incr.appet., hyperglycaem.with accentuat./ precipit.of diabet.state, CF poss. induc.

Warnings and special precautions: Antidiab./ antihypertens.requirm.poss.incr., in pres.of HF, recent MI, hypertens., diab.mellit., epilep., glauc., hypothyroid., infect.dis., hepat. fail., psychos./sev.affect.disords., ren.impairm., elderly, ac.adren. insuff.poss.by sudd.withdr./ dos. reduct./ corticoster.requirem.incr., chemoprophylax. for quiesc.TB pts.in case of prolong. ther., emerg.treatm.of infects., reg. monit. dur.long course esp.hypertens./glycosur./ hypokalaem./gastr.discomf./ment.chang./fluid retent., back pain, rais.IC press.risk esp.childr., poss. CV collapse with rapid IV inj.of large dos., poss. attenuat.respons.with concom. vacc./ toxoid, prophylax./immunoglobul.poss.reqd.in childr., grad.withdr.aft.high-dos./prolong.ther. with adren.funct.monit.

Drug interactions: Barbits./carbamazepine/ phenytoin/primidone/rifampic.may reduc. eff., poss. incr.plasma conc.with OC’s/ritonavir, excess. K+ loss with K+-deplet. diuret., incr.hypokalaem.risk with amphotericin B/bronchodil.ther.with xanthin. & beta2 agon., incr.GI effs. with NSAID’s, alt. respons.to anticoags., salicyl.ser.conc.poss.decr., antimuscarin.eff.poss.decr.in myasth.grav., poss. interfer./alter eval.results for some endog.subst./ other meds.

 XE "Dexona" DEXONA INJECTION, Zydus [N/P/S in C]

Dexamethasone sod.phosph.

Indications: Where anti-inflamm.& immunosuppress. eff.of corticoster.desir.incl. intens. treatm.dur.short.per.

(S4) INJ. 41/21.5.1/0225. 4 mg/ml.

713730-001: 10x1 ml amps, R97,52
Dosage: Admin.IV/IM.

Adults: Range: 0,5-20 mg dly accord.to severity.

Intra-articul.-lesion.-musc./soft tiss.inj: 0,8-4 mg depend.on size of joint.

Contraindications: Act./quiesc.TB, ocul.H. Simplex, prim glauc., ac.psychos.& psychoneuros., ac./uncontr. infect., pept.ulc., osteoporos., not for intrathec./subconjunctiv.admin., safety in pregn.& lactat.not est., live vacc.with syst.high dos., intra-articul.inj.also: joint arthroplast., bld.clott.disords., intra-articul.fract., curr./hist.of periartic.infect., unstab.joint.

Side effects: Anaphylax., fac.flush., seiz., burn/ numbn./tingl./scarr.at inj.site, card.arrhythm., CHF, psych. disturbs.incl.hallucinat./disorient., diab. mellit., sleep disturbs., Cushing’s syndr., growth suppress., acne, cutan./subcut.tiss.atrophy, ecchymos., imp.wound heal., thin/frag.skin, adren. suppress., pancreatit., avasc.necros., osteoporos., bone fract., steroid myopathy, tend.rupt., cataracts, glauc.with poss.opt.nerve damage, ocul. infects., fluid/sod.retent., hypokalaem.syndr., GI disturbs. incl.intest.perforat., weight gain, restless., incr.infect.suscept.

Special precautions: Too rapid withdr.esp.aft. prolong.use poss.caus.ac./life-threat.adren. insuffic. &/ withdr. syndr.not relat.to HPA axis suppress., AIDS/HIV infect., intest.anastomos., card. dis., CHF, ren.funct.impairm., exist./rec. chickenpox/measles, oesophagit., gastrit., diab. mellit., MI, epilep., uraem., elderly, glucocort. supplem. poss.requir.with aminoglutethimide, concom.amphotericin B, sev.weakn.in myasth. grav. with concom.anticholinesteras., poss.oral antidiab./insul.dos.adjustm., concom. ketoconazole, antihypertens. requirem.poss.incr., may mask infect., immunoglobul.to childr.at spec. risk of infect., monit.hypertens./glycosur./ hypokalaem./ gastr.discomf./ment.chang.dur. longt. treatm., monit.for poss.fluid retent., poss. reduc.Na intake/K+ supplem./incr.prot.intake/ calor.restrict.diet esp.dur.longt.ther., IC hypertens. risk esp.childr., emerg.treatm.of infects., large dos.giv. slow./infus.prevent.CV collapse, high dos not for prolong.treatm., poss.inhibit.of growth respons. to somatropin/protropin with chron. ther.use of dly.dos.more than 187,5-281,5 µg/m2 body surf., parent.admin.in emerg./intens.ther.

Drug interactions: Acceler.metabol.with aminoglutethimide, sev.hypokalaem.with amphotericin B, poss.decr.clear.with macrolide antibiot., incr.bld.gluc.conc., poss.digital.toxic. /arrythm.with digital.glycosid., poss.decr. metab. with ketoconazole, excess.K+ loss with K-deplet. diurets., barbits./carbamazepine/phenytoin/ primidone/ rifampic.may reduc.eff., poss.incr.GI bleed./ulcerat.with NSAID, alt.respons.to anticoags., poss.attenuat.respons.to kill.vacc./ toxoids.

 XE "Macleods Hydrocortisone Injection" MACLEODS HYDROCORTISONE INJECTION, (Activo) Macleods [N/P/S in C]
Hydrocortisone Na succin.as hydrocortisone

Indications: Condits.where rapid & intense corticoster. eff.reqd. eg.as adjunct.in sev.shock/ ac. hypersens.reacts.

(S4) INJ., 43/21.5/1143

722809-002: 100 mg, 1x2 ml, R26,64
722809-001: 100 mg, 5x2 ml, R133,23
Dosage: Admin.by IV inj./IV infus./IM inj. Cons. long-act.inject./oral prep.foll. init.ther. Init. IV admin. over 30 sec.(100 mg)-10 mins.(500 mg).May be repeat.at interv.of 4-6 hrs.accord.to pt. respons. & clinic.condit. Infts.& childr: Determ.by sev of condit. & pt. respons.but not less than 25 mg/day. High-dos. ther.to be contin.only until pt.condit. stabilis. usuall.not long.than 48-72 hrs. Ther.may be replac.with a corticoid caus.little/no sod. retent. if hypernatraem.occurs. Admin.low.effect. dos. for short.per. Consid.other dos.forms in prolong. treatm. Ref.to PI for sugg.dos.regim.

Contraindications: Syst. fung.infects.unless spec. anti-infect.ther.init., H.simpl.keratit., ac. psychos., TB, concom.live/live attenuat.vacc.

Side effects: Infect.aggravat./mask., anaphylax., seiz., flush., adrenocort.insuff., menstr.irreg., weight gain, CCF, eye disords.incl.glauc.with opt. nerve damage, sudd.blindn., psych./CNS disords., incr. IC press., sweat., headache, vertigo, dizzin., BP incr., salt/water retent., incr.Ca/K+ excret., GI disords. incl.bleed., oesophag.ulcer., pancreatit., incr. appet., hiccups, skin reacts.incl.thinn., acne, delay. wound heal., osteoporos.revers.with diffic., spontan. fract., asept.necros.of humerus/femur. head, weakn., myopathy, tend.rupt., loc.reacts., musc. weakn./atrophy, prot.catabol., electrol. imbal., alter.gluc.metab., withdr.syndr.with too rapid dos.reduct., post.subcaps.cataract/glauc. with opt.nerve damage/poss.second.ocul.infects. with prolong.use.

Warnings and special precautions: Poss. anaphylact.reacts with rapid high dos.IV admin., emerg. treatm.facilit.to be avail., TB poss.reactiv./ exacerbat., admin.concurr.appropr.antitubercul. chemother. or prophylax., diverticulit., non-spec. ulcer. colit.if perforat./abscess/other infect.risk, rec. intest.anastomos., act./latent pept.ulc., myasth. grav.poss.lead.to resp.distress, osteoporos., Cushing syndr., ren.funct.impairm., hypertens., ocul.H simpl.poss.result.in perforat., ac. psychos./diab.mellit.poss.aggrav., gluc.intol., prev. corticoster.-induc.myopathy, liv.fail./cirrhos., epilep., thrombophlebit.predisp., hypothyroid., grad. withdr., withdr.syndr.aft.too rapid dos. reduct., concurr.immunisat.not advis., monit.infts. for adren. insuff.whose mothers receiv.prolong. ther. with high dos., concom.salicylat.in pts.with hypoprothrombinaem., ser.K+ monit.if giv.for prolong. per./card.funct.with diurets./carbon. anhydr. inhib./amphotericin B, INH monit., withdr. anticholinest. agents 24 hrs.bef.init.ther., safety & effic. in pregn.& lactat.not est., teratogen.in anim., excret. in breast milk, dimin.respons.to inactiv./kill. vaccin., pept.ulc., thromboembol.tenden., diab. mellit., glauc., loc./system.infect., fung./other exanthem. dis., poss.growth retard.in childr.with dos. 6 mnths.& long., contin.pt.monit. aft.discont. in case sev.dis.sympt.re-appear, hypernatraem., monit. adrenocort.insuff.S&S, incr.rapid.-act. corticoster. dos.bef./dur./aft.stressf.situat., may mask infect. signs/enhanc.infect.organism disseminat., chicken pox, measl., known/susp. threadworm .infestat., poss.impair.mineralocortic. secret., postpone poliovir.vacc.esp.those in close cont. with pt., concom.antidiab.agents, pt. supervis. aft.ther.cessat., diet.salt restrict., K+-supplem., monit.all pts.for evid.of intercurr.infect.

Drug interactions: Poss.seiz.with concom. ciclosp., reduc.eff.with meds.induc.hepat.enzym., incr. adverse effs.with meds.inhib.metab.eg. erythromycin/ketoconazole, incr.salicylat.excret., incr. infect.risk with other immunosuppress., sev. hypokalaem. with diurets./carbon.anhydras. inhib./ amphotericin B, incr.card.dysrhythm.risk with digoxin, incr.eff.with coumar.anticoags., sev. weakn.in myasth.grav.pts.with anticholinest. agents, reduc.hypotens.with antihypertens., incr. corticoster. clear.with meds.induc.hepat.enzym., atten. live vacc.poss.potent.vacc.virus replicat., poss. incr./prolong.resp.depress./paralys.with nondepolaris. neuromusc.block.agents, incr.bld. gluc.conc.with oral antidiab.agents & insul.
 XE "Medrol" MEDROL, Pfizer [N/P/S in C] 
Methylprednisolone.
Indications: Rheumat., ocul., allerg., dermatol. disords.& other condit.respons.to anti-inflammat. corticoster.

(S4) TABS. C729, C728.

741116-006: 4 mg, 30, R66,52
741116-014: 4 mg, 100, R221,90
741124-009: 16 mg, 50, R367,06
Dosage: 4-48 mg dly. Indiv.accord.to condit.& respons. Maint./adjust init.dos.until satisfact. respon.noted., discont.ther.& transf.pt to other appropr.ther.if lack.of satisfact.clin.respon.observ. aft. reasonab.period. With favour.respons.determ. maint.dos.by decr.init.dos.in small increm.until. low. dos.to maint.adeq.clinic.respons.reach.
Alternate day ther (ADT) regimen: Twice the usual dly. dos.of cortic.admin.every other morn.to provide pt. requir.long-term pharmacolog.dose treatm. with benefic.eff.of cortic.while minimis. undesir. effs incl.pituit-adrenal suppress., cushingoid state, cortic.withdraw.sympts.& growth suppress.in childr. Indiv.accord.to pt.condit.& respons
Contraindications: System.fung.infects., immunizat. proced.

Side-effects: Fluid & electrol.disturbs., CCF, hypertens., musc.weakn., osteoporos., GI disturbs., imp.wound heal., thin skin, rash., incr.IC-press., convuls., headache, vertigo, Cushingoid state, menstr. disturbs., incr.IOP, glauc., psychic. disturbs., vertebr.compress. fracts., steroid myopathy, asept.necros.of femor./humeral heads., loss of musc.mass, pathologic.fract.of long bones, facial erythema, incr.sweat., petech.& ecchymos., may suppress react.to skin tests, suppress.of growth & pituit.hormone in childr., decr.carbohydr. tol.incl. manifestat.of lat.diab.mellit.& incr.insul. / oral hypoglycaem.agents requirem., second. adrenocortic. & pituit.unresponsiven.partic.in stress, poster.subcapsul.cataracts, exophthalmos, neg. nitrog. bal.due to prot.catabol.
Special precautions: Slow withdr., cirrhos., hypothyroid., ocul.H.simplex, emot.instabil., ulcerat. colit., diverticulos., fresh intestin. anastomos., pept.ulc., ren.insuffic., hypertens., osteoporos., myasth.grav., diabet., stress., monit. child growth., may mask infects., restrict diet. salts., use low.poss.effect.dos, withdraw grad., latent TB/tuberculin reactiv.as reactivat. of dis. may occur., restrict. use in act. TB to fulminat./ disseminat. TB where corticoster.is used for manag. of dis. in conjunct.with appropr.anti-TB regim., benef.vs. risk in pregn., observ.infts.born to moth.receiv. substant.corticoster.dos.for signs of hypoadrenal., prolong.use may produc. poster. subcapsul. cataracts/glauc.

Drug interactions: Ca excret.incr., aspir.incr. hypoprothrombin.

See also MDR page 662.
 XE "Mylan Methylprednisolone" MYLAN METHYLPREDNISOLONE, (Mylan) Xixia [N/P/S in C]
Methylprednisolone hydrogen succinate equiv.to methylprednisolone.
Indications: Prim./ second.adrenocort.insuff., rheumat.disords., collagen dis., dermatolog. & haematology. disords., allerg.condit., GI dis., cerebr.oed., ac.multip.scleros.exacerbat., as adjunct. ther.in ac.spinal cord inj.with.8 hrs of inj., shock second.to adrenocort.insuff./unrespons.to convent. ther., organ transplant., palliat.leukaem./ lymphoma treatm., adjunct.ther.for N&V assoc. with Ca ther.

(S4) INJ. 42/21.5.1/0309, 0311, 0312

717086-001: 40 mg, 1 vial, R25,61
717229-001: 500 mg, 1 vial, R224,77
717230-001: 1 000 mg, 1 vial, R449,52
Dosage: Adults: As adjunct.in life-threaten. condits.: 30 mg/kg IV over at least 30 mins. May be repeat.4-6 hrly for up to 48 hrs. Poss.pulse dos. in corticoster.-respon dis.in exacerbat.& unrespons. to std.ther.
SLE: 1 g/day IV for 3 days.

MS: 1 g/day IV for 3 - 5 days.

Oed.states: 30 mg/kg IV on alt.days x4 days or 1 g/day IV for 3,5 or 7 days. Admin.over at least 30 mins.& may be repeat.if no improvem.within a wk. aft.ther./accord.to pt.condit.

Ac.spin.cord.injury: Begin within 8 hrs.of injury. Adjunct.ther: 30 mg/kg bm IV in a bolus dos.over 15 mins, follow.aft.45 min.pause by contin.infus.of 5,4 mg/kg bm/hr for 23 hrs, then stop abruptly. Separ.IV site for infus.pump need.

Adjunct.ther.for N&V prevent.assoc.with Ca chemother: Mild to mod. emetogenic ther: 250 mg IV over at least 5 min, 1 hr. bef. chemother, at start.of chemother.& at discharge. Sev.emetogen.chemother: 250 mg IV over at least 5 min.with metoclopramide or a butyrophenone 1 hr.bef.chemother., then 250 mg IV at start.of chemother.& at discharge.

Other indicat: 10-500 mg IV depend.on sev.of condit. Larg.dos.may be reqd.for short term treatm. of sev.ac.condits. Init.dos.of up to 250 mg IV over at least 5 mins., if dos.great.than 250 mg admin. over at least 30 min. Thereaft.either IV/IM accord. to pt.respons.& clinic.condit.

Infts.& childr: Depend.on sev.of condit.& respons. but not less than 0,5 mg/kg every 24 hrs.

Admin.separat.from other IV meds.

Contra-indications: Cert.act.virus., psychot. states not contr.by treatm., live attenuat.vacc., syst.fung.infects., haemorrh.disords./ ongo. anticoag.treatm.in IM inj., ac.psychos./ pept.ulc./ osteoporos., safety in pregn.& lactat.not est.

Side-effects: Gen.allerg.reacts.& anaphylax., flush., seiz., reactivat.of latent infects., opportunist. infects., diab.mellit., Cushing’s syndr. effs., hypokalaem.syndr., prot.catabol.with negat. nitrog. bal., psych.disturbs., CNS effs., incr.IC press., pseudomot. cerebri, eye disords.incl. sudd.blindn., CHF, GI disords., incr.appet., weight gain, pancreatit., pept.ulcerat., intest.perforat., oesophagit., adren.suppress., hirsutism, skin disords. incl.tissue atrophy, petechiae, ecchymos., thin fragile skin, hair & scalp thinn., hyper-/hypopigment., avascul.necros., musc.weakn., osteoporos., bone fract., steroid myopathy, tendon rupt., loc.reacts., poss.life-threat.adren.insuffic. &/ withdr.syndr.not relat.to HPA axis suppress.with too rapid dos.reduct.foll.prolong.treatm., poss. incr. bld. gluc.conc.

Special precautions: Excret.in breast milk, angioed./ anaphylact.reacts./seiz.& sudd.death assoc. with card. arrhythm.report with rapid admin. of high dos., also bradycard., ECG.monit. recomm.& treatm.facilit.avail. , poss. exacerbat./ reactivat.of TB., may mask infects./new infects., incr.dos.poss.reqd.prior to/dur.& for some time foll.expos.to emot./physic.stress, monit.infts.of mothers rec.prolong.high dos.ther.for adren. insuffic., immunisat., diverticulit., non specif. ulcer. colit., recent intestin.anastamos., act./ latent pept.ulc., myasth.grav., osteoporos., ren. funct. impairm., hypertens., ocul.H.simplex, ac. psychos., gluc.intol., grad.withdr., oral poliovirus vaccin., other vaccin., concom.salicylates in hypoprothrombinaem., poss.incr./prolong.resp. depress. /paralys.with concom.non-depolar. neuromusc. block.agents, monit.ser.K+ conc.& card. funct.with concom.K+deplet.diuret., antidiabet. agent/oral & insulin, monit.INR, withdr. anticholinesterase agents 24 hrs.prior to ther., reg. urin.analys./2hr postprand.bld.sugar/BP/weight monit./ chest X-ray at reg.interv.dur.prolong.ther., upper GI X-ray with sev.dyspeps./ulc.hist., poss. reduc. Na intake/ K+ suppl.esp.with high dos.prolong.ther.

Drug interactions: Poss.convuls.with concom. ciclospor., effic.poss.reduc.with concom.hepat. enzyme induc.(e.g. rifampicin/carbamazepine/ phenytoin), adv.effs.poss.incr.with erythromycin/ ketoconazole, poss potent.the replicat.of vaccin. virus with live vaccin., salicylates incr.salicylate excret., blockade of non-depolaris.neuromusc. block agents poss.enhanc., incr.infect.risk with other immunosuppress., sev.hypokalaem.with K-deplet. diuret./carbonic anhydrase inhibit./ amphotericin B, digox.incr.card.arrhythm risk assoc. with hypokalaem., coumar.anticoag. effs. enhanc., sev.weakn.in myasth.grav.pts.with anticholinesterase agents, reduc.hypotens.with antihypertens.

 XE "Panafcort" PANAFCORT, AI Pharm Ltd [N/P/S in C]

Prednisone.

Indications: Sev./ac.rheumat., dermatol.& allerg. condits., collagen dis., musc.-skelet. condits.

(S4) TABS. G3054.

752304-119: 5 mg, 1 000, R194,79
Dosage: 2-20 tabs.dly.in div.dos.
Contraindications: Pept.ulc., osteoporos., psychos./sev.psychoneuros., ac.bact.infect., eye ulcerat., vir.infect., vaccinat.

Side effects: Electrol.disturbs., induc.CF, excess. metabol.eff., incr.appet., delay.wound heal., pept. ulcerat./haemorrh./perforat., incr.suscept.to infect., ac.adren.insuff., large dos.may produce sympt. typic.of adren.cortex.hyperactiv., ment.& neurolog. disturbs., amenorrh., IC hypertens., may mask reduct.in lymphocyt., polyarterit., thrombo-embol. complicat.

Special precautions: CHF, diab.mellit., infect. dis., chron.ren.fail., uraem., elderly, quiesc.TB.

Drug interactions: Reduc.eff.with barbits., phenylbutazone, phenytoin., rifampicin.reduc. respons.to anticoag.

 XE "Pharma-Q Betamethasone" PHARMA-Q BETAMETHASONE INJECTION 4 mg/1 ml, Pharma-Q [N/P/S in C]

Betamethasone sod.phosph.equiv.to betamethasone.

Indications: Subsit.ther.in treat.adren.insuff.in pts.with known/suspect.adren.insuff.prior to surg./ shock/sev.trauma/other stress condits., sympt. treatm.of inflam.condits.respons.to corticoster. ther.

(S4) INJ. 32/21.5.1/0338. 4 mg/ml.

899124-006: 10x1 ml amps, R125,31
Dosage: . Admin.IV/IM/intra-artic./intrales.or by infus.in dos.equiv.to 4-20 mg. May also be giv.by loc.inj.into soft tiss.in dos.equiv.to 4-8 mg. Indiv. freq.& route of admin.accord.to dis./condit.sev./pt. respons.& toler. Admin.slow./by infus.as CV collapse report.with rapid IV inj.of massive dos.

Contraindications: Intrathec./subconjunct. admin., osteoporos., psychos.& sev.psychoneuros., pept.ulc., quiesc./act.TB, ac.vir.infects., pregn.& lactat., live vaccine admin.

Side effects: Electrol.disturbs.charact.by hypertens. / oed., hypokalaem.alkalos., incr. suscept. to infect./sepsis/TB/fung.& vir.infects., delay. wound heal., ac.adren.insuff.dur.prolong. ther./ cessat./stress, growth retardat.in childr., Cushingoid sympt., osteoporos./spontan.fract., nitrog. deplet., hyperglycaem., amenorrh., hyperhidros., skin thin., ocul.chang.incl.cataract, ment./ neurolog.disturbs., IC-hypertens., ac. pancreatit., musc.weakn., asept.bone necros., incr. bld. coagulabil.& thrombo-embolyt.compl.

Special precautions: Poss.tox.eff.from withdr. /cont. use/large dos., poss.foet./neonat.adren. depress. in high dos.dur.pregn., CHF, hypertens., diab. mellit., epilep., glauc., infect.dis., ocul. H.simplex, chron.ren.fail., uraem., elderly, quiesc. TB should rec.chemoprophylax.if ther.prolong., poss. incr.antidiab./antihypertens.requirm.

Drug interactions: Barbits./carbamazepine/ phenytoin /primidone/rifampicin may reduc.eff., K-deplet. diuret.may cause excess.K-loss, NSAID’s incr. GI bleed.& ulcerat., poss.decr.salicyl.ser. conc., antimuscarin.eff.poss.decr.in myasth.grav., interfer. with assay proced.of endogen.subst.

 XE "Pharma-Q Dexamethasone" PHARMA-Q DEXAMETHASONE PHOSPHATE INJECTION 4 mg/1 ml, Pharma-Q [N/P/S in C]

Dexamethasone phosph.

Indications: Where anti-inflamm.& immunosuppress. eff.of corticoster.desir.

(S4) INJ. 33/21.5.1/0512. 4 mg/ml.

701589-001: 10x1 ml amps, R107,31
Dosage: Admin.slow IV/IM.

Adults: Range: 0,5-20 mg dly accord.to severity.

Cerebr.oed.caus.by malign: Init.IV dos: 10 mg usual.giv.foll.by 4 mg IM 6 hrly.

Respons.usual.obtain.aft.12-24 hrs.& dos.may be reduc.aft.2-4 days.

May be admin.by intra-artic./intrales./IM/soft tiss.inj.

Intra-articul.inj: Dos.equiv.to 0,8-4 mg giv. depend. on size of the joint. 

Contraindications: Act./quiesc.TB, psychos., sev. psychoneuros., ac.infect., pept.ulc., osteoporos., safety in pregn.& lactat.not est., intrathec. /subconjunct.admin., sudd.cessat.of ther., high dos.for prolong.treatm.

Side effects: Oed., hypertens., incr.K excret.with poss. hypokalaem.alkalos., card.fail.poss.induc., excess. metabol.effs.with poss.osteoporos./ spontan. fract., nitrog.deplet.& hyperglycaem.with accentuat./precipit.of diabet.state, incr.appet., delay. wound heal., incr.infect.suscept., may mask infect., ac.adren.insuff., growth retardat.in childr., typic. adren.cortex hyperactiv.sympt.somet.lead.to fully develop.Cushing syndr., amenorrh., hyperhidros., skin thin., ocul.chang., ment.& neurolog. disturbs., IC hypertens esp.childr., ac. pancreatit., asept.bone necros., incr.bld.coagulabil. with poss.thrombo-embol.complicat., pept.ulc., musc. weakn./wast.

Special precautions: Poss.tox.effs.from withdr./ cont. use/large dos., extr.caution in CHF, hypertens., diab.mellit., epilep., glauc., ocul.H. simplex, infect.dis., chron.ren.fail., uraem., elderly, incr. insulin requirem., poss.mask.infect.sympt., avoid contact with chickenpox/H zoster, reg.monit. dur. long course esp.hypertens./glycosur./ hypokalaem. /GI discomf./ment.chang/fluid retent., poss.reduc.Na intake & K+ supplem., emerg. treatm.of infects., rapid IV inj.may cause CV collapse.

Drug interactions: Barbits./carbamazepine/ phenytoin /primidone/rifampic.may reduc.eff., excess. K+ loss with K-deplet.diuret., incr.GI effs. with NSAID’s, reduc./enhanc.respons.to anticoags., antidiab./antihypertens.requirm.poss. incr., salicyl.ser.conc.poss.decr., antimuscarin.eff. poss. decr.in myasth.grav.

 XE "Prelone" PRELONE, AI Pharm Ltd [N/P/S in C]

Prednisolone.

Indications: Steroid respons.inflammat.condits.

(S4) SYRUP, [N/P/S in C] 28/21.5.1/0158

805149-023: 15 mg/5 ml, 50 ml, R145,56
805149-031: 15 mg/5 ml, 100 ml, R291,12
Dosage: Indiv.accord.to dis., its sever.& pt. respons. Usual dos.range: 5-60 mg dly.in div.dos. Init.dos.to be maint./adjust.unt.satisfact. respons. observ.Total dly.dos.may be admin.once early morn. / as double dos.on altern.days. Max.dos: 1 -2 mg/kg.

(S4) TABS, [N/P/S in C] G3055

Indications: Sev./ac.rheumat./dermatologic.& allerg.condits., collagen dis., musc-skelet.condits., foot disords.

703720-002: 5 mg, 200, R379,98
Dosage: 2-20 tabs dly.in div.dos.

Contraindications: Pept.ulcerat., osteoporos., psychos., sev.psychoneuros., ac.vir./bact.infects., eye ulcerat., herpes zoster/simplex, live vaccine vaccinat., pregn., lactat., syst.fung. infects. 

Side effects: Electrol.disturbs., CF poss.induc., excess.metab.eff.incl.osteoporos./hyperglycaem., incr.appet., delay.wound heal., incr.infects., pept. ulcerat.with poss.haemorrh./perforat., incr.infect. suscept., ac.adren.insuffic., sympts.typic.of adren. cortex hyperactiv., Cushing's syndr, amenorrh., ment.& neurolog.disturbs., IC hypertens., thrombo-embol.complicat., may mask signs of infect., growth retardat.in childr., hyperhidros., ac. pancreatit., asept.bone necros., musc.weakn.

Special precautions: Incr.insul.requirem.of diabet., CCF, infect.dis., chron.ren.fail., uraem., elderly, act./quiesc.TB, anaesthes./surg./trauma, hypertens., reg.exam.advis.dur.longt.ther., discont. grad.

Drug interactions: Barbits./phenylbutazone/ phenytoin/rifampicin reduc.eff., reduc.respons.to anticoag., excess. K loss.with K-deplet.diuret. 

 XE "Solu-Cortef" SOLU-CORTEF, Pfizer. [N/P/S in C] 
Hydrocortisone Na succin.as hydrocortisone
Indications: Ac.adren.insuff., sev.shock, ac. hypersens.reacts, bilat.adrenolect., overwhelm. infects. with sev.toxic., SLE in relapse, aspirat. pneumonit.

(S4) INJ. G2957, G/21.5/201.

709866-001: 100 mg/2 ml, 5x2 ml vials, R292,51
765074-001: 100 mg/2 ml, 1x2 ml Act-o-vial, R40,29
765074-028: 100 mg/2 ml, 5x2 ml Act-o-vials, R201,54
765120-003: 500 mg/4 ml, 1x4 ml Act-o-vial, R211,41
Dosage: Sev.shock: Init.ther.by IV admin.over one - sev.mins. Curr.medic.pract.tend to use high dos. of corticoster. Ref.to PI for sugg.dos.regimens. 
Cont. high dos.corticoster.ther.only until pt’s. condit. has stabilis.& usually not beyond 48 - 72 hrs.

Other situat.in which adeq.prep.with IM cortisone/ hydrocortis.cannot be accomplish: Adults: Init.100-500 mg IV over at least 30 sec., dos.may be repeat.at interv.of 1, 3, 6 & 10 hrs. as indicat.by pt.respon.& clin.condit. Infts.& childr: Determ.by sev.of condit.& pt. respons. but not less than 25 mg/day.

Contraindications: H.simplex keratit., ac. psychos., TB, pept.ulc., Cushing syndr., fresh intest. anastomos, diverticulit., osteoporos., ren. insuffic., thromboembol.& psychot.tenden., diab. mellit., hypertens., loc./system.infect., fung.dis., exanthemat. dis., pregn.partic.dur.first trimest., deltoid musc.inj.,

Side effects: Cushing syndr., adrenocort.insuff., prot., catabol., electrol.imbal., osteoporos., pept. ulc., mask.of infect., incr.BP, convuls., skin reacts., petech. & purpura, menstr.irregul., insomn., psych. disturbs., incr.IOP, poster.subcapsul. cataracts, incr. ICP, pancreat., sweat., vertigo, weakn., myopathy, headache, exophthalmos., subcutan.& cutan. atrophy, post-inj flare., alter.gluc.metab. with aggravat.of diab.mellit. incl.hyperglycaem.& glycosur., spontan.fracts., asept.necros.of hip & humer., growth suppres.in childr., facial erythema, ulcerat. oesophagit., anaphylax

Warnings and special precautions: Grad. withdr., stress, imp.wound heal., diet.salt restrict., K-supplem., diab., myasth.grav., monit.child growth., if used dur.pregn.observ.newborn inft. closely for signs of hypoadrenal.& institute approp. ther. if pres., hypernatraem.poss.with high dose hydrocortis. ther.beyond 48-72 hrs. & it may be desir. to replace ther.with methylprednis.which caus. little/no Na retent., monit.all pts.for evid.of intercurr. infect., prophylact.antacid admin. recomm. in long term.ther., upper GI X-ray & ulc. regim. desir.in ulc.pts.complain.of gastr.distress, pt. supervis.aft.ther.cessat.

See also MDR page 698-700.
 XE "Solu-Medrol" SOLU-MEDROL, Pfizer [N/P/S in C] 
Methylprednisolone Na-succinate equiv.to methylprednisolone.
Indications: Adrenocortic.insuffic., ac.rheumat. cardit, collagen dis., steroid respons.dermat. disords., allerg.states, ulcerat.colit., second. thrombocytopen., idiopath.thrombocytopen. purpura, cerebr.oed., shock, organ transplantat., leukaemias & lymphomas, adjunct ther.for N/V assoc. with Ca therapy, ac.spin.cord injury.

(S4) INJ D/21.5.1/135, 136, L/21.5.1/25, 26.

765082-004: 40 mg/ml, 1x Act-o-vial, R35,04
765104-008: 125 mg/2 ml, 1x Act-o-vial, R71,22
765066-009: 500 mg/8 ml, 1x vial, R284,91
765155-001: 1 g/16 ml, 1x vial, R569,87
Dosage: Adjunct.ther.in life-threat.condits: 30 mg/kg IV over at least 30 mins, may be rep. every 4-6 hrs up to 48 hrs. Admin.separate from other drugs. Eith. IV push through IV medic.chamb/ IV “piggy-back”sol.

SLE: 1 g/day x3 day IV.

MS: 1 g/day x3 days IV or 1 g/day IV for 5 days.

Oed.states: 30 mg/kg every other day x4 days IV or 1 g/day for 3,5 or 7 days IV. Admin.over at least 30 mins,& may be rept.if improvem.has not occur. within a wk.aft.ther.or as pt.condit.dictat.
Adjunct.for the prevent.of N&V assoc.with Ca chemotherapy: Mild to mod.emetogenic ther: 250 mg IV over at least 5 min, 1 hr.bef.chemother. at initiat.of chemother.& at discharge.

Sev.emetogen.chemother: 250 mg IV over at least 5 min. with metoclopramide or a butyrophenone 1 hr.bef.chemother., then 250 mg IV at init.of chemother. & at discharge.

Other indicat: 10-500 mg depend.on sev.of disord. Init.up to 250 mg IV over at least 5 mins., if great.than 250 mg, admin.over at least 30 min. Subseq. dos.may be giv. IV/IM at interv.dictat.by pt. respon. /clin.condit., Childr.& infts: accord.to condit.& respons.but not less than 0,5 mg/kg every 24 hrs.

Ac.spin.cord.injury: IV: 30 mg/kg bm in a bolus dose over 15 mins, follow.by 45 min.pause, then contin.infus.of 5,4 mg/kg/hr for 23 hrs, then stop abruptly. Treatm.should begin within 8 hrs.of injury.
Contraindications: Syst.fung.infects., ac. psychos., pept.ulc., osteoporos.

Side effects: Fluid & electrol.disturbs., steroid myopathy., musc.weakn., osteoporos., pathol./ spontan. fract., vertebr.compress.fract., aseptic necros., GI disturbs., imp.wound heal., petechiae, ecchymos., thin fragile skin, purpura, allerg. reacts., facial erythema, thinn.of hair & scalp, subcut. & cutan.atrophy, post-inj.flare, sterile abscess at inj.site, hyper/hypopigmentat., striae, acne, negat.nitrogen bal., thromboembol. complicat., incr.IC-press., pseudotumour cerebri, psych. derangem., seiz., insomn., nervousn., vertigo, sweat., menstr.irregul., Cushingoid state, suppress. of pituit.adren.axis, decr.carbohydr.tol., manifestat. of diab.mellit., incr.insul.or oral hypoglycaem. requirem., growth suppress.in childr., relat.adrenocortic.insuffic., cataracts, incr. IOP, exophthalmos, latent infects.becom.active, opportunist. infects., suppress.react.to skin tests, anaphylact. reacts.with/-out circulat.collapse, card. arrest, bronchosp., card.arrhythm., bradycard., exist.emot./psychot.tend.poss. aggravat.

Warnings and special precautions: May mask infects., grad. withdr., stress, imp.wound heal., diabet., myasth.grav., monit.child growth, TB, ocul. H.simplex, ulc.colit., diverticulit., fresh intest. anastomos., ulc., ren.insuff., hypertens., osteoporos., card.arrhythm., routine lab.stud.incl. urinalys./ 2 hr.postprand.bld.sug./determinat.of BP & BM, chest X-ray to be tak.at reg.interv.dur. prolong. ther., upper GI X-ray desir.in pts.with ulc. hist./ signif.dyspeps., cross.placent.barr., excret.in breast milk, observ.infts.born to moth.receiv. substant. corticoster.dos.for signs of adren. insuffic., immunisat., convuls.poss.with concom. cyclosporin.

Drug interactions: Interacts.of known/likely clinic. signific.with antibiot./antifung./ anticholinesteras./ anticoag./anticonvuls./ antidiabet/ antihypertens./CV meds./diuret./ immuniz. agents/immunosuppress./neuromusc. block. agents/psycho-therapeut.agents/salicylat. & sympathomimet./analges. & antacids.
See also MDR page 701.
19.6
Sex hormones 
(see also oral contraception)
19.6.1
Androgens and anabolic steroids
 XE "Androgel" ANDROGEL, Medi Challenge [P/S]

Testosterone

Indications: Replacem.ther.for male hypogonad. when testoster.defic.confirm.by clinic.signs & biochemic. tests. 

(S5) GEL, A40/21.7/0260. 50 mg/5 g

3000765-001: 50 mg/5 g, 30 sachets, R667,07
Dosage: Observ.at least 6 hr.betw.applic.& bath./shower.

Adults & elderly men: Apply 5 g by pt.to clean, dry, healthy skin of shoulders/ arms/abdom.once dly pref.in morn. Max: 10 g/day. Dose may be incr./ reduc in relat.to ser.testosterone conc.meas. from 3rd day aft.start.treatm. Adjust dos.in steps of 2,5 g of gel.

Contraindications: Known/suspect.prostat.Ca/ breast Ca.

Side effects: Freq: Incr.haematocrit, incr.RBC count & Hb, mood disords, amnes., headache, dizzin., paraesthes., hyperaesthes., hypertens., diarrh., alopec., urticar., skin reacts., erythema, acne, dry skin, skin irrit., prostat.disords., gynaecomast., mastodyn., applicat.site react. Less freq: Hypersens.reacts., nervousn., depress., hostility, anx., irritabil, sleep apnoea, asthma, jaund., seborrh., balding, prurit., musc.cramps, myalg., urin.obstruct., libido changes, incr.freq.of erects., interrupt./reduc.spermatogenes., priapism, prostat.abnormal./Ca, oligosperm., water retent., oed., LFT abnormalit., electrol.changes, weight gain, arter. vasodilat., naus. Freq:unknown: Hepat. neoplasms.

Warnings and special precautions: Only for use in men, not for use in childr., only use if hypogonad. demonstrat. & excl.other aetiology respons. for sympts.bef.init.treatm., not for age-relat. hypogonad., bef.init.ensure diagnos.of lab. hypogonad.confirmat.& verify ser.testoster.conc. of at least 2 separ.morn., all testoster.meas.to be carried out in same lab., inform pts.of potent.incr. CV risk, excl.risk of pre-exist.prostat.Ca prior to init.treatm., reg.monitor.of prostate gland & breast recommend. in accord.with/ recomm.methods (min. 1x/yr. & 2x/yr.elderly/risk pts.)., progress.of sub-clinic. prostat.Ca/benign prostat.hyperplas. poss. accelerat., avoid use in Ca pts at risk of hypercalcaem.& assoc.hypercalciur.due to bone metastases & monit.ser.calcium.reg., MI/card.-hepat.- or ren.insuffic/hypertens./epilep/migraine hist & discont.on deteriorat./dis.re-occurr., avoid use in ischaem.heart disease, monit.testoster.lev. at baseline & reg.interv.dur.treatm., indiv.dos.to ensure maint.of eugonadal testoster.lev., monit. Hb/ haematocrit/liv.funct./lipid profile reg., incr. sleep apnoea risk in hypogonad.pts.treat.with testoster.esters esp.with risk facts.incl.obesity/ chron. resp.dis., poss.improv.insulin sensitiv.in pts. achiev.norm.testoster.conc.follow.ther., irritabil./, nervousn./ weight gain & prolong or freq.erect. may indic.excess.expos. requir.dos.adjustm., athletes to be made aware of anti-doping test risk, not for use by women due to potent.virilising effs, avoid in pts with maj.risk of non-compliance with safety instructs. (e.g. sev.alcohol., drug abuse, sev. psych.disords), testoster.can be transferr.to other persons by close skin-to-skin cont.result.in incr. testoster. ser.lev.& adverse effs., to avoid tfd.cover applicat.sites with cloth.once dry and shower bef.any foreseen skin contact., not indicat. in pregn./ lactat., pregn.women & childr.to avoid any contact with pt.applic.sites., not indicat.for male sterility/impot., monit.prothromb.time INR with concom.anticoag.

Interactions: Incr.eff.of oral anticoag., incr.oed. developm. risk with ACTH/corticoster.

 XE "Depo-Testosterone" DEPO-TESTOSTERONE, Pfizer 
Testosterone cypionate.
Indications: Male: Eunuch., eunuchoid.defic. aft.castrat., climacteric.sympts.second.to androg. defic., oligosperm.

Male or female: Postmenopaus./senile osteoporos.as adjunct.ther.

(S5) IM INJ. G2989. 100 mg/ml.

718548-019: 10 ml, R521,50
Dosage: IMI use only.
Eunuchism/eunuchoidism: 200-400 mg IM 3-4 wkly. Begin with full therapeut. dos., adjust later to indiv.req.

Male climacteric: 200-400 mg every 3-4 wks.

Oligospermia: To stimul.spermatogenes.when trial androg.ther.indicat. 100-200 mg IM 3-6 wkly. for developm.& maint.of testicul.funct. Suppress. poss.foll.by rebound spermatogenes: 200 mg wkly x6-10 wks.

Osteoporos: Adjust.accord.age, sex & indiv. condit. 200-400 mg IM 3-4 wkly.with adeq.diet & avoid prolong.immobilizat.

Contra-indications: Male breast Ca., known/ suspect.prostate Ca., card./hepat./ren. decompensat., hypercalcaem., imp.liv.funct., prepubert.males., pregn.

Side-effects: Priapism., hypercalcaem., female virilisat., voice changes, oed., oligiosperm./reduc. ejacul.vol.aft. prolong admin./excess.dos., hypersens., gynaecomast., acne, skin reacts., loc.irrit.

Special precautions: Breast Ca., do not admin. IVI., immobilis.pts., organ.heart dis.

See also MDR page 630.
 XE "Nebido " NEBIDO, Bayer

Testosterone undecanoate

Indications: Testosterone replacem.in prim.& second. male hypogonad.

(S5) OILY SOL FOR INJ, A38/21.7/0641. 250 mg/ml

706461-001: 4 ml vial, R2 503,79
Dosage: Admin.by slow IMI only. Meas.ser. testosterone bef.init.treatm.&occas.at end of inj.interv.to determ.inj.interv.(to remain in recomm. 10-14 wk range). Take spec.care to avoid intravas.inj.

1000 mg (1 vial) every 10-14 wks. 1st inj.interv. poss.reduc.to 6 wks.

Contraindications: Androg.depend.prostate/ male mammary gland Ca, hypercalcaem.accomp. malign.tumours, past/pres.liv.tumours, women.

Side effects: Common: Polycythaem., incr. weight, hot flush, acne, incr.prost. specif.antig., abnorm.prost. examinat., benign prost.hyperplas., inject.site reacts. Uncomm.: Incr. haematocr., incr. red blood cell count, incr. haemoglob., hypersens., incr. appet., incr. glycosylated haemoglob., hypercholesterolaem, incr. bld. triglycerides, depress., emotion.disord., insomn., restlessn., aggress., irritabil., headache, migraine, trem., CV. disord., hypertens., dizzin., bronchit., sinusit., cough, dyspn., snor., dysphon., diarrh., naus., abnorm.liv.funct. test, incr. aspartate aminotransfer., alopec., erythema, rash, papul. rash, prurit., dry skin, arthralg., pain in extrem., muscle spasm/ strain, myalg., musculoskelet.stiffn., incr. blood creatin.phosphokin., decr.urine flow , urin. retent., urin.tract disord., noctur., dysur., prostat.intraepithel.neoplas., prost.indurat., prostatit, prostat.disord., incr.libido , decr.libido , testicul.pain, breast indurat./pain, gynaecomast., incr. estradiol, incr. testosterone, fatigue, asthen., hyperhidros., night sweats.

Special warnings and precautions: Incr.prostat.hyperplas. developm. risk in elderly, excl.prostat.Ca, reg. prostat. examinat., monit.Hb & haematocrit, consid. different.diagnos.of hepat.tumour in pres. of sev. upper abdom.pain/liv.enlargem./signs of intra-abdom. haemorrh., pts. with thrombophil./ risk facts. for VTE, oed.predisposit., no data on use in childr./adolesc.und.18 yrs., may potent. pre-exist. sleep apnoea, acquir./inherit.bld.clott. irreg., abuse potent.

Interactions: Enhanc.insul.bld.sugar low eff., clear poss.incr.by microsom.enzym.induc., metabol.of other drugs poss.interfer.with, incr.oxyphenbutazone ser.lev., incr.activity of oral anticoags., activ.of OC’s incr.

 XE "Proviron" PROVIRON, Bayer

Mesterolone.

Indications: Male declin.physic.& ment.activ., potency disturb., infertil., hypogonad.

(S5) TABS. B/21.7/137.

757950-019: 25 mg, 20, R313,19
757950-027: 25 mg, 100, R1 565,98
Dosage: Decr.physic.activ./potency disturb: 1 tab 3xdly then 1 tab 1-2xdly x several wks./ mnths. Rep.if necess.

Hypogonad: 1 tab 3-4xdly. x several mnths., then 1 tab. 2-3xdly.

Oligozoospermia: 1 tab 2-3xdly for approx. 90 days. Combinat.therapy with gonadotroph. hormone exhibit.FSH activ.in simultan.impair. gonadotroph.excret.
Contraindications: Ca.prostate.

Special precautions: Male pts.only. Reg. prostat. exams.

 XE "Sustanon" SUSTANON 250, (Aspen Pharmacare)
Pharmacare
Testosterone propionate 30 mg, testosterone phenylpropionate 60 mg, testosterone isocaproate 60 mg, testosterone decanoate 100 mg/1 ml arachis oil
Indications: Testoster.replacem.ther.in males for condits.assoc.with prim. & second.hypogonad. (eith. congenit.or acquir.) when testoster. defic. confirm.by clinic.featur. & biochem.tests.

(S5) INJ. G3208
768138-028: 250 mg, 1, R212,32
Dosage: Adj.accord. to response of individ., admin. by deep IM inj.
Usual dos: Adults: 1 x inj. of 1 ml every 3 wks. 
Contraindications: Hypersens.to testoster., pts. allerg. to peanuts/ soya, known./ suspect.prost./ breast Ca, pregn. & lactat., pre-pubert.boys, safety & effic.not determin.in childr. 

Side effects: Freq.unknown: Inj.site reacts, prostat.Ca., polycythaem., fluid retent., depress., nervousn., mood disturbs., incr./decr.libido, aggress., hypertens., naus., prurit., acne, myalg., gynaecomast., oligozoosperm., decr. ejaculat. volume, priapism, prostat.disord., abnorm.hepat. funct./ lipids, incr.PSA/haematocrit./ RBC/Hb 

Warnings and special precautions: Monit. testoster.lev. at baseline & at reg. interv. dur. treatm., adjust dos.indiv.to ensure maint.of eugonadal testoster.lev., perform DRE of prostate and PSA to excl. BPH/a sub-clinic.prostate Ca bef. start of treatm./at quarterly interv.for first 12 mnths. & yrly. thereaft., monit.haematocrit & Hb to exclude polycythemia bef.start of treatm./at quarterly interv.for first 12 mnths. & yrly.thereaft., middle aged/ elderly males on treatm.for angina pect./other circulat.dis., latent or overt CF/ren. dysfunct./ hypertens./epilep./migraine poss. aggravat./ recurr.induc., pre-exist.card./ren./ hepat. dis. may cause complicats.characteris.by oed. with/-out CHF, may incr.risk of heart attack & stroke., assess.benefit vs risk.indiv., may cause sleep apnoea in obese COPD males, pts.>65 yrs., misuse to enhanc.ability in sports carries ser. health risk, monit.pts.for mammary Ca/bronch.Ca/ hypernephroma & skelet.metastases., BPH, gluc. tol. & bld.gluc.contr.in diabet.pts.poss affect., monit. pts.with diab.mellit.at begin./end of treatm. and periodic.dur.treatm., monit.pts on warfarin/ other anti-coags, interrupt treatm.if androg. assoc. adverse reacts.occur & resume at low.dos. aft. sympts. dissap., inform.pts.of potent.occurr.of signs of virilisat, sperm-format.poss. repress. impact.on fertility.
Interactions: Enzyme-induc.meds.poss.decr. testoster. lev., enzyme-inhibit.meds.poss.incr. testoster.level., may improve gluc.tol.& decr.need for insulin/other anti-diabet/meds/in diabet. pts. with hypogonad., anticoag.act.of warfarin/other anti-coags poss.enhanc., concom.ACTH or corticoster. may enhanc.oed.format.

19.6.2
Oestrogens
(See also 19.6.4)

PREMARIN (MDR Listing)

 XE "Estradot" ESTRADOT, (AI Pharm) Sandoz [P/S]
Oestradiol.
Indications: Oestrog.replacem.ther.for menopaus. sympt., reduc.post-menopaus. osteoporos. risk

(S4) TRANSDERM.PATCH, 37/21.8.1/0493, 0215, 0216, 0217, 0218

706049-001: del.25 µg/day, 8, R199,72
706052-001: del.37,5 µg/day, 8, R199,72
706053-001: del.50 µg/day, 8, R229,63
706054-001: del.75 µg/day, 8, R229,63
706055-001: del.100 µg/day, 8, R229,63
Dosage: Admin.as contin.ther. Do not apply to breasts.
Climact.sympts: Apply 2xwk. Init.with a 50 µg patch. Indiv.further accord.to needs. Maint.ther: Low.effect.dos.

Postmenopaus.osteoporos.prev: Init.with a 50 µg patch. Indiv.further accord.to needs. Maint. ther: Low.effect.dos.

Contra-indications: Known/suspect.pregn., breastfeed., undiagn.abnorm.vag.bleed., known/ suspect.breast/endometrium Ca, breast Ca hist., oestrog.depend.neoplas., exist./prev.sev.hepat. dis., hist./curr.ven.thrombo-embol., curr./hist.of thrombophil.disord./thrombophlebit., curr./hist.of arter.thrombo-embol.dis., porphyr., CV dis.prev., childr.

Side-effects: CNS/psychiatr.disords., chorea, GI disturbs., contact lens intol., chloasma/ melasma, erythema multiforme/nodosum, rash, alopec., hirsut., breakthrough bleed., uter. leiomyoma, candidias., cervic.discharg., breast tendern./enlargem/Ca, weight chang., carbohydr. tol.decr., oed., libido incr./decr., contact. sensitisat., oestrog.depend.neoplasms, ven. thrombo-embol., stroke, MI, cholestat.juand., gallbladd. dis., porphyr.aggrav., dement.

Special precautions: Eval.benef.vs.risk of ther. & assess regul., breast screen pract.to implem., supplem.with progestog. in women with intact uterus, compl.medic.hist.& exam.bef.&.dur.ther., consid.low.dos.& short.durat., regul.breast exam. recomm., undiagn./persist.vag.bleed., monit. caref. esp.in prev./pres.leiomyoma/endometrios./ thrombo-embolit.disords/HF/hypertens./hepat./ ren.disords./diab.mellit.with/without vasc. involvem/ cholelithias./migraine/sev.headache/ SLE/endometr. hyperplas./asthma/epilepsy/ otoscleros./ gall bladd.dis./ oestrog.relat.jaund./ prurit., oestrog. depend.tumour risk fact., discont.in liv. funct.deteriorat./BP incr./migr.-type headache/ pregn., monit.with card./ren.dysfunct./ hypertriglyceridaem., concom.progestogens low endometr. hyperplas.incid.& endometr.Ca risk., not for CV dis.prevent./contracept., incr.CV dis./ breast,endometr. & ovar.Ca/ven.thrombo-embol. risk, incr.dement.risk report.in combin.oral HRT stud., VTE prophylax.follow.surg/prolong. immobilisat., incr.oestrog./progest.metabol.poss. lead to decr.eff.& uter.bleed.chang., concom. prot.inhibits.

Drug interactions: Metabol.incr.by subst.induc. drug-metabol.enzymes specif.cytochrom P-450 enzymes, metabol.induc.by St John’s Wort.

 XE "Estro-Pause" ESTRO-PAUSE, AI Pharm Ltd [P/S]

Oestradiol valerate.

Indications: Hormon.replacem.therapy for menopaus.sympts.in hysterectom.wom.

(S4) TABS. 29/21.8.1/0645, 0449.

822477-009: 1 mg, 28, R138,52
822485-001: 2 mg, 28, R146,48
Dosage: 1-2 mg dly.accord.to sev.of sympts.& clinic.respons.

Contraindications: Fam./person.breast or genit. tract malign.neoplast.dis.hist., prev.thrombo-embol. disords., CV dis., kidn.dis., thrombophlebit., undiagn. vag.bleed., herpes gestat., endometrios., liv. impairm., jaund., sickle-cell anaem., persist.  itch. dur.prev.pregn., otoscleros.that deteriorat.due to pregn. Relative C/I: Diab.mellit., epilepsy, asthma, hypertens., depress., porphyr., fluid retent. states., pregn.& lactat.

Side effects: Na & water retent., tend.& enlarg. breasts, libido chang., menstr.disords, withdr. bleed., vagin.disch., jaund., gallston., depress., CNS effs., palpitat., GI disturbs., epistax., hypertens., decr.gluc.& cont.lens tol., prem.clos.of epiphys. with large dos., skin reacts.

Special precautions: Cyclic.progestrog.to prev. assoc. endometr.proliferat.& conseq.Ca in post-menopaus. women not hysterectomis., discont.in pres. of migraine/ unusually sev.headaches, where thrombos. risk pres., if jaund.or rise in BP occurs, monit. liv.funct.in cases of mild chron.liv.dis., monit. pts.suffer.from condits.subj.to deteriorat. dur.pregn.

 XE "Estrofem" ESTROFEM, Novo Nordisk [P/S]

Oestradiol.

(S4) TABS 1 mg, 34/21.8.1/0159.

Indications: Oestrog.defic.sympts.in hysterectomis. pts, adjunct.in prevent.oestrog. defic. relat. osteoporos.in postmenopaus.women at high risk of fut.fractures intol.of/contraindicat. for other medicin.products

893919-004: 1 mg, 28, R174,54
Dosage: 1 tab dly without interrupt.pref.at same time dly. Suffic.progest.dos.add.for at least 12 days/ cycle in non-hysterectom.women.avoid. endometr.hyperplas.risk., eval.eff.aft.2-3 mnths. & switch to 2mg in case of insuffic.eff.

(S4) TABS 2 mg, J/21.8.1/214.

Indications: Oestrog.defic.sympts.in hysterectomis. pts, adjunct.in prevent.oestrog. defic. relat. osteoporos.in postmenopaus.women at high risk of fut.fractures intol.of/ contra-indicat. for other medicin.products

825883-008: 2 mg, 28, R190,28
Dosage:1 tab.dly.pref.at same time. Use low. effect. dos.

Contraindications: Breast Ca susp./hist., oestrog. depend.malign.tumours, undiagn. genit.bleed., ac./chron. liv.dis./persist.liv.funct. abnorm., thrombophlebit./thrombo-embol. disords./ cerebr. apoplex. or hist.thereof., prev. idiopath/curr.ven.thromboembol., act./prev. arter. thromboembol.dis, porphyr., act.pregn.& lactat., hypertens., haemoglobinopathies, untreat. endometr. hyperplas.

Side effects: Common: Depress., headache, abdom. pain/naus, leg cramps, breast tendern./ -enlargem./ -pain, oed., incr.weight. Uncommon: Abnorm. vis., ven.thromboembol., dyspeps., vomit., flatul./ bloat., cholelithias., rash/urticar. Unknown: Gen.hypersens.reacts, deteriorat.of migraine/asthma, stroke, dizzin., diarrh., alopec., irreg. vag.bleed.in non-hysterectomis.women, incr. BP, MI, congest.heart dis., gall bladd.dis., chloasma, erythema multiforme/nodosum, vasc. purpura, prurit., vag.candidias., malign./benign oestrog.-depend.neoplasms, insomn., epilep., libido disord., probable dement.

Warnings and special precautions:. Limit. exper. in pts. >65, only initiate for sympts.advers. affect.qual. of life, incr.endometr.Ca/hyperplas./ patholog.condit.risk with longt. unoppos.oestrog. ther., compl.physic./med./fam.hist.bef.ther.init.& reg. exam.dur.treatm., re-appraise risk-benefit ratio annually, contin.ther.exceed.5 yrs.not recomm., monit.of condits.pres./past/occur.dur. pregn. or prev.horm.treatm.eg uter.fibroids./ endometrios./thromboembol.disord./endometr. hyperplas./oestrog.depend.tumour risk facts./ hypertens./liv.dis./diab.mellit.with vasc.involvem./ cholelithias./migraine or sev.headaches/SLE/ epilep./ asthma/otoscleros.,discont.immed.in pres. of ven.or arter.thromboembol.disords./arter.dis. /jaund. /liv.funct.deteriorat./signif. BP incr./new onset migraine-type headache & pregn.incr. endometr. Ca/hyperplas./breast & ovar.Ca/VTE/ CAD/ischaem.stroke risk relat.to longt.oestrog., thromboembol. disord.risk incr.with prolong. immobilisat./ maj.trauma or surg., withdr.bef. plann. surg.& dur.hospitalisat.aft.trauma advis., incr. circulat.total thyroid hormone/corticoster./ sex hormones, incr.risk of probable dement.in pts. >65 start ther., card./ren.dysfunct., pre-exist. hypertriglyceridaem., lact.intol., investig.cause of breakthrough bleed., lact.intol

Interactions: Metabol.incr.by drugs.induc.drug-metabol. enzymes (cytochrome P450 enzymes) eg. phenobarbit./ phenytoin/carbamezap./anti-infect./ rifampic./rifabutin/nevirapine & efavirenz., St John’s Wort induc.metabol.

 XE "Evorel TDS" EVOREL TDS, AI Pharm [P/S] 
β-oestradiol
Indications: Treat.sympt.assoc.with menopause due to menopaus.cessat.of oestrog.product.& secret.or surg.ovary remov., oestrog.depend.post-menopaus. osteoporos.prevent. treatm.should not be contin.for more than 5 yrs.
(S4) PATCH. 30/21.8.1/0207, Z/21.8.1/339, 30/21.8.1/0208, 0209.
823007-006: 25 µg equiv.to 1,6 mg, 8, R233,66
810290-006: 50 µg equiv.to 3,2 mg, 8, R252,49
823015-009: 75 µg equiv.to 4,8 mg, 8, R263,53
823023-001: 100 µg equiv.to 6,4 mg, 8, R275,29
Dosage: Apply to undamag. skin. Rotate applic. area. Change every 3-4 days. Init. with 3,2 mg indiv.in furth.treatm.cours. Admin.in a cyclic manner, 3 wks. treat.(6 applic.) & 1 wk.without treat. Contin. non-cycl.treatm.may be indic.in hysterectom. women.& if climacter.sympts.occur. dur. treatm.free wk. Maint: low.effect.dos.not exceed. 6,4 mg oestrad./24 hrs. Concom. progestogen. recomm.dur.12-14  consec.days of calend.mnth.dur.uninterrupt.ther.or dur.last 12-14  i.e. start.on cycle days 8 or 10 of 21 day treatm cycle

Contraindications: Known curr./past/susp. breast Ca, known/susp.oestrog.depend.malign./ pre-malign.tumours, undiag.genit.bleed., pregn.& lactat., act.liv.dis./hist.thereof as long as liv.funct. test fail.return.to norm., prev./curr.ven.thrombo-embol., known thrombophil.condits., act./hist. arter. thrombo-embol.dis., endometrios., porphyr.

Side effects: Genit.candidias., hypersens., headache, dizzin., palpitat., GI disturbs.incl.abdom. pain, skin reacts., myalg./arthralg., breast pain/ enlargem., metrorrhag., dysmenorrh., fluid retent. with oed., incr.weight, applicat.site reacts., breast / endometr.Ca, epilep., arter./ven.thrombos., psych.disords., CVA, MI, DVT, migraine, pulm. embol., cholelithias., angioed.

Warnings and special precautions: Reg.gynae. exam.&. bef. init.ther., med./famil.hist.of ven./ arter. thrombophlebit./thrombo-embol.disords., eval. rep.breakthr.bleed/unexpect.vag.bleed & chang. notic.dur.breast.exam., cons.benef./risk bef. init.ther., leiomyoma, thromboembol. disord./ oestrog.depend.tumour risk fact., hypertens., liv. disord., diab.mellit., cholelithias., migraine/ sev. headache, SLE, endometr.hyperplas.hist., epilep., mastopathy, otoscleros., Dubin Johns., Rotor syndr., card./ren.dysfunct./mild liv.funct.impairm., cholestat.jaund.hist., pre-exist. hypertriglyceridaem., discont.in case of: jaund./liv. funct. deteriorat./signif.BP incr./new-onset migraine-type headache/pregn., endometr. hyperplas. & Ca risk incr when admin.for prolong. periods to women with an intact uterus, progestrog. as adjunct to prev. assoc.endometr. hyperplas. & Ca in postmenopaus.women with intact uterus, resid.endometrios., incr.breast Ca risk, incr.ovar.Ca risk in hysterectom.women, incr. stroke/ coron.arter.dis./ven thrombo-embol.risk, recur. thromboembol./spontan.abort.family hist., cons. benef./risk with concom.anticoag., prolong. immobilisat., maj.trauma, discont.bef.plann.surg.& not restart.until pt.mobilis., discont.if ven. thromboembol. devel.aft.init.ther., pt.to alert dr.of potent.thrombo-embol.sympt., incr.dement.risk, not for contracept.use, do not apply on/near breasts, withdr.ther.immed.if pregn.occurs, concom. lamotrigine,
Interactions: Meds.with high potent.for liv. enzyme induct. poss.interf. with act.of oestrog./ decr. effic., ritonavir/nelfinavir/St John’s Wort may decr.eff./incr.vag.bleed., lamotrigine plasma conc.poss.decr.
 XE "Femigel" FEMIGEL, Medi Challenge [P/S]

Oestradiol

Indications: Oestrog.replacem.ther.for sympts.of nat./surg.menopause.

(S4) GEL, 28/21.8.1/0600. 1,5 mg/2,5 g

819875-007: 80 g with met.pump., R223,46
Dosage: Applied top.to intact skin of approx.750 cm2 (e.g. arms, shoulders, inner thigh) NOT on/near breasts/vulva.

Usual start.dos:2,5 g (2 plunges) dly.on continual basis. Women with intact uterus to take recomm. progest.dos.dly.x12 days.

Contraindications: Pregn., known/suspect. breast/genit.tract Ca or other oestrog.depend. neoplas., sev.hepat./ren./card.dis., porphyr., thrombos./thrombo-embol.disords., endometr. hyperplas., undiagn.vag.bleed., not recomm.in childr.

Side effects: Topic reacts., system.effs.

Special precautions: Compl.physic.& gynae. exam. bef.init.ther.& rep.at reg.interv., incr.risk of endometr.Ca in women with intact uter.theref. progesterone essent., mastopathy, breast Ca family hist., monit.BP, discont.if hypertens. develops, discont.4 wks.bef.surg., cholelithias., endometrios.hist., gel to be applied by pt.herself., skin contact with others esp.male partn.to be avoid. for 1 hr.aft.applic., avoid skin clean./ detergents & skin care products with high alcoh. cont. & keratolyt., concom.skin meds.which alt.skin product.

 XE "Premarin" PREMARIN, Pfizer [P/S] 
Conjug.oestrog.

Indications: Oestr.replacem.ther.of oestrog.-defic. states wheth.nat.occur./ artific.induc., patholog.states of reproduct.endocr.imbal., climacter.& menopaus.sympts incl.mod. to sev. vasomot.sympts.associat.with menopaus./ atroph.vaginit. & urethrit./ senile atroph. vaginit., prevent.& managem.of osteoporos.induc.by oestrog.-defic.in conjunct. with other meas., prevent.& managem.of post menopaus.osteoporos., fem.castrat., prim. ovar.fail., amenorrh., fem.hypogenital., hypogonad., palliat.of inop.prostat.CA & mamm.CA in women who are post menopaus.for a min.of 5 yrs

(S4) TABS, G/21.8.1/3016, 15, 14

756725-038: 0,3 mg, 28, R161,14
756733-030: 0,625 mg, 28, R188,02
756741-033: 1,25 mg, 28, R222,72
Dosage: Admin.contin.or cyclic: 3 wks.on, 1 wk.off. Init.ther.at low.effect.dos.& for short.durat. 

For women with intact uterus add progestogen for 10-14 days each month in contin.ther.

Vasomot.sympts.& atroph. vaginit: 0,3-1,25 mg dly. Re-eval.necessit.

Osteoporos.prev.& managem: 0,625-1,25 mg dly.depend.on respons.admin.contin./cyclic.as 25 days on & 5 days off.

Fem. hypogonad: 1,25-7,5 mg dly cyclic.for 3 wks. on & 1 wk.off. Indiv.accord.to respons. Titr. upward grad.at 6-12 mnth interv.as necess.to achieve appropr.bone age advancem.& event. epiphys. clos. Chron.dos.of 0,625 mg with sequent. progest.suffic.to induc.artific.cycl.menses.& maint. bone min.density. Maint: Low effect.dos.

Female castrat.& prim.ovar.fail: 1,25 mg dly. cyclic. 

Palliat.prostat.CA: 1,25-2,5 mg 3xdly.

Palliat.of mammary.CA: Up to 10 mg 3xdly for at least 3 mnths.

Contraindications: Known /suspect.pregn., undiagn.abnorm.genit. bleed., known/ susp./hist of breast CA, hist of non-cancer.breast dis. (atyp. hyperplas./lobul. carcin. in situ), prev. radiat. ther.to chest/breast, known/suspect. oestrog.depend. neoplas (e.g. endometr.CA/ endometr. hyperplas.), act./hist.of arter. thromboembol.dis., prev.DVT, prev.pulm.embol., inherit.thrombophil., known prot.C/-S or antithromb. defic./other known thrombophil. disords., endometrois., endometr.CA, act./chron.liv. dysfunct./dis., Rotor syndr./Dubin-Johnson syndr., known inherit.genet.mutat. BRCA1 & BRAC2 genes, menstrual periods bef.age 12 yrs., prev. diethylstilbestrol expos.

Side effects: Common: Alopec., arthralg., leg cramps, abnorm.uter.bleed., breast pain/-tender./-enlargem/discharge, leucorrh., weight changes, incr.triglycerid. Uncommon: Vaginit.incl.vag. candidias., hypersens., libido changes, mood disturbs., depress., dement., dizzin., headache, migraine, nervousn., contact lense intol., ven. thrombos., pulm.embol., naus., bloat., abdom.pain/ -cramps, gallbladd.dis., chloasma/melisma, hirsut., prurit., rash, menstr.changes, cervic.ectropion & secret.changes, oed. Rare: Breast CA, ovar.CA, fibrocyst.breast changes, benign meningioma growth potent., anaphylact./anaphylactoid reacts., gluc.intol., irritabil., CVA/stroke, epilep.exacerbat., MI, ven.thromboembol., superfic.thrombophlebit., asthma exacerbat., vomit., pancreatit., ischaem.colit., erythema multiforme, erythema nodosum, dysmenorrh., pelv.pain, galactorrh., uter.leiomyomata size incr. V.rare: Endometr.CA, hepat.haemangiomas enlargem., porphyr. exacerbat., hypocalcaem.in condits.predispos.to sev.hypocalcaem., chorea exacerbat., retin.vascul. thrombos., cholestat.jaund., endometr.hyperplas., incr.BP. Unknown: Male gynaecomast., sev.depress./ suicide/ suicide ideat.

Special warnings and precautions: Do not init.to prev.CV dis./dement., eval.risk vs.benef. incl.emerg.of risks as ther.contin., S&E in paed.not est.except.for puberty induct.with some form of pubert.delay, do not start ther.bef. epiphys. clos.has occur., incr.CA breast & ovaries/CV events risk, incr. endometr.CA risk in women with intact uter.esp. dur. prolong.treatm., compl.med.hist.& physic./ gynae.exam.bef. start. ther., period.exam. advis. incl. yearly breast.exam., caref.observat.of pts.with thromboembol. risk, incr. stroke risk, incr.non fatal MI/pulm.embol.& thrombophlebit. risk in palliat.ther.in men, discont. oestrog.4-6 wks.bef.surg.assoc.with incr. thromboembol. risk, monit.pts with risk factors for thrombot.disords., incr.dement. risk in stud.in women over 65 yrs., gallbladd.dis.risk incr., discont. pend.exam.if sudd. vis. loss/ proptos./ diplop./ migraine, withdr.if exam reveals papilledema/ retin. vasc.les., sev.hypercalcaem.in breast CA & bone metastas.pts., angioed.sympts. exacerb.with heredit.angioed., monit.condits.poss. influenc.by fluid retent., pre-exist. hypertriglycerid., imp.liv.funct., past. cholestat.jaund.hist., endometr. hyperplas., BP monit.reg., poss.exacerbat.of asthma/ migraine/ epilep./ diab. mellit.with/without vasc.involvem./ SLE/ hepat. hemangiom./ endometrios.& porphyr, pts.advised to contact med.pract. if mood changes & depress. sympts.occur incl. shortly aft.start. treatm., dis. predispos. to sev.hypocalcaem., hypothyroid., uterine bleed., lact./ gluc.intol., do not use in pregn. & lactat., detect.in breast milk.

Interactions: Poss.reduc.eff.&/ chang.in uter. bleed.profile with strong CYP3A4 induc., incr. plasma conc.with CYP3A4 inhibit., poss.reduc.eff.with St John’s wort., incr. platelet count, decr. antithrombin III & incr. plasminogen antigen/ activity., elev. TBG lead. to incr. total thyroid horm. (PBI, T4 by column/radioimmunoass., T3 by radioimmunoass.), T3 resin uptake decr., Elev. binding proteins (CBG, SHBG) lead.to incr. circul. corticosteroid & sex steroids., free horm. conc. may decr., incr. plasma proteins (angiotens./ renin substr., alpha-1-antitrypsin, ceruloplasmin),incr. HDL & HDL2, decr. LDL, incr. triglycerides, impair. glucose toler., reduc. resp.to metyrapone.

See also MDR page 675-678.
 XE "Vagifem" VAGIFEM, Novo Nordisk [P/S]
Estradiol.

Indications: Atroph.vaginit.due to oestrog.defic.

(S2) VAG.TABS. 47/21.8.1/0166
721571-001: 10 µg, 18 with applicat., R399,68
Dosage: Init: 1 tab.intravag.dly x2 wks. Maint: 1 tab.pv. 2x/wk.

Use low.effect.dos.for short.durat. Miss.dos: Admin. as soon as rememb. Avoid doubl.dos. Addit. of progestagen not recomm.

Contraindications: Known/susp./hist.of breast Ca, known/susp.oestrog.depend.tumours., undiagn. genit. bleed., untreat.endometr. hyperplas., prev./curr.ven.thrombo-embol., known thrombophil. disords., act./recent arter. thromboembol. dis., ac.liv.dis/hist.thereof as long as LFT fail.return.to norm., porphyr., pregn., lactat.
Side effects: Common: Genit.candidias./vaginit., headache, naus., abdom.pain/-distens./-discomf., dyspeps., vomit., flatul., vag.haemorrh./-disch./ discomf., breast oed./-enlargem./-pain/-tendern., periph.oed. Uncommon: Hot flush, hypertens., rash, weight incr. Unknown: Benign/malign. oestrog-depend.neoplasms eg.endometr Ca, gen. hypersens., fluid retent., insomn., depress., migraine aggravat., DVT, diarrh., urticar., rash erythemat., prurit. rash, genit.prurit., endometr. hyperplas., vag.irrit./-pain/-ulcerat., vaginismus, medicine ineffect., incr.weight/-bld.oestrog., MI, stroke, gall bladd.dis., chloasma, erythema multiforme/ nodosum, vasc.purpura, prurit., epilep., libido disord., asthma deteriorat., probable dementia.
Warnings and special precautions: Only init. for sympts. advers.affect.qual. of life, .compl. physic./ med./fam.hist.bef.ther.init./re-institut. & re-assess. ther.at least once/yr.with phys.incl. gynae. exam., reg.breast exam./mammogr.advoc., endometr. hyperplas.hist.from prev.unoppos. oestrog. treatm., excl.poss endometr. hyperstimulat./ malign.bef.init.ther., incr.breast Ca risk with syst.ther., syst.HRTassoc.with high ven. thromboembol. risk, VTE/stroke/ovar.Ca risk fact., discont.ther.if VTE devel., thromboembol. disord. risk incr.with prolong.immobilisat./maj.trauma or surg., condits.poss.recur/aggrav: leiomyoma/ endometrios./hist.of or risk facts.for thromboembol. disords./hypertens./liv.disords./ diab. mellit.with/without vasc.involvem./ cholelithias. /migraine or sev.headache/SLE/ epilep./ asthma/otoscleros., discont.ther.in case of jaund./ liv.funct.deteriorat./signif.BP incr/new onset migraine-type headache & pregn., limit. exper. in women over 65 yrs., only use/contin.as long as benef.outweigh risk.(assess anually), card./ ren. dysfunct., poss.syst.absorpt., incr.risk of probable dement.in pts.>65 start ther., lact.intol.

19.6.3
Progestogens 
(See also 19.6.4)

CRINONE (MDR Listing)

 XE "Crinone 8%" CRINONE 8%, Merck [P/S] 
Progesterone

Indications: Progesterone supplementat./ replacem.in assist.reproduct.technology of infert. women with progesterone defic.

(S4) VAG.GEL, A38/21.8.2/0615

705334-001: 90 mg/dos., 15 applicat., R731,34
Dosage: 1 intravag.applicat.dly start.aft. document. ovulat/arbitrar.on 18th-21st day of cycle. When used dur.in-vitro fertilisat.cont.dly applicat. x30 days if lab.evid.of pregn.pres.

Contraindications: Undiagn.uter.bleed., known / suspect.breast or genit.organ malign., porphyr., thrombophlebit./thromboembol.disord/cerebr. apoplexy/hist of these condits., miss.abort., liv. dysfunct./dis., lactat.

Side effects: Xeropthalm., conjunctivit., GI disturbs., allergy, genit.monillias., URTI, cystit., UTI, fatig., pain, thirst, asthen., oed., fev., influ-like sympts., musculosket.& connect.tiss.disords., incr./decr.appetite, CNS effs., depress., decr. libido, nervousn., sleep disord., emot.liability, aggress. reacts., noctur., dysuria, freq.micturat., perin.pain, breast enlargem./pain/tendern., genit. prurit., dyspareunia, vag.discharge/dryn., asthma, dyspnoea, incr.sweat., face oed., acne, skin reacts. incl.discolourat., seborrh., hot flushes, spott., vag. irritat.& mild applicat.site reacts., decr. gluc.tol.

Special precautions: Thrombot.disord.risk fact., monit.for early S/S of thrombot.disords.discont. immed.ir pres., do not use other concom.loc. intravag. ther.but if necess.allow 6 hr.interv. betw. applicat., gynaecologic.pretreat.examinat., investig. all irreg.vag.bleed., condits.poss. influenc. by poss.fluid retent., advis.patholog.of ther.if specim. taken, psych.depress.hist., diab.

See also MDR page 411-412.
 XE "Cyclogest" CYCLOGEST, Cipla Medpro [P/S]

Progesterone (natural).
Indications: Progesterone supplementat.in fertilisat. programmes when secret.insuffic.

(S4) PESS. Z/21.8.2/294.

810215-004: 200 mg, 15, R362,86
Dosage: 200 mg PV dly, may be incr.to 400 mg 2xdly.
Contraindications: Undiagn.vag.bleed., thrombo-embol.disord.hist.

Side effects: Early/delay.menstruat., GI disturbs., acne, fluid retent., oed., mass gain, allerg.skin rash., urticar., depress., breast & libido chang., jaund.

Special precautions: Hepat.dysfunct., horm. sens. condits., CV /ren.impairm., diab.mellit., asthma, epilep., migraine, other condits.aggrav.by fluid retent., depress.

 XE "Depo-Provera" DEPO-PROVERA 150, Pfizer [P/S]

Medroxyprogesterone acetate.

Indications: Endometrios., contracept.(ovulat. suppress.), adjunct. &/palliat.ther.in inoperable/ recurr./metastat. endometr. Ca., adjunct. &/ palliat.ther.in recurr.&/metastat.adenocarcin.of kidney

(S4) INJ, E/21.8.2/114. 150 mg/ml.

718440-005: 1x1 ml, R58,59
Dosage: For IM Inj.
Endometrios.: 50 mg wkly./100 mg every 2 wks. IM for min. 6 mnths. Ret.of ovulat.may be delayed follow.this ther.

Contraception:150 mg IMI 3 mnthly. Recomm.1st admin. given dur.1st 5 days after onset of menstrual period./ within 5 days post part.if not breast feed./ if exclus.breastfeed.at/aft.6th week post partum. Excl.pregn. first if per.betw.injects. > 14 wks.

Endometr. & ren.carcinoma: Init.: 400 mg – 1 000 mg IM per wk. If improvem. noted within a few wks./ mnths. & dis. appears stabilis. improvem. may be maintain. with as little a 400 mg per mnth.

Contraindications: Undiagn.vag./urin.tract bleed./breast pathology, thrombophlebit./hist. thereof., sev.liv.funct.impairm., bef.menarche, known/suspect.pregn., known/suspect.malign. of breast (excl.use in oncol.indicat.), uncontroll. depress., depress.hist.with hormon.contracept. 

Side effects: Contracept.: V.Common: Nervousn., headache, abdomin.pain/discomf., dysfunct.uterine bleed., amennorrh., fluid retent., weight change. Common: Decr.libido, anorgasm., depress., insomn., dizzin., hot flush., abdom. distens., naus., rash, acne, alopec., back pain., leg cramps., vag.discharg., breast pain/tendern., dysmenorrh., pelvic pain, vaginit., asthen., fatig. Uncommon: Med.hypersens., seiz., somnol., diarrh., jaund., liv.disord., hirsut., prurit., urticar., galactorrh. Rare: Anaphylact.react., anaphylact. react., angioedema, prolong.anovulat., thromboembol. disords., musc.cramps/sp., arthralg., cervix chang.in eros.& secret., virilisat., feminisat., pyrex., decr.glucose toler., loss of BMD. V rare: Inj.site reacts. Unknown freq.: Sev. depress. with suicid. thoughts/behav. and suicide., acquir. lipodystrophy, osteoporos. Oncology: Common: Weight.incr., trem., hyperhidros.,oed., fluid retent. Uncomm.: Moon face, thrombophlebit., dysfunct.vag.bleed. Rare: Pyrex. Unknown freq.: Osteoporos, sev.depress. with suicid.thoughts/behav. and suicide., acquir. lipodystrophy, inj.site reacts.

Warnings and special precautions: Loss of BMD in adolesc./ early adulthood & pre-menopaus. women theref.consid.risk/benef. assessm., bone loss is > with incr.durat.& compl. revers.may not be poss., risk benef.analys.in women with osteoporot./osteoporos.risk fact., eval.BMD with long-term ther., adeq. Ca.& vit.D intake recomm., effect.of high.dos. (i.e.used in endometr./ren. Ca) on BMD not est, developm.of thrombo embol.S&S, ophthalm.eval.if vis.disturbs./ migraine exper., amenorrh. & anovulat.follow. repeat. inj. may persist.for up to 18 mnths., when treat. cert.cancers cortic.-like activ.report.with the very high dos., progestat.agent.dur.pregn.not recomm., diabet., poss.masks onset of climacter., liv. dis./dysfunct., not recomm.for second. amenorrh./ dysfunct.uter.bleed., hypercalcaem., condit. affect.by fluid retent., Cushingoid sympts.in high dos., ACTH & hydrocortis.bld.lev.poss.decr., investig. abnorm.bleed., ment.depress.hist., pts.to report mood.changes & depress., person. & family hist.prior to start., consid.alternat.long term (>2 yrs) birth control methods, advise.pt.of poss. menstr. cycle disrupt., physic.examin.pts bef. treatm. with specif. ref.to BP & breast/ abdomin & pelvic.exam.incl. cervical cytology., excl.organ. causes if bleed.irreg., adeq.diagn.meas.indicat.for undiagn.vag.bleed., cert.lab.endocr.& liv.funct.tests poss.affect., inform.lab of use as multiple other lab tests poss.affect.,overall slight/ no incr.breast Ca risk, consid.not re-admin.meds if jaund. devel., no protect.against HIV(AIDS) infects./ other STD’s, ensure contracep.coverage when switch.from oth.contracept.meth.

Interactions: Bioavailabil.depress.by aminoglutethimide. 

See also MDR page 628.
 XE "Diane-35" DIANE-35, Bayer (Pty) Ltd
See Section 14.6
 XE "Dienogest Adco" DIENOGEST ADCO, AI Pharm Ltd [P/S]
Dienogest

Indications: Treatm.of endometrios.

(S3) TABS. 55/21.8.2/0035.034

3005101-001: 2 mg, 28, R284,53
Dosage: Start 1st pack on day 1 of natur.cycle i.e.1st day of menstr.bleed. Take 1 tab./day pref.at same time dly.throughout 28 days without regard for bleed. Start next pack without interrupt. when 1st finish. Take one tabl.only as soon as rememb.if tab(s) miss. Contin. taking tab.at usual time next day. Tab.not absorb due to vomit./diarrh.to be replac.by one tab.

Contraindications: Hypersens., known/ suspect.pregnan., lactat., act./hist.of ven.thromboembol.disord., past/ pres. arter.& CV dis., diab.mellit.with vasc. involvem., pres./hist.of sev. hepat.dis.as long as liv.funct.values not return.to norm., pres./hist.of liv.tumours, known/ susp.sex horm.-depend.malign., undiagn. vag.bleed.

Side effects: Freq.: Incr.weight, depress. mood, sleep disord., nervousn., libido loss, alt. mood, headache, migraine, N&V, abdom.pain/-distent., flatul., acne, alopec., back pain, breast discomf., ovar. cyst, hot flush, uter./vag.bleed.incl. spott., asthen., irritab. Less freq: Anaem., decr. weight, incr. appetit., anx., depress., mood swing., autonom.nerv.syst.imbal., att. disturbs., dry eye, tinnit., unspecif. circulat.syst.disord., palpitat., hypotens., dyspn., diarrh., constipat., abdom. discomf., GI inflammat., gingivit., dry skin, hyperhidros., prurit., hirsut., oncychoclas., dandruff, dermatit., abnorm. hair growth, photosens., pigmentat.disords., bone pain, musc. sp., pain & heavin.of extremit., UTI’s, vag. candidias., vulvovag.dryn., genit. discharge, pelv.pain, atroph. vulvuovaginit., breast mass, fibrocyst. breast dis., breast indurat., oed.

Special warnings and precautions: Serious uterine bleed., slight incr.risk of stroke in hypertens.,slight ven. thromboembol.risk, discont. in case of longt.immobilisat.& do not resume treatm.unt.at least 2 wks.aft.compl. remobilisat., breast Ca risk, life-threat.intra-abdom.haemorrh.with poss.liv. tumours, eval.risk vs.benef.& osteoporos.risk fact. in adolesc.as mean decr.in BMD report.in 12-18 yr. age group, adeq.diet./supplem.Ca & vit.D intake, depress. hist., withdr. ther.in case of hypertens., discont. ther.if cholestat. jaund.recurr.&/prurit. which occur. dur. 1stpregn./prev.sex ster.use, diab. women esp.gestat.diab.mellit.hist., avoid sun expos./ UV radiat. if chloasma tenden., ectop.pregn. more likely in progestogen-only prep.users than on combin.OC’s users, cons.benef./risk in case of extra-uter.pregn./tubul.funct.impairm. hist., barrier contracept.advis., poss.funct. ovarian cyst., lact.intol.
Interactions: CYP3A4 induc./ inhibit. poss.aff. metabol., rifampicin decr. expos., reduc.eff.with incr.sex horm.clear with eg.phenytoin, barbiturates, primidone, carbamazepine, rifampicin, poss.also oxcarbamazepine, topiramate, felbamate, griseofulvin & St.John’s wort, , poss.incr./decr.of progest.plasma conc. with HIV/HCV prot.inhibit.& non-nucleoside reverse transcript.inhibit., concomm. ketoconazole/ erythromycin incr.plasma concentr., poss.influence on laboratory tests.

 XE "Duphaston" DUPHASTON, Abbott [P/S]

Dydrogesterone.

Indications: Irregul.cycle durat.& irregul.occur.& durat.of periods caus.by progester.defic., in combinat. with estrog.subst.in second.amenorrh., dysfunct.uter.bleed.& post-menopaus.complaints where endogen.progesterone defic.is implicat

(S4) TABS, S/21.8.2/165

795682-018: 10 mg, 30, R330,90
Dosage: Indiv.accord.to nature & severit.of disord.

Irregul.cycles: 5-10 mg, rep.for sev.cycles. Second. amenorrh: Ethinyl-estradiol 0,05 mg dly from 1st-25th day of cycle & 5 mg Duphaston 2x/day from 11-25th day of cycle, rep. 5 days aft. subseq. withdraw.bleed.to imitate natural cycle.

Dysfunct. uterine bleed: Stop bleed: 10 mg tog. with ethinylestradiol 0,10 mg 2xdly x5-7 days.

Prevent heavy bleed: 5 mg 2x/day from 11-25th day of cycle, combine with estrog.dur.1st half of cycle if necess.

Post-menopaus. complaints: If on contin. estrog. therapy: 10 mg 2xdly dur.1st 12-14 days of each calendar month. If on cyclic estrogen therapy: 10 mg 2xdly dur.last 12-14 days of treatm.
Contraindications: Undiagn.vag.bleed., thrombo-embol. disords., safety in pregn.& lactat. not est.

Side effects: Haemolytic anaem., GI disturbs., alt. liv.funct., jaund., asthen., malaise, breast pain/ tendern., chang.in libido, breakthrough bleed., allerg. skin rash, urticar., acne, angioed., hypersens., headache, migraine, depress., fluid retent., mass gain.

Special precautions: CV, ren./hepat.impairm., diab.mellit., asthma, epilep., migraine, depress. hist., not for admin.in rare heredit.galact.intol./ Lapp lactase defic./gluc.-galact.malabsorpt., excret. in breast milk, if used in combinat.with oestrog.(eg.for HRT)caref.consid.assoc.oestrog. C/I’s/ warnings & precaut.incl.risk vs.benef.eval., prev. progestog.depend.neoplasm as may recur.or be aggrav.

 XE "Endoact" ENDOACT, (Cipla Medpro) , Actor Pharma [P/S]
Dienogest

Indications: Treatm.of endometrios.long-term in adolesc.aft.menarch.from 12 yrs.

(S3) TABS. 50/21.8.2/0082

3005919-001: 2 mg, 28, R292,00
Dosage: Start 1st pack on day 1 of natur.cycle i.e.1st day of menstr.bleed. Take 1 tab./day pref.at same time dly.throughout 28 days without regard for bleed. Start next pack without interrupt.when 1st finish. Take one tabl.only as soon as rememb.if miss. Contin.taking tab.at usual time next day. Tab.not absorb due to vomit./diarrh.to be replac.by one tab.
Contraindications: Hypersens., act./hist.of ven.thromboembol.disord., past/pres.arter.& CV dis., diab.mellit.with vasc.involvem., pres./hist.of sev. hepat.dis.as long as liv.funct.values not return.to norm., pres./hist.of liv.tumours, known/susp.sex horm.-depend.malign., undiagn.vag.bleed.
Side effects: Freq.: Incr.weight, depress. mood, sleep disord., nervousn., libido loss, alt. mood, headache, migraine, N&V, abdom.pain/-distent., flatul., acne, alopec., back pain, breast discomf., ovar.cyst, hot flush, uter./vag.bleed.incl. spott., asthen.condits., irritab. Less freq: Anaem., decr.weight, incr. appetit., anx., depress., mood swing., autonom.nerv.syst.imbal., atten. disturbs., dry eye, tinnit., unspecif.circulat.syst.disord., palpitat., hypotens., dyspn., diarrh., constipat., abdom.discomf., GI inflammat., gingivit., dry skin, hyperhidros., prurit., hirsut., oncychoclas., dandruff, dermatit., abnorm.hair growth, photosens., pigmentat.disords., bone pain, musc. sp., pain & heavin.of extremit., UTI’s, vag.candidias., vulvovag.dryn., genit.discharge, pelv.pain, atroph.vulvuovaginit., breast mass, fibrocyst. breast dis., breast indurat., oed.

Special warnings and precautions: Serious uterine bleed.,majorit.of pts.exp.changes in bld.pattern,slight ven.thromboembol.risk, discont. in case of longt.immobilisat.& do not resume treatm.unt.at least 2 wks.aft.compl. remobilisat., breast Ca risk, liv. Tumours with life-threat.intra-abdom.haemorrh., eval.risk vs.benef.& osteoporos.risk fact. in adolesc.as mean decr.in BMD report.in 12-18 yr. age group, adeq.diet./supplem.Ca & vit.D intake, depress. hist., withdr. ther.in case of hypertens., discont. ther.if cholestat.jaund. recurr.&/prurit. which occur. dur.1stpregn./ prev.sex ster.use, diab. women esp.gestat.diab. mellit.hist., avoid sun expos./ultraviol. radiat. if chloasma tenden., ectop.pregn. more likely in progestogen-only prep.users than on combin.OC’s users, cons.benef./risk in case of extra-uter.pregn./ tubul.funct.impairm. hist., barrier contracept.advis., poss.funct.ovarian cyst.,cont. lact., not in childr.prior to menarch., do not use during pregnan./lactat.

Interactions: CYP3A4 induc./ inhibit.poss.aff. metabol., reduc.eff.with incr.sex horm.clear with eg.phenytoin, barbiturates, primidone, carbamazepine, rifampicin, poss.also oxcarbamazepine, topiramate, felbamate, griseofulvin, nevirapine & St.John’s wort, concomm.azole antifung./ cimetidine/ verapamil/ macrolides/ diltiazem/ protease inhibit./ antidepress.e.g nefazodone, fluvoxamine, fluoxetine incr.plasma concentr., poss.influence on laboratory tests.
 XE "Ginette" GINETTE, Cipla Medpro (Pty) Ltd
See Section 14.6
 XE "Lutiges" LUTIGES, Ferring [P/S] 
Progesterone

Indications: Luteal support as part of Assist.Reproduct.Tech. (ART) treatm. for infert. wom.

(S4) VAG TAB, A45/21.8.2/1098

3004621001; 100 mg, 21, R630,12
Dosage: Admin vaginally 3xdly. starting at oocyte retrieval. Cont. for 30 days if pregn. been confirm.

Contraindications: Undiagn.vag.bleed., sev.liv.dis./dysfunct. (child-pugh class C) , known miss.abort./ ectop. pregn., , known/ suspect.breast/genital tract Ca., act./hist of arter./ ven.thromboembol./ sev. thrombophlebit, porphyr., lactat.

Side effects: Common: Headache, abdomin.distens./ pain, uterine spasm. Uncommon: Dizzin., insomn., diarrh, constipat., urticar., rash, vulvovagin. Disords., vagin. mycos., breast disords., prurit. genit., oed.peripher. Unknown freq.: Fatig., vomit., hypersens.reacts

Special warnings and precautions: Discont.in case of suspect.MI/ cerebrovascul. disords./ arter. or ven. thromboembol.or pulm.embol./ thrombophlebit./ retin. thrombos., myocardial infarction, cerebrovascular disorders, arterial or venous thromboembolism (venous thromboembolism or pulmonary embolism), thrombophlebitis, or retinal thrombosis., mild to mod. hepat. dysfunct., depress.hist., condits. poss.affect.by fluid retent.incl. epilepsy/ migraine/ asthma/ card. or ren. dysfunct., caref.observ.of diabet.pts.as decr.insul.sens.poss., discont. in case of trans.ischem.events/ appear.of sudd.sev. headaches/ vis.impairm.relat.to papill.oed. or retin. haemorrh., incr. risk of retin.vascul.lesions, caut. in pts. >35 yrs./ smokers/ risk facts. for atheroscleros,. poss.incr.anxiety/ moodin./ incr. sensibil.to seiz., assess.pt & partn.for cause of infert., not recommend.for use with oth.vagin.prods., only indicat. dur. first trimest.of pregnancy as part of ART regim.

Interactions: Induc.of CYP450-3A4 (e.g. rifampicin/ carbamazepine / St. John’s wort) incr. eliminat.rate, inhibit. of CYP450-3A4 (e.g. ketoconazole) decr. eliminat.rate.

See also MDR page 286.
 XE "Metrinelle" METRINELLE, Pharma Dynamics [P/S]
Dienogest

Indications: Treatm.of endometrios.

(S3) TABS. 51/21.8.2/0194
3005763-001: 2 mg, 28, R265,61
Dosage: Start 1st pack on day 1 of natur.cycle i.e.1st day of menstr.bleed. Take 1 tab./day pref.at same time dly.throughout 28 days without regard for bleed. Start next pack without interrupt. when 1st finish. Take one tabl.only as soon as rememb.if tab(s) miss. Contin. taking tab.at usual time next day. Tab.not absorb due to vomit./diarrh.to be replac.by one tab.

Contraindications: Hypersens., known/ suspect.pregnan., lactat., act./hist.of ven.thromboembol.disord., past/ pres. arter.& CV dis., diab.mellit.with vasc. involvem., pres./hist.of sev. hepat.dis.as long as liv.funct.values not return.to norm., pres./hist.of liv.tumours, known/ susp.sex horm.-depend.malign., undiagn. vag.bleed.

Side effects: Freq.: Incr.weight, depress. mood, sleep disord., nervousn., libido loss, alt. mood, headache, migraine, N&V, abdom.pain/-distent., flatul., acne, alopec., back pain, breast discomf., ovar. cyst, hot flush, uter./vag.bleed.incl. spott., asthen.condit., irritab. Less freq: Anaem., decr. weight, incr. appetit., anx., depress., mood swing., autonom.nerv.syst.imbal., att. disturbs., dry eye, tinnit., unspecif. circulat.syst.disord., palpitat., hypotens., dyspn., diarrh., constipat., abdom. discomf., GI inflammat., gingivit., dry skin, hyperhidros., prurit., hirsut., oncychoclas., dandruff, dermatit., abnorm. hair growth, photosens., pigmentat.disords., bone pain, musc. sp., pain & heavin.of extremit., UTI’s, vag. candidias., vulvovag.dryn., genit. discharge, pelv.pain, atroph. vulvuovaginit., breast mass, fibrocyst. breast dis., breast indurat., oed.

Special warnings and precautions: Serious uterine bleed., changes in menstr.bleed.pattern,  slight incr.risk of stroke in hypertens.,slight ven. thromboembol.risk, discont. in case of longt.immobilisat.& do not resume treatm.unt.at least 2 wks.aft.compl. remobilisat., incr.thromboembol.risk in puerper., stop.treatm.if sympts./suspic.of arter./venous thrombotic event,  breast Ca risk, life-threat.intra-abdom.haemorrh.with poss.liv. tumours, eval.risk vs.benef.& osteoporos.risk fact. in adolesc.as mean decr.in BMD report.in 12-18 yr. age group, adeq.diet./supplem.Ca & vit.D intake, depress. hist., withdr. ther.in case of hypertens., discont. ther.if cholestat. jaund.recurr.&/prurit. which occur. dur. 1stpregn./prev.sex ster.use, diab. women esp.gestat.diab.mellit.hist., avoid sun expos./ UV radiat. if chloasma tenden., ectop.pregn. more likely in progestogen-only prep.users than on combin.OC’s users, cons.benef./risk in case of extra-uter.pregn./tubul.funct.impairm. hist., barrier contracept.advis., poss.funct. ovarian cyst., lact.intol.
Interactions: CYP3A4 induc./ inhibit. poss.aff. metabol., rifampicin decr. expos., reduc.eff.with incr.sex horm.clear, with eg.phenytoin, barbiturates, primidone, carbamazepine, rifampicin, poss.also oxcarbamazepine, topiramate, felbamate, griseofulvin, nevirapine & St.John’s wort, , poss.incr./decr.of progest.plasma conc. with HIV/HCV prot.inhibit.& non-nucleoside reverse transcript.inhibit., concomm.CYP34A inhib.eg.antifungals/ cimetadine/ verapamil/ macrolides/ diltiazem/ protease inhib./ antidepress.may incr.plasma concentr., poss.influence on laboratory tests.
 XE "Minerva-35" MINERVA-35, Aspen Pharmacare
See Section 14.6
 XE "Mirena" MIRENA, Bayer (Pty) Ltd
See Section 17.1.3
 XE "Mytricon" MYTRICON, Mylan [P/S]
Medroxyprogesterone acetate.

Indications: Endometrios., adjunct.&/palliat therapy in endometrial & ren.Ca.
(S4) INJ 52/21.8.2/0991. 150 mg/ml.

3005353-001: 150 mg/ml; 1x25ml; 
R1 243,56

Dosage: 150 mg IMI 3 mnthly. Recomm.1st admin. given dur.1st 5 days after onset of menstrual period./ within 5 days post part.if not breast feed./ if exclus.breastfeed.at/ aft.6th week post partum.
Contraindications: Undiagn.vag./ urin.tract bleed./ breast pathology, thrombophlebit./ hist. thereof., sev.liv.funct.impairm., bef.menarche.

Side effects: Freq: Nervousn., depress., libido chang., headache, dizzin., abdomin.pain/ -discomf./ -distens., naus., alopec., acne, rash, back-/ extremity pain, vag.discharge, breast tendern., dysmenorrh., genit.tract. infect., oed., fluid retent, asthen., weight chang.,

Less freq.: Breast Ca, anaem., bld.disord., hypersens.reacts. e.g.anaphylact./ anaphylactoid reacts., angio-oed., incr./ decr. appet., moon face, insomn., anorgasm., emot.disturb., effect.disord., irritabil., anxiety, somnol., seiz., paraesthes., migraine, paralys., syncope, vertigo, tachycard., hot flush., thrombo-embol.dis., hypertens., varicose veins, dyspn., pulmon.embol., GI disturbs., rect.haemorrh., abnorm.hepat.funct./ enzymes, jaund., hirsut., prurit., urticar.,chloasma, lipodystroph., dermatit., ecchymos., scleroderma, skin striae, arthralg., muscle spasms, osteoporos., osteoporot.fracts., dysfunct.uterine bleed., galactorrh., pelv.pain, dyspareun., suppress.lactat., vaginit., amenorrh., breast pain, metrorrhag., menometrorrhag., menorrhag., vulvovag.dryness, breast atropy, ovar.cyst, premenstr.syndr., endometr.hyperplas., breast mass, bldy.nipple exudate, vag.cyst, breast enlargem., lack of ret.to fertility, sensat.of pregn., prolong.anovulat., virilisat., feminisat., chest pain, pyrex., fatig., inject.site react./ atrophy/ indentat./ dimpling / nodule/ lump/ pain/ tendern., thirst, dysphon., axillary swell., bone dens.decr., glucose toler.decr., cervic.smear abnorm.

Special warnings and precautions: Assess person./ fam. hist prior to use., loss of BMD in adolesc./ early adulthood & pre-menopaus. women theref.consid.risk/ benef. assessm., bone loss is > with incr.durat.& compl. revers.may not be poss., risk benef.analys.in women with osteoporot./ osteoporos.risk fact., adeq. Ca.& vit.D intake recomm., developm.of thrombo embol.S&S and do not re-challenge, thrombo embol./ coron.vascul.dis.hist., ophthalm.eval.if vis.disturbs./ migraine exper., when treat.cert.cancers cortic.-like activ. report.with the very high dos., progestat.agent. dur. pregn.not recomm., diabet., rec.trophoblast.dis., poss.masks onset of climacter., liv.dis./ dysfunct., not recomm.for second. amenorrh./ dysfunct.uter.bleed., hypercalcaem., condit.affect.by fluid retent., Cushingoid sympts.in high dos., investig.abnorm. bleed., ment.depress.hist./ depress. sympts., consid.alternat.long term (>2 yrs) birth control methods, menstr.cycle disrupt., physic.examin.pts bef.treatm. with specif. ref.to breast & pelvic.organs as well as perform pap.smear, excl.organ.causes if bleed.irreg., adeq.diagn.meas.indicat.for undiagn.vag.bleed., cert.lab. endocr.& liv.funct.tests poss.affect., overall slight/ no incr.breast Ca risk, consid.not re-admin.meds if jaund. devel., no protect.against HIV(AIDS) infects./ other STD’s

Drug interactions: Bioavailabil.depress.by aminoglutethimide., decr.serum oestrog.lev., ACTH & hydrocortis.bld.lev.poss.decr.

 XE "Primolut N" PRIMOLUT N, Bayer [P/S]

Norethisterone.

Indications: Dysfunct.uterine bleed., amenorrh., menstr.timing, endometrios.

(S4) TABS. G3124.
757012-019: 5 mg, 30, R310,18
Dosage: Dysfunct.bleed: 1 tab 3xdly x10 days. Cont.treatm.even aft.arrest of bleed.upto tot.30 days for treatm.to be sucessf.

Prev.dysfunct.bleed.recurr: Admin.prophylact. dur. next 3 cycles.1 tab.2-3xdly from 19-26th day of cycle.

Prim.& second.amenorrh: Second.amenorrh: Admin.8 wks.aft.last menstrual period. To induc. bleed.admin estrog.(eg estradiol valerate 20 mg IM on 1st day of treatm.& 10 mg IM on 14th day) bef. Primolut N 1 tab. 2-3xdly from 19th-26th day of cycle. Over at least next 2-3 cycles admin estradiol valerate 10 mg IM on 6th & 16th days of artificial cycle follow.by 1 tab 2xdly.on days 19-26. Then attempt to stop estrog.& induc.cycl.bleed.with 1 tab.2xdly.from 19-26th day of cycle.
PMT, cyclic.mastopathy: 1 tab. 2-3xdly from 19th-26th day of cycle.

Endometr: 1 tab 2xdly from 5th day of cycle for 4-6 mnths. Incr.to 2 tabs 2xdly.if spott.occurs resum. with init.dos.when bleed.ceases. Ovulat.& menstruat. do not occur.dur.treatm.

Menstr.timing: See lit.
Contraindications: Pregn., lactat., act.thrombo-embol.process./hist.thereof, diab.mellit.with vasc. involvem., sev.hepat.dis.pres./hist.as long as liv. values not return.to norm., pres.liv.tumours (benign/ malign) or hist.thereof, known/suspect. sex hormon.-depend.malign.

Side effects: Naus., headache, oed., vis disturbs., migraine, dyspn., hypersens., chloasma

Special precautions: Incr.thromboembol.risk, incl. poss.liv.tumour in different diagnost.if sev. upper abdom.complaints occur, discont.if the follow. occur: migrain.headaches/more freq. unusually sev.headaches/, sudd.percept.disords./ thrombophlebit./thromboembol.sympts./painful/tight chest/pend.ops/immobilisat./jaund./hepatit./ gen. prurit./ signif.rise in BP & pregn., strict supervis, of diabet., consid.organ.cause if bleed. does not stop/heavy bleeds still cont.aft.init. haemorrh. arrest despite reg.tab.tak., excl.prolact. produc. tum.bef.treat.prim.& second.amenorrh., excl. pregn.bef. & dur.treatm., pts.with tend.to chloasma to avoid sun/UV expos., psych.depress., 

Interactions: Decr.effic.where sex.hormon. clear. incr.(eg many hepat.enzyme induc drugs/ griseofulvin/ oxcarbazep & rifabut.

 XE "Provera" PROVERA, Pfizer [P/S] 
Medroxyprogesterone acetate.

Indications: Dysfunct.uterine bleed., mild to mod. endometr., oppose endometr.eff.of oestrog.in menopaus. women being treat.with oestrog., menopaus. vasomot.sympts., diagnos.of prim.& second.amenorrh.

(S4) TABS. G2988, Z/21.8.2/363.

757934-005: 5 mg, 30, R171,23
757934-013: 5 mg, 100, R570,94
808245-007: 10 mg, 30, R295,41
Dosage: Dysfunct.uterine bleed: 5-10 mg dly.from 16th-21st day of cycle x5-10 days. When due to both ovar.hormon.defic.use oestrogens in conjunct.

Endometrios: 10 mg 3xdly from 1st day of cycle x90 days. Opposit.of endometr.eff.of oestrog.in oestrog. treat.menopaus.women: 5-10 mg/ day from 16th day of a 25 day course of oestrog.ther. x10 days.

Menopaus: 10-20 mg dly.contin.

Prim.& second.amenorrh: 5-10 mg dly x10 days. Progestin withdr.bleed.should ensue within 3-7 days if endometrium prev.prim.with adeq. endogen. oestrog. Excl.pregn.
Contraindications: Thromboembol.disord., thrombophlebit., cerebr.apoplexy/hist.of these condits., liv.dysfunct./dis., known/suspect.breast/ genit.organ malign., undiagn.vag.bleed., miss./ incompl.abort., known/suspect.pregn.

Side effects: V.common: Headache, naus., dysfunct. uter.bleed. Common: Depress., insomn., nervousn., dizzin., alopec., acne, urticar., prurit., cervic.discharge, breast pain & tender., pyrex., fatig., incr.weight., med.hypersens. Uncommon: Hirsut., galactorrh., oed., fluid retent. Not known: Anaphylact.react., anaphylactoid react., angioed., prolong.anovulat., somnol., ven.thrombo-embol., jaund., cholestat.jaund., rash, amenorrh., uter. cervic.eros., decr.gluc.tol., decr.weight. Post market: Moon face, neuro-ocul.les., neonat.jaund., melasma/chloasma, acquir.lipodystrophy. Monit.for appetite & libido changes, erythema nodosum, erythema multiforme, haemorrhag. erupt., backache, cystit.-like syndr., premenstr.-like syndr.& incr.BP as observ.in oestrog./progestin combinat.ther.
Warnings and special precautions: Investig. unexpect.vag.bleed., breakthrough bleed.likely when treat.for endometrios., condits.poss.advers. affect.by fluid retent.eg migraine/epilep./asthma/ card.or ren.dysfunct., depress.discont.if sev., decr. gluc.tol.to be monit.in diabet., advise patholog. when submitt.endometrial/-cervic.tiss.specimens./ request.endocr.biomark., discont.if there is sudden part./complete loss of vis./sudden onset of proptos./ diplop.or migraine, not recomm.in ven. thromboembol.hist., onset of climateric poss. mask., poss.decr.bone mineral density, incr.breast Ca risk with combin.oral oestrog./progestin use in post menopaus.women, incr.CV event risk in postmenopaus. women on long term.combin. oestrog/ progestin regimen, hormone.ther.not recomm. to prev.dement./mild cognit.impairm., incr. ovar.risk in post menopaus.women x5 or more yrs. ther, pretreatm.complete physical exam.recomm., lact./sucrose intol., excret.in breast milk.
Interactions: Aminoglutethimide depress.ser. conc., clinic.effs.with CYP3A4 inhibit./induc. unknown.

See also MDR page 686-688.
 XE "Rovulum" ROVULUM, Aspen Pharmacare [P/S]
Dienogest

Indications: Treatm.of endometrios.

(S3) TABS. 52/21.8.2/0336

3005564-001: 2 mg, 28, R282,76
Dosage: Start 1st pack on day 1 of natur.cycle i.e.1st day of menstr.bleed. Take 1 tab.dly without any break pref.at same time dly.throughout 28 days without regard for bleed. Start next pack without interrupt. when 1st finish. Take one tabl.only as soon as rememb.if tab(s) miss. Contin. taking tab.at usual time next day. Tab.not absorb due to vomit./diarrh.to be replac.by one tab.

Contraindications: Hypersens., known/ suspect.pregnan., lactat., act./hist.of ven.thromboembol.dis., past/ pres. arter.& CV dis., diab.mellit.with vasc.involvem., pres./hist.of sev. hepat.dis.as long as liv.funct.values not return.to norm., pres./hist.of liv.tumours, known/ susp.sex horm.-depend.malign., undiagn. vag.bleed.

Side effects: Freq.: Incr.weight, depress. mood, sleep disord., nervousn., libido loss, alt. mood, headache, migraine, N&V, abdom.pain/-distent., flatul., acne, alopec., back pain, breast discomf., ovar.cyst, hot flush, uter./vag.bleed.incl. spott., asthen.condit., irritab. Less freq: Anaem., decr. weight, incr.appetit., anx., depress., mood swing., autonom.nerv.syst.imbal., att. disturbs., dry eye, tinnit., unspecif.circulat.syst.disord., palpitat., hypotens., dyspn., diarrh., constipat., abdom. discomf., GI inflammat., gingivit., dry skin, hyperhidros., prurit., hirsut., oncychoclas., dandruff, dermatit., abnorm.hair growth, photosens., pigmentat.disords., bone pain, musc.sp., pain & heavin.of extremit., UTI, vag. candidias., vulvovag.dryn., genit.discharge, pelv.pain, atroph. vulvuovaginit., breast mass, fibrocyst.breast dis., breast indurat., oed. Freq.unknown: Depress.as risk fact.for suicidal behav.& suicide.
Special warnings and precautions: Hist.of depress., exclude pregnan.before start., during treatm.use non-horm.contracep., ectop.pregn.more likely in progestogen-only prep.users than in combin.OC users, cons.benef./risk in case of extra-uter.pregn./ tubul.funct.impairm.hist., slight ven.thromboembol.risk, discont.in case of longt.immobilisat.& do not resume treatm.unt.at least 2 wks.aft.compl., incr.thromboembol.risk in puerper., stop.treatm.if sympts./suspic.of arter./venous thrombotic event, breast Ca risk, life-threat.intra-abdom.haemorrh.with poss.liv.tumours, changes in menstr.bleed.pattern, poss.aggrevat.uterin bld caus.anaemia consid.discont., eval.risk vs.benef.& osteoporos.risk fact. in adolesc.as mean decr.in BMD report.in 12-18 yr. age group, adeq.diet./supplem.Ca & vit.D intake, withdr. ther.in case of hypertens., discont. ther.if cholestat. jaund.recurr.&/prurit. which occur. dur.1st pregn./prev.sex ster.use, diab.women esp.gestat.diab.mellit.hist., poss.persist.ovarian follicle, avoid sun expos./ UV radiat.if chloasma tenden., complete med.-, physic.-& gynaec.exam.prior & annual., not for childr.prior menarche, cont.lactose.
Interactions: CYP3A4 induc./ inhibit. poss.aff. metabol., rifampicin decr.expos., reduc.eff.with incr.sex horm.clear.with eg.phenytoin, barbiturates, primidone, carbamazepine, rifampicin, poss.also oxcarbamazepine, topiramate, felbamate, griseofulvin, nevirapine & St.John’s wort, , poss.incr./decr.of progest.plasma conc. with HIV/HCV prot.inhibit.& non-nucleoside reverse transcript.inhibit., concomm.CYP34A inhib.eg.azole antifungals/ cimetadine/ verapamil/ macrolides/ diltiazem/ antidepress./ grapefr.juice may incr.plasma concentr., poss.influence on laboratory tests.

 XE "Utrogestan" UTROGESTAN, Medi Challenge [P/S]

Progesterone (micronised)

Indications: Oral: Disord.assoc.with progesterone dificien. in part.: Premenstr.syndr./ menstr.irregular.due to dysovulat.or anovulat./ mastopath./ perimenopause/ HRT for menopause (in add.to oestrogen). Vag.:Progest.support dur.ovarian insuff./ complete ovarian fail.in women lacking ovarian funct./ supplement.of luteal phase during IVF/ progest.support dur spontaneous or induced cycles, in case of sub-fertil.or prim.or sec.infertil.part.due to dysovulat./ threat.miscarr.or prevent.of recurr.miscarr due to luteal phase deficiency until wk 12 of pregn.Vag.route =alternat.to oral in cases of s/e (S4) CAPS, 29/21.8.2/0215, 40/21.8.2/0771
851957-005: 100 mg, 30, R267,28
717195-001: 200 mg, 15, R267,28
Dosage: Adhere strict.to recomm.dose for all indic.Do not exc.200 mg per dose Take oral dose after eat.pref.in even with bedtime.

Oral: Progest.defic.recomm.average dose 200-300 mg per day. Luteal phase insuff.: Usual therap.regimen 200-300 mg per day as single 200 mg dose in even.upon going to bed or 300 mg over 2 doses x 10 days per cycle usual day 17-26.

Admin.betw.meal times. Do not take miss. dos./or double dos.

HRT: 200 mg dly.split over 2x100 mg or single 200 mg in even.upon going to bed eithr.day 12-14 or during last 2 wks of each treatm.course. Susp.all replacem.therap.for 1 week (withdr.bleed.normal).Vag.: Progest.support dur.ovarian insuff./ complete ovarian fail.(oocyte donat.): In add.to oestrogen. 100 mg/ day on days 13 & 14 of transf.cycle then 200 mg/day on days 15 & 25 split over one/two doses/day then from day 26 and in cases of an incipeint pregnan.may incr.dose to max 600 mg/day over 3 doses until day 60 or wk 12 of pregnan. Supplement.of luteal phase during IVF: Recomm.dose 400-600 mg /day over 2-3 doses from HCG inject.-wk.12 of pregnan. Supplement.of luteal phase in spontaneous or induced cycles, in subj.with sub-fertil.or prim.or sec.sterilit.part.due to dysovulat.: Recomm.dose 200-300 mg/day over 2 dosesx10 days from day 17, if no menstruat.&pregnan.resume treatm.until wk 12 of pregnan. 

threat.miscarr.or prevent.of recurr.miscarr.:Recomm.200-400 mg/day over 2 doses until wk 12 of pregnan.
Contraindications: Sev.liv.dis.or hist thereof eg.cholestat.jaund./ hepatit./ hepat.cell tumor./ Rotor syndr./ Dubin-John syndr., undiagn.vag.bleed., condits.affect.by sex.steroids.eg. herpes gestationis/ jaund.of pregnan./ otoscleros./ sev.prurit./ porphyr., prev./curr.thromboembol.dis./ thrombophlebit., known thrombophyilic dis., cerebral haemorrh., breastfeed. 

Side effects: Oral route.Freq.: Hyperglycaem., unusual/ rapid weight gain, dizzin., drowzin., fatig., mild headache, mood change., nervousn., unusual tiredn./weakn., vertig., somnol., oed., abdom.cramp./-pain/-bloat., diarrh., naus., joint pain, urinar.problems, amenorrh., breakthr.menstr.bleed./metromenorrhag., menorrhag., spott. Less freq.: Thromboembol./ thromb.format., Cushings syndr., adren.suppress./-insuff., ment.depress., insomn., hypotens., hot flushes, skin rash, acne, loss/gain of hair (body/face/scalp), chloasma, melasma, prurit., galactorrh., breast pain/tender., decr.libido. Freq.unknown: Anaphylax./anaphylact.reacts., jaund., bone min.density loss, osteoporos., osteoporot.fract., vag.haemorrh., fatig.Vag.route. Freq.unknown: Prurit., vag.haemorrh., -discharg., 

Special warings and precautions: Disc.if abnorm.LVT/ cholest.jaund., in early spont.abort.only eff.of progesterone admin.to delay expuls.of dead egg., disc.if missed abort., pre-treatm.exam.of breast/ pelvic organs & papsmear, reserve for cases of insuff.secret.of corpus luteum, not contracept., use during pregnan.restrict to 1st trimest.via vag.route, not for treatm.for threat of preterm birth, contains soybean lecithin, avoid if peanut allergy.   

Interactions: Effic.poss.decr.by enhanc. metabol.by hepat.enzyme induc.meds.eg.carbamazepine/phenobarbit./ phenytoin/ rifabutin/ rifampicin/ griseofulv./ ampicillin/ tetracycline/St.John’s wort.,poss. incr.bioavail. with hepat.metabol.enzyme inhibit.eg ketoconazole/ ritonavir/ nelfinavir, poss.incr plasma conc.of ciclosporin, theophyll.& troleandomycin.

 XE "Visanne" VISANNE, Bayer [P/S]
Dienogest

Indications: Long term treatm.of endometrios.in adolesc.from 12 yrs onward & adults.
(S3) TABS. 44/21.8.2/0159

718451-001: 2 mg, 28, R405,43
Dosage: Start 1st pack on day 1 of natur.cycle i.e.1st day of menstr.bleed. Take 1 tab./day pref.at same time dly.throughout 28 days without regard for bleed. Start next pack without interrupt.when 1st finish. Take one tabl.only as soon as rememb.if tab(s) miss. Contin.taking tab.at usual time next day. Tab.not absorb due to vomit./diarrh.to be replac.by one tab.

Contraindications: Act./hist.of ven. thromboembol. disord., past/pres.arter.& CV dis., diab.mellit.with vasc.involvem., pres./hist.of sev. hepat.dis.as long as liv.funct.values not return.to norm., pres./hist.of liv.tumours, known/susp.sex horm.-depend.malign., undiagn.vag.bleed.
Side effects: Common: Incr.weight, depress. mood, sleep disord., nervousn., libido loss, alt. mood, headache, migraine, N&V, abdom.pain/-discomf., flatul., acne, alopec., back pain, breast discomf., ovar.cyst, hot flush, uter./vag.bleed.incl. spott., asthen., irritab. Uncomm: Decr.weight, incr. appetit., autonom.nerv.syst.imbal., att. disturbs., dry eye, tinnit., unspecif.circulat.syst. disord., palpitat., hypotens., dyspn., diarrh., constipat., abdom.discomf., GI inflammat., gingivit., dry skin, hyperhidros., prurit., hirsut., oncychoclas., dandruff, dermatit., abnorm.hair growth, photosens., pigmentat.disords., bone pain, musc. sp., pain & heavin.of extremit., UTI’s, vag. candidias., vulvovag.dryn., genit.discharge, pelv. pain, atroph.vulvuovaginit., breast mass, fibrocyst. breast dis., breast indurat., oed.
Special warnings and precautions: Ven.thromboembol.risk, discont. in case of longt. immobilisat.& do not resume treatm.unt.at least 2 wks.aft.compl. remobilisat., breast Ca risk, life-threat.intra-abdom.haemorrh.with poss.liv. tumours, eval.risk vs.benef.& osteoporos.risk fact. in adolesc.as mean decr.in BMD report.in 12-18 yr. age group, adeq.diet./supplem.Ca & vit.D intake, depress. hist., withdr. ther.in case of hypertens., discont. ther.if cholestat.jaund.recurr.&/prurit. which occur. dur.1stpregn./prev.sex ster.use, diab. women esp.gestat.diab.mellit.hist., ectop.pregn. more likely in progestogen-only prep.users than on combin.OC’s users, cons.benef./risk in case of extra-uter.pregn./tubul.funct.impairm. hist., barrier contracept.advis., avoid sun expos./ultraviol. radiat. if chloasma tenden., lact.intol., do not admin. to pregn.women as no need for endometrios. treatm.dur.pregn., excret.in breast-milk.

Interactions: CYP3A4 induc./inhibit.poss.aff. metabol., poss.reduc.eff.with incr.sex horm.clear. due to enzym.induct., max.enzym.induct.not seen for 2-3 wks but sust.for at least 4 wks.aft.ther. stopp., poss.incr./decr.of progest.plasma conc.with HIV/HCV prot.inhibit.& non-nucleoside reverse transcript.inhibit., poss.incr.eff.with reduc.sex horm. clear.due to enzym.inhib., known CYP3A4 inhibits.poss.incr. progest.plasma lev.

19.6.4
Combinations 
(See also 17.1.1, 19.6.2, 19.6.3)

EVOREL CONTI (MDR Listing)

 XE "Activelle" ACTIVELLE, Novo Nordisk [P/S]

Estradiol 1 mg, norethisterone acetate 0,5 mg.

Indications: Vasomot.sympts.assoc.with oestrog. defic.in women with intact uterus 1 yr.aft. menopause, reduc.bone loss risk in postmenopaus. women.

(S4) TABS.33/21.8.2/0532

881112-003: 28, R269,57
Dosage: 1 tab dly.without interrupt.pref.at same time dly. Treatm.to be initiat.1 yr.aft.menopause., switch.to high.dos.ther.if respons.aft.3 mnths.not satisfact.,

Contraindications: Pregn./susp.& lactat., known/ susp. /hist.of breast/ovary/uter./liv.tumours, estrog. depend.malign.tumours./susp., undiagn. genit. bleed., prev.idiopath./curr.ven. thromboembol. disords./stroke/hist.of act./recent arter. thromboembol.dis., ac./chron.liv.dis./hist.of, sickle cell anaem., jaund./persist.itch./herpes dur. prev. pregn., endometrios., sev.diab.mellit.with vasc. chang., lipo-metabol.disturbs., otoscleros. with deteriorat.dur.pregn., porphyr.,

Side effects: Very common: Breast pain/ tendern., vag. haemorr. Common: Naus., periph. oed., genit.candidias., vaginit., incr.weight, fluid retent., back pain, headache, migraine, aggravat. of depress./ aggravat.of breast oed./ enlargem., uter. fibroids/aggravat.of/reoccurr. Uncommon: Abdom. pain/distens./discomf., flatul., bloat., hypersens., leg cramps, nervousn., alopec., hirsutism, acne, prurit., urticar., superfic.thrombo phlebit. Rare: Deep ven.thrombos, pulm.embol. Unknown: Benign/malign.oestrog.-depend. neoplasms eg. endometr Ca, insomn., anx, libido changes, dizzin., stroke, vis.disturbs., aggravat. hypertens., dyspeps., vomit., gallbladd.dis, cholelithiasis/ aggravat of/re-occurr., seborrh., rash, angioneurot.oed., endometr.hyperplas., vulvovag. prurit., MI, stroke, decr.weight, incr. BP, chloasma, erythema multiforme/nodosum, vasc. purpura, probable dement.

Warnings and special precautions: Not indic. for coron.heart dis.prev./dur.pregn./as contracept., benef. vs HRT risk esp.longt.ther., investig.cause of spott.if occurs. some time on ther./aft.ther. discont., incr.gall bladd. dis.& SLE risk, incr. endometr.Ca /hyperplas./breast & ovar.Ca/VTE/ CAD/ ischaem.stroke risk relat.to longt./unoppos. oestrog., incr.density of mammograph.images & poss. affect. radiologic.detect.of breast Ca advers., discont. ther.if VTE devel., CV morbitit.risk dur.1st year of ther., compl.med./gynae.hist./breast exam. bef. init.ther.& reg.aft., monit.in card./ren. dysfunct., re-eval.in asthma/epilep./diab.mellit. aggrav., limit.exper.in women old.than 65 yrs., monit. of condits.pres./past/occur.dur.pregn.or prev. horm.treatm.eg oestrogen-depend.breast/ uter./ovar.or liv.tumours/leiomyoma/ endometrios./ endometr.hyperplas./fibrocyst. breast dis./1st degree breast Ca relativ./ hypertens./ cholelithias./liv.dis./diab.mellit.with vasc. involvem./migraine or sev.headaches/ otoscleros./epilep./multiple scleros./liv.& ren. funct. disturbs./HF/porphyr., VTE risk fact.eg. fam. hist.thereof/obesity/prolong.immobilisat./ maj. trauma or surg., discont.immed.in jaund./liv. funct. deteriorat./ signif.BP incr./new onset migraine-type headache & pregn., lact.intol.

Interactions: Decr. eff. with cytochrome P450 enzym. such as cert.anticonvuls./anti-infect., poss. induc. eff.with ritonavir/telaprevir/nelfinavir, poss. induc.metab.with herb.preps.cont.St John’s Wort, poss.decr.eff.with incr.oestrad.& norethisterone acet.metabolism, circul.lev.incr.by drugs inhibit. hepat.microsom. metabol.enzym.eg.ketoconazole.

 XE "Angeliq" ANGELIQ, Bayer [P/S]

Estradiol 1 mg, drospirenone 2 mg

Indications: Hormone replacem.ther.(HRT) for climacter. syndr.sympts., postmenopaus.osteoporos.risk reduct. with intact uterus.

(S4) TABS, 37/21.8.2/0451

703438-001: 28, R352,23
Dosage: Contin.ther.pref.at same time each day. If chang.from sequent.combin.HRT start at end of sched.bleed. 1 tab dly.If missed take asap >24h elapsed,do not take extra tab.

Contraindications: Unknown abnorm.vag. bleed., know/suspect.breast CA or hist.thereof, known/ suspect.oestrog.depend.neoplas., liv.tumour pres./ hist., exist./prev.ser.hepat./ren.dis., ac.arter.thromboembol., act./hist.of ven. thrombos., hist.of/rep.ven. thromboembol./ known thrombophil.not treat.with anticoags., high risk ven./arter.thrombos.,sev. known/suspect.pregn., lactat., inher.thrombophill., inher.genet.BRCA1 & BRCA2 gene mutat.,menstr.period <12, hist.of non-CA breast dis., prev.radiat.therap.to chest/breast, prev.expos.to diethylstilbestrol.
Side effects:Very common: Breast pain, fem.genit.tract bleed. Common: Emotion.labilit., migrain., GI-/abdom.pains, cervic.polyp Uncommon: Ven.&arter.thromboembol.events, breast CA 
Special warnings and precautions:Not for use as OC, disc.if: migrain./freq.& unusual.1st time sev.headache/sympts.of poss.prodroma/cerebrovasc.occlus, recurr.cholestat.jaund./-pruritus, sympts./suspic.of thrombotic event, recog.ven.thromboembol.risk fact., no clinic.data on concom. anticoag.ther., post-op pts. where prolong.immobilisat.likely, poss.incr.breast CA risk, pts.to receive yearly breast exam., slight incr.ovarian CA risk, incr.endometr.hyperplas./CA developm.with prolong use, endometr.assessm.in persist.breakthrough/ abnorm. bleed., differ.diagn.of hepat.tumour in pres.of upp.abdom.pain/enlarg.liv/intra-abdom. haemorrh. signs, gallbladder dis., contraceptconsid.discont.in pres.of sustain.signific.hypertens., poss.lower BP in pts with elev.BP, hyperkalaem. risk where pre-treat.ser.K+ in upper range/ concom.K+-spar.meds., hyperbilirubinem.eg.Dubin-Johnson-/Rotor syndr., mod. hypertriglyceridaem.,diabetic pts, incr.size of uter.fibroids, discont.if endometrios.reactiv., rule out prolactinoma bef.init.ther.is suspect., UV expos. when chloasma exper., epilep., benign breast dis., asthma, migraine, porphyr., otoscleros., SLE, chorea min., exacerb.angioed.sympts., mood change & depress.sympts., contains lactose.
Interactions: Meds induce microsom.enzymes & result in incr.sex hormone clear.lead.to breakthrough bleed.&/or therap.fail., phenytoin/ barbit./ primidone/ carbamazep./ rifampicin/ poss.oxcarbamazep./ topiramate/ felbamate/ griseofulv./ St.John’s Wort incr.clear., HIV/HIC protease inhib./ non-nucleoside reverse transcirpt inhib.poss.incr./decr.plasma conc., strong & mod. CYP3A4 inhib.eg.azole antifung./ verapamil/ macrolides/ diltiazem & grapefruit juice poss.incr.plasma conc.,ac.alcohl.ingest.may incr.estradiol lvl., CYTP450 metabolis.meds eg.omeprazole/ simvastatin/midazolam., addit.decr.BP with concom.ACEI/ARBs/hctz, concom.NSAID & antihypertens.meds.samll incr.serum K+ esp.diabetics., centain lab.tests.
 XE "Climen" CLIMEN, Bayer [P/S]

11 white tabs.estradiol-17-valerate 2 mg, 10 pink tabs.estradiol-17-valerate 2 mg, cyproterone acetate 1 mg, 7 non-hormonal tabs.

Indications: Climacteric symptomat.in pts.with intact uterus, osteoporos.prophylax.in postmenopaus. women.

(S4) TABS, Y/21.8.2/275
818550-007: 28 calend.pack, R248,50
Dosage: Commen.on 5th day of cycle/in case of pts.with amenorrh (excl. pregn) & postmenopaus. women on any day take 1 tab.dly on appropr.day.

Contraindications: Pregn., lactat., sev.liv.funct. disturbs., jaund./persist.itch.dur.prev.pregn., prev. /exist.liv.,uterus, ovaries/breast tumours/ suspic. thereof, endometrios., prev./exist. thromboembol. process., diabet.with vasc.changes, sickle-cell anaem., lipometabol.disturbs., herpes of pregn. hist., otoscleros.with deteriorat.dur.pregn.

Side effects: Breast tens., intermenstr.bleed., gastr.complaints, body weight & libido changes, oed., headache, depress.moods, incr.freq.of no bleed. dur.tablet free interv.incr.as durat.of treatm. incr., liv.tumours with intra-abdom.haemorrh.

Special precautions: Diabet., hypertens., varicos. veins, phlebit. hist., otoscleros., multiple scleros., epilepsy, porphyria, tetany, chorea min., discont.in case of 1st time/more freq occurr.of migrain.headaches, sudden percept.disords., 1st signs of thrombophlebit., pend.operat., immobilisat., onset of jaund /hepatit., itch of whole body, incr.epilept. seiz., signific.rise in BP, pregn, rule out pregn.if no bleed.occurs if possibil exists, investig.rep. intermenstrual bleed.

Interactions: Metabol.of steroid hormon. accelerat.by var.subst.(eg.barbit, phenylbutazone, hydantoins, rifampicin), some antibiot.(eg. ampicill.) reduc.subst.lev.

 XE "Estalis" ESTALIS, (AI Pharm Ltd) Sandoz [P/S]
Oestradiol hemihydrate, norethisterone acetate.
Indications: Post-menopaus.sympt.treatm. & reduc.bone loss in post-menopaus.women with with intact uterus.

(S4) TRANSDERM.PATCH, 37/21.8.2/0456

708907-001: 50/140 µg, 8, R326,14
Dosage: Admin.as at low.effect.dos. Compl. current cycle if receiv.sequent.oestrog./progest. bef. init.ther. Apply patch every 3-4 days dur.28 day cycle. Rotate applic.site with interv.of at least 1 wk.

Contraindications: Known/suspect.pregn., breastfeed., undiagn.abnorm.vag.bleed., known/ suspect./hist.of breast Ca, known/susp. endometr. Ca, oestrog.depend.neoplas., exist./ prev.sev.hepat.dis., hist./curr.ven.thrombo-embol., curr./hist.of thrombophil.disords./ thrombophlebit., curr./hist.of arter.thrombo-embol. dis., porphyr., CV dis.prevent., patch applic. to/near to breasts.

Side effects: Very common: Headache, applic. site reacts., breast pain/-tendern., dysmenorrh., menstr.disords. Common: Dizzin., depress., nervousn., insomn., emot.lability, acne, rash, prurit., dry skin, back pain, pain in extrem., breast enlargem., mennorh., leukorrh., vag.haemorrh., uter. spasms, vaginit., endometr.hyperplas., pain, asthen., weight gain, periph.oed. Uncommon: Migraine, vertigo, vomit., elev.transaminas., skin discolourat., breast Ca. Rare: Ven. thromboembol., gallstones, gallbladd.dis., uter. leiomyomata, paratubul.cysts, endocervic.polyps, allerg. reacts. libido changes, paraesthes. Very rare: Cholestat.jaund. Other: oestrog.depend. neoplasm, stroke, MI, dement.

Special precautions: Eval.benef.vs.risk of ther. & per.re-evaluat.for cont.treatm.recomm., osteoporos., contact.sensitisat., poss.incr.CV dis./breast CA/ovar.Ca/endometr.Ca/dement./ VTE risk, VTE prophylax.follow.surg./prolong. immobilisat., discont.if thromo-embol.sympt., recurr.spontan.abort.hist., poss.irreg.bleed.init., compl.medic./gynae.exam.bef.init.ther., reg. foll.up advis.dur.prolong.treatm., undiagn.vag. bleed./spott., breast screen.bef/reg.dur.treatm. esp.in high risk cases, endometrios., pre-exist. leiomyomas/fibroids poss.enlarge, monit. endometrios., benef.-risk eval.if hypertens./ asthma/ HF/ren.& hepat.disords./migraine/ epileps. worsen, discont.if incr.seiz., oestrog.-relat. jaund.& prurit., discont.if cholest.jaund. develop., gallbladd.dis., hypertriglyceridaem., diab.

Interactions: Microsom.liv.enzyme-induc. e.g. barbits./anticonvuls./meprobrom./phenylbutaz. /cert.antibiot.incl.rifampicin may imp.oestrog.& progest.activ.

 XE "Estro-Pause N" ESTRO-PAUSE N, AI Pharm Ltd [P/S]

16 grey blue tablets: oestradiol valerate 1 mg, 12 white tablets: oestradiol valerate 1 mg & norethisterone 1 mg.

Indications: Hormon.replacem.therapy for menopaus.sympts.

(S4) TABS. 29/21.8.2/0763.

822493-004: 28, R168,44
Dosage: Start at any time of cycle, but if menstr. regul.beg.on 1st day of bleed. Take one tablet dly. as direct.on 28 day calendar pack.

Use low.dos.compat.with sympt.contr.

Contraindications: Fam./person.breast or genit. tract malign.neoplast.dis.hist., prev.thrombo-embol. disords., CV/ kidn.dis., thrombophlebit., undiagn.vag.bleed., herpes gestation., endometrios., liv.impairm., Dubin Johnson/Rotor syndr., cholestat.jaund., sickle-cell anaem., persist. itch.dur.prev.pregn., otoscleros that deteriorat.due to pregn., diab.mellit.hist., epilep., asthma, hypertens., depress., porphyr., fluid retent.states., pregn.& lactat., premenopaus.women.

Side effects: GI disturbs., skin & hair chang., headache, water retent., appet./weight chang., breast tendern., libido & menstr.chang., depress./ ment.chang., cont.lens intol., incr.risk of thrombo-embol.& CV dis.in pts.with risk fact.

Special precautions: Excl.pregn.bef.init.ther., thorough gynae./physic.exam.advis.bef.init.ther.& period.dur.ther., restrict use to 6 mnths.post-menopause, irreg.bleed.usually trans., reg.breast exam., monit.pts. suffer.from condits.subj.to deteriorat.dur.pregn.& endometrios., discont.in pres. of migraine/unusual.sev.headaches, where thrombos.risk pres.or if jaund.occurs, monit.liv. funct.in cases of mild chron.liv.dis.& cholelithias., Dubin Johnson/Rotor syndr., take adeq.non-horm. contracept.meas.

 XE "Evorel Conti & Sequi" EVOREL, AI Pharm [P/S] 
Estradiol hemihydrate 50 µg, norethisterone acetate 170 µg/24 hrs.or Estradiol hemihydrate 3,2 mg, norethisterone acet.11,2 mg/patch.

Indications: Hormon.replacem.ther. of menopaus. sympt.in women with an intact uterus.

(S4) CONTI PATCH, [P/S] 31/21.8.2/0537.

837873-002: 8, R415,81
Dosage: Apply 2x/wk without interrupt.on to clean / healthy/ intact/ dry skin on the trunk below the waist. Rotate applic.site with interv.of at least 1 wk

(S4)SEQUI PATCH. [P/S] 31/21.8.2/0538.

4x Evorel 50 TDS’s of estradiol 50 µg/24 hrs & 4x Evorel Conti TDS’s of estradiol hemihydrate 50 µg/24 hrs., norethisterone acetate 170 µg/24 hrs.

837865-018: 8, R405,27
Dosage: Use low.effect.dos. Apply 2x/wk.every 3-4 days without interrupt.on clean/dry/healthy/ intact area of skin to the trunk below the waist individ. 4x Evorel 50’s then 4 Evorel Conti ensur. corr. sequence. Rotate applic.site with interv.of at least 1 wk.

Contraindications: Known curr./past/susp. breast Ca, known/susp.oestrog.depend.malign./ pre-malign.tumours, undiag.genit.bleed., pregn.& lactat., act.liv.dis./liv.dis.hist.as long as liv.funct. test results not return.to norm., prev./curr.venous thrombo-embol., known thrombophil.condits., act./ past arter. thrombo-embol.dis., porphyr.

Side effects: Hypersens., psych.disords., headache, paraesthes., palpitat., hypertens., vasodilat., varicose veins, GI disturbs.incl.abd.pain, erythemat.skin rash, arthralg., back pain, menstr. disords., breast pain/-enlargem., metrorrhag., genit. discharg., cerv.polyp, dysmennorh., endometr. hyperplas., menorrhag., applicat.site react., oed., fatig., pain, weight incr., decr.libido, prurit., gen.oed., genit. candidias., breast Ca, dizzin., epilep., ven.& arter.thrombos.& embol., skin rash, myalg., breast neoplasms, endometr.Ca, CVA, cholelithias., Stev.Johns.syndr.,
Warnings and special precautions: Reg.gynae. exam.&. bef. init.ther., med./famil.hist.of ven./ arter. thrombophlebit./thrombo-embol.disords., eval. rep.breakthr.bleed/unexpect.vag.bleed & chang. notic.dur.breast.exam., cons.benef./risk bef. init.ther., leiomyoma, thromboembol.disord./ oestrog.depend.tumour risk fact., hypertens., liv. disord., diab.mellit., cholelithias., migraine/sev. headache, SLE, endometr.hyperplas.hist., epilep., mastopathy, card./ren.dysfunct./liv.funct.disturbs., cholestat.jaund.hist., pre-exist. hypertriglyceridaem., discont.in case of: jaund./liv. funct. deteriorat./signif.BP incr./new-onset migraine-type headache/pregn., incr.breast Ca risk, incr.ovar.Ca risk in hysterectom.women, incr. stroke/ coron.arter.dis./ven thrombo-embol.risk, recur. thromboembol./spontan.abort.family hist., cons.benef./risk with concom.anticoag., prolong. immobilisat., maj.trauma, discont.4-6 wks.bef. plann. surg.& not restart.until pt.mobilis., discont.if ven. thromboembol.devel.aft.init.ther., pt.to alert dr.of potent.thrombo-embol.sympt., incr.dement. risk, not for contracept.use, do not contin.ther. long. than 5 yrs., do not apply on/near breasts, withdr.ther.immed.if pregn.occurs, concom. lamotrigine,
Interactions: Meds.induc.microsom.liv.enzyme activ.eg barbits./hydantoin/carbamazep/ meprobam./ phenylbutaz./rifampicin/rifabut.& cert.non-nucleoside revers.transcript.poss.alt. oestrog. & progest.metab., ritonavir/nelfinavir/St John’s Wort may decr.effs., lamotrigine plasma conc.poss.decr.

See also MDR page 58-61.
 XE "Femoston" FEMOSTON 1/10, Abbott [P/S]

14 white tabs: oestradiol 1 mg. 14 grey tabs: oestradiol 1 mg, dydrogesterone 10 mg.

Indications: Hormon.replacem.ther.of menopaus. sympts.in women with an intact uterus, osteoporos. risk reduct.

(S4) TABS, [P/S] 36/21.8.2/0329

703108-001: 28, R282,92
Dosage: Admin.in consec.uninterupt.28 day cycles. Commenc.on 1st day of menstruat.if applic.

1 oestradiol tab.dly.x 1st 14 days, then 1 oestradiol & dydrogesterone tab.dly for follow.14 days.

Contraindications: Act.DVT, thrombo-embol. disord/ hist.thereof, diagn./suspect.Ca of breast/ endometrium or other hormon.sens.tumours., known/ suspect.progestog.depend.neoplasma (eg.meningioma), undiagn.endometr.hyperplas., ac./ chron.liv.dis./hist.where LVF tests fail to return. to norm., Rotor/Dubin-Johns.syndr., cerebr. vasc. accid., sev.card./ren.dis., undiagn. vag. bleed., prophyr., known/suspect.pregn., lactat., childr.

Side effects: Vag.candidias., incr.in leiomyoma size, haemolyt.anaemia, hypersens.reacts., depress., libido changes, nervousn., dizzn., headaches, migraine, chorea, contact lens.intol., steepen.corneal curvature, MI, ven.thrombo-embol., stroke, GI disturbs., gall bladd.dis., alterat. in liv.funct.sometime with asthen./malaise/jaund. & abdom.pain, allerg.skin reacts., chloasma, melasma, erythema multiforme, erythema nodosum, vasc.purpura, angioed, leg.cramps, back /pelvic pain, breast Ca./pain/tendern./enlargem., breakthrough bleed.& spott., change in cervic.eros. secret., dysmenorrh., premenstr.like syndr., porphyr. aggrav., periph.oed, incr./decr.in weight., endometr.Ca., pulm.embol.

Special precautions: Limit.exper.in women over 65 yrs., incr.DVT/pulm.embol risk, annual risk/ benef. apprais.contin.only if benef.outweighs risk, complet.person./family medic.hist.bef.init./re-institut. ther., period.check-ups recomm.dur. treatm., report breast changes to medic., investigat. incl.mammography,, close supervis.in pres.of leiomyoma/endometrios., thromboembol. disords./ estrog.depend.tumours risk./hypertens./ liv. disords./diabet.mellit.with/without vasc. involvem., cholelithias./migraine/sev.headache /SLE/endometr. hyperplas.hist/epilep./asthma/ otoscleros., immed.withdr.of ther.if jaund./ deteriorat. in liv.funct./signific.incr.in BP/new onset migraine-type headache/pregn., incr.risk endometr. hyperplas.& carcinoma with estrog. alone/prolong.ther., investig.abnorm.vag.bleed., sev.obesity, sev. varicos.veins, coron.artery.dis., ovar.Ca., monit. card. /termin.ren.insuffic./women with pre-exist. hypertriglyceridem., poss.incr.other plasma proteins, incr.risk probab.dement., not for admin.in rare heredit.galactose intol./Lapp lact. defic./gluc.-galact.malabsorpt., non-hormon. contracept.in perimenopause.
Drug interactions: Oestrog.metabol.incr.by P450 enzyme induc.,  St.John’s Wort poss.induc. metabol.

(S4) FEMOSTON CONTI TABS. [P/S] 36/21.8.2/0330, 47/21.8.2/0947

Estradiol 0,5(1) mg, dydrogesterone 2,5(5) mg.

Indications: Hormon.replacem.ther.for oestrog. defic.sympts. in menopaus. women at least 12 mnths.since last menses, osteoporos.risk reduct.

3004921-001: 0,5/2,5 mg,28, R233,43
703107-001: 1/5 mg, 28, R282,92
Dosage: In nat.menopause comm.ther.12 mnths. aft.last natur.menstr.bleed/ immed.aft. surg.induc. menopaus.

1 tab.dly.with no break betw.packs.

Contraindications: Act.DVT thrombo-embol. disord/ hist.thereof, diagn./suspect/hist.Ca of breast/ endometrium or other hormon.sens. tumours., untreat.endometr.hyperplas., ac./ chron. liv.dis./hist.where LVF tests fail to return.to norm., undiagn. vag.bleed., prophyr., known/suspect. pregn., lactat., womem of child-bear.age, childr., pres.of thrombophyl.condit., activ./recent arter. thromboembol.dis. (ang.pect./ MI)

Side effects: V.common: Headache, abdom./ back/ pelvic pain, breast pain/tendern. Common: Vagi.candidias., depress., nervousn., migraine, dizzin., naus., vomit., flatul., allerg.skin reacts., menstruat.disords., cervic.secret., asthen.disords., periph.oed., incr.weight. Uncommon: Cystit.-like syndr., incr.size of myoma, hypersens., libido chang., ven.thromboembol., hypertens., periph. vasc. dis., varicos., dyspeps., abnorm.liv.funct., gall bladd.disords., breast enlargem., PMS, decr. weight. Rare: Haemolyt.anaem., meningioma, steepen.of cornea, contact lens.intol., MI, stroke, angioede, erythema nodosum, vasc.purpura; chloasma, melasma, leg cramps. Unknown freq: Benign & malign.oestrog.-depend.neoplasms, incr. size of meningioma, SLE, hypertriglyceridaem., poss. dement., chorea, aggravat.of epilep., arter. thromboembol., pancreatit., erythema multiform., urine incont., fibrocyst.breast disord., uter. cervic. eros., aggravat.of porphyr., incr.lev.of tot.thyr. hormone.

Special precautions: Limit.exper.in women over 65 yrs., incr.DVT/pulm.embol risk, surg./surg where prolong.immobilisat.anticipat., pts.on chron. anticoag. meds., discont.if VTE develop., annual risk/ benef. apprais.contin.only if benef.outweighs risk, complet.person./family medic.hist. bef.init./ re-institut.ther., period.check-ups recomm.dur. treatm., report breast changes to medic., investig. incl.mammography, close supervis.in pres.of leiomyoma/endometrios., thromboembol.disords./ oestrog.depend.tumours risk./hypertens./liv. disords./ diab.mellit.with/without vasc.involvem., cholelithias./migraine/ sev.headache/SLE/ endometr. hyperplas.hist/epilep./asthma/ otoscleros./meningioma, immed.withdr.of ther.if jaund./deteriorat.in liv.funct./signific.incr.in BP/ new onset migraine-type headache/pregn., incr. risk endometr.hyperplas.& carcinoma with estrog. alone/prolong.ther., investig.abnorm.vag.bleed., sev. obesity, sev.varicos.veins, may incr.risk of coron. artery.dis./ischaem.stroke, may incr.risk of breast/ovar.Ca., monit.card./termin.ren. insuffic./ women with pre-exist.hypertriglyceridem., poss. incr. other plasma proteins, no evid.of incr.risk of poss. dement.in pts.> 65 yrs., not for admin.in rare heredit.galactose intol./Lapp lact.defic./gluc.-galact. malabsorpt., not a contracept.prod., non-hormon.contracept. in perimenopause.
Drug interactions: Oestrog.metabol.incr.by P450 enzyme induc., St.John’s Wort poss.incr.metabol., ritonavir/ nelfinavir have induc.eff.when used concomit. with ster.hormon.

 XE "Kliogest" KLIOGEST, Novo Nordisk [P/S]

Estradiol 2 mg, norethisterone acetate 1 mg.

Indications: Oestrog.defic.sympts. in women >1 yr. aft. menopause., reduc.bone loss risk in postmenopaus.women.

(S4) FILM COAT.TABS. Y/21.8.2/230.

820024-007: 28, R347,15
Dosage: 1 tab dly.without interrupt. Treatm.to be initiated 1 yr.aft.menopause.

Contraindications: Pregn., lactat., known/ suspect. breast Ca/oestrog.depend.neoplas., ac./chron.liv.dis., undiagn.vag.bleed., untreat. endometr. hyperplas., endometrios., thrombophlebit./ thromboembol.disords., CV dis., porphyr., 

Side effects: Very common: Breast pain/ tendern., irreg. menstruat./ haemorrh. Common: Genit. candidias., vaginit., fluid retent., depress./ aggravat.of, headache, migraine/aggravat.of, naus., abdom. pain/-distens./-discomf., leg cramps., back pain, breast oed./-enlargem., uter. fibroids/ aggravat.of/ reoccurr., periph.oed., incr. weight. Uncommon: Breast Ca, hypersens., nervousn., superfic.thrombo phlebit., flatul., bloat., alopec., hirsute., acne, prurit., urticar., med. ineffect. Rare: Deep thrombophlebit., pulm.embol. Unknown: Benign/ malign.oestrog.-depend. neoplasms e.g. endometr.Ca, insomn., anx, libido changes, dizzin., stroke, vis.disturbs., aggravat. hypertens., dyspeps., vomit., gallbladd.dis, stroke, cholelithiasis/ aggravat of/ re-occurr., seborrh, rash, angioneurot.oed., endometr.hyperplas., vulvovag. prurit., MI, stroke, decr.weight,incr. BP, chloasma, erythema multiforme/nodosum, vasc. purpura, alterat. in liv.funct, jaund., decr.gluc.tol., decr. contact lens.toler.

Warnings and special precautions: Limit. exper.in women old.than 65 yrs., not indic.as contracept., compl.physic./med./fam.hist.bef.ther. init./re-institut. & reg.exam.dur.treatm., reg.breast exam./ mammogram advoc., period.eval.risk vs benef. of women tak.HRT, abnorm.bleed.of unknown aetiology /those prev.treat.with unoppos. oestrog.with intact uter.to be examin.carefully for poss. hyperstimulat./endometr.malign., breast Ca risk incr.with numb.of yrs.of HRT use, endometr. hyperplas.& endometr.Ca risk incr.with prolong. admin.of oestrog alone, investig.breakthrough bleed./ spott.aft.some time on ther.or aft.ther. discont., VTE risk fact.eg.fam.hist.thereof/obesity/ SLE/prolong.immobilisat./maj.trauma or surg., discont. ther.if VTE devel., incr.ovar.Ca risk.in hysterectom. women on long term oestrog.-only HRT, card.& ren. dysfunct.due to fluid retent. potent., pre-exist.hypertriglyceridaem.as incr. plasma triglycerid.lead.to pancreatit.report., uter. fibroids, endometrios., oestrog.depend.tumour risk fact.eg 1st degr.breast Ca line, hypertens., liv. disords., diab.mellit., cholelithias., migraine or sev. headache, SLE, endometr.hyperplasia hist., epilep., asthma, otoscleros., card.fail., incr.circulat.total thyroid hormone/corticoster./sex hormones, restrict use for bone min.content loss prevent. to women at incr.fract.risk, lact.intol, do not prescribe > 1 yr.without repeat.physic.exam.incl. gynaecolog. exam., discont.immed.in jaund./liv.funct. deteriorat./ signif.BP incr./sudd.vis.disturbs./new onset migraine-type headache & pregn., forgott. dos. may incr.likelihood of breakthrough bleed.& spott.

Interactions: Metabol.acceler.by drugs.induc. hepat.microsom.metabol.enzym.specif.cytochrome P450 eg.barbit./phenytoin/rifampicin or carbamazepine, St John’s Wort may induc. metabol., poss. induc.eff.with ritonavir/telaprevir/ nelfinavir, circul.lev.incr.by drugs inhibit.hepat. microsom. metabol.enzymes eg.ketoconazole

 XE "Novofem" NOVOFEM, Novo Nordisk [P/S]

16 red tabs.: Estradiol 1 mg. 12 white tabs: estradiol 1 mg, norethisterone 1 mg

Indications: Oestrog.defic.sympts.in postmenopaus. women with intact uterus, reduct. of bone loss risk in postmenopaus.women.

(S4) TABS, 37/21.8.2/0297

704903-001: 28, R222,87
Dosage: 1 tab dly.x28 days. Switch.to high.dos. ther. if respons.aft.3 mnths.not satisfact., menstruat.-like bleed. usually occ.at beginn.of a new treatm.cycle., forgett.a dos.may incr. likelihood of breakthrough bleed.& spott.
Contraindications: Known/suspect.breast Ca/ oestrog.depend.malign.tumours, breast Ca hist., undiagn. genit.bleed., curr./prev.idiopath.ven. thromboembol., act./rec.arter.thromboembol. events, ac./hist.of liv.dis.so long as LFT not return. to norm., porphyr., untreat.endometr.hyperplas., known/ suspect.pregn., lactat.

Side effects: Freq: Oed., vag.candidias., weight incr., headache, dizzin., insomn., depress., breast tendern., vag. haemorrh., uter.fibroids aggrav., rash. prurit., incr.BP, aggravat.hypertens. Less freq: Gallbladd.dis., gallstones, allerg.react., musc. cramps, migraine, libido disord., vertigo, nervousn., uter.fibroid. alopec., acne, ven. thromboembol. Unknown: Endometr.hyperplas., hirsut., benign/malign.oestrog.depend.neoplasm,, MI, stroke, chloasma, erythema multiforme/ nodosum, haemorrhag.erupt., vasc.purpura, dement., gen.hypersens.reacts incl.anaphylact. react./shock.
Warnings and special precautions: Limit. exper. in women over 65 yrs., no contracept.eff, investig.cause of spott.if occurs.some time on ther./aft.ther.discont., poss.incr.CV morbid.risk dur.1st year of ther., incr.endometr.Ca/hyperplas./ breast & ovar.Ca/VTE/ischaem.stroke risk relat.to longt.oestrog., incr.circulat.total thyr.hormone/ corticoster./sex hormones, incr.risk of probable dement.in pts.>65 start ther., full medic.hist/exam. bef.init.ther., re-appraise risk-benefit ratio annually, ther.should not exceed 5 yrs., reg.breast exam./ mammogr.advoc., card./ren.dysfunct., discont. immed.in pres.of ven.or arter. thromboembol. disords./arter.dis./jaund./liv.funct. deteriorat./ signif.BP incr./sudd.part.or complete loss of vis./sudd.proptos or diplop./new onset migraine-type headache & pregn., in pres.of/prev. occur. of/aggrav.by pregn.or prev.HRT ther.to be closely supervis.in uter.fibroids./endometrios./ thromboembol. disords./endometr.hyperplas./ hypertens./ liv.dis./diab.mellit.with vasc.involvem. / cholelithias./sudd.hear.loss/migraine or sev. headaches/SLE, reconsid.ther.in pres.of aggrav. asthma/ epilep./diab.mellit., benef.vs.risk where ven. thromboembol.risk fact.exist, concom. anticoag. ther., VTE risk fact.eg.fam.hist.thereof/ obesity/ prolong. immobilisat./maj.trauma or surg., incr.risk of gallbladd.dis., elev.triglycer.plasma lev. in familial hypertriglyderidaem., reduc.gluc.tol. may affect insul/oral antidiabet.requirem., incr.risk of breast Ca/endomet.Ca in relat.to HRT durat.as describ.in WHI studies, lact.intol.

Interactions: Metabol.incr.by drugs.induc.drug-metabol. enzymes (cytochrome P450 enzymes) eg. phenobarbit./ phenytoin/carbamezap./anti-infect./ rifampic./rifabutin/nevirapine & efavirenz., St John’s Wort induc.metabol., decr.hepat.excret.of concom. ciclospor.

 XE "Trisequens" TRISEQUENS, Novo Nordisk [P/S]
12 Blue tabs: estradiol 2 mg, 10 white tabs: estradiol 2 mg, norethisterone acetate 1 mg, 6 red tabs: estradiol 1 mg.

Indications: Oestrogen defic.esp.intact.uterus., adjunct in prevent.oestrog.defic.relat.post-menopaus. osteoporos.

(S4) FILM COAT.TABS, J/21.8.2/212.

825913-004: 28, R266,29
Dosage: With reg.menstruat.take 1st tab on day aft. last day of menstr.bleed. Take 1 tab.at same time dly.

Contraindications: Pregn., Ca breast or oestrog. depend.neoplas., ac./chron./hist.of liv.dis., undiagn. vag.bleed., thrombophlebit., thromboembol. disords., cerebr.apoplex., hypertens., porphyr., haemoglobinopathies.

Side effects: Breast tens., headache, spott./ breakthrough bleed., oed., naus., depress., thromboembol., weight changes, incr.ser.lipids, incr.BP/aggrav.of hypertens., fluid retent.

Warnings and special precautions: No contracept. eff., vag.adenos.& cerv.adeno-Ca (in post pubert.girls.whose mothers were treat. with large dos.of Stilboestrol/relat.oestrog.cmpds. dur. pregn.), incr.incid.endometr.uter.Ca with unoppos. oestrog., excl.poss.breast/genit.tumours bef. start. treatm., reg.examinat.advis.dur.treatm., seek med. advice if S/E persist/intens., epilep., migraine, diabet., asthma, card.dysfunct., discont.immed.if thrombophlebit., thromboembol.disords./jaund./ sudd. vis.disturbs./migraine headaches/incr.BP develop., withdr.4-6 wks.bef.plann.surg.& dur. hospitalisat. aft.trauma, cyclic.admin.with progestogens dur.long-term treatm.to avoid/reduc. poss. overstimulat., lact.intol.

19.6.5
Other
 XE "Evista" EVISTA, Eli Lilly (SA) (Pty) Ltd
See Section 4.7.2
 XE "Livifem" LIVIFEM, Organon [N/P/S]
Tibolone

Indications: Sympt.treatm.of hot flushes & assoc. sweat.from nat./surgic.menopause, prev.of postmenopaus.osteoporos., improv.bone mineral density in pts.with est.PM osteoporos.

(S4) TABS, V/21.5.4/55

797111-018: 2,5 mg, 28, R502,46

Dosage: 1 tab.dly.swall.whole pref.at the same time dly. If dos.is miss.& more than 12 hrs.overdue it should be skip.& the next dos.tak.at norm.time.
Contraindications: Pregn.& lactat., hormone depend.tumours, known/past/suspect.breast Ca., known/suspect.oestrog.-depend.malign.tumours, vag.bleed.of unknown aetiol., untreat.endometr. hyperplas., CV/cerebrovasc.disords./hist.thereof, prev.idiopath./curr.ven.thromboembol., known thrombophilic disords., any hist.of thromboembol. dis.(eg.angina/MI/stroke/TIA), sev.liv.dis., porphyr.. heredit.galact.intol./Lapp lact.defic.or gluc.-galact.malabsorpt.

Side effects: Low. abdom.pain, abnorm.hair growth, acne, vag.discharge/mycos./haemorrh., endometr.wall thicken., post menopaus.haemorrh., breast tender./discomf., fung.infect., nipple pain, genit.prurit./discharg., pelv.pain, cervic.dysplas., vulvovaginit,. weight incr., abnorm.cervic.smear, amnes., dizzin., rash, prurit., seborrh.dermatos., headache, migr., vis.disturbs., GI upset, depress., oed., arthralg., myalg., liv.funct.param.changes.

Special precautions: Not for contracept.use, avoid use until12 mnths.aft.last menstr.bleed, discont.if signs of thrombo-embol.process.occur./ abnorm.liv.funct.tests/appear.of cholestat.jaund., investig.vag.bleed.commenc.aft.3 mnth.treatm./ recurr./ of long durat., induc.withdr.bleed.with a progestagen when chang.ther., teratogen.in experim. anim.therfore do not admin to premenopaus. women., period.examin.for endometr. hyperplas.& poss.virilisat., eval.benef. vs risk, monit.pts.where leiomyoma/ thromboembol. dis.hist or risk pres./oestrog. depend. tumour risk fact./hypertens./liv.disords./ diab. mellit.with or without vasc.involvem./ cholelithias. /migraine or sev.headache/SLE/ endometr.hyperplas./epilep./asthma or otoscleros are pres.or have occur.prev., discont.if jaund./ deteriorat. liv.funct./signific.BP incr. or new onset of migraine type headache, incr.endometrial/ breast & ovar.Ca diagnos.risk, VTE risk, consid. prophylact. VTE meas.post-op, benef.-risk with concom. anticoag.ther., incr.ischaem.stroke risk, dement.over 65 yrs.

Drug interactions: Potent.theoretic.interacts: enzyme-induc.compds.may enhanc.metabol.thus decr.therapeut.eff., eff.of anticoags.poss.enhanc. since bld.fibrinolyt.activ.poss.incr.

 XE "Tibilive" TIBILIVE, Pharma Dynamics [N/P/S]
Tibolone

Indications: Sympt.treatm.of hot flushes & assoc. sweat.from nat./surgic. menopause, prev.of postmenopaus. osteoporos., improv.bone mineral density in pts.with est.PM osteoporos.

(S4) TABS, A52/21.13/0078

3005149-001: 2,5 mg, 30, R395,36 
Dosage: 1 tab.dly.swall.whole pref.at the same time dly. If dos.is miss.& more than 12 hrs.overdue it should be skip.& the next dos.tak.at norm.time.

Contraindications: Pregn.& lactat., hormone depend.tumours, known/ past/ suspect.breast Ca., known/ suspect. oestrog.-depend.malign.tumours, vag.bleed.of unknown aetiol., untreat. endometr. hyperplas., CV/ cerebrovasc. disords./ hist.thereof, prev.idiopath./ curr.ven.thromboembol., known thrombophilic disords., any hist.of thromboembol. dis.(eg.angina/ MI/ stroke/ TIA), sev.liv.dis., porphyr. heredit.galact.intol./Lapp lact.defic.or gluc.-galact.malabsorpt.

Side effects: Freq: Low.abdom.pain, abnorm.hair growth, vag.discharge/ candidias./haemorrh., endometr.wall thicken., post menopaus.haemorrh., breast tender./discomf., genit.prurit./ discharge, pelv.pain., cervic.dysplas. vulvovaginit., weight.incr., abnorml. cervic.smear. Less freq: Oed., GI upset, low.abdom.pain, acne, prurit., arthralg., myalg., breast tender./ discomf., fung. infect., vagin.mycos., nipple pain, amnes. Freq unknown: Depress., dizzin., headache, migraine., vis.disturb., blurr. vis., liv.funct paramet.changes, rash, seborrh.dermatos.

Special warnings and precautions: Not for contracept.use, avoid use until 12 mnths.aft.last menstr.bleed, discont.if signs of thrombo-embol.process.occur./ abnorm.liv.funct.tests/appear.of cholestat.jaund., investig.vag.bleed. commenc.aft.3 mnth.treatm./ recurr./ of long durat., induc.withdr.bleed.with a progestagen when chang.ther., teratogen.in experim.anim.therfore do not admin to premenopaus.women., period. examin.for endometr. hyperplas.& poss. virilisat., eval.benef. vs risk, monit.pts. where leiomyoma/ thromboembol. dis.hist or risk pres./ oestrog.depend. tumour risk fact./hypertens./liv.disords./ diab.mellit.with /-out vasc.involvem./ cholelithias. /migraine or sev.headache/ SLE/ endometr.hyperplas./ epilep./ asthma or otoscleros are pres.or have occur.prev., discont.if jaund./ deteriorat. liv.funct./ signific.BP incr.or new onset of migraine type headache, incr. endometrial/ breast & ovar.Ca diagnos. risk, VTE risk, consid.prophylact.VTE meas.post-op, benef.-risk with concom. anticoag.ther., incr.ischaem.stroke risk, dement.over 65 yrs.
Interactions: Potent.theoretic.interacts: Enzyme-induc.compds.may enhanc. metabol.thus decr.therapeut.eff., eff.of anticoags.poss.enhanc. since bld. fibrinolyt.activ.poss.incr.

 XE "Tibolone actor" TIBOLONE ACTOR, (Cipla Medpro), Actor [N/P/S]
Tibolone

Indications: Sympt.treatm.of hot flushes & assoc. sweat.from nat./surgic menopause, prev.of postmenopaus.osteoporos., improv.bone mineral density in pts.with est.PM osteoporos.

(S4) TABS, 48/21.13/0297

3005440-001: 2,5 mg, 28, R387,65
3005440-002: 2,5 mg, 30, R408,30
Dosage: 1 tab.dly.swall.whole pref.at the same time.If dos.is miss.& >12 hrs.overdue it should be skip.& the next dos.tak.at norm.time.
Contraindications: Pregn.& lactat., hormone depend. tumours, known/past/suspect. breast Ca., known/suspect. oestrog.-depend.malign. tumours, vag.bleed.of unknown aetiol., untreat.endometr. hyperplas., CV/cerebrovasc. disords./hist.thereof, prev.idiopath./curr.ven.thromboembol., known thrombophilic disords., any hist.of VTE/thromboembol. disord (eg.angina/MI/stroke/TIA), sev.liv.dis., porphyr. heredit.galact.intol.

Side effects: Freq: Lower abdom.pain, abnorm. cervic.smear, weight incr., vag.haemorr./- discharge, endometr.wall thicken., PM haemorr.,breast tendern., genit.prurit., vaginit.candidias., pelv.pain, cervic.dysplas., genit discharge, vulvovaginit., abnorm.hair growth. Less freq: amnes., breast discomf., fung.infect., vag.mycos., nipple pain, acne. Freq unknown:  Dizzin., headache, migraine, vis.disturb., GI upset, abnorm.LFT, oed., arthralg., myalg., depress., prurit., rash, seborrh.dermatos., gall bladd.disord., chloas., erythema.multiforme/-nodosum, vasc.purpura. 

Special warnings and precautions: Not for contracept.use, avoid use until 12 mnths.aft.last nat menstr.bleed, physic.pelv.& breast exam.before treatm., discont.if signs of thrombo-embol.process.occur./ abnorm.LFT/ cholestat.jaund., investig.vag.bleed. commenc.aft.3 mnth.treatm./ recurr.bleed/ of long durat., induc.withdr.bleed.with a progestagen when chang.ther., teratogen.in experim. anim.therefore do not admin to premenopaus. women, period.examin.for endometr. hyperplas.& poss.virilisat., eval.benef. vs risk (stroke/breast-/endometr.CA), close.supervis.in pts.with leiomyoma/ endometrios. /thromboembol. disord.hist or risk fact./oestrog. depend. tumour risk fact./hypertens. /liv.disords./ diab. mellit. with/-out vasc.involvem./ cholelithias./ migraine or sev.headache/ SLE/ endometr.hyperplas. hist./ epilep./ asthma or otoscleros are pres.or have occur.prev., discont.if jaund./ deteriorat. liv.funct./signific.BP incr. or new onset of migraine-type headache, incr.endometrial/ breast & ovar.Ca diagnos.risk with incr durat.,pts to report breakthrough bleed present or starting after 6mnths/aft discont., VTE risk, recomm.temp.stop 4-6weeks before prolong.immobilis. aft.surgery, benef.-risk with concom. anticoag.ther., discon.if VTE develop, incr.ischaem.stroke risk, decr.HDL/triglis.& lipoprot.a, poss.fluid retent in cardiac/renal disfunct.pts., rare cases of pancreatit.in exist. hypertriglyseridaem.pts., decr.thyroid bind.globul./ sex hormone-& total T4, poss dement. >65 yrs.

Interactions: Potent.theoretic.interacts: enzyme-induc.compds.may enhanc.metabol.thus decr.therapeut.eff., eff.of anticoags.poss.enhanc. since bld.fibrinolyt.activ.poss.incr, other CYP3A4 substrat., St.John’s wort incr.oestrog.& progestog.metab.decr.eff.& change uter.bleed.profile.

19.7
Tropic hormones
GONAL-f (MDR Listing)

LUVERIS (MDR Listing)

MENOPUR (MDR Listing)

OVITRELLE (MDR Listing)

PERGOVERIS (MDR Listing)

ZOLADEX (MDR Listing)
 XE "Clomid" CLOMID, AI Pharm Ltd
Clomiphene citrate.
Indications: Anovulat.infertil..

(S4) TABS. H1745

714771-007: 50 mg, 5, R131,24
Dosage: 1st course 50 mg dly x5 days beg.on day 5 of cycle /or any day if pt.had no rec.uter.bleed.. If ovulat. has not occur.give 2nd course of 100 mg dly.as sngl.dos. x5 days.

3 courses is consid.adeq.trial. Re-eval.diagnos.if ovulat.menses has not occur. Ovulat.usual.occurs betw. days 6-12 aft.a course. Correctly timed coitus is imp. Once ovulat.est.to maint.reg. cycl. ovulat. each course to be start on/about the 5th cycle day. Long-term treatm.beyond total of 6 cycles (incl. 3 ovulat.cycles) not recomm.

Contraindications: Pregn., liv.dis., liv.dysfunct. hist., pituit.fail., endometr.Ca., ovar.cysts other than polycystic ovary, undiagn.abnorm. uter.bleed.

Side effects: Vasomot.flush., abdom./pelv. discomf. /pain, ovar.enlargem., cyst format., vis. disturbs., exagger.variat.in ovar.size with rare massive ovar.enlargem.& lutein cyst.rupt., N&V, CNS effs., mastalg., menorrhag., intermenstr. spott., weight gain, skin reacts., incr.urin.freq., mod. revers.alopec., hydatidiform mole format., liv.funct.abnormalit., syncop./faint., CVA, cerebr. thrombos., speech disturbs.
Warnings and special precautions: Prolong. treatm.not recomm., monit.bas.body temp.to determ. ovulat.& if biphas.& not follow.by menses excl. pregn., poss.multiple pregn., discont.in case of vis. disturbs., & do ophthalm.examinat., caref. select.of pts., init.evaluat.to excl.liv.dis./pituit.or ovar.fail.& endometr.neoplasms, pt.to report abdom./ pelv.pain/weigh gain/discomf./distens.

 XE "Eligard" ELIGARD, Key Oncologics [PWR]

Leuprolide.
Indications: Palliative treatm.of advanc.prostat. Ca.

(S4) INJ.SUSP, 39/26/648, 649, 651

716857-001: 7,5 mg, 1xsngl.use pack with 
Atrigel Del.Syst., R1 968,30
716858-001: 22,5 mg, 1xsngl.use pack with 
Atrigel Del.Syst., R4 924,23
716859-001: 45 mg, 1xsngl.use pack with 
Atrigel Del.Syst., R7 948,75
Dosage: Admin.SC. Continous release of leuprolide over 1-, 3-, or 6 mnth treatm.period. The inj.del.the dos.of leuprolide incorpor.in polymer formulat. Prod.to reach room temp.bef. mix and to be admin.within 30 mins.thereof. Rotate inj.site. See lit.for preparat.instruct.
For dos of 7,5 mg: 1 inj.every mnth. For dos of 22,5 mg: 1 inj.every 3 mnths. For dos of 45 mg: 1 inj.every 6 mnths. 

Contraindications: GnRH/GnRH agon.analog. hypersens., women, paed.pts., pregn.

Side effects: Potent.exacerbat.of signs & sympts. of dis.in pts.with vertebr.metastas.&/or urin. obstruct./ haematur.led.to neurologic.prob.such as weakn. &/or paraesthes.of low.limbs.or worsen.of urin.sympts., loc.inj.site reacts., hot flush., sweat., insomn., syncope, rigors, weakn., lethargy, urin. freq., noctur., GI disturbs., decr.RBC count/ haematocrit. & Hb, weight gain, trem., backache, joint pain, musc.atrophy, limb pain, smell & taste disturb., depress., vertigo, testic.soren./-atrophy, impot., decr. libido, gynaecomast., breast soren/ tendern., erect.dysfunct., penile disords., reduc. penis size, prurit., alopec., clammin., night sweats, incr.sweat., hypertens./hypotens., decr.bone densit.
Special precautions: Worsen.of sympts.& onset of new S&S eg.tempor.incr.in bone pain/ neuropathy /haematur./bladd.outlet obstruct./ ureter. obstruct.& spin.cord compress.report.dur.1st wks. of treatm.theref.caref.monit.reqd.in pts.with metastat. vertebr.les.and/or urin.tract.obstruct.
 XE "Genotropin" GENOTROPIN, Pfizer 
Somatropin.
Indications: Short stature due to dec./fail. secret.of pituit.growth hormone, Turner's syndr., growth disturbs.in prepubert.childr.with chron. ren.insuff.

(S5) INJ. X/21.10/214. 16 IU (5,3 mg)

793337-011: 5x1 ml cartridges, R7 972,81
Dosage: Short Stature: Indiv. Gen: 0,5-0,7 IU/kg bm/wk or approx. 14-20 IU/m2/wk. Div.dose into 6-7 SC inj.

Tumer's syndr: 1,0 IU/kg bm/wk.or 28 IU/m2 body surf.area/wk.
Chron.ren.insuffic: 30 IU/m2 body surf./wk. (approx. 1 IU/kg bm/wk). High.dos.poss.if growth velocity too low. Poss.dos.correct.aft.6 mnths.

Contra-indications: Pregn., breast feed., evid.of active tumour, intracran.les.must be inact.& anti-tumour ther.complete bef.commenc.ther., childr. with clos.epiphyses for growth promot.indicat.,   m-cresol hypersens.

Side-effects: Loc.skin react., allerg.reacts., hyperlipidaem., haematur., hypocalcaem., albuminur., ac. leukaem.but no certain assoc. found, benign intracran.hypertens.report.

Special precautions: Monit.pan hypopituitarism pts.caref., ren.funct.to be bel.50% of norm.bef. instit.ther.in chron.ren.insuffic., est. conserv.ren. insuffic.treatm.& maint.dur.treatm., discont.aft. ren.transpl., verify HGH defic., do not shake to mix., safety of admin.for long.than 12 mnths.not est., confirm diagn.bef. treatm.starts., adjust insul. dos.in diabet., pts.with growth hormone defic. second. to intracran.les. must be exam.freq.for progress. or recurr.of underly.dis., investigat. poss. papilloed.in case of sev./ recurr. headache/ vis. probl. & N/V, limp.in childr.to excl. slipp.hip epiphys., resist.to therapeut.eff., hypothyroid., hypoglycaem.(init./aft.cessat.), hyperglycaem. dur. ther.

See also MDR page 654.
 XE "Gonal-F" GONAL-F, Merck [P/S] 
Follitropin alfa.

Indications: Multip.follicle developm.in assist. reproduct.technolog.

(S4) INJ, 33/21.10/0521, A39/21.10/0631, 0632, 0633

896613-006: 75 IU, 1 vial + solv., R336,12
707508-001: 300 IU/0,5 ml pen, R1 329,10
707509-001: 450 IU/0,75 ml pen, R1 993,63
707510-001: 900 IU/1,5 ml pen, R3 987,28
Dosage: Admin.SC inj.accord.to manufact.lit.

Admin.150-225 IU dly.start.on days 2-3 of cycle, cont. treatm.until.adeq.follicul.developm.achiev. adjust.dos.accord.to respons.usual.not high.than 450 IU dly. Gen adeq.follucul.developm.achiev.by 10th day within range of 5 -20 days. To induc.fin. follicul.maturat.admin.sngl.inj.of 10 000 IU of hCG 24-48 hrs.aft.last inj.

When down regulat.with GnRH is used init. treatm. 2 wks.aft.start of agon.treatm.at 150-225 IU x1st 7 days then adjust according to ovar. respons. contin. with both until adeq.follic. developm. achiev.

Contraindications: Uncontr.thyroid./adren. dysfunct., prim.ovar.fail., ovar.enlargem./ cyst not due to polycyst.ovar.dis., gynaecolog.bleed.of unknown origin., ovar./uter./breast Ca, hypothalam. /pituit.tumours, sex.organ malformat/ uter. fibroid tumours imcompat.with pregn., pregn. & lactat.

Side effects: Loc.reacts.at inj.site, ovar.cyst, headache, GI disturbs., ovar.hyperstimulat.syndr., ser. thromboembol.complic., ectop.pregn., syst. allerg.reacts.

Special precautions: Only for use by exper. physic., monit.ovar.respons.with ultrasound & ser. oestrad.lev., fertil.eval.of both partn.bef.start. treatm., ovar.hyperstimulat.syndr.risk, withhold hCG admin.if ovar.hyperstimulat. develops & avoid sex. intercourse x4 days, multip.pregn.risk., high. incid. of miscarriage/abort.report., benign & malign. ovar.& other reproduct.system.neoplasms report., slight.high.preval.of congenit.malformat. thought to be due to differ.in parent.characterist. e.g matern.age, incr.risk of thrombo-embol.events. if risk fact.preval.

Drug interactions: Concom.use with other ovulat. stimul.agents poss.potent.ovar.respons., poss. dos. incr.to elicit adeq.response with concom. gonadotroph releas.horm.

See also MDR page 424.
 XE "Humatrope" HUMATROPE, Eli Lilly

Somatropin (rDNA origin).

Indications: Paed.pts: In childr.who have growth fail.due to decr./fail.secret.of norm. endogen. growth hormone which has been verified by thorough pituit.funct. investigat. bef. admin., short stature in Turner’s syndr., growth retardat.in prepubert.childr.with chron.ren. insuffic., idiopath. short stature where attainm.of adult height within norm.range unlikely the epiphyses have not clos.& diagnost.evaluat.has excl.other causes/should be treat.by other means.

Adults: replacem.of endogen.growth hormone with growth hormone defic.syndr.who meet both the follow.criteria:

1. Adult onset: When the syndr.either alone/ with multiple hormone defic.is as a result of pituit./hypothalam.dis./surg./radiat. Ther / trauma or childhood onset when adult pts. were growth hormone defic.in childhood and have growth hormone defic. syndr.confirm.as adult.

2. Biochem. diagn.of growth hormone defic. syndr.by means of negat.response to std. growth hormone stimulat.test.

(S5) POWD.FOR INJ, 32/21.10/0673, 33/21.10/0310

860557-006: 6 mg (18 IU), 1 cartr./pre-fill.syr., R1 596,01
866660-003: 12 mg (36 IU), 1 cartr./pre-fill.syr., R3 016,46
Dosage: See product lit.for reconstitut. Indiv. Admin. SC. Cartridges design.for use with HumatroPen only.

Paed.growth horm.defic: Recomm.wkly.dos: 0,18 mg/kg (0,54 I.U./kg)bm div.into equal dos. given on 3 alt.days.or 6 x/wk.

Adult growth horm.defic: Init.recomm.dos: Not more than 0,006 mg/kg (0,018 I.U./kg) bm/day. Incr.grad.accord.to indiv.requirem.to max.of 0,0125 mg/kg (0,0375 I.U./kg)/day aft.min.of one month. Titrat. accord.to S/E & serum insul.-like fact.(IGF-1)to low. effect.dos.

Turners syndr: Recomm.dos: 0,17 mg/kg-0,375 mg/kg (0,5 IU-1,125 IU/kg)/wk. Div.wkly.dos. into 6-7 SC inj.admin.pref.in even.

Prepubertal paed.pts.with chron.ren.insuffic: Recomm.dos: 0,045 mg/kg-0,050 mg/kg/day SC.

Idiopath.short stature: Recomm.dos: up to 0,37 mg/kg/wk SC div.into equal dos.admin.6-7x/wk.

Contra-indications: Clos.epiphys., act.tumour, ac. crit.illn.due to complicat.follow.open heart/ abd./ surg., multip.trauma or ac.resp.fail., safety in pregn.& lactat.not est.

Side-effects: Antibodies to growth horm., headache, musc./joint pain, weakn., hyperglycaem., glucosur., loc.reacts., oed., allerg. reacts., leukaem.in childr., paraesthes., hypertens., joint disords.& carpal tunn.syndr.in adults, intracran. hypertens.

Special precautions: IC les.must be inact., anti-tumour ther.compl.bef.start.ther., special.phys.use only, dos.reduct., increas.age , excess. body mass, test for antibod.in fail.to respond to ther., verify diagn.bef.init.treatm., discont.if tumour growth evid., prev. treat.childr.to be re-eval.bef.start.ther. with adult dos., outweigh benef.-risk in ac.critic.ill pts., reduc.dos.in pts.with persist.oed.& sev. paraesthes. to avoid carpal tunnel syndr., freq. monit. of pts.with intracran.les., poss.malign. transformat. of skin les., gluc.intol.esp.in diab. mellit., glucocortic.dos. adjustm.in ACTH-defic. pts., monit.stand.hormon.replacem.in hypopituitarism, inadeq.hypothyroid.treatm.may prevent optim.respons., period.thyroid funct.tests advis., eval.limp in childr.for poss.slipp.epiphys., fundoscop.exam. recomm.init.& dur.treatm., monit. S&S intracran. hypertens.

Drug interactions: Excess.glucocortic.therapy inhibit.growth promot.eff.

 XE "Leuprolide Hexal" LEUPROLIDE HEXAL, Sandoz
Leuprorelin.
Indications: Advanc.horm.-depend.prost.Ca treatm.

(S4) IMPLANT. A40/21.10/0263

722148-001: 5 mg, 1, R3 623,10
Dosage: Implant SC into abdom.skin.perform.by medic. practit.exper.in tumour ther. Recomm.dos: 1 x sngl.dos.once every 12 wks

Contraindications: Carcinom.shown to be hormonal. independ., post surgic.castrat., pregn & lactat. as intend.only for use in male pts.

Side effects: UTI, anorex., diab.mellit., decr. libido, insomn., paraesthes., ang.pect., dysrhythm., hot flush., dyspn., haemoptys., GI disords., hyperhidros., prurit., dermatit., skin react., abnorm. hair growth, bone pain, musc.weakn., myalg., noctur., dysur., haematur., pollakiur., micturit. urgency, ED, testicul. disord., gynaecomast., testic. pain, inj.site reacts., fatig., oed., pain, asthen., pyrex, chills, nodule, weight incr., prostat.specif. antig.incr.

Warnings and special precautions: Testost. lev. incr.upon init.ther.with trans.intensificat.of cert. clin.sympts but regress.over a period of 2 wks., consid.adjuv.admin.of appropr.anti-androg. for init.phase of treatm.to reduc.severity of poss. sequel., monit.pts.with vertebr./cerebr.metastas. &/ urin.tract obstruct.closely esp.dur.first wks.of treatm., incr.acid phosphat.levs.dur.init.phase of ther., monit.ther.response by meas.testost./acid phosphat. & PSA ser.lev., hypogonad.occurr.dur. long-term ther.may lead to osteoporos.with elev. fract. risk, adjuv.admin.of bisphosphon.may prev. bone demineralisat.in pts.at risk, convuls./seiz.& CV hist., monit.diab.mellit.pts.for chang.in gluc. homeostas., assess androgen-sens.of advanc. prostat. carcinom.at 3 mnths
 XE "Luveris" LUVERIS, Merck 
Lutropin alfa. (recombin.human luteinis.hormone)

Indications: Follicul.developm.stimulat.in women. with sev.LH & FSH defic.in assoc.with follicle stimulat.hormone prep.

(S4) INJ, 37/21.10/0560

707690-001: 75 IU, 1 vial + solv., R322,03
Dosage: Only for use by exper.physic. Admin.as course of dly SC inj.simultaneous.with FSH.

Indiv.accord.to pts response assess.by follicle size & oestrog.respons.

Recomm.regim: Commenc.with 75 IU (1 vial) dly. with 75-150 IU FSH. Adapt.FSH dos.bef adapt. Luveris dos. Adapt FSH dos.pref.aft.7-14 day interv. & 37,5-75 IU increm. Optim.follicul. developm. may req.up to 225 IU lutropin alfa & 150 FSH/day in some pts. When optim.respons.obt. admin. sngl.inj.of 5 000-10 000 IU hCG 24-48 hrs. aft. last Luveris & FSH inj. Coitus recomm.on day of & day follow.hCG admin./IUI perform. Consid. luteal phase support as lack of luteotroph. activ. aft. ovulat.may lead to premat.fail.of corpus luteum. Withold hCG and stop treatm. if excess. respons. obt. & recommence treatm.in next cycle at low.FSH dos.
Contraindications: Ovar./uter./mammary Ca, act. untreat.hypothalam.& pituit.tumours, ovar. enlargem./ cyst not due to polycyst.ovar.dis.& of unknown orig., gynaecolog.bleed.of unknown origin., pregn.& lactat., prim.ovar.fail., uter.fibroid tumour imcompatible with pregn., malformat.of sex.org. incompat. with pregn.

Side effects: Ovar.hyperstimulat.syndr., thromboembol., adnexal torsion, haemoperitoneum, ectop.pregn., loc.reacts., headache, somnol., naus., abdom./pelvic or breast pain, ovar.cyst., hypersens.reacts., GI disords.
Warnings and special precautions: Incr.ovar. hyperstimulat. syndr.risk, withhold hCG admin.if signs of ovar.hyperstimulat.occur & avoid sex. intercourse/ use barrier contracept.x4 days, monit. ovar. respons.with ultrasound & ser.oestrad.lev., multip. pregn.risk., pos.ovar.torsion risk, fertil. eval. of both partn.bef.start.treatm., eval.for hypothyroid./ adrenocortic.defic./ hyperprolactinaem & pituit./hypothalam.tumours treat appropriat.where necess., incr.risk of ac. porphyr. attacks. in pts with porphyr./fam.hist. thereof & may req.cessat.of treatm., incr.risk of congenit. abnormal., benef.vs.risk in pts.with rec./ ongoing thromboembol.dis./gen.recognis.risk facts. for thromboembol.events,high.risk for pregn.loss. than follow.natur.concept

See also MDR page 427.
 XE "Menopur" MENOPUR, Ferring 
Human menopaus.gonadotrophin.(HMG) corresp.to follicle stimulat.hormone activ.(FSH) 75(600; 1200) IU, luteinis.hormone activ.(LH) 75(600; 1200) IU

Indications: Female: Infertil.treatm.in WHO group II anovulat.infertil.incl.polycyst.ovar.dis., women unrespons.to clomiphene citr., control. ovar. hyperstimulat.to induc.multipl.follicl. developm.for assist.reproduct.technol.(ART)(eg.in vitro fertilisat./embryo transf.(IVF/ET), gamete intra-fallopian tfd(GIFT) and intracytoplasm.sperm inj.(ICSI))

Male: Oligosperm., some types of azoosperm., hypogonad., eunuchoid.

(S4/S4) POWD.& SOLV FOR SOL.FOR INJ., A39/21.10/0357&A39/34/0412; A44/21.10/0383; 0383

708107-001: 75/75 IU, 10x4 ml vials+1 ml amps solv, R2 709,91

3000931-001: 600/600 IU, 1x2 ml vial+1x prefill. syr.with solv, R3 202,35

3000977-001: 1 200/1 200 IU, 1x2 ml vial+2x prefill. syr.with solv, R5 179,02
Dosage: Female: Use by physic exper.in infertility problem & managem. Adhere to recomm.dos./ admin. regimen & caref.monit.to minimis.ovar. enlargem./hyperstimulat. Admin.SC/IM immed. aft. reconstitut. 600 & 1200 IU presentat.for SC admin only draw.up exact dos.of reconstit.sol& admin.immed. Indiv.accord.to ovar respons. Admin. alone/in combinat.with gonadotroph.-releas. horm. (GnRH) agonist/antagon.

Women with anovulat.incl.PCOD: Start.treatm. within.init.7 days of menstr.cycle. Recomm.init. dos. 75-150 IU dly.x7 days. Adjust accord.to respons. but not more freq.than every 7 days. Recomm. dos.increm.37,5 IU/dos.adjustm.& not exceed. 75 IU. Max.dly.dos: 225 IU. If inadeq. respons. aft.4 wks.treatm.abandon.cycle.& recomm. treatm.at high.start.dos.than that of abandon. cycle. When optim.respons.obt.admin. sngl. inj.of 5 000-10 000 IU hCG 1 day aft.last Menopur inj.& coitus recomm.on day of & day follow.hCG admin./perform.IUI.
Controll.ovar.hyperstimulat.for multiple follicul. developm.for ART: Protoc.involv. down-regulat.with GnRH agon: Start approx.2 wks. aft.start of agon.treatm. Recomm.init.dos. 150-225 IU dly.for 1st 5 days of treatm. Bas.on clinic. monit.adjust subseq.dos.accord.to pt. respons. not exceed.150 IU/adjustm. Max.dos. 450 IU dly.& not beyond 20 days.

Protoc.using down-regulat.with a GnRH antagon: Init.ther.on day 2/3 of menstr.cycle using dos. ranges & regim.of protocol.with GnRH agon. downregulat. When suit.number of follicl.reach. approp.size admin.sngl.inj.of up to 10 000 IU hCG to induc.fin.follicul.maturat for oocyte retriev. Monit. pt.clos.x2 wks.aft.hCG admin.

Men: Recomm.dos.1 vial.IM every other day x90-120 days. If semen low.than 1,5 ml add.2 500 IU HCG once/twice wkly.partic.towards end of treatm. Maint: 75-150 IU.every week. Prior to treatm. an assay of urin.gonadotrophins useful.for discharg. those cases which present above aveg. results.

Oligosperm.: Compl.semen exam suffic.

Azoosperm.: Testicul.biopsy in order to elimin. from treatm.those pts.whose seminiferous tubul. contain.only Sertoli’s cells, which do not respond favour.
Contraindications: Pregn.& lactat., tumours in uterus/ovaries/ breast/testes/pituit.gland/ hypothalamus, gynaecolog.bleed.of unknown orig., pts.present.with polycystic.ovar./capable of ovulat. with human corionic gonadotroph.(HCG) admin alone, ovar.cysts/enlarg.ovaries not due to polycystic ovar.dis., prim.ovar.fail., sex.organ. malformat./uter.fibroid tumours incompat.with pregn.

Side effects: Women: Common: Headache, abdom.pain/-distent., naus., inj.site pain, ovar. hyperstimulat. syndr.(OHSS), pelvic pain. Uncommon: Vomit., abdom.discomf., diarrh., fatig., dizzin., ovar.cyst, breast complaints, hot flush. Rare: Acne, rash. Unknown: Vis.disords., pyrex., malaise, hypersens.reacts.incl.anaphylact. react., weight incr., musc-skelet.pain, ovar.torsion, prurit., urticar., thromboembol.
Male: Gynaecomast., acne, weight gain, admin. site reacts., hypersens.
Warnings and special precautions: For use only by physic.famil.with infertil., reg.monit.of ovar. respons., eval.pts.for pregn.CI/hypothyroid./ adrenocortic. defic./hyperprolactinaem & pituit.or hypothalamic tumours giv.appropr.specif.treatm., rupt. risk with ovar.enlargem.theref.pelv.examin.to be avoid/carefully perform., withhold hCG admin.in case of excess.ovar.respons.& pts.to be advis.to refrain from coitus/use barr.method x4 days, monit. pts.x2 wks.aft.hCG admin.for OHSS, high. OHSS preval.in polycyst.ovar.dis., multiple pregn., miscarr./ abort.incid.& ectop.pregn.high.than for norm. populat., ovar.& other reproduct.syst. neoplasms report., congenit.malformat.preval. slightly. high., incr.risk.of ven./arter.thromboembol. events, lact.intol.

Interactions:. Incr.risk of ovar. hyperstimulat. syndr. in women who show.evid.of excess.ovar. stimulat. while receiv.luteinis.hormone, concom. clomiphene citrate may enhanc.follicul.respons.

See also MDR page 287.
 XE "Norditropin" NORDITROPIN NORDIFLEX, Novo Nordisk
Somatropin.
Indications: Growth fail.in childr.due to somatropin defic., Turner syndr.

(S5) SOL.FOR INJ, 33/21.10/0420, 0421

704017-001: 5 mg/1,5 ml, 1xmulti-dos.dispos.pre-fill.pen., R1 238,47
704018-001: 10 mg/1,5 ml, 1xmulti-dos.dispos. pre-fill.pen, R2 477,12
Dosage: Individ.dos.accord.to bm/m2/respon.to ther.; dly.SC admin.in even.recomm.; do not exceed max.recomm.dos.; vary inj.site to prev.lipo-atrophy.; 1 mg somatropin = 3 IU of somatropin

Growth hormone defic: 0,025-0,035 mg/kg/day

Turner syndr: 0,045–0,067 mg/kg/day

Contraindications: Act.tumour, ac.critic.illn. suffer. from complicat.follow.open heart surg./ abdom. surg./multipl.accident.trauma/ac.resp.fail. or similar condits., proliferat.or preproliferat.diab. retinopthy, uncontrol.or poorly control. type I & II diab.mellit., pregn.& lactat.

Side effects: Uncomm: Headache, loc.reacts. Rare: Rash, arthralg., myalg., periph.oed., Unknown: Incr.growth of hands & feet/ otit.media in Turner syndr.pts., hypersens., paresthes.
Warnings and special precautions: Verify diagn. by pituit.funct.bef.invest.admin., treatm.only effect. if epiphyseal fus.has not taken place, meas. IGF-I lev. bef.start of treatm.& 2x/yr thereaft.in Turner syndr.childr ., discont.if recurr.tumour growth evident, stimulat.of skelet. growth in childr. can only be expect.until epiphysial discs are clos., monit.pts.reg.if growth horm.defic.is second.to an intracran. les., childr.to be reg.assess.by a specialist in child growth, monit.pts.who have achiev. complete remiss.from malign.dis.caref., monit. signs of scolios.dur treatm., reg.otologic. evaluat.recomm.in Turner syndr., test pts.fail.to respond for antibod., diab.mellit./hist.thereof, insul. treat.pts.may req.dos.adj., observe pts.for evid. of gluc.intol., meas.fast.bld gluc.bef.start of treatm. & annual.thereaf.in Turner syndr.childr., consid. oral gluc.toler.test.in pts.with incr. risk for diab. mellit., do not admin.in case of overt diab., monit.growth of hands & feet in Turner syndr.pts., fundoscop. for papilloed.recomm.in event of sev./ recurr. headache/vis.probs./naus./vomit., discont. treatm.in diagn.of benign.intracran.hypertens., period. thyroid test., slipp.capit.femor.epiphys., Legg-Clavé-Perthes dis.poss.more freq.in pts.with short stature, discont.if pregn.occurs.

Interactions: Eff.poss.inhibit.by concom. glucocortic. ther, other addit.hormones (incl. gonadotropin, anabol.ster., oestrogen & thyr. hormone) may influence eff.on final height.

 XE "Omnitrope" OMNITROPE, Sandoz
Somatropin.
Indications: Short stature due to dec./fail.secret. of pituit.growth hormone, Turner's syndr., growth disturbs.in prepubert.childr.with chron.ren.insuff.

(S5) INJ. 49/21.10/0736.733, 734

722304-001: 10 mg/1,5 ml, 1, R1 999,79
3002077-001: 15 mg/1,5 ml, 1, R2 999,68
Dosage: Div.dose into 6-7 SC inj.

Short stature: Indiv. Gen: 0,5-0,7 IU/kg bm/wk or approx. 14-20 IU/m2/wk. 

Turner's syndr: 1,0 IU/kg bm/wk.or 28 IU/m2 body surf.area/wk.
Chron.ren.insuffic: 30 IU/m2 body surf./wk. (approx. 1 IU/kg bm/wk). High.dos.poss.if growth velocity too low. Poss.dos.correct.aft.6 mnths.

Contraindications: Pregn., breast feed., evid.of active tumour, intracran.les.must be inact.& anti-tumour ther.complete bef.commenc.ther., childr. with clos.epiphyses for growth promot.indicat., ac. critic.illn.suffer.from complicat.follow.open heart surg./ abdom. surg./multipl.accident.trauma/ac. resp.fail. or similar condits.

Side effects: Freq: Antibod.format., trans.loc.skin reacts. in childr. Less freq: Leukaem., diab.mellit. type II, paraesthes./benign IC hypertens./ pancreatit./ stiffn.in extremit./arthralg./myalg./ periph. oed.in childr.

Warnings and special precautions: Verify HGH defic. by pituit.funct.test bef.admin. discont.if evidence of tumour growth, profile of ser.lipids & lipoprot.affect., induce retent.of Na/K+/phosphor., turnover of skelet.bone stimulat., card.output incr., adjust insul.dos.in diabet., monit.pts.with diab./ gluc. intol./addit.risk facts.for diab.closely, monit. thyroid funct.in all pts., discont.if recurr.tumour growth evident, limp.in childr.to excl.slipp.hip epiphys.,safety in pts.affect.by HIV not est., test. for antibod.in pts.with unexplain.lack of response, weigh benef.vs risk in ac.critic.ill pts., incr.risk of pancreatit.in childr., infts & childr.< 3 yrs., optimise corticoster.replacem.ther bef.init.ther.

Interactions: Incr.clear.of compounds metabolis. by CYP450 3A4 incl.sex steroids/corticoster./ anticonvuls./ ciclospor

 XE "Ovitrelle" OVITRELLE 250 µg/0,5 ml, Merck [N/P/S for males] 
Choriogonadotrophin alfa

Indications: In women undergo.superovulat.prior to assist.reproduct.techniq.to trigg.final follicul. maturat.& luteinisat.aft.follicul.growth stimulat., to trigg.ovulat.& luteinisat.in anovulat./oligo-ovulat. pts.aft.follicul.growth stimulat.

(S4) INJ. A41/21.10/0523

717380-001: 250 µg equiv.to approx.6 500 IU,
1x pre-fill.syr., R506,28
3000086-001: 250 µg, 1x0,5ml pre-fill.syr., R506,28
Dosage: SC admin. Treatm.to be und.supervis.of exper. physic.

Superovulat.prior to assist.reproduct.techniq: 250 µg 24-48 hrs.aft.last FSH/hMG prep.admin.

Anovulat./oligo-ovulat.women: 250 µg 24-48 hrs. aft.optim.stimulat.of follicul.growth achiev. Coitus recomm.on day of and day aft.admin.

Contraindications: Hypothalamus & pituit.gland tumours, ovar.enlargem./cyst other than polycyst. ovar.dis., gynaecolog.haemorrh.of unknown aetiology, ovar./uter.or mammary Ca, extra-uter. pregn. dur.prev.3 mnths, rec.thrombo-embol. disords./ hist.thereof., condits.where effect. respons. not poss., pregn.& lactat.given indicat.

Side effects: Ectop.pregn.& ovar.torsion consid.concom.effs.of ART.
Common: N&V, abdom.pain, mild-mod.ovar. hyperstimulat.syndr., headache, tiredn., loc. reacts./inj.site pain. Uncommon: Depress., irritabil., restlessn., diarrh., sev.ovar.hyperstimulat. syndr., breast pain. V.rare: Allerg.reacts., mild revers. skin reacts., thromboembol.

Warnings and special precautions: No exper. in other indicat.common.treat.with urine deriv. human chorion.gonadotrophin, bef.init.treatm: assess. coupl.infertil., eval.C/I for pregn., eval.esp. for hypothyroid./adrenocortic.defic./ hyperprolactinaem. & pituit.or hypothalam. tumours and give appropr.specif.treatm., exist. clinic. signif.system.dis.which poss.worsens with pregn., self-admin.only aft.adeq.train.& und. supervis., incr.ovar.hyperstimulat.syndr.risk, withhold hCG admin.in case of excess.ovar. respons. & pts.to be advis.to refrain from coitus/ use barrier method for at least 4 days, monit. oestradiol lev.& ovar.respons.based on ultrasound recomm. prior to & dur.stimulat.ther., eval.benef. vs risk when thromboembol.risk fact./hist.pres., multip. pregn./miscarr.risk., no clinic.data avail.on expos.pregn./excret.in milk, 

Interactions: Poss. false pregn.test for up to 10 days aft.admin., min.thyroid stimulat.poss.but clinic.relev.unknown.

See also MDR page 434.
 XE "Pergoveris" PERGOVERIS, Merck [PWR] 
Follitropin alfa 150 (300;900) IU, lutropin alfa 75(150;450) IU/ ml

Indications: Stimulat.of follicul.developm.in women with sev.LH & FSH defic.

(S4) INJ, 44/21.10/0781

717165-001: 150 IU/ 75 IU, 1 vial + solv., R626,62
(S4) PFP, 54/1.10/0593,0595
3006735-001: 300 IU/150 IU, 1x0,48ml pen, R1 368,72
3006736-001: 900 IU/450 IU, 1x1.44 ml pen, R4 106,17
Dosage: Admin.low.effect.dos.in relat.to treatm. obj. Not to be admin.as a mix.with other meds.in same inj. Assess respons.by ultrasound & oestrog.respons. Treatm.by physic.exp.in fertil.
Indiv. Init: admin.SC inj.1 vial (150/75IU)dly. Altern.sites dly. If FSH dos.incr.appropr.adapt pref.aft.7-14 day interv. by 37,5-75 IU increm using regist.r-hFSH prep. May extend stimulat.durat.in any one cycle up to 5 wks. Sngl inj.of 5 000-10 000 IU hCG should be admin. 24-48 hrs aft.last Pergoveris inj. when optim.respons. obtain. Coitus recomm.on the day of & the day follow hCG admin.or intra-uter. insemin. perform., consid.luteal phase support, Treatm.to be stop.& hCG withheld if an excess. repons.obtain.

Contraindications: Hypothalam./ pituit. tumours, ovar.enlargem./cyst not due to polycyst. ovar.dis., gynaecolog.bleed.of unknown origin., ovar./uter./ breast Ca, prim.ovar.fail., sex.organ malformat./ uter.fibroid tumours incompat.with pregn., pregn. & lactat.

Side effects: Very common: Headache, ovar. cyst, mild-sev.inj.site reacts. Common:  Abdom.pain/-distent./-discomf., N&V, diarrh., breast/ pelv.pain, mild-mod. OHSS Uncommon: Sev. OHSS Rare: Complicat.of sev.OHSS Very rare: Anaphylact.reacts.& shock, thromboembol. usual.assoc.with OHSS, asthma exacerbat. & aggrevat.

Special warnings and precautions: Only for use by med.practit.famil.with infertil., monit.ovar. respons. with ultrasound & ser.oestrad.lev.reg. mimim. OHSS/multip.pregn.risk, self-admin.only with expert advice access., monit.porhyr./family hist. thereof & discont.treatm.if deteriorat./first appear. of condit., cont.sucrose, confirm infertil. diagnos.as hypogonadotroph.hypogonadism & excl. hypothyroid./adrenocort.insuffic./ hyperprolactinaem./ pituit.& hypothal.tumours bef. init. ther., ovar.hyperstimulat.risk, monit.for S&S of ovar. hyperstimulat.syndr., withhold hCG admin. if ovar.hyperstimulat.develops & avoid coitus/use barr. methods for at least 4 days, foll.pts.for at least 2 wks.aft.hCG admin., advis.pt.bef.init.ther.of potent. incr.multipl. pregn./birth risk, discont. treatm. & spec.ther.init.should sev.OHSS occur, incr. OHSS incid.in polycyst.ovar.dis., high.incid.of miscarriage/ abort.report., tubal dis.hist., benign & malign. ovar.& other reproduct.system.neoplasms report., slight.high.preval.of congenit.malformat., incr.risk of thrombo-embol.events.if risk fact. preval., independ.OHSS risk fact.incl.young age/ lean body mass/polycyst.ovar.syndr./high. Pergoveris dos., high absol.or rapid.ris.ser. oestrad. lev.& prev.OHSS episod./large numb.of develop. follicles & large numb.of oocytes retriev. in ART cycles.
See also MDR page 435.
 XE "Prinolid" PRINOLID, Eurolab [PWR]

Leuprolide acetate.
Indications: Endometrios.management incl.pain relief & reduct.of endometriot.lesions in women ≥18 yrs for 6 mnths, palliative treatm.of advanc.prostat.CA (alter.treatm.when orchiectomy/ estrogen admin. not poss.), adjuv.to surgery in breast carcinoma, 3.75 mg also Central precodious puberty (CPP) in childr. 11,25 mg also: Uterine fibroids treatm.for 6 mnths.

(S4) INJ, 53/21.10/0733, 0735.

3006854-001: 3,75 mg, 1x vial+solvent, R2 125,12

Dosage: Admin.under supervis.of med.practitioner.Single IM/SC admin., vary admin site periodicall. See prod lit for reconstit. Endometrios.: Recomm.dose 3,75 mg once a month/ 11,25 mg every 3 mnths. Prostate CA: Recomm.dose 3,75 mg SC once a month./ 11,25 mg every 3 mnths. GnRH analog.continue upon developm.of castrat. resist. prostate CA. Ref.to relev.guidelines. Breast CA: Recomm. dose 3,75 mg adjuv.to surg. 4 wkly /11,25 mg every 3 mnths. Uterine fibroids: 11,25 mg every 3 mnths CPP: Indiv.on mg/kg ratio see prod lit.for admin guidelines.

Contraindications: Undiag. abnorm.vag.bleed., pregnancy or women may become pregn., breastf.women, 3,75 mg also: Childr.hypersens.to GnRH.

Side effects: Freq.: Weight gain/-loss, loss/ decr./incr. libido, affect lability, headache, hot flush., lymphoed., vasodilat., hypotens., acne, seborrhoea, dry skin, hypertens., thrombophlebit., urticar., abnorm.skin odour, dermatit.,hyperhidros., abnorm.hair growth, hirsutism, hair-/ nail disord., eczema, night-/ cold sweat., vag. haemorrh., dysmenorrh., menstr.disord., breast enlarg./-engorgem./-atrophy/-pain, genit.-/ vag. discharg., galactorrh., metrorrhag., menopaus.sympts., dyspareun., uterin.disord., vulvovaginit., menorrhag., feel hot., irritabil., decr.bone densit., DM, impair.gluc.toler., incr.TC / triglyc./LDL, incr.PSA, incr.bld lactic dehyrogen., AST /ALP / ALT/ GGT incr., abnorm.ECG/ LFT, osteoporos., OA, hepat.steatos., abnorm.hep.funct., occult bld pos., nervousn., insomn., depress., major depress., anx., confus.state, hostility, dizzin., paraesthes., migrain., hyperton., vis.impairm., amblyopia, vertigo, palpitat., constipat., N&V, diarrh., dry mouth, abdom.pain, flatul., alopec., ecchymos., rash, arthropathy, arthralg., back-/ neck pain, nuchal rigid., dysur., pollakiuria, noctur.,haematur., pelvic pain,gen. pain, pain in extremit., chest pain, oed., peripher.oed., asthen., proced.pain, inject.site pain/-mass/-reacts./- indurat./-prurit/-haemorrh, applic.site oed., inluen.-like illn., chills, thirst, UTI, nasopharyngit., bronchit., iron deficien. anaem., incr./ decr, appet., mood swings, sleep disord., somnol., trem., local.convuls., tinnit., conjunctivit., deafn., motion sickn., auricul.swell., epistax., dyspn., cough, asthma, sputum incr., oropharyng.pain, stomatit., retch., tongue disord., gingivit., erythem., pigmentat. disord., muscular weakn., musculoskelet. stiffn., periarthrit., fatig., gen. physic. health deteriorat., malais., prost. tumour flare, prost.CA aggrav., anorex., hypotrichos., gynecomast., erect.dysfunct., testicul.pain, prost.pain, penile swell., penis disord., testis atrophy, mucos.dryn.

Childr.: Freq.: Growth retard., abnorm. weight gain., affect lability, headache, vasodilat., acne/ seborrhoea, rash incl. erythema multiform., acne, skin odour abnorm., vag. haemorrh./- disch., vulvovagin., gynaecomast., pain, inject. site react. incl. abscess & pain. 

For more s/e refer to prod.lit.
Special warnings and precautions: Incr.in clinic.S&S and worsen.pre-exist.S&S during 1st weeks of treatm.-poss.paralys.with/-out fatal complic., poss.decr.BMD, reports of convuls., incr.risk of NAFLD & othr liv.dis., excl. pregnan., ovulat.inhib.& menstr. stop.with mnthly dose, pts.to use non-hormon.contracept., poss. incr.in bone pain, consid.short act.daily leuprolide for pts.at risk of ureteral obstr./ spinal cord compress./ paralys.with/-out fatal complicat., incr.risk of diabet./ worsen.glycaem.contr.in diab.pts.- monit.bld.gluc.&/HbA1c, monit.for S&S of CV dis. as incr.risk of MI/ sudden card.death & stroke reported,.caref.monit. pts.with metastat. vertebr.les.and/or urin.tract.obstruct. dur.1st wks. of treatm., poss.prolong QT interv.in pts.with hist./ risk fact.for QT prolong., monit.response by meas.serum testoster./ PSA/ prostat.acid phosphat., castrate levels reached within 1-4 wks, isolat.elevat.ALT, elev.of TC/ trigliser./ LDL/ phosphor.& decr.in HDL/ WBC. Childr.(CPP): Pot. exacerbat.S&S dur.1st few wks of treatm.in pts.with rapid advanc. ventral precocious puberty, monit.respons.1-2 mnths after start.with GnRH stimulat.test & sex ster.levls., meas.bone age for advancem.6-12 mnthly, inform parents of import.of continuous therap.& conseq.of poor control (return of pubert signs/ furth. comprom.adult stature), BMD may decr.during treatm.but after cessasat.bone mass accrual is preserved, dur.1st 2 months menses/spotting may occur if it cont.beyond 2nd month notify med.praction., report any inj.site irritat./ unusal S&S, revers.of fertil suppress.on discont.

Interactions: Meds.interactions not studied, but not expected due to only 46 % bound to plasma prot., testos.lvl.incr.above basel.dur.1st wk.& decline by end 2nd wk., therap.doses supress pituitar.gonad.syst.& diagnos.tests of gonadotrop.& gonadal funct.during treatm.& up to 4-8 wks after discont.may be mislead.
 XE "Suprefact" SUPREFACT, Pharmaco
Buserelin acetate
Indications: Advanc.prostat.Ca where suppress. of testoster.product.indicat.

(S4) 3-MONTH DEPOT IMPLANT. 32/21.10/0345

886819-006: 9,9 mg, 1 applic.consist.of 3, identic. rods, R6 845,13
Dosage: Admin.every 3 calend.mnths.maint.3 mnthly rhythm. Inject one implant SC in abdom. wall. Five days bef.1st implant admin.an anti-androgen accord.to manuf.instructs.which is to be cont. dur.1st 3-4 wks.of treatm. Loc.anaesthet.use bef.inj.at discret.of pt/physc. Treatm.durat.determ. by physc.

Contraindications: Effic.not been est.aft.surg. remov. of testes/ treatm.with oestrog.ther.

Side effects: Occur./exacerbat.bone pain in bone metastas., neurolog.deficit signs., micturit. impairm., hydronephros., lymphostas., thrombos. with pulm.embol., incr.in tumour pain/deteriorat.in gen. well-being even with concom.anti-androgen ther., hot flush., loss of potency/libido, gynaecomast., oed.of ankles/lower legs, chang.in scalp & body hair, deteriorat.BP lev.in hypertens. pts., skin redden./itch., rash incl.urticar., allerg. asthma with dyspn., anaphylact./anaphylactoid shock, thirst, appet.changes., gluc.tol.reduc., deteriorat. metabol.contr.in diabet., thrombocytopen., leucopen., chang.in bld.lipids, ser. lev.of liv. enzyme/bilirub.incr., headaches, palpitat, dizzin, drowsin., nervousn., anx., developm./ worsen. of depress., sleep/memory/ conc. disturbs., emot.instabil., tinnit., hear.disords., impair. vis., feel of press.behind eyes, GI disturbs., weight chang., musculoskelet.discomf.& pain, decr. bone dens., tiredn., pain/loc.reacts.at inj.site, pituit. adenom.with long term treatm., concom. anti-androg. dur. init.treatm.phase may avoid init. second. reacts., in case of anaphylact/ anaphylactoid reacts.remov.implant surg.
Special precautions: Monit.BP in hypertens.& bld. gluc.in diabet.pts., depress.hist.

Drug interactions: Antidiabet.agent eff.poss. attenuat.

 XE "Zoladex" ZOLADEX, AstraZeneca [P/S] 
Goserelin.

Indications: Prostate Ca suit.for hormon. manipulat., advan./metast.breast Ca suit.for hormon. manipulat.in pre-& peri-menopaus. women, adjuv.to surg.&/or radiother.in pre-menopaus. women with oestrog.recept.posit.early breast Ca suit.for hormon.manipulat.as alternat.to chemother., endometrios., reduct.of uter.fibroid size bef.surg., endometr.thin., assist.reproduct.

(S4) INJ. U/21.10/163

781215-005: 3,6 mg, sngl.dos.pre-fill.syr., R2 736,86
Dosage: No dos.adjustm.necess.in ren./hepat. impairm.

Adults incl.elderly: Admin 3,6 mg SC into ant. abdom. wall every 28 days. Treat gynaecolog. condits. for max.6 mnths.
Endometr.thinn: Admin. 1or 2x 3,6 mg SC 4 wks. apart. When 3,6 mg inj.is admin.perform surg.at 4wks. 2nd depot maybe reqd.for pts.with large uterus/to allow for flex.timing of surg. When 2x 3,6 mg inj.is admin.surg.should be perform.within 2 wks.aft.admin.second inj.

Assist.repro: Perform superovulat.& oocyte retriev. once pituit.down.regulat.achiev.

(S4) INJ. 30/21.10/0100

834270-005: 10,8 mg, sngl.dos.pre-fill.syr., R6 912,39
Indications: Males: Prost.Ca suit.for hormon. manipulat. Females: Clinic.sympt.relief of endometrios. & uter.fibroid size reduct.bef.surg.as temporar.use.

Dosage: No dos.adjustm.necess.in ren./hepat. impairm./elderly
Adult men incl.elderly: 10,8 mg SC into ant. abdom. wall every 3 mnths

Adult women: 10,8 mg SC into ant.abdom.wall every 12 wks.

Contraindications: Pregn.& lactat., childr.

Side effects: Bone min.densit.loss., hypersens. reacts. incl.anaphylax./bronchosp.& angioed., incr. bld. lipids, loc.reacts., interstit.lung infiltr., joint effus./ swell., carpal tunn.syndr., erythema multiforme. Females: Headaches, depress., loss of libido, breast size chang., vag.dryn., sweat., trans. systol.& diastol.BP incr., hot flush., incr.S&S in breast Ca, hypercalcaem.on init.ther.in breast Ca pts.with bone metastas., ovar.hyperstimulat.syndr., ovar.cyst format., pelv.pain relat.to haemorrh.into uter.fibromyoma, dyspareun., dysmenorrh., menorrhag., uter.& vag.bleed.in fibroid treatm., tempor.incr.in S & S, variab.vag.bleed.& spott., fibroid degenerat.sympt., poss.enter.menopause & menses might.not return on cessat.of ther., median time for return of menses is 70 days from last inj. but may be prolong.with 10,8 mg use, insom./ tiredn. & weight gain follow.reduct.of ser. oestradiol, acne, seborrhoea, oily hair, hirsut., oed., migraine, confus.states. Males: Paraesthes., decr. potency, sex.dysfunct., sweat., hot flush., bone pain incr, breast swell.& tendern., skin rashes, arthralg., spin.cord compress., ureter. obstruct., pituit.apoplexy, reduc.gluc.tol.
Special precautions: Poss.ureter.obstruct./spin. cord compress.in males, proven non-horm.depend. Ca pts.less likely to respond, incr.uter.cerv.resist. when dilat., safety & effic.for gynaecolog.condits. for periods exceed.6 mnths.not est., combin.with tamoxifen in breast Ca pts.may reduc.bone min. loss, addit.HRT dur.endometrios.treatm.in pts. receiv. 3,6 mg strength to reduc.bone min.density loss & vasomot.sympts., no exper.in HRT use with 10,8 mg admin., in men a biphosphon.combin.with LHRH agon.may reduc.bone min.loss, monit.bld. gluc. as reduct.in gluc.tol.observ.in males, excl. pregn. prior to assist.reproduct.use in which case spec. supervis.neccess., ovar.hyperstimulat.syndr. with concom.gonadotroph., in assist.repro regimen in polycyst.ovar.syndr., use non-hormon. contracept. dur.ther., hypertens.

See also MDR page 212.
19.8
Hormone inhibitors
AROMASIN (MDR Listing)

CETROTIDE (MDR Listing)

DOSTINEX (MDR Listing)

DUODART (MDR Listing)

FIRMAGON (MDR Listing)

KESSAR (MDR Listing)

MEDIPRIST (MDR Listing)

SENSIPAR (MDR Listing)

TRELSTAR(MDR Listing)

ZYTIGA (MDR Listing)
 XE "Abiraterone Cipla" ABIRATERONE CIPLA, Cipla Medpro [P/S]
Abiraterone acetate

Indications: In combinat.with prednisone/ prednisolone for treatm of metastat.advanc. prostate Ca (castrat.resist. prostate Ca) in adult pts. who have prev.received chemother. cont. docetaxel

(S4) TABS. 52/21.12/0144

3002660-001: 250 mg, 120, R16 560,00
Dosage: Admin.at least 2 hrs.aft.eat. No food to be eat.for at least 1 hr aft.admin. Swall.whole with water.

Recomm: 1 g (4x250 mg tabs) as./clinic./PSA progress. Miss.dos: resume sngl.dly.dos. Cont.ther.until radiograph treatm.follow.day with usual dly.dos.

Concom.prednisone/prednisolone: 10 mg dly.

Contraindications: Pregn./potent.pregn., lactat., mod.to sev.hepat.impairm., hypertens./sev.or unstable ang.pect./NYHA class III-IV HF/ card. dysrhythm./ TB &/HIV not well.controll.with appropr. treatm., MI &/ arter.thrombot.events in the post 6 mnths.prior to treatm., card.left ventricul. eject.fract. < 50 % not improv.on appropr.ther., act/symptomat.vir.hepatit., uncorrect.hypokalaem., live attenuat.bact./ vir.vaccine vaccinat.
Side effects: Freq: UTI, sepsis, hypokalaem., hypertriglyceridaem., card.fail., ang.pect, atrial. fibrillat., tachycard., hypertens., diarrh., dyspeps., hepatotox., abnorm.hepat.functs., rash, fract., haematur., periph.oed. Less freq: Adren.insuff., allerg. alveolit., fulminant hepatit., ac.hepat.fail., myopathy, rhabdomyolys., ren.fail. Unknown. freq.: MI, QT prolongat.

Warnings and special precautions: Underly. med. condits.poss.comprom.by incr.BP/ hypokalaem. /fluid retent., CV dis.hist., safety in left ventr.eject.fract.<50% /NYHA Class III or IV HF not est., hypertens.contr./hypokalaem.correct. bef. init.ther., concom.corticoster.reduc.severit.of hypertens./ hypokalaem.& fluid retent., monit.BP/ ser.K+/fluid retent.at least mnthly., ser.transamin. lev./ bilirub.to be meas.bef.init.treatm.& every 2 wks.for 1st 3 mnths.of treatm.and mnthly thereaft., withdr. ther.immed.if S&S suggest.of sev. hepatotox. devel.& LFT to be meas.immed., ther.to be interrupt.& liv.funct.monit.if LFT > 5x norm. limit/ bilirub.3x norm.limit, retreat only aft.LFT return to baseline aft.which reduc.dos.may be giv., no re-challenge if sev.hepatoxic.occurs, no data on multiple dos.admin.in mod.or sev.hepat.impairm., monit. for adrenocort. insuff.if prednisolone/ prednisone withdr.& ther.contin., incr.corticoster. dos. poss.indic.bef./dur./aft.stressf.situat.in case pts. on prednisone/prednisolone are subj.to unusual stress, freq.monit.bld sug.in diab., poss. low. response rate in pts.prev.treated with ketoconazole for prostate Ca., safety & effic.with concom. cytotox.chemother.not est., lact.intol., avoid other strong CYP3A4 induc., concom.meds. assoc. with myopathy/rhabdomyolys., concom. meds. activ./metab.by CYP2D6 esp.meds.with narr. therap.index., monit.for toxic.signs relat.to concom. CYP2C8 substrates with narr.therapeut. index, concom.spironolactone not recomm., concom. meds.known to prolong QT interv./induce torsades de point., no data relat.to concom. eplenerone, pregn./potent.pregn.women incl. healthcare profess.to handle with gloves, condom use/other effect.contracept.reqd.if pt.sex.activ. with a pregn.woman/women of childbear. potent.until 1 wk.aft.last dos., reduc.fertility reversib.in 4-16 wks.report.in male & female rats., bef. init.store semen of male pts.wish.to father childr.
Interactions: Incr.system.expos.if giv.with food, safety & effic.if admin.with food not est., strong CYP3A4 induc.decr.mean plasma AUC, incr. dextromethorphan/pioglitazone AUC., spironolactone binds to the androg.recept.& may incr. prostate specif.antigen (PSA) lev.

 XE "Abizista" ABIZISTA, Eurolab [P/S]

Abiraterone acetate

Indications: In combinat.with low dose prednisone/ prednisolone for: Treatm.of high risk metastat.hormon.treatm.naïve prostate CA (mHNPC) or new.diagn. high risk metastat.hormon.sensitiv.prostate CA (mHSPC) in comb.with androg.deprivat. therap.(LHRH agonist/surg.castrat.). Metast.castrat.resist.prostate CA with bone metastas.asympt./mildly- after androg.deprivat.therap.fail.& chemother. not yet indicat. Metast.advanc.prostate CA (castrat.resist. prostate CA)(mCRPC) in pts. who have prev.received chemother. cont. docetaxel.

(S4) TABS. 52/21.12/0112, 0113

3006933-001: 250 mg, 120, R15 976,00
3006934-001: 500mg, 60, R14 284,10
Dosage: Recomm.dose: 1 g as single dose. Admin.at least 1 hr before/ 2 hr after meal. Swall.whole with water.Maint.till radiograph.-& clinic./sympt.-& PSA progress (25 % incr.over baseline).
Concom.prednisone/prednisolone dose:mHNPC/mHSPC: 5 mg once dly. mCRPC: 10 mg dly.
Contraindications: Pregn./ lactat., mod.to sev.hepat.impairm.,women, concom. rifampic., with prednisone/ prednisolone & Ra-223.

Side effects: Freq: UTI, sepsis, hypokalaem., hypertriglyceridaem., card.fail., ang.pect, atrial. fibrillat., tachycard., hypertens., diarrh., dyspeps., incr.ALT &/AST, rash, fract., haematur., periph.oed. Less freq: Adren.insuff., dysrhythm, myopathy, rhabdomyolys., Unknown. freq.: MI, QT prolongat., allerg. alveolit., fulminant hepatit., ac.hepat.fail., anaphylact.reacts.

Special warnings and precautions: Underly. med. condits.poss.comprom.by incr.BP/ hypokalaem. /fluid retent., CV dis.hist., safety in uncontr.hypertens./ MI/ rec.arter.thrombotic events/ sev.or unstabl.anginaartr.fibrilat./ card. dysrhythm.req.meds./ left ventr.eject. fract.<50% /NYHA Class II - IV HF not est., bef.treat.pt.with signif.risk for CHF obt.card.funct.assessm., hypertens. hypokalaem./ fluid retens.correct.& controll. bef. init.ther., ser.transamin. lev. to be meas.bef.init.treatm.& every 2 wks.for 1st 3 mnths.of treatm.and mnthly thereaft., withdr. ther.immed.if S&S suggest.of sev. hepatotox. devel.& LFT to be meas.immed., ther.to be interrupt.& liv.funct.monit.if ALT/  AST > 5x ULN, retreat only aft.LFT return to baseline aft.which reduc.dos.may be giv., no re-challenge if sev.hepatoxic.occurs, no data on multiple dos.admin.in mod.or sev.hepat.impairm., monit. for adrenocort. insuff.if prednisolone/ prednisone withdr.& ther.contin., incr.corticoster. dos. poss.indic.bef./dur./aft.stressf.situat.in case pts. on prednisone/prednisolone are subj.to unusual stress, incr.risk of decr. BMD, poss. low. response rate in pts. prev. treated with ketoconazole for prostate CA, freq.monit.bld sug.in diab., S&E.with concom. cytotox.chemother.not est., pot.risk of anaem.& sex.dysfunct., avoid other strong CYP3A4 induc., concom. meds. assoc. with myopathy/ rhabdomyolys., cont.lactose, condom use/ other effect.contracept.reqd. if pt.sex. activ. with a pregn.woman/ women of childbear. potent.until 1 wk. aft.last dos., pregn./ potent.pregn. women incl. healthcare profess.to handle tablets with gloves, fertility reversib.in 4-16 wks. report.in male & female rats., bef. init. store semen of male pts.wish.to father childr.

Interactions: Incr.system.expos.if giv.with food, S&E if admin.with food not est., strong CYP3A4 induc.(rifampicin/ phenyt./ carbamazepine/ rifabutin/ refapentine/ phenobarbit.) decr.mean plasma AUC & should be avoid., incr. dextromethorphan/ pioglitazone AUC., consid.dose red.narrow therap.index meds.metab.by CYP2D6 eg. paroxet./ propafenone/ flecainide & haloperidol, spironolactone binds to the androg. recept.& may incr. prostate specif.antigen (PSA) lev., S&E of concom. eplenerone not est.
 XE "Accord Anastrozole" ACCORD ANASTROZOLE, Accord.

Anastrozole.

Indications: Early & advanc.breast Ca in postmenopaus. women, effic.not demonstrat.in oestrog. recept.negat.pts.unless prev.posit.clinic. respons.to tamoxifen report.

(S4) TABS. 42/21.12/0259

715703-001: 1 mg, 30, R183,90
Dosage: Adults incl.elderly: 1 tab.once dly.

Contraindications: Pre-menopaus.women, pregn. & lactat., sev.ren.impairm., mod.to sev. hepat. dis.

Side effects: Leucopen., allerg.reacts,incl. angioed./ anaphylax., hot flush., oed., thrombophlebit., hepatobil.disords.incl.hepatit., joint pain/stiffn., myalg., arthralg., asthen., fev., flu-like syndr., vag.bleed./dryn., hair thin., skin reacts. incl.erythem. multiforme/Stev.Johns. syndr., GI disturbs., headache, carpal.tunnel syndr., dizzin., CNS effs., hypercholesterolaem.

Special precautions: Poss.bone miner.dens. reduct. with incr.fract.risk, not recomm.in childr., lact. intol., biochem.confirmat.of menopause if in doubt.

Drug interactions: Tamoxifen &/other oestrog. contain. ther.would dimin.pharm.act.

 XE "Accord Bicalutamide" ACCORD BICALUTAMIDE, Accord [P/S]
Bicalutamide.

Indications: Advanc.prostate Ca in combin.with LHRH analog. ther./surg.castrat.

(S4) TABS. 41/21.12/0431

715705-001: 50 mg, 30, R589,71
Dosage: Begin 3 days bef.LHRH ther./same time as surg.castrat.

Adult males incl.elderly: 1 tab once dly.

Contraindications: Fem., childr., safety & effic.in pregn.& lactat.not est.

Side effects: Bld.dyscras., hypersens.reacts., anorex., diab.mellit., hyperglycaem., depress., CNS effs., dizzin., hypertens., URTI, hoarsen., cough, shortn. of breath, sore throat, sneez., interstit.lung dis., dyspn.incl.fatalit., GI disords.incl.bleed., hepat. chang/fail., hepatit., methaemoglobinaem., alopec., hirsutism, hair re-growth, skin reacts., sweat., haematur., noctur., gynaecomast., breast tendern., impot., decr.libido, asthen., oed., fev., chest pain, chills, flu-like syndr., weight gain.

Special precautions: Monit.prothromb.time with coumar.anticoags., mod.to sev.hepat.impairm., per. liv.funct.tests advis., discont.ther.if hepat. chang. sev., meds.metabol.by cytochrome P450.

Drug interactions: Poss.displac.warfar.from its prot.bind. sites, midazolam AUC incr., concom. meds. that may inhib.oxidat.of agent eg.ketoconazole & cimetidine which could theoretic. incr.plasma conc.

 XE "Accord Finasteride" ACCORD FINASTERIDE, Accord [P/S]

Finasteride.

Indications: Benign prostat.hyperplas.(BPH).

(S4) TABS. 43/21.12/0056

716739-001: 5 mg, 30, R294,37
Dosage: 5 mg dly. 6-12 mnth.ther.poss.necess.to assess respons.

Contraindications: Pregn./poss.pregn., use in women/ childr.

Side effects: Freq: Impot., decr.libido, ejaculat. disords., testic.pain. Less.freq: Breast enlargem./ tendern., skin reacts., hypersens. reacts.incl. fac.& lip swell. Freq.unknown: Palpitat., incr.liv.enzym.

Warnings and special precautions: Poss. abnormalit. to ext. genital.of male foetus, expos.to crush./ brok.tabs.by pregn./poss.pregn.women, elderly (pts.old.than 70 yrs.), monit.for obstruct. uropathy, prostate Ca screen prior to init.& dur. ther., eval.pts with sustain.incr.in S-PSA lev.caref., S-PSA values decr.in treat.pts., no clinic.benef.in pts. with prost.Ca, not known if excret.in breast milk.

 XE "Accord Letrozole" ACCORD LETROZOLE, Accord

Letrozole

Indications: First line treatm.in postmenpaus. women with advance.breast Ca, hormone depend. advanc.breast Ca in women with natural/artific. induc.postmenopaus.status prev.treat.with anti-oestrog., pre-op ther.in postmenopaus.women with localis.horm.recept.positive breast Ca allow. subseq.breast-conserv.surg.in women not origin. consid.for this type of surg.

(S4) TABS, 42/21.12/0323

715704-001: 2,5 mg, 30, R465,05
Dosage: Adults & elderly: 2,5 mg once dly. Cont treatm.until tumour progress.evid.

Contraindications: Premenopaus.endocrine status, safety in pregn.& lactat.not est., sev.hepat. funct. impairm. (Child Pugh C), ren.funct.impairm. (creatine clear.<10 ml/min.), childr.

Side effects: UTI, tumour pain, leucopen., angioed., anaphylact.reacts., anorex., incr.appet., hypercholesterolaem., gen./periph.oed., psych. disords., CNS effs., headache, dizzin., dysaesthes., CVA, cataract, eye irrit., blurr.vis., palpitat., tachycard., thrombophlebit., hypertens., ischaem. card. events, pulm. embol., arter.thrombos., cerebrovasc. infarct., dyspn., cough, GI disturbs., incr. hepat.enzym., hepatit., alopec., incr.sweat., skin reacts.incl.tox.epiderm.necrolys./ erythema multiforme, arthralg., myalg., bone pain/fract., osteoporos., arthrit., incr.urin.freq., vag.bleed./ disch./ dryn., breast pain, hot flush., fatig.incl. asthen./ malaise, pyrex., mucos.dryn., thirst, weight chang.

Special precautions: Imp.ren.funct., no exper.in combin. with other anti-cancer agents.

 XE "Actamasin" ACTAMASIN 25, Accord [N/P/S]
Exemestane

Indications: Advanc.oestrog.recept. posit. breast Ca in natural/ induc. postmenopaus.status where dis. progress.follow.anti-oestrog.ther., adjuv.treatm.of oestrog.recept.posit. invas.early breast Ca dis.free postmenopaus.women follow.at least 2 yrs. of init.adjuv.tamoxifen ther.

(S4) TABS, 47/21.12/1118

3004032001: 25 mg, 30, R954,60
Dosage: Adults & elderly: 25 mg dly.pref.aft.a meal. In advanc.breast Ca cont.until tumour progress.evid. In early breast Ca contin.treatm.unt.5 yrs.of adjuv.hormon.ther.complet./ until tumour relapse occurs.

Contraindications: Pre-menopaus. women, pregn.& lactat.

Side effects: Freq: Anorex., insomn., depress., anx., confus., headache, dizzin., carpal tunnel syndr., hot flush., hypertens., lymphoedema, N&V abdom. pain, constipat., dyspeps., diarrh., incr.sweat., skin rash, alopec., itch., paraesthes., joint & musculoskelet.pain incl.arthralg., fatig., pain, periph.oed. Less freq: Somnol., osteoporos., fract., pain in limbs, osteoarthrit., back pain, myalg., joint stiffn., asthen., thrombocytopen., leucopen., lymphocytopen. Freq.unknown: Infect., URTI, UTI, flu-like sympt., dyspn., bronchit., chest pain, sinusit., pharyngit., rhinit., hepatit., cholest. jaund. Investigat: Elev.liv.enzym.

Special warnings and precautions: Concom. agents that are substrat.for CYP3A4/ narr.therap.index., concom. oestrog.contain.meds.would negate pharmacolog.act., not recomm.in childr., confirm post menopaus.status by LH/ FSH & oestrad.lev., as bone min.density reduct.poss.with longt.use assess bone min.density init.& reg.dur.ther., osteoporos.prophylax.treatm.init.as appropr.& monit., cont.mannitol hav.poss.laxat.eff.

Interactions: Reduc.plasma conc./ effic.with CYP izoenzym.induc. e.g.rifampicin/ phenytoin/ carbamazepine/ St John’s Wort.
 XE "Androcur" ANDROCUR, Bayer [P/S]

Cyproterone acetate

Indications: Women: Sev.signs of androgenizat. Men: Reduct.of drive in sexual deviat., antiandrog. treatm.of inop. prostate Ca.

(S4) TABS, R/21.12/160
703583-018: 50 mg, 20, R820,74
Dosage: Women:
Sev.androgenisat.signs: Child bear.pts.always to have complet. one full cycle of oral combinat. contracept.bef.commenc.treatm. Admin.2x50 mg tabs dly from 5th-14th day cycle. Cont.this regim. every 28 days (ie.usual.menstr.cycle durat.). Follow. clinic.improvem.dly.dos.dur.combin.OC treatm.may be reduc.to 1 or ½ tab. If Androcur tab. miss.therapeut.effic.poss.dimin & intermenstr. bleed. poss.but miss.tab.to be disregard.& tab.tak resum.at reg.time.

Post menopaus./aft.hysterect: Admin.alone. ½-1 tab dly x21 days follow.by 7 day tab.free interv.

Dosage: Men:

Sex.drive reduct: Init.1 tab.2xdly.incr.if necess.to 2 tabs 2xdly/or even 3xdly.for short per.. Maint.on low.poss.dose. ½ tab 2xdly.poss.suffic. Reduc.dos. grad.pref.by ½ tab.at interv.of sev.wks. Admin.over protract.time pref.in conjunct.with psychotherapeut. meas.

Antiandrog.treatm.of inop.prostate Ca: 2 tabs 2-3xdly.(ie.200-300 mg/day). Do not interrupt. treatm./ reduc.dos.aft.improvem./remiss.

(S4) TABS, 29/21.12/0515

Indications: Inop.prostate Ca
836281-004: 100 mg, 60, R4 209,93
Dosage: Admin.aft.meals . Max dly dos: 300 mg.

Antiandrog.treatm.of inop.prostate Ca: 100 mg 2-3xdly.(ie.200-300 mg/day). Do not interrupt. treatm./ reduc.dos.aft.improvem./remiss.

To reduc.init.incr.of male sex hormon.in treatm. with GnRH agonists: 100 mg 2xdly alone for 5-7 days follow.by 100 mg 2x/day for 3-4 wks. tog. with GnRH agonist recomm.dos. 

Hot flushes in pts.und.GnRH analog.treatm. aft.orchidectomy: 100 mg 1-2xdly. (ie.100-200 mg/day).
Contraindications: Pregn.& lactat., liv.dis., Dubin Johnson/ Rotor syndr., jaund.hist., persist. prurit. dur.prev.pregn., Herpes of pregn., prev./exist. liv. tumours (if not due to Ca prostate metastas.in men), wasting dis.(except.inop. prostate Ca in men), sev.chron.depress., pts.with hist.of prev.or exist.thrombo-embol.process./diabet.with vasc. chang./ sickle-cell anaem., pres./hist.of meningiomas

Side effects: V.common: Libido decr., erect. dysfunct., revers.inhibit.of spermatogenes. Common: Weight incr./decr., depress.mood, restlessn., shortn.of breath, hepat.tox.incl.jaund., hepatit., hepat.fail., gynaecomast., fatig., hot flush., sweat. Uncommon: Rash. V.rare: Benign & malign.liv.tumours, changes in number of red cells, reduc.adrenocortic.funct., incr.prolact.lev. Freq.unknown: Meningiom., anaem., libido incr., thromboembol.events

Special precautions: Do not give bef.conclus.of puberty, not recomm. in childr.< 18 yrs., monit.liv. funct.pre-treatm.& if S&S suggest. of hepatotoxic. occur ther.should norm.be discont., cons. risk:benef.ratio if hepatotox.confirm. by another cause eg metastat.dis., sex.steroids can promote growth of cert.horm. depend.tiss.& tumours., consid. shortn.of breath poss.due to stimulat. eff.of progesterone & synthet. progesterone on breath., incr.risk of thromboembol.events with prev.hist. thereof/CVA hist./advanc.malign., caref.risk:benef. eval.in prostat.Ca pts.with thrombo-embol.hist.&/ sickle-cell anaem./diab.with vasc.chang., incr. prolact. lev.with high dos., report.of anaem., check RBC counts regular.,  always excl.poss.pregn. in women & investig.if no bleed.occurs dur.inact. tab.phase of OC treatm., reduc.sex.drive/potency & inhibit.gonad.funct.is revers.on discontin., CV dis., ischaem.heart dis., cerebrovasc.dis., hypertens., monit.adrenocortic.funct. & RBC count, strict med. supervis.of diab., investig.persist./recurr. bleed.at irreg.interv.in women, alcoh.diminish.sex.drive reduct.eff., re-eval.treatm at start of menopaus., lactose intol., incr.meningioma risk with incr.dose, stop treatm.if diagnose with meningioma.
Drug interactions: Oral antidiab./insul.requirm. may change, strong CYP3A4 inhibit.metabol., CYP3A4 induc.may reduc.lev., statin assoc. myopathy/ rhabdomyolys.incr.

 XE "Androcur Depot" ANDROCUR DEPOT, Bayer [P/S]

Cyproterone acetate
Indications: Reduct.of drive in male sex.deviat., inop. prostat.Ca.

(S4) INJ, R/21.12/184

792462-009: 300 mg/3 ml, 3x3 ml amps, R968,57
Dosage: Deep IMI admin. Admin.very slowly.

Male drive reduct.in sex.deviations: 1 amp every 10-21 days incr.to 2 amps in except. cases. Effic.maint.by inj.interv.of 10-21 days. Once satisfact. therapeut.respons.obtain.try & reduc. dos. by incr. interv. Admin.over protact.time in conjunct. with psycho-therapeut.meas.

Inop.prostat. Ca. Aft.orchidect: 300 mg every 2 wks. Without orchidect: 300 mg wkly. Do not interrupt. treatm.or reduc.dos.aft.improvem./ remiss.

Contraindications: Liv.dis., Dubin Johnson/ Rotor syndr., prev./exist.liv.tumours (if not due to Ca prostate metastas.in men), wasting dis.except Ca prostate, depress., prev./exist. thrombo-embol. process., sev.diab.with vasc.chang., sickle-cell anaem., pres./ hist.of meningioma

Side effects: V.common: Libido decr., erect. dysfunct., revers.inhibit.of spermatogenes. Common: Weight incr./decr., depress.mood, restlessn., shortn.of breath, hepat.tox.incl.jaund., hepatit., hepat.fail., gynaecomast., feel.of tens.in breasts, fatig., hot flush., sweat. Uncommon: Rash. V.rare: Benign & malign.liv.tumours, changes in number of red cells, reduc.adrenocortic. funct., incr.in prolact.lev. Freq.unknown: Meningiom., anaem., thromboembol.events, pulm. oil microembol., vasovag.reacts., intra-abdom. haemorrh., osteoporos.
Special precautions: Do not give bef.conclus.of puberty, not recomm.in pts.<18 yrs., monit.liv. funct. pre-treatm.& if S&S suggest.of hepatotoxic. occur ther.should norm.be discont., cons.risk: benef. ratio if hepatotox.confirm.by another cause eg metastat.dis., sex.steroids can promote growth of cert.horm.depend.tiss.& tumours., incr.meningioma risk with incr.dose, stop treatm.if diagnose with meningioma., consid.shortn.of breath poss. due to stimulat.eff.of progesterone & synthet. progesterone on breath., incr.risk of thromboembol. events with prev.hist.thereof/CVA hist./advanc.malign., caref.risk:benef.eval.in prostat. Ca pts.with thrombo-embol.hist.&/ sickle-cell anaem./diab.with vasc.chang., incr.prolact.lev. with high dos., reduc.sex.drive/potency & inhibit. gonad.funct.is revers.on discontin., CV dis., ischaem. heart dis., cerebrovasc.dis., hypertens., monit.adrenocortic.funct. & RBC count, strict med. supervis.of diab., alcoh.diminish.sex.drive reduct. eff.

Interactions: Oral antidiab./insul.requirm.may change, strong CYP3A4 inhibit.metabol., CYP3A4 induc.may reduc.lev., statin assoc.myopathy /rhabdomyolys.incr.
 XE "Aromasin" AROMASIN, Pfizer [N/P/S] 
Exemestane

Indications: Advanc.oestrog.recept.posit. breast Ca in natural/induc.postmenopaus.status where dis. progress.follow,anti-oestrog.ther., adjuv. treatm. of oestrog.recept.posit.invas.early breast Ca dis. free postmenopaus.women follow.at least 2 yrs. init.adjuv.tamoxifen ther.

(S4) TABS, 35/21.12/0011

700482-003: 25 mg, 30, R2 112,86
Dosage: Adults & elderly: 25 mg dly.pref.aft.a meal. In adv.breast Ca cont.until tumour progress. evid. In early breast Ca contin. treatm. until 5 yrs.of adjuv.hormon.ther.completed/until tumour relapse occurs.

Contraindications: Pre-menopaus.women, pregn. & lactat.

Side effects: Hot flushes, fatig., insomn., depress., headache, dizzin., carpal tunnel syndr., somnol., hot flushes, anorex., GI disturbs., incr. sweat., skin rash, alopec., joint & musculoskelet. pain, pain, periph.oed., asthen., thrombocytopen., leukopen., lymphocyt.decr.esp.wih pre-exist. lymphopen., liv.enzyme elev., assess bone min. density of pts.with osteoporos./at risk thereof. reg. & treat as appropr.

Warnings and special precautions: Confirm post menopaus.status by LH, FSH & oestradiol lev., not recomm.in childr., assess.bone miner. density when init.treatm.& at reg.interv.thereaft, init. osteoporos.treatm./prophylax.when necess., concom. oestrog.contain.meds.as pharmacolog. act. negat.

See also MDR page 608.
 XE "Aspen Bromocriptine" ASPEN BROMOCRIPTINE, (Aspen Pharma
care: Pharma) Pharmacare [P/S]

Bromocriptine 

Indications: Puerp.lactat.prevent./suppress.for medic.reas., menstr.cycle disords.& fem.infertil. assoc. with hyperprolactinaem., hyperprolactinaem. in men, prolactinomas, acromegaly adjunct., Parkinson’s dis.as monother./ combinat.ther.

(S4) TABS, 30/21.12/0459

704593-001: 2,5 mg, 30, R429,62
Dosage: Admin.with food.

Inhibit.of lactat. for med.reas: ½ tab. with food in morn.& even.on 1st day, follow.by 1 tab.2x/day for 14 days. To prev.onset of lactat.instit.treatm. within a few hrs of parturit./abort. but not bef.vital signs have stabilis. Milk secret.may occur 2-3 days aft.discont.treatm. This can be stopp.by resum. treatm. at same dos.for a furth.week.

Female infertil.associat.with hyperprolactinaem. &  menstr. cycle disords: ½ tab.at bedt.x3 days follow.by 1 tab.at bedt.x3 days. Thereaft.take 1 tab.2x/day. Dos.may be incr. to 1 tab. 3xdly.with meals. If furth.dos.incr.req. dos. may be incr.by 1 tab.dly. at 2-3 day interv. Most. pts.respond to dos.of 7,5 mg/day, but dos.of up to 30 mg/day have been used. Cont.treatm.for sev. menstr.cycl.to prev. relapse.

Hyperprolactinaem.in men with prolactin-relat. loss of libido & impot: 1,25 mg (½ tab.) 2-3 x/day grad.incr. to 5-10 mg/day.

Prolactinomas: Usual start.dos: ½ tab. 2-3x/ day. grad.incr.to sev.tabs.dly. as reqd.to keep plasma prolact.adeq.suppress.

Cases of acromegaly as adjunct.therapy: Init: ½ tab. 2-3 x/day grad.incr. to 10-20 mg dly. depend. on clinic.resp. & side effs. Determ.growth horm. lev.freq. to est.correct dos.

Parkinson’s dis: Init: ½ tab./day giv.at night over 1st wk. Titrat. slowly to prov.each pt.with minim. effect.dos. Incr.dly. dos.grad.by increm.of 1,25 mg/ day per wk. Dly dos. to be divid.into 2-3 sngl.dos. Adeq. therapeut.resp.poss.within 6 wks. Dos.may be furth.incr.by increm.of 2,5 mg/day every wk.
If undesirab.reacts.occur dur.titrat.reduc.dly.dos.& maintain.constant for 1 wk. If adv.react.resolve dos.can be incr. again. Usual therapeut.range for monother: 10-40 mg/day.

Contraindications: Ergot alkaloid hypersens., pregn., safety & effic.in childr.not est., hist. of psychot. disords., hepat.dis., sev.angina, MI, eclamps., uncontr.hypertens., post part., puerper. woman with high BP, coron.artery dis., evid. of card. valvulopath. as determin. by pre-treatm. ECG.

Side effects: Freq: Headache, drowsin., nas. congest., naus., constipat. Less.freq: Confus., psychomot.agitat., hallucinat., psychot.disord., insomn., dizzin., dyskines., somnol., paraesthes., excess.daytime somnol/ sudden sleep onset, vis.disturbs., blurr.vis., tinnit., tachycard., bradycard., dysrhythm., card.valvulopathy, pericardit., pericard.effusion, hypotens.incl. orthostat. hypotens., revers.pall.of the fingers/toes, pleur.effus., pleur.& pulm.fibros., pleurit., dyspn., vomit., dry mouth, diarrh., abdom.pain, retroperiton. fibros., gastrointest.ulc./haemorrh., allerg.skin react., hair loss, leg cramps, fatig., periph.oed. Freq.unknown: Dopamine dysregulat.syndr., seiz., delus., confus., dyston. in Parkinson., muzzin., syncope, MI, arrhythm., exacerbat.of angina, hypertens., stroke, hypotens./ postur.hypotension, prolong.sev/hypotens., arrhythm., erythromelalg., GI bleed.in acromegaly pts., micturit., alter.liv.funct.tests, drug withdraw. syndr.

Warnings and special precautions: Psychot. disord.hist., may cause somnol./rare episod.of sudd. onset of sleep, driv.& operat.machin., sev.CV dis., pept.ulc.hist., GI bleed, not recomm.in premenstr. sympts./benign breast dis., monit BP in postpartum pts., concom.BP alter.meds., discont.if hypertens./unremit. headache/ other signs CNS toxic. develop, withdr.if fibrot.chang.in retroperitoneum. diagn./suspect., pleuropulm. disords., rule out poss.pituit.adenoma bef.treat., ovulat. in women with amenorrh.& galactorrh. poss, assess.& treat.acromegaly pts.only if alternat.to convent.ther.reqd., alternat.treat.in acromegaly.pts with hist.pept.ulcerat., poss.pituit. tumour.in hyperprolactinaem, monit.vis.fields in pts with macroprolactinoma. for early recognit.of second. field loss., low.effect.dos.for sympt.contr. of condits.in women not assoc.with hyperprolactinaem. to avoid suppress.prolactin bel.norm.lev.with conseq.impairm.of luteal funct., assess post-ovulat.progester.& plasma prolact. levs.if treatm.contin more than 6 mnths., reinstat. ther./consid.surg.if appropr.in pts.show.sympts.of pronounc.enlargem.of prolactinoma, high dos.ther. only for acromegaly & Parkinsons., reg.gynaecolog. assessm.of pts rec.ther. for more than 6 mnths., period. LFT in long term treatm., lact.intol., concom. ergot. alkaloids not recomm., discont. when pregn. confirm.unless medic.reas.for contin., clos.observ.throughout pregn.of pituit.adenoma pts. fall.pregn while rec.treatm.& ther.stop., many S/E are dos.depend., excl.constrict.pericardit. in case of dyspn./shortn.of breath/persist. cough/ chest pain/card.fail., impulse contr.disords., grad. dos. reduct./discont., dopamine dysregulat. syndr., elderly, reliab. contracept. advis.in wom.of childbear.age 

Interactions: Concom.or recent.meds.alter.BP, concom.CYP3A4 inhibits.&/substrat., octreotide incr.plasma lev.of bromocriptine in acromegal.pts., poss.reduc.activ. with dopamine antagon.incl.antipsychots. (phenothiazines, butyrophenones & thioxanthenes) & metoclopramide/ domperidone), not recomm.with ergot alkaloids, alcoh. reduc.tol.

 XE "Aspen Exemestane" ASPEN EXEMESTANE, (Aspen Pharmacare: Pharma) Pharmacare [N/P/S]
Exemestane

Indications: Advanc.oestrog.recept.posit.breast Ca in natural/induc.postmenopaus.status where dis. progress.follow.anti-oestrog.ther., adjuv. treatm. of oestrog.recept.posit.invas.early breast Ca dis. free postmenopaus.women follow.at least 2 yrs.of init.adjuv.tamoxifen ther.
(S4) TABS, 46/21.12/0157
721738-001: 25 mg, 30, R954,50
Dosage: Adults & elderly: 25 mg once dly.pref. aft.a meal. In advanc.breast Ca cont.until tumour progress. evid. In early breast Ca contin. treatm. unt.5 yrs.of adjuv.hormon.ther.complet./ until tumour relapse occurs.

Contraindications: Pre-menopaus.women, pregn. & lactat., concom.oestrog.contain.meds.

Side effects: Infect., URTI, UTI, flu-like sympt., bld. dyscras., anorex., psych.disords., headache, dizzin., carpal tunnel syndr., somnol., dyspn., bronchit., back/chest pain, sinusit., pharyngit., rhinit., GI disturbs., hepatit., cholest.jaund., skin rash, itch., alopec., paraesthes., joint & musculoskelet. pain incl.arthralg., bone min. density reduct., osteoporos., fract., pain in limbs, osteoarthrit., myalg., joint stiffn., fatig., periph. oed., asthen., elev.liv.enzym.

Special precautions: Assess bone min.density of pts.with osteoporos./at risk init.& reg.dur.ther., osteoporos. prophylax.treatm.init.as appropr.& monit., concom.agents that are substrat.for CYP3A4 /narr.therap.index., not recomm.in childr., confirm post menopaus.status by LH/FSH & oestrad. lev., hepat./ren.impairm., lact.intol., cont. sucrose & mannitol

Drug interactions: Reduc.plasma conc./effic.with CYP 3A4 induc. e.g.rifampicin/phenytoin/ carbamazepine/ St John’s Wort.
 XE "Avodart" AVODART, GSK

Dutasteride

Indications: Benign prostat.hyperplas. Combin. with an alpha-1 adrenerg.block.addit.symptomat. benef. poss.but will not lead to great.prostrate size reduct.than monother.

(S4) SOFT GEL CAPS, 37/21.12/0282

703202-001: 0,5 mg, 30, R683,54
Dosage: Adult males incl.elderly: 1 cap.once dly.swall.whole. Contin.ther.x6 mnths.at least for object. evaluat.

Contraindications: Other 5 alpha-reduct.inhibit. hypersens., women, childr.

Side effects: Common: Impot., alt.libido, ejaculat. disords., breast disords.incl.tender.& enlargem. Uncommon: Dizzin.main.in combinat. ther. Post market: Allerg.reacts.incl.angioed., depress. mood, alopec., hypertrichos., testic.pain & swell.

Special warnings and precautions: Hepat. impairm.eff.not stud.but caut.advis.in liv.dis., no caus. relationship est.betw.ther.& high grade prostate Ca, est.new PSA baseline aft.6 mnths.t her.monit.values reg.thereaft., any sustain.incr. from low.PSA lev.while on ther.may indic.prostate Ca/non compliance, prior to ther.& thereaft. perform rout.eval.for prostate Ca, caut.with concom. alpha block.ther.with CV risk fact., incr. advers. effs.with concom.alpha block.ther., pts.to report. changes in breast tiss., as absorb.through skin wash affect.area immed., discard leak.caps.as oesophag. irrit.poss., transmit.dur.sex.intercourse theref. condom.use in women of child bear.age, fertility/ libido & sperm.count reduc., not known if excret.in breast milk, eval.effs.when driv./perform. complicat.tasks on combinat.ther., 

Interactions: Bld conc.may incr.in pres.of CYP3A4 inhibit.

 XE "Bicalutamide Accord" BICALUTAMIDE ACCORD, Accord [P/S]
Bicalutamide.

Indications: In loc.advanc. prostate Ca as immed. ther. alone/ as adjuv.to radical prostatect./ radiother., monother.of loc.advan.non-metastat. prostate Ca where surg/ medic.castrat.not appropr.

(S4) TABS. ,54/21.12/0880

3005004-001, 150 mg, 30, R2 908,63
Dosage: Adult males incl.elderly: 150 mg once dly.x2 yrs./until progress.

Contraindications: Fem., childr., pregn.& lactat., concom.terfenadine/astemizole or cisapride

Side effects: Freq: Anaem., decr.in appetite loss, decr.libido, depress., dizzin., somnol., hot flush., abdom.pain, constipat., naus., dyspeps., flatul., hepatotoxic., jaund., hypertransaminasaem., alopec., hirsut./hair regrowth, dry skin, rash, prurit., gynaecomst., tender breast, erect.dysfunct., asthen., oed., chest pain, incr.weight. Less freq: Hypersens., angioed., urticar., interstit. lung dis. some fatal, hepat.fail.some fatal, photosens. Freq. unknown: QT prolongat.
Warnings and special precautions: Metabol. delay.in mod.to sev.hepat.impairm.result.in prolong. elimin.& incr.risk of side effs., period. liv. funct.tests., discont.ther.if hepat.changes sev./-fail. observ., concom.meds.predomin.metabol.by (CYP3A4) & drugs with narr.therapeut.index, avoid direct expos.to excess.sunlight/UV light, lact.intol., benef.vs.risk assessm.in QT prolongat. hist./-risk fact.or concom.meds that prolong QT interv., adeq. pt.& partn.contracept.dur. & x130 days aft.ther., monit.prothromb.time with concom. coumar. anticoags., concom.ciclospor.& Ca chann.block. with dos.reduct.if enhanc.advers. effs.observ., eval.effs.bef.driv./perform.complic.tasks.

Interactions: Incr.midazolam AUC when co-admin., concom.meds.poss.inhib.oxidat.of agent eg.ketoconazole & cimetidine could incr.plasma conc., poss.displac.warfar.from prot. bind.sites., meds.prolong.QT interv./induc.Torsades de pointes as androg.deprivat.may prolong QT interv.

 XE "Bicalutamide Hetero" BICALUTAMIDE HETERO, Hetero Drugs [P/S]
Bicalutamide

Indications: Advanc.prostate CA in combin. with LHRH analogue ther./ surg.castrat.

(S4) TABS, 49/21.12/1228

3004942-001: 50 mg, 30, R532,71
Dosage: Start 3 days bef.LHRH ther./same time as surg.castrat.

Adult males incl.elderly: 1 tab once dly.

Contraindications: Fem.incl pregnan.& nursing, childr.<18, concom.terfenadine/ astemizole/ cisapride.

Side effects:Freq. Anaem., decr.apetit., decr. libido, depress., dizzin., somnol., MI & HF (somet.fatal), hot flush, constip., naus., abdom.pain, dyspeps., flat., hepatotox., jaund.incl cholestat.-, hypertransaminasaem., alopec., hirsut./ hari re-growth, dry skin, prurit., skin rash, haematur., gynaecomast., breast tendern., erect.dyfunct., asthen., oed., chest pain, weight incr/ decr. Less freq.: Hypersens.reacts.incl.rash/ angioed.& urticar., conduct.defects.incl QT/ PR interv.prolongat., interst.lung dis. (somet. fatal), flu-like syndr., hepat. fail. (somet.fatal), photosens. 

Special warnings and precautions: Initiat.by med.practit.qualif.in use of anti-CA chemotherap., mod.to sev. hepat. impairm., period.liv.funct.tests esp.with longt.treatm., discont.treatm.in case of sev. chang., monit.bld.glucose if in comb. with LHRH ther., concom. meds.metabol. by cytochrome P450, benefit vs risk incl torsades de pointes for pts.with hist./ risk fact.for QT prolongat., discont.can result in anti-androgen withdraw.syndr., pts & partners to follow adeq.contracept.during & 130 days aft.treatm., monit. prothromb. time & INR with concom.coumar. anticoags., cont.lact.

Interactions: Concom.meds.that may inhib oxidat.of agent eg.ketoconazole & cimetidine theoretic.incr.plasma conc., concom.terfenadine/ astemizole/ cisapride C/I, caut.with concom. ciclosporin/ CCB., poss.displac. warfar. from its prot.bind.sites- monit.PT time closely, concom.meds prolong.QT interv.eg.class 1A (eg.quinine/ disopyramide)/III (eg. amiodarone/ sotalol/ dofetilide/ ibutilide) antidysrhythm./ methadone/ moxifloxacin.

 XE "Caloxa" CALOXA 50 mg Eurolab [P/S]
Bicalutamide.

Indications: Advanc.prostate Ca in combin. with LHRH analogue ther./surg.castrat.

(S4) TABS. 42/21.12/0430

715721-001: 50 mg, 30, R517,50
Dosage: Begin 3 days bef.LHRH ther./same time as surg.castrat.

Adult males incl.elderly: 1 tab once dly.

Contraindications: Fem., childr., safety in pregn.& lactat.not est.

Side effects: Anaem., leucopen., neutropen., thrombocytopen., hypersens.reacts.incl. angioed., anorex., diab.mellit, hyperglycaem., depress., dizzin., somnol., insomn., nervousn., drowsin., confus., hypertens., URTI, cough, hoarsen., shortn.of breath, sore throat, sneez., interstit. lung dis., dyspn., abdom./chest pain, GI disturbs., GI/rect. bleed., hepat.chang./fail., methaemoglobinaem., alopec., hirsut., dry skin, sweat., prurit., skin rash, haematuria, noctur., gynaecomast., breast tendern., impot., decr. libido, asthen., oed., fev., chills, flu-like syndr., weight gain.

Special precautions: Cont.lact., mod.to sev. hepat.impairm., period.liv.funct.tests esp.with longt.treatm., discont.treatm.in case of sev. chang., meds.metabol.by cytochrome P450, monit.prothromb.time with concom.coumar. anticoags.

Drug interactions: Concom.meds.that may inhib oxidat.of agent eg.ketoconazole & cimetidine theoretic.incr.plasma conc., poss.displac.warfar.from its prot.bind.sites.

 XE "Cetrotide" CETROTIDE, Merck [P/S] 
Cetrorelix

Indications: Prev.of premat.ovulat.in control. ovar.stimulat.follow.by oocyte pick-up & assist. reproduct.techniques.

(S4) INJ. A39/21.12/0064, A40/34/0162

710346-001: 0,25 mg, 1 vial+solv.in pre-fill.syr., R487,19
Dosage: Use by exper.physic.only. Use only suppl. solv./water for inj.as incompat.with sev. ubst.of common parenter.sols. Admin.SC. Perform 1st admin.und.condits.where treatm.of poss.allerg./pseudo-allerg.reacts.immed.avail. Keep pt.und.med.observat.x30 mins.follow.1st admin.

0,25 mg: Contents of 1 vial (0,25 mg) admin.once dly.at 24 hr.interv.eith in morn./even. Commen. treatm. on day 5 or 6 (for morn.admin) or day 5 (for even.admin.)of ovar.stimulat.contin. throughout gonadotropin treatm.period incl.day of ovulat.induct.

Contraindications: Hypersens.to any struct. analog. of GnRH/extrins.peptide hormon/ manitol., pregn.& lactat., postmenopaus.women, mod. or sev.ren.& hepat.impairm.

Side effects: Loc.inj.reacts., ovar.hyperstimulat. syndr,. naus., headache, hypersens.reacts., anaphylact. reacts.

Special precautions: Act./hist.of allerg. condits. or predispos., poss.ovar.hyperstimulat. syndr. occur., inj.subseq.to 1st admin.by by self. admin. so long.as pt.aware of S&S of poss. hypersens. reacts.& need for immed.medic. intervent., limit.exper.dur.rep.ovar.stimulat. proced. theref.admin.rep.cycles only aft.caref.risk vs. benef.evaluat., admin.luteal phase support accord. to reproduct.centre’s pract.

See also MDR page 411.
 XE "Cipla Cyproterone Acetate 50" CIPLA CYPROTERONE ACETATE 50, 
Cipla Medpro [P/S]

Cyproterone acetate

Indications: Men: Reduct.of drive in sex.deviat., inop. prostate Ca.

Women: Sev.androgenizat.

(S4) TABS, 35/21.12/0293
899089-003: 50 mg, 20, R497,91
Dosage: Indiv. Admin.aft.food.

Sex.drive reduct: Men: 1-2 tabs 2-3xdly. Maint. on low.poss.dos.1 tab/day if poss.with simultan. psychotherapeut. meas.

Inop.prostate Ca: Aft.orchidect: 2 tabs 1-2xdly. Without orchidect: 2 tabs 2-3xdly. Treatm.not to be chang./interrupt.
Women of child-bear.age: Ensure adeq.OC. Pt.to have complet.one full OC cycle bef.init. treatm. 2 tabs dly from 5th-14th day of cycle. Dos. regimen to be follow.every menstr.cycle. Dos. maybe reduc.to 1-½ tab.dly.on clinic. improvem.

Post-menopaus.& aft.hysterect: ½-1 tab dly for 21 days depend.on sev.with 7 day treatm.free interv.

Contraindications: Pregn.& lactat., sev.chron. depress., sev.diabet.with vasc.chang., Dubin Johns./Rotor syndr., herpes gestationis hist., persist. itch./jaund.hist.dur.prev.pregn., ac.liv.dis., prev./ exist.liv.tumours if not due to metastas., wasting dis.except Ca prostate, sickle-cell anaem., hist.of/ exist.thrombo-embol.process., youths und. 18 yrs.or those whose bone maturat.& testicul. developm.are incompl.

Side effects: Decr.male fertil., abnorm.sperm product., gynaecomast., galactorrh., benign nodul., hepatit., jaund., hepat.fail., liv.tumours with intra-abdom. haemorrh., inhibit.ovulat.in women, breast tendern., bld.dyscras., breathlessn., chang.in body mass, alter.hair pattern, skin reacts., osteoporos., CNS effs., tiredn., adrenocort.suppress.

Special precautions: Reduc.grad., women of child-bear.age also to use addit.non-horm. contracept. methods dur.first 3 wks.of cycle, prostat. Ca pts.with thromoboembol.hist.and/or exist. sickle cell anaem./diab.with vasc. chang., thorough exam.advis.& pregn.excl. bef.init. ther., monit. liv. funct.pre-treatm. & if S&S suggest. of hepatotoxic., discont. treatm.if cyproterone-induc. hepatotoxic. occurs, bear in mind that sex.steroids can promote growth of cert.horm. depend.tiss.& tumours., excl.liv.tumour if sev.upper GI sympt.& S&S intra-abdom.haemorrh.occur, heavy/incr. bleed. in women, ischaem.heart dis., cerebrovasc. dis., hypertens., CV dis., diabet., monit.adrenocort. funct. reg., if poss.do not give bef.end of puberty.

Drug interactions: Sex.drive reduc.eff.dimin.by alcoh.

 XE "Dostinex" DOSTINEX, Pfizer [P/S] 
Cabergoline.

Indications: Inhibit.lactat.bef.breastfeed.& inhibit.est.lactat.for medic.reasons, hyperprolactinaem. disords.

(S4) TABS. 28/21.12/0244.

842109-005: 0,5 mg, 2, R265,47
842109-013: 0,5 mg, 4, R530,95
Dosage: Admin.pref.with meals.
Lactat: inhibit: Admin.1 mg as a sngl.dos.dur.1st day post-partum.

Suppress est.lactat: 0,25 mg 12 hrly x2 days, max. sngl.dos.0,25 mg due to reduc.tolerabil.

Hyperprolactinaemia: Init.0,5 mg as 1 or 2 dos. wkly.incr.by 0,5 mg at mnth.interv.until optim. therapeut.respons.achiev. Therapeut.dos: 1 mg/ wk. rang.from 0,25-2 mg/wk.max.4,5 mg/wk.in div.dos.

Contraindications: Pregn.& breast feed., pre-eclamp.or post-partum hypertens., safety & effic. in ren./hepat.dis.or pts less than 16 yrs not est., concom.meds.which have dopam.antagon.activ.

Side effects: Pleur.effus./pulm.fibros., valvulopathy with longt.use, decr.BP, vasoconstrict. eff, CNS eff., headache, trans. haemianops., palpitat., epistax., GI disturbs., dizzin., vertigo, syncope, hot flush., asthen., paraesthes., breast pain., faint., vasosp., leg cramp., depress.

Warnings and special precautions: Eval.pituit. funct. bef.init.treatm., hist./curr.signs &/sympt.of resp./ card.disords.link.to fibrot.tiss, concom.ergot. alkal. not recomm., concom.use with agents which have dopamine antagon.activ., excl.pregn.bef.init. treatm. & prev.for at least mnth.aft., monit.ser. prolact. levels mnthly., liv.dis., elderly with hyperprolactinaem. disords., CV dis., Raynaud’s syndr., ren.insuf., pept.ulc., psych.disords./GI bleed. hist., monit.B/P, concom.BP low.agents, mnthly. pregn.tests dur.treatm.& 3 days aft.delay. menstruat., monit.pituit.size aft.confirm.pregn.dur. treatm. 

Drug interactions: Prolact.low.eff.poss.reduc.by agents which have dopamine antagon.activ., macrolide antibiot.incr.bioavailabil.

See also MDR page 636.
 XE "Duodart" DUODART, (Aspen Pharmacare) GSK 
Dutasteride 0,5 mg, tamsulosin HCl 0,4 mg

Indications: Mod.to sev.benign prostat. hyperplas. sympt.treatm.

(S4) CAPS, 44/21.12/0850

723166-001: 30, R489,57
Dosage: Swall. whole & not chew./open. Contact with contents of caps.poss.result.in oropharyng. mucosa irrit.

Adult males incl.elderly: 1 cap.once dly. approx.30 mins.aft.same meal every day. 

Contraindications: Other 5α-reduct.inhibit. hypersens., women & childr., orthostat.hypotens. hist., sev.hepat.impairm.

Side effects: Impot., alter.libido, ejaculat./ breast/ psych./card./disords., dizzin., allerg. reacts., loc.oed., angioed., skin reacts.incl. Stev. Johns. syndr./erythema multiforme/exfoll. dermatit., alopec., hypertrichos., testic.pain/ swell., syncope, palpitat., rhinit., GI disturbs., priapism, asthen., intra-operative floppy iris syndr., blurr.vis., vis.impairm., dyspn., epistax., breast Ca, vertigo, poss.irrevers.reduc.sperm count/motil.

Warnings and special precautions: As absorpt. through skin wash affect.area immed., not recomm. with strong CYP3A4/strong or mod. CYP2D6 inhib./combin.of both/in pts.known to be poor CYP2D6 metabolis., hepat.impairm.eff.not stud. but caut.advis.in liv.dis., incr.CF developm. risk in pts.with other CF risk fact., rect.exam./ other prost.Ca eval.bef.init.ther.& per.thereaft., new PSA baseline.est.bef.init.ther.& aft.6 mnths. /monit. reg.thereaft., any confirm.incr.from low PSA lev.when on ther.poss.signals.pres.of prostat. Ca/ther.non compliance, tot.ser.PSA lev. return to baseline with.6 mnths.aft.ther.discont., monit. breast tiss.chang., orthostat.hypotens. risk/ syncope esp.init., concom.PDE5 inhib., IFIS with incr.complic.risk dur./aft.cataract surg., not for use with other alpha-1 adrenerg.blocks., concom. cimetidine/ warfar., condom use advis., ren. impairm. eff.on pharmacokin.not stud.

Drug interactions: Incr.expos.with strong CYP3A4/ CYP2D6 inhib., decr.clear./incr.AUC with cimetidine, poss.incr.bld conc.in pres.of CYP3A4 inhibits., decr.clear.with verapamil/ diltiazem, incr. hypotens.effs.with meds.reduc.BP incl. anaesthet. agents/ PDE5 inhibits./other alpha-1 adrenerg. blocks., incr.AUC & Cmax with ketoconazole/ paroxetine.
See also MDR page 317.
 XE "Equisin" EQUISIN, Equity [N/P/S]
Exemestane

Indications: Advanc.oestrog.recept.posit. breast Ca in natural/induc.postmenopaus.status where dis. progress.follow.anti-oestrog.ther., adjuv. treatm. of oestrog.recept.posit.invas.early breast Ca dis. free postmenopaus.women follow.at least 2 yrs. of init.adjuv.tamoxifen ther.

(S4) TABS, 45/21.12/0908

720023-001: 25 mg, 30, R1 049,32
Dosage: Adults & elderly: 25 mg dly.pref.aft.a meal. In advanc.breast Ca cont.until tumour progress. evid. In early breast Ca contin.treatm. unt.5 yrs.of adjuv.hormon.ther.complet./until tumour relapse occurs.

Contraindications: Pre-menopaus.women, pregn. & lactat.
Side effects: Freq: Anorex., insomn., depress., anx., confus., headache, dizzin., carpal tunnel syndr., hot flush., hypertens., lymphoedema, N&V abdom.pain, constipat., dyspeps., diarrh., incr. sweat., skin rash, alopec., itch., paraesthes., joint & musculoskelet. pain incl.arthralg., fatig., pain, periph.oed. Less freq: Somnol., osteoporos., fract., pain in limbs, osteoarthrit., back pain, myalg., joint stiffn., asthen., thrombocytopen., leucopen., lymphocytopen. Freq.unknown: Infect., URTI, UTI, flu-like sympt., dyspn., bronchit., chest pain, sinusit., pharyngit., rhinit., hepatit., cholest. jaund. Investigat: Elev.liv.enzym.,
Warnings and special precautions: Concom. agents that are substrat.for CYP3A4/narr.therap. index., concom.oestrog.contain.meds.would negate pharmacolog.act., not recomm.in childr., confirm post menopaus.status by LH/FSH & oestrad. lev., as bone min.density reduct.poss.with longt.use assess bone min.density init.& reg.dur. ther., osteoporos.prophylax.treatm.init.as appropr. & monit., cont.mannitol hav.poss.laxat.eff.
Interactions: Reduc.plasma conc./effic.with CYP izoenzym.induc. e.g.rifampicin/phenytoin/ carbamazepine/ St John’s Wort.

 XE "Eranfu 250" ERANFU 250, Dr Reddy’s [N/P/S]

Fulvestrant

Indications: Oestrog.recept.posit.loc.advanc. /metastat. breast Ca in postmenopaus.women not prev. treat.with endocr.ther.or with dis.relapse on or aft.adjuv.anti-oestrog.ther./dis.progress.on anti-oestrog.ther.

(S4) INJ, 51/21.12/0740.

3003514-001: 250 mg/5 ml; 5x2 ml prefill. syr; R7 059,86
Dosage: Long-act.formula. Do not mix.with other meds.

Adult females incl.elderly: 500 mg slow IMI as two 5 ml inj.at 1 mnth interv.with addit.500 mg dos.2 wks.aft.init.dos.

Contraindications: Sev.hepat.impairm., pregn., lactat., hypersens.

Side effects: Freq: UTI., reduc.platel. count, angioed., urticar., anorex., headache, hot flushes, thromboembol., N&V, diarrh., elev. liv.enzym., elev.bilirub., rash, joint/ musculoskelet./ back pain, vag.haemmorrh., asthen., sciatica, neuralg., neuropath.pain, periph. neuropathy, inj.site reacts. Less freq: Anaphylact.reacts., hepat.fail. & hepatit., elev. gamma-GT, vag.monilias., leukorrh., inj.site haemorrh./ haematoma, neuralg.

Special warnings and precautions: Mild to mod. hepat.impairm., creatin.clear.<30 ml/min., bleed. diatheses/thrombocytopen.& anticoag. ther.due to route of admin., underly.sciat.nerve proximity when admin.IMI, pts.at risk of thromboembol.events, poss.risk of osteoporos., reproduct.toxic.in animals & found in rats’ milk at signif.high.lev., poss.allerg.reacts.from benzyl alcoh.content, not recomm.in childr./adolesc.as safety & effic.not est. safety & effic not est in pts.with critic.viscer.dis., effect. contracept. dur & for 2 yrs.after treatm., contains ethanol, 

Interactions: Falsely incr.oestradiol lev.from interfer. with antibody-bas.oestrad.assays.
 XE "Faslodex" FASLODEX, AstraZeneca [N/P/S]

Fulvestrant

Indications: Oestrog.recept. posit.loc.advanc. /metastat. breast Ca in postmenopaus. women not prev. treat.with endocr.ther.or with dis. relapse on or aft.adjuv.anti-oestrog.ther./dis.progress.on anti-oestrog.ther.

(S4) INJ, A38/21.12/0656.

707442-002: 250 mg/5 ml, 2xpre-fill.syr., R8 034,35
Dosage: Long-act.formula. Do not mix.with other meds.

Adult females incl.elderly: 500 mg slow IMI as two 5 ml inj.(1 in each buttock) at 1 mnth interv.with addit.500 mg dos.2 wks.aft. init.dos. Caut.if inj.at dorsogluteal site due to proxim.of underlyi.sciatic nerve.

Contraindications: Sev.hepat. impairm., pregn., lactat.

Side effects: V.common: Inj.site reacts., sciatica, neuralg., neuropath.pain, periph. neuropathy, asthen., elev. liv.enzym., naus., angioed., urticar., arthralg., musculosk.pain/ back -, myalg., extremity pain, rash, hot flshes. Common: Headache, elev.bilirub., reduc.platel. count, vomit., diarrh., anorex., UTI. Uncommon: Elev. gamma-GT. Post market: Hepat. fail. & hepatit.

Special warnings and precautions: Mild to mod. hepat.impairm., creatin. clear.<30 ml/min., bleed. diatheses/thrombocytopen.& anticoag. ther.due to route of admin., underly.sciat.nerve proximity when admin.IMI, reproduct.toxic.in animals & found in rats’ milk at signif. high.lev.than in rat plasma, childbear.pts.to use eff. contracept.on treatm.& 2 yrs aft.last dose, S&E in childr./ adolesc. not est., contain. benzyl alcoh.which may cause allerg.reacts.

Interactions: Falsely incr.oestradiol lev.from interfer.with antibody-bas.oestrad.assays.
 XE "Fastelev" FASTELEV, (Cipla) Teva [N/P/S]
Fulvestrant

Indications: Oestrog.recept.posit.loc.advanc./ metastat. breast Ca in postmenopaus.women for dis relapse on or aft.adjuv.anti-oestrog. ther./dis. progress.on anti-oestrog.ther.
(S4) INJ, 52/21.12/0472. 50 mg/ml

3002375-001: 250 mg/5 ml, 2x5 ml pre-fill.syr., R7 129,51
Dosage: Do not mix.with other meds.

Adult females incl.elderly: Recomm.dos: 500 mg by slow IMI as two 5 ml inj.at 1 mnth interv. with addit.500 mg dos.2wks.aft.init.dos.
Contraindications: Sev.hepat.impairm., pregn., lactat.
Side effects: Freq: UTI, pharyngit., hypersens. reacts., angioed., urticar., anorex., headache, ven. thromboembol., hot flushes., N&V, diarrh., incr. hepat.enzym., elev.bilirub., rash, back pain, joint & musculoskelet.pain, asthen., inj.site reacts, sciatica, periph.neuropathy. Less freq: Reduc. platel. count, anaphylact.reacts., hepat.fail.& hepatit., elev.gamma-GT, vag.monilias., leukorrh., vag.haemorrh., inj.site haemorrh./haematoma, neuralg.

Warnings and special precautions: Safety & effectiven.in childr./adolesc.not est., mild to mod. hepat.impairm., creatin.clear.<30 ml/min., bleed. diatheses/thrombocytopen.& anticoags.ther.due to route of admin., consid.poss.thromboembol.events in at risk pts., underly.sciat.nerve proximity when admin.IMI, potent osteoporos.due to mechan.of act., safety & effic.of PN not est.in crit.viscer.dis., consid.ethanol content of upto 1 000 mg/dos.in at risk pts., effect.contracept.in pts.of child bear. potent. advis., reproduct.toxic.in anim.incl.incr. incid. of foet.abnormalit.& deaths, excret.in rats’ milk, caut.when driv./perform.complicat.tasks.

Interactions: Falsely incr.oestradiol lev.from interfer.with antibody-bas.oestrad.assays.
 XE "Femara" FEMARA, Novartis

Letrozole.

Indications:Adjuvant treatm.of postmenopaus. women with hormone recept.posit.early breast Ca, extend.adjuvant treatm.of early breast Ca in post menopaus.women who have rec.prior std. adjuvant tamoxifen ther., first line treatm.in postmenpaus. women with hormone depend.advanc.breast Ca, advanc.breast Ca in women with natural/artific. induc.postmenopaus.status prev.treat.with anti-oestrog., neo-adjuv.treatm.of post-menopaus.women with horm.recept.posit. HER-2 neg.breat Ca where chemo.not suit.& immed.surg.not inidcat.

(S4) TABS. 31/21.12/0378.

831468-009: 2,5 mg, 30, R1 229,48
Dosage: 2,5 mg once dly. Contin.x5 yrs./until tumour relapse occurs whichever comes 1st. Contin until tumour progress.is evident in metast.dis.pts.

Contraindications: Premenopaus.endocrine status, pregn., lactat., sev.hepat./ ren.funct.impairm., hypersens.

Side effects: Hot flush., naus., fatig., alopec., arthralg./arthrit., osteoporos., UTI, tumour pain, leucopen., anorex., incr.appetite., hypercholesterolaem., gen./periph.oed., depress., anx., CNS.effs., headache, dizzin., dysaesthes., taste disturbs., CVA, cataract, eye irrit., blurr.vis., vasc./ card. disords.incl.CF, dyspn., GI disturbs., stomatit., incr. hepat.enzym, incr.sweat., skin reacts., myalg., bone pain/-fract., incr.urin.freq., vag.bleed./ discharge/ dryn, breast pain, pyrex., mucos.dryn., thirst, weight changes, asthen., malaise.

Warnings and special precautions: Concom. admin.of drugs whose disposit.mainly depend.on these isoenzymes & with narrow therapeut.index, imp.ren.funct., no exper.in combinat.with other anti-cancer agents.

 XE "Fincar 5" FINCAR 5, Cipla Medpro [P/S]
Finasteride.
Indications: Benign prostat.hyperplas.(BPH).

(S4) TABS. 41/21.12/0422

709473-001: 5 mg, 30, R341,40
Dosage: 5 mg dly. 6-12 mnth.ther.poss.necess.to access respons.
Contraindications: Pregn./poss.pregn., use in women/childr., safety dur.breast feed.not est.

Side effects: Impot., decr.libido, ejaculat.disords., breast enlargem/tendern., testic.pain, rash, hypersens. reacts.incl.fac.& lip swell., S-PSA values decr.in treat.pts.

Special precautions: Poss.abnormalitit.to ext. genital.of male foetus, expos.to crush/brok.tabs.by pregn./poss.pregn.women, pres.in semen theref. male pts.to use condoms/avoid fem.partn.at risk of becom.pregn., monit.for obstruct.uropathy, prostate Ca screen prior to init.& dur.ther., eval.pts with sustain. incr.in S-PSA lev.careful.
 XE "Finpecia" FINPECIA, Cipla-Medpro [P/S]
Finasteride.
Indications: Temp.delays further hair loss & incr.hair dens.in the vertex & anterior mid scalp area in men betw.18 & 41 yrs.with early signs of androgenet.alopec.

(S4) TABS, 41/21.12/0221

709848-001: 1 mg, 30, R187,37
Dosage: 1 mg dly. Use for 3 mnths.or more necess. bef./incr.hair growth &/prev.of further hair loss observ. Contin.use recomm.for max benef.

Contraindications: Pregn./poss.pregn., lactat., women/childr., safety & effic.in elderly not est.

Side effects: S-PSA lev.decr., impot., decr.libido, decr. ejaculat.vol., ejaculat.disord., breast tendern. / enlargem., testicul.pain, rash, hypersens.reacts. incl.fac./lip swell.

Special precautions: Pregn./potent. pregn. women not to handle brok./crush.tabs.due to risk to male foetus, pres.in semen theref.use condom/ avoid expos.to fem.sex.partn.at risk of pregn., abnorm. to ext.genitil.of male foetus when admin. dur.pregn., effs.revers.within 12 mnths.of withdr., 50 % decr.of S-PSA in old.men with BPH.
 XE "Firmagon" FIRMAGON, Ferring [P/S] 
Degarelix

Indications:.Treatm.of pts.with prostat.Ca.in whom androg.deprivat.warrant.

(S4) PWD.FOR SOL.FOR INJ 43/21.12/0918; 0920
719141-001: 80 mg, 1 vial + pre-fill.syr.solv., R2 796,78
719136-001: 120 mg, 2 vials + pre-fill.syr.solv., R3 555,74
Dosage: For SC admin only. Admin.in abdom.reg. Vary inj.site periodic. Ref.to prod.lit.for usage instructs.

Adult males: Start.dos: 240 mg admin.as 2xSC. injects. of 120 mg each. Maint.dos: 80 mg mnthly. First maint.dos.should be giv.1 mnth.aft.start.dos.

Contraindications: Women/paed.pts., pregn, QTc durat.>450 msec (eg.congenit. QT prolongat.), concomit.meds.known to prolong QT time (eg. Class I (eg. procainamide, quinidine) or Class III (eg. amiodarone, sotalol) antidysrhythm.meds.), hist./ risk factors for torsades de pointes, safety &effic.not est.in sev.ren./hepat.impairm., IV admin.

Side effects: V.Common: Hot flush., inj.site reacts. incl. pain/erythem./swell./indurat.nodule

Common: Anaem., insomn., dizzin., headache, N&V, diarrh., incr.liv.transaminas., musculoskelet. pain/discomf., hyperhidros.(incl.night sweats), erect. dysfunct., testicul.atroph./pain, gynaecomast., chills, pyrex., asthen., fatig., influenza-like illn., incr.weight. Uncommon: Hypersens., arthralg., rash., decr.libid., depress., ment. impairn., blurr.vis., dysrhythm, QT prolongat., hypoaesthes., hypertens., vasovag. react., dry mouth, abdom. pain, constipat., osteoporos., decr. bone min.dens., urticar., skin hyperpigmentat., alopec., prurit., erythem., pollakiur., micturit.urg., dysur., noctur., ren.impairm., incontin., teticul./breast/ pelvic pain, genit.irrit., ejaculat.fail., periph. oed., hyperglycaem., diabet.mellit., incr. cholest., decr.weight, chang.in bld.Ca, decr. appet. 

Special warnings and precautions: Chang.in bone min.densit., anti-degarelix antibod.develop., monit.therapeut. eff.by clinic.paramet.& PSA ser. lev., do not mix with other.medic.prods., wear glov. dur.prep. & admin., no inj.should be giv.in areas where pt.will be expos.to press.eg.around belt/waistband/close to ribs.
See also MDR page 282.
 XE "Frexivo" FREXIVO, AstraZeneca [N/P/S]
Fulvestrant

Indications: Oestrog.recept.posit.loc. advanc./ metastat. breast CA in postmenopaus.women not prev. treat.with endocr.ther.or with dis.relapse on or aft.adjuv.anti-oestrog.ther./ dis.progress.on anti-oestrog.ther.

(S4) INJ, 65/21.12/0606

3004998-001: 250 mg/5 ml, 2xpre-fill.syr., R7 127,70
Dosage: Long-act.formula. Do not mix.with other meds. Adult females incl.elderly: 500 mg slow IMI as two 5 ml inj.at 1 mnth interv.with addit.500 mg dos.2 wks.aft.init.dos.

Contraindications: Sev.hepat.impairm., pregn., lactat.

Side effects: V.common: Inj.site react., asthen., elev.liv.enzym. (ALT, AST, ALP), naus., hypersens.react.incl.angioed., urticar., joint & musculoskelet.pain, rash, hot flushes.Common: Headache, elev. bilirub., reduc.platel.count, vomit., diarrh., anorex., UTI. Uncommon: Elev.gamma-GT.
Special warnings and precautions: Mild to mod. hepat.impairm., CrCl<30 ml/min., bleed. diatheses/ thrombocytopen.& anticoag.ther.due to route of admin., underly.sciat.nerve proximity when admin.IMI, poss.risk of osteoporos., contains alcohol, reproduct.toxic.in animals & found in rats’ milk at signif.high.lev.than in rat plasma, S&E in childr./ adolesc. not est., pts.of childbear. pot.to use eff.contracep. dur.treatm.& 2 yrs after final dos.

Interactions: Falsely incr.oestradiol lev.from interfer.with antibody-bas.oestrad.assays.

 XE "Fulvedex" FULVEDEX, (Eurolab) Kahma Biotech [N/P/S]
Fulvestrant

Indications:Oestrog.recept.posit.loc.advanc./ metastat. breast CA in postmenopaus.women not prev.treat.with endocr.ther.or for dis relapse on or aft.adjuv.anti-oestrog. ther./dis. progress.on anti-oestrog.ther.

(S4) INJ, 55/21.12/0531 50 mg/ml

3006714-001: 250 mg/5 ml, 2x5 ml pre-fill.syr., R7 058,71
Dosage: Adult females incl.elderly: Recomm. dos: 500 mg by slow IMI as two 5 ml inj.at 1 mnth interv. with addit.500 mg dos.2wks.aft.init.dos.

Contraindications: Sev.hepat.impairm., pregn., breast feed.

Side effects: Freq: UTI, reduc.platel.count, hypersens. reacts., angioed.& urticar., anorex., headache, ven. thromboembol., hot flushes., N&V, diarrh., elev.ALT/AST & bilirub., rash, back pain, joint & musculoskelet.pain, vag.haemorrh., periph. neuropathy, sciatica, inj.site reacts, asthen. Less freq: Anaphylact.reacts., hepat.fail.& hepatit., elev.gamma-GT, vag.monilias., leukorrh., inj.site haemorrh./haematoma, neuralg.

Special warnings and precautions: Safety & effic.in childr./adolesc.not est., mild to mod. hepat. impairm., creatin.clear.<30 ml/min., bleed. diatheses/ thrombocytopen.& concom.anticoag. ther. due to route of admin., underly.sciat.nerve proximity when admin.IMI, consid.poss. thromboembol. events in at risk pts., potent osteoporos. due to mechan.of act., poss.ser. hypersens.reacts., falsely incr.oestradiol lev.from interfer.with antibody-bas.oestrad.assays., consid. ethanol content of 500 mg/inj.in at risk pts., poss. benzyl alcoh.trigg.allerg.reacts., effect.contracept. x2 yrs.aft.last dos.in pts.of child bear.potent, reproduct. toxic.in anim., excret.in rats’milk, caut. when driv./perform.complicat.tasks.

 XE "Fulvestrant Mylan" FULVESTRANT MYLAN, (Eurolab) Mylan [N/P/S]
Fulvestrant

Indications: Oestrog.recept.posit.loc. advanc./ metastat.breast Ca in postmenopaus.women not prev.treat.with endocr.therap.or dis relapse on/aft.adjuv.anti-oestrog.ther./ dis.progress.with anti-oestrog.ther.

(S4) INJ, 50/21.12/1066

3003571-001: 250 mg/5 ml, 2x5 ml pre-fill.syr., R7 059,86
Dosage: 

Adult females incl.elderly: Recomm.dos: 500 mg by slow IMI as 2x5 ml inj.(1 per buttock)at 1 mnth interv. with addit. 500 mg dos.2wks.aft.init.dos.

Contraindications: Sev.hepat.impairm., pregn., breastfeed.

Side effects: Freq: Reduc.platel.count, hot flush., ven.thromboemb., headache, asthen., injec.site.reacts., peripher. neuropath., sciatica, diarrh., N&V, elevat.hepat.enzym.& bilirub., hypersens., UTI, anorex., back-/ joint-& musculoskelet.pain, vag.haemorr.,rash.Less freq: Injec.site haemorrh./-haematoma, neuralg., elevat.gamma-GT, hepat.fail., hepatit., anaphylac.reacts, vag.monilias., leukorrh.
Special warnings and precautions: Mild to mod. hepat.impairm, severe ren. impairm., bleeding, diathes./ thrombocytopen./on anticoagul.due to admin.route., thromboembol.events in advan.breast Ca., poten.osteoporos., underly.sciat.nerve proximity, safety not studied in crit.visc.dis., contains benzyl alc., S&E not est.in childr.& adolesc.,use eff contracept.
Interactions: Falsely incr.oestradiol lev.from interfer.with antibody-bas.oestrad.assays.
 XE "Gonapeptyl Daily" GONAPEPTYL DAILY, Ferring [PWR]
Triptorelin acetat.

Indications: Down-regul.& prev.of premat. LH surges in women undergo.controll.ovarian hyperstim.for assist.reprod. technolog.

(S4) SOL.FOR INJ, 46/21.10/0169
3002856-001: 100 µg/1 mL, 7x prefill.syr. R1 404,38
Dosage: Vary inj.site. For SC inj. Recomm.dos: 100 µg/1 mL admin.SC into low. abdom.wall 1xdly.init.under phys.exper.in infert. treatm., first admin. under 30 min. med. supervis.for allerg./ pseudo-allerg. react.risk., subseq.inj. may be self-admin.post proper self-inj.techn. train. & hypersens.react.awaren. 

Start: Early follicul.phase (day 2-3 of menstr. cycle)/ mid-luteal phase (day 21-23 or 5-7 days bef.expect.menses)., start controlled ovar. hyperstimul. with gonadotropins aft. 2-4 wks of treatm., monit.ovarian resp.clinical. (ovar. ultras. &/or oestradiol lev.) & adjust gonadotropins dos. according.

Stop: Upon suitable follic. number & size stop GONAPEPTYL DAILY and gonadotropin & admin. single hCG inj. to induce final follic. maturat, if down-regul. not confirm.aft.4 wks.consid.discont. Usual. treatm. durat: 4-7 weeks. Provide luteal supp. as per reprod. med. centr. practice.

Contraindications: GnRH/ GnRH analogues, pregn. & lact., women of childbear. pot. must excl. pregn. prior to treatm.

Side effects: Common: Abort., ovar. hyperstimulat.syndr.(OHSS), dysmenorrh., inj. site inflamm. Uncomm.: URTI, pharyngit., dizzin., hot flush., abdom.pain., N&V, back/ pelvic pain, ovar.cyst, inject.site pain/-react., fatig. Unknown freq: Allerg.react., hypersens., inneffect., headache, vagin.haemorrh., leucorrh., abdom.distens., diarrh.,adnexa uteri pain, dyspn.,rhinit., malaise, ectop.preg., paraesthes., pulmon.oed., genit.pain, bundle branch block, hyperemesis gravidar., cerebell. syndr., thrombocytopen. 

Special warnings and precautions: Incr.risk of multi. pregn./ pregn. loss/ ectop. pregn./ congen. malform., incr.risk of OHSS/ovar.cysts & caref. monitor. req., withhold hCG & avoid coitus/ use barrier meth. for min. 4 days if OHSS develops., monit. post-hCG for at least 2 wks., discont. gonadotropin. in sev. OHSS & hospital.pt., risk of OHSS incr. when used in comb. with gonadotropins in comparis. to gonadotropin-only use., ovar.cysts poss. in init. phase & usually asymptomat., long-term use may reduc.BMD & risk in osteopenia, may unmask prev. unkn. gonadotroph cell pituit. adenoma., caut.advis.when co-admin.with meds affect.pituit.secret.& monit.pt. hormon. status, monitor if hist. of depress., not advis.in sev. allerg.condits.

Interactions: Not investigat.for this indication
 XE "Kessar" KESSAR, Pfizer 
Tamoxifen citr.equiv.to tamoxifen.
Indications: Palliat.treatm.for cert.adv.breast tumours, adjuv.therapy in delay.recurr.follow. total/segment.mastect.& axill.dissect.& breast irradiat.in women with axill.node-negat.breast Ca

(S4) TABS. S/21.12/359.

735175-004: 20 mg, 30, R170,66
Dosage: Init.dos: 20-40 mg/day in 2 div.dos.or as sngl.dly.dos. Advanc.dis: contin.treatm.unt. dis. progress. Adjuvant ther.usual.min.2yrs., no therapeut. advantage gain.if prolong.past 5 yrs.

Contra-indications: Pregn., lactat.

Side-effects: Hot flush., vag.bleed./disch., prurit. vulvae, GI intol., lightheadedn., fluid retent., weight gain, rash., bld.dyscras, tumour pain in pts. with bone metastases combin.with hypercalcaem, menstr.irregularit., cyst.ovar.swell., headache, depress., confus., musculo-skelet.pain, alopec., dry skin, vis.disturbs., sev.liv.abnormalit.

Special precautions: Reg.serum Ca estimat., women with funct.ovaries, thromboembol. disords., incr.incid.of endometr.chang.report, pregn., compl.gynaecolog.exam.bef.& rep.dur. treatm., discont.& take appropr.meas.if hypercalcaem. occurs, vary oestrog.effs.on Pap. smear in post-menopaus.pts.

Drug interactions: Incr.anti-coag.eff.with coumar.-like anticoags., meds.decr.ren.Ca excret. incr.hypercalcaem.risk, aminoglutethimides reduc. serum lev., bromocriptine incr.serum lev.

See also MDR page 660.
 XE "Laradex" LARADEX, Eurolab

Letrozole

Indications: First line treatm.in postmenpaus. women with advanc.breast Ca, hormone depend advanc.breast Ca in women with natural/ artific. induc. postmenopaus.status prev.treat.with anti-oestrog., pre-op ther.in postmenopaus.women with localis.oestrog.recept.positive breast Ca allow. subseq.breast-conserv.surg.in women not origin.consid.for this type of surg.

(S4) TABS. 42/21.12/0324.

715718-001: 2,5 mg, 30, R534,47
Dosage: Adults incl.elderly: 2,5 mg once dly. Contin.until tumour progress.is evident

Contraindications: Premenopaus.endocrine status, safety in pregn.& lactat.not est., sev. hepat.funct.impairm.(Child Pugh C), creatine clear.<10 ml/min., childr.

Side effects: UTI, tumour pain in metastat./ neoadjuv. setting, leucopen., angioed., anaphylact. react., anorex., incr.appet., rais.ser.cholester., oed., depress., anx., nervousn., irritabil., headache, dizzin., CNS.effs.incl.dysaesthes./paraesthes./ hypoaesthes., taste pervers., CVA, cataract, eye irrit., blurr.vis., palpitat., tachycard., thrombophlebit., hypertens., ischaem.card.events, pulm. embol., arter.thrombos., cerebrovasc.infarct., dyspn., cough, GI disturbs., stomatit., dry mouth, incr. hepat.enzym., hepatit., alopec., incr.sweat., skin reacts.incl.tox.epiderm.necrolys., erythema multiforme, arthralg., myalg., bone pain, osteoporos., bone fract., arthrit., incr.urin.freq., vag. bleed./-discharge/-dryn, breast pain, hot flush., fatig.incl.aesthen., periph.oed., pyrex., mucos. dryn., thirst, weight incr./loss.

Drug interactions: No exper.in combinat.with other anti-cancer agents.

 XE "Mediprist" MEDIPRIST, AI Pharm Ltd [P/S] 
Mifepristone

Indications: Medic.terminat.of intrauter.pregn.of up to 63 days aft.1st day of last menstrual period/ ultrasound scan in combinat.with prostaglandin E1 analog., soften.& dilat.of cervix prior to surg.pregn. terminat, terminat.of pregn.of betw.13-20 wks.in combinat.with prostaglandin analogue, expuls.of in utero foet.death where prostagland./oxytocin cannot be used. Do not admin.if in doubt of pregn. age/existence & perform.ultrasound/meas.HCG

(S4) TABS, 47/21.12/0034

3004173-001: 200 mg, 1, R509,67
Dosage: Medic.terminat.of intrauter pregn.up to 63 days aft.last menstrual period: 200 mg per mouth as sngl.dos. Unless abort.has already been compl.follow.up 36-48 hrs.later with a prostagland.analogue 

Soft. & dilat.of cervix prior to surg.termin. dur.1st trimmest: 200 mg per mouth 36-48 hrs. prior to surg.terminat. Surg.to be perform no later than 48 hrs.aft.admin.afterwhich bleed.& abort.risk incr.partic.in pregn.of <9 wks.

Terminat.in combinat.with prostagland. analogue: 600 mg per mouth as sngl.dos. follow. 36-48 hrs.later by a prostagland.analogue. Rep.prostagland.analogue as necess. If no abort.within 48 hrs.aft.1st prostagland.admin. follow.alternat.proced. D&C not necess.if compl.abort. has clearly occur.

Labour expuls.follow.foet.death: 600 mg per mouth as sngl.dos.x2 consec.days. Induc.labour if not start.within 72 hrs.of 1st admin. Dos.is independ. of body weight.
Contraindications: Chron.adren.fail., sev. asthma uncontr.by corticoster.ther., chron.obstruct. airways dis., inherit.porphyr., suspect.ectop.pregn., pregn.not confirm.by ultrasound/biologic.test, pregn. beyond 63 days of amenorrh., pregn.of 84 days of amenorrh.& beyond for cervix soft./dilat. prior to surg.terminat., CI to prostagland.analog. select., long-term corticoster.ther., haemorrhag. disords., anticoag. ther., unremov.IUD., where adeq.medic.facilit.not avail.for emerg.treatm.

Side effects: Freq: Infect.follow.abort., headache, dizzin., N&V, diarrh., gastr.discomf., abdom. pain, vag.bleed., uter.sp., prolong.post-abort. bleed., spott., sev.haemorrh., endometrit., breast tendern., heavy bleed., fatig., chill, fev., faint. Less freq: Tox.shock syndr., elev.alpha-feto prot., elev.carcinoembryogen.antigen, thrombot. thrombocytopen.purpura, thrombocytopen., induc. SLE, mania, epilep., neurogen.tinnit., ophthalmopleg., MI, Adam-Stokes syndr.induc., hot flush, superfic.thromphlebit., hypotens., bronchosp. induc.bronch.asthma, gastr.bleed., abnorm. LFT, hepat.fail., hepatoren.fail., skin rash, prurit., urticar.react., tox.epiderm.necrolys., limb spasm, ren.fail., hydatiform ole, ectop.pregn., amniot. band syndr., gestation.trophoblast.tumour, uteroplacent.apoplexy, haemorrhage.shock, salpingit., bilat.adnex.mass, intrauter.adhes., ovar. cyst rupt., breast abscess, haematosalpynx uter. rupt., anaphylax., periorbit.oed.
Warnings and special precautions: Pts.to be aware of poss.incompl.abort.& poss.surg. intervent., use only when adeq.emerg.medic.care is avail., pt.counsell., not recomm.in ren.-/ hepat. fail./malnutrit., follow -up visits mandat.to confirm complete expuls., pts.awaren.of follow-up combin. prostagland.admin.& poss.fail., in situ IUD to be remov.prior to admin., awaren.of prolong.vag. bleed., in the event of fail./interrupt.of meth.pregn. liable to contin.with malformat.risk.theref.pregn. terminat.by other method essent., haemostat. disords. with hypercoagulabil., anaem., poss.fatal toxic shock, rhesus determinat.reqd.to prev.rhesus alloimmunisat., avoid concept.dur.next menstrual cycle, dexamethas.admin.recomm.if ac.adren.fail. suspect., poss.decr.effic.of long-term.corticoster. ther.incl.inhal.corticoster.for asthmat.dur.3-4 days follow.admin., CV dis., chemoprophylax.in pres.of prosthet. heart valves/prev.infect.endocardit.epis., smokers over 35 yrs., uter.rupt.risk incr.in prev. caesar.sect./multiparous women, eval.effs.bef. driv./ perform complicat.tasks.

Interactions: Avoid concom.NSAID incl.aspir. until pregn.terminat.complete, incr.ser.lev.of CYP3A4 substrates

See also MDR page 77.
 XE "Mifegyne" MIFEGYNE, Medi Challenge [P/S]

Mifepristone

Indications: Medic.alternat.to surg.terminat.of intrauter.pregn.of up to 56 days in combinat.with prostaglandin analogue, soften.& dilat.of cervix. prior to surg.pregn.terminat, terminat.of pregn.of betw.13-20 wks.in combinat.with prostaglandin analogue, expuls.of in utero death foetus.

(S4) TABS, 34/21.12/0328

894622-005: 200 mg, 3, R2 160,85
Dosage: Medic.alternat.to surg.terminat.of intrauter.pregn: 600 mg per mouth as sngl.dos. Unless abort.has already been compl.follow.36-48 hrs.later with a prostagland.analogue (e.g misoprostol)

Soft. & dilat.of cervix prior to surg.terminat: 600 mg per mouth as sngl.dos.follow.36-48 hrs. later by a surg.terminat.

Terminat.in combinat.with prostagland. analogue: 600 mg per mouth as sngl.dos. follow. 36-48 hrs.later by a prostagland.analogue (e.g misoprostol). Rep.prostagland.analogue as necess. If no abort.within 48 hrs.aft.1st prostagland.admin. follow.alt.proced. D&C not necess.if compl.abort. has clearly occur.

Expuls.of dead foetus in utero: 600 mg per mouth as sngl.dos.x2 consec.days. Induc.labour if not start.within 72 hrs.of 1st admin. Dos.is independ. of body weight.
Contraindications: Chron.adren.fail., sev. asthma uncontr.by corticoster.ther., chron.obstruct. airways dis., suspect.ectop.pregn., long-term corticoster. ther., haemorrhag.disords., anticoag. ther., porphyr., unremov.IUD., ren./hepat.fail.

Side effects: Heavy bleed.of approx.12 days., uter. pain, uter./UT infect., hypotens., malaise, faintn. headache, N&V., skin rashes, diarrh., vag. sympts., hypertherm.

Special precautions: Use only when adeq. emerg. medic.care is avail., pt.counsell., follow-up visit mandat.to confirm complete expuls., in the event of fail./interrupt.of meth.pregn.liable to cont. with malformat.risk.theref.pregn.terminat.by other method essent., poss.uter.rupt.risk incr.in prev. caes. sect., CV dis., chemoprophylax.in pres.of prosthet. heart valves/prev.infect.endocardit.epis., smokers over 35 yrs., avoid concom.NSAID incl. aspir. until follow-up visit, surg.terminat.to be perform. within 48 hrs.of admin.otherwise haemorrh. risk incr.

 XE "Nubeqa" NUBEQA, Bayer [P/S]

Darolutamide

Indications: Non metastat.castrat.resist.prostate Ca (nmCRPC) in adult men at high risk of develop. metastat. dis.

(S4) TABS. 55/21.12/0321
3004789-001, 300 mg, 112, R30 060,00 
Dosage: 600 mg 2xdly. Contin.medic.castrat.with a LHRH analog. dur.treatm. of pts. not surgic. castrat.

Withhold/reduc. to 300 mg 2xdly.if pt.exper. ≥ grade 3 tox./ intol.adverse react.until sympts. improve. & resume treat.at 600 mg 2xdly.
Dos.reduct. <300 mg 2xdly not recomm..

Contraindications: Hypersens., women poss.becom.pregn.
Side effects: V.common: Fatig./asthen.condits., decr.neutrophil count., incr.bilirub./AST. Common: Ischaem.heart dis., heart fail, rash, extremity pain, musculoskelet.pain, fracts.

Special precautions: Sev.ren.impairm., mod.to sev. hepat.impairm., safety in recent.clin.signif. CV dis.not est., concom strong CYP3A4 and Pgp induc., monit.pt.for adverse reacts.of concom. BCRP, OATP1B1 and OATP1B3.substrat., concom. rosuvastatin., hist.of risk facts.for QT prolongat./ concom.meds.prolong.QT interv., lact.intol., effect. contracept.in female sex.partner.of child bear. potent. advis.dur. & for 1 wk.aft.treatm. complet., may caus.foetal harm., use of condom advis.dur.& for 1 wk.aft.treatm. in pregn.

Interactions: Decr.plasma conc.with CYP3A4 and Pgp induc., incr.expos.with concom.CYP3A4/Pgp/ UGT1A9 inhibit., AUC & Cmax of rosuvastatin incr., BCRP, OATP1B1 and OATP1B3.substrat.plasma conc. incr., AUC & Cmax of midazolam decr., concom. meds. prolong.QT interv

 XE "Propecia" PROPECIA, Organon [P/S]
Finasteride.
Indications: Temp.delays further hair loss & incr.hair dens.in the vertex & anterior mid scalp area in men betw.18 & 41 yrs.with early signs of androgenet.alopec.

(S4) TABS. 32/21.12/0303.

852570-007: 1 mg, 28, R397,18
Dosage: 1 mg dly.with/without food. Use for 3 mnths.or more necess.bef.incr.hair growth &/prev.of further hair loss observ. Contin.use recomm.for max benef.

Contraindications: Pregn./poss.pregn., lactat., women/childr., safety & effic.in elderly not est.

Side effects: Uncommon: Erect.dysfunct., decr. ejaculat.vol., decr.libido, Post market: Rash, hypersens. reacts.incl.prurit., urticar.& swell.of lips & face, depress., contin.decr.libido& sex.dysfunct., breast tendern./ enlargem., testicul.pain, haematosperm., male infertility/poor semin.quality which improv.aft.discont.

Warnings and special precautions: Male pts. to report any changes in breast tiss./-lumps/ gynaecomast/nipple discharge, male breast Ca hist., male infertility &/poor semin.quality report., not effect.in postmenopaus.women with androgenet. alopec., withdr.of treatm.leads to reversib.of eff.with.12 mnths., 50 % decr.ser. prostate specif.antigen in old.men with BPH, pregn./ potent.pregn.women not to handle brok./ crush.tabs.due to risk to male foetus, lact.intol.
 XE "Protyga" PROTYGA, Forrester [P/S]

Abiraterone acetate

Indications: In combinat.with low dos. corticoster. (prednisone/ prednisolone) in adult men for treatm of high-risk metastat.hormon. treatm. naive prostate Ca/newly diagnos.high-risk metastat. hormon,sensit.prostate Ca in combinat. with androg.deprivat.ther./surg.castrat., asymptomat./ mild. symptomat. metastat.castrat. resist.prostate Ca with bone metastas.aft.androg. deprivat.ther.fail.where chemother not yet clinic. indicat., metastat.advanc.prostate Ca who have prev.recd. chemother. cont.docetaxel

(S4) TABS. 52/21.12/0340

3002487-001: 250 mg; 120; R16 560,00
Dosage: Admin.at least 2 hrs.aft./1 hr bef.eat. No food to be eat.for at least 1 hr aft.admin. Swall.whole with water.

Recomm: 1 g (4x250 mg tabs) as sngl.dly.dos. Cont.ther.until radiograph., clinic. & PSA progress. Miss.dos: resume treatm.follow.day with usual dly.dos.

Concom.prednisone/prednisolone: For metastat. hormon.naive prostate Ca or hormon, sensit. prostate Ca: 5 mg prednisone/ prednisolone once dly. For metastat.castrat. resist.prostate Ca: 10 mg prednisone/ prednisolone once dly.

Contraindications: Pregn./potent.pregn., lactat., mod.to sev.hepat.impairm., use in women, concom. rifampicin, with prednisone/prednisolone in combinate.with Ra-223.

Side effects: Freq: UTI, sepsis, hypokalaem., hypertriglyceridaem., card.fail.incl.CHF/L ventric. dysfunct/decr.L ventric.eject.fract., ang.pect., atrial fibrillat., tachycard., hypertens., diarrh., dyspeps., hepatotox., abnorm.hepat.funct.incl. incr.aspartate aminotransferase/alanine aminotransferase & total bilirub., rash, fract., osteoporos., haematur., periph.oed. Less freq: Adren.insuffic., dysrhythm., allerg.alveolit., fulmin.hepatit., ac.hepat.fail., myopathy, rhabdomyolys., ren.fail.second.to rhabdomyolys. Freq.unknown: MI QT prolongat.,

Warnings and special precautions: Underly. med. condits.poss.comprom.by incr.BP/ hypokalaem. /fluid retent., monit.BP/ ser.K+/fluid retent.at least mnthly., CV dis.hist., safety in left ventr.eject.fract.<50% /NYHA Class III or IV HF not est., hypertens.contr./hypokalaem./fluid retent. correct. bef.init. ther., ser.transamin.lev./bilirub.to be meas.bef.init. treatm.& every 2 wks.for 1st 3 mnths.of treatm. and mnthly thereaft., monit.BP/ ser.K+ & fluid retent.mnthly., consid.obtain. assessm. of card.funct.bef.treat. pts.with sign.risk for CHF., withdr.ther.immed.if S&S suggest.of sev. hepatotox. devel.& LFT to be meas.immed., ther.to be interrupt.& liv.funct. monit.if LFT > 5x norm. limit/ bilirub.3x norm.limit, retreat only aft.LFT return to baseline aft.which reduc.dos.(500 mg once dly) may be giv.monit.ser.transaminas.& bilirub. 2 wkly.x3 mnths.& mnthly.thereaft., no re-challenge if sev.hepatoxic. occurs, no data on multiple dos.admin.in mod.or sev.hepat.impairm., discont.if hepatotox.occurs at reduc.dos., discont. perman.if sev.hepatotox.develops at anytime dur. ther., no data in act./symptomat.vir.hepatit., monit. for adrenocort.insuffic. if prednisolone/ prednisone withdr. & ther.contin., incr.corticoster.dos. poss. indic.bef./ dur./aft.stressf.situat.in case pts.on prednisone/ prednisolone are subj.to unusual stress, decr.bone density poss.incr.if combin.with a glucocortic, if ther.contin.aft. corticoster. withdraw. pts monit.for sympts.of mineralocortic. excess, low.respons.with prev.ketoconazole ther., incr. hyperglycaem.with glucocortic.use, safety & effic. with concom.cytotox.chemother.not est., concom. meds.assoc.with myopathy/ rhabdomyolys., lact.intol.,Na control.diet, avoid other strong CYP3A4 induc., concom. spironolactone not recomm., no data relat.to concom. eplenerone, pregn./potent.pregn.women incl. healthcare profess. to handle with gloves, condom use/other effect.contracept.reqd.if sex.activ.with pregn.woman/women of childbear. potent.until 1 wk.aft.last dos., reduc.fertility revers. in 4-16 wks.report. in male & female rats., bef. init.treatm.store semen of male pts. wish.to father childr., incr.system.expos.if giv.with food.

Interactions: Safety & effic.if admin.with food not est., strong CYP3A4 induc.decr.mean plasma AUC, concom.meds.activ./metab.by CYP2D6 esp. meds.with narr.therap.index.where dos.reduc. should be consid., monit.for toxic.signs relat.to concom.CYP2C8 substrates with narr.therapeut. index, as androg.deprivat.treatm.may prolong QT interv.theref.caut.with concom.meds.known to prolong QT interv/induc.torsade de pointes, spironolactone binds to the androg.recept.& may incr. prostate specif.antigen (PSA) lev.

 XE "Sandostatin" SANDOSTATIN, Novartis [P/S]

Octreotide.
Indications: In adeq.control.acromegaly, acromeg. pts.unwill./unfit for surg.or dur.interim per.unt.radiother.becom.full.effect., gastro-enteropancreatic endocrine tumours assoc.with carcinoid tumours & VIPomas., emerg.managem.to stop bleed.& to protect from re-bleed.due to gastro-oesophag. varices in cirrhot.pts.in assoc. with sclerother.

(S4) INJ. V/34/230, 31
762342-005: 0,05 mg/ml, 5x1 ml amps, R1 292,08
762350-008: 0,1 mg/ml, 5x1 ml amps, R2 380,08
Dosage: Sol.to reach room temp.bef.admin.to reduc. loc.discomf., avoid multiple inj.at short interv. to same site. Pref.to use physiologic.saline for dilut.purpos. Infus.not stable in TPN sol.
Acromegaly: Init. 0,05-0,1 mg SC 8-12 hrly. Adjustm.to be based on eff.on lev.of circulat.GH & IGF lev., clinic.sympts, tolerabil. Gen.optim. dly.dos.will be 0,3 mg. Do not exceed max.1,5 mg/ day.

Gastro-entero-pancreat.endocrine tumours: Init. 0,05 mg SC 1-2xdly, depend.on eff.on levels of circulat.tumour products on clinic.response & tolerabil. may be grad.incr.to 0,1-0,2 mg 3xdly. Und. except.circumst.high. dos.may be reqd. Adjust. maint.dos indiv. Discont.ther.in carcin. tumours if no benef.respons.with.1 wk at max.dos.

Bleed.gastro-oesophag.varices: 25 µg/hr by contin. IV infus.x5 days. Very limit.exper.with childr.

(S4) LAR INJ, 33/34/0239, 0240, 0241

Indications: Acromegaly when adeq.control.by SC treatm.with somatostat.analog.or where surg./ radiother.inappropr./ineffect./in interim period until radiother.becomes fully eff., carcinoid tumours with featur.of carcinoid syndr.in whom sympts.are adeq.control.by SC treatm., VIPomas.

704532-001: 10 mg, 1 vial & prefill.syr., R18 696,99
704534-001: 20 mg, 1 vial & prefill.syr., R18 939,97
708002-001: 30 mg, 1 vial & prefill.syr., R25 189,19
Dosage: Admin by deep intraglut.inj.alt.sites.

Acromegaly: Init.20 mg LAR at 4 wk.interv.x3 mnths. Start treatm.on the 1st day aft.the last dos. of SC octreotide. Adjust.subseq.dos.accord.to GH & IGF conc.& clinic.sympts. Dos.may be incr.to 30 mg every 4 wks.if sympts & biochem.paramet not fully control.dur.init.3 mnths. If aft.3 mnths. sympts.not full control.on 30 mg dose may be incr. to 40 mg every 4 wks. Dos.may be decr.aft.3 mnth. ther.with 20 mg to 10 mg every 4 wks.if ser.conc.& clinic.signs & sympts.consist.normalis.with close monit., In cases where surg./radiother./inappropr/ ineffect/ until radiother.becomes eff.a short test dos. period of SC Sandostatin is recomm.to assess respons. & system. tolerabil.prior to init.LAR ther. as above.

Carcinoid tumours:For pts.adeq.control.on SC admin init.treatm.at 20 mg LAR at 4 wk.interv. Contin.treatm.of SC Sandostatin at the prev. effect. dos.x2 wks.aft.1st LAR inj. In pts.not prev. treat. with SC Sandostatin start admin.SC Sandostatin at dos.of 0,1 mg 3xdly x2 wks to assess respons.& system.tolerabil.bef.admin.LAR as describ.above. If aft. 3 mnths.sympts.only partially controll.incr.dos. to 30 mg every 4 wks. For days when sympts of carcinoid tumours incr. dur. treatm.admin.addit.SC Sandostat.at dos.prior to switch.to LAR. This may occur main.in 1st 2 mnths.treatm.

Side effects: Very common: Diarrh., abdom. pain, naus., flatul., headache, cholelithias., hyperglycaem., constipat., loc.pain., bil. sludge, thyroid dysfunct., loose stools, imp.gluc tol., Common: Dizzin., anorex., bradycard., dyspn., dyspeps., vomit., abdom. bloat., steatorrh., faeces.discolourat., vomit., asthen, hypoglycaem. cholecystit., prurit., rash, alopec. Uncommon: Dehydrat., tachycard. Post market: Hypersens. incl. anaphylax., urticar., ac.pancreatit., ac.hepatit. without cholestas., cholestat. hepatit./-jaund., cholestas., cholangit.(complic.of cholelithias.), jaund., dysrhythm.

Warnings and special precautions: Monit.all pts for tumour expans.caref.& seek alt.ther.if evid., potent. fertility restorat.in fem.acromegal.pts theref. adeq. contracept.advis., monit.thyroid funct., poss.dos.adjustm.of beta-block./Ca chann.block.& agents control.fuid & electrol.bal., 6 mnthly. ultrasonagraphy for gallston.dur.ther., diab.mellit.requir.insulin may requir.dos.adjustm., gluc.tol./gluc.bld lev.& antidiab. monit.recomm., poss.alter.absorpt.of diet.fats, vit. B12 deprivat.hist., poss.decr.metabol.with concom. admin.of meds. metabol.by cytochrome P-450 & CYP3A4, use in pregn.& lactat.limit.with safety in pregn.not est., excret.in breast milk in anim.stud., limit exper.in childr., safety of LAR use in childr not est., no data avail.in imp.hepat.funct./in elderly, safety & effic. in childr.not est., GI S/E may resemble ac.intestin. obstruct., relationship of ECG changes to Sandostatin not est.as many pts.have underly. card.dis., cholelithias.-induc. pancreatit.with prolong.use, depress.vit.B12 lev., not an antitumour ther.& is not curat.in these pts., use und. compel.circumst.in pregn.pts., assess GH & IFG 1 6 mnthly.in acromegaly pts.on stable dos., liv. cirrhos., sudd. escape from symptomat.control of gastro-enteropancreat. endocr.tumours may occur with rapid recurr.of sev.sympts., GI side effs.may be reduc.by avoid admin.around meal times.

Drug interactions: Reduc.intestin.absorpt.of cyclospor. & delays that of cimetidine, bioavailabil. of bromocriptine incr.

 XE "Signifor" SIGNIFOR, Key Oncologics [P/S]
Pasireotide
Indications: 2nd line acromegaly ther.aft.pituit. surg./when surg not feasible in pts.respond. inadeq. to other somatostat.analog.or where other SSA’s cannot be used

(S4) LA POWD.FOR SUSP.FOR INJ, 49/32/0272, 0273, 0274
723642-001: 20 mg/2 ml, 1x2 ml, R39 635,00
723644-001: 40 mg/2 ml, 1x2 ml, R44 059,49
723645-001: 60 mg/2 ml, 1x2 ml, R48 954,97
Dosage: Init.recomm.dos: 40 mg deep IMI every 4 wks. May be incr.to max.60 mg where GH&/IGF-1 lev.not fully control.aft.3 mnths.ther. Decr.dos. tempor./perman.by 20 mg decrem.

Contraindications: Sev.hepat.impairm.(Child Pugh C).
Side effects: V.common: Diarrh., cholelithias., hyperglycaem., diab.mellit., abdom.pain, alopec. Common: Anaem., adren.insuffic., type 2 diab. melllit., imp.gluc.tol., dizzin., headache, sinus bardycard., QT prolongat., abdom.distens., naus., inj.site reacts. Potent: pancreatit.
Warnings and special precautions: Assess glycaem.status bef.start./dur.& aft.discont.treatm., bld.gluc. self monit.wkly.dur.1st 3 mnths thereaft. as clinic.appropr.& for 1st 4-6 wks.aft.any dos. change, init./adjust anti-diabet.treatm.if hyperglycaem. develops dur treatm., discont.or reduc. dos.if uncontroll.hyperglycaem.persists, poor glycaem.control.incr.pt.risk of ser. hyperglycaem.& assoc.complicat., monit.card.dis.& bradycard. risk fact., pts.at signific.risk of develop. QT prolongat., baseline ECG recomm.bef.init. ther.& 21 days aft. init.ther., correct hypokalaem./-magnesaem. prior to admin.& monit.dur.ther., concom. anti-dysrhythm.meds./other meds that may prolong QT interv., monit.liv.funct.aft.first 2-3 wks.& then mnthly.x3 mnths., discont.if pt. develops jaund./sustain.incr.in AST/ALT, ultrason. gallbladd. examinat.bef.& at 6-12 mnthly interv. dur. ther., monit.pituit.funct., monit.for S&S of hypocortisol. admin.tempor.exogen.ster. replacem. ther/ dos.reduct.as necess., reproduct.toxic.in anim.stud., excret.in milk of rats, effs.on female reproduct.paramet.shown, mod.hepat.impairm., no clinic.data in pts.und.18 yrs.
Interactions: Ciclosporin bioavail.decr.
 XE "Somatuline Autogel" SOMATULINE AUTOGEL, Sanofi-Aventis [P/S]

Lanreotide.
Indications: Acromeg.when secret.of GH & IGF-1 remain abnorm.aft.surg.&/ radiother., clin.sympts. assoc.with acromeg., clin.sympts.of carcin.tumors.

(S4) SOL.FOR INJ. 45/21.12/1022, 1023, 1024.

720985-001: 60 mg, 1xpre-fill.syr., R18 064,74
720986-001: 90 mg, 1xpre-fill.syr., R20 131,99
720987-001: 120 mg, 1xpre-fill.syr., R26 845,62
Dosage: Inj.deep SC in super.extern.quadr.of buttock. Altern.inj.site betw.left&right side.

Acromegaly: Recomm.start.dos.: 90 mg every 28 days x 3 mnths. Thereaft.adjust.treatm.for each pt.in a specialis.unit. Indiv.dos.accord.to response which is evaluat.by monitor.plasma GH & IGF-1 levels & by assess.changes in sympts.

Recommend: Reduc.dos.when conc.are normalis. (GH < 1 ng/ml & normalis. IGF-1 &/ disappear.of clinic.sympts.), maint.dos.when conc.of GH betw. 2,5 ng/ml - 1 ng/ml, incr. dos. when GH conc. > 2,5 ng/ml. Treat.pts.well controll.on somatostat. analog. with Somatuline autogel 120 mg every 42 or 56 days.

Carcin.tumours: Recommend.start.dos: 90 mg every 28 days dur. 2 mnths. Adj.dos.accord.to degr. of symptomat.relief obtain. In case of insuffic. response dos.may be incr.to 120 mg every 28 days (4 weeks). If response suffic.dos.may be decr.to 60 mg every 28 days (4 weeks).

Ren/hepat.impairm: Recommend.start.dos: 60 mg at 4 wk. interval.x 3 mnths., follow.by dos. adjustm.as describ.above.

Contraindications: Complicat.untreat.lithias.of bile ducts, pregn.& lactat., no exper.in childr.

Side effects: Diarrh., abdom.pain., naus., hyperglycaem., abnorm.gluc.tol., headache, constipat., flatul., tenesmus, vomit., cholelithias., gall. bladd.sludge, incr.bilirub., prurit., fatig., asthen., skin nodule, inj.site pain/reacts., hot flush., somnol., leg pain, decr.libido, incr.sweat., malais.

Warnings and special precautions: Potent. trans. inhibit.of insul.& glucag.secret., monit.bld. gluc. lev.in diabet.pts., gall blad.motil.poss.reduc., gall blad.echography advis.in pts who have not underg. cholecystect., tot.clearance decr.approx.2-fold.& half-life/AUC conseq.incr.in sev.ren. impairm, incr.vol.of distribut.& mean resid.time, without any tot.clear./AUC modificat.in hepat. impairm., incr.half-life & mean resid.time in elderly.

Drug interactions: Bld.lev.of concom.ciclospor. reduc., cocom.insul.may cause hypoglycaemia.
 XE "Stradexa" STRADEXA, Eurolab

Anastrozole.

Indications: Early & advanc.breast Ca in postmenopaus.women. Effic.not demonstrat.in oestrog.recept.negat.pts.unless prev.posit.clinic. respons.to tamoxifen report.

(S4) TABS. 42/21.12/0260

715720-001: 1 mg, 30, R182,75
Dosage: 1 tab.once dly.

Contraindications: Safety & effic.in pre-menopaus. women & childr.not est., sev.ren. impairm., pregn.& lactat., mod.to sev.hepat.dis., concom.tamoxifen &/oestrog.contain.ther.

Side effects: Leucopen., allerg.reacts.incl.angio-oed.& anaphylax., urticar., hot flush., oed., thrombophlebit., hepato-bil.disords., joint pain/ stiffn., myalg., arthralg., asthen., fev., flu-like syndr., vag.dryn./bleed, hair thin., rash, erythem. multiforme, Stev.Johns.syndr., GI disturbs., headache, carpal.tunnel syndr., dizzin., drowsin., somnol., anorex., hypercholesterolaem., low. circulat. oestrog.lev.

Special precautions: Poss.bone miner.densit. reduct.with incr.fract.risk, biochem.confirmat.of menopause if in doubt., lact.intol.pts.

Drug interactions: Dimin.pharmacolog.act.with Tamoxifen &/other oestrog.contain.ther.

 XE "Tamoplex" TAMOPLEX, Teva

Tamoxifen.

Indications: Palliat.treatm.of cert.advanc.breast tumours, adjuv.ther.in delay.recurr.follow.tot. mastect.& axill.dissect./segment.mastect./axill. dissect.& breast irradiat.in axill.node-negat.breast Ca where Ca is oestrog.recept.posit.(HER2)

(S4) TABS. 34/21.12/0067.

712610-001: 20 mg, 30, R146,29
712610-002: 20 mg, 250, R1 219,37
Dosage: 20-40 mg dly in 2 div.dos. Respons.usual within 4-10 wks.but poss.delay.in pres.of metastas.

Contraindications: Pregn., women with funct. ovar., safety in lactat.not est.

Side effects: Freq: Uter.fibroids, endometr.Ca, anaem., hypersens.reacts., fluid retent., ischaem. cerebrovasc.events, stroke, headache, light-headedn., sens.disturbs., cataracts, retinopathy, hot flush., thromboembol.events incl.DVT/ microvasc. thrombos.& pulm.embol., N&V, diarrh., constipat., liv.enzym.changes, fatty liv.developm., rashes, dry skin, alopec., leg cramps, myalg., vag.bleed./discharge, prurit.vulvae., menstr. irregularit., endometr.Ca, endometr.changes, fatig., elev.triglycerid. Less freq: Uterine sarcoma, tumour flare, haemorrhage.episod., neutropen., thrombocytoopen., leucopen., agranulocytos., hypercalcaem.in bone metastas.pts., optic neurit., vis.disturbs., corn.changes, optic neuropathy, interstit.pneumonit., pancreatit., sev.hepat. abnormalit.incl.necros.& fail., cirrhos., cholestas., hepatit., jaund., SJS, cutan.lupus erythematous., angioed., cutan.vasculit., bull.phemphig., erythema multiforme. TEN, endometrios., cystic ovar.swell., vag.polyps, porphyr.cutan.tarda, recall phenomen. Freq unknown: Hepatocellul.Ca, anorex., depress., confus., dizzin., oed., thrombophlebit., thromboembol., CVA, cough, abdom.cramps, hepatotox., liv.funct.paramet.alterat., ser.lipid changes, steatos., heredit.angioed.exacerbat., bone pain, oed., weight gain, tumour pain.
Special warnings and precautions: Discont.if S&S of sev.cutan.advers.reacts.(SCAR) occur & consid. alternat.ther., do not restart if SJS/TEN exper., hered.angioed., menstruat.suppress.in premenopaus.women undergo.breast Ca treatm., reg.monit.of liv.lab.values, ser.triglycer.assessm. advis., limit.adjuv.ther.to max.5 yrs.in node-negat. oestrog.recept.-posit.breast Ca where lumpect./ mastect. & radiat.treatm.done, concom.anticoag. ther.monit., eval.abnorm.gynaecol.sympts.with curr./ prev.ther., monit.endometr.changes, person./ fam.ven.thromboembol.hist.& treatm.bas.on overall risk, thromboembol.risk pts., prophylact. anticoagulat. poss.justif., appropr.thrombos. prophylact. meas.in surg./immobilisat,, discont.if VTE pres.& init.appropr.ther.not restart.in infertility pts.& do risk assessm.in breast Ca pts., avoid concom. potent CYP2D6 inhibit., incr.microvasc. flap complicat.in delay.microsurg.breast reconstruct., close monit.of bone metastas.pts.dur. 1st wks.of ther.with appropr.meas.& discont.if hypercalcaem. occur, excl.pregn.in pre-menopaus. women, period.FBC in exist.leucopen./ thrombocytopen., pre-treatm.& rep.ophthalmolog. examin.dur.treatm., lact.intol., combinat.with platelet aggregat.inhibit.not to be done, meds. known to decr.ren.Ca excret.in bone metastas.pts., no pregn.dur.ther.& x9 mnths follow.cessat.with barr./non-hormon.contracept.used, genotox.in rodents, human foet.deaths/spontan.abort.& birth defect report., excret.in & accumulat.in breast milk, breastfeed.not recomm., eval.effs.bef.driv./ perform.complicat.tasks

Interactions: Concomm.coumar.anticoags.incr. anticoag.eff.with poss.bleed.risk, poss.mutual. decr. in eff.with hormone preps.partic.oestrog., incr. hypercalcaem.risk with meds.decr.ren.Ca excret., aminoglutethim.reduc.ser.lev., bromocript. incr.ser.lev., var.degr.of oestrog.effs.on PAP smears in post menopaus.women, incr.ser. thyrox. lev.not accompan.by clinic.hyperthyroid., chron.act. hepatit.& liv.cirrhos.induc.by tefagur, incr. thromboembol. event risk with cytostat., incr. haemolyt. urem.syndr./anaem.& thrombocytopen. with even small dos.of mitomycin,, caut.with known CYP3A4 enzym.inhib./induc., plasma lev.of endoxifen the act.tamoxifen metabol.reduc.by CYP2D6 inhibit.

 XE "Tasdiam" TASDIAM, (Eurolab) Ranbaxy [P/S]

Bicalutamide.

Indications: Loc.advanc.prostate Ca alone or as adjunct.to surg./radiother., monother.in non-metast. prostate Ca where surg./med.castrat.not appropr.

(S4) FILM-COAT.TABS. 44/21.12/1023

722149-001: 150 mg, 30, 

R2 587,50
Dosage: Adult males incl.elderly: 1 tab once dly. for 2 yrs. or unt.progress.

Contraindications: Women, childr., breastfeed. mothers, lact.intol., concom. astemizole/cisapride/ ciclosprin.

Side effects: Hot flush., prurit., breast tendern., gynaecomast., GI disturbs.incl.rect.bleed., dyspeps., dry/skin mouth, methaemaglobinaem., hepatit./jaund., cholestat.jaund., skin reacts.incl. epiderm.necrolys., sweat., hirsutism, alopec., asthen., hepat.chang.somet.sev., ang., HF, conduct. irregul. in PR & QT prolongat., dysrhythm., non-specif.ECG chang., pulm./URTI, bronchit., pneumon., sepsis, bld.dyscras., haemolys., angioed., weight chang., diabet., hyperglycaem., dizzin., somnol., oed., CNS effs., chills, headache, vis. disturbs.incl.chromatops., imp.adapt./incr. light sens., hypertens., thorac./mediast./psych. disords., runny nose, cough/hoarsen., shortn.of breath, dyspn., chest tighn./wheez., sore throat, pulm. disords.e.g.fibros., pneumonit., musc./joint weakn., neuropathy, heamatur., noctur., decr. libido, impot., galactorrh., chest/abd./pelv. pain, fev., flu-like sympt., hypersens. reacts.

Warnings and special precautions: Mod.to sev. hepat.impairm., per.liv.funct.monit.dur. longt. ther., discont.ther.if hepat.chang.sev., monit. prothromb.time with warfar.

Drug interactions: Concom.meds.may inhib. oxidat. eg.ketoconazole & cimetidine which poss. incr. plasma conc., midazolam AUC incr., poss. displac. warfar.from its prot.bind.sites.
 XE "Teronred" TERONRED 250, Dr Reddy’s [P/S]
Abiraterone acetate

Indications: In combinat.with low dos. corticoster. (prednisone/ prednisolone) in adult men for treatm of asymptomat./mild.symptomat. metastat.castrat. resist.prostate Ca with bone metastas. aft.androg. deprivat.ther.fail.where chemother not yet clinic.indicat., metastat. advanc. prostate Ca (castrat.resist.prostate Ca) who have prev.recd.chemother.cont.docetaxel

(S4) TABS. 51/21.12/0732

3002439-001: 250 mg, 120, R15 737,81
Dosage: Admin.at least 2 hrs.aft.eat. No food to be eat.for at least 1 hr aft.admin. Swall.whole with water.

Recomm: 1 g (4x250 mg tabs) as sngl.dly.dos. Cont.ther.until radiograph./clinic./PSA progress. Miss.dos: resume treatm.follow.day with usual dly.dos.

Concom.prednisone/prednisolone: For metastat. castrat.resist.prostate Ca: 10 mg prednisone/ prednisolone once dly.

Contraindications: Pregn./potent.pregn., lactat., mod.to sev.hepat.impairm., use in women, concom. rifampicin, with prednisone/prednisolone in combinat.with Ra-223, hypersens.
Side effects: Freq: UTI, sepsis, hypokalaem., hypertriglyceridaem., card.fail.incl.CHF/L ventric. dysfunct/decr.L ventric.eject.fract., ang.pect., atrial fibrillat., tachycard., hypertens., diarrh., dyspeps., hepatotox., abnorm.hepat.funct.incl. incr.aspartate aminotransferase/alanine aminotransferase & total bilirub., rash, fract., osteoporos., haematur., periph.oed. Less freq: Adren.insuff., dysrhythm., allerg.alveolit., fulmin. hepatit., ac.hepat.fail., myopathy, rhabdomyolys., ren.fail.second.to rhabdomyolys. Freq.unknown: MI, QT prolongat., non-alcohol.fatty liv.dis.(NAFLD), cirrhos., liv.necros.
Special warnings and precautions: Underly. med. condits.poss.comprom.by incr.BP/ hypokalaem. /fluid retent., monit.BP/ser.K+/fluid retent.at least mnthly., CV dis.hist., safety in left ventr.eject.fract.<50% /NYHA Class III or IV HF not est., hypertens.contr./hypokalaem.correct. bef.init. ther., ser.transamin.lev./bilirub.to be meas.bef.init. treatm.& every 2 wks.for 1st 3 mnths.of treatm. and mnthly thereaft., meas.ser. transamin.ALT/AST immed.if clinic.S&S of hepatotox.devel., if at any time LFT > 5x above ULN/bilirub.3x above ULN interrupt.treatm. immed.& monit.liv.funct.closely, re-treat only aft.LFT return to baseline aft.which reduc.dos. (500 mg once dly) may be giv.monit.ser. transaminas.& bilirub.2 wkly.x3 mnths. & mnthly thereaft., no re-challenge if sev.hepatoxic. occurs, no data on multiple dos.admin.in mod.or sev.hepat.impairm., concom.androg.deprivat.ther. (ADT) incr.risk of non-alcohol.fatty liv.dis.(NAFLD) diagnos., correlat.betw.numb.of ADT dos.& incid. of other liv.dis.noted., androg.defic.induc. hepat. steatos., discont.if hepatotox.occurs at reduc. dos., discont.perman.if sev.hepatotox. develops at any time dur.ther., no data in act./ symptomat. vir.hepatit., monit.for adrenocort. insuff. if prednisolone/ prednisone withdr.& ther. contin., incr.corticoster.dos. poss.indic.bef./ dur./aft. stressf.situat.in case pts. on prednisone/ prednisolone are subj.to unusual stress, decr.bone density poss.incr.if combin.with a glucocorticoid, low.respons.with prev. ketoconazole ther., incr.hyperglycaem.with glucocortic.use, safety & effic.with concom. cytotox.chemother.not est., concom. meds.assoc. with myopathy/rhabdomyolys., lact./galact.intol., Na control.diet, avoid other strong CYP3A4 induc., concom.spironolactone not recomm., no data relat.to concom.eplenerone, pregn./ potent. pregn.women incl.healthcare professs. to handle with gloves, condom use/ another effect. contracept. reqd.if pt.sex.activ.with a pregn. woman/women of childbear.potent.until 1 wk. aft.last dos., reduc.fertility reversib.in 4-16 wks. report. in male & female rats., bef.init.treatm. store semen of male pts.wish.to father childr., incr. system.expos.if giv.with food.

Interactions: Safety & effic.if admin.with food not est., strong CYP3A4 induc.decr.mean plasma AUC, concom.meds. activ./metab.by CYP2D6 esp.meds.with narr.therap.index.where dos. reduc. should be consid., monit.for toxic.signs relat.to concom.CYP2C8 substrates with narr.therapeut.index, as androg.deprivat.treatm. may prolong QT interv.theref.caut.with concom. meds.known to prolong QT interv/induc.torsade de pointes, spironolactone binds to the androg. recept.& may incr.prostate specif.antigen (PSA) lev.

 XE "Teva Anastrozole" TEVA ANASTROZOLE, (Cipla Medpro) Teva

Anastrozole.

Indications: Advanc.breast Ca in postmenopaus. women. Effic.not demonstrat.in oestrog.recept. negat.pts.unless prev.posit.clinic.respons.to tamoxifen.

(S4) TABS. 42/21.12/0760

718266-001: 1 mg, 30, R198,95
Dosage: 1 tab.once dly.
Contraindications: Pre-menopaus.women, pregn. & lactat., sev.ren.impairm., mod.to sev. hepat. dis.

Side effects:Freq.: Anorex, hypercholesterolaem., depress., headache, dizzin., somnol., sensor.disturb., carpal tunn.syndr., periph. oed., hypertens., hot flush., flush., chest pain, dyspn., cough, pharyngit., constipat., dry mouth, GI disturbs incl. abdom.pain/ diarrh./N&V, abnorm.liv.enz., incr.ALP/ ALT/ AST, skin rash, sweat, hair thin.,allerg.reacts., myalg., arthralg., joint pain/ stiffn., bone fract., back-/ bone pain, arthrit., osteoporos., vag.dryn./-bleed., asthen., pelv.pain. Less freq.: Anaem., leucopen.with/ -out infect., thrombo-embol./ phlebit., hypercalcaem.with/-out incr.parathyr.horm., incr.appet., weight gain, insomn., nervous., anx., confus., bronchit., sinusit., rhinit., elev.gamma-GT & billirub., hepatit., prurit., erythema multiforme, SJS, angioed., urticar., anaphylax., cutan.vaculit.(incl.Henoch-Schönlein purpura), trigger finger, flu syndr.

Warnings and special precautions: Childr., poss.bone min.dens.reduct.with incr.fract.risk, biochem.confirmat.of menopause if in doubt., lact.intol.

Drug interactions: Concom.tamoxifen &/other oestrog. contain. ther.dimin.pharm.act.
 XE "Teva Bicalutamide" TEVA BICALUTAMIDE, (Cipla Medpro) Teva [P/S]
Bicalutamide.

Indications: Advanc.prostate Ca in combin.with LHRH analogue ther./surg.castrat.

(S4) TABS. ,43/21.12/0764

716660-001, 50 mg, 30, R560,77
Dosage: Begin 3 days bef.LHRH ther./same time as surg.castrat.

Adult males incl.elderly: 50 mg once dly.

(S4) TABS. ,43/21.12/0765
716661-001, 150 mg, 30, R2 862,77
Indications: In loc.advanc. prostate Ca as immed.ther. alone/ as adjuv.to radical prostatect./ radiother., monother.of loc.advan.non-metastat.prostate Ca where surg/ medic.castrat.not appropr.

Dosage: Adult males incl.elderly: 150 mg once dly.x2 yrs./until progress.

Contraindications: Fem., childr., pregn.& lactat.

Side effects: Freq.: Infect. incl.pulmon.& URTI, anaem., decr.in -/ appetite loss, decr.libido, depress., dizzin., somnol., MI(some fatal), HF, hot flush., abdom.pain, constipat., diarrh., naus., dyspeps., flatul., hepatotoxic., jaund.incl cholestat.-, hypertransaminasaem., non-alcoh.fatty liv.dis.& assoc.liv.dis., alopec., hirsut., dry skin, rash, prurit., haematur., gynaecomst., tender breast, erect.dysfunct., asthen., oed., chest pain, incr.weight. Less freq.: Thrombocytopen., leucopen., neutropen., hypertens., angioed., urticar., fev., neuromusc. sympts, confus., dry mouth, nervousn.,hypertens., interst. lung dis., dyspn., pulmon. dis., runny nose, sore throat, tight chest, GI/rect.bleed., bloat., gas/ indigest., vomit., hepatit., methaemoglobinaem., hep.fail. (some fatal), photosens., itch.skin, chills, drowsin., flu-like syndr., headache. Freq.unknown.: Diab.mellit., hyperglycaem.,angina, conduct.irreg.incl.PR & QT-interv.prolongat., dysrhythm., non-specif.ECG changes, anorex., sweat, noctur.
Warnings and special precautions: Metabol. delay.in mod.to sev.hepat.impairm. result.in prolong. eliminat.& incr.risk of side effs., period. liv.funct.tests., concom.meds.metabol.by cytochrome P450, monit. prothromb.time with concom. coumar.anticoags., lact.intol.

Drug interactions: Concom.meds.poss.inhib. oxidat. of agent eg.ketoconazole & cimetidine could incr.plasma conc., poss.displac.warfar.from prot. bind.sites, incr.midazolam AUC when co-admin.

 XE "Trelstar" TRELSTAR LA, (Aspen Pharmacare) Pharmacare [N/P/S in males only] 
Triptorelin

Indications: Loc.advanc./metastat.hormone depend.prostate Ca as alternat.where orchiectomy/ oestrog.admin.unaccept.

(S4) POWD.FOR PROLONG.RELEAS.SUSP.FOR INJ, 52/21.12/0034, 0035, 0036

3004011-001, 3,75 mg, 1xvial, R1 437,64
3004012-001, 11,25 mg, 1xvial, R4 971,30
3004013-001, 22,5 mg, 1xvial, R5 468,91
Dosage: Vary inj.site. Avoid intravasc.inj. Inj. reconstit.susp.immed. Due to diff.release charact. dos.stregths are not addit & must be select.bas.on desir.dos.schedule. All dos.regim.provide 3,75 mg/ mnth. Pt’s treatm.pref. & clinic.considerat.to determ. treatm.choice.

Recomm.dos: 3,75 mg once a mnth as sngl.SC/ IM inj. OR 11,25 mg every 3 mnths. as sngl.IM inj. OR 22,5 mg every 6 mnths. as sngl.IM inj.

Contraindications: Spin.cord compress., hormon. ther.failure, hormone independ.prostate Ca, aft. orchidect., women.
Side effects: V.common: Paraesthes.in low. limbs, hot flush., hyperhidros., back pain, asthen. Common: Depress., mood changes, dizzin., headache, hypertens., naus., musculoskelet.pain, pain extrem., erectile dysfunct., loss of libido, impot., fatig., inj.site erythema/inflamm./pain & reacts, oed. Uncommon: Dyspn., abdom.pain, constipat., diarrh., vomit., acne, alopec., prurit., rash, arthralg., musc.cramp, musc.weakn., myalg., gynaecomast., breast pain testicul.atrophy & pain, lethargy, pain, rigors, somnol., incr.alan. aminotransfer./ aspart. aminotransfer./bld. creatine. & bld.urea, incr.weight. Rare: Orthopnoea, epistax., abdom.distens., dry mouth, dysgeus., flatul., blisters, joint stiffn., joint swell., musculoskelet.stiffn., osteoarthrit., ejaculat.fail., chest pain, dystas., influ-like illn., pyrex., incr.bld. alkaline phosphate., incr.body temp., decr.weight. Freq.not known: Anx., convuls., vis.blurr., QT prolongat., angioneurot.oed., urticar., bone pain, malaise.

Special warnings and precautions: Biphosphonate combin.with GnRH agon.poss. reduc. bone mineral loss, osteoporos.risk facts., poss. revealat.of prev.unknown gonadotroph cell pituit. adenoma pres., incr.incid.of depress.theref. monit.known cases closely, short term S&S worsen. dur.1st wks.of treatm.theref.consid. suitable addit.anti-androg.admin., monit.PSA & testoster.plasma lev.reg., testoster.lev.not to exceed 1 ng/ml, pts.at risk of spin.cord compress. risk pts., urin.tract obstruct., no furth.decr.in ser. testoster.lev.aft.surg.castrat., poss.osteoporos.& bone fract.risk, eval.risk vs.benef.in QT prolongat. hist./risk fact./concom.meds prolong.QT interv., caref. assessm.& monit.of high risk metabol./CV dis. pts., concom.anticoag.ther., pituit.gonad. funct. test results poss.mislead.dur./aft.treatm. discont., effs.on reproduct.paramet.shown in anim.stud. eval.effs.bef.driv./perform.complicat. tasks.

Interactions: Concom.meds.known to prolong QT interv./induc.torsades de points as androg. deprivat. treatm.may prolong QT interv., sprinonolact.& levodopa can stimul.gonadotroph., phenothiaz/dopamine antagon./digox.& sex. homon.poss.inhibit. gonadotroph.secret.

See also MDR page 160.
 XE "Uromax Co" UROMAX CO, Cipla Medpro [P/S]

Dutasteride 0,5 mg, tamsulosin HCl 0,4 mg

Indications: Mod.to sev.benign prostat. hyperplas. sympt.treatm.

(S4) CAPS, 54/21.12/0097

3003444-001: 30; R362,67

Dosage: Swall. whole & not chew./open. Contact with contents of caps.poss.result.in oropharyng. mucosa irrit.

Adult males incl.elderly: 1 cap.once dly. approx.30 mins.aft.same meal every day. 

Contraindications: Other 5α-reduct.inhibit. hypersens., peanut/soya oil hypersens., women & childr., orthostat.hypotens. hist., sev.hepat. mpairm.

Side effects: Freq: Impot., alter.libido, ejaculat./ breast disords., priapism. Less freq: Dizzin., syncope, headache, card.fail., palpitats., postur.hypotens., rhinit., GI disturbs., angioed., skin reacts.incl.Stev. Johns. syndr./urticar./prurit.,  asthen. Unknown freq: Allerg.reacts, depress., intra-operat.floppy iris syndr., blurr.vis., vis. impairm., epistax., erythema multiforme/exfollat. dermatit., alopec., hypertrichos., testic.pain/ swell., atrial fibrillat., dysrhythm., tachycard., dyspn.

Warnings and special precautions: As absorpt. through skin wash affect.area immed., not recomm. with strong CYP3A4/strong or mod. CYP2D6 inhib./combin.of both/in pts.known to be poor CYP2D6 metabolis., hepat.impairm.eff.not stud. but caut.advis.in liv.dis., incr.CF developm. risk in pts.with other CF risk fact., rect.exam./ other prost.Ca eval.bef.init.ther.& periodic. thereaft., new PSA baseline.est.bef.init.ther.& aft. 6 mnths./monit.reg.thereaft., any confirm.incr.from low PSA lev.when on ther.poss.signals.pres.of prostat. Ca/ther.non compliance, tot.ser.PSA lev. return to baseline with.6 mnths.aft.ther.discont., monit. breast tiss.chang., orthostat.hypotens.risk/ syncope esp.init., concom.PDE5 inhib., IFIS with incr. complic.risk dur./aft.cataract surg., not for use with other alpha-1 adrenerg.blocks., concom. cimetidine/ warfar., condom use advis., ren. impairm. eff.on pharmacokin.not stud.

Interactions: Incr.expos.with strong CYP3A4/ CYP2D6 inhib., decr.clear./incr.AUC with cimetidine, decr.clear.with verapamil/diltiazem, incr. hypotens.effs.with meds.reduc.BP incl. anaesthet. agents/ PDE5 inhibits./other alpha-1 adrenerg. blocks., incr.AUC & Cmax with ketoconazole/ paroxetine., diclofenac/warfarin may incr.elimin.rate of tamsulosin
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VITAMINS, TONICS, MINERALS AND ELECTROLYTES
20.1
Vitamins
LITHA THIAMINE (MDR Listing)
 XE "A-Lennon Calciferol" A-LENNON CALCIFEROL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Ergocalciferol 1,25 mg equiv.to Vit.D2 50 000 IU

Indications: Rickets, osteomalac., hypoparathyroid.

(S3) TABS. H2053

711640-009: 50,000 IU, 100, R388,31
Dosage: Rickets & osteomalac: 1 tab (50 000 IU) dly.

Hypoparathyroid: 1-4 tabs.50 000-200 000 IU)dly.

Contraindications: Hypercalcaem. and/or hypercalciur., nephrolithias., sev.ren.impairm., hypervitaminos., pregn.& lactat.

Side effects: Freq: Elev.ser.creatinine lev. Less freq: Hypercalcaem., hypercalciur., prurit., rash, urticar. Freq.unknown: Anorex., weight loss, mild acidos., polydips., ment.disturbs, irritabil., decr. libido, overt psychos., headache, somnol., conjunctivit., photophob., vertigo, ECG changes, card. dysrhythm., hypertens., gen.vasc.clacificat., rhinorrh., N&V, diarrh., constipat., abdom.pain, metal.taste, dry mouth, pancreatit., musc.weakn./ pain, joint pain, bone pain, ectop.calcificat., kidn.fail., nephrocalcinos., ren.calculi, polyur., noctur., albuninur., revers.uraem., fatig., weakn., hypertherm., elev.bld.urea N2, elev.AST&ALT
Warnings and special precautions: Adeq.Ca intake through diet necess.for clinic.response, poss. insuffic.Vit D absorb.with intestin.bypass surg./ sev.shorten.or inflammat.of small intestin./ hepat. or bil.dysfunct., diet.supplem.poss. detriment. if diet.& sunlight expos.are adeq., mild to mod.imp.ren.funct.or heart dis.who might be at incr.risk of organ damage if hypercalcaem.occur., plasma phosph.conc.contr.to reduc.ectop.clacificat. risk, poss.hypercalcaem.developm.assoc.with excess. intake, discont.if hyperglycaem.develops, sarcoidos., indiv.Ca supplementat.& admin.und. close supervis., check plasma Ca & 25-hydroxycalcifer. conc.at init.& whenever N&V pres., eval.S/E bef.driv./perform.complicat.tasks, lact.intol. cont.sucrose, diab.mellit.,
Interactions: Hypermagnesaem.with Mg contain. antacids in chron.ren.dialys., card.dysrhythm. precipitat. with hypercalcaem.in pts.on digox, atrial fibrillat.with verapamil in pres.of hypercalcaem., reduc.eff.with barbits./ anticonvuls., poss.hypercalcaem.in hypoparathyr. pts. on thiazide diuret., effic.reduc.with rifampicin & isoniazid, reduc.ser.25-hydroxycalcifer.lev.with glucocorticoster., absorpt.imp.by meds.lead.to fat malabsorpt., addit.ser.Ca monit.with Vit.D analog./ metabol., actinomycin & imidazole interf.with vit.D activ., do not admin.phosph.infus.to low. hypercalcaem. of hypervitaminos.D.
 XE "Ascorbic Acid Fresenius  " ASCORBIC ACID FRESENIUS 500 mg/5 ml AMP, Fresenius Kabi [P/S]

Vit.C.

Indications: Sev.defic.states where oral admin. not poss.

(S3) INJ. H2473. 500 mg/5 ml.

705071-006: 10x5 ml amps, R187,28
Dosage: Therapeut: Adults: 200-600 mg dly. IM/IV/SC.

Prophylact: 25-75 mg dly. Childr.up to 5 yrs: 50 mg dly.

Contraindications: Hyperoxalur., ren.Ca oxalate calculi format.

 XE "Be-Tabs Ascorbic Acid" BE-TABS ASCORBIC ACID, Ranbaxy [P/S]

Ascorbic acid. Sugar free.

Indications: Ascorb.acid defic.esp.frank scurvy.

(S0) TABS, T1211

798487-003: 500 mg, 1 000, R376,26.

Dosage: 500 mg 2xdly aft.meals. Max: 1 000 mg/ day.

Contraindications: Hyperoxalur.

Side effects: Diuret.act.with dos.exceed. 600 mg/day.

Special precautions: Hyperoxalur., poss.tol.with high dos.
 XE "Be-Tabs Folic Acid" BE-TABS FOLIC ACID 5 mg, Ranbaxy [P/S]
Folic acid

Indications: Prophylax.& treatm.of megaloblast. anaem.

(S1) TABS, T1205 

810967-015: 5 mg, 100, R75,18
810967-006: 5 mg, 1 000, R751,72
810967-014: 5 mg, 5 000, R3 758,61
Dosage: Megaloblastic anaem.treatm: Init.10-20 mg dly x14 days. Maint: 2,5-10 mg. Megaloblastic anaem.of pregn.prophylax: 200-500 mcg dly.
Contraindications: Admin.alone/with inadeq. concom. hydroxocobalam.for megaloblast/ pernicious anaem.

 XE "Calciferol Oily Solution Lennon" CALCIFEROL OILY SOLUTION LENNON, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Calciferol.

Indications: Nutrit.rickets, metabol.rickets, osteomalacia, hypoparathyroid.

(S3) SOL. T1101. 0,125 mg/ml (equiv.to Vit.D 5 000 IU/ml)

711853-010: 15 ml, R90,65
Dosage: 

Nutrit.rickets treatm: Minim.dly.dos 1 000 u (0,2 ml), but usuall. 3 000-4 000 u (0,6-0,8 ml) dly.for rapid heal.

Metabol.rickets & osteomalac: 10 000-50 000 u (2-10 ml) or more dly.

Hypoparathyroid: 50 000-100 000 u (10-20 ml) dly.poss.reqd.

Contraindications: Hypercalcaem., safety in pregn.not est., lactat., poss.congenit.disords. & neonat.hypoparathyroid. with hypercalcaem.in pregn.
Side effects: Hypercalcaem.with excess.intake, 

Special precautions: Effs.reduc.in pts.tak.barbit. /anticonvuls., incr.sens.in infts., ren.impairm., incr. organ. damage risk in heart dis.if hypercalcaem. develop., monit.plasma phosph.conc.to reduc. ectop. calcificat.risk, adeq.vit D intake through diet & UV expos.

20.1.1
Vitamin combinations
 XE "Becoplex-IDO" BECOPLEX IDO, Biotech [P/S]

Vit.B1 10 mg, B2 2 mg, B6 5 mg, nicotin.100 mg, Ca-pantoth. 5 mg

Indications: Vit.B complex.defic.

(S1) INJ, H2611

707082-005: 1x10 ml vial, R17,16
707082-006: 10x10 ml vials, R171,63
Dosage: 2 ml IM 2-6 x wkly for 1-2 wks.

Side effects: Allerg.react

 XE "Neurobion" NEUROBIONTM, P&G SA Trading [P/S]

Indications: Relev.vit.defic.

(S3) AMPS, H2488

Vit.B1 100 mg, Vit.B6 100 mg, Vit.B12 1000 µg/3 ml

746924-003: 3x3 ml amps, R165,15
Dosage: Admin.by deep IMI. Sev.cases: 1 amp.dly until ac.sympts.subside. Mild.cases & follow-up ther: 2-3 amps./wk.

(S1) TABS, H2487

Vit.B1 100 mg, Vit.B6 200 mg, Vit.B12 200 µg.

746916-020: 30, R156,86
Dosage: 1 tab dly.

Contraindications: Levodopa ther.

Warnings and special precautions: Do not admin. cyanocobalamin until diagn.full est.as mask. of subac.spin.cord.degenerat.sympts.poss., cyanocobalamin not suit.Vit.B12 form for treatm.of optic neuropath.assoc.with rais.cyanocobalamin plasma conc., safety in pregn.& lactat.not est., tabs. contain sugar

 XE "Soluvit Novum" SOLUVIT NOVUM, Fresenius Kabi [P/S]
Vit.B1 3,2 mg, Vit.B2 3,6 mg, nicotinamide 40 mg, Vit.B6 4 mg, pantothen.acid 15 mg, Vit.C 100 mg, biotin 60 µg, folic acid 0,4 mg, Vit.B12 5 µg.
Indications: Adult & paed.supplem.in IV nutrit.

(S3) IV INFUS. U/22.1.4/200.

869198-010: 1x10 ml vial, R185,29
869198-009: 10x10 ml vial, R1 852,94
Dosage: Add reconstit.mixt.to gluc.sols.for infus.
Adults & childr.over 10 kg: 1 vial dissolv.in 10 ml water for inj. Childr.weigh.less than 10 kg: 1/10 of contents of one vial/kg bm.

Contraindications: Hypersens.to thiamine/ methylparadoxybenzoate

Side effects: Allerg.reacts.

Warnings and special precautions: Folic acid may obscure pernic.anaem., use reconstit.mixt. within 24 hrs., protect admixt.contain.Soluvit from light, some optic neuropathies appear to respond to massive hydroxocobalam.dos.& poss.advers. affect. by cyanocobalam.

Drug interactions: Vit B6 may reduc.levodopa eff., folic acid may lower phenytoin ser.conc.

20.2
Vitamins with minerals
 XE "Beespan" BEESPAN, (Aspen Pharmacare) Pharmacare [P/S]
Vit.B6 200 mg, Vit.B1 100 mg, Vit.B12 200 µg, Vit.B2 20 mg, Ca Pantothen.20 mg
Indications: Diet.supplem.where vit.B complex defic.exists, periph.neurit.prophylax.in pts.receiv. isoniazid/hydralazine.
(S1) CAPS, T1012 (Act 101/1965).
707260-019: 30, R108,95
Dosage: 1 cap.dly.
Warnings and special precautions: Pyridoxine may reduce the eff. of levodopa
 XE "Chocaton" CHOCATON, (Cipla Medpro) Mirren [P/S]

Vit.A 5000 iu, Vit.B1 2 mg, B2 2 mg, B6 2,5 mg, B12 1 µg, Ca-pantoth. 1 mg. nicotin. 5 mg, Vit.C 50 mg, Vit.D3 400 iu, Vit.E 1,65 mg/10 ml

Indications: Vit.defic.states.

(S0) SYRUP. T1082.

714259-005: 100 ml, R43,67
714259-004: 200 ml, R89,34
Dosage: Adults: 5-10 ml dly. Childr.und.6 yrs: 2,5 ml twice dly.

Side effects: Hypervitaminos., weight loss, irritabil., anorex., diarrh., gastric irritat., prurit., dry skin, desquamat., hyperkeratos., bleed.lips, ren.calcium oxalate calculi format., diures., fev., fatig.

Special precautions: Imp.ren.funct., poss hypervitaminos.with excess.dos.& intake from other sources, Vit.B12 masks sympt.of subac.spin.cord degen.(est. diagn.fully).

Drug interactions: Vit.B6 reduc.eff.of levodopa.

20.3
Tonics
(See also 8.6)

 XE "Bidomak Fe" BIDOMAK Fe, (AI Consum) AI Pharm Ltd [P/S]

Ferrous sulph.anhydr.40,817 mg, Ca glycerophosph. 33 mg, Na glycerophosph.33 mg, K-glycerophosph.33 mg, Ca lact.570 mg/ 30 ml.

Indications: Tonic.

(S0) SOL, P/33/161.

833797-026: 200 ml, R29,64

833797-018: 350 ml, R36,09

Dosage: Admin.in ¼ glass of water 3x/day with/ immed.aft.food & swall.through a straw. Adults: 10 ml. Childr.over 5 yrs: 5-10 ml.

Contraindications: Concom.tetracycl., pts. receiv. repeat.bld.transfus./anaem.not produc.by iron defic.unless.iron defic.also pres., concurr.oral & parent. iron ther.
Side effects: GI disturbs., stain.teeth, darken. urine, hypercalcaem.esp.in pres.of ren.fail.

Special precautions: Avoid in Ca ren.calcul./ ren. calcul.hist., iron poison.esp.childr., admin. fluoroquinolon.at least 2 hrs.bef./2 hrs.aft. Bidomak Fe, do not admin.with.1-3 hrs.of concom. phenytoin, 2 hrs.interv.to elapse betw.enter.feed. sol. admin. via NG tube contain.Ca & phenytoin susp., early/ late hypercalcaem.sympt., ren. impairm., dis.assoc.with hypercalcaem., card.dis., periph./pulm.oed., pre-eclamps., condit.assoc.with Na retent./predispos.to hyperkalaem., Fe-storage / Fe-absorpt.dis., exist.GI dis.eg.intest.struct./ diverticul., admin.2 hrs.aft.tetracycl.

Drug interactions: Absorpt.reduc.with antacids, fluoroquinolon.absorpt.reduc., reduc.bioavail.of concom. phenytoin & Ca, reduc.oral tetracycl.eff.
 XE "Bioplus" BIOPLUS, (AI Consum) AI Pharm Ltd [P/S]

Caff. 270 mg, Vit.B1 16 mg, B2 11 mg, B3 42 mg, B6 9 mg, B12 26 µg, D-pantoth. 11 mg, Ca-citr. 180 mg, Ca-gluc. 900 mg/30 ml.

Indications: Tonic.

(S0) SYRUP, [P/S] G2657.

708704-027: 100 ml, R24,64

708704-018: 200 ml, R42,12

708704-026: 500 ml, R76,12

Dosage: Adults: 10 ml 3xdly. Sev.cases incr.to 15 ml 3-4xdly. Childr: 7-12 yrs: ½ adult dose.

(S0) EFFERVESC.TABS, [P/S] Z/33/137.

Caff. 100 mg,Vit.B1 15 mg, B2 15 mg, B3 50 mg, B6 10 mg, B12 10 µg, Vit C 1000 mg, Ca pantothen. 25 mg, Ca carbon. 227,5 mg, Ca glycerophosph. 335,06 mg.

793795-001: 10, R39,23

793795-028: 20, R75,64

Dosage: 1 tab dly.dissolv.in water.

Contra-indications: Haemophil., mechan. obstruct.ileus.

Side-effects: Constip.& other GI disturbs.incl.GI bleed., palpits., CNS/eff., incr.gastr.secret.

Special precautions: Hyperthyroid./calcaem., imp. ren.funct., ren.stone format.hist., pept.ulc. hist., tetracycl.therapy, Vit.B12 should not be giv.bef. diag.rules out subac.spinal cord. degenerat. & pernic.anaem.

Drug interactions: d-Pantothenol & Ca pantothenate not to be giv.with/immed. aft.para-sympathomimet.drugs or suxamethonium., enhanc. digital.eff.on heart, reduc. absorpt.of tetracycl.

 XE "Liviton" LIVITON, AI Pharm Ltd [P/S]

Thiamine HCl 1,5 mg, riboflavine Na phosph. 0,5 mg, pyridox.HCl 0,33 mg, nicotinamide 5 mg, K-glycerophos.25 mg, Na-glycerophos. 25 mg, Cu-sulph. 0,02 mg, caff.anhydr.50 mg, extr.of liver 33,33 mg/5 ml.

Indications: Tonic.

(S0) ELIXIR. G2625.

738727-008: 200 ml, R27,11

738727-016: 500 ml, R67,72

Dosage: Adults: 5-10 ml morn.& early aftern.
Contraindications: Alcoh., diabet., pregn.

Side effects: Insomn., headache, naus.

Special precautions: Pept.ulc.hist., childr.und. 12 yrs.

20.4
Minerals and electrolytes
 XE "Calcium Chloride 10 % Fresenius" CALCIUM CHLORIDE 10% FRESENIUS, FRESENIUS KABI [P/S]
Calcium chloride.

Indications: Treat.of calcium defic.& hypocalcaem., adj.in treat.of sev. hyperkalaem.& hypermagnes., inotropic eff.in cardiac resuscit., allev.of pain in lead colic.

(S3) INJ, V/24/221, 1 g/10 ml.

782211-003: 10x10 ml, R226,32
Dosage: Up to 10 ml by IV inf./ very slow IV inj.(≤ 1 ml/min) to avoid vasodilat. or clotting. Max. 8 g/24 hrs. Pulse rate monit.dur.admin.; if bradycard.occurs, stop IV infus.immediat., discont. if blood Ca >2.625 - 2.75 mmol/L.
Contraindications: Treatm. with cardiac glycosides, ventric.fibrill./ hypercoagul. of bld., hypercalcaem. & sev. hypercalciur. (eg, hyperparathyroid., vit.D overdos., decalcif. tumours like plasmacytoma & skeletal metast.), ren.fail., osteoporos. due to immobilis., sarcoidosis, milk-alkali syndr.

Side effects: Freq.unknown: N&V, tingling of skin, periph. vasodilat., sweat. & hot flush., chalk-like taste.

Special warnings and precautions: Do not inj. IM/ SC, irrit.to tissue & caus.necros., IV inf.very slowly as too quick inj.can cause hypotens.& CV collapse., imp. ren. funct./ ren.stone format., assess.serum Ca.lev. regular. esp. with ren.insuffic.& if large dos.of vit. D used concurr., unsuit.for treat.of hypocalcaem. caus. by ren.insuff./ in resp.acidosis/ fail., ceftriaxone must not be mixed/ admin. with any Ca contain.IV sol.even via diff.inf. lines/ sites., moder. fall in BP due to vasodilat.poss., irritating to veins & must not be inject.into tissue to avoid sev.necros.& sloughing., avoid extravasat./ accidental inj.into perivasc. tissues, discont.IV admin. if perivasc. infiltration occur., monit.of serum electrolyte conc. essential., prevent high Ca conc.reach.the heart to avoid cardiac syncope., if inj.into ventric.cavity for cardiac resuscit.avoid inj.into myocard. tissue., safety dur.pregn.& lact.not est.

Interactions: Eff. of digitalis glycosides potentiat., not compat. for simult. admin. with IV solut. contain. citrates/ solub. carbonates/ phosphates/ sulphates/ cefalotin sod./ clindamycin phosph./ Mg sulph./ novobiocin sod./ prednisolone sod. phosphate., incompat. poss with oxytetracycline hcl/ prochlorperazine/ sodium bicarb./ streptomycin sulph./ tetracycline hcl., hypercalcaem. with thiazide diurets./ vit D., may decr. eff. of calc.channel blocks., reduce. absorption of bisphosphonates & must be given > 12 hrs apart.

 XE "Calcium Gluconate Fresenius" CALCIUM GLUCONATE FRESENIUS, Fresenius Kabi [P/S]
Calcium gluconate.

Indications: IV calcium supplement.

(S3) INJ, E1581 (Act 101/1965). 902,5 mg/10 ml.

711748-004: 10x10 ml, R200,66
Dosage: IV use only. Adults: 1-2 g. 

Childr.: Up to 1 yr.: ≤300 mg; 1-5 yrs: 300-600 mg; 6-12 yrs: 600-1,000 mg by slow IV inject.
Contraindications: Not concurr. with digoxin, sev.ren.fail., hypercalcaem.(eg, hyperparathyroid., hypervitamin.D, neoplast.dis. bone decalcif., renal insuff., immobilis. osteoporos., sarcoidosis, milk-alkali syndr.), hypercalciur., co-admin.with ceftriaxone in prem. newborns up to a corrected age of 41 wks (wks of gestation + wks of life) & full-term newborns (up to 28 days of age) due to risk of ceftriaxone-calcium precipit., repeat./ prolong.treat.incl.as IV infus./ in childr.(<18 yrs) & those with impair.ren.funct. due to risk of expos.to aluminium.; not intend.for use in prep. of TPN to limit expos.to aluminium, espec. in pts. with impair. renal funct. & childr.(<18 yrs).
Side effects: Freq.unknown: Bradycard., cardiac dysrhythm., hypotens., vasodilat., circulat. collapse, flush., N&V, heat sensat., sweat., abscess format.in infants (IM inj.), hypercalc.sympt.incl. chalky taste/ hot flush./ periph. vasodilat. after too rapid IV inj.

Special warnings and precautions: Poss irrit.& esp.IM inj.lead to loc.react.incl.skin sloughing/ necros., avoid in pts.with calc.renal calculi or hist., monit.plasma calc.conc. & calc.excret. closely esp.in childr. & those with renal insuff.or evid.of calculi form.within the urin.tract., discont.if plasma calc.>2.75 mmol/L or 24-hr urin.calc.excret. >5 mg/kg due to risk of card. dysrhythm., use caut.in nephrocalcinos./ heart dis./ sarcoidos./ with adrenaline/ elderly, avoid mix with incompatible meds to prevent serious complic., admin.caut.to pts.with impair.ren.funct./ dis. assoc.with hypercalcaem./ sec.hyperparathyroid./ some malignancies., admin.only after careful indic.assess.& monit.calc.-phosphate balance.in pts.with renal impair.poss.fatal react.with calc.-ceftriaxone precip.in lungs & kidn in premat.& full-term new-borns <1 month., ceftriaxone must not be mixed/ admin.simultan. with calc.glucon.even via diff.infus.lines / at diff.infus.sites. In pts.>28 days of age ceftriaxone & calc.glucon.may be admin. sequentially one after anoth. if infus.lines at diff.sites are used / infus.lines are replac./ thoroughly flushed between infus.with physiol.salt-solution to avoid precip., avoid sequent.infus.of ceftriaxone & calc.glucon.in case of hypovolaem., admin. slowly to avoid vasodilat.& card.depress., monit.heart rate/ ECG during IV admin., ensure no extravasation at infus.site., monit.to ensure maint. of correct calc.balance without tissue deposit.avoid high vit.D intake., safety dur.pregn.& lact.not est.

Interactions: Eff.of digoxin & other card.glycos.potentiat., attenuates β-adrenerg.eff.of adrenaline in postop.heart surg. pts., mutual antagon.of eff.with Mg., poss antagon.the eff. of calc.channel blockers, poss. hypercalcaem.with thiazide diuret.

 XE "Dextrose Fresenius" DEXTROSE FRESENIUS 50 % AMPS, Fresenius Kabi [P/S]

Dextr.anhydr.

Indications: Ac.hypoglycaem., insulin induc. hypoglycaem.coma.

(S3) INJ. V/24/222

782246-001: 10 g/20 ml, 10x20 ml, R264,37

Dosage: IV only. Determ.accord.to pts.requirem. Usual. 50 ml at 10 ml/min.by centr.venous catheter.

Contraindications: Gluc-galact.malabsorpt. syndr., DT's with dehydrat., intra-cran./intraspin. haemorrh., ac.ischaem.strokes, anur., safety in pregn.& lactat.not est.

Side effects: Loc.thrombophlebit, fluid & electrol. imbal., glycosur.

Special precautions: Diab.insipid., imp.ren. funct., do not mix with bld.

Drug interactions: Incompat.addit: Sod.warfar., Vit.B12, soda bic., kanamycin sulph., novobiocin sod.

 XE "Hidrasec" HIDRASEC, Abbott [P/S]
Racecadotril

Indications: Oral rehydrat.supplem.in symptomat. treatm.of ac.diarrh.in infts & childr.

(S1) INFTS GRANS.FOR ORAL SUSP, 47/11.9/0011

3005208-001, 10 mg, 16 sachets, R129,07
Dosage: Mix.with food/in feed.bottle. On first day admin.init.admin.follow.by 3 admin.distrib.through the day. Follow.days: 3 admin.distrib.through the day. Cont.until return of 2 consist.solid stools without exceed 7 days.

Infts.from 3mnths weigh.<13 kg: Usual dly.dos: 1,5 mg/kg per admin. Infts:.<9 kg: 1 sach.3x/day. 9-13 kg: 2 sach.3x/day
(S1) CHILDR.GRANS.FOR ORAL SUSP, 47/11.9/0012

3005209-001: 30 mg, 16 sachets, R129,07
Dosage: Mix.with food/in feed.bottle. On first day admin.init.admin.follow.by 3 admin.distrib.through the day. Follow.days: 3 admin.distrib.through the day. Cont.until return of 2 consist.solid stools without exceed 7 days.

Childr.weigh.>13 kg or more: Usual dly.dos: 1,5 mg/kg per admin. Childr:.13-27 kg: 1 sach.3x/day. Over 27 kg: 2 sach.3x/day
Side effects: Uncommon: Rash, erythema. Freq.unknown: Urticar., angioed., oed.of tongue/ face/lips & eyelids, polymorph.erythema, erythema nodosum, papul.rash, prurit., prurigo.
Special warnings and precautions: No stud.in childr<3 mnths./hepat.or ren.insuffic., only a supplem. to oral rehydrat., system.rehydrat.to prev./ treat.dehydrat.adjust.to compensate for hydroelectrolyt.losses to be in place, consid.IV rehydrat.in event of sev/prolong diarrh or food refus., antibact.agents in infect.diarrh., not eval.for diarrh. assoc.with antibiot.theref.not to be used in such cases, do not admin.in prolong./uncontroll. vomit., not recomm.in fruct./gluc.intol or galactose malabsorpt.syndr./sucrose/isomaltase deficit, low sugar diet/diab., discont.in pres.of sev.cutaneous reacts., instit emerg.treatm.if angioed.assoc.with upper resp.obstruct.contin.until complete & perman. disappear.of sympts., enhanc.angioed.risk in pts.with angioed.antecedents., eval.benef.vs risk with concom.enzym.convers.inhibit.ther., limit. clinic.data on use in pregn.theref.avoid, do not admin. in breast feed.
Interactions: Augment.angioed.risk with enzyme convers.inhibit.(eg captopril/perindopril etc).
 XE "Hydrol" HYDROL, Specpharm [P/S]

Na-chlor.2 g, Na-citr.2,9 g, K-chlor.1,5 g, dextr. anhydr.equiv.to(glucose 20 g) 18,185 g.

Indications: Electrol.& fluid deplet.from diarrh.

POWD. W/24/97.

779687-109: 24,69 g sachets, 4, R39,04
779687-019: 24,69 g sachets, 20, R178,94

Dosage: Dissolv.1 sachet in a litre of prev.boil. cool.water. Admin.in small vol.as reqd. Discard unused sol.aft.24 hrs.
Contraindications: Imp.ren.funct., sev.diarrh.& dehydrat.req.parent.fluid therapy., gluc.-galact. syndr.

Side effects: Gluc.malabsorpt., puffy eyelids (excess. intake).

Special precautions: CF, hypertens., imp.ren. funct., oed., toxaem.of pregn., do not mix/give with fruit juices, milk or other electrolyte contain.soln.

 XE "Plenish-K" PLENISH-K 600 SR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Potassium chloride
Indications: K+ supplementat.in diuret.ther.if ser. K+ falls bel.3 mmol/L, if K+ lev.fall bel.3,2 mmol/L in digital.ther./when sympts or ECG indic. hypokalaem.

(S2) TABS. 54/24/0441.

3001820-001: 600 mg, 100, R173,79
Dosage: Swallow whole in upright posit.with meals. Maint.adeq.hydrat.

Indiv.contin.until hypokalaem.correct. Dly.dos.6-12 tabs.in div.dos.with no more than 2 tabs.in any sngl.dos.
Contraindications: Hyperkalaem., bowel ulcerat., ren.fail.& oligur/kidn.dis.wher GFR <20 ml/min., retard./obstruct. digest.tract passage, concom. K+-spar.diuret./ACE inhibit./aldosterone antagon., concom.IV K+ admin.

Side effects: Freq.unknown: Hyperkalaem., GI obstruct., GI haemorrh., GI ulc with/without perforat., GI disturbs., urticar., skin rash, prurit.
Warnings and special precautions: Careful monit.& poss.dos.adjustm.in chron.ren.dis./ condits. impair.K+excret., meds.known to cause hyperkalaem., ren./adren.insuff., ac.dehydrat., heat cramp, discont.immed.if sev.vomit./sev.abdom. pain/ flatul./diarrh./GI haemorrh.occurs as poss. indicat. of GI ulcerat./perforat., GI haemorrh.risks incr.in oesphag.stas./known pept.or gastric ulc./ delay.intestin.trans/intestin.ischaem.due to atherosclerot.vasc.dis., concom.anticholinerg. meds., ostomy pts./where intestin.trans.times alt. best treat.with other K+ forms., do not manage hypokalaem.from metabol.acidos with KCl., monit.long term ther.esp.in hyperkalaem.risk condits., correct.hypomagnesaem.simultan.as hypokalaem., safety in pregn.&lactat.not est., GI hypomotil.assoc.with pregn., not recomm.in childr.as safety & effic.not est.

Interactions: Concom.K+-sparing diuretics & aldosterone antagonist.contraindicated, meds.interfer.with K+ excret., concom.meds.incr.risk of hyperkalaem eg. ACEI’s/ ARB’s/ NSAID’s/ β-blockers/ heparin/ digoxin/ direct renin inhib./ K+ contain.meds (such as K+salts of penicill., ciclosporin & PPI’s), avoid K+ contain.salt substit., high dos.anticholinerg.as GI motility slow.

 XE "Potassium Chloride Unicorn" POTASSIUM CHLORIDE UNICORN 600,
(Unicorn) Sandoz [P/S]
KCl.
Indications: Potassium supplem.
(S2) TABS. 36/24/0176

719270-001: 600 mg, 500, R821,32
Dosage: Indiv. Swall.whole with adeq.liq. 6-12 tabs. dly.in div.dos. Cont.treatm.unt. hypokalaem. has been correct.unless intol.signs occur. Max.sngl.dos: 2 tabs.
Contraindications: All forms of hyperkalaem., extens. cell destruct., untreat.Addison's dis., hyporeninaem. hypoaldosteronism, metab.acidos., ac. dehydrat., ren.fail., oligur., GIT obstruct./ retardat., concom.K-spar diurets., concom IV K, safety in lactat.not est., safety & effic.in childr.not est.

Side-effects: GI disturbs., ulcerat./perforat., skin reacts., hyperkalaem.

Special precautions: Need for prolong.ther. should be re-assess.aft. 4-8 wks by determin.ser.K lev., asympt.potent.fatal hyperkalaem., sev.GI disturbs. incl.obstruct./ulcerat.& hist.thereof/ oesophag. stasis/delay.intest.transit/ intest. ischaem., concom.ACE inhibits., monit.electrol.esp. in imp. ren.funct./heart dis.pts., elderly., concom. meds. incr.ser.K conc., delay.gastr.empty.with concom. antimuscarin., any meds.known to cause hyperkalaem. ie.other KCl supplem./K spar. diuret./ NSAID/Li/ß-blocks./hepar./digoxin, concom. NSAIDs may incr.gastric adv.effects., use in ostomy pts.not advis., meds.known to cause hypomagnesaem., pregn, period.ser.K-lev.monit. chron. laxat.use may reduc.ser K conc.
 XE "Potassium Chloride-Fresenius" POTASSIUM CHLORIDE FRESENIUS 15 %, Fresenius Kabi [P/S]
Potassium Chloride

Indications: K defic.

(S3) SOL. L/24/286. 1,5 g/10 ml.

716842-001: 10 flexivials, R109,32
Dosage: Sol.must be dilut.

Slow infus.IV accord.to pts.needs (never direct inj.).

Contraindications: Ren.insuff., hyperchloraem.

Side effects: Excess K ions depress.heart funct. with poss.card.arrest,

Warnings and special precautions: Poison. poss. from small IV dos.when excret.delay., slow IV infus., ren./adren. insuffic., ac.dehydrat., heat cramp, concom.K-spar.diuret.

 XE "Rehidrat" REHIDRAT, J&J [P/S] 
NaCl 0,44 g, KCl 0,38 g, Na-bicarb. 0,42 g, glucose 4,1 g, sucrose 8,1 g/14 g sachet.
Indications: Electrol.deplet.& dehydrat.due to diarrh. & gastro enterit.

(S0)POWD.Y/24/214, 181, N/24/103

815187-009: Blackcurrant, 14 g, sach.

815187-011: Blackcurrant, 14 g, 6.

815209-002: Orange, 14 g, sach.

815209-003: Orange, 14 g, 6.

713528-002: Vanilla, 14 g, sach.

713528-001: Vanilla, 14 g, 6.

Dosage: Dissolv.contents in 250 ml prev.boil.& cool.water. Prepare fresh every 24 hrs. Admin.in addit.to norm.feeds in small freq.slow.admin. amnts. Do not exceed max.amnt.supplem.with water.

Maint ther: For every bowel movem. Childr 1-5 yrs: At least 200 ml. Infts: 100 -200 ml Old.childr. & adults: Enough to quench thirst.

When unable to take feeds/meals: Infts.less than 1 yr: 120 ml/kg/day. Childr.1-2 yrs: 100 ml/ kg/day. 2-4 yrs: 85 ml/kg/day. 4-10 yrs: 70 ml/ kg/day. Adults & childr.over 10 yrs: 2-3 lit./day.

Mild dehydrat: 50 ml/kg dur.1st 6 hrs.follow.by maint. ther.

Mod.to sev.dehydrat: 100 ml/kg dur.1st 6 hrs. follow. by maint.ther.

Ongoing losses: 10-20 ml/kg for every stool
Contraindications: Ren.impairm., intest. obstruct., paralyt.ileus, vomit., gluc.-galact. malabsorpt.syndr.& sev.diarrh.req.parenter.fluid ther.

Special precautions: Medic.intervent.if oral fluid intake not poss./dehydrat.& weakn.evid., sev. diarrh. long.than 12 hrs., ren.fail., diab.insipid., adeq. hydrat., other concom.oral electrol.sols., avoid exceed.total water & electrol.requirem., diab., gluc.intol.occur., card.fail., hypertens., periph. pulm.oed., ren./adren.insuffic., ac. dehydrat., heat cramps, concom.K+ spar.diuret.

See also MDR page 399.
 XE "Slow Mag" SLOW MAG, P&G SA Trading [P/S] 
Mg Chloride.

Indications: Mg-defic.

TABS. H/24/89.

764418-009: 535 mg, 30, R65.56

764418-017: 535 mg, 60, R110.30

764418-025: 535 mg, 100, R167.65

Dosage: Preventative: 2-4 tabs.dly.in div.dos.

Therapeut: 2-6 tabs.dly.in div.dos.
Contraindications: Ren.impairm., ac.dehydrat., gastr.les.& disords.

Side effects: Diarrh., bowel discomf., naus.

 XE "Ultimag" ULTIMAG, (Cipla Medpro) Mirren [P/S]
Mg Chlor. 660 mg, Zn oxide 6 mg.

Indications: Mg & Zn supplem.

(S0) TABS. X/24/79.

773468-021: 30, R86,32
773468-005: 60, R139,05
773468-013: 100, R211,27

Dosage: 2-4 tabs dly.
Contraindications: Ren.impair., dehydrat., gastr. lesions & disords.

Side effects: Diarrh., bowel discomf., naus.

Special precautions: Digital.glycosid.ther.

Drug interactions: Eff.of penicillam.dimin., tetracycl. form chelate with Zn.

 XE "Ultipot" ULTIPOT, Cipla Medpro [P/S]
KCl 600 mg equiv.to K+ 315 mg.
Indications: Hypokalaem.prophylax.& treatm.

(S2) SR TABS. 35/24/0370
718911-001: 30, R44,57
718911-003: 100, R148,70
Dosage: Indiv.accord.to cause/degree of hypokalaem. Admin. 6-12 tabs. dly.in sev.div.dos., not more than 2 tabs in sngl.dos.
Contraindications: Hyperkalaem., untreat. Addison's dis., hyporeninaem., hypoaldosteronism, metab.acidos., heat cramps & ac.dehydrat., sev.liv. dis., GI ulcerat./obstruct., ren.insuffic., concom.K-spar.diurets., concom.K-supplem./IV K, safety in pregn.& lactat.not est., safety & effic.in childr.not est.

Side effects: Hyperkalaem., prurit., skin rash, urticar., paraesthes.of extremit., musc.weakn.& paralys., GI disturbs.incl.perforat.& ulcerat., hypotens., card.dysrhythm., heart block & card. arrest.

Special precautions: Poss.hyperkalaem.& card. arrest in pts.with imp.K-excret., reg.electrol.& K+ monit.esp.dur. prolong.ther./condits.with hyperkalaem. risk, withdr.ther.if GI sympts.pres.as poss.indic,.of GIT ulcerat./perforat., oesophag. stasis, pept./gastr.ulc., delay.intestin.transit., intestin. ischaem., concom.ACE inhibit., concom. meds.that incr.ser.K-conc., elderly, ren./ adrenocortic. insuffic., heart dis., GI ulcerat./ obstruct. hist., not advis.in pts.with ostomies as transit time poss.alt., ac.dehydrat., heat cramps, extens. tiss.destruct.as with burns, concom. K+-spar. diuret., med.known to cause hypomagnesaem.
Drug interactions: Caut.with meds incr.ser. K+ conc. eg K+-spar.diuret./ACE inhibit/cyclospor./ meds. cont.K+-salts such as penicill./digox./Li/ NSAID’s/hepar.& beta-block.
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AMINO-ACIDS
 XE "Carbaglu" CARBAGLU, Equity [P/S]

Carglumic acid

Indications: Hyperammonaem.due to N-acetylglutamate synthase primary deficiency/ isovaler.-/ methylmalonic-/ propionic acidaem.

(S4) DISPERS.TABS 52/23/9008
3002277-001: 200 mg, 60, R94 751,50
3002277-002: 200 mg, 5, R7 895,95
Dosage:Admin oral/via nasogastric tube. Div.tot.dose into 2-4 doses before food. Disper.in 5-10ml water.
N-acetylglutamate synthase deficiency: Initial dose 100mg/kg up to 250mg/kg adjust individ. Test individ.respons for long term.treatm., dly doses range from 10-100mg/kg.

Isovaler.-/ methylmalonic-/ propionic acidaem.: Initial dose 100mg/kg up to 250mg/kg adjust individ.
Contraindications:Hypersens., breastfeed.
Side effects: Common.: Incr.sweat. Uncommon: Incr.transaminas., bradycard., diarrh., vomit., pyrex. Not known: Rash.
Special warnings and precautions: System.survaill.of liv.,renal,card.func.& haematol.paramet.recomm., prot.restrict.& arginine supplementat.in case of low prot.toler., safety in pregn.not est. 
 XE "Dipeptiven" DIPEPTIVEN, Fresenius Kabi [P/S]

L-alanine 82 g, L-glutamine 134,6 g = (N(2) L-alanyl-L-glutamine) 200 g/1 000 ml.

Indications: Part of IV parenter.nutrit.regim supplem. amino acid sol.which do not already contain glutamine.

(S3) CONC.FOR SOL.FOR INFUS, 33/23/0210

882313-002: 1x100 ml, R657,06
Dosage: Not for direct admin. Design.for centr. ven. infus.follow.addit.to compat.carrier sol.1 vol. part.to be mix.with at least 5 vol.parts.carrier sol. (eg 100 ml Dipeptiven + at least 500 ml amino acid sol.) Max.fin.conc.not to exceed 3,5%. Durat.of use not to exceed 2 wks.

Dos.depend.on sev.of catabol.state & amino acid requirem. Max.dly dos: 2 g amino acid/kg bm in parenter.nutrit. When calculat.consid.alanine & glutamine suppl.via Dipeptiven.(proport.amino acid supplied by Dipeptiven not to exceed approx.30% of tot. supply).

Dly.dos: 1,5-2,5 ml/kg bm (equiv.0,3-0,5 g N(2)-L-alanyl-L-glutamine/kg bm) equat.to 100-175 ml for 70 kg pt. Max.dly.dos: 2,5 ml/kg bm.(equiv. 0,5 g N(2)-L-alanyl-L-glutamine/kg bm) should be admin. in combinat.with at least 1,0 g amino acids/kg bm/ day. With amino acids from Dipeptiven incl.this results in dly dos.of at least 1,5 g amino acids/kg bm. See prod.lit.for adjustm.examples for the supply with Dipeptiv.& other amino acids through carrier sol.

Contraindications: Sev.ren./hepat.insuffic., metabol. acidos., safety not demonstr.in pregn./ lactat & childr.

Side effects: Chills, N&V if infus.rate exceed.

Warnings and special precautions: Monit.liv. funct. in compensat.hepat.insuffic.
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SPECIAL FOODS
 XE "Nutriflex Lipid Peri" NUTRIFLEX LIPID PERI, B Braun [P/S]

Each 1875 (2500) ml: contains Glucose (anhydr.) 120,0 (160,0) g equiv.to glucose monohydr. 132(176) g; Na dihydrog.phosph. dihydr. 1,755 (2,340) g; Zn acet.dihydr. 9,938 (13,250) mg; Medium-chain triglycerid. 37,5 (50,0) g; Soybean oil 37,5 (50,0) g; Isoleucine 3,51 (4,68) g; Leucine 4,70 (6,26) g; Lysine 3,39 (4,52) g equiv.to lysine HCl 4,26 (5,68) g; Methionine 2,94 (3,92) g; Phenylalanine 5,27 (7,02) g; Threonine 2,73 (3,64) g; Tryptophan 0,86 (1,14) g; Valine 3,90 (5,20) g; Arginine 4,05 (5,40) g; Histidine 1,88 (2,50) g equiv.to histidine HCl monohydr. 2,54 (3,38) g; Alanine 7,28 (9,70) g; Aspartic acid 2,25 (3,00) g; Glutamic acid 5,25 (7,00) g; Glycine 2,48 (3,30) g; Proline 5,10 (6,80) g; Serine 4,50 (6,00) g; NaOH 1,20 (1,60) g; NaCl 1,622 (2,162) g; Na acet.trihydr. 0,816 (1,088) g; K acet. 4,415 (5,886) g; Mg acet. tetrahydr. 0,966 (1,288)g; CaCl dihydr. 0,662 (0,882) g.

Indications: Supply of dly.requirem.of energy, essent. fatty acids, amino acids, electrol. & fluids dur. parenter.nutrit.for pts.with mild to mod.sev. catabol. when oral/enter.nutrit.imposs./insuffic/ contra-indicat.

(S3) IV INFUS. 41/25/0757.

3004288-001: 1 250 ml, R1 056,52
716310-001, 1 875 ml, R1 584,78
716311-001, 2 500 ml, R2 113,03
Dosage: For IV infus,admin.continuous.at max. infus.rate of 2,5 ml/kg body weight/hr, indiv.dose accord.to pt.requirm., treatm.should not exceed 7 days.

Max.dly.dose: 40 ml/kg body weight.

Ref.to prod.lit.for sol.prep.

Contraindications: Disturbs.of amino acid/lipid metabol., hyperkalaem., hypernatraem., unstab. metabol. e.g. sev.post aggress.syndr./unstabilis. diabet.mellit./coma of unknown orig., hyperglycaem. not respond.to insul.doses up to 6 unit insul./hr., acidos., intrahepat.cholestas., sev. hepat./ren.insuffic., manifest card.insuffic., aggrav. haemorrh.diathes., ac.myocard.infarct.& stroke/thromboembol./lipid embol., known hypersens. to egg/soy prot., childr. < 2yrs, unstable circulat.stat., inadeq.cellul. O2 supply, fluid overload/ overhydrat., electrol./fluid bal.disturb., ac. pulm.oed./decompensat.card.insuffic., pregn.& lactat.as safety & effic.not est.

Side effects: Flush.,incr.temp., cold feel., shiver., headache, loss of appet., hyperglycaem., bld. disords., N&V, resp.distr., back/chest/bone/ lumb. area pain, BP chang., hypersens.reacts, cyanos., thrombophlebit., septicaemia, loc.irrit.at inj.site, overload. syndr., hyperhydrat., pulm.oed.

Special precautions: Monit.pts.on coumarin derivats. closely, do not mix/infuse concomit.with other sols., caut.in cases of incr.ser.osmolarit./ imp. card.or ren.funct., monit./correct disturbs. of fluid, electrol./acidbase bal.bef.start of infus., rapid infus.can lead to fluid overload with patholog. ser.electrol.conc./hyperhydrat./pulm. oed., monit.ser.triglycer./bld.gluc.conc., interrupt infus. with S&S of anaphylact.react., reduc/ interrupt dos. if bld.gluc.conc.> 14 mmol/L (250 mg /dl), suppl.appropr.replacem.of trace elem.& vits. dur. long-term.admin., do not giv.simultan.with bld. in same infus.set., fat cont.may interf.with cert. lab.meas.

Drug interactions: Heparin in clin.dos.caus. trans. lipoprot.lipase releas.into circulat.result.in init. incr.plasma lipolys.follow.by trans.triglycer. clear. decr, soybean oil may interf.with therap.eff. of coumarin derivativ.

 XE "Nutriflex Lipid Plus" NUTRIFLEX LIPID PLUS, B Braun [P/S]
Each 1875 (2500) ml contains: Glucose (anhydr.) 225,5 (300,0) g equiv. to glucose monohydr. 247,5 (330,0) g; Na dihydrog.phosph.dihydr. 3,51 (4,68) g; Zn acet.dihydr. 9,87 (13,16) mg; Medium-chain triglycerides 37,5 (50,0) g; Soybean oil 37,5 (50,0) g; Isoleucine 4,23 (5,64) g; Leucine 5,64 (7,52) g; Lysine 4,10 (5,46) g equiv.to lysine HCl 5,12 (6,82) g; Methionine 3,53 (4,70) g; Phenylalanine 6,32 (8,42) g; Threonine 3,27 (4,36) g; Tryptophan 1,02 (1,36) g; Valine 4,68 (6,24) g; Arginine 4,86 (6,48) g; Histidine 2,25 (3,00) g equiv.to histidine HCl monohydr. 3,05 (4,06) g; Alanine 8,73 (11,64) g; Aspartic acid 2,70 (3,60) g; Glutamic acid 6,32 (8,42) g; Glycine 2,97 (3,96) g; Proline 6,12 (8,16) g; Serine 5,40 (7,20) g; NaHCl 1,464 (1,952) g; NaCl 0,755 (1,006) g; Na acet.trihydr. 0,416 (0,554) g; K acet. 5,151 (6,868) g; Mg acet.tetrahydr. 1,287 (1,716) g; CaCl dihydr. 0,882 (1,176) g.

Indications: Supply of dly. requirem.of energy, essent. fatty acids, amino acids, electrol. & fluids dur.parenter.nutrit.for pts.with mild to mod.sev. catabol.when oral/enter.nutrit.imposs/insuffic/ contraindicate.
(S3) IV INFUS. 41/25/0756.

716312-001, 1 875 ml, R1 592,44
716314-001, 2 500 ml, R2 123,25
Dosage: For IV infus., admin.continuous.at max. infus.rate of 2,0 ml/kg body weight/hr, indiv.dose accord.to pt.requirm. Max.dly.dose: 40 ml/kg body weight.

Ref.to prod.lit.for sol.prep.

Contraindications: Disturbs. of amino acid/lipid metabol., hyperkalaem., hypernatraem., unstab. metabol. e.g. sev.post aggress.syndr./unstabilis. diabet.mellit.coma of unknown orig., hyperglycaem. not respond.to insul.doses up to 6 unit insul./hr., acidos., intrahepat.cholestas., sev. hepat./ren.insuffic., manifest card.insuffic., aggrav. haemorrh.diathes., ac.myocard.infarct.& stroke/thromboembol./lipid embol., known hypersens. to egg/soy prot., childr. < 2yrs, unstable circulat.stat., inadeq. cellul. O2 supply, fluid overload/ overhydrat., electrol./fluid bal.disturb., ac.pulm.oed./decompensat.card.insuffic., pregn.& lactat.as safety & effic.not est.
Side effects: Flush., incr.temp., cold feel., shiver., headache , loss of appet., hyperglycaem., bld. disords., N&V, resp.distr., back/chest/bone/ lumb.area pain, BP chang., hypersens.reacts, cyanos., thrombophlebit., septicaemia, loc.irrit.at inj.site, overload.syndr., hyperhydrat., pulm.oed.

Special precautions: Monit.pts.on coumarin derivats.closely, do not mix/infuse concomit.with other sols., caut.in cases of incr.ser.osmolarit. /imp.card.or ren.funct., monit./correct disturbs.of fluid, electrol./acidbase bal.bef.start of infus., rapid infus.can lead to fluid overload with patholog. ser.electrol.conc./hyperhydrat./pulm. oed., monit.ser.triglycer./bld.gluc.conc., interrupt infus.with S&S of anaphylact.react., reduc/ interrupt dos. if bld.gluc.conc.> 14 mmol/L (250 mg/ dl), suppl.appropr.replacem.of trace elem. & vits. dur.long-term.admin., do not giv. simultan.with bld.in same infus.set., fat cont.may interf.with cert.lab.meas.

Drug interactions: Heparin in clin.dos.caus. trans.lipoprot.lipase releas.into circulat.result.in init.incr.plasma lipolys.follow.by trans.triglycer. clear.decr, soybean oil may interf.with therap. eff.of coumarin derivativ
 XE "Nutriflex Lipid Special" NUTRIFLEX LIPID SPECIAL, B Braun [P/S]
Each 625 ml contains: Glucose (anhydr.) 90,0 g equiv.to glucose monohydr. 99,0 g; Na dihydrog. phosph.dihydr. 1,56 g; Zn acetat.dihydr. 4,39 mg; Medium-chain triglycerides 12,5 g; Soybean oil 12,5 g; Isoleucine 2,06 g; Leucine 2,74 g; Lysine HCl 2,49 g equiv.to lysine 1,99 g; Methionine 1,71 g; Phenylalanine 3,08 g; Threonine 1,59 g; Tryptophan 0,50 g; Valine 2,26 g; Arginine 2,37 g; Histidine HCl monohydrate 1,48 g equiv.to histidine 1,10 g; Alanine 4,25 g; Aspartic acid 1,32 g; Glutamic acid 3,07 g; Glycine 1,45 g; Proline 2,98 g; Serine 2,63 g; NaOH 0,732 g; Nacl 0,237 g; Na acet. trihydr. 0,157 g; K acet. 2,306 g; Mg acet.tetrahydr. 0,569 g; CaCl dihydr. 0,390 g.

Each 1250 ml contains: Glucose (anhydr.) 180,0 g equiv.to glucose monohydr. 198,0 g; Na dihydrog. phosph.dihydr. 3,12 g; Zn acetat.dihydr. 8,78 mg; Medium-chain triglycerides 25,0 g; Soybean oil 25,0 g; Isoleucine 4,11 g; Leucine 5,48 g; Lysine HCl 4,98 g equiv.to lysine 3,98 g; Methionine 3,42 g; Phenylalanine 6,15 g; Threonine 3,18 g; Tryptophan 1,00 g; Valine 4,51 g; Arginine 4,73 g; Histidine HCl monohydrate 2,96 g equiv.to histidine 2,19 g; Alanine 8,49 g; Aspartic acid 2,63 g; Glutamic acid 6,125 g; Glycine 2,89 g; Proline 5,95 g; Serine 5,25 g; NaOH 1,464 g; Nacl 0,473 g; Na acet. trihydr. 0,313 g; K acet. 4,611 g; Mg acet.tetrahydr. 1,137 g; CaCl dihydr. 0,779 g.

Each 1875 ml contains: Glucose (anhydr.) 270,0 g equiv.to glucose monohydr. 297,0 g; Na dihydrog. phosph.dihydr. 4,68 g; Zn acetat.dihydr. 13,17 mg; Medium-chain triglycerides 37,5 g; Soybean oil 37,5 g; Isoleucine 6,16 g; Leucine 8,22 g; Lysine HCl 7,46 g equiv.to lysine 5,96 g; Methionine 5,13 g; Phenylalanine 9,22 g; Threonine 4,76 g; Tryptophan 1,50 g; Valine 6,76 g; Arginine 7,09 g; Histidine HCl monohydrate 4,44 g equiv.to histidine 3,29 g; Alanine 12,73 g; Aspartic acid 3,94 g; Glutamic acid 9,20 g; Glycine 4,33 g; Proline 8,93 g; Serine 7,88 g; NaOH 2,196 g; NaCl 0,710 g; Na acet. trihydr. 0,470 g; K acet. 6,917 g; Mg acet.tetrahydr. 1,706 g; CaCl dihydr. 1,168 g.

Each 2500 ml contains: Glucose (anhydr.) 360,0 g equiv.to glucose monohydr. 396,0 g; Na dihydrog. phosph.dihydr. 6,24 g; Zn acetat.dihydr. 17,56 mg; Medium-chain triglycerides 50,0 g; Soybean oil 50,0 g; Isoleucine 8,21 g; Leucine 10,96 g; Lysine HCl 9,95 g equiv.to lysine 7,95 g; Methionine 6,84 g; Phenylalanine 12,29 g; Threonine 6,35 g; Tryptophan 2,00 g; Valine 9,01 g; Arginine 9,45 g; Histidine HCl monohydrate 5,92 g equiv.to histidine 4,38 g; Alanine 16,98 g; Aspartic acid 5,25 g; Glutamic acid 12,27 g; Glycine 5,78 g; Proline 11,90 g; Serine 10,50 g; NaOH 2,928 g; Nacl 0,946 g; Na acet. trihydr. 0,626 g; K acet. 9,222 g; Mg acet.tetrahydr. 2,274 g; CaCl dihydr. 1,558 g.

Indications: Supply of dly. requirem.of energy, essent. fatty acids, amino acids, electrol. & fluids dur.parenter.nutrit.for pts. with mild to mod.sev. catabol.when oral/enter. nutrit.imposs/ insuffic/contraindicat.
(S3) IV INFUS. 41/25/0759.

716315-001, 625 ml, R553,89
716316-001, 1 250 ml, 

R1 107,77
716318-001, 1 875 ml, R1 661,67
716320-001, 2 500 ml, 

R2 215,57

Dosage: For IV infus., admin.continuous.at max. infus.rate of 1,7 ml/kg body weight/hour, indiv. dose accord.to pt.requirm. Max.dly.dose: 35 ml/kg body weight.

Ref.to prod.lit.for sol.prep.

Contraindications: Disturbs.of amino acid/lipid metabol., hyperkalaem., hypernatraem., unstab. metabol. e.g. sev.post aggress.syndr./unstabilis. diabet.mellit./coma of unknown orig., hyperglycaem. not respond.to insul.doses up to 6 unit insul./hr., acidos., intrahepat.cholestas., sev. hepat./ren.insuffic., manifest card.insuffic., aggravat. haemorrh.diathes., ac.myocard.infarct.& stroke/thromboembol./lipid embol., known hypersens. to egg/soy prot., childr. < 2yrs, unstable circulat.stat., inadeq.cellul. O2 supply, fluid overload/ overhydrat., electrol./fluid bal.disturb., ac.pulm.oed./decompensat.card.insuffic., pregn.& lactat.as safety & effic.not est.
Side effects: Flush.,incr.temp., cold feel., shiver., headache, loss of appet., hyperglycaem., bld. disords., N&V, resp.distr., back/chest/bone/ lumb.area pain, BP chang., hypersens.reacts, cyanos., thrombophlebit., septicaemia, local irrit.at inj.site, overload.syndr., hyperhydrat., pulm.oed.

Special precautions: Monit.pts.on coumarin derivats.closely, do not mix/infuse concomit.with other sols., caut.in cases of incr.ser.osmolarit./ imp.card.or ren.funct., monit./correct disturbs.of fluid, electrol./acidbase bal.bef.start of infus., rapid infus.can lead to fluid overload with patholog. ser.electrol.conc./hyperhydrat./ pulm. oed., monit.ser.triglycer./bld.gluc.conc., interrupt infus.with S&S of anaphylact.react., reduc/ interrupt dos. if bld.gluc.conc.> 14 mmol/L (250 mg/dl), suppl.appropr.replacem.of trace elem. & vits. dur.long-term.admin., do not giv.simultan. with bld.in same infus.set., fat cont.may interf. with cert.lab.meas.

Drug interactions: Heparin in clin.dos.caus. trans. lipoprot.lipase releas.into circulat.result.in init.incr.plasma lipolys.follow.by trans.triglycer. clear.decr, soybean oil may interf.with therap.eff. of coumarin derivativ.
 XE "Nutriflex Lipid Special without Electrolytes" NUTRIFLEX LIPID SPECIAL WITHOUT
ELECTROLYTES, B Braun [P/S]
Each 1250 ml contains: Glucose (anhydr.) 180,0 g equiv. to glucose monohydr. 198,0 g; Medium-chain triglycerides 25,0 g; Soybean oil 25,0 g; Isoleucine 4,11 g; Leucine 5,48 g; Lysine monohydrate 4,47 g equiv.to lysine 3,98 g; Methionine 3,42 g; Phenylalanine 6,15 g; Threonine 3,18 g; Tryptophan 1,00 g; Valine 4,51 g; Arginine 4,73 g; Histidine 2,19 g; Alanine 8,49 g; Aspartic acid 2,63 g; Glutamic acid 6,14 g; Glycine 2,89 g; Proline 5,95 g; Serine 5,25 g.

Each 1875 ml contains: Glucose (anhydr.) 270,0 g equiv. to glucose monohydr. 297,0 g; Medium-chain triglycerides 37,5 g; Soybean oil 37,5 g; Isoleucine 6,16 g; Leucine 8,22 g; Lysine monohydrate 6,71 g equiv.to lysine 5,97 g; Methionine 5,13 g; Phenylalanine 9,22 g; Threonine 4,76 g; Tryptophan 1,50 g; Valine 6,76 g; Arginine 7,09 g; Histidine 3,28 g; Alanine 12,73 g; Aspartic acid 3,94 g; Glutamic acid 9,20 g; Glycine 4,33 g; Proline 8,93 g; Serine 7,88 g.

Each 2500 ml contains: Glucose (anhydr.) 360,0 g equiv. to glucose monohydr. 396,0 g; Medium-chain triglycerides 50,0 g; Soybean oil 50,0 g; Isoleucine 8,21 g; Leucine 10,96 g; Lysine monohydrate 8,94 g equiv.to lysine 7,96 g; Methionine 6,84 g; Phenylalanine 12,29 g; Threonine 6,35 g; Tryptophan 2,00 g; Valine 9,01 g; Arginine 9,45 g; Histidine 4,38 g; Alanine 16,98 g; Aspartic acid 5,25 g; Glutamic acid 12,27 g; Glycine 5,78 g; Proline 11,90 g; Serine 10,50 g. 

Indications: Supply of dly. requirem.of energy, essent. fatty acids, amino acids & fluids dur. parenter.nutrit.for pts. with mild to mod.sev. catabol.when oral/enter. nutrit.imposs./ insuffic/contraindicat.
(S3) IV INFUS. 41/25/0760.

716317-001, 1 250 ml, R1 084,70
716319-001, 1 875 ml, R1 627,05
716321-001, 2 500 ml, R2 169,43
Dosage: For IV infus., admin.continuous.at max. infus.rate of 1,7 ml/kg body weight/hr, individ. dose accord.to pt.requirm.

Max.dly.dose: 35 ml/kg body weight.

Ref.to prod.lit.for sol.prep.

Contraindications: Disturbs. of amino acid/lipid metabol., hypokalaem., hyponatraem., unstab. metabol. e.g. sev.post aggress.syndr./unstabilis. coma of unknown orig., hyperglycaem.not respond. to insul.doses up to 6 unit insul./hr., acidos., intrahepat. cholestas., sev.hepat./ren.insuffic., manifest card.insuffic., aggravat.haemorrh. diathes., acute myocard.infarct.& stroke/ thromboembol./ lipid embol., known hypersens.to egg/ soy prot., childr. < 2yrs, unstable circulat. stat., inadeq.cellul. O2 supply, fluid overload/ overhydrat., electrolyt./fluid bal.disturb., ac.pulm. oed. /decompensat.card.insuffic., pregn.& lactat. as safety & effic.not est.

Side effects: Flush., incr.temp., cold feel., shiver., headache, loss of appet., hyperglycaem., bld. disords., N&V, resp.distr., back/chest/bone/ lumb. area pain, BP chang., hypersens.reacts, cyanos., thrombophlebit., septicaemia, loc.irrit.at inj.site, overload. syndr., hyperhydrat., pulm.oed.

Special precautions: Monit.pts.on coumarin derivats. closely, do not mix/infuse concomit.with other sols., caut.in cases of incr.ser.osmolarit./ imp. card.or ren.funct., monit./correct disturbs.of fluid, electrol./acidbase bal.bef.start of infus., rapid infus.can lead to fluid overload with patholog. ser.electrol.conc./hyperhydrat./pulm. oed., monit.ser.triglycer./bld.gluc.conc., interrupt infus. with S&S of anaphylact.react., reduc/ interrupt dos.if bld.gluc.conc.>14 mmol/L (250 mg/ dl), suppl.appropr.replacem.of trace elem.& vits. dur. long-term.admin., do not giv.simultan.with bld. in same infus.set., fat cont.may interf.with cert. lab.meas.

Drug interactions: Heparin in clin.dos.caus. trans. lipoprot.lipase releas.into circulat.result.in init. incr.plasma lipolys.follow.by trans.triglycer. clear. decr, soybean oil may interf.with therap.eff. of coumarin derivativ.

 XE "Nutriflex Omega Plus" NUTRIFLEX OMEGA PLUS, B Braun [P/S]

Each 1000 ml contains: Glucose 120.0 g equiv. to glucose monohydr. 132.0 g; Na dihydrog. phosph. dihydr. 1.872 g; Zn acet. dihydr. 5.264 mg; Medium-chain triglycerides 20.0 g; Soybean oil 16.0 g; Omega-3-acid triglycerides 4.00 g; Isoleucine 2.256 g; Leucine 3.008 g; Lysine HCl 2.728 g equiv. to lysine 2.184 g; Methionine 1.880 g; Phenylalanine 3.368 g; Threonine 1.744 g; Tryptophan 0.544 g; Valine 2.496 g; Arginine 2.592 g; Histidine HCl monohydrate 1.624 g equiv. to histidine 1.202 g; Alanine 4.656 g; Aspartic acid 1.440 g; Glutamic acid 3.368 g; Glycine 1.584 g; Proline 3.264 g; Serine 2.880 g; NaOH 0.781 g; NaCl 0.402 g; Na acet. trihydr. 0.222 g; K acet. 2.747 g; Mg acet. tetrahydr. 0.686 g; CaCl dihydr. 0.470 g.

Indications: Supply of energy, essent. fatty acids incl. omega-3 & 6, amino acids, electrol.& fluids dur.parenter. nutrit.for pts. in mod.-sev. catabol.when oral/ enter. nutrit. imposs./ insuffic./ contraindic.

(S3) IV INF, 49/25/0066.

3006861-001: 1x1 250ml, R1 473,70
Dosage: Adapt to pt.indiv.req., admin. contin.with stepwise incr.of infus.rate over 1st 30min up to desir.rate. Adult max.dly.dose: 40 ml/kg bw. Max.inf.rate: 2.0 ml/kg bw/hr For 70 kg pt.max.140 ml/hr. Durat.not limit.; suppl. trace elem. & vits., recom.durat.of inf. for one bag max.24h., for IV use, central venous inf. only. Ref.to prod.lit.for sol.prep.
Contraindications: Hypersens. egg/ fish/ peanut/ soya prot., inborn errors of amino acid metab., sev. hypertriglyceridaem. (≥ 1000 mg/dl or 11.4 mmol/l), sev.

coagulopath., hyperglycaem. not respond. to ≤ 6 units insul./ hr, acidosis, intrahep. cholestas., sev.hep.insuffic., sev.ren. insuffic. without ren.replac. therap., aggravat. haemorrh. diathes., ac. thrombo-embolic events, lipid embol., not for use in newborn infants/ infants/ toddlers < 2 yrs., unstable circulat. status (collapse, shock), ac.phases of cardiac infarct., stroke, unstable metabol.cond. (eg.sev.post-aggress.syndr., coma of unknown orig.), inadeq.cellul.O2 supply, electrol./ fluid bal.disturb., ac.pulm.oed., decompensat. card.insuffic. 

Side effects: Less freq.: Hypercoagulat., allerg.react.(incl. anaphylact.react., dermal eruptions, laryngeal, oral & fac. oed.), loss of appet., hyperlipidaem., hyperglycaem., metabol.acidos.(dose-depend., incr. under lipid overdose cond.), headache, drowsin., hyper-/hypotens., flush, dyspn., cyanos., N&V, erythema, sweat., pain in back/ bones/ chest/ lumbar area, elevat. body temp., feeling cold, chills, fat overload syndr. Freq. unknown: Leucopen., thrombocytopen., cholestas.

Special warnings & precautions: Cases of incr.ser. osmolarit, correct fluid/ electrol./ acid-base bal.dist.bef.start of inf., too rapid inf.can lead to fluid overload with pathol.ser.electrol.conc./ hyperhydrat.& pulm.oed., interrupt inf.immediat. on S&S of anaphylact.react., monit.ser. triglyceride conc. when inf.; adj.inf rate / interrupt if triglyceride levels exceed certain thresholds., pts. with imp.lipid metabol.eg.ren.insuffic./ DM/ pancreatitis/ imp.hep.funct./ hypothyroidism/ sepsis/ metabolic syndr. & with more frequent monit.of ser. triglycerides., monit.bld.gluc.level; adj. inf. rate / admin.insulin if hyperglycaem., close monit. of ser.electrol.& adequate suppl. as need., monitor & control ser. electrolytes/ water bal./ acid-base bal./ blood cell counts/ coagul. status/ hep.& ren.funct, avoid co-admin. with sol. Contain.Zn/ Mg/ Ca & phosphate, do not admin.with blood in the same inf.set., strict aseptic precautions req., consider sodium content in pts. on low salt diet & adj dose accord., fat content may interf. with certain lab. tests., no clinical exp.in pediatric popul., caution in cardiac/ ren.insuffic., ltd exper. in pts. with DM/ ren.fail., concom.coumarin derivat

Interactions: Insulin may interf. with body’s lipase syst., heparin in clin.doses caus.trans.release of lipoprot.lipase into circulat.result.in init. incr.plasma lipolys. followed by trans.decr.in triglycer.clear., soybean oil's nat.vit.K1 content may interf. with therap.effect of coumarin derivat., caut.in pts. receiv. meds that incr. serum K+ conc. eg.K+-sparing diuret. (triamterene/ amiloride/ spironolactone), ACE-I (captopril/ enalapril, ARBs (losartan/ valsartan), ciclosporin, tacrolimus, corticosteroids & ACTH assoc. with Na+ & fluid retent.

 XE "Nutriflex Omega Specialized" NUTRIFLEX OMEGA SPECIALIZED, B Braun [P/S]

Each 1000 ml contains: Glucose 158.4 g equiv. to glucose monohydr. 144.0 g; Na dihydrog. phosph. dihydr. 2.496 g; Zn acet. dihydr. 7.024 mg; Medium-chain triglycerides 20.0 g; Soybean oil 16.0 g; Omega-3-acid triglycerides 4.00 g; Isoleucine 3.284 g; Leucine 4.384 g; Lysine HCl 3.980 g equiv. to lysine 3.186 g; Methionine 2.736 g; Phenylalanine 4.916 g; Threonine 2.540 g; Tryptophan 0.800 g; Valine 3.604 g; Arginine 3.780 g; Histidine HCl monohydrate 2.368 g equiv. to histidine 1.753 g; Alanine 6.792 g; Aspartic acid 2.100 g; Glutamic acid 4.908 g; Glycine 2.312 g; Proline 4.760 g; Serine 4.200 g; NaOH 1.171 g; NaCl 0.378 g; Na acet. trihydr. 0.250 g; K acet. 3.689 g; Mg acet. tetrahydr. 0.910 g; CaCl dihydr. 0.623 g.

Indications: Supply of energy, essent. fatty acids incl. omega-3 & 6, amino acids, electrol. & fluids dur. parenter. nutrit. for pts. in mod.-sev.catabol.when oral/enter. nutrit. imposs./ insuffic./ contraindicat.

(S3) IV INF, 49/25/0065

3006827-001: 1x625 ml, R816.68

3006859-001: 1x1 250 ml, R1 633,35

3006906-001: 1x1 875 ml, R2 450,03

Dosage: Adapt to pt.indiv.requir., admin.contin.with stepwise incr.of inf. rate over 1st 30 min up to desir.rate., adult max.dly.dose: 35 ml/kg bw., Max. inf.rate: 1.7 ml/kg bw./hr. For a 70 kg pt.: max. inf.rate of 119 ml/hr. IDPN: Max. hourly inf.rate 2.3 ml/kg/hr over 4 hrs. Durat. not ltd; ensure appropr.suppl. of trace elem. & vits., recomm.durat. of inf. for one bag max.24h. For IV use, central venous inf.only. Ref. to prod. lit. for sol. prep.

Contraindications: Hypersens. to egg/ fish/ peanut/ soya prot., inborn errors of amino acid metab., sev. hypertriglyceridaem.(≥ 1000 mg/dl or 11.4 mmol/l), sev.coagulopath., hyperglycaem. not respond.to ≤ 6 units insul./hr, acidosis, intrahep.cholestas., sev.hep.insuffic., sev. ren.insuff. without ren.replac. therap., aggravat. haemorrh. diathes., ac. thrombo-embolic events, lipid embol. not for use in newborn infants/ infants/ toddlers < 2 yrs. unstable circulat. status (collapse, shock), ac.phases of cardiac infarct., stroke, unstable metabol. cond. (eg.sev.post-aggress. syndr., coma of unknown orig.), inadeq.cellul. O2 supply, electrol./ fluid bal. disturb., ac.pulm.oed., decompensat. card.insuff.

Side effects: Less freq.: Hypercoagulat., allerg.react.(incl. anaphylactic react., dermal eruptions, laryngeal, oral & fac. oed.), loss of appet., hyperlipidaem., hyperglycaem., metabol.acidos.(dose-depend., incr.under lipid overdose cond.), headache, drowsin., hyper-/hypotens., flush, dyspn., cyanos., N&V, erythema, sweat., pain in back/ bones/ chest/ lumbar area, elevat. body temp., feel.cold, chills, fat overload syndr. Freq. unknown: Leucopen., thrombocytopen., cholestas.

Special warnings & precautions: Cases of incr.ser.osmolarit, correct fluid/ electrol./ acid-base bal.dist.bef.start of inf., too rapid inf.can lead to fluid overload with pathol.ser.electrol.conc./ hyperhydrat.& pulm.oed., interrupt inf.immediat.on S&S of anaphylact.react., monit. ser. triglyceride conc. when inf.; adj.inf.rate / interr.if triglyceride levels exceed 4.6 mmol/l (400 mg/dl), interr. if >11.4 mmol/l (1000 mg/dl).,pts.with imp.lipid metabol.eg. ren. insuff./ DM/ pancreatit./ imp.hep.funct./ hypothyroidism/ sepsis/ metabol. syndr. & monit. ser. triglycerides. more freq., monit. bld gluc.level; adjust inf.rate / admin. insul.if hyperglycaem., close monit. of ser. electrolytes & adeq. suppl. as need., monitor & control ser. electrolytes/ water bal./ acid-base bal./ bld cell counts/ coagul. status/ hep.& ren.funct., avoid co-admin. with sol.cont. Zn/ Mg/ Ca & phosphate., do not admin. simult.with bld in same inf.set., strict aseptic precaut. req., consid.sodium content in pts. on low salt diet & adj. dose accord., fat content may interf. with certain lab. tests., no clinical exp. in pediatric popul., caut.in cardiac-/ ren.insuffic., ltd exper. in pts. with DM/ ren.fail. 
Interactions: Insulin may interf. with body’s lipase syst., heparin in clin. doses caus. trans.release of lipoprot. lipase into circulat.result. in init. incr. plasma lipolys. followed by trans. decr. in triglycer. clear., soybean oil's nat. vit. K1 content may interf. with therap. effect of coumarin derivat., caut. in pts. receiv. meds that incr. serum K+ conc. eg.K+-sparing diuret. (triamterene, amiloride, spironolactone)/ ACEI (captopril, enalapril)/ ARBs (losartan, valsartan)/ ciclosporin/ tacrolimus, corticosteroids & ACTH assoc. with Na+ & fluid retention.

 XE "Smofkabiven" SMOFKABIVEN, Fresenius Kabi [P/S]

Amino acid sol.with electrolytes, glucose 42 %, lipid emulsion.

Indications: Parent.nutrit. for adults & childr.>2 yrs when oral/ enteral- imposs./ insuff./contraindic.

(S4) EMUL.FOR INFUS. 46/32.2/0518
3006211-001: 1x493 ml, R623,65
3006213-001: 1x986 ml, R1 247,29
3006214-001: 1x 1 477 ml, R1 868,41
3006215-001: 1x1 970 ml, R2 492,05
Dosage: Dose & inf.rate depend on pts. ability to elimin.fat & metab.nitrogen & glucose & nutrit.req. Indiv.dose accord. to pts.clinic.condit./ bw/ nutrit.& energy requirem., adj.dose based on add.enter./ oral intake.
Adults & adolesc.>12 yrs: Dose range of 13-31ml SMOFKABIVEN /kg bw/day corresp.to 0,1-0,25g nitrogen/kg bw/day (0,6-1,6g amino acids/kg bw/day ) & 14-35kCal/kg bw/day of total energy (12-27kcal/kg bw/day of non-prot.energy). Obese pts.base dose on estimated ideal weight.Inf.rate: Max for glucose=0,25g/kg bw/h. For amino acid=0,1g/kg bw/h. For fat=0,15g/kg bw/h.Not to exceed 2ml/kg bw/h.Recomm.inf period=14-24hrs. Max.dly.dose: Recomm.35 ml/kg bw.

Paed.(childr.2-11 yrs): Up to max of 35ml/kg bw/day adjust.reg. Inf.rate: Max recomm.2,4ml/kg bw/h for no longer than 14 hrs 30min.Recomm.infus.per.12-24 hrs.

Contraindications: Sev.hyperlipid., sev.liv.insuff., sev.bld.coagulat.disord., congenit.errors of amino acid metbol., sev.ren.insuff.without acess to haemofiltr./ dialysis, ac.shock, hyperglycaem., CF, patholog.elev.serum lvl of any of the induc.electrol., gen.C/I to infus.(ac.PE/ hyperhydrat./ decompens. card.insuff.), haemophagocytot.syndr., unstab.condits.(eg.post trauma/ uncompensat.DM/ PE/ stroke/ embol./ metab.acidos./ sev.sepsis/ hypoton. dehydrat./ hyperosmolar coma), childr. <2yrs.

Side effects: Freq.:Incr.body temp.Less freq.: Hypersens.reacts, heat/ cold sensat., paleness, cyanos., back/ neck/ chest/ bone/ loin pain, tachycard., dyspn., lack of appet., N&V, elev.plasma lvl of liv.enzym., hyper-/ hypotens., chills, dizzin., headache.

Special warinings and precautions: Do not give with bld in same infus.set, use cont.& well-controll.infus & if poss.volumetr.pump, strict.aseptic. precaut., condits.of impair.lipid metabol. may occur in pts.with ren.fail./ DM/ pancreatit./ imp.liv.funct./hypothyroid.& sepsis., contain soy-bean oil/ fish oil & egg phospholipid., poss.need for exogen. insulin in hyperglycaem., pts.with tenden. towards electrolyte retent., monit. serum gluc./ electrol./ osmolality/ fluid bal./ acid-base status/ liv.enzym., when fat is given for long per.monit.bld.cell.count & coagulat., in ren.insuff.control phosphate & potass.intake, lactic acid., insuff.cellul. O2 supply, incr.serum osmolarit., fat content interf.with lab.meas., IV amino acids incr.urin.excret.of trace elem.part. Cu/ Zn, malnourished pts., safet.not demonstr.in pregn.& lactat.

Interactions: Insul.may interfere with lipase syst., heparin in clin.dos.caus. trans. lipoprot.lipase releas.into circulat.result.in init. incr.plasma lipolys.follow.by trans.triglycer. clear. decr,soybean oil may interf.with therap.eff. of coumarin derivativ.
 XE "Smofkabiven Peripehral" SMOFKABIVEN PERIPHERAL, Fresenius Kabi [P/S]

Amino acid sol.with electrolytes, glucose 13 %, lipid emulsion.

Indications: Parent.nutrit. for adults & childr.>2 yrs when oral/ enteral- imposs./ insuff./contraindic.

(S4) EMUL.FOR INFUS. 47/32.2/0036

3006216-001: 1x1206 ml, R1 594,94
Dosage: Dose & inf.rate depend on pts.ability to elimin.lipids & metab.nitrogen & glucose & nutrit.req. Indiv.dose accord. to pts.clinic.condit./ bw/ nutrit.& energy requirem., adj.dose based on add.enter./ oral intake.
Adults & adolesc.>12 yrs: Dose range of 20-40ml SMOFKABIVEN PERIPHERAL /kg bw/day corresp.to 0,1-0,2g nitrogen/kg bw/day (0,6-1,3g amino acids/kg bw/day ) & 14-28kCal/kg bw/day of total energy (11-22kcal/kg bw/day of non-prot.energy). Obese pts.base dose on estimated ideal weight.Inf.rate: Max for glucose=0,25g/kg bw/h. For amino acid=0,1g/kg bw/h. For lipids=0,15g/kg bw/h.Not to exceed 3ml/kg bw/h.Recomm.inf period=14-24hrs. Max.dly.dose: Recomm.40 ml/kg bw.

Paed.(childr.2-11 yrs): Up to max of 40ml/kg bw/day adjust.reg. Inf.rate: Max recomm.3ml/kg bw/h.for at least 13 hrs. Recomm.infus.per.12-24 hrs.

Contraindications: Sev.hyperlipid., sev.liv.insuff., sev.bld.coagulat.disord., congenit.errors of amino acid metbol., sev.ren.insuff.without acess to haemofiltr./ dialysis, ac.shock, uncontrol.hyperglycaem., patholog. elev.serum lvl of any of the induc.electrol., gen.C/I to infus.(ac.PE/ hyperhydrat./ decompens.card.insuff.), haemophagocytot.syndr., unstab. condits.(eg.post trauma/ uncompensat. DM/ PE/ stroke/ embol./ metab.acidos./ sev.sepsis/ hypoton. dehydrat./ hyperosmolar coma), childr.<2yrs.

Side effects: Freq.:Incr.body temp., thrombophlebit. Less freq.: Hypersens. reacts, heat/ cold sensat., paleness, cyanos., back/ neck/ chest/ bone/ loin pain, tachycard., dyspn., lack of appet., N&V, elev.plasma lvl of liv.enzym., hyper-/ hypotens., chills, dizzin., headache.

Special warinings and precautions: Do not give with bld in same infus.set, use cont.& well-controll.infus & if poss.volumetr.pump, strict. aseptic.precaut., condits.of impair.lipid metabol.may occur in pts.with ren.fail./ DM/ pancreatit./ imp.liv.funct./ hypothyroid.& sepsis., contain soy-bean oil/ fish oil & egg phospholipid., poss.need for exogen.insulin in hyperglycaem., pts.with tenden.towards electrolyte retent., monit.serum gluc./ electrol./ osmolality/ fluid bal./ acid-base status/ liv.enzym., when fat is given for long per.monit.bld.cell.count & coagulat., in ren.insuff.control phosphate & potass. intake, lactic acid., insuff.cellul.O2 supply, incr.serum osmolarit., fat content interf. with lab.meas., IV amino acids incr. urin. excret.of trace elem.part.Cu/ Zn, malnourished pts., safet.not demonstr.in pregn.& lactat.

Interactions: Insul.may interfere with lipase syst., heparin in clin.dos.caus. trans. lipoprot.lipase releas.into circulat.result.in init. incr.plasma lipolys.follow.by trans. triglycer. clear. decr,soybean oil may interf.with therap.eff. of coumarin derivativ.
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CYTOSTATICS 
(See also 19.6.3, 19.8)

ADCETRIS (MDR Listing)

ALUNBRIG (MDR Listing)

CYTOSAR (MDR Listing)

DARZALEX (MDR Listing)

DAUNOBLASTIN (MDR Listing)

GIOTRIF (MDR Listing)

HALAVEN (MDR Listing)

IMBRUVICA (MDR Listing)

INLYTA (MDR Listing)

LENVIMA (MDR Listing)

METHOTREXATE LEDERLE (MDR Listing)

NINLARO (MDR Listing)

PALBOCICLIB PFIZER (MDR Listing)

RIBOMUSTIN (MDR Listing)

SUTENT (MDR Listing)

TAGRISSO (MDR Listing)

VENCLEXTA (MDR Listing)

XALKORI (MDR Listing)

XTANDI (MDR Listing)

 XE "Abic Vincristine" ABIC VINCRISTINE, (Cipla Medpro) Teva [P/S]
Vincristine sulphate.

Indications: Ac.leukaem., Hodgkin's dis.& rel. lymphomas.

(S4) SOL.FOR INJ. W/26/0241. 1 mg/ml.

785202-005: 2 ml vial, R232,76
For further details refer to manufact.prod.lit.

 XE "Abitrexate" ABITREXATE, (Cipla Medpro) Teva [P/S]

Methotrexate.

Indications: Gen.oncology, ac.lymph.in childr., ac. pustul.psorias.

(S4) SOL.FOR INJ. T/26/0063, 57, W/26/386.

782548-009: 25 mg/ml, 1x2 ml vial, R48,20
782564-003: 1 g/10 ml, 1x10 ml vial, R693,55
701110-001: 5 g/50 ml, 1x50 ml vial, R3 845,27
(S4) TABS. 37/26/0466.

712504-001: 2,5 mg, 100, R159,98
Indications: Ac.lymphoblast.leukaem.in childr.& mening.leukem., chorio Ca & relat.trophoblast. tumours of women, women with non-metastat. trophoblast.dis., hydatidiform mole & chorioadenoma destruens, breast/tong./pharynx/ testis Ca in conjuct.with chlorambucil & dactinomycin, lung Ca & osteogen.sarcomas, sev. psorias., bone marrow transpl.graft versus host react.prophylax., dermatomyositis, rheumat. arthrit. not adeq.respond.to other ther., Wegener’s granulomatos., pityrias.rubra pilaris.

For further details refer to professional lit.
 XE "Abraxane" ABRAXANE, Key Oncologics [P/S]
Paclitaxel.
Indications: Metastat.breast Ca aft.combinat. chemother. fail./relapse within 6 mnths of adjuv. chemother. (prev.chemother.should have incl.an anthracycline unless clinic.C/I), first-line treatm of non-small cell lung Ca in combinat.with carboplatin when curat.surg.and/or radiat.not applic., first-line treatm of local.advanc. unresectable/ metastat.adenocarcinoma of pancreas. in combin.with gemcitabine.

(S4) POWD.FOR INJ. 50/26/0182.

718697-001: 100 mg, 1x20 ml, R8 392,84
For further details refer to manufact.prod.lit.

 XE "Accoran" ACCORAN, Accord Healthcare [P/S]

Busulfan.
Indications: Condit.treatm.prior to haematopoiet. progenit.cell transplantat.in adults when busulfan and cyclophosphamide combinat.is consid.the best avail.option

(S4) CONC.FOR SOL.FOR INFUS. 52/26/1000

3004308-001: 6 mg/ml, 1x 10 ml vial, R982,47
For full prescrib.info refer to.professional lit.

 XE "Accord Carboplatin" ACCORD CARBOPLATIN, Accord [P/S]

Carboplatin.

Indications: Advanc.ovarian Ca of epithelial origin in 1st line ther.or 2nd line ther.aft.fail.of other treatm., small cell lung Ca, squamous cell Ca of head and neck.

(S4) INJ. 41/26/0435. 10 mg/ml

711367-001: 1x15 ml vial, R267,55
711368-001: 1x45 ml vial, R802,64
For further details refer to manufact.prod.lit.

 XE "Accord Epirubicin" ACCORD EPIRUBICIN, Accord [P/S]

Epirubicin

Indications: Mono chemother.for breast & gastr. Ca, malign.lymphoma, soft-tiss.sarcoma., advanc. colorect.Ca, malign.melanoma., combinat.ther. with other chemotherapeut.agents for lung & ovar. Ca.

(S4) SOL.FOR INJ. 2 mg/ml, 42/26/0153, 0900

716228-001: 10 mg, 1 x5 ml vial, R155,75
716239-001: 50 mg, 1x25 ml vial, R831,69
For further details refer to manufact.prod.lit.
 XE "Accord Gemcitabine" ACCORD GEMCITABINE, Accord [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.(non-resect. stage II or III) or metast.(stage IV) pancreas adenocarcinoma prev.treat.with 5-FU, transit.cell bladd. Ca, unresect./loc.recurr./metastat.breast Ca combin.with paclitaxel in pts.who have relaps. follow. adjuv./neo-adjuv.ther.where prior chemother. incl.an anthracycl.unless C/I, alone/in combinat.for recurr.epithel.ovar.Ca pts.who have relaps. follow.platin.-based chemother.

(S4) POWD.FOR SOL.FOR INFUS. 42/26/0088, 0903

713874-001: 200 mg, 1x10 ml vial, R175,19
713873-001: 1 g, 1x50 ml vial, R875,97

For furth.details refer to manufact.product lit.
 XE "Accord Irinotecan" ACCORD IRINOTECAN, Accord [P/S]

Irinotecan HCl trihydrate.

Indications: Advanc.colorect.Ca with WHO perform. status of 2 or low.in combinat.with 5-fluorouracil and folinic acid without prior chemother. for advanc.dis.or as sngl.agent when est. 5-fluorouracil contain.regim.has fail.

(S4) INJ. 41/26/1004, 0025. 20 mg/ml.

712603-001: 40 mg/2 ml vial, R336,23
712872-001: 100 mg/5 ml vial, R840,60
For further info.refer to manuf.product lit.

 XE "Accord Paclitaxel" ACCORD PACLITAXEL, Accord [P/S]
Paclitaxel.

Indications: Palliat.treatm.of stage 3/4 advanc. loc.ovar.Ca aft.surg.resect.in combinat.with cisplatin, palliat.managem.of metastat.ovar.Ca aft.fail.of first line/subseq.chemother., metastat. breast Ca aft.combinat.chemother.fail./relapse within 6 mnths of adjuvant chemother.(prev. chemother. should have incl.an anthracycline unless clinic.C/I), first line ther.of advanc./ metastat. breast Ca in combin.with trastuzumab in pts. who over-express HER-2 at a 2+ or 3+ lev.as determin. by immunohistochemistry, palliat.treatm. of advanc.non-small cell lung Ca when curat.surg. and/ or radiat. not applic.

(S4) SOL FOR INJ. 44/26/0377, 0378, 0379. 6 mg/ml

720614-001: 30 mg, 1x5 ml vial, R156,81
720616-001: 100 mg, 1x16,7 ml vial, R523,77
720617-001: 300 mg, 1x50 ml vial, R1 568,15
For further details refer to manufact.prod.lit.

 XE "Accord Temozolomide" ACCORD TEMOZOLOMIDE, Accord [P/S]

Temozolomide

Indications: Recurr.malign.glioma, advanc. metast. malign.melanoma.

(S4) CAPS. 44/26/0960, 0961, 0962, 0963
718133-001: 5 mg, 5, R123,83
718134-001: 20 mg, 5, R500,08
718135-001: 100 mg, 5, R2 500,41
718136-001: 250 mg, 5, R6 182,86
For further details refer to manufact.prod.lit.

 XE "Accord Vincristine" ACCORD VINCRISTINE, Accord [P/S]
Vincristine sulphate.

Indications: Ac.leukaem.in combin.with other agents, Hodgkin’s dis.& relat.lymphomas, other neoplasms esp.Wilm’s tumour, neuroblastoma, brain tumours, rhabdomyosarcoma, Ca of breast, bladder & male/female reproduct.syst.

(S4) SOL.FOR INJ. 41/26/1002

713432-001: 1 mg/ml, 1x2 ml vial, R155,14
For further details refer to manufact.prod.lit.

 XE "Adcetris" ADCETRIS, Takeda 
Brentuximab vedotin

Indications: CD30+ adult pts: Hodgkin lymphoma (HL) in combinat.with doxorubicin/vinblastine/ dacarbazine; HL with relapse/progress.risk follow. autolog.stem cell transpl.(ASCT); relaps./refract. HL; relaps/refract.system.anaplast.large cell lymphoma (sALCL); cutan.T-cell lymphoma (CTCL) requir. system.ther..

(S4) CONC.FOR SOL.FOR INFUS., 48/26/0433

723473-001: 50 mg/vial, 1x10 ml, R33 826,94
For further details refer to manufact.prod.lit.

See also MDR page 745.
 XE "Afinitor" AFINITOR, Novartis South Africa (Pty) Ltd
See Section 24.1
 XE "Alimta" ALIMTA 500 mg, Eli Lilly [P/S]
Pemetrexed

Indications: Malign.pleur.mesothelioma in combinat. with cisplatin, init.treatm.of loc.advanc. metastat.non-small cell lung Ca other than predom. squamous cell histol.in combinat.with cisplatin, monother.in loc.advanc./metastat. adenocarcinoma of the lung aft.prior chemother., monother.for maint.treatm.of loc.advanc./ metastat. lung adenocarcinoma when dis.has not progress.immed.aft.std.chemother.

(S4) POWD.FOR SOL.FOR INFUS. 39/26/0028. 25 mg/ml.

705833-001: 1x500 mg vials, R11 109,16
For further details refer to manufact.prod.lit.

 XE "Alkeran" ALKERAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Melphalan.
Indications: Multiple myeloma, advanc.ovar. adenocarcinoma, breast Ca alone/in combinat., adjuv.to surg.in breast Ca managem.

(S4) TABS, [P/S] H/26/2744.

701998-008: 2 mg, 25, R718,71
(S4) POWD.FOR INJ, [P/S] 27/26/0506;

797774-009: 5 mg/ml, 10, R766,28
(S3) SOL.FOR INJ, [P/S] 27/34/0507

Indications: At convent.IV dos: Multiple myeloma or ovar.Ca either alone/in combinat.with other cytotox.med.

At high IV dos: Multiple myeloma with or without haematmopoiet.stem cell rescue either as 1st line treatm./to consolidate.respons.to convent. cytoreduct.chemother., childh.neuroblastoma with haematmopoiet.stem cell rescue either alone/ combin.with radiother.&/ cytotox.meds.to consolidate respons.to convent. reatm.

By region.arter.perfus: Localis.malign.melanoma of the extremit., localis.soft tiss.sarcoma of the extremit.

For further details refer to manufact.prod.lit.

 XE "Alunbrig" ALUNBRIG, Takeda [P/S] 
Brigatinib

Indications: Monother.in adult pts.with ALK+ advanc. non-small cell lung Ca (NSCLC) of adenenocarcin. cell type prev.not treat.with ALK-inhib.or pts who have progress.on or are intol.to crizotinib.
(S4) TABS., 52/26/0353, 0354, 0355
3003720-001: 30 mg, 28; R11 288,12
3002558-001: 90 mg, 28, R45 152,51

3002557-001: 180 mg, 28, R45 152,51
For further details refer to manufact.prod.lit.

See also MDR page 750.
 XE "Aspen Epirubicin" ASPEN EPIRUBICIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Epirubicin

Indications: Mono chemother.for breast & gastr. Ca, malign.lymphoma, soft-tiss.sarcoma., advanc. colorect.Ca, malign.melanoma., combinat.ther. with other chemotherapeut.agents for lung & ovar. Ca.

(S4) SOL.FOR INJ. 42/26/0528, 0530

714241-001: 10 mg, 1 vial, R173,76
714220-001: 50 mg, 1 vial, R868,77
For further details refer to manufact.prod.lit.

 XE "Aspen Vinorelbin" ASPEN-VINORELBIN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Vinorelbine tartr.

Indications: Palliat.treatm.of advanc.inoper.non-small cell lung Ca as a sngl.agent or in combinat. Combinat.ther.proves more effect.than monother. Metastat.breast Ca in pts.where anthracycline 1st line monother.has fail.or who have relaps.within.6 mnths.of anthracycline-based adjuv.ther.

(S4) CONC.SOL.FOR INFUS. 42/26/0020, 0021. 10 mg/ml.

715822-001: 10 mg, 10x1 ml sngl.dos.vials, 

R3 858,13

715821-001: 50 mg, 1x5 ml sngl.dos.vial, R1 929,06
For further details refer to manufact.prod.lit.

 XE "Azacitidine DRL" AZACITIDINE DRL, Dr Reddy’s [P/S]

Azacitidine

Indications: Myelodysplastic.syndr.incl.refract. anaem. /refract.anaem.with ring.sideroblasts (if accomp.by neutropen./thrombocytopen./req. transfus.), refract.anaem.with exess blasts/exess blasts in transformat., chron.myelomonocyt. leukaem.

(S4) LYOPHIL.POWD.FOR SUSP.FOR INJ, 51/26/0144. 25 mg/ml

3002433-001: 100 mg, 1x30 ml, R2 129,25
For further details refer to manufact.prod.lit.

 XE "Bendahet" BENDAHET, Hetero Drugs
Bendamustine HCl

Indications: First-line chron. lymphocyt. leukaem. treatm. (Binet stage B / C) in pts.for whom fludarabine combin. chemother.not appropr., 1st line treatm.of indol.CD20 posit.non-Hodgkins lymphoma in combinat.with rituximab, indol.non-Hodgkin’s lymphoma.as monother.in pts.who have progress.dur./within 6 mnths. follow.treatm.with rituximab or a rituximab-cont.regim., front line treatm.of mltiple myeloma (Durie-Salmon stage II with progress / stage III) in combin.with prednisone for pts.> 65 yrs. not eligible for autolog.stem cell transpl.& who have clinic. neuropathy at time of diagn.preclud.use of thalidomide / bortezomib contain.treatm.

(S4) POWD.FOR SOL.FOR INFUS. 51/26/2003,2004 5 mg/ml reconstit.

3007039-001: 25 mg, 1 vial, R831,00
3007040-001: 100 mg, 1 vial, R2 847,45
For further details refer to manufact. prod.lit.

 XE "Bertred" BERTRED 3,5, Dr Reddy’s [P/S]

Bortezomib

Indications: Prim.treatm.of multipl.myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress., relaps./ refract.mantle cell lymphoma where at least one prior line ther.recd.one of which should have incl.an anthracycl./mitoxantrone and/or rituximab

(S4) LYOPHIL.POWD.FOR SOL.FOR INJ, 51/26/0714. 3,5 mg/vial.

1 mg/ml IVI reconstit.or 2,5 mg/ml SC reconstit

3000842-001: 3,5 mg/vial, 1x10 ml vial, R2 941,25
For further details refer to manufact.prod.lit.

 XE "Biolyse Paclitaxel" BIOLYSE PACLITAXEL, Key Oncologics [P/S] 

Paclitaxel

Indications: Metastat.breast Ca aft.stand.ther./ combinat.chemother.fail./relapse within 6 mnths. of adjuv.chemother., palliat.treatm.of advanc.non-small cell lung Ca in pts.not suit.for for curat.surg. and/or radiat.

(S4) INJ, 36/26/0024. 6 mg/ml

703386-001: 1x5 ml sngl.dos.vial, R412,89
For further details refer to manufact.prod.lit.

 XE "Bortiv" BORTIV, Hetero Drugs [P/S]

Bortezomib

Indications: Prim.treatm.of multipl.myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress., relaps./ refract.mantle cell lymphoma where at least one prior line of ther.recd.one of which should have incl.an anthracycl./ mitoxantrone and/or rituximab.

(S4) POWD.FOR SOL.FOR INJ, 51/26/0054, 3,5 mg/ vial

1 mg/ml IV admin or 2,5 mg/ml SC admin.

3004803-001: 1x10 ml, R2 941,25
For further details refer to manufact.prof.lit.

 XE "Busilvex" BUSILVEX, Pierre Fabre [P/S]

Busulfan.
Indications: Condit.treatm.in adults prior to haematopoeiet.progenit.cell transplantat.when cyclophosphamide & busulfan combinat.consid. best avail.option.

(S4) CONC.FOR SOL FOR INJ, 37/26/0668

705472-001: 6 mg/ml(aft.dilut.0,5 mg/ml), 8x10 ml vials, R22 777,88
For further details refer to manufact.prod.lit.

 XE "Cabazitaxel Adco" CABAZITAXEL ADCO, (Eurolab) Adcock Ingram Crit Care [P/S]

Cabazitaxel

Indications: In combinat.with prednisone/ prednisolone for hormone refractory metastatic prostate Ca prev.treat.with a docetaxel contain. regimen.

(S4) SOL FOR INFUS, 53/26/0360. 40 mg/ml

3003213-001: 60 mg/1,5 ml vial, 1 vial & dil., R21 170,65
For further details refer to manufact.prod.lit.

 XE "Cabitas" CABITAS, Accord [P/S]
Cabazitaxel

Indications: In combinat.with prednisone/ prednisolone for hormone refractory metastatic prostate Ca prev.treat.with a docetaxel contain. regimen.
(S4) INJ, 51/26/0326.325. 20 mg/ml

3000147-001: 1x6 ml vial, R21 171,80
For further details refer to manufact.prod.lit.

 XE "Cabxel" CABXEL 60 mg/1.5 ml IV, Hetero Drugs [P/S]

Cabazitaxel

Indications: In combinat.with prednisone/ prednisolone for hormone refractory metastatic prostate CA prev.treat.with a docetaxel contain. regimen.

(S4) CONC FOR SOL FOR INF., 56/26/0827, 60 mg/1,5 ml
3006997-001: 1 vial, R21 171,84
For further details refer to manufact. prod.lit.

 XE "Calquence" CALQUENCE, AstraZeneca [P/S]
Acalabrutinib.
Indications: Mantle cell lymphoma (MCL) after at least one prior ther., chronic lymphocytic leukaemia (CLL).
(S4) CAPS, 55/26/0390 

3006024-001: 100 mg, 56; R77 587,96
For furth.details refer to manufact.prof.info.
 XE "Capeloda" CAPELODA, Cipla-Medpro [P/S]

Capecitabine
Indications: Loc.advanc./metastat.breast Ca: Combinat. ther.with docetaxel aft.fail.of cytotox. ther. incl.an anthracycline. Monother.aft.fail.of taxanes and an anthracycline contain.chemother. regim./ where anthracycline ther.not further indicat.

Colorect.Ca: Adjuv.treatm.aft.surg.in Dukes C colon Ca., metastat.colorect.adenocarcinoma (benef.relates to time to progress.while overall surviv.not influenc.)

Gastric Ca: 1st line treatm.of advanc.gastric adenocarcinoma in combinat.with other anti-chemotherapeut. regim.(benef.relates to time to progress.while overall surviv.not influenc.)

(S4) TABS, 47/26/0363, 0364

3001285-001: 150 mg, 60, R434,70
3001286-001: 500 mg 120, R3 056,70
For further details refer to manufact.prod.lit.

 XE "Capexa" CAPEXA, Accord [P/S]

Capecitabine
Indications: Loc.advanc./metastat.breast Ca: Combinat. ther.with docetaxel aft.fail.of cytotox. ther. incl.an anthracycline. Monother.aft.fail.of taxanes and an anthracycline contain.regim./ where anthracycline ther.not further indicat.

Colorect.Ca: Adjuv.aft.surg.in Dukes C colon Ca., metastat. colorect.adenocarcinoma (benef.relates to time to progress.while overall surviv.not influenc.)

Gastric Ca: 1st line treatm.of advanc.gastric adenocarcinoma in combinat.with other anti-chemotherapeut. regim.(benef.relates to time to progress. while overall surviv.not influenc.)

(S4) TABS, 49/26/0683, 0684

722783-001: 150 mg, 60, R479,00
722784-001: 500 mg 120, R3 279,61
For further details refer to manufact.prod.lit.

 XE "Captero" CAPTERO, Hetero Drugs [P/S]

Capecitabine
Indications: Loc.advanc./metastat.breast CA: Combinat. ther.with docetaxel aft.fail.of cytotox. ther. incl.an anthracycline. Monother.aft.fail.of taxanes and an anthracycline contain. chemother. regim./ where anthracycline ther.not further indicat.

Colorect.CA: Adjuv.treatm.aft.surg.in Dukes C colon CA, metastat.colorect. adenocarcinoma (benef.relates to time to progress.while overall surviv.not influenc.)

Gastric CA: 1st line treatm.of advanc. gastric adenocarcinoma in combinat.with other anti-chemotherapeut. regim. (benef. relates to time to progress.while overall surviv.not influenc.)

(S4) TABS, 55/26/0425.423, 54/26/0267.265

3006804-001: 150 mg, 60, R434,70
3006805-001: 500 mg 120, R3 056,70
For further details refer to manufact. prod.lit.

 XE "Carbosin" CARBOSIN, (Cipla Medpro) Teva [P/S]
Carboplatin.

Indications: First line treatm.in advanc./ovarian Ca second line if other treatm.have fail., limit.evid.for small lung Ca & Ca of head & neck.

(S4) SOL FOR INJ. Z/26/0261, 0262, A39/26/0170. 10 mg/ml.

825069-010: 1x15 ml vial, R319,30
704097-001: 1x45 ml vial, R957,89
707364-001: 1X60 ml, vial, R1 277,19
For further details refer to manufact.prod.lit.

 XE "Cerbigem" CERBIGEM, Hetero Drugs [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung CA, 1st line treatm.in loc. advanc.non-resect. stage II & III or metast. stage IV adenocarcinoma of pancreas, pts. prev.treat.with 5-FU, transit.cell bladd. CA, in comb.with paclitaxwel for unresect./ loc.recurr./ metastat.breast CA in combin.with paclitaxel in pts.who have relaps. follow. adjuv./ neo-adjuv. ther. where prior chemother.should have incl. an anthracycl. unless C/I, alone/ in combinat.for recurr.epithel.ovar.CA relaps.follow. platin.bas.chemother.

(S4) LYOPH.POWD.FOR SOL FOR INF. 51/26/0461,0462

3004890-001: 200 mg, 1 vial, R175,18
3004887-001: 1 g, 1 vial, R875,90
For furth.details refer to manufact.prod.lit.

 XE "Cipla Docetaxel" CIPLA DOCETAXEL, Cipla Medpro [P/S]

Docetaxel trihydr.equiv.to docetaxel anhydr.

Indications: Adjuvant treatm of pts with oper node-posit.breast Ca.in combin.with doxorubicin & cyclophosphamide., loc.advanc./metastat.breast Ca in combinat.with doxorubicin in pts.who have not receiv.cytotox.ther.for this condit., loc.advanc./ metastat.breast Ca aft.fail.of cytotox.ther., loc. advanc./ metastat.breast Ca in combinat.with capecitabine aft.fail.of cytotox.chemother.where prev.ther.incl.an anthracycline, in combinat.with cisplatin for unresect.loc.advanc./metastat.non-small cell lung Ca when chemother.not prev. admin. for this condit., loc.advanc./metast.non-small cell lung Ca even aft.fail.of platinum-bas. chemother., metastat.ovarian Ca.aft.fail.of 1st line/ subseq.ther., androg.independ.metast. prostate Ca in combinat.with prednisone/ prednisolone, in combinat.with cisplatin & 5-fluorouracil for induct.treatm.of pts.with inoper. loc. advanc.squamous cell Ca.of the head & neck.

(S4) SOL.FOR INFUS, 41/26/0162, 0163 

715749-001: 20 mg, 1x 5 ml vial, R983,79
715807-001: 80 mg, 1x15 ml vial, R3 935,17
For further details refer to manufact.prod.lit.

.

 XE "Cipla Doxorubicin" CIPLA DOXORUBICIN, Cipla Medpro [P/S]

Doxorubicin HCl

Indications: Ac.leukaem., metastat. adenocarcinoma of breast, bladd.Ca, neuroblastoma, bronchogen.Ca, metastat.thyroid Ca, Ca of head & neck/endometrium/cervix/ prostate/testes & plasma cell myeloma, ovar.Ca against which it’s act.when admin.with cisplat.& cyclophosphamide, breast Ca and small (oat) cell lung Ca with other concom.cytotox.meds., wide range sarcomas incl.Ewings/osteogen.& soft tiss. sarcoma, Hodgkin’s dis.where effect.in ABVD (doxorubicin/bleomycin/vinblastine & dacarbazine) combinat., non-Hodgkins lymphomas admin. concurr.in BACOP combinat.

(S4) POWD.FOR SOL.FOR INJ, 41/26/0034, 0035

718301-001: 10 mg, 1x15 ml vial, R90,90
718302-001: 50 mg, 1x50 ml vial, R454,53
For further details refer to manufact.prod.lit.

 XE "Cipla Irinotecan" CIPLA IRINOTECAN, Cipla Medpro [P/S]

Irinotecan HCl trihydrate.

Indications: Advanc.colorect.Ca with WHO perform.status of 2 or low.in combinat.with 5-fluorouracil and folinic acid without prior chemother.for advanc.dis.or as sngl.agent when est. 5-fluorouracil contain.regim.has fail.

(S4) SOL.FOR INFUS. 41/26/0049, 0050 20 mg/ml

716182-001: 40 mg/2 ml vial, R404,11
716183-001: 100 mg/5 ml vial, R1 010,31
For further info.refer to professional info
 XE "Cipla Paclitaxel" CIPLA PACLITAXEL, Cipla Medpro [P/S]

Paclitaxel.
Indications: Palliat.treatm.of stage 3/4 advanc. loc.ovar.Ca aft.surg.resect.in combinat.with cisplatin, palliat.managem.of metastat.ovar.Ca aft.fail.of first line/subseq.chemother., metastat. breast Ca aft.combinat.chemother.fail./relapse within 6 mnths of adjuvant chemother.(prev. chemother.should have incl.an anthracycline unless clinic.C/I), palliat.treatm.of advanc.non-small cell lung Ca when curat.surg.and/or radiat.not applic.

(S4) CONC.SOL FOR INFUS. 41/26/0423, 0424, 0425

716178-001: 30 mg, 1x5 ml vial, R142,41
716179-001: 100 mg, 1x20  ml vial, R475,68
716180-001: 300 mg, 1x50 ml vial, R1 424,16
For further details refer to professional lit.

 XE "Cipla Vinorelbine" CIPLA VINORELBINE, Cipla Medpro [P/S]

Vinorelbine tartr.

Indications: Palliat.treatm.of advanc.inoper.non-small cell lung Ca as a sngl.agent or in combinat. Combinat.ther.proves more effect.than monother. Metastat.breast Ca in pts.where anthracycline 1st line monother.has fail.or who have relaps.with.6 mnths.of anthracycline-based adjuv.therapy.

(S4) INJ. 42/26/0083, 0084. 10 mg/ml.

716184-001: 10 mg, 1x2 ml sngl.dos.vial, R289,99
716185-001: 50 mg, 1x5 ml sngl.dos.vial, R1 449,95
For further details refer to professional lit..

 XE "Cisacor" CISACOR, Accord [P/S]

Cisplatin

Indications: Advanc.non seminomat.testic.Ca in combin. ther.with bleomycin & vinblastine, ovarian Ca partic.with doxyrubicin or cyclophosphamide, Ca of bladder/head & neck/ endometrium/small cell lung Ca, lymphomas, some childhood neoplasms.

(S4) SOL.FOR INFUS. 43/26/1019, 1021. 1 mg/ml

720381-001: 10 mg, 1x10 ml, R35,12
720382-001: 50 mg, 1x50 ml, R175,66
For further details refer to manufact.prod.lit.

 XE "Cosmegen" COSMEGEN, Key Oncologics [P/S]
Dactinomycin

Indications: In combinat.chemother.&/multi-modality treatm.of nephroblastoma, childhood rhabdomyosarcoma, Ewings sarcoma & metastat. nonseminomat. testicul.CA, sngl.agent/ combin. chemother. treatm.of gestation.trophoblast. neoplas., compon.of region.perfus.combin.with melphalan in treatm.of loc.recurr./ locoregion. metastat. melanoma.
(S4) POWD.FOR INJ, 54/26/0380

709262-001: 500 µg, 1x3 ml vial, R2 323,44
For furth.details .ref.to manufactur.prof.info.

 XE "Cytigem" CYTIGEM, Eurolab [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.(non-resect. stage II or III) or metast.(stage IV) pancreas adenocarcinoma prev.treat.with 5-FU, transit.cell bladd. Ca, unresect./loc.recurr./metastat.breast Ca combin.with paclitaxel in pts.who have relaps. follow. adjuv./neo-adjuv.ther.where prior chemother. incl.an anthracycl.unless C/I, alone/in combinat.for recurr.epithel.ovar.Ca pts.who have relaps. follow.platin.-based chemother.

(S4) POWD.FOR SOL.FOR INFUS. 42/26/0089, 0902

715322-001: 200 mg, 1x10 ml vial, R234,05
715323-001: 1 g, 1x50 ml vial, R1 170,50
For further details refer to professional info.

 XE "Cytosar" CYTOSAR, Pfizer [P/S] 
Cytarabine.
Indications: Induct.& maint.of remiss.in ac.non-lymphocytic leukaem.in adults & childr., ac. lymphocytic. leukaem.& chron.myelocyt.leukaem. treatm. Use alone/in combinat. More effect.when used in combin.ther. Has been benef.in combinat. program.in childr.with non-Hodgkins lymphoma. Alone/in combinat.used inthrathec.for meningeal leukaem.prophylax./ treatm. In high dos.poss. effect. in some cases of refract.leukaem.& relaps. ac. leukaem.although syst.toxic.esp CNS poss. high.

(S4) INJ. H2757, T/26/47.

717207-005: 100 mg & dil., 1, R203,90
717215-008: 500 mg & dil., 1, R664,32
For further details refer to manufact.prod.lit.

See also MDR page 614.
 XE "Dacin" DACIN, KeyOncologics [P/S]
Dacarbazine

Indications: Metastat.malign.melanoma, metastat. sarcoma in combinat.with other chemotherapeut. meds, Hodgkin’s dis., in combinat. with other cytotox.agents to be of value in colon Ca/ovar.-/breast-/lung- & testicul. teratoma.

(S4) LYOPHIL.POWD.FOR IV INJ, 47/26/0837
715877-001: 200 mg, 1 vial, R900,69
For further details refer to prof. info.

 XE "Dasatinib Teva" DASATINIB TEVA (Cipla Medpro) Teva [P/S]

Dasatinib monohydrate

Indications: New diagnos.Philadelphia chromosome-posit.chron.myeloid leukaem.in chron.phase, chron.accelerat.or myeloid or lymphoid blast phase chron.myeloid leukaem.in adults resist./intol.to prior ther.incl.imatinib, Philadelphia chromosome-posit.ac.lymphoblast. leukaem.in adults resist./intol.to prior ther.

(S4) TABS, 55/26/0448, 0449, 0450, 0451

3006236-001: 20 mg, 60, R6 386,18
3006248-001: 50 mg, 60, R15 965,47
3006249-001: 70 mg, 60, R22 315,89
3006316-001: 100 mg, 30, R15 965,47
For further details refer to professional lit.

 XE "Daunoblastin" DAUNOBLASTIN, Pfizer [P/S] 
Daunorubicin HCl.
Indications: Ac.leukaem., ac.myeloblast.leukaem. as sngl.ther./in assoc.with other cytotox.meds., ac. lymphoblast.leukaem.in assoc.with vincristine & prednisone.

(S4) INJ. V/26/239.

717738-019: 20 mg, 1, R687,47
For further details refer to manufact.prod.lit.

See also MDR page 621.
 XE "Docetaxel Accord" DOCETAXEL ACCORD, Accord [P/S]
Docetaxel anhydr.

Indications: Breast Ca: In combinat.with doxorubicin & cyclophosphamide, indic.for adjuv. ther.for oper.node-pos.breast Ca, combin.with doxorubicin for loc.advanc.or metastat.breast Ca in pts. who have not prev.receiv.cytotox.ther.for this condit., as monother.for loc.advanc.or metastat. breast Ca aft.fail.of cytotox.ther., in combin.with capecitabine for loc.advanc.or metastat.breast Ca aft. fail.of cytotox.ther.where prev.ther.should have incl.an anthracycline.

Non small-cell lung Ca: In combinat.with cisplatin for unresect.loc.advanc./metastat.non-small cell lung Ca when chemother.not prev. admin. for this condit., loc.advanc./metast.non-small cell lung Ca even aft.fail.of platinum-bas. chemother.

Ovar.Ca: Metastat.ovarian Ca.aft.fail.of 1st line /subseq.chemother.

Prostate Ca: In combin.with prednisone/ prednisolone for horm.refract.metastat.prostate Ca

Head & neck Ca: In combin.with cisplatin & 5-fluorouracil for induct. reatm.of pts.with inoper. local.advanc. squamous cell Ca of the head & neck

(S4) CONC.FOR SOL.FOR INFUS, 49/26/0832, 0833, 0834

723381-001: 20 mg, 1 ml sngl.dos.vial, R361,86
723387-001: 80 mg, 4 ml sngl.dos.vial, R1 447,43
723388-001: 160 mg, 8 ml sngl.dos.vial, R2 894,88

For further details refer to professional info.
 XE "Docetaxel Teva" DOCETAXEL TEVA, (Cipla Medpro) Teva [P/S]

Docetaxel trihydr.equiv.to docetaxel anhydr.

Indications: Adjuvant treatm of pts with oper node-posit.breast Ca.in combin.with doxorubicin & cyclophosphamide., loc.advanc./metastat.breast Ca in combinat.with doxorubicin in pts.who have not receiv.cytotox.ther.for this condit., loc.advanc./ metastat.breast Ca aft.fail.of cytotox.ther., loc. advanc./ metastat.breast Ca in combinat.with capecitabine aft.fail.of cytotox.chemother.where prev.ther.incl.an anthracycline, in combinat. with cisplatin for unresect.loc.advanc./metastat. non-small cell lung Ca when chemother.not prev. admin.for this condit., loc.advanc./metast.non-small cell lung Ca even aft.fail.of platinum-bas. chemother., metastat.ovarian Ca.aft.fail.of 1st line/subseq.ther., androg.independ.metast. prostate Ca in combinat.with prednisone/ prednisolone, in combinat.with cisplatin & 5-fluorouracil for induct.treatm of pts.with inoper. loc. advanc.squamous cell Ca.of the head & neck.

(S4) CONC.FOR SOL.FOR INFUS, 
47/26/0940; 0941
3003306-001: 20 mg, 1x 5 ml vial, R402,06
3003307-001: 80 mg, 1x10 ml vial, R1 608,25
For further info refer to professional lit.

 XE "Docetere" DOCETERE RTU, Sanofi-Aventis [P/S]
Docetaxel trihydr.equiv.to docetaxel anhydr.

Indications: Loc.advanc./metastat.breast Ca in combinat.with doxorubicin in pts.who have not receiv.cytotox.ther.for this condit., monother. loc.advanc./metastat.breast Ca aft.fail.of cytotox.ther., loc.advanc./metastat.breast Ca in combinat.with capecitabine aft.fail.of cytotox. chemother. which should have incl.an anthracycline, in combinat.with cisplatin for unresect.loc.advanc./metastat.non-small cell lung Ca where chemother. not prev.admin.for this condit., loc.advanc./metast.non-small cell lung Ca even aft.fail.of platinum-bas.chemother., metastat. ovarian Ca.aft.fail.of 1st line/subseq.chemother.
(S4) CONC.FOR SOL FOR INFUS, 44/26/0098, 0099

719389-001: 20 mg/1 ml, 1 vial, R702,62
719390-001: 80 mg/4 ml, 1 vial, R2 810,46
For further details refer to manufact.prod.lit.

 XE "Doxolip" DOXOLIP, Ranbaxy [P/S]
Doxorubicin HCl.
Indications: Monother.in metastat.breast Ca where incr.card.risk exists, advanc.ovar.Ca where 1st line platinum-bas.chemother.regim.fail., AIDS-relat.Kaposi’s sarcoma with low CD4 counts & extens.mucocutan./visceral dis.

(S4) CONC.FOR INFUS, 43/26/0018 2 mg/ml

719985-001: 20 mg/10 ml, 10 vials, R5 405,00
For further details refer to manufac.prod.lit.
 XE "Doxopeg" DOXOPEG, Key Oncologics [P/S]
Doxorubicin HCl.
Indications: Monother.in metastat.breast Ca where card.risk incr., advanc.ovar.Ca where 1st line platin-bas.chemother.fail., in combinat.with bortezomib in progress.multipl.myeloma in pts.already receiv.at least one prior ther.& have undergone/unsuit.for bone marr.transplant, AIDS-relat.Kaposi’s sarcoma with low CD4 counts (<200 CD4 lymphocyt./mm3) & extens.mucocutan./ viscer.dis.

(S4) LIPOSOMAL INFUS, A40/26/0389. 2 mg/ml

720412-001: 1x10 ml vial, R5 405,00
For further details refer to prof.prod.lit.
 XE "Doxorubicin Accord" DOXORUBICIN ACCORD, Accord [P/S]
Doxorubicin HCl.

Indications: Ac.lymphoblast./ac.myelogen. leukaem., lymphoma/ some solid tumours, metastat. breast adenocarcin., bladd.& bronchogen. Ca, neuroblastoma, metastat.thyroid Ca, Ca of endometrium/testes/prostate/cervix/ head & neck, plasma-cell myeloma, ovar.Ca if admin. with cisplatin & cyclophosphamide, concom. with other cytotox.for breast Ca & small (oat)-cell lung Ca, range of sarcoma incl osteogen./ Ewing’s/soft-tiss., Hodgkin’s dis.in the ABVD combinat., non-Hodgkin’s lymphoma in the BACOP combinat.

(S4) CONC.SOL.FOR INFUS, 46/26/0484, 0485. 2 mg/ml

721804-001: 10 mg, 1x5 ml, R90,11
721805-001: 50 mg, 1x25 ml, R450,58
For further details refer to professional info.
 XE "Doxorubicin PCH" DOXORUBICIN-SOL PCH, (Cipla Medpro) Teva [P/S]

Doxorubicin HCl.

Indications: In combinat.regimen for disseminat. neoplast.condits.

(S4) SOL.FOR INJ. Z/26/167, 169, 170. 2 mg/ml.

823635-008: 1x5 ml vial, R90,82
823643-019: 1x25 ml vial, R454,17
837008-018: 1x100 ml multidos.vial, R2 179,21
For further details refer to manufact.prod.lit.

 XE "Eloplat" ELOPLAT, Sandoz [P/S]
Oxaliplatin

Indications: In combinat.with 5-fluorouracil & folinic acid for metastat.colorect.Ca and adjuv. treatm.of stage III (Dukes’ C) colon Ca aft.compl. remov.of prim.tumour. 

(S4) CONC.FOR SOL.FOR.INFUS. 46/26/0919, 46/26/0920.

3000404-001: 50 mg, 5 mg/ml, 1x10 ml, R884,46
3000405-001: 100 mg, 5 mg/ml, 1x20 ml, R1 774,85
For further details refer to professional.info.

 XE "Enzutix" ENZUTIX, Eurolab

Enzalutamide

Indications: Metastat.castrat.-resist. prostate CA (CRPC)in adult men.

(S4) CAPS, 55/26/0125. 40 mg

3007521-001: 112, R24 950,63
Dosage: Swallow whole. With/-out food.

Recomm.dos: 160 mg (4 caps) as sngl.dly oral dos. Missed dose: Take dose as close as poss.to usual time, if missed for entire day- resume the follow.day with usual dose.

Contraindications: Hypersens., women incl.pregnan.

Side effects:Freq.: Anx., headache, memory impairm., amnes., att.disturbs., restless legs syndr., ischaem.heart dis., hot flush., hypertens., dry skin, prurit., gynaecomast., asthen., fatig., falls., fract. Less freq.: Leucopen., neutropen., vis.hallucinat., cognit.disord., seiz. Freq.unknown: Thrombocytopen., face/ tong./lip & pharyng.oed., post. revers. encephalopathy syndr., QT prolongat., N&V, diarrh., rash, myalg., musc.sp., muscul.weakn., back pain. 
Special warnings and precautions: Seiz.hist./ predispos. fact.incl.brain underlying brain injur./ stroke/ prim.brain tumor.or metastasis/ alcoholism, concom. meds.low.seiz.threshold, recomm.to discont. if poster. revers.encephalopathy syndr. develops, potent enzyme inducer & may lead to loss of effic.of many othr.meds, review current meds with treatm.initiat., avoid concom.warfarin/ coumarin-like anticoags & if co-admin conduct additional INR monit., not stud. in sev.ren.impairm., incr.half-life in sev.hepat. impairm., phase 3 studies excl.pts with recent MI (past 6 mnths)/ unstabl.angina (past 3 mnths)/ NYHA III/IV HF except LVEF ≥ 45 %/ bradycard./ uncontr.hypertens., assess benef.risk ratio as QT interv.poss. prolong., safety & effic.of concom.cytotox. chemother. not est., hypersens.reacts., sorbitol intol., condom use and another form of birth control recomm.dur.& for 3 mnths aft.treatm., matern.use expect.to produce horm.lev. changes poss.affect. foet. developm.

Interactions: Strong CYP2C8 inhibit (eg.gemfibrozil) incr. AUC while Cmax decr.-avoid or use with caut., as a potent enzyme induc. synthesis of many enzymes & transport.incr.so interact.with many comm.med. prod.that are substrates of enzyme./transport.is expect. with substan.reduc.plasma conc.& red.clinic. effect, decr.AUC of midazolam/ S-warfarin/ omeprazole, AUC docetaxel decr., avoid/use with caut.: analgesics/ antibiot./ anticancer meds./ antiepileptics/ antipsychotics/ antithrombotics/ β-blockers/ CCB/ card.glycosides/ HIV antivirals/ hypnotics/ immunosuppr./ PPIs/ statins metab.by CYP3A4/ thyroid agents, meds. with narr.therapeut. range which are substrates of / CYP3A4/ CYP2C9/ CYP2C19 /UGT1A1 / P-gp use with caut.& poss. adjust dose, eval. effs.of meds.that are substrates of CYP2B6/ CYP3A4/ CYP2C9/ CYP2C19/ UGT1A1, long halflife=5,8 days, incr.risk of liver injur. after paracetam. admin., poss.plasma concentr.incr.of concom.BCRP/ MRP2 (eg.mtx) substrates, poss.inhib.of OAT3 & OCT1, as androg. deprivat.may prolong QT interv.theref. meds. known to prolong. QT interv./ induc. Torsade de pointes.
 XE "Epicord" EPICORD, (Eurolab) Accord [P/S]

Epirubicin HCl

Indications: Mono chemother.for breast & gastr. Ca, malign.lymphoma, soft-tiss.sarcoma., advanc. colorect.Ca, malign.melanoma., combinat.ther. with other chemotherapeut.agents for lung & ovar. Ca.

(S4) SOL.FOR INJ. 2 mg/ml, 42/26/0152, 0897

716240-001: 10 mg, 1x5ml vial, R158,90
716241-001: 50 mg, 1x25ml vial, R794,59
For further details refer to professional info.
 XE "Eposin" EPOSIN, (Cipla Medpro) Teva (P/S)

Etoposide.

Indications: Testicul.tumours, refract.testicul. tumours in pts.who have receiv.surg.,chemo/ radiotherapy, small cell anaplast.lung tumours & non-Hodgkin’s lymphoma esp.of large cell diffuse variety in combinat.with other chemotherapy.

(S4) CONC.FOR INFUS. 32/26/0263. 20 mg/ml.

850926-010: 100 mg/5 ml, 1x5 ml vial, R231,43
For further details, refer to professional lit.
 XE "Erbitux" ERBITUX, Merck
See Section 26
 XE "Erivedge" ERIVEDGE, Roche [P/S]
Vismodegib

Indications: Adult pts.with symptomat.metastat. bas.cell Ca, loc.advanc.bas.cell Ca inappropriate for surg/radiother.

(S4) CAPS, 48/32.16/0658

722592-001: 150 mg, 28, R76 917,67
For further details refer to manufact.prof.lit.
 XE "Eurostib" EUROSTIB, Eurolab [P/S]

Sorafenib tosylate

Indications: Advanc.renal cell Ca, advanc. inoperable hepatocell.Ca, loc.advanc./metast. different.thyroid Ca refract.to radioact.Iodine

(S4) TABS, A55/26/0120

3006494-001: 200 mg, 60, R12 085,21
For further details see manufact.prod.lit.

 XE "Eurotax" EUROTAX, Eurolab [P/S]

Docetaxel anhydr.

Indications: Adjuvant treatm of pts with oper node-posit. breast Ca.in combin.with doxorubicin &cyclophosphamide., loc. advanc. /metastat. breast Ca in combinat. with doxorubicin in pts.who have not receiv. cytotox.ther.for this condit., loc. advanc./ metastat.breast Ca aft.fail.of cytotox. ther., loc. advanc./ metastat.breast Ca in combinat. with capecitabine aft.fail.of cytotox. chemother.where prev.ther.incl. anthracycline, in combinat.with cisplatin for unresect.loc.advanc./ metastat.non-small cell lung Ca when chemother. not prev. admin. for this condit., loc.advanc./ metast. non-small cell lung Ca even aft.fail.of platinum-bas. chemother., metastat.ovarian Ca.aft.fail.of 1st line/ subseq.ther., androg. independ.metast. prostate Ca in combinat. with prednisone/ prednisolone, in combinat. with cisplatin & 5-fluorouracil for induct.treatm.of pts. with inoper. loc. advanc.squamous cell Ca.of the head & neck.

(S4) SOL.FOR INFUS, A52/26/0263, 0264 
3002451-001: 20 mg, 1x 1 ml vial, R332,93
3002452-001: 80 mg, 1x 4 ml vial, R1 331,70
For further details refer to professional lit.

 XE "Extreda" 
EXTREDA, (Eurolab) Adven Pharma [P/S]
Pemetrexed

Indications: Malign.pleur.mesothelioma in combinat. with cisplatin, monother.in loc.advanc./ metastat. non-small cell lung CA aft. prior chemother.
(S4) POWD.FOR SOL.FOR INF, 51/26/0516, 0517

3003489-001: 100 mg, 1x vial, R1 507,68
3003490-001: 500 mg, 1x vial, R7 538,39
For further details refer to manufact.prod.lit.
 XE "Fluracedyl" FLURACEDYL, (Cipla Medpro) Teva [P/S]
5-Fluorouracil.

Indications: Palliative managem.of Ca of breast & GI tract.

(S4) INJ. 35/26/0144, 0349, 0350, 0351. 50 mg/ml.

711679-001: 250 mg, 1x5 ml, R17,74
711136-001: 500 mg, 1x10 ml, R41,11
706683-001: 1 000 mg, 1x20 ml, R93,67
706684-001: 5 000 mg, 1x100 ml, R438,27
For further details refer to manufac.prod.lit.

 XE "Gefirix" GEFIRIX, (Biomab Innovations) Eurolab [P/S]
Gefitinib

Indications: Monother.for treatm.of adult pts. with loc.advanc./metastat.non-small cell lung Ca (NSCLC) with activat.mutat  of epiderm.growth fact.recept. tyrosine kinase (EGFR-TK)

(S4) TABS, 55/26/0115
3004548-001: 250 mg, 30, R10 697,65
For further details refer to professional info.

 XE "Gemcitabine Sandoz" GEMCITABINE SANDOZ 40 mg/mL, Sandoz [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.(non-resect. stage II or III) or metast.(stage IV) pancreas adenocarcinoma, pts prev.treat.with 5-FU, transit. cell bladd. Ca, alone/in combinat.for recurr.epithel. ovar.Ca pts.who have relaps.follow.platin.-based chemother., unresect./loc.recurr./metastat.breast Ca combin.with paclitaxel in pts.who have relaps. follow. adjuv./neo-adjuv.ther.where prior chemother. incl.an anthracycl.unless clinic.C/I.

(S4) CONC.FOR SOL.FOR INFUS. 45/26/1159. 40 mg/ml

3002820-001: 200 mg, 1x 5 ml vial, R246,15
3002821-001: 1 000 mg, 1x 25 ml vial, R1 230,74
For further details refer to professional info.

 XE "Gemtaz" GEMTAZ, Ranbaxy [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.non-resect. stage II & III or metast.stage IV adenocarcinoma of pancreas, pts.prev.treat.with 5-FU, transit.cell bladd. Ca, unresect./loc.recurr./metastat.breast Ca in combin.with paclitaxel in pts.who have relaps. follow.adjuv./neo-adjuv.ther.where prior chemother. should have incl.an anthracycl.unless C/I.

(S4) POWD.FOR INJ. 41/26/0934, 0933

715251-001: 200 mg, 5 vials, R368,35
715252-001: 1 g, 25 vials, 

R1 841,73

For further details refer to manufact.prod.lit.

 XE "Gemzar" GEMZAR, Eli Lilly [P/S]

Gemcitabine HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.non-resect. stage II & III or metast.stage IV adenocarcinoma of pancreas, pts.prev.treat.with 5-FU, transit.cell bladd. Ca, unresect./loc.recurr./metastat.breast Ca in combin.with paclitaxel in pts.who have relaps.follow.adjuv./neo-adjuv.ther.where prior chemother.should have incl.an anthracycl.unless C/I, alone/in combinat.for recurr.epithel.ovar.Ca relaps.follow.platin.bas.chemother.

(S4) POWD.FOR INJ. 29/26/0306, 0307.

815799-004: 200 mg, sngl.vials, R378,90
815802-005: 1 g, sngl.vials, R1 894,52
For furth.details refer to prof.info.

 XE "Giotrif" GIOTRIF, Ing.Pharm. [P/S] 
Afatinib

Indications: Monother.of EGFR TKI treatm.naïve adult pts.with local.advanc./metastat.NSCLC of adenocarcin.histol.of lungs (stage IIIB/ IV) with EGFR mutations Del19/L858R, monother.of adult pts. with local.advanc./metastat.NSCLC of squam. histol.progress.on/aft.platinum-bas.chemother.

(S4) TABS, 47/26/1016, 1017, 1018

3002828-001: 20 mg, 28, R32 995,18
3002827-001: 30 mg, 28, R32 995,18
721059-002: 40 mg, 28, R32 995,18
For further details refer to manufact.prod.lit.
 XE "Gleevec" GLEEVEC, Novartis [P/S]

Imatinib

Indications: Adult & paed.pts: New.diagn Philadelph.chromosome positive chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./ chron. phase aft.interferon-alpha ther.fail.

Adult pts: New.diagn.Philadelph.chromosome positive ac.lymphoblast.leukaem. (Ph+ALL) intergrat. with chemother., relaps./refract.Ph+ ALL as monther., myelodysplast./myeloproliferat.dis. (MDS/MPD) assoc.with platelet-deriv.growth fact. recept.(PDGFR) gene re-arrangem., system. mastocytos. (SM) without the D816V c-Kit mutat.& eosinophil., hypereosinophil.syndr.(HES) &/chron. eosinophil.leukaem.(CEL) with FIP1L1-PDGFR alpha rearrangem., unresect.&/or metastat.malign. gastrointest. stromal tumours (GIST), adjuv.treatm. follow.resect.of Kit-posit.GIST, unresect./recurr.&/ metastat.dermatofibrosarcoma protuberans (DFSP)

(S4) TABS, 38/34/0143, 0144

705491-001: 100 mg, 60, R24 896,78
705490-001: 400 mg, 30, R49 793,60
For further details refer to manufacturers prod. lit.
 XE "Hycamtin" HYCAMTIN, Sandoz [P/S]

Topotecan HCl equiv.to topotecan 

Indications: Metastat.ovar.Ca aft.fail of 1st line/ subseq.ther., palliat.treatm.of small cell lung Ca as a 2nd line chemotherapeut.agent in pts.who relapse aft.an init.respon.to 1st line agents, in combinat. with cisplatin for histologic. confirm.stage IV-B recurr./ persist.cervix Ca not amenable to curat. treatm.with surg.&/ radiat. ther.

(S4) POWD FOR INJ, 31/26/0300. 4 mg
847909-018: 5x5 vials, 

R23 439,37

(S4) CAPS, 42/26/0739, 0740
Indications: Palliat.treatm.of small cell lung Ca as a 2nd line chemotherapeut.agent in pts.who relapse aft.an init.respon.to 1st line agents.

719444-001: 0,25 mg, 10, R2 929,89
719443-001: 1 mg, 10, 
R11 719,70

For further details refer to professional lit.

 XE "Hydrea" HYDREA, Equity [P/S]

Hydroxyurea.
Indications: Chron.myeloid leukaem.& squam.cell Ca of head and neck (excl.lip)

(S4) CAPS. H2753.

731706-005: 500 mg, 100, R322,34
For further details refer to manufact.prod.lit.

 XE "Imatinib Accord" IMATINIB ACCORD, Accord [P/S]

Imatinib

Indications: Adults & paed.pts: New.diagn Philadelph. chromosome posit.chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./ chron. phase aft.interferon-alpha ther.fail.

Adults: New.diagn Philadelph.chromosome posit. chron.myeloid leukaem (CML) integrat.with chemother., monother.in relaps./refract.Ph+ ALL, myelodysplast./ myeloproliferat.dis.assoc.with platel.-deriv.growth fact.recept.gene re-arrangem., system. mastocytos.without D816V c-kit mutat.& eosinophil., hypereosinophilic syndr.&/or chron. eosinophil.leukaem.wih FIP1L1-PDGFR alpha re-arrangem., unresect.&/or metastat.malign. gastrointest. stromal tumours (GIST), unresect, recurr. &/or metastat. dermafibrosarcoma protuber.

(S4) TABS, 49/26/0740, 0741

722780-001: 100 mg, 60, 

R4 221,42

722788-001: 400 mg, 30, 

R6 856,80

For further details refer to professional info.
 XE "Imavec" IMAVEC, Cipla Medpro [P/S]

Imatinib

Indications: New.diagn Philadelph.chromosome positive chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./chron.phase aft.interferon-alpha ther.fail., adult pts.with unresect.&/or metastat.malign.gastrointest.stromal tumours (GIST)

(S4) CAPS, 42/34/0496, 50/34/0118

718595-001: 100 mg, 60, R4 651,75
723296-001: 400 mg, 30, R6 856,85
For furth.details refer to manufact.prof.info.
 XE "Imfinzi" IMFINZI, AstraZeneca [P/S]
Durvalumab 

Indications: Treatm.of pts. with local. advanc.unresect.NSCLC where dis.has not progress.follow.platinum-based chemoradiat.ther., first-line treatm. of pts.with extensive-stage small cell lung Ca (ES-SCLC) in combinat.with etoposide & eith.carboplatin/ cisplatin. Treatm.of pts.with unresect.hepatocelllul.carcin.in comb.with tremelimumab. Treatm.of pts with locall.adv./metastat.biliary tract Ca in combin.with chemotherap.

(S4) CONC.FOR SOL.FOR INFUS., 54/30.1/0001, 0002

3003588001: 120 mg, 1x2.4 ml, R10 010,52
3003587001: 500 mg, 1x10 ml, R41 710,50 
For further details refer to manufact.prod.lit.
 XE "Inlyta" INLYTA, Pfizer [P/S] 
Axitinib.

Indications: Treatm.of adult pts.with advanc.ren. cell Ca. (RCC) with clear cell compon./advanc. papill. cell ren.Ca aft.fail.of prev.system.ther.& total nephrectomy of involv.kidn.

(S4) TABS, 48/26/0605, 0607.

723623-001: 1 mg, 60; 
R4 586,10

723624-001: 5 mg, 60; 
R22 930,50

For furth.prod info refer to manufact.prof. lit.

See also MDR page 656.
 XE "Intaza" INTAZA, Accord Healthcare [P/S]

Azacitidine

Indications: Myelodysplastic.syndr.incl.refract. anaem. /refract.anaem.with ring.sideroblasts (if accomp.by neutropen./thrombocytopen./req. transfus.), refract.anaem.with exess blasts/exess blasts in transformat., chron.myelomonocyt.leukaem.

(S4) LYOPHIL.POWD.FOR SUSP.FOR INJ, 51/26/0453.452. 25 mg/ml

3002606-001: 1, 100 mg vial, R2 179,25
For further details refer to manufact.prof.info
 XE "Irinotas" IRINOTAS, Eurolab [P/S]

Irinotecan HCl trihydrate.

Indications: Advanc.colorect.Ca with WHO perform. status of 2 or low.in combinat.with 5-fluorouracil and folinic acid without prior chemother. for advanc.dis. or as sngl.agent when est. 5-fluorouracil contain.regim.has fail.

(S4) SOL.FOR INFUS. 41/26/1003, 44/26/0024. 20 mg/ml

712643-001:, 40 mg/2 ml, sngl.dos.vial, R392,62
712873-001: 100 mg/5 ml, sngl.dos.vial, R981,55
For further info.refer to professional info.

 XE "Kryxana" KRYXANA, Novartis [P/S] 
Ribociclib succinate

Indications: Hormone receptor(HR)-posit.human epiderm.growth fact.recept.2(HER2)-negat.loc. advanc./ metast.breast Ca in combinat.with an aromatase inhibt./fulvestrant as init.endocr.-bas.ther./in women who receiv.prior endocr. bas. ther. In pre-/perimenopaus.women endocr.bas. ther.should be combin.with a luteinis.horm.releas. hormone (LHRH) agonist

(S4) TABS, 52/26/0356

3001821-001: 200 mg, 21, R6 082,21.
For furth.product info see prof.lit.
See also MDR page 546.
 XE "Lanvis" LANVIS, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Thioguanine.
Indications: Short term induct.treatm.of ac.myelocyt. leukaem.& chron. myelocyt. leukaem.in combinat.with other.ther.

(S4) TABS. C/26/119.

735825-009: 40 mg, 25, R2 779,29
For further details refer to manufact.prof.lit.

 XE "Laspar" LASPAR, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

L-asparaginase 

Indications: Lymphoblast.leukaem.

(S4) POWD.FOR INJ. C/26/163.

736031-006: 10 000 K.U, single vials, R1 629,86
For further details refer to manufact.prof.lit.

 XE "Leukeran" LEUKERAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]
Chlorambucil.

Indications: Hodgkin’s dis., cert.forms of non-Hodgkin’s lymphoma, chron.lymphocytic leukaem., Waldenstrom’s macroglobulinaemia

(S4) TABS. H2747 (Act 101/1965).

737887-001: 2 mg, 25, R517,72
For further details refer to manufact.prof.lit.

 XE "Litak 10" LITAK 10, Key Oncologics P/S]
Cladribine

Indications:Hairy cell leukem.

(S4) INJ.38/26/0057. 10 mg/5ml.

710351-001: 1x10 mg sngl.vial, R6 943,24
For further details refer to prof.prod.lit.
 XE "Lonsurf" LONSURF, Servier [P/S]
Trifluridine 15 (20) mg, tipiracil 6,14(8,19) mg

Indications: Metastat.colorect.Ca monother.in adult pts.prev.treat.with/not consid.candidates for avail.ther.incl.fluoropyrimidine-/oxaliplat.& irinotecan-bas.chemother./anti-VEGF agents & anti-EGFR agents, monother.of metastat.gastr.Ca incl. adenocarcinoma of gastroesophag.junct.in adult pts.prev.treat.with at least 2 prior syst. treatm. regimens for advanc.dis.

(S4) TABS, 52/26/0136, 0137

723145-001: 15(6,14)mg, 20, R11 200,64
723146-001: 20(8,19)mg, 20, R14 934,19
For further details refer to professional info

 XE "Lynparza" LYNPARZA, Astra Zeneca [P/S]

Olaparib

Indications: Ovarian Ca. as monother.for maint.treatm.of adults with adv.BRCA mutat.high-grade epithel.ovarian/ fallop. tube/ prim.periton.ca in response to 1st line plat.-based chemother. Breast Ca.as monother.for adults with germline BRCA-mutat.HER2-neg.metastat.breast ca. prev.treated with chemother.in neoadjuv., adjuv or metastat.setting.

(S4) TABS, 52/26/0745,0746

3001823-001: 100 mg, 56, R41 590,99
3001796-001: 150 mg, 56, R41 590,99
For futher details refer to prof.product info.
 XE "Mavenclad" MAVENCLAD, Merck [P/S] 
Cladribine

Indications: Adult pts.with highly active relaps. multiple scleros.(MS) (as defin. by clin./ imag.features).
(S4) TABS, 53/32.16/0218.
3001242-001:10 mg, 1, R22 481,95
3001242-002: 10 mg, 4, R89 927,79
Dosage: Treatm.to be initiat. & supervis.by med.practition. exper.treat.MS., separate oth.oral meds.by ≥3 hrs.on cladribine admin.days. General treatm.schedule: Recom.cumul. dose: 3.5 mg/kg BW over 2 yrs. admin. as 1 treatm. course of 1.75 mg/kg/yr. Each treatm. course consists of 2 treatm.wks, one at begin.of 1st mnth & one at begin.of 2nd mnth of respect.treatm.yr. Each treatm. wk. consists of 4 or 5 days on which pt. receives 10 or 20 mg (1 or 2 tabs) as sngle.dly.dos.based on BW.Refer to prod.literature for furt. details.

Follow.complet.of the 2 treatm. courses no furth.cladribine treatm. is need. in yrs 3 & 4. Re-initiat.not studied aftr yr 4.

Criteria for initiat./contin. ther.: Lymphocyte counts: Normal bef. initiat. in yr.1, ≥800 cells/mm3 bef. init. in yr.2. Treatm.course in yr.2 can be delayed up to 6 mnths. for lymphocyte recov. If recov. excds 6 mnths, pt. should not rec. MAVENCLAD anymore.

Contraindications: HIV infect., active chron. infect. (TB/ hepatit.)., initiat. of cladribine in immunocompr. pts.incl.pts.on immunosuppress./ myelosuppress. ther., active malignancy., mod./ sev.renal impairm.(CrCl < 60 mL/min)., pregn./ lactat.

Side effects: V.common: Lymphopen. Common: Oral herpes, dermat. herpes zoster., decr. in neutrophil count., hypersens. incl. prur., urtic., rash & rare cases of angio-oed., rash, alopec. Uncommon: Liver injur. Very rare: Tuberculosis.

Special warnings and precautions: S&E not est.in pts.<18 yrs., not stud.in elderly, determ.lymphocyte count bef. initiat. in yr. 1/ bef. initiat. in yr.2 & 2 and 6 mnths. aft. start of treatm. in each treatm. yr., addit. haematolog. adverse react. poss. with concom. substances affect. haematolog. profile., exclude HIV/ active TB & active hepatitis before cladrib. init., screen for latent infect. incl. TB & hep. B/C before init. therapy in yr. 1 & yr. 2., delay init. until infect. adeq. treat./ controll., monitor pts. with lymphocyte counts < 500 cells/mm3 for S&S of infect.esp.herpes zoster., PML cases report. for parent.cladrib.in a diff. regimen.& baseline MRI advis.bef.initiat.treatm., higher malign.incid.in cladrib.treated pts., perform individ.benefit-risk evaluat.in pts.with prior malign., pts.to follow stand Ca screen. guidelin., comprehens.pt.hist.& liver funct.assessm.bef.init.treat, monit.liver enzym. & bilirub.if pt.develop S&S of liv. injury/ dysfunct. & consid. interrupt./ discont.treatm., effect. contracept. necess. dur. cladrib. treat. & ≥6 mnths. aft. last dose in wom.of childbear. potent. & males who could father a child., iIrradiat. of cellul. bld. compon. bef. transfus.recomm. to prevent transfus.-related graft-vs-host disease., baseline MRI advis. when switch. from anoth. MS med., not recomm. in mod./ sev. hepat. impair. (Child-Pugh score >6) due to lack of data, contains sorbitol., delay initiat.by 4-6 wks after live/ attenuat. live vaccin., avoid live vaccin.dur./aft.treatm.unless WBC counts are within norm.limits., avoid co-admin.ENT1/ CNT3/ BCRP transport.inhibits dur. 4-5-day cladribine treatm./ consid. alternat.meds.with minim.inhibit. propert.

Interactions: Hydroxypropylbetadex in MAVENCLAD may form complex. with oth.meds & incr.bioavail., separate admin.of othr oral meds. by ≥3 hrs dur.the days of cladribine admin., incr.risk of lymphopenia with concom interferon-beta, poss.additive haematologic.adv.effs.with othr meds. affect.haematologic.profile (eg., carbamazepine)., co-admin. with ENT1/ CNT3/ BCRP transport. inhibits. may alter cladribine absorpt./ bioavail.& distribut., poss.decr. in cladribine expos.with concom.potent BCRP/ P-gp inducers (eg.corticosteroids, rifampicin, St.John's Wort).

See also MDR page 428.
 XE "Meqsel" MEQSEL, Novartis [P/S] 
Trametinib

Indications: Unresectable/metastat.melanoma with BRAF V600 mutat.as monother.or in combinat. with dabrafenib, in combinat.with dabrafenib as adjuv.treatm.of stage III melanoma with BRAF V600 mutat.follow.complete resect., advanc. non-small cell adenocarcin.with BRAF V600 mutat.in combinat.with dabrafenib

(S4) TABS, 51/32.2/0819, 0820 

3000962-001: 0,5 mg, 30, R6 199,31
3000629-001: 2 mg, 30, R24 797,22
For furth.details refer to manufact.prof.info.

See also MDR page 556.
 XE "Methotrexate-Lederle" METHOTREXATE-LEDERLE, (Pfizer) [P/S]

Methotrexate

Indications: Anti-neoplast.& psorias chemother., rheumatoid arthrit.not adeq.respond.to other ther.

(S4) TABS, H2766.

742465-004: 2,5 mg, 100, R259,43
For further details refer to manuf.product lit.

 XE "Metvix" METVIX, Galderma Laboratories SA (Pty) Ltd
See Section 14.9
 XE "Miblex" MIBLEX, Eurolab [P/S]
Bortezomib

Indications: Prim.treatm.of multip.myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress.

(S4) LYOPHIL.POWD.FOR SOL.FOR INJ, 50/26/0093.

1 mg/ml IVI reconstit.or 2,5 mg/ml SC reconstit

3000409-001: 3,5 mg/vial, 1x10 ml, R2 941,25
For further details refer to professional info.

 XE "Mitoxantrone-Hexal" MITOXANTRONE-HEXAL, Sandoz [P/S]

Mitoxantrone HCl

Indications: As chemother.in breast Ca incl. loc.advanc./metastat. dis., non-Hodgkin’s lymphoma with following histology accord.to modif.rappaport classific.of (1) nodul.poorly different.lymphocyt/nodul.mix.lymphocyt.(2) nodul.histiocyt./diffuse poorly differentiat. lymphocyt./ diffuse mix.(3) diffuse histiocyt. lymphoma in pts.with indol.lymphomas (group 1) who have fail.1st line ther.with alkylat.agent/ combinat.regimen of cyclophosphamide,vincristine and prednisone and pts.with aggress.lymphomas (groups 2 & 3) who have fail.1st line ther.with combinat.regimen cyclophosphamide,vincristine, adriamycin,prednisone with /without bleomycin & methotrex., adult ac.non-lymphocyt.leukaem.at relapse and chron.myelogen.leukaem.in blast crisis, combin.with low dos.oral corticoster.as init. chemother.for symptomat.treatm.of intract.pain relat.to advanc. hormone-refract.prostate Ca.

(S4) SOL FOR INFUS, 37/26/0168. 2,328 mg/ml
708724-001, 20 mg/10 ml, 1x10 ml glass vial, R3 596,30
For further details refer to professional lit.

 XE "Mivesta" MIVESTA, (Eurolab) Accord [P/S]

Imatinib

Indications: Adults & paed.pts: New.diagn Philadelph. chromosome posit.chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./ chron. phase aft.interferon-alpha ther.fail.

Adults: New.diagn Philadelph.chromosome posit. ac.lymphoblast.leukaem.(Ph + ALL) integrat.with chemother., monother.in relaps./refract.Ph+ All, myelodysplast./myeloproliferat.dis.assoc.with platel.-deriv.growth fact.recept.gene re-arrangem., system.mastocytos.without D816V c-kit mutat.& eosinophil., hypereosinophilic syndr.&/or chron. eosinophil.leukaem.wih FIP1L1-PDGFR alpha re-arrangem., unresect.&/or metastat.malign. gastrointest. stromal tumours (GIST), unresect, recurr. &/or metastat.dermafibrosarcoma protuber.

(S4) TABS, 49/26/0742, 0743

722940-001: 100 mg, 60, R3 915,25
722964-001: 400 mg, 30, R6 849,25
For further details refer to manufact.prod.lit.
 XE "Myleran" MYLERAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Busulfan.
Indications: Pallat.treatm.of chron.phase of chron. myelogen.leukaem. Clinic.state improv.by reduc. tot.granulocyte mass reliev.dis.sympts.

(S4) TABS. H2750 (Act 101/1965)

745413-005: 2 mg, 100, R1 496,37
For further details refer to manufact.prof.lit.

 XE "Navelbine" NAVELBINE, Pierre Fabre [P/S]

Vinorelbine tartr.

Indications: Palliat.treatm.of advanc.inoper. non-small cell lung Ca as a sngl.agent or in combinat. Combinat.ther.proves more effect.than monother. Metastat.breast Ca in pts.where anthracycline 1st line monother.has fail.or who have relaps.with.6 mnths.of anthracycline-based adjuv.therapy.

(S4) INJ. 30/26/0123, 0124. 10 mg/ml.

822655-004: 10x1 ml sngl.dos vial, R2 530,47
819263-001: 10x5 ml sngl.dos, R9 850,00
(S4) ORAL CAPS, 36/26/0012, 0013

700191-001: 20 mg. 1, R460,53
700192-001: 30 mg, 1, R690,79
For further details refer to manufact.prod.lit.

 XE "Navilin" NAVILIN, Eurolab [P/S]

Vinorelbine tartr.

Indications: Palliat.treatm.of advanc. inoper. non-small cell lung Ca as a sngl. agent or in combinat. Combinat.ther. proves more effect.than monother. metastat. breast Ca in pts.where anthracycline 1st line monother.has fail.or who have relaps.with.6 mnths.of anthracycline-based adjuv.ther.

(S4) CAPS. A53/26/0743,0744. 

3003765-001: 20 mg, 1, R460,53
3003766-001: 30 mg, 1, R690,79
For further details refer to professional lit.
 XE "Nexavar" NEXAVAR 200, Bayer [P/S]

Sorafenib

Indications: Advanc.renal cell Ca, advanc. inoperable hepatocell.Ca, loc.advanc./metast. different.thyroid Ca refract.to radioact.Iodine

(S4) TABS, A40/26/0776

708482-002: 200 mg, 60, R14 387,14
For further details see manufact.prod.lit.

 XE "Ninlaro" NINLARO, Takeda [P/S] 
Ixazomib citrate

Indications: In combinat.with lenalidomide & dexamethas. for treatm.of adult pts.with recurr./ relaps. multiple myeloma who receiv.at least one prior ther.
(S4) CAPS., 51/26/0956, 0957, 0958.

3003021-001: 2,3 mg, 3; R29 845,44
3003026-001: 3 mg, 3; R29 845,44
3003027-001: 4 mg, 3; R29 845,44
For furth.details refer to manufact.prof.info.

See also MDR page 767.
 XE "Onbort" ONBORT, Cipla Medpro [P/S]

Bortezomib

Indications: Prim.treatm.of multipl.myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress., relaps./ refract.mantle cell lymphoma where at least one prior line of ther.recd.one of which should have incl.an anthracycl./mitoxantrone and/or rituximab

(S4) LYOPHIL.POWD.FOR SOL.FOR INJ, 51/26/0053. 3,5 mg/vial.

1 mg/ml IVI reconstit.or 2,5 mg/ml SC reconstit

3002686-001: 1x10 ml, R4 133,10
For further details refer to manufact.prof.lit.

 XE "Oncogem" ONCOGEM, Cipla Medpro [P/S]

Gemcitabine.

Indications: Loc.advanc./metastat.non-small cell lung Ca, 1st line treatm.in loc.advanc.non-resect. stage II & III or metast.stage IV adenocarcinoma of pancreas, pts.prev.treat.with 5-FU for adenocarcinoma of pancreas, transit.cell bladd. Ca, unresect./loc.recurr./metastat.breast Ca in combin.with paclitaxel in pts.who have relaps. follow.adjuv./neo-adjuv.ther.where prior chemother. should have incl.an anthracycl.unless C/I, alone/in combinat.for recurr.epithel.ovar.Ca relaps.follow.platin.bas.chemother.

(S4) POWD.FOR INJ. 43/26/1171, 1172.

718303-001: 200 mg, sngl.vials, R341,72
718304-001: 1 000 mg, sngl.vials, R1 708,61
For furth.details refer to manufact.product lit.

 XE "Oplaxin" OPLAXIN, Accord [P/S]

Oxaliplatin

Indications: In combinat.with 5-fluorouracil & folinic acid for metastat.colorect.Ca and adjuv. treatm.of colon Ca.

(S4) CONC.FOR SOL.FOR.INFUS., 46/26/0212, 0213

723389-001: 50 mg, 1x10 ml vial, R370,04
723390-001: 100 mg, 1x20 ml vial, R740,08
For further details refer to professional info.
 XE "Oxaliplatin Key" OXALIPLATIN KEY, Key Oncologics [P/S]
Oxaliplatin

Indications: In combinat.with 5-fluorouracil & folinic acid for metastat.colorect.Ca and adjuv. treatm. of colon Ca. 

(S4) POWD.FOR INJ. 45/26/0330, 0331.

723795-001: 50 mg, 1x10 ml, R865,36
723796-001: 100 mg, 1x20 ml, R1 730,73
For further details refer to prof.prod.lit.

 XE "Oxaliplatin PCH" OXALIPLATIN PCH, (Cipla Medpro) Teva [P/S]
Oxaliplatin

Indications: In combinat.with 5-fluorouracil & folinic acid for metastat.colorect.Ca and adjuv. treatm. of colon Ca.

(S4) CONC.FOR SOL.FOR INFUS., 43/26/0102, 0103. 5 mg/ml

717567-001, 50 mg/10 ml, 1 vial, R411,16
717569-001, 100 mg/20 ml, 1 vial, R822,32
For further details refer to professional lit.
 XE "Oxaliwin" OXALIWIN, Sanofi-Aventis [P/S]
Oxaliplatin

Indications: Metastat.colorect.Ca & adjuv.colon Ca treatm.in combinat.with 5-fluorouracil & folinic acid

(S4) RTU SOL FOR INFUS, A39/26/0521, 0522

710319-001: 50 mg/10 ml, 1 vial, R863,65
710317-001: 100 mg/20 ml, 1 vial, R1 727,40
For further details refer to manufact. product lit.
 XE "Paclitaxel Eurolab" PACLITAXEL EUROLAB, Eurolab [P/S]

Paclitaxel.
Indications: Palliat.treatm.of stage 3/4 advanc. loc. ovar.CA aft.surg.resect.in combinat.with cisplatin, palliat.managem.of metastat.carcin.of ovar. aft. fail.of first line/subseq.chemother., metastat. carcinm.of breast aft.combinat.chemother.fail./relapse within 6 mnths of adjuvant chemother.(prev. chemother. should have incl.an anthracycline unless clinic.C/I), first line ther.of advanc.or metastat. breast CA in combin.with trastuzumab in pts.who over-express HER-2 at a 2+ or 3+ lev.as determin. by immunohistochemistry, palliat.treatm. of advanc.non-small cell lung CA when curat.surg. and/or radiat.not applic.

(S4) CONC.FOR SOL FOR INFUS. 44/26/0374, 0375, 0376. 6 mg/ml

717008-001: 30 mg/5 ml, 1 vial, R125,50
717009-001: 100 mg/16,7 ml, 1 vial, R419,17
717011-001: 300 mg/50 ml, 1 vial, R1 255,00
For further details refer to manufact.prod.lit.
 XE "Palbociclib Pfizer" PALBOCICLIB PFIZER, Pfizer [P/S] 
Palbociclib

Indications: Hormone recept.posit., human epiderm. growth fact.recept.-2 (HER2)-negat. advanc./ metast.breast Ca in combinat.with letrozole as init.endocr.bas.ther.in postmenopaus. women/with fulvestrant in women with dis. progress. who reciev.prior endocr.ther.

(S4) CAPS, 52/26/0041, 0042, 0043

3002864-001: 75 mg, 21, 
R10 574,28

3002865-001: 100 mg, 21, 
R10 574,28

3002866-001: 125 mg, 21, 
R10 574,28

For futh.info.refer to manufact.professional lit.
See also MDR page 665.
 XE "PCH Paclitaxel" PCH PACLITAXEL, (Cipla Medpro) Teva [P/S]
Paclitaxel.
Indications: Palliat.treatm.of stage 3/4 advanc. loc.ovar.Ca aft.surg.resect.in combinat.with cisplatin, palliat.managem.of metastat.ovar.Ca aft.fail.of first line/subseq.chemother., metastat. breast Ca aft.combinat.chemother.fail./relapse within 6 mnths of adjuvant chemother.(prev. chemother.should have incl.an anthracycline unless clinic.C/I), palliat.treatm.of advanc.non-small cell lung Ca when curat.surg.and/or radiat. not applic.

(S4) CONC.SOL.FOR INFUS. A40/26/0609, 0610, 0611. 6 mg/ml.

714756-001: 30 mg, 1x5 ml vial, R142,40
714757-001: 100 mg, 1x16,7 ml vial, R475,66
714758-001: 300 mg, 1x50 ml vial, R1 424,14
For further details refer to manufact.prof.info.

 XE "Pecaset" PECASET, (Eurolab) Accord [P/S]

Capecitabine
Indications: Loc.advanc./metastat.breast Ca: Combinat. ther.with docetaxel aft.fail.of cytotox. ther. incl.an anthracycline. Monother.aft.fail.of taxanes and an anthracycline contain.chemother. regim./ where anthracycline ther.not further indicat.

Colorect.Ca: Adjuv.aft.surg.in Dukes C colon Ca., metastat.colorect.adenocarcinoma (benef.relates to time to progress.while overall surviv.not influenc.)

Gastric Ca: 1st line treatm.of advanc.gastric adenocarcinoma in combinat.with other anti-chemotherapeut. regim.(benef.relates to time to progress.while overall surviv.not influenc.)

(S4) TABS, 49/26/0681, 0682

722962-001: 150 mg, 60, R394,71
722963-001: 500 mg 120, R2 631,38
For further details refer to professional info.

 XE "Pemetrexed Accord" PEMETREXED ACCORD 500, Accord [P/S]
Pemetrexed

Indications: Malign.pleur.mesothelioma in combinat. with cisplatin, monother.in loc.advanc./ metastat. non-small cell lung Ca aft. prior chemother., in combin.with cisplatin for init. treatm. of loc.advanc.or metastat.non-small cell lung Ca other than predom.squamous cell histol.

(S4) LYOPHIL.POWD.FOR SOL.FOR INFUS, 52/26/1002, 49/26/0888, 

3002604-001: 100 mg, 1x10 ml vial, R1 676,59
723384-001: 500 mg, 1x20 ml vial, R8 382,93
For further details refer to professional info

 XE "Pemject" PEMJECT (Activo) Lamar [P/S]

Pemetrexed

Indications: Malign.pleur.mesothelioma in combinat. with cisplatin, in combin.with cisplatin for init. treatm. of loc.advanc.or metastat.non-small cell lung Ca other than predom.squamous cell histol., monother.in loc.advanc./ metastat.lung adenocarcinoma aft.prior chemother., monother.for maint.treatm.of  loc.advanc./ metastat.lung adenocarcinoma where dis.not progress.immed. follow.std.chemother.

(S4) LYOPHIL.POWD.FOR SOL.FOR INFUS, 51/26/1066. 25 mg/ml

3002218-001: 500 mg, 1x50 ml vial, R8 383,50
For further details refer to professional info
 XE "Phenasen" PHENASEN, Key Oncologics [P/S]
Arsenic trioxide

Indications: Remiss.induct.& consolidat.in adults with newly diagnos.low-to-intermed.risk ac. promyelocyt. leukaem in combinat.with all-trans retinoic acid, relaps./refract.ac.promyelocyt.leukaem.where prev.teatm. should have incl.a retinoid & chemother.characteris.by pres.of the t(15;17) translocat.&/or the pres.of the Pro-Myelocyt. Leukaem./Retinoic-Acid-Recept.Alpa gene.

Respons.rate of other ac.myelogen.leukaem. subtypes not exam.

(S4) CONC.SOL.FOR INFUS, 52/26/0019

3003998-001: 10 mg/10 ml, 1x10ml vial, R3 264,74
For further details refer to professional info

 XE "Prosaglic" PROSAGLIC, Sandoz [P/S]

Docetaxel

Indications: Adjuvant treatm of pts with oper node-posit.breast Ca.in combin.with doxorubicin & cyclophosphamide, loc.advanc./metastat.breast Ca in combinat.with doxorubicin in pts.who have not prev.receiv.cytotox.ther., as monother.in loc. advanc./ metastat.breast Ca aft.fail.of cytotox. ther., loc. advanc./metastat.breast Ca in combinat. with capecitabine aft.fail.of cytotox.chemother. where prev.ther.incl.an anthracycline, in combinat. with cisplatin for unresect.loc.advanc. /metastat. non-small cell lung Ca (NSCLC) when chemother. not prev.admin., loc.advanc./metastat.NSCLC even aft.fail.of platinum-bas.chemother., metastat. ovarian Ca.aft.fail.of 1st line/subseq.chemother., androg. independ.(hormone refract) metastat. prostate Ca in combinat.with prednisone/ prednisolone, in combinat.with cisplatin & 5-fluorouracil for induct.treatm.of inoper. loc.advanc. squamous cell head & neck Ca.

(S4) CONC.FOR SOL.FOR INFUS, 
46/26/0176, 0177 10 mg/ml
3003556-001: 20 mg, 1x 2 ml vial, R815,86

3003557-001: 80 mg, 1x8 ml vial, R3 263,38
For further details refer to professional lit.

 XE "Provera" PROVERA, Pfizer [P/S] 
Medroxyprogesterone acetate.

Indications: Palliat.treatm.of recurr./metastat. endometr.& ren.Ca or breast Ca in post-menopaus. women.

(S4) TABS. S/21.8.2/1, W/21.8.2/462

757942-008: 100 mg, 100, R1 801,98
702084-007: 500 mg, 100, R3 688,67
Dosage: Not recommend.as prim.ther., but as adjunct.& palliat. treatm. in advanc. inoperab. cases incl.those with recur./metastat.dis.

Endometr./ren.Ca: 200-600 mg/day.

Breast Ca: 400-1 200 mg/day.

Contraindications: Known/suspect.pregn., undiagn. vag.bleed., sev.liv. dysfunct.

Side effects: Common: Weight incr., incr.appet., insomn., headache, dizzin., trem., vomit., constipat., naus., hyperhidros., erect.dysfunct., oed./ fluid retent., fatig. Uncommon: Angioed., corticoid-like eff., exacerbat.diab.mellit., hypercalcaem., depress., euphor., decr. libido, MI, CCF, thrombophlebit., pulm.embol., diarrh, dry mouth, acne, hirsut., musc.sp, dysfunct.uter.bleed., breast pain. Rare: Med.hypersens., nervousn., cerebr. infarct., somnol., VTE, jaund., alopec., rash, malaise, pyrex., decr.gluc.tol., incr.BP. Unknown freq: Anaphylact. react., prolong.anovulat., confus., loss of concentrat., adrenerg.-like eff., retin. embol/thrombos., diabet.cataract, vis. impairm., tachycard., palpitat., urticar., prurit., glycosur., amenorrh., uter.cervic.eros., cervic. disch., galactorrh., abnorm.LFT, incr.WBC, incr. platel.count, moon faces, acquir.lipodystrophy, breast tendern.

Special warnings and precautions: Eval.pt. stat. & perf. compl.med.& family hist. bef.init.., diab., investig.unexpect.vag.bleed., condit.affect. by weight gain/fluid retent., ment.depress.hist., cushingoid sympts., if endometr./endocervic. tiss. submit.for examin.inform patholog.of pts.ingest.of meds., discont.& eval.if pt exper.compl.vis.loss or sudd.onset proptos./diplop.or migraine, perm. dicont.in case of papilloed./retin.vasc.lesi., VTE hist., discont.if pt dev.VTE, bone miner.dens.loss with long-term use, poss.suppress.adren.funct., poss. incr. risk of breast/ovarion Ca., incr.risk of CV events/ stroke/VTE/pulm.embol., not for dement./ MCI prevent., eff.of CYP3A4 induc./inhibits unknown.

Interactions: Decr.effic.with aminoglutethimide.

See also MDR page 686-688.
 XE "Puri-Nethol" PURI-NETHOL, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Mercaptopurine.
Indications: Ac.leukaem.in combinat.with other meds., ac.lymphoblast.leukaem.(ALL), ac.promeylocyt.leukaem.(APL), ac.meyloid leukem.M3 (AML M3)

(S4) TABS. H2751 (Act 101/1965)

758302-002: 50 mg, 25, R1 375,86
For further details refer to manufact.prod.lit.

 XE "Rafinlar" RAFINLAR, Novartis [P/S] 
Dabrafenib

Indications: Unresectable/metastat.melanoma with BRAF V600 mutat.as monother./in combinat.with trametinib, in combinat.with trametinib as adjuv.treatm.of adult stage III melanoma with BRAFV600 mutat.follow.complete resect., advanc.non-small cell adenocarcin. with BRAF V600 mutat.in combinat.with trametinib

(S4) CAPS, 51/32.2/0817, 0818

3000961-001: 50 mg, 120, R16 531,48
3000628-001: 75 mg, 120, R24 797,22
For further details refer to manufact.prof.lit.
See also MDR page 563.
 XE "Revolade" REVOLADE, Novartis 
Eltrombopag olamine

Indications: Pts.aged 1 yr.& above with prim. immune thrombocytopen.(ITP) last.6 mnths.or long. from diagnos.& refract.to other treatm.(eg. corticoster., immunoglobulins). Use only in pts. with ITP where degree of thrombocytopen.& clinic. condit. incr.bleed.risk.

Adults with acquir.sev.aplast.anaem.(SAA) either refract. to prior immunosuppress.ther./heavily pretreat.& unsuit.for haematopoet.stem cell transplant.

(S4) TABS, 44/26/0548, 0549

3000171-001: 25 mg, 28, R17 060,67
3000172-001: 50 mg, 28, R34 121,33
For furth.details refer to manufact.prof.info. More detail.MIMS entry in pharmacologic. classificat.8.6 Haematinics
See also MDR page 569.
 XE "Ribomustin" RIBOMUSTIN, Astellas 
Bendamustine HCl

Indications: First-line chron.lymphocyt.leukaem. treatm. (Binet stage B or C) in pts.for whom fludarabine combin.chemother.not appropr., 1st line treatm.of indol.CD20 posit.non-Hodgkins lymphoma in combinat.with rituximab, indol.non-Hodgkin’s lymphoma.as monother.in pts.who have progress.dur./within 6 mnths.follow.treatm.with rituximab or a rituximab-cont.regim., front line treatm.of multiple myeloma (Durie-Salmon stage II with progress or stage III) in combin.with prednisone for pts.older than 65 yrs.not eligible for autolog.stem cell transpl.& who have clinic. neuropathy at time of diagn.preclud.use of thalidomide or bortezomib contain. treatm.

(S4) POWD.FOR SOL.FOR INFUS. 45/26/1127, 1128. 2,5 mg/ml

717665-003: 25 mg, 1x vial, R1 093,42
710853-001: 100 mg, 1 vial, R4 373,68
For further details refer to manufact.prod.lit.

 XE "Rubexet" RUBEXET, (Eurolab) Accord [P/S]
Doxorubicin HCl.
Indications: Ac.leukaem./lymphom./solid tumours, metastat.adenocarcin.of breast/ bladd. Ca/ bronchogen.Ca & neuroblastoma, metastat. thyroid Ca/endometr./testes/prostate/cervix/head & neck/plasma cell myeloma, wide range of sarcomas incl.osteogen./Ewing’s/soft-tiss.sarcom., combinat. regimens for Ca ovary/breast/small (oat)- cell lung Ca/Hodgkin’s dis./non-Hodgkins lymphoma.

(S4) CONC.SOL.FOR DILUT.FOR INFUS, 46/26/0487, 0488,0489. 2 mg/ml

721800-001: 10 mg/5 ml, 1 vial, R69,21
721801-001: 50 mg/25 ml, 1 vial, R346,01
721802-001: 200 mg/100 ml, 1 vial, R1 733,45
For further details refer to professional info.
 XE "Sandoz Vinorelbine" SANDOZ VINORELBINE, Sandoz [P/S]

Vinorelbine

Indications: Palliat.treatm.of advanc.inoper.non-small cell lung Ca as a sngl.agent/in combinat. Combinat.ther.proves more effect.than monother. Metastat.breast Ca in pts.where anthracycline 1st line monother.has fail.or relaps.within.6 mnths.of anthracycline-based adjuv.ther.

(S4) CONC.FOR SOL.FOR INFUS. 42/26/0132, 0133. 10 mg/ml.

721304-001: 10 mg, 1x1 ml vial, R249,82
721305-001: 50 mg, 1x5 ml vial, R1 249,30
For further details refer to professional lit.

 XE "Sopilcin" SOPILCIN, Dr Reddy’s [P/S]
Doxorubicin HCl.
Indications: Monother.in metastat.breast Ca with incr.card.risk, advanc.ovar.Ca where 1st line platinum-bas,chemother.fail., in combinat.with bortezomib.in progress.multiple myeloma in pts. who have recd.at least 1 prior ther.& already undergone/unsuitable for bone marr.transplant,, AIDS-relat.Kaposi’s sarcoma with low CD4 counts (<200 lymphocytes/mm3) and extens.mucocutan. /visceral.dis.

(S4) CONC.FOR INFUS, 51/26/0265 2 mg/ml

3004522-001: 20 mg/10 ml, 1x10 ml vial, R5 392,35
For further details refer to professional info.
 XE "Sprycel" SPRYCEL, Equity [P/S]

Dasatinib

Indications: New diagnos.Philadelphia chromosome-posit.chron.myeloid leukaem.in chron.phase, chron.accelerat.or myeloid or lymphoid blast phase chron.myeloid leukaem.in adults resist./intol.to prior ther.incl.imatinib, Philadelphia chromosome-posit.ac.lymphoblast. leukaem.in adults resist./intol.to prior ther.

(S4) TABS, 41/26/1039, 1040, 1041, 44/26/0205
711441-001: 20 mg, 60, R6 386,18
711442-001: 50 mg, 60, 

R15 965,46
711443-001: 70 mg, 60, R22 315,89
718478-001: 100 mg, 30, R15 965,46
For further details refer to professional lit.

 XE "Stivarga" STIVARGA 40 mg, Bayer

Regorafenib

Indications: Metastat.colorect.Ca (CRC) prev. treat.with/not candidates for fluoropyrimidine-bas. chemother., an anti-VEGF ther.& if KRAS wild type an anti-EGFR ther., gastrointestin.stromal tumours (GIST) prev.treat.with 2 tyrosine kinase inhibit., hepatocellul.Ca pts.progress.on one other appropr. syst.ther.

(S4) TABS, 47/26/1005.

720787-001: 40 mg, 28, 

R55 205,35

For furth.info refer to manufact.product lit.

 XE "Sunmatin" SUNMATIN, Ranbaxy [P/S]

Imatinib

Indications: Adults & paed.pts: New.diagn Philadelph. chromosome posit.chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./ chron. phase aft.interferon-alpha ther.fail. Adults: Unresect.&/or metastat.malign.gastrointest. stromal tumours (GIST).
Safety & effic.not est.for more than 14 mnths.in CML 1st-line ther.

(S4) TABS, 44/26/0886, 0887

719926-001: 100 mg, 60, R4 657,50
719927-001: 400 mg, 30, 

R8 107,50

For further details refer to manufact.prod.lit.
 XE "Sutent" SUTENT, Pfizer [P/S] 
Sunitinib

Indications: Gastrointestin.stromal tumour aft. fail. of imatinib mesylate treatm.due to resist./ intol., treatm.naive advanc.and/or metast.ren.cell CA, metastat.ren.cell CA (MRCC) aft.fail.of cytokine-bas. ther. (inteferon alpha/interleukin-2)., unresect./ metastat. well-differentiat. pancreatic. neuroendocr.tumours w.disease progr.in adults.

(S4) CAPS. 41/26/0197, 0195, 0196.

710179-001: 12,5 mg, 28, R7 369,81
710181-001: 25 mg, 28, R14 739,31
710182-001: 50 mg, 28, R29 479,05
For further info.refer to manuf.product lit.

 XE "Tagrisso" TAGRISSO, Astra Zeneca [P/S] 
Osimertinib

Indications: Loc.advanc./metastat.EGFR T790M mutat.-posit.non-small cell lung Ca (NSCLC) predomin. bronch.adenocarcinoma whose dis. progress. on/aft.EGFR TK1 ther.
(S4) TABS, 51/26/0927,0928

3000923-001: 40 mg, 30, R83 332,45
3000924-001: 80 mg, 30, R83 332,45
For futher details refer to prof.product info.
 XE "Tarceva " TARCEVA, Roche

Erlotinib HCl.

Indications: Loc.advanc./metastat.non-small cell lung Ca aft.fail.of at least one prior chemother. regimen., 1st line treatm of loc.advanc./metastat. (stage IV) bronch.adenocarcin.demonstrat.EGFR activat.mutat in pts.who have never smoked & with ECOG perform.stat.of 0-1, 1st line treatm.of loc. advanc. unresectab./ metastat. pancreat.Ca in combinat.with gemcitabine, 

(S4) TABS. A40/26/0359, 0360, 0361.

712628-001: 25 mg, 30, R8 015,35
712633-001: 100 mg, 30, R25 642,06
712634-001: 150 mg, 30, R30 057,53
For further details refer to manufac.prod.lit

 XE "Tarpib" TARPIB Eurolab [P/S]

Erlotinib HCl

Indications: Loc.advanc./metastat.non-small cell lung Ca(NSCLA) with epiderm. growth fact.recept. (EGFR) type 1 also known as HER1 activat.mutat.af t.fail.of at least 1 prior chemother. regim. Not effect. aft.platin.-bas.ther. that incl.gemcitabine, maint.monother.treatm.aft. 1st-line platin.-bas. (other than gemcitabine + cisplatin) doublets chemother for loc.advanc./ metastat NSCLC. No surviv.benef/other clinic. relev.eff.demonstrat.with EGFR-negat.tumours, 1st line treatm.of loc. advanc./ metastat.(stage4) bronch. adenocaracinoma where (EGFR) activat. mutat. demonstrat.who have never smok. & had ECOG perform.status of 0-1. Consid. fact.assoc.with prolong.surviv. No surviv.benef/other clinic. relev. eff. demonstrat.with EGFR-negat.tumours, in combinat. with gemcitabine as 1st line treatm.of loc. advan.unresectable /metastat.pancreat.Ca

(S4) TABS, A52/26/0773, 0774, 0775

3002811-001: 25 mg, 30, 

R4 408,76
3002816-001: 100 mg, 30, R12 867,35
3002817-001: 150 mg, 30, R15 282,35
For further details refer to professional info.

 XE "Tasigna" TASIGNA, Novartis

Nilotinib

Indications: Treatm.of adult pts.with newly diagn.Philadelphia chromosome posit.chron. myelogen. leukaem.(Ph+ CML) in chron.phas., treatm. of chron./accelerat.phas. Philadelphia chromosome posit.chron.myelogen.leukaem.(Ph+ CML) in adult pts. resist./ intol.to at least one prior ther.incl. imatinib.

(S4) CAPS, 45/26/0410, 41/26/0973

719121-001: 150 mg, 112, R25 043,42
714086-001: 200 mg, 112, R33 391,22
For further details refer to manufact.prod.lit.
 XE "Tazatred" TAZATRED, Dr Reddy’s [P/S]

Dasatinib

Indications: New diagnos.Philadelphia chromosome-posit.chron.myeloid leukaem.(CML) in chron.phase, chron.accelerat.or myeloid or lymphoid blast phase chron.myeloid leukaem.in adults resist./intol.to prior ther.incl.imatinib, Philadelphia chromosome-posit.ac.lymphoblast. leukaem.(ALL)in adults resist./intol.to prior ther.

(S4) TABS, 55/26/0798, 0799, 0800

3006478-001: 50 mg, 60, R15 909,10

3006484-001: 70 mg, 60, R22 258,50

3006496-001: 100 mg, 30, R15 909,10

For further details refer to professional lit.

 XE "Temintas" TEMINTAS, Eurolab [P/S]

Temozolomide

Indications: Recurr.malign.glioma, advanc. metast.malign.melanoma.

(S4) CAPS. 44/26/0964, 0965, 0966, 0967

718095-001: 5 mg, 5, R123,83
718096-001: 20 mg, 5, R500,07
718097-001: 100 mg, 5, R2 500,41
718098-001: 250 mg, 5, R6 182,86
For further details refer to manufact.prod.lit.

 XE "Teva Fludarabine" TEVA FLUDARABINE, (Cipla Medpro) Teva [P/S]
Fludarabine phosphate
Indications: Treatm.of B-cell chron.lymphocyt. leukaem. pts. who have not respond.to/have not progress.dur.treatm.with at least one standard alkylat.agent contain.regimen.

(S4) CONC.SOL.FOR INJ/INFUS, 43/26/0009 25 mg/ml

716356-001: 50 mg, 1x2 ml vial, R2 144,95
For further details refer to manufact.prof.info.

 XE "Tisumor" Tisumor, Eurolab [P/S]

Sunitinib malate

Indications: GI stromal tumor aft.imatinib treatm.fail., treatm.naïve advanc.&/metast.renal cell Ca.(MRCC), MRCC aft.fail.of cytokine-based therap, 

(S4) CAPS, A55/26/0238,0239, 0240, 0241

3005698-001: 12,5 mg, 28, R6 353,28
3005699-001: 25 mg, 28, R12 706,30
3005700-001: 37,5 mg, 28, R19 059,59
3005701-001: 50 mg, 28, R25 412,97
For further details see manufact.prod.lit.

 XE "Tykerb" TYKERB, Novartis
Lapatinib

Indications: In combinat.with capecitabine for advanc/ metastat.breast Ca whose tumours overexpress HER2+/neu (ErbB2+) who have progress. on prior ther.incl.trastuzumab in metastat. sett., in combinat.with paclitaxel for treatm.of metastat. breast cancer whose tumours over express HER2+/neu (erb2), in combinat.with aromatase inhibit.for hormone sensit.metastat. breast Ca whose tumours over express HER2+/neu (ErbB2+)

(S4) TABS, 42/26/0275. 250 mg

715582-001: 250 mg, 70, R13 807,00
For further details refer to manufact.prod.lit.

 XE "Valoma" VALOMA, (Eurolab) Juno Pharma [P/S]

Bortezomib

Indications: Prim.treatm.of multip. myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress, relaps./ refract.mantle cell lymphoma for pts. recieved at least 1 prior line of therap. which incl.anthracycline & or rituximab.

(S4) POWD.FOR SOL.FOR INJ, 54/26/0344, 0345, 0346

3006362-001: 1 mg, 1x vial, R1 575,50
3006363-001: 2,5 mg, 1x vial, R2 817,50

3004050-001: 3,5 mg, 1x vial, R3 976,65

For further details refer to professional info.

 XE "Valtib" VALTIB, Accord [P/S]

Bortezomib

Indications: Prim.treatm.of multip.myeloma in combinat. with melphalan & prednisone, monother. for multiple myeloma where at least one prior ther.receiv.& dis.progress.

(S4) POWD.FOR SOL.FOR INJ, 49/26/0891. 1 mg/ml reconstit.

722781-001: 3,5 mg,1x10 ml vial, R2 941,25
For further details refer to professional info.

 XE "Vativio" VATIVIO 100, Novartis [P/S]

Imatinib

Indications: Adult & paed.pts: New.diagn Philadelph.chromosome positive chron.myeloid leukaem (CML)., CML in blast crisis/accelerat./ chron. phase aft.interferon-alpha ther.fail.

Adult pts: New.diagn.Philadelph.chromosome positive ac.lymphoblast.leukaem. (Ph+ALL) intergrat. with chemother., relaps./refract.Ph+ ALL as monther., myelodysplast./myeloproliferat.dis. (MDS/MPD) assoc.with platelet-deriv.growth fact. recept.(PDGFR) gene re-arrangem., system. mastocytos. (SM) without the D816V c-Kit mutat.& eosinophil., hypereosinophil.syndr.(HES) &/chron. eosinophil.leukaem.(CEL) with FIP1L1-PDGFR alpha rearrangem., unresect.&/or metastat.malign. gastrointest.stromal tumours (GIST), adjuv.treatm. follow.resect.of Kit-posit.GIST, unresect./recurr.&/ metastat.dermatofibrosarcoma protuberans (DFSP)

(S4) CAPS, 36/34/0139

718477-001: 100 mg, 120, R9 315,60

For further details refer to manufacturers prod. lit.
 XE "Vesanoid" VESANOID, Pharmaco [P/S]
All-trans retinoic acid.

Indications: Induct.of remiss.in ac.promyelocyt. leukaem.(APL:FAB class.AML-M3) for prev. untreat. pts., those who relapse aft./refract.to std. chemother.

(S5) CAPS. 29/26/0087.

820008-001: 10 mg, 100, 

R5 617,74

For further details refer to manufact.prod.lit.

 XE "Vexfan" VEXFAN, Eurolab [P/S]

Busulfan.
Indications: Condit.treatm.prior to haematopoiet. progenit.cell transplantat.in adults when busulfan and cyclophosphamide combinat.is consid.the best avail.option

(S4) CONC.FOR SOL.FOR INFUS. 55/26/0347

3005211-001: 6 mg/ml, 8 x 10 ml vial, R3 449,99
For full prescrib.info refer to.professional lit.
 XE "Vidaza" VIDAZA, Key Oncologics

Azacitidine

Indications: Adult myelodysplastic.syndr.(MDS) incl.follow.sub-types of French-Americ-Brit. Classificat.(FAB): 

· refract. anaem.(RA) (FAB) plus neutropen/ thrombocytopen. requir.transfus.

· refract.anaem.with ring.sideroblasts (RARS) (FAB) plus neutropen/ thrombocytopen. requir.transfus.

· refract.anaem.with exess blasts (RAEB) (FAB)

· refract.anaem.with exess blasts in transformat. (RAEB-T) (FAB) or ac.myeloid leukaem.with 20-30% bone marr.blasts & multilineage dysplas.(WHO)

Also adult chron.myelomonocyt.leukaem. (CMML) (FAB), ac.myeloid leukaem.(AML) with >30% bone marr.blasts (WHO) in pts.not eligible for haematopoiet. stem cell transplantat.

(S4) INJ, A40/26/0521. 25 mg/ml

712413-001: 1x100 mg/4ml vial, R2 129,60
For further details refer to prof.prod.lit.
 XE "Vinblastine Teva" VINBLASTINE TEVA, (Cipla Medpro) Teva [P/S]
Vinblastine sulphate.

Indications: Treatm.of malign.non-Hodgkin’s lymphomas, Hodgkin’s dis., Ca of testes, chorio & breast Ca.

(S4) INJ. 45/26/0373. 1 mg/0,98ml.

722790001: 1x10 ml vial, R326,73
For further details refer to professional.info.

 XE "Votrient" VOTRIENT, Novartis [P/S]

Pazopanib

Indications: Advanc.&/metastat.ren.cell Ca
(S4) TABS, 44/26/0348, 0349

720861-001: 200 mg, 30, R8 894,78
720862-001: 400 mg, 30, R17 789,58
For further details refer to manuf.product lit.
 XE "Xalkori" XALKORI, Pfizer [P/S] 
Crizotinib

Indications: Anaplastic lymphoma kinase (ALK)-positive advanc. non-small cell lung Ca (NSCLC).
(S4) CAPS, 47/26/0568, 0569

722115-001: 200 mg, 60, 

R67 259,69

722620-001: 250 mg, 60, 

R67 259,69

For further details refer to manufact.prod.lit.
See also MDR page 719.
 XE "Xeloda" XELODA, Equity [P/S]
Capecitabine
Indications: Loc.advanc./metastat.breast Ca: Combinat. ther.with docetaxel aft.fail of cytotox. ther.incl.of anthracycline. Monother.aft.fail.of taxanes and an anthracycline contain.regim.where anthracycline ther.not further indicat.

Colorect.Ca: Adjuv.aft.surg.in Dukes C colon Ca., metastat.colorect.adenocarcinoma (benef.relates to time to progress.which overall surviv.not influenc.)

Gastric Ca: 1st line treatm.of advanc.gastric adenocarcinoma in combinat.with other anti-chemotherapeut.regim. (benef.relates to time to progress.which overall surviv.not influenc.)

(S4) TABS, 33/26/0198, 0199

870072-005: 150 mg, 60, R469,89
870080-008: 500 mg 120, R3 132,60
For further details refer to manufact.prod.lit.

 XE "Xtandi" XTANDI, Astellas 
Enzalutamide

Indications: Metastat.hormon.-sens.prostate Ca in combinat.with androgen. deprivat.ther., high-risk non-metastat.castrat.-resist. prostate Ca (CRPC), asymptomat./ mildly symptomat. metastat. CRPC aft.androg. deprivat. ther.fail.where chemother.not yet clinic. indicat., metastat.CRPC where dis.progress.on/ aft.docetxel ther.

(S4) CAPS, 48/26/0404. 40 mg

721978-001: 112, R30 061,00
Dosage: Swallow whole. Do not chew/dissolve./ open cap.

Recomm.dos: 160 mg (4 caps) as sngl.dly oral dos. Cont.with LHRH analog.dur.treatm.if pt.not surgic.castrat.

Contraindications: Hypersens., uncontroll.seiz., women

Side effects: V.common: Hot flush., hypertens., asthen., fatig., falls. Common: Anx., headache, memory impairm., amnes., att.disturbs., restless legs syndr., ischaem.heart dis., dry skin, prurit., fract., gynaecomast. Uncommon: Leucopen., neutropen., vis.hallucinat., cognit.disord., seiz., Post market: Thrombocytopen., face/ tong./lip & pharyng.oed., post.revers.encephalopathy syndr. QT prolongat., N&V, diarrh., rash, myalg., musc.sp., muscul.weakn., backpain.
Special warnings and precautions: Seiz.hist./ predispos. fact., concom. meds.low.seiz.threshold, perman. discont.if seiz.develop.dur.treatm., discont. if poster. revers.encephalopathy syndr. develops, reports of second.prim.malignancies-advise pt.to contact dr if GI-bleed./ macroscop.haematur./ dysuria/ urin.urgen., not stud. in sev.ren.impairm., incr.half-life in sev.hepat. impairm., sorbitol intol., as a potent enzyme induc.effic.of many commonly used meds.may be lost, avoid warfar.co-admin., recent CV dis., assess benef.risk ratio as QT interv.poss. prolong., safety & effic.of concom.cytotox. chemother. not est., determ. S/E profile bef.driv./ operat.mach., condom use and another form of birth control recomm.dur.& for 3 mnths aft.treatm., matern.use expect.to produce horm.lev. changes poss.affect. foet. developm., avoid concom.strong CYP2C8 inhibit., sev.ren. impairm./ end-stage ren.dis.

Interactions: Strong CYP2C8 inhibit incr. AUC while Cmax decr., as a potent enzyme induc. synthesis of many enzymes and transport.incr.so interact.with many comm.med. prod.that are substrates of enzyme./transport.is expect. with reduc. plasma conc., decr.AUC of sensit.CYP substrates, interacts.expect. with cert.meds. elimin. through metabolism/ act. transport theref. avoid or use with caut.if therapeut. eff.is import./ dos.adjustm. not easy. perform.bas.on monit. effic./ plasma conc., meds. with narr.therapeut. range which are substrates of P-gp poss.requir.dos. adjustm. to maint.therapeut.plasma conc., eval. effs.of meds.that are substrates of CYP2B6/ CYP3A4/ CYP2C9/ CYP2C19 or UGT1A1, as androg. deprivat.may prolong QT interv.theref. meds. known to prolong.QT interv./ induc. Torsade de pointes.

See also MDR page 189.
 XE "Yervoy" YERVOY, Equity [P/S]
Ipilimumab

Indications: Prev.treat.unresectable/metast. melanoma
(S4) SOL.FOR.INFUS, 47/30.1/0522. 5 mg/ml

720814-001: 1x10 ml, 

R56 153,82

720815-001: 1x40 ml, R224 615,16
For further details refer to professional info.
 XE "Yondelis" YONDELIS, Key Oncologics [P/S]
Trabectedin

Indications: Advanc.liposarcoma and leiomyosarcoma aft.anthracycline/ifosfamide fail or where these agents not suit., relaps.ovar.Ca in combinat.with pegylat.liposomal doxorubicin HCl who have platinum-sens.dis.& may not be suit.for platin.-bas.chemother.

(S4) POWD.FOR CONC.FOR SOL FOR INFUS., 43/26/0557

718481-001: 1 mg/vial, 1, R30 434,96
For further details refer to manufacturer’s prof.lit.

 XE "Yulareb" YULAREB, Eli Lilly [P/S]
Abemaciclib

Indications: Hormone receptor(HR)-posit.human epiderm.growth fact.recept.2(HER2)-negat. advanc./ metast.breast Ca in combinat.with an aromatase inhibt as init.endocr.-bas.ther./in combinat. with fulvestr follow endocr. bas.ther. In pre-/perimenopaus.women endocr.bas.ther.should be combin.with a luteinis.horm.releas.hormone (LHRH) agonist./as monother.follow.endocr.ther.& prior chemother.in metastat.sett.

(S4) FILM COAT. TABS, 53/26/0438.434; 0439.435; 0440.436; 0441.437 

3003356-001: 50 mg, 14, R4 721,30
3003357-001: 100 mg, 14, R4 721,30

3003359-001: 150 mg, 14, R4 721,30

3003360-001: 200 mg, 14, R4 721,30

For further details refer to prof.info
 XE "Zavedos" ZAVEDOS, Pfizer [P/S] 
Idarubicin HCl.
Indications: Ac.non-lymphocyt.leukaem., incl. ac.myeloblast. leukaem.in adults as front-line therapy/remiss.induct.in relaps./refract.pts.

(S4) INJ, [P/S] Y/26/16, 17.

788651-005: 5 mg, sngl.vials, R1 310,62
788678-019: 10 mg, sngl.vials, R2 545,83
For further details refer to manufact.prod.lit.

See also MDR page 728.
 XE "Zelboraf" ZELBORAF, Roche 

Vemurafenib

Indications: Monother.treatm.of adult pts.with BRAF V600E mutat.-positiv.unresectable/ metastat. melanoma.

(S4) TABS, 47/32.16/0247.

720736-001: 240 mg, 56, R5 902,75
For furth.details refer to manufact.prof. info.
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24.1
Immunosuppressants
ADVAGRAF (MDR Listing)

AMGEVITA (MDR Listing)

HUMIRA (MDR Listing)

OFEV (MDR Listing)

PROGRAF (MDR Listing)

REVELLEX (MDR Listing)

SIMPONI (MDR Listing)

STELARA (MDR Listing)

TREMFYA (MDR Listing)

TYSARBI (MDR Listing)

 XE "Advagraf" ADVAGRAF, Astellas [P/S] 
Tacrolimus

Indications: Prophylax.of transpl.reject.in adult kidn./liv.allograft recip., treatm.of allograft reject. resist.to treatm.with other immunosuppress.meds. in adults

(S4) PROLONG.REL.CAPS, 42/34/0786, 0787, 0788

717628-001, 0,5 mg, 30’s, R747,75
717629-001, 1 mg, 30’s, R1 362,57
717630-001, 5 mg, 30’s, R6 630,05
Dosage: Refer to manufact.lit.for furth. details.
Contraindications: Pregn.& lactat., macrolide hypersens., concom. live attent.vacc., childr.< 18 yrs., concom.ciclospor., concom.grapefruit juice.

Side effects: V.common: Hyperglycaem.condits., diabet.mellit., hyperkalaem., insomn., trem., headache, hypertens., diarrh., naus., abnorm.LFT, ren. impairm.; Common: Anaem., leukopen., thrombocytopen., leukocytos., abnorm.RBC analys., hypomagnesaem., hypophosphataem., hypokalaem., hypocalcaem., hyponatraem., fluid overload., hyperuricaem., decr.appet., anorex., metabol.acidos, hyperlipidaem., hypercholesterolaem., hypertriglyceridaem., other electrol. abnormal., anx.sympts., confus.& disorient., depress., depress.mood, mood disords. & disturbs., nightmare, hallucin., ment.disords., seiz., disturbs.in consciousn., paraesthes., dysaesthes., periph.neuropathy, dizzin., imp. writing, nerv.syst.disords., blurr.vis, photophob., eye disords., tinnit., ischaem.coron.artery disords., tachycard., haemorrh., thrombembol./ischaem. events, periph.vasc.disords., vasc.hypotens. disords., dyspn., parenchym.lung disords., pleur. effus., pharyngit., cough, nas.congest./inflamm., GI inflamm. condits./ulcerat./perforat./haemorrh./ pain, stomatit., ascit., vomit., abdom.pains, dyspept. S&S, constip., flatul., bloat./ distens., loose stools, bile duct disords., hepatocell. damage, hepatit., cholestas., jaund., prurit., rash, alopec., acne, incr.sweat., arthralg., back/ extremity pain, musc.spasms, ren.fail., oligur., ren. tubul.necros., tox.nephropathy, urin.abnormal., bladd. & urethr.sympts., febrile disords., asthen. condits., oed., body temp.percept.disturb., prim. graft dysfunct.; Uncommon: Coagulopath., abnorm. coagulat./bleed.analys., pancytopen., neutropen., dehydrat., hypoproteinaem., hyperphosphataem., hypoglycaem., psychot. disord., coma, CNS haemorrh. & CVA, paralys., pares., encephalopathy, speech & lang. abnormal., amnes., cataract, hypoacus., ventric.dysrhythm., card. arrest, heart fail., cardiomyopathy, ventric. hypertrophy, supraventric.dysrhythm., palpit., abnorm.ECG/ heart rate/pulse, infarct., deep limb ven. thrombos., shock, resp.fail., resp.tract disords., asthma, paralyt.ileus, peritonit., ac./ chron. pancreatit., incr.bld.amylase, GOERD, imp. gastr.emptying, dermatit., photosens., joint disords., anur., haemolyt. uraem. syndr., dysmenorrh., uter.bleed., influenza like illn., multi-organ fail., chest press. sensat., temp.intol.; Rare: Thrombot. thrombocytopen.purpura, hypoprothrombinaem., hirsut., hyperton., blindn., neurosens. deafn., pericard.effus., ac.resp.distress syndr., subileus, pancreat.pseudocyst, venoocclus. liv.dis., hepat.artery thrombos., tox.epiderm. necrolys., fall, ulcer, chest tightn., thirst; Very rare: Myasthen., imp.hear., abnorm. echocardiogr., QT prolong., hepat.fail., Stev. Johns. syndr., nephropathy, haemorrhag.cystit., incr. fat tiss.; Unknown.freq: Pure red cell aplas., agranulocytos., haemolyt.anaem., BK virus assoc., John Cunningham virus assoc.PML, benign/ malign./ unspecif.neoplasms, Epstein-Barr virus assoc. lymphoproliferat. disord, nephropathy skin malign.

Warnings and special precautions: Prolong. releas.formulat.not interchang. with immed. releas.formulat.of tacrolim., monit.pts closely, for pt. monit.details by special physic.refer.to prod.lit. treatm. to be init.only by medic.practit. exper.in immunosuppress. ther.& managem.of transpl.pts., monit. tacrolimus bld.lev with concom.subst.with interact. potent. concom.herb.preps.incl.St. John’s Wort, MRI should be perform.if pts pres.with PRES, adeq.BP contr.& immed.discont.of system. tracrolimus if PRES diagn., vis./neurologic. disturbs., pre-exist.heart dis./corticoster.use/ hypertens./ infects./fluid overload./oed, diagn./ suspect. long QT syndr., pts.who have prev.receiv. ciclosporin, monit.bld.conc.dur.diarrh.episod., vaccinat. less effect., meds.with nephrotox./ neurotox. effs., high K+ intake/K+spar.diuret., incr. suscept. to vir./bact./fung.& protozoal infects., excl. TB prior to init.ther., imp.liv./kidn.funct., avoid mix.with other drugs., other immunosuppress. ther., UV/sun expos, teratogen. at dos. that also demonstr.maternal toxic., excret. in breast milk, cross.the placenta, contracept. other than OC’s, choice of oral contraceptive as interacts. poss., poss.eff.on male fertility., benef.vs. risk in soy/peanut hypersens., lact intol.

Interactions: Vis./neurological disturbs.effs. enhanc.with concom.alcoh., incr./decr.plasma lev. with prednisolone/methylprednisolone, CYP3A4 inhibits.may incr.tacrolim.bld.lev.incl. ketoconazole/ fluconazole/itraconazole/ voriconazole/ erythromycin/HIV & HCV protease inhibits./ clotrimazole/clarithromycin/josamycin/ nifedipine/ nicardipine/diltiazem/verapamil/ amiodarone/ danazol/ethinylestradiol/ omeprazole/ nefazodone/bromocriptine/cortisone/ dapsone/ ergotamine/gestodene/lidocaine/ mephenytoin/ miconazole/midazolam/nilvadipine/ norethindrone/ quinidine/tamoxifen/ oleandomycin, grapefruit juice incr.tacrolim.bld. lev, lansopraz/ciclospor.inhibit.CYP3A4-mediat. metabol., other.meds with high affinity for plasma prot. e.g. NSAIDs/oral anticoags./antidiabets., system. expos.incr.with prokinet.agents (incl. metoclopramide) /cimetidine/Mg-Al-hydrox., CYP3A4 induc.may decr.tacrolimus bld levs.incl. rifampicin/ phenytoin/St. John’s Wort/ phenobarbital/ maint.dos.of corticoster., decr. tacrolimus conc.with carbamazepine/metamizole/ isoniazid, ciclosporin half life incr., bld.lev.of phenytoin incr., decr.clear.& incr.half-life of pentobarbital/antipyrine, enhanc.nephrotoxic.with amphotericin-B/ibuprofen, poss.incr.risk of over-immunosuppress. if given tog.with other potent immunosuppress., mod.fat cont.meal reduc. bioavail./ absorpt.signific.
See also MDR page 169.
 XE "Afinitor" AFINITOR, Novartis [P/S]

Everolimus

Indications: Palliat.treatm.of adv.ren.cell Ca.in pts.who fail.prior treatm.with VEGFTR-TKI ther., in combinat.with exemestane for palliat.treatm.of postmenopaus. women with oestrog.recept.positiv. HER2/neu neg.adv.breast Ca.with recurr./progress.aft.prior non-steroid.aromatase inhibit.treatm., advanc. neuroendocr.tumours of GI/lung/pancreat.origin, tuberous scleros complex (TSC) with ren.angiomyolipoma not req.immed.surg.

(S4) TABS, 43/34/1010, 1133

716750-001, 5 mg, 30, R18 245,52
716749-001, 10 mg, 30, 

R36 491,08

Dosage: Admin.only by experienc.physic. Admin. same time each day consist.with/without food. Swallow whole, do not chew/crush. Maybe dissolv. in water for those unable to swallow tabs. See lit for dos adjust.& managem.recommendat. for advers.drug reacts.

Advanc.neuroendocr.tumours of GI/ lung/ pancreat. origin/advanc.ren.cell Ca./advanc.breast Ca & TSC with ren.angiomyolipoma: Adults: 10 mg once dly. If dos.reduct.requir.reduc.to 5 mg once dly. 

Concomit.mod.CYP3A4/PgP inhibit: Reduc.dos. to 5 mg once dly. Further dos.reduct.to 5 mg every other day may be req.to manag. advers. reacts. Consid.washout per.of 2-3 days if mod. inhib.discont.bef.incr.Afinitor dos.

Concom.strong CYP3A4 induc: Consid.doubl. dly.dos.using 5 mg increm.however there is no clinic. data with this dos.adjustm. If strong induc. discont.consid.washout per.of at least 3-5 days bef.Afinitor dos.resum.at prior dos.

See lit for concom.mod.CYP3A4 or PgP inhibit./ strong CYP3A4 induc.

Contraindications: Rapamyc.derivat.hypersens., live vaccine use, pregn. & lactat.
Side effects: Infects., bld dyscras., hypersens., decr.appetite, hyperglycaem. hypercholesterolaem. hypertriglyceridaem., hyperlipidaem., hypophosphataem., diab.mellit., hypokalaem., dehydrat., insomn., anx., somnol., dysgues., headache, ageus., CCF, hypertens., haemorrh., DVT, pneumonit., epistax., cough, dyspn., haemoptys., pulm.embol., ac.resp.distress syndr., stomatit., diarrh., N&V, dry mouth, abdom.-/oral pain, mouth ulc., dyspeps., dysphag., rash, prurit., dry skin, nail,disord., erythema, acne, hand-foot-syndr., pityrias rosea, arthralg., ren.fail., incr.dayt.urinat., proteinur., ac.ren.fail., irreg. menstruat., amenorrh., fatig., periph.oed., asthen., pyrex., mucos.inflammat., non-card.chest pain, imp.wound heal., decr.weight, URTI, sinusit., otit.med., nasopharyngit., UTI, pharyngit., cellulit., pneumon., vir.gastoenterit., H.Zoster, vir.bronchit., aggress., menorrhag., vag.haemorrh., delay.menstruat., ser.hepatit.B reactivat.incl.fatalit., 

Warnings and special precautions: Advis.pts. to report new/worsen.resp.sympts.& consid. diagnos. of.non-infect. interstit.pneumonit.& consid. interupt.ther.until sympts improve, ther. may be reintrod.at grade 1 at a 50% low.dly.dos. than that prev.admin., discont.at recur.of toxic.to grade 3 or grade 4 non-infect.interstit.pneumonit. cases, predipos.to infects.esp.with opportunist. pathogens., treat pre-exist.invas,fung.infect prior to start.treatm., alcoh-/iodine-/thyme-/H2peroxid.-contain.mouthwash may exagerat.oral.ulcerat.& avoid antifung.agents unles.fung.infect.diagnos., monit. ren. funct./fast.ser.gluc./bld.lipids & complet. bld.count prior to start of ther.& periodic. thereaft., monit.clin.resp./undesir.effs.dur. concom. admin.of CYP3A4 induc.& inhibit., concom. oral CYP3A4 substrates with narr. therapeut. index, sev.hepat.impairm., avoid close contact with those who recent.receiv.live vaccin., pre-surg.period.due to poss.imp.wound heal., est. eff.on pt.bef.driv/operat.mach., lact intol., avoid grapefruit/grapefruit juice, bioavail.of oral meds which are CYP3A4 substrat.admin.by non oral routes poss.affect., reproduct.toxic.in anim.stud., passes into breast milk, male & fem.fertil.poss. comprom., not recom.in paed.pts.with advanc.ren. cell Ca, , mild to mod.hepat.impairm., adeq. contracept. dur.treatm.& x8 wks.aft.stop., achiev. optim. glycaem.contr.bef.start.treatm.

Drug interactions: Vaccinat.poss.less effect., bld conc.incr.by CYP3A4/PgP. inhibits. eg. ketoconazol./ itraconazol./fluconazol./voriconazol./ ritonav./ clarithromc./telithromyc./erythromyc./ verapam./ ciclospor./diltiaz./amprenav./ fosamprenav. & aprepitant), CYP3A4/PgP induc. decr. bld.conc.(eg.rifampic,/rifabutin/St John’s Wort/ carbamazep./phenobarb./phenytoin/ efavirenz & nevirap.), incr.Cmax & AUC of concom. oral midazolam

 XE "Aubagio" AUBAGIO, Sanofi-Aventis (Pty) Ltd
See Section 4.6
 XE "Aubamide" AUBAMIDE, Cipla Medpro (Pty) Ltd
See Section 4.6
 XE "Auberif" AUBERIF, Sanofi-Aventis (Pty) Ltd
See Section 4.6
 XE "Azathioprine-50 PCH" AZATHIOPRINE 50 PCH, (Cipla Medpro) Teva [P/S]

Azathioprine.

Indications: Part of combin.ther.as immunosuppress. for prev.of reject.in organ & tiss. transplants, in combinat.with corticoster.in auto-immune dis.

(S4) TABS. 37/26/0692.
712609-001: 50 mg, 100, R676,00
Dosage: Indiv.treatm.undertak.on long-term basis unless intol.evid. If no discern.improvem.evid.aft.3 mnths. consid. discont.
Transplant: Load.dos: Usual.1-5 mg/kg bm/day depend.on whether other meds./radiother.admin. concom. Maint.dos.aft.transplantat.: Usual.1-4 mg/kg bm/day. Reject.risk poss.aft.discont.even aft.a per.of yrs.

Auto-immune dis: Indiv.accord.to sev.& clinic. respons. Usual.dos.: 1-2,5 mg/kg bm/day. Chron.act.hepatit: Init.1-1,5 mg/kg bm/day.

Contraindications: 6 Mercaptopurine hypersens., severe infect., severe hep.impairm./ bone marr.depress., pancreatit., live vacc.partic.BCG/ smallpox & yellow fev., pregn., safety in lactat.not est., 

Side effects: Freq.: Fung./ protozoal/ vir./ bact. infects.in transpl.pts.on immunosuppress., incr.sensitiv.to infect.in inflamm.bowel dis. (IBD) pts., squam.cell skin carcinom., non-Hodgkin’s lymphoma, cervic.-/ vulval CA, Kaposi’s sarcoma, leucopen., thrombocytopen., bone marrow depress., N&V, hepat.impairm.incl.destruct.cholangit./ pelios.hepatit./ peri-sinusoid.fibros./ nodul.regenerat.hyperplas. Less freq.: Fung./ vir./ bact.infects.in othr.pt.populat., JC vir.assoc.PML in pts.on immunosuppress., post-transpl.lymphoproliferat.dis., neoplasms incl.lymphoproliferat.disords./ skin CA’s/ sarcomas/ uterine cervic.CA in situ/ AML/ meylodysplast.syndr., anaem., macrocytos., neutropen., bone marrow aplas., granulocytopen., agranulocytos., pancytopen., aplast.anaem., megoblast. anaem., erythroid hypoplas., hypersens. reacts., SJS, TEN, pulm. oed., revers.interstit. pneumon., abdom.pain, anorex., oral ulcerat.& soreness, gastric ulcerat./ intestin. & periton.haemorrh., oesophagit.,GI necros./ perforat., steatorrh., colit., diverticulit., bowel perf.in transpl.pts., severe diarrh in IBD pts., tox.hepatit., bil.stas., elev.ser. bilirub.lev., hepatit., pancreatit., endophlebit. hepatica oblitrans, cholestas., life-threat.liv. injur., skin rash, photosens., alopec. Freq. unknown: Revers.dose-relat.incr.in mean corpuscul.volume & red cell Hb content, hyperphosphataem.& electrol. bal.disturbs., retinopathy, Raynauds, skin/ nail pigmentat., ac.febrile neutrophil.dermatos., arthalg., hyperuricaem., ac.ren. fail., ovar.& testic.funct.supress., negat.N2 bal., drug fev., ser.sickn.

Special warnings and precautions: Consid.benef.-risk, monit. adeq. for tox.effs. throughout ther.durat., imp ren./ hepat. funct., consid. withhold.in pres.of tox. hepatit./ bil.statis, life-threat.liv.damage with chronic use esp.transpl.pts., cholestas.& deter.liv.funct.revers.on withdr., compl. bld.counts incl.platel.count dur.1st 8 wks.of ther., poss.discont.in case of haemotopoiet. toxic., mnthly bld counts essential, reduc.dos. / temporar.withdr.in case of large leucocyte count fall.&/ othr.evid.of persist.bone-marr. depress., incr.bld.count freq.in: high doses/ elderly/ ren.impairm or hypersplen./ mild-mod.hepat.impairm./ mild-mod.bone marrow depress., close monitor.of bld count with concom.allopurin./ oxipurin./ thiopurin.- red.azathioprine dose with ¼ to prev.sev. bone marrow depress./ aminosalicyl.acid derivat-inhibit TPMT enzyme/ ACEI/ trimethoprim/ sulfamethoxaz./ cimetid./ indomethac./ cytotox.& or bone marrow suppress.meds., neoplas.vulnerability in transplant. organ/ othr. unrelat.site, incr.risk of develop.lymphoproliferat.dis.& othr. malignan., chromosom.abnorm.poss. without azathioprine influence demonstr.in male & fem.transpl.pts. & offspring of transpl.pts.but disapp.in time, long-term eff.on gonads-poss.supress.ovar.& testic. funct.with amenorrh.& inhib.spermatogen., incr.susceptabil.for macrophage activat. syndr.part.in IBD pts., infect.risk., treat.any arising infects. vigorous., varicella zos.infect. may become sev., reports of PML caused by JC virus in comb.with othr immunosuppress., pts. with NUDT15 gene at incr.risk for sev. 6 mercaptupur. toxic.(eg. early leukopen.& alopec.), pts.with thiopurine methyltransfer. (TPMT) def. unable to breakdown azathiopr., to determ.pts.pheno-/genotype bef. admin., not recomm.for Lesch-Nyhan syndr. pts., concom.meds with neuromusc.eff.eg. tubocurarine/ succinylchol., pts.to inform anaethesiolog.bef.surg., monit. coagulat. for pts.on coumarin type anticoags., discont.may seriousl.complic. condit., withdr.grad.under supervis., co-admin.inactiv./ toxoid vacc., negat.N2 bal.on contin. azathioprine & cortisone therap., poss.allergic reacts., Hep.B carriers/ past HBV infect., cont.lactose, recomm.to avoid breastfeed., monit. haematolog. respons.in elderly. 

Interactions: Eff.enhanc.by allopurin./ oxipurin.& thiopurin., othr. xanthine oxidase inhib.eg. febuxostat may decr.metabol., exerts antagon.activ.on neuromusc.block. of non-depolaris.muscle relax.eg. curare/ d-tubocurarine/ pancuronium, potentiate neuromusc.block by depolaris.meds eg.sucinylcholine, avoid cytotox.meds/ meds with myelosupress. eff.eg.penicillamine/ cimetid./ indomethaz., incr.immunosuppr. with eg.ciclosporin/ tacrolimus, metabol.imp. by furosemide, meds. affect. leucocyt. product.incl.co-trimoxaz.may exagger. leucopen., aminosaliyl. deriv. (eg.mesalazine/ olsalazine/ sulfasalazine) inr.myelo-supress.& inhibit TPMT enzyme, inhib.anticoag.eff.of warfarin/ phenprocoumon, decr.antibody respon.to vir.vacc., potent. of live vir.vacc.replicat., conom.infliximab inr.concentr.of 6-thioguanine & red.WBC, sev.myelosuppress.with concom.ribavirin, adj. dose if on high dose methotrexate to maintain WBC.
 XE "Bonspri" BONSPRI, Novartis [P/S]
Ofatumumab

Indications: Relaps.forms of multiple scleros. (RMS) in adults.
(S4) INJ IN PRE-FILL.SYR, 55/32.12/0368

3004851-001: 20 mg, 1x0,4 ml pre-fill.syr., R8 984,43

Dosage: Recomm.dos: 20 mg admin.by SC inj. Init.dos.at wks.0, 1 & 2 follow.by subseq.mnth.dos. start.at wk.4. Intend.for pt.self-admin.

Miss.dos: Admin.as soon as poss.without wait. until next sched.dos.with subseq.dos.admin.at recomm.interv.

Side effects: V.common: URTI, loc.inj.site reacts., syst.relat.inj.reacts.
Special warnings and precautions: Safety & effic.in pts.<18 yrs.not est., syst.inj.relat.rects. observ. predomin.with 1st inj.manag.with symptomat. treatm., eval.pts.immune status prior to init.ther.& not to be giv.in sev.immunocomprom. state until condit.resolv., other concom. immunosuppress. not recomm.except.corticoster. for symptomat.relap.treatm., observ.for clinic. sympts./ MRI find.suggest.of progress.multifoc. leukoencephalopathy (PML)& suspend.treatm.if suspect.until diagnos.excl., do not treat.pts.with act.hepatit.B dis., HBV screen.bef.init.treatm.& liv. dis.expert to be consult.if hepatit.B serology posit. bef.start.treatm.& monit.& manag.to prev.hepatit. B reactivat., all live or live attenuat.vacc.admin. accord.to immunisat.guidelines at least 4 wks.prior & inact.vacc.at least 2 wks.prior to init.ther., the effectiv.of inactiv.vacc.poss.interfer.with, live or live attentuat.vacc.vaccinat.not recomm.dur. treatm. & aft.discont.until.B cell replet., do not admin. live or live attenuat.vacc.to infts.of mothers treat.dur.pregn.bef.recovery of B cell counts confirm., inactiv.vacc.may be admin.prior to B cell deplet.recovery however determin.of protect. immune respons.to be consid., effect.contracept. dur.ther.& for 6 mtns aft.last admin., poss.cross. placenta & cause foet.B-cell deplet.bas.on anim. stud., use not stud.dur.lactat., 

Interactions: Consid.risk of addit.immune syst. eff.with co-admin.of immunosuppress.ther.
See also MDR page 489.
 XE "Cellcept" CELLCEPT, Roche [P/S]

Mycophenolate mofetil

Indications: Organ reject.prophylax.in allogeneic ren., hepat.& card.transplants concom.with cyclosporin & corticoster.

(S4) CAPS, [P/S] 31/34/0134.
833630-008: 250 mg, 100, R2 451,67
(S4) ORAL SUSP, [P/S] 35/34/0057

702819-002: 200 mg/ml, 1, R3 392,98
(S4) IV INFUS, [P/S] 33/34/0201
703556-001: 500 mg, 4 vials, R1 300,19
(S4) TABS, [P/S] A39/34/0230

707162-001: 500 mg, 50, 

R2 451,67

Dosage: IV infus.only indic.when oral formulat. not feasib.to be admin.within 24 hrs.of. transplantat & for no long.than 5 days. Never admin. IV sol.by rapid/ bolus inj. Reconstit.to conc. of 6 mg/ml, admin.by slow IV infus.over not less than 2 hrs.at approx.infus.rate of 84 ml/hr. Transf. to oral admin.as soon as able to tol. Do not mix susp. with any other meds. Only for use by medic. pract. exper.in immunosuppress.ther.& managem. of ren./card./hepat.transpl.pts., pts.to be manag.in facilit. equipp.with adeq.lab. & support.medic. resources.

Ren.reject.prophylax: Oral admin: Adults: 1,0 g 2xdly. Childr.3 mnths-18 yrs: Recomm.oral susp. dos. 600 mg/m2 2xdly to max.2 g dly. Body surf. area of 1,25-1,5 m2: Caps.at dos.750 mg 2xdly. (1,5 g dly.dos.). Body surf.area of > 1,5 m2:1 g 2xdly.
IV admin: 1 g 2xdly.(2 g dly.dos).
Card.reject.prophylax: Oral admin: Adults: 1,5 g 2xdly (3 g dly.dos.)start.within 5 days of card. transplant. Childr: No data avail.

IV admin: 1,5 g 2xdly.(3 g dly.dos).

Hepat.reject.prophylax: Oral admin.: Adults: 1,5 g 2xdly.(3 g dly.dos.) init.ASAP aft. transplantat. Childr: No data avail.

IV admin: 1 g 2xdly.(2 g dly.dos).
1st /refract.ren.reject.: Oral admin/IV: Adults: 1,5 g 2xdly.(3 g dly.dos.). Childr: No data avail.

Contraindications: Mycophenol.acid./ polysorbate (Tween) hypersens., pregn.& lactat., 0,9% normal saline, ringer’s & lactat.ringer’s sol.

Side effects: Asthen., fev., headache, infect., abdom./back/chest/pelvic & neck pain, chills, oed., sepsis, ascites, enlarg.abdom., hern.infect., peritonit., cysts incl.lympho-& hydrocele, fac.oed., flu syndr., haemorrh., malaise, cellulit., pallor, abscess, bld.dyscras., ecchymos., incr.prothromb./ thromboplast.time, haematur., ren.tubul.necros., UTI & disords., abnorm.kidn.funct., oligur., albuminur., dysur., hydronephros., impot., pyelonephrit., urin.freq./incontin./reten., ac.ren. fail., scrot.oed., hyper/hypotens., CV effs., card. fail., pericard.effus., hypercholesterolaem., hyperglycaem., hypo/hyperkalaem., hypophosphataem., metabol./resp.acidos., metabol. & nutrit.effs., hyperlipaem., hyperuricaem., hypervolaem., hypo/magnesaem./ natraem., weight gain/loss, bilirubinaem., hypoproteinaem., hypox., abnorm.heal., gout, GI disturbs./ haemorrh., ileus, oral & GI moniliasis, cholangit., cholestat.jaund., hepatit., gingivit., gum hyperplas., oesophagit., stomatit., mouth ulcerat., rect. disords., stomach ulc., incr.cough, dyspn., pharyngit., pneum., bronchit., asthma, pleur.effus., rhinit., sinusit., atelectasis, pulm.oed., apnoea, epistax., haemoptys., hiccough, neoplasm, pneumothorax, incr.sputum, voice alterat., hyperventilat., respir.monilias., acne, H.simplex, /zoster, sweat., skin disords.incl.benign neoplasm, CNS effs., musc.-skelet.effs., vis.disturbs., diab. mellit., parathyroid disord., cush.syndr., hypothyroid., loc.reacts.with IV admin., vaccin. poss. less effect., ser.life threathen.infects.such as meningit. & infect.endocardit., tuberculos., atypic. mycobacter. infect., congenit.disords.

Warnings and special precautions: Incr. lymphomas & other malign.partic.of skin develop., teratogen. & mutagen., limit.sun/UV light expos., incr. suscept to infect.incl.opportunit./fatal infect. & sepsis, monit.for neutropen.,Fexpe reg.compl. bld. counts wkly.dur.1st month, twice month.2nd & 3rd month then month.dur.yr., pts.to report any evid. of infect./unexpect.bruis./bleed/bone marr. depress. manifestat., avoid live attenuat.vacc.use, act. ser. digest.syst.dis.due to report.GI ulcerat./ haemorrh. & perforat., avoid in rare heredit.defic.of hypoxanthine-guanine phosphoribosyl-transferase, activ. delay.graft.funct.post-transpl., ren.transpl. with sev.chron.ren.impairm., do not admin.with azathioprine., the risk: benef.ratio with tacrolim. not est., meds.that interfer.with enterohepat. recirculat., elderly, phenylketonur.(oral susp. contains phenylalanine), perform.reconstit.& dilut. of prod. under asept.condits., avoid direct contact of prep. IV sol.with skin/muc.membr.as teratogen. effs. demonstrat., diarrh./leucopen./sepsis/infect.& anaem.were more freq.in paed.pts.partic.childr. und. 6 yrs., no data avail.for card./hepat.transplant pts. with sev.chron.ren.impairm.or card.transplant. pts. with sev.hepat.parenchym.dis., wom.of childbear. potent. must have 2 negat.medic.pract./ lab.-supervis.ser./urine pregn.tests with sensitiv. ≥ 25 mIU/ml & 2nd pregn.test should be perform. 8-10 days aft.1st & 24 hrs.bef init.ther., perf. repeat pregn.tests dur.rout.foll.-up visits., use 2 reliable contracept.simultan.bef./dur.& x 90 days. aft.discont.ther., sexual.act.men to use condoms dur. treatm. & x 90 days aft.cessat.of treatm., fem. partn. of male pts.recomm.to use effective contracept. dur.treatm. & x90 days aft.cessat., interrupt./ reduc. dos.if absolute neutrophil count is <1,3x103/µL, concom admin.meds.that interf. with enterohepat.recirclat., admin.sevalamer & other Ca free phosph.bind.2 hrs.aft.Cellcept.

Drug interactions: High.plasma lev.of both meds. when admin.tog.with acyclovir., absorpt.decr.with antacids., reduct.of AUC with cholestyramine, ganciclovir incr.conc.of both meds., drugs known to undergo ren.tubul.secret.may raise plasma conc.of either drug, rifampic.reduc.mycophenolic acid expos. result.in poss.loss of clinic.effic., norfloxacin & metronidazole reduc.mycophenolic acid AUC, sevalamer decr.mycophenolic acid Cmax & AUC.
 XE "Certican" CERTICAN, Novartis [P/S]

Everolimus

Indications: Reduc.organ reject.risk in adult pts.at low to mod immunolog.risk receiv.allogeneic ren./ card. transplant combin.with ciclospor.for microemuls. & corticoster., prophylax.of ac.organ reject.in pts receiv.hepat.transpl.combin.with tacrolimus & corticoster. 

(S4) TABS, A38/34/0686, 0687

704854-001: 0,25 mg, 60, R2 150,59
704892-001: 0,75 mg, 60, R6 451,83
Dosage: Admin.only by experic.physic & where whole bld.lev.monit.avail.

Adults: Init.: Gen.kidn.& heart transpl.populat: 0,75 mg 2xdly.soon aft transplant. Hepat.transpl. populat: 1,0 mg 2xdly with init.dos.approx.4 wks. aft.transplant.

Dos.to be giv.oral.in 2 div.doses twice dly, consist.eith.with/-out food & at same time as ciclosporin for micro-emuls./tacrolimus. Bas. on bld lev./tol./indiv.respon.& clin.situat. adjust.dos. at 4-5 day.interv. Swall.whole.

Ref.to prod.info.for specif.transpl.type dos. recomm.

Contraindications: Everolimus & sirolimus hypersens., pregn. & lactat., use with live vaccines.

Side effects: Very common: Vir./bact.or fung.infects.,URTI, LRTI, UTI, leukopen., anaem., erythropen., thrombocytopen., hyperlipidaem.,new onset DM, hypokalaem., insomn., anx., headache, pericard.effus., hypertens., venous thrombo-embol.events., pleural effus., cough, dyspn., abdom.pain, diarrh., N&V, periph.oed, pain, impair.heal., pyrex. Common: Sepsis, wound infect., malign.or unspes.tumours/-skin neoplasm., pancytopen., thrombot.microangiopath., tachycard., lymphocele, epistax., ren.graft.thrombos., pancreatit., stomatit./ mouth ulcer., oropharyng.pain., ., angioedem., acne, rash, myalg.,arthralg., proteinur.,ren.tubul.necros., erect.dysfunct., menstr.disord., incision.hern., abnorm.hepat.enzym. Uncommon: Lymphoma, PTLD, hypogonad.male, interstit.lung dis., non-infect.hepatit., jaund.,ovar.cyst. 

Special warnings and precautions: Combin.with agents other than ciclospor.for microemuls./ basiliximab & corticoster.not adeq.investig., not studied in high immunological risk pts., combin.with thymoglobulin induct.assoc.with great.infect.cause mortality, incr.risk of opportunist.pathogens infect. incl. polyoma vir.incl.BK-vir.-assos.nephropathy lead to kidn.graft loss & pot.fatal JC-vir.assos.PML, antimicrob.& CMV prophylax.recomm.for pts.at risk, . concom. admin.of strong CYP3A4 induc.& inhibit.&/Pgp not recomm., incr.risk of lymphoma/malign.esp.of skin when regim.of immunosuppress.admin., monit.for skin neoplasms & advis.limit.UV expos., safety in porphyr.not est., monit. bld. lvl.in liv.funct. impairm.see lit.for dose adjust., consid.risk/benef.in hyperlipidem.pts.or sev.refract.hyperlipidaem, angioed., reg. monit of ren.funct., meds.known to have deleteroius eff.on ren.funct., monit.for proteinur., incr.risk kidn.arterial & ven.thrombos.result.in graft loss.mostly within 30 days after transpl., impair.healing lead to complicat., incr.risk thrombot.microangiopath.dis., ILD & non-infect.pneumon., monit.bld.gluc.as incr.risk of new DM., male infert.with prolong use, cont.lactose, ac.reject.episod. high. in black pts., effic.& safety data for use in black pts.too limit.to allow recommendat., no adeq. data for use in childr.& adolesc.but ltd data in kidn.transpl.paed.pts, limit.exper. in pts.>than 65 yrs.but no diff.in pharmacokin.in pts. ≥65-70 comp.with othr adults., use eff contracep.on treatm &up to 8 wks after.
Interactions: Bld conc.incr.by P-glycoprot. inhibit., conc.of drugs elimin.by CYP3A4 & CYP2D6 enzym.incr., bioavail.incr.by ciclosporin, rifampicin incr. clear., monit.for adverse eff.with HMG-CoA red.inhibit., mod.CYP3A4 & PgP inhibit.incr.bld.lev.(eg. antifungs. / macrolide antibiot./Ca chann.block./ cisapride/ metoclopramide/ bromocript./ cimetid. / danazol & HIV prot.inhibit.), concom.CBD incr.Cmax & AUC, CYP3A4 induc. decr. bld.lev.(eg.St John’s Wort/ anticonvuls./ efavirenz/ nevirapine ), ketoconazole/ erythromycin/ verapamil/ incr.Cmax & AUC., rifabutin decr.expos., avoid grapefruit, vaccinat.with live vacc.less eff., depot octreot.incr.octreotide Cmax 
 XE "Elidel" ELIDEL, Mylan (Pty) Ltd
See Section 14.9
 XE "Esbriet" ESBRIET, Roche [P/S]
Pirfenidone

Indications: Progress.reduct. of mild to mod.sev. idiopath.pulm.fibros. (IPF) in non-smok. & former-smok. adults

(S4) CAPS. 50/32.16/1168

3001035-001: 267 mg, 270, R14 016,15
Dosage: Recomm.dly.maint.dos: 3 caps.3xdly (2 403 mg/day) with food. Init.dos.titrat: 1 cap 3xdly (Day 1-7); 2 caps 3xdly (Day 8-14); 3 caps 3xdly (Day 15 onward). Dos. > 2 403 mg/day not recomm. Pts.missing 14 or more consec.days of treatm.should re-init.ther.by undergo.the init.2 wk titrat.regim.up to recomm.dly.dos.

GI intolerance: Dos.may be reduc. to 1-2 caps 2-3xdly. with re-escalat.to recomm.dly dos, as toler.

Photosens.react./ rash: Dos.may be reduc.to 1 cap. 3xdly. If rash persists >7 days discont.for 15 days with re-escalat.to recomm.dly dos

Contraindications: Concom.fluvoxamine, hist. angioed.with Esbriet, concomit.strong cytochrome P450 CYP 1A2 induc.incl.cigarette smok., sev. hepat.impairm./end stage liv.dis., sev.ren. impairm./ end stage ren.dis.requir.dialys.

Side effects: V.common: Decr.weight, decr. appet., insomn., headache, dizzin., dyspeps., naus., diarrh., vomit., GORD, rash, arthralg. fatig. Common: Dysgeus., abdom.pain, incr.ALT & AST, photosens.react., prurit., asthen. Post market: Agranulocytos., angioed., incr.bilirub.combin.with incr. ALT & AST, uncommon clinic.relev.drug induc.liv.injur.incl.fatal outcome.

Warnings and special precautions: Liv.injury in form of clinic.silent transamin.elev.uncommon. assoc.with concom.bilirub.incr.& ser.clinic. conseq.incl.fatal outcome, conduct liv.funct.tests (ALT, AST & bilirub.) prior to init.ther.& mnthly for first 6 mnths.then 3 mnthly thereaft., if liv. aminotransferase signif.elev.adjust dos./ discont. treatm., discont.& do not re-challenge pt. in aminotransferase elev. ≤ 5 x ULN accompan. by sympts. of hyperbilirubinem/ aminotransferase elev. > 5 × ULN, avoid/minimise expos.to direct sunlight/sunlamps, pt.to report sympts.of photosens. react./rash, adjust dos./discont. treatm. if photosens.react./rash occ., concom. meds. caus.photosens., discont.if signs/sympts.of angioed.develop., ren./hepat.impairm., safety & effic.in childr.not est., concom.ciprofloxacin.

Interactions: Incr.expos.with fluvoxamine/ other strong CYP1A2 inhibits.& mod.CYP1A2 inhibits. (e.g. ciprofloxacin), avoid concomit.use with mod./ strong inhibits.of CYP1A2 & ≥1 other CYP isoenzymes incl. CYP2C9/ 2C19/ 2D6/ 2E1., plasma lev.poss.decr.with strong/mod.CYP1A2 induc.
 XE "Eurolen" EUROLEN, Eurolab [P/S]

Lenalidomide

Indications:Transfus.-depend.anaem.due to low- or intermed.-1-risk myelodysplast.syndr.(MDS) assoc. with a delet.5q cytogenet.abnorm.with/-out other cytogenet.abnormalit., in combinat.with dexamethasone for treatm. of multiple myeloma pts. who have receiv.at least one prior ther.

(S4) CAPS, A53/32/0739 0740, 0741, 0742

3002314-001, 5 mg, 21, 

R3 153,30
3002251-001, 10 mg, 21, R4 950,80
3002601-001, 15 mg, 21, R6 820,65
3002603-001, 25 mg, 21, R6 820,65
Dosage: Take orally at same time dly.do not open/ break/chew caps.

Myelodysplast.syndr.(MDS): Recomm.start.dos: 10 mg once dly.on days 1-21 of repeat.28-day treatm.cycles. Adjust/interr.dos. accord.to clinic.& lab.results (refer to prod.lit.for dos.adjustm. guidelines) in pts.exper. thrombocytopen./ neutropen.

Prev.treat.multiple myeloma (MM): Recomm. start. dos: 25 mg/day on days 1-21 of repeat.28-day cycles. Recom.dexamethasone dos: 40 mg/ day on days 1-4, 9-12, & 17-20 of each 28-day cycle for 1st 4 cycles of ther.& then 40 mg/day on days 1-4 every 28 days. Contin.treatm.until dis. progress./ unaccept.toxic. Adjust./interr.dos. accord. to clinic. & lab.results (refer to prod.lit.for dos.adjustm. guidelines) to manage grade 3 or 4 neutropen.or thrombocytopen.or other relat.grade 3 or 4 toxic.

Miss.dos: Admin.dos if less than 12 hrs has elaps. but take miss.dos.at sched.time if more than 12 hrs. has elapsed

Do not take 2 dos.at same time.

Contraindications: Pregn. & lactat., women of childbear.potent.except when all condits.for pregn. prevent.met.

Side effects: Freq: Pneum., bronchit., bact./vir./ fung.infects., URTI, sinusit., B-cell lymphoma. neutropen., thrombocytopen., anaem., leucopen., febrile neutropen., hypothyroid., hyperthyroid., decr. appetite, hypokalaem., hypocalcaem., dehydrat., hypomagnesaem., hyperglycaem., Fe overload, hypophosphataem., decr.weight, ren. fail., depress., alt.mood, periph.neuropathy, dizzin., trem., dysgeus., headache, paraesthes., lethargy, syncope, CVA, blurr. vis., cataracts, ac.MI, atrial fibrillat., tachycard., card.fail., CCF, ven. thromboembol., hypertens., hypotens., haematoma, dyspn., resp.distress, epistax., diarrh., N&V, constipat., toothache, abdom.pain, dry mouth, dyspeps., abnorm.LFT, rash, prurit., dry skin, hyperhidros., musculoskelet.& connect.tiss. pain, back pain, bone pain, musc.sp., arthralg., myalg., musc.weakn., pyrex., oed., influenza-like illn. syndr., fatig., asthen., chest pain, fall. Less freq: Tumour lysis syndr., hypersens., angioed., SJS, TEN, rhabdomyolys. Freq unknown: Vir. infect., tumour flare react., aquird.haemophilia, solid organ transpl.reject., anaphylact.react., TLS, interstit. pneumonit, pulm.hypertens., pancreatit., GI perforat., ac. hepatic fail., hepatit toxic, cytolyt. hepatit., cholestat. hepatit., mix. cytolyt/cholestat. hepatit., leukocytoclast.vasculit., meds.react.with eosinophil.& system.sympt., second.prim.malign, teratogen.

Special warnings and precautions: Struct. relat. to thalidomide, sev.life-threaten.birth defects if tak.dur.pregn.teratogen.eff.expect., consider interr./discont.for grade 2-3 skin rash, disc. for angioedema./grade 4 rash/exfoliat/ bullous rash/SJS/TEN & ther.not to be resum., MI & cerebrovasc.risk fact.incl.thrombos.within 1st 12 months in combinat.with dexamethas., pts.to report S&S of thromboembol., prophylact. antithrombot. meds.recomm in pts.with addit. thrombot.risk fact., in pres.of thromboembol. events discont.ther.start anticoagulat.ther., ther.may be restart.once any complicat.have been managed & benefit vs risk asses., underly. cardiopulm. dis.,high tumour burden risk fact.prior to treatm., tumour lysis syndr.& tumour flare react., in MDS perform FBC (incl. WBC count with differ.platelets, haemoglob. & haematocrit) at baseline/wkly for 1st 8 wks & thereaft.mnthly, in neutropen.consid.use of growth fact., concom. myelosuppress.ther., haematologic.tox.in prev treat. MM pts FBC every 2 weeks for 1st 12 wks. then mnthly., numerical imbal.in prev.treat.MM. careful.eval.pts bef.& dur.treatm.for occurr.of second prim.malign.& instit.treatm.as appropr., control. of co-morbid.condits.influenc.thryroid funct., incr.periph.neuropathy observ.with IV dexamethas. in MM pts., liv.funct.monit.recomm. with hist./concom.meds.assoc.with liv.dysfunct., monit.pts.at risk of infect., est.hepatit.B status bef. treatm.& monitor for S&S, monit.& consid. progress. multifocal leukoencephalopathy(PML)in pts. with new/worsen.neurologic.cognit/ behaviour. S&S., discont.if confirm.PML, monit. visual ability for cataract, lact.intol., no data avail. in paed.pts.bel.18 yrs., elderly, imp.ren.funct., no stud.in hepat.impairm., see prof.lit.for for criter. affect.& counsel.pts.of poss.child bear.potent., ensure adeq.suit.contracept. prior to/dur and for at least 4 wks. aft.ther., pts not to donate sperm/ semen/bld dur ther &x4 wks.follow.end of treatm.
Interactions: Erythropoiet.meds/other meds.such as HRT that incr.thrombos.risk in MM pts.receiv. lenalidomide with dexamethas. MDS pts.on lenalidomide monother.at incr.VTE risk with concom. OC/HRT., monit.warfarin dur.treatm., monit.digoxin conc.dur.treatm., Incr risk of rhabdomyolys. with statins.clinical &lab monitor. during 1st week of treatment.
 XE "Filengia" FILENGIA, (Cipla Medpro), Teva [P/S]

Fingolimod

Indications: Dis.modify.ther. for the treatm. of pts. with relaps. Multiple Sclerosis (MS) to reduce freq.of relaps. & delay progress.of disabil.

(S4) CAPS, 52/34/0364

3005254-001: 0,5 mg, 30, R6 100,00
Dosage: One 0,5mg capsule 1 x dly; Observe all pts.with hrly. pulse & BP measurem. for at least 6hrs. after 1st dose for signs & sympts.of bradycard.; perform ECG prior to init.dos.& at the end of 6-hr. monitor.period.

Contraindications: Pregn.& lactat., concom. admin with Class 1a anti-dysrhythm.meds.(eg. quinidine, procainamide, disopyramine) & Class III anti-dysrhythm.meds. (eg. amiodarone, sotalol), MI/ unstable ang.pect./ stroke/ TIA/ decompens.HF req.inpt.treatm/ NYHA Class III/IV HF in past 6 mnths., sev.card. dyshythm.req.anti-arrhythm.treatm.with Class Ia or Class III anti-arrhythm., 2nd degr.Mobitz type II AV block/ 3rd degr. AV block, or sick-sinus syndr.if no pacemak. pres., baseline QTc interval ≥ 500 msec., wom.of childbear.age not using reliab. contracept.

Side effects: Freq.: Influenza vir.infects., bronchit., sinusit., herpes vir. infects., tinea infects., bas.cell CA, leucopen., lymphopen., depress., headache, dizzin., migraine., blurr.vis., bradycard., AV block., hypertens., cough, dyspn., diarrh., eczema, alopec., prurit., back pain, myalg., arthralg., asthen., incr.ALT/ GGT/ hepat. enzym./ bld. triglycerid., weight decr./ abnorm.LFT Less freq.: Pneumon., malign. melanoma, lymphoma, squam. cell CA, Kaposi’s CA, thrombocytopen., depress. mood, PRES, seiz., macul.oed., T-wave invers., naus., neutrophil count decr. Unknown freq.: Cryptococc.infects., progress. multifoc. leukoencephalopathy., HSV, atypical mycobacter. Merkel cell CA., periph.oed., hypersens, rash, autoimm. haemolyt. anaem., sev. exacerbat.of dis.after discontinuat., ischaem. & haemorrhag.stroke

Special warnings and precautions: ECG monit. prior to 1st dos.& at end of 6 hr.1st dos.observat. per., hrly.heart rate & BP monit.dur.6 hr.observat. per. which is also to be applied aft.interupt.of 1 day or more dur.1st 2 wks.of treatm.or for more than 7 days dur.wks.3&4 of treatm.or aft interrupt. of more than 2 wks.aft.1st mnth.of treatm., if post-dos. bradydysrhythmia-relat.sympt.occur or new onset of 2nd-degr.or high.AV block or the heart rate 6 hrs post-dos.is the lowest value post-dose or is <45 bpm observ.until sympts resolv.& init. appropr.necess. treatm., monitor overnight if ECG at 6 hrs. shows QTc ≥500 msec., if pharmacologic. intervent.dur.1st dos.observat. period necess.instit.overnight monitor.& repeat 1st dos.monitor.strategy for the 2nd dos., do not use in 2nd degree or high.AV block/ sick-sinus syndr./ sino-atrial heart block due to the risk of ser.card. rhythm disturbs., do not use in known ischem.heart dis./MI hist./ CHF/ card.arrest hist./ cerebrovasc. dis./ uncontrol.hypertens./ sev.untreat.sleep apnoea as signfic.bradycard.poss.not be well toler., do not use in signific.QT prolongat./ QT prolongat. risk fact., cardiologic.pre-treatm. consultat. if treatm.init.consid.in aforement.risk fact., do not admin.with concom.β -block./ heart rate lower.Ca channel block/ other subst.that may decr. heart rate & if consid.refer to cardiolog. for non-heart rate reduc.ther.& approp.monit., caut. in concom.anti-neoplast./ immune-modulat./ immunosuppress.ther., test for VZV antibod. prior to ther./if chickenpox hist./VZV vaccinat.not confirm.in which case vaccinat.recomm.& delay treatm. to allow it to take effect, complete bld. count bef.init.treatm.to excl.infect., delay treatm. until sev.act.infect.resolv., monit.for infect.while on ther.& x2 mnths.aft.discont., discont.if infect. develops& re-eval.bef.restart.ther., vigilance for clinic. sympt./ MRI find.suggest.of PML warrant.& if suspect.suspend treatm.until PML excl., cryptococc. meningit.signs & sympt.to undergo prompt diagnost.evaluat.& if diagnos.init.appropr. treatm., consid.HPV vaccinat.prior to treatm.& undertake std.screen., avoid use of live attenuat. vacc., ophthalm.eval.3-4 mnths. aft. init.& dur.treatm.in pts.at risk of macul.oed. discont.ther.if detect., recent liv.funct.results to be avail.bef.init.ther.& test.if hepat.dysfunct.sympts. develop & discont.if confirm., discont.if posterior revers. encephalopathy syndr.suspect., switch. from natalizumab or teriflunomide due to long half life, not recomm.aft.alemtuzumab, prolong. concomit. treatm. with corticosteroids, vigil.for bas.cell CA, sun expos.without protect., discontin.in case of suspect.lymphoma, concom. potent CYP450 inducers, adeq.contracept.dur. treatm.& 2 mnths aft. discont., caution in pts. with sev. resp. dis./ pulm.fibrosis/ COPD, sev.hepat.impairm., elderly, not indicat.for use in paed., tumefactive lesions, monit.closely dur. disc.

Interactions: Poss.addit.effs.with concom.anti-neoplast./ immunomodulat./ immunosuppress. meds., caut.when switch.ther.from drugs with a long-act. immune eff., concom.live attenuat. vaccines not recomm., reduc.effic.of other vaccines., reduc.heart rate with concom.β-blocks./ heart-rate-lower.Ca chann.blocks.(incl. verapamil, diltiazem or ivabradine)/ other meds.which may decr. heart rate (incl. digoxin), ), AUC incr.by concom. ketoconazole., AUC poss.decr.by carbamazepine/ rifampicin/ phenobarbitone/ phenytoin/efavirenz/ St. John's Wort.

 XE "Graftac" GRAFTAC, Sandoz [P/S]

Tacrolimus

Indications: Prim.immunosuppress.in.liv./ kidn allograft recipient and liv./ kidn or heart allograft reject.resist.to convent.immunosuppress.regim.

(S4) CAPS, 43/34/1051, 1052, 1053

3006546-001: 0,5 mg, 30, R442,48
3006547-001, 1 mg, 30, R808,19
3006548-001, 5 mg, 30, R3 908,25
Dosage: Adjust.accord.to indiv.requirem. 

Refer to professional info.for furth.details.

Contraindications: Macrolide hypersens., pregn. & lactat., as OC metabol.poss.alt.use other forms of contracept., concom.live attenuat.vacc., concom. ciclospor., concom.grapefruit juice.
Side effects: Allerg.& anaphylact.reacts., Freq: Anaem., leucopen., leucocytos., abnorm.red bld.cell analys., hyperglycaem.condits. incl.diabet. mellit., hyperkalaem., hypomagnesaem., hypophosphataem., hypokalaem., hypocalcaem., hyponatraem., fluid overload, decr.appetite, anorex., metabol.acidos., hyperlipidaem., hypercholesterolaem., hypertriglyceridaem., other electrol.abnormalit., insomn., anx.sympts., confus., disorientat., depress., depress.mood, mood disords. & disturbs., nightmares, hallucinat., ment. disord., trem., headache, seiz., consciousn. disturbs., paraesthes., dysaesthes., periph. neuropath., dizzin, imp.writ., nerv.syst.disords., vis. disturbs., tinnit., ischaem.coron.artery disords., tachycard., hypertens., haemorrh., thromboembol. & ischaem.events, periph.vasc.disords., vasc. hypotens. disords., dyspn., parenchym.lung disords., pleur.effus., pharyngit., cough, nas. congest. & inflammat., resp.fail., resp.tract disords., asthma, diarrh., N&V, GI inflammmat. condits./-ulcerat.& perforat./-haemorrh., stomatit. & ulcerat., ascit., GI & abdom.pain, dyspept. S&S, constipat., flatul., bloat.& distent., loose stools, GI S&S, abnorm.LFT, bile duct disords., cholestas.& jaund., hepatocell.damage & hepatit., cholangit., prurit., rash, alopec., acne, incr.sweat., arthralg., musc.sp., limb pain, back pain, ren.impairm., ren.fail.incl.ac., oligur., ren.tubul.necros., nephropathy toxic., urin.abnormalit., bladd.& urethr. sympts., asthen.condits., febrile disords., oed., pain & discomf., perceiv.body temp.disturbs., hepat.enzym.& funct.abnormalit., incr.bld.alkal. phosphat., weight incr., prim.graft dysfunct. Less freq: Coagulopath., abnorm.coagul.& bleed. analys., pancytopen., neutropen., thrombot. thrombocytopen. purpura, hypoprothrombinaem., thrombot.microangiopathy, hirsut., dehydrat., hypoproteinaem., hyperphosphataem., hypoglycaem., psychot.disord., coma, CNS haemorrh.& CVA, paralys., paresis., encephalopathy, speech & language abnormalit., amnes., hyperton., myasth., cataract., blindn., hypoacus., neurosens.deafn., imp.hear., ventric. arrhythm.& card.arrest, HF, cardiomyopathy, ventric. hypertrophy, superventric.dysrhythm., palpitat., abnorm.heart rate & pulse, abnorm.ECG, pericard.effus., abnorm.echocardiogr., QT prolong Torsades de Pointes, infarct., deep limb ven. thrombos., shock, ac.resp.distress syndr., paralyt. ileus, peritonit., ac.& chron.pancreatit., incr.bld. amylase, GORD, imp.gastr.empty., subileus, pancreat. pseudocyst, hepat.artery thrombos., veno occlus.liv.dis., hepat.fail., bile duct stenos., dermatit., photosens., TEN, SJS, joint disords., decr.mobilit., anur., haemolyt.uraem.syndr., nephropathy., haemorrhag.cystit., dysmenorrh., uter.bleed., multi organ fail., influenza like illn., temp.intol., chest press sensat., jittery & abnorm. feel., thirst, fall, chest tightn., ulc., incr.fat tiss., decr. weight, incr.bld.lactat.dehydrogen. Freq.unknown: Pure red cell aplas., agranulocytos., haemolyt.anaem., opt.neuropathy, febrile neutropen.

Special warnings and precautions: Prolong. releas.formulat.not interchang. with immed. releas. formulat.of tacrolim., monit.pts closely., for details concern.pt. monit.by special physic.refer.to prod.lit., treatm.to be init.only by medic.practit. exper.in immunosuppress. ther.& transpl.pts managem., concom.CYP3A4 inhibit.& induc.have potent.for ser.drug interact.with ser. advers.effs. incl.reject.& toxic., monit. tacrolimus bld.lev with concom.subst.with interact.potent., meds.inhibit.P-glycoprot., concom.herb.preps. incl.St. John’s Wort, avoid concom.ciclospor.ther.& caut.with pts. who prev.receiv.ciclosporin, high K+intake/ K+spar.diuret., meds.with known nephrotox./ neurotox.effs., vaccinat.poss.less effect., imp.ren. funct., alert.for poss.S&S of GI perforat., bld.conc. monit.in episod.of diarrh., cardiomyoypath.risk incr. with pre-exist.heart dis./corticoster.use/ hypertens./infects./fluid overload.& oed., monit.of high risk pts.partic.childr.& those receiv.substant. immunosuppress., risk facts. for QT prolongat., diagnos./suspect.long QT syndr./concom.meds. known to prolong QT interv./induc.electrol. abnormalit.or known to incr.tacrolimus expos., Epstein-Barr Virus (EBV)–assoc.lymphoproliferat. disord,, concom.anti-lymphocyt.treatm.not to be admin., ascert.EBV-VCA serol& monit.EBV-PCR in very young pts., limit sun & UV expos., second.Ca risk unknown, perform MRI if pts present.with poster.revers. enchephalopathy syndr.(PRES), adeq.BP contr.& immed.discont.of system. tracrolimus if PRES diagn., report.& evaluat.of vis.changes, incr.suscept.to opportunist.infects.& vir.hepatit., excl.TB prior to init.ther., pure red cell aplas.(PRCA) risk fact., sev.liv.impairm., lactose intol., may aff.glycaem.contr.in diabet.pts., teratogen. at dos. that also demonstr.matern. toxic., safety & effic.in childr.und.18 yrs.not est., excret.in breast milk, cross.placenta, excl.pregn. prior to admin., poss.negat.eff.on male fertility., eval.effs.bef. driv./perform.complicat.tasks.
Interactions: Concom.CYP3A4 inhibits. may incr. tacrolim.bld.lev., concom.CYP3A4 induc.may decr.tacrolim.bld.lev., meds.inhibit.P-glycoprot. incr.bld.lev., grapefruit juice incr.bld.lev, high K+ intake/K+-spar.diuret.poss.incr.assoc./pre-exist. hyperkalaem., ciclospor.incr.bld.trough conc.& addit.nephrotox.effs., eff.of meds.with known nephrotox./ neurotox.effs poss.enhanc., bromocript./ cortisone/dapsone/ergotam./ gestodene/ lidocaine/mephenytoin/midazolam/ nilvadipine/norethister/quinidine & tamoxifen may incr.bld.trough conc., other.meds with high affinity for plasma prot.as tacrolimus is extens.bound to plasma prot., prokinet.agents incr.bld.conc., maint.corticoster.dos.poss.decr.bld.conc., high dos.prednisolone/methylprednisolone admin.for ac.reject.treatm.may affect bld.lev., direct act.anti-vir.ther.may impact.pharmacokinet.by liv.funct. changes, ciclosporin half life incr., bld.lev.of phenytoin.incr., clear.of ster.bas.contracept.reduc., decr.clear.& incr. half-life of pentobarbital /antipyrine, plasma lev.& effic.of mycophenolic acid reduc.with meds.interfer.with its enterohepat. cycl.theref.therapeut.monit.when switch.from ciclospor./vice versa.
 XE "Imnovid" IMNOVID, Key Oncologics [P/S]

Pomalidomide

Indications: in combinat.with dexamethasone for the treatm.of adult pts.with relaps./refract.multipl. multiple myeloma who have recd.at least 2 prior treatm.regim.incl.both lenalidomide & a proteasome inhibit. & demonstrat.dis.progress.on last ther.
(S4) CAPS, 49/32.2/0744; 0745; 0746; 0747

723221-001: 1 mg, 21, 

R39 252,95
723222-001: 2 mg, 21, 

R39 252,95
723224-001: 3 mg, 21, 

R39 252,95
722046-001: 4 mg, 21, 

R39 252,95
Dosage: Treatm.to be init & monit.only by exper.med.practit. Cont/modif.dos upon clinic.& lab find. Swall whole with water.
Recomm.start dos: 4 mg/day on days 1-21 of repeat. 28 day cycles (21/28 days) until dis. progess. Dexamethasone 40 mg/day on days 1; 8; ris15 & 22 of each 28 day treatm.cycle.

See prof.lit. for dos.modificat.for haematolog. toxicit. & dexamethas.dos.reduct.

Contraindications: Pregn.& lactat., fem.of child bear.potent.unless all condits.of pregn.prev. program met, male pts.unable to follow/comply with reqd.contracept.meas.
Side effects: V.common: Pneumon., bact./vir &fung.infects.incl.opportunist.infects., neutropen., thrombocytopen., leucopen., anaem., decr. appetite, dyspn., cough, diarrh., naus., constipat., bone pain, musc.sp., fatig., pyrex., periph.oed. Common: Neutropen.sepsis, bronchopneum., bronchit., RTI, URTI, nasopharyngit., H.Zoster, febrile neutropen., pancytopen., hyperkalaem., hyponantraem., hyperuricaem., confus.state, depress. conscious.lev., periph.sens.neuropathy, dizzin., trem., IC haemorrh., vertigo, DVT, MI, CF, atrial fibrillat., angioed., urticar., pulm.embol., epistax., interstit.lung dis., vomit., GI haemorrh., rash, prurit., ren.fail., urin.retent., pelv.pain, decr.neutrophil/WBC & platel.count, incr.alanine aminotransferase/bld.uric acid. Uncommon: Bas.skin cell Ca, skin squam.cell Ca, tumour lysis syndr., CVA, hyperbilirubinaem., hepatit. Not known: Hepatit.B reactivat., 

Special warnings and precautions: Relat.to thalidomide theref.teratogen.eff.expect.in pregn., approv.for market. und.spec.restrict.distribut. programme (TRMP), distrib.restrict.to only Drs & pharmacists who are reg.with program., pts. to be advis.& agree to comply with program. requirem., assess pts.underly.DVT & PE underly.risk fact., mod. to sev.ren.impairm.excl.from clinic.stud., avoid in sev.ren.impairm., monit.pts.with ren. impairm., no study in hepat.impairm.conduct., avoid in ser.bilirub.> 2,0 mg/dl & AST/ALT >3  mg/ dl xULN, no data in paed./adolesc.<18 yrs., fem. pts./ fem.partn.of male pt.consid.to be of child bear. potent.unless aged >50 yrs & natur. amenorrhoeic for > 1 yr./prem.ovar.fail.confirm.by gynaecolog./prev.bilat.salpingo-oophorect./ hysterect./XY genotype/Turn.syndr/uter.agenes., pts.both fem.& male must understand the teratogen. risk/understand the need for adherence to effect.contracept. bef./dur & aft.ther./undergo. pregn.tests bef.& reg.dur ther.& need to advise med. practit.if pregn.occurs, semin.fluid may contain pomalidomide in absence of spermatozoa theref.condom use throughout treatm.& 4 wks. aft.cessat., sperm/semen /bld.donat.should not be done dur.treatm.incl.dos.interupt.& x4 wks.aft. discont., complete bld.tests for 1st 8 wks. & mnthly thereaft., assess need for thromboembol. prophylact. meas.aft.assess.pts.risk fact., monit.of pts.with high tumour burd.for tumour lysis syndr., monit.for poss.second prim.malign., high. hypersens. risk where prior ser.allerg.reacts.to thalidomide/lenalidom.exper., avoid situat./ concom. meds.caus. dizzin./confus.poss. problemat., crosses placenta, detect.in lactat.rats breast milk.

Interactions: Potent impact of expos.to OC’s not eval., incr.expos.with concom CYP1A2 inhibit.fluvoxam in pres.of ketoconaz., monit.warfar.conc. with dexamethas., 
 XE "Imuran" IMURAN, (Aspen Pharmacare: Pharma) Pharmacare [P/S]

Azathioprine.
Indications: Immuno-suppres.agent, organ transplants, auto-immune dis.

(S4) TABS, [P/S] D/26/98.

732516-005: 50 mg, 100, R722,93
(S4) INJ, [P/S] H2746.

732524-008: 50 mg/vial, R1 087,20
For further details refer to manufact.prof.lit.

 XE "Lenalidomide Cipla" LENALIDOMIDE CIPLA, Cipla Medpro [P/S]
Lenalidomide

Indications: Transfus.-depend.anaem.due to low- or intermed.-1-risk myelodysplast.syndr.(MDS) assoc. with a delet.5q cytogenet. abnorm.with/-out other cytogenet.abnormalit., in combinat.with dexamethasone for treatm. of multiple myeloma pts. who have receiv.at least one prior ther.

(S4) CAPS 55/32/0295.294, 0374.371, 0375.372, 0376.373

3002409-001: 5 mg, 21 R3 154,45
3002410-001: 10 mg, 21, R4 950,80
3002411-001: 15 mg, 21, R6 820,65
3002413-001: 25 mg, 21, R6 820,65
Dosage: Take orally at same time dly.do not open/ break.chew caps.

Myelodysplast.syndr: Recomm.start.dos: 10 mg once dly.on days 1-21 of repeat.28-day treatm .cycles. Adjust/interr.dos.accord.to clinic.& lab.results (refer to prod.lit.for dos.adjustm. guidelines) in pts.exper.thrombocytopen./ neutropen.

Prev.treat.multiple myeloma: Recomm.start. dos: 25 mg/day on days 1-21 of repeat.28-day cycles. Recomm.dexamethasone dos: 40 mg/day on days 1-4, 9-12, & 17-20 of each 28-day cycle for 1st 4 cycles of ther. & then 40 mg/day on days 1-4 every 28 days. Contin.treatm. until dis.progress./ unaccept.toxic. Adjust./interr.dos.accord.to clinic. & lab.results (refer to prod.lit.for dos.adjustm. guidelines)to manage grade 3 or 4 netropen.or thrombocytopen.or other relat.grade 3 or 4 toxic.

Miss.dos: < 12 hrs. since miss.dos: Take dose, > 12 hrs. since miss.dos: Do not take dos, but take next dos.at norm.time on follow.day. Do not take 2 dos.at same time.

Contraindications: Pregn. & lactat., women of childbear.potent.except when all condits.for pregn. prevent.met.

Side effects: Freq: Pneumon., bronchit., bact./vir./ fung.infects., URTI, sinusit., neutropen. infect., rhinit., nasopharyngit., influenza, gastroenterit., lung infect., UTI, LRTI, sepsis, myelodysplast. syndr., bas.cell Ca and squam.skin Ca, neutropen., thrombocytopen., anaem., leucopen., hypothyroid., decr.appetite, hypokalaem., hypocalcaem., dehydrat., hypomagnesaenm., hyperglycaem., Fe overload, hyperuricaem., depress., alt.mood, periph. neuropath., dizzin., trem., dysgeus., headache, paraesthes., lethargy, syncope, CVA, blurr. vis., reduc. vis.acuity, vertigo, ac.MI, atrial fibrillat., tachycard., card.fail., CCF, ven. thromboembol., hypertens., hypotens., haematoma, dyspn., resp. distress, epistax., cough, rhinorrh., ecchymos., diarrh., N&V, constipat., toothache, abdom.pain, dry mouth, dyspeps., stomatit., dysphag., GI haemorrh., abnorm.LFT, rash, prurit., dry skin, eczema, erythema, hyperpigmentat., urticar., hyperhidros., musculoskelet. & connect.tiss.pain, back pain, bone pain, musc.sp., arthralg., myalg., joint swell., urin.retent.& incontin., pyrex., oed., influenza-like illn. syndr., fatig., asthen., chest pain, lethargy, erect.dysfunct., decr.weight, fall, contus. Less freq: Haemolys., autoimmune haemolytic anaem., haemolytic anaem., hypersens., insomn., libido loss, dysrhythm., QT prolongat., atrial flutter, ventric.extrasystol., colit., caectiis, hepat.fail., skin discolourat., photosensitiv. react., acquir.Fanconis syndr.

Special precautions and warnings: Struct. relat. to thalidomide, poss.sev.life-threaten.birth defects, if tak.dur.pregn.teratogen.eff.expect., only precrib./pharmacist register.with restrict.distribut. risk managem. program.are allow.to prescrib./ dispense, pts.must be advis.of/agree to/comply with requirem. of restrict.distribut.risk managem., for other grade 3 or 4 toxic.stop treatm.& restart at next low.dos.lev.when toxic.resolv.to less than or equal to grade 2 at Drs discret., progr.interr.ther/ consid.discont.for grade 2-3 skin rash., discont. ther. and do not resume for angioed./Grade 4 rash/ exfoliat. or bull.rash/suspect.Stev.-Johns. syndr.or toxic epiderm. necrolys., no data for use in childr. bel. 18 yrs., creatinine clear.<60 mL/min., women of childbear.potent.must understand the hazards of use & use 2 effect. methods of contracept.for 4 wks. bef.ther./dur.ther.incl.dose interrupt.& and until 4 wks.aft.ther., women of childbear.potent.to undergo pregn.test 4 wks.aft.start.effect. contracept. & 7 days prior to.start.treatm.& every 4 wks. except in case of confirm.tubal sterilisat., ensure contracept.in men dur.& for 4 wk.aft. treatm., pts.not to donate bld./sperm dur./4 wks. aft. discontin., monit.MI & thromboembol.risk pts., caut.when erythropoiet. agents/other agents incr. risk of thrombos.used in multiple myeloma pts. receiv. ther.with dexamethasone, prophylact. antithrombot. meds.recomm.in pts.with addit. thrombot.risk fact., if thromboembol.event exper. discont.ther./start std.anticoag.ther.& once pt. stabilis.on anticoag.ther.& any thrombol.event. complicat.manag.lenalidomide ther.may be restart. at origin.dos.depend.on benef.risk assessm., prior history of Grade 4 rash assoc.with thalidomide should not receiv.ther., pts.at risk for tumour lysis syndr.& tumour flare react., in MDS perform FBC (incl. WBC count with differ., platelets, haemoglob. & haematocr.) at baseline/wkly for 1st 8 wks.& mnthly thereaft., in mantle cell lymphoma monit.scheme is every 2 wks.in cycles 3&4 & at start of each cycle, consid.growth fact.use in neutropen., monit.for bleed.esp.with concom. bleed.induc.meds., caut.with other concom. myelosuppress., in prev.treat.multiple myeloma monit.FBC every 2 wks.for 1st 12 wks & then mnthly. thereaft., careful.eval.pts bef.& dur. treatm. for occurr.of second prim.malign.& instit. treatm.as appropr., incr.periph.neuropathy observ., managem.of co-morbid.condits.influenc.thryroid funct., mechan.of sev.drug-induc.hepatotox. unknown theref.liv.funct.monit.recomm.with hist./ concom.meds.assoc.with liv.dysfunct., monit.for cataract., lact.intol., concom.warafar.monit.

Interactions: Digoxin Cmax and AUC0-∞ poss.incr., use erythropoiet.meds/other meds.that incr. thrombos.risk caut.in multiple myeloma pts. receiv.lenalidomide with dexamethasone, incr.VTE risk with concom.oral contracept/HRT.
 XE "Lenalidomide DRL" LENALIDOMIDE DRL, Dr Reddy’s [P/S]

Lenalidomide

Indications: Transfus.-depend.anaem.due to low- or intermed.-1-risk myelodysplast.syndr.(MDS) assoc. with a delet.5q cytogenet.abnorm.with/-out other cytogenet.abnormalit., in combinat.with dexamethasone for treatm. of multiple myeloma pts. who have receiv.at least one prior ther.

(S4) CAPS, 52/26/0791, 0792, 0793, 0794

3002242-001, 5 mg, 21, R3 154,45
3002243-001, 10 mg, 21, R4 979,50
3002244-001, 15 mg, 21, R6 849,40
3002245-001, 25 mg, 21, R6 849,40
Dosage: Take orally at same time dly.on sched.days. Do not open/break.chew caps.

Myelodysplast.syndr: Recomm.start.dos: 10 mg once dly.on days 1-21 of repeat.28-day treatm.cycles. Adjust/interr.dos.accord.to clinic.& lab.results (refer to prod.lit.for dos.adjustm. guidelines) in pts.exper.thrombocytopen./ neutropen.

Prev.treat.multiple myeloma: Recomm.start. dos: 25 mg/day on days 1-21 of repeat.28-day cycles. Recomm.dexamethasone dos: 40 mg/day on days 1-4, 9-12, & 17-20 of each 28-day cycle for 1st 4 cycles of ther.& then 40 mg/day on days 1-4 every 28 days. Contin.treatm. until dis.progress./ unaccept.toxic. Adjust./interr.dos. accord.to clinic. & lab.results (refer to prod.lit.for dos.adjustm. guidelines) to manage grade 3 or 4 neutropen.or thrombocytopen.or other relat.grade 3 or 4 toxic.

Miss.dos: <12 hrs. since miss.dos: Take dos., > 12 hrs. since miss.dos: Do not take dos, but take next dos.at norm.time on follow.day. Do not take 2 dos.at same time.

Contraindications: Pregn. & lactat., women of childbear.potent.except when all condits.for pregn. prevent.met, act.ingred./excip.hypersens.
Side effects: Freq: pyrex., oed., influenza-like illn. syndr., fatig., asthen., chest pain, fall, diarrh., N&V, constipat., abdom.pain, dry mouth, dyspeps., toothache, musculoskelet.& connect. tiss.pain & discomf., back & extremity pain, bone pain, musc.sp., arthralg., myalg., musc.weakn., periph. neuropathy, dizzin., trem., dysgeus., headache, paraesthes., lethargy, syncope, dizzin., CVA, dyspn., epistax., resp.distress, bronchit., pneum., bronchit., bact./vir./fung.infects.incl. opportunist.infects., URTI, sinusit., rash, prurit., dry skin, hyperhidros., neutropen., thrombocytopen., anaem., leucopen., febrile neutropen., decr. appetite, hypokalaem., hypocalcaem., dehydrat., hypomagnesaenm., Fe overload, hypophosphataem., hyperglycaem., blurr. vis., cataracts., ren.fail., ven. thromboembol. events, hypertens., hypotens., haematoma, depress., alt.mood, ac.MI, atrial fibrillat., tachycard., card. fail., CCF, B-cell lymphoma, abnorm.LFT, decr. weight. Less freq: Hypersens., pulm.hypertens. Post market: Allerg. condits., tumour lysis syndr., tumour flare react., pneumonit., trans.abnorm.LFT

Special warnings and precautions: Struct. relat. to thalidomide, poss.sev.life-threaten.birth defects, if tak.dur.pregn.teratogen.eff.expect., only prescribe/pharmacist register.with restrict. distribut. risk managem. program.are allow.to prescribe/ dispense, pts.must be advis.of/agree to/comply with requirem. of restrict.distribut.risk managem., for other grade 3 or 4 toxic.stop treatm.& restart at next low.dos.lev.when toxic. resolv.to less than or equal to grade 2 at Drs discret., interr.ther/ consid.discont.for grade 2-3 skin rash., discont. ther. and do not resume for angioed./Grade 4 rash/exfoliat. or bull.rash/ suspect.Stev.-Johns. syndr.or toxic epiderm. necrolys., no data for use in childr. bel. 18 yrs., creatinine clear.<60 mL/min., women of childbear. potent.must understand the hazards of use & use 2 effect. methods of contracept.for 4 wks. bef.ther./ dur.ther.incl.dos.interrupt.& and until 4 wks.aft. ther., women of childbear.potent. to undergo pregn.test 4 wks.aft.start.effect. contracept. & 7 days prior to.start.treatm.& every 4 wks. except in case of confirm.tubal sterilisat., ensure contracept. in men dur.& for 4 wk.aft. treatm., pts.not to donate bld./sperm dur./4 wks.aft.discont., monit. MI & thromboembol.risk pts., caut.when erythropoiet. agents/other agents incr.risk of thrombos.used in multiple myeloma pts. receiv. ther.with dexamethasone, prior Grade 4 rash hist.assoc.with thalidomide should not receiv.ther., pts.at risk for tumourlysis syndr.& tumour flare react., in MDS perform FBC (incl. WBC count with differ.platelets, haemoglob. & haematocr.) at baseline/wkly for 1st 8 wks.& mnthly thereaft., monit.for bleed.esp.with concom.bleed.induc. meds., caut.with other concom.myelosuppress., in prev.treat.multiple myeloma monit.FBC every 2 wks. for 1st 12 wks & then mnthly.thereaft., careful. eval.pts bef.& dur.treatm.for occurr.of second prim.malign.& instit.treatm.as appropr., incr.periph.neuropathy observ., managem.of co-morbid.condits.influenc. thyroid funct., mechan.of sev.drug-induc. hepatotox. Unknown, monit.for cataract., concom. warfar.monit.

Interactions: Digoxin Cmax and AUC0-∞ poss.incr., use erythropoiet.meds/other meds.that incr. thrombos. risk caut.in multiple myeloma pts. receiv. lenalidomide with dexamethasone, incr.VTE risk with concom.oral contracept/HRT.

 XE "Mycocept" MYCOCEPT 500, Sandoz [P/S]

Mycophenolate mofetil

Indications: Organ reject.prophylax.in allogeneic ren./hepat.or card.transplants concom.with cyclosporin & corticoster.

(S4) TABS, 43/32.2/0241

718504-001: 500 mg, 50, R1 248,05
Dosage: Do not crush tabs. Ren.reject.prophylax: Adults: Init.dos.to be admin. with.72 hrs. of transplant. Recomm.dos: 1 g 2xdly.
Card.reject.prophylax: Adults: 1,5 g 2xdly start. within 5 days of card.transplant.

Hepat.reject.prophylax: Adults: 1,5 g 2xdly. Init. ASAP aft.transplant.

Contraindications: Pregn.& lactat., safety & effic. in childr.not est.for card./ hepat.reject. prophylax., no data avail.for card./hepat.transpl. pts. with sev.chron. ren.impairm., no data avail.for card. transpl.pts.with sev.hepat.parenchym.dis., limit. data for hepat.transpl.pts.with concom. tacrolimus.

Side effects: Incr.GI adverse effs.incl.candidias., sepsis, UTI, herpes simplex/zoster, pneum., flu, RTI, resp.tract monilias., infect., bronchit./ pharyngit., sinusit., fung.skin infect./candida, vag. candidias., rhinit., meningit., endocardit., TB, atyp. mycobact. infect., skin Ca, benign skin neoplasm, cysts incl. lympho-& hydrocele, bld.dyscras., ecchymos., polycythaem., bone marrow depress., red cell aplas., abnorm.neutroph.morphol., hypersens./ anaphylact.reacts., angioed., diab. mellit., Cushing syndr., parathyroid disord., electrol./ bld.lipid disturbs.incl. hypercholesterolaem., hyperglycaem., hyperkalaem., hypokalaem., hypomagnesaem., hypocalcaem., hyperlipidaem., hypophosphataem., hyperuricaem., gout, acidos., dehydrat., weight gain, psych.disords., CNS effs., trem., convuls., dizzin., myasthen.syndr., headache, hyperton., paraesthes., somnol., eye disords., conjunctivit., deafn., tinnit., tachycard., ang.pect., dysrhythm., atrial fibrillat., card.arrest, CHF, ventr.extrasystol., hyper-/ hypotens., vasodilat., syncope, dyspn, incr. cough, pneum., pleur.effus., asthma, pulm. oed., interstit. lung dis., pulm.fibros., pancreatit., peritonit., GI haemorrh., gingivit., gum hyperplas., stomatit., intest.villous atrophy, jaund., hyperbilirubinaem., hepatit., skin disords., alopec., hirsutism, skin hypertrophy, leg cramps, myalg., arthralg., myasthen., haematur., dysur., urin.freq./ incont./ retent., asthen., fev., chills, abdom./back/ chest/pelv./neck pain, oed.

Special precautions: Ther.not to be init.until neg. pregn.test acquir., dr.to be alert.should pregn. occur, effect. contracept.advis. bef.init.ther./dur. /6 wks.aft.ther. discont., incr.lymphomas & other malign.partic.of skin develop., limit.sun/UV light expos., incr.suscept to infect.incl.opportunist./fatal infect.& sepsis, monit.for neutropen., reg.compl. bld. counts wkly.dur.1st month, twice month.2nd & 3rd month then once/mnth.dur.1st yr., interrupt./ discont. ther.if absol.neutrophil count is <1,3x103/ µL, pts.to report any evid.of infect./unexpect. bruis./ bleed., avoid live attenuat.vacc.use except influenza vacc., act.ser.digest.syst.dis.due to report. GI ulcerat./haemorrh.& perforat., avoid in rare heredit.defic.of hypoxanthine-guanine phosphoribosyl-transferase, ren.transpl.with sev. chron. ren.impairm., elderly, concom.azathioprine./ cholestyramine not recomm., monit.concom. aciclovir/ valaciclovir/ganciclovir/valganciclovir in pres. of ren.funct.impairm., teratogen.effs.in rats & rabbits, sev.chron.ren.impairm.outside of immed. post-op per., monit.with concom.tacrolimus.

Drug interactions: Incr.plasma conc.of both meds. when admin.concom.with acyclovir./ valaciclovir/ ganciclovir/valganciclovir, drugs known to undergo ren.tubul.secret.may raise plasma conc.of either drug, decr.plasma conc.with cholestyramine, absorpt.decr.with antacids., potent. bone marrow suppress.with concom. azathiopine, decr.levonorgestrol AUC, poss.incr. plasma conc.of metabol.with probenecid, antibod. respons. to other vacc.dimin.with concom.live vacc., plasma AUC chang.with tacrolimus.

 XE "Mycophenolate Alkem" MYCOPHENOLATE ALKEM, (Activo) Alkem [P/S]

Mycophenolate mofetil

Indications: Organ reject.prophylax.in allogeneic ren./hepat.or card.transplants concom.with cyclosporin & corticoster.

(S4) CAPS, 45/32.2/0219

720271-001, 250 mg, 100, R1 150,90
(S4) TABS, 45/32.2/0220

720272-001, 500 mg, 50, R1 150,90
Dosage: Take on empty stomach, do not open cap/crush tabs.
Ren.reject.prophylax: Adults: Init.dos.to be admin. within 72 hrs.of transplant. Recomm.dos: 1 g 2xdly.

Card.reject.prophylax: Adults: 1,5 g 2xdly start. within 5 days of card.transplant.

Hepat.reject.prophylax: Adults: 1,5 g 2xdly. Init. ASAP aft.transplant.

Contraindications: Pregn.& lactat., safety & effic. in childr.not est.for card./hepat.reject. prophylax., no data avail.for card./hepat.transpl. pts. with sev.chron.ren.impairm., no data avail.for card. transpl.pts.with sev.hepat.parenchym.dis., limit. data for hepat.transpl.pts.with concom. tacrolimus.

Side effects: Meningit., infect.endocardit., anaem., leukocytos., leukopen., thrombocytopen., ecchymos., polycythaem., incr.prothrombin time/ INR, incr. thromboplastin time, aplast.anaem., bone marr.depress., pure red cell aplasia., diabet. mellit., parathyr.disord., Cushing's syndr., hypercholesterolaem., hyperglycaem., hyperkalaem., hypokalaem., hypomagnesaem., hyponatraem., hypophosphataem., acidos., incr. alkaline phosphat., dehydrat., hyperlipidaem., weight gain, convuls., emot.labil., hallucin., neuropathy, abnorm.think., delir., hyperaesthes., psychos., agitat., depress., anx., insomn., trem., paraesthes., somnol., amblyop., abnorm.vis., conjunctivit., cataract, hypertens., hypotens., ang. pect., dysrhythm., atrial fibrillat., card.arrest, congest. heart fail., postur.hypotens., vasodilat., bradycard., pericard.effus., tachycard., pneumon., sinusit., asthma, pulm.oed., rhinit., pharyngit., bronchit., pleur.effus., dyspn., cough., TB, atypic. mycobact. infect., GI disords incl.oesophagit./ stomatit./ pancreatit., hepatit., elev.ALT/AST, bilirubinaem., acne, alopec., benign neoplasm of skin, fung.dermatit., hirsut., skin carcinoma/ hypertroph./ ulc., rash, Herpes Simpl., leg cramps, myalg., myasthen., arthralg., hyperton., haematur., ren. tubul.necros., UTI, albuminur., hydronephros., pyelonephrit., dysur., urin.freq./incontin./retent., oligur., noctur., asthen., fev., headache, infect., pain incl.abdom./back/chest/pelv., periph.oed., sepsis, cysts, enlarg.abdom., fac.oed., flu syndr., haemorrh., malaise, hernia, ascit.

Warnings and special precautions: Ther.not to be init. until neg.pregn.test acquir., dr.to be alert. should pregn.occur, effect.contracept.advis. bef. init. ther./dur./6 wks.aft.ther.discont., incr. lymphomas & other malign.partic.of skin develop., limit. sun/UV light expos., incr.suscept to infect. incl. opportunist./fatal infect.& sepsis, monit.for neutropen., compl.bld.counts wkly.dur.1st month, twice month.2nd & 3rd month then once/mnth.dur.1st yr., discont.ther.if. severe neutropenia devel., pts. to report any evid.of infect./unexpect.bruis./ bleed., incr.risk of activat.of latent vir.infects, avoid live attenuat.vacc.use, intra-uter.devices, act. ser.digest.syst.dis.due to report.GI ulcerat./ haemorrh. & perforat., avoid in rare heredit.defic. of hypoxanthine-guanine phosphoribosyl-transferase, ren.transpl.with sev.chron.ren. impairm., elderly, concom.azathioprine./ cholestyramine not recomm., monit.concom. aciclovir/ valaciclovir/ganciclovir/valganciclovir in pres. of ren.funct.impairm., teratogen.effs.in rats & rabbits, consid.addit.birth contr.meth.as effect of OC’s poss.reduc., sev.chron.ren.impairm.outside of immed. post-op per., monit.with concom. tacrolimus./ rifampicin

Interactions: Incr.plasma conc.of both meds. when admin.concom.with acyclovir./valaciclovir/ ganciclovir/valganciclovir, drugs known to undergo ren. tubul.secret.may raise plasma conc.of either drug, decr.plasma conc.with cholestyramine, absorpt. decr.with antacids., potent.bone marrow suppress. with concom.azathiopine, decr. levonorgestrol AUC, poss.incr.plasma conc.of metabol. with probenecid, antibod.respons.to vacc. poss.dimin., plasma AUC chang.with tacrolimus., decr. expos.with concom. rifampicin, norfloxacin/ metronidazole/ ciprofloxacin/amoxicillin & clavulanic acid.reduc.mycophenolic acid AUC

 XE "Myelenea" MYELENEA, (Activo Health) Forrester [P/S]
Fingolimod

Indications: Dis.modify.ther. for the treatm. of pts. with relaps. Multiple Sclerosis (MS) to reduce freq.of relaps. & delay progress.of disabil.

(S4) CAPS. 50/34/0830 
3002561-001: 0,5 mg, 30, R6 100.00
Dosage: One 0,5mg capsule 1 x dly; Observe all pts.with hrly. pulse & BP measurem. for at least 6hrs. after 1st dose for signs & sympts.of bradycard.; perform ECG prior to init.dos.& at the end of 6-hr. monitor.period.

Contraindications: Pregn.& lactat., concom. admin with Class 1a anti-dysrhythm.meds. (e.g. quinidine, procainamide) & Class III anti-dysrhythm.meds.  (e.g. amiodarone, sotalol)

Side effects: Freq: Influenza vir.infects., bronchit., sinusit., gastroenterit., herpes vir. infects., tinea infects., bas.cell Ca., leucopen., lymphopen., depress., headache, dizzin., paraesthes., migraine., eye pain, blurr.vis., bradycard., AV block., hypertens., cough, dyspn., diarrh., eczema, alopec., prurit., back pain, myalg., arthralg., asthen., incr.ALT/ GGT/ hepat. enzym./ bld. triglycerid., weight decr./abnorm.LFT. Less freq: Pneumon., malign. melanoma, lymphoma, squam. cell Ca, Kaposi’s Ca, thrombocytopen., depress. mood, PRES, seiz., macul.oed., T-wave invers., periph.arter.occlus.dis., naus., neutrophil count decr. Unknown freq: Cryptococc.infects., progress. multifoc. leukoencephalopathy., Merkel cell Ca., periph.oed., hypersens, rash.

Warnings and special precautions: Sev.hepat.impairm., bradydysrhythm.observ.dur. first 6 hrs of ther., 6-hr. monitor. (ECG, heart rate & BP) on Day 1 is mandat.for all pts. to determ.indiv. respon.to treatm.initiat., extend monitor.until resolut.if pt. devel. S&S relat.to heart rate reduct., pts with 2nd degree Mobitz type II or high. AV block/ sick-sinus syndr./sino-atrial heart block due to risk of ser.rhythm disturbs., signif.bradycard. poss. poorly tolerat.in pts.with known ischaem. heart dis./hist.of MI/ CHF/hist.of card.arrest/ cerebrovasc. dis./uncontr.hypertens./hist.of recurr. syncope/ sev.untreat.sleep apnoea, pts.with signific. QT prolongat./with risk.facts.for QT prolongat./ using meds.that prolong QT interv., do not init.in pts.taking concom.beta blocks./heart-rate-lower. Ca chann. blocks. (incl.verapamil, diltiazem or ivabradine)/ other meds.which may decr. heart rate (incl. digoxin), the same precauts. as for init.dos.applies when treatm.is discont.for > 5 wks., assess.CBC prior to start of ther.& periodic. dur.treatm./in case of signs of infect., delay init.in pts.with sev.act.infect.and be vilig.for infect.for 2 mnths.aft.discont., consid.susp.of dos.if ser.infect. occ., pts without hist. of chickenpox/not vaccinat. against VZV., avoid.use of live atten.vacc., vaccin. poss. less effect.dur & for 2 mnths.aft.ther., monit. for macul.oed.developm.& discont.if occ., incr.risk of macul.oed.in pts with hist.of uveitis & pts with diabet. mellit., test liv.enzym.if sympts.suggest. hepat.dysfunct. devel.& discont.if signif.liv.injur. confirm., poss.interfer.with serologic.tests, monit. BP freq.dur.ther., pts.with sev.resp.dis./pulm. fibros./ COPD, discont.if poster.revers. encephalopathy syndr.is suspect., concom. CYP450 induc., concom.St. John’s Wort not recomm., pts. to avoid unprotect.sun expos./concom.photother. with UV-B-radiat./ PUVA-photochemother., refer pt. to dermatolog.if suspic.cutan.lesions detect., consid.discont.on case-by-case bas.if tumefact. lesions confirm., pts.switch.from long-act. ther. with immune effs.incl.natalizumab/mitoxantrone., contracept. in wom.of childbrear.potent.dur.& for 2 mnths. aft.treatm., elderly, not indicat.for use in paed.
Interactions: Poss.addit.effs.with concom.anti-neoplast./ immunomodulat./ immunosuppress. meds., reduc.heart rate with concom.beta blocks./ heart-rate-lower.Ca chann.blocks.(incl. verapamil, diltiazem or ivabradine)/ other meds.which may decr. heart rate (incl. digoxin), AUC incr.by concom. ketoconazole., AUC poss.decr.by rifampicin/ phenobarbitone/ phenytoin/efavirenz/ St. John's Wort, lab.tests req.the use of circulat.mononucl. cells req. larger bld.vol.due to reduct.in numb.of circulat. lymphocyt.

 XE "Myfortic" MYFORTIC, Novartis [P/S]

Mycophenolic acid

Indications: Combin.with ciclosporin for micro-emuls.& corticoster.for prevent.ac.transplant reject. in adult allogeneic ren.transplants.

(S4) TABS, 37/34/0158,0159
705493-001: 180 mg, 120, R3 070,92
705492-001: 360 mg, 120, R6 141,84
Dosage: Admin by qualified transplant special. Do not crush tab. Avoid inhalat./direct contact with skin/muc.membr.of powd.if tabs.accident.brok. Init.in de-novo pts.within 48 hrs.foll.transplant. Recomm.dos: 720 mg 2xdly (1440 mg dly dos.)

Contraindications: Pregn.& lactat., women of childbear.pot.not using contracept.

Side effects: Very common: Viral/ bact.& fung.infects., leucopen., diarrh., hypercalcaem., hypokalaem., hyperuricaem., hyper-/hypoten. Common: URTI, pneumon., anaem., thrombocytop., headace, dizzin., cough, dyspn., -exertion., abdom.distens./-pain, constip., dyspeps., flat., gastrit., loose stools, N&V, fatig., oed., peripher.pyrex., hyperkalaem., hypomagnesaem., abnorm.hep.funct.test, agrrav.hypertens., arthralg, asthen., mylag., anx., incr.bld.creatin. Uncommon: Wound infect., sepsis., osteomyelit., lymphocele/-pen./-adenopath., neutropen., trem., insomn., interstit.lung dis.incl.fatal pulmon.fibros., pulmon.congest., wheez., abdom.tendern., pancreatit., eructat., halitos., ileus, oesophagit., pept.ulcer, subileus, GI haemorr., dry mouth, lip ulcer., parotid duct osbstruct., GORD, gingiv.hyperplas., peritonit., influ.-like illn., lower limb oed., pain, rigors, weakn., anorex., hyperlipid., DM, hypercholesterolaem., hypophosphataem., alopec., contus.,acne, prurit., tachycard., pulmon.oed., conjunctivit., blurr.vis., back pain, musc.cramps, skin papill., bas.& squam. cell Ca, Kaposi’s sarcoma, lymphoproliferat. disords., delus.percept., haematur., ren.tubul.necros., urethral strict.

Special warnings and precautions: Immunosuppress.incr.suscept.to infect.& lymphoma & other malign.developm.esp.of skin, limit.UV/ sun expos., report any evid.of infect./ unexpect. bruis./ bleed/bone marr.depress. manifestat, oversupress.of immune system., prescribed by exp.practitioner & in facilit.equip.with adeq.lab.& support.med.resources, teratogen.& mutagen., negat.pregn.test recomm.bef.init.ther., use effect. contracept. bef./dur.& x 90 days.aft.discont.ther., condoms recomm.for men during treatm.& 13 wks aft.last dose, sev. chron.ren.impairm., avoid in rare heredit.defic.of hypoxanthine-guanine phosphoribosyl-transfer., monit.for activ.HBV/ HCV infect., reg.complete bld.counts dur.1st yr., consid.progress. multifoc.leukoencephalopath.as diff.diagn.in immunosuppr.pts.report.neurolog.sympts., consid. polyomavir.assoc.nephropath.as diff.diagn.in immunosuppr.pts.with deteriorat.ren.funct., interrupt./ reduc.dos.if absolute neutrophil count is <1,5x103/µL, avoid live attenuat.vacc.use, ser.act. digest. syst.dis., S&E in childr.not est., cont.lactose.

Interactions: Concom.azathioprine not studied, plasma lev.of mycophenol.acid & aciclovir incr., absorpt.decr.with antacids., system. expos.reduc.with cholestyramine, monit.concom.ganciclovir in ren.impair.pts., lower AUC and Cmax with tacrolimus, OC effic. poss.advers.affect., antibody respon.to vacc.diminish.

 XE "Mylomid" MYLOMID, Forrester [P/S]
Lenalidomide

Indications: Transfus.-depend. anaem.due to low- or intermed.-1 risk myelodysplast.syndr. assoc.with a deletion 5q cytogenet.abnormality with/ without other cytogenet. abnormalit.; in combinat.with dexamethasone for the treatm.of multiple myeloma pts. who have receiv.at least one prior ther.

(S4) CAPS, 54/32/0730.716, 54/32/0733.719

3002559-001: 10 mg, 21, R5 234,21
3002560-001: 25 mg, 21, R7 197,65
Dosage: Take caps.at same time every day.

Myelodysplastic Syndr. (MDS): Recomm. start. dos.: 10 mg 1xdly. on days 1 – 21 of repeat. 28-day treatm.cycle. Dos.adjustm.dur.treatm.& restart of treatm.: Ref.to prod.lit.

Multiple Myeloma: Recomm.start.dos: 25 mg/day on days 1 – 21 of repeat.28-day cycles for multiple myeloma. The recomm.dos.of dexamethasone is 40 mg/day on days 1 – 4, 9 – 12 & 17 – 20 of each 28-day cycle for first 4 cycles of ther. & then 40 mg/day on Days 1 – 4 every 28 days. Contin.treatm. until dis.progress./or unaccept. toxic. Dos.adjustm.dur.treatm.& restart of treatm.: Ref.to prod.lit.
Contraindications: Pregn. & lactat., wom.of childbear.potent. except when all condits.for pregn. prevent.have been met.

Side effects: Freq: Pneumon., bronchit., bact./vir./fung.infect., URTI, sinusit., neutropen. infect., nasopharyngit., rhinit., LRTI, pharyngit., seps., enterocolit.infect., B-cell lymphom., ac. myeloid leukaem., myelodysplast.syndr., neutropen., thrombocytopen., anaem., leukopen., febrile neutropen., lymphopen., haemorrhag. disord., pancytopen., haemolyt.anemia, hypersens., hypothyroid., hyperthyroid., decr. appet., hypokalaem., hypocalcaem., dehydrat., hypomagnesaem., iron overload, hypophosphataem., hyperglycaem., hypoglycaem., hyponatraem., hyperuricaem., hypercalcaem., diabet.mellit., gout, depress., alter.mood, insomn., periph.neuropathy, dizzin., trem., dysgeus., headache, lethargy, paraesthes., syncope, cerebrovasc. accid., atax., bal.impair., neuralg., dysaesthes., blurr.vis., cataracts, reduc.vis.acuity, deafn., tinnit., ac.MI, atrial fibrillat., tachycard., card. fail., CCF, bradycard., myocard.ischem., ven. thromboembol.events, predomin.DVT & pulm. embol., hypertens., hypotens., haematoma, ecchymos., vasculit., dyspn., epistax., resp. distress, cough, rhinorrh., dysphon., diarrh., N&V, constip., abdom. pain, dry mouth, dyspeps., toothache, stomatit., dysphag., abnorm.LFT, incr. alanine aminotransfer./aspartate aminotransfer., hyperbilirubinaem., cholestas., hepatotoxic., rash, prurit., dry skin, hyperhidros., urticar., skin hyperpigmentat., eczema, eryth., musculoskelet.& connect.tiss.pain, bone pain, muscle sp., arthralg., myalg., musc.weakn., joint swell., ren.fail., haematur., urin.retent./incontin., erect.dysfunct., pyrex., oed., influenza like illn.syndr., fatig., asthen., chest pain, fall, lethargy, incr.bld alkaline phosphat./ C-react.prot., contus., decr.weight. Less freq.: Bas.cell Ca., squam.skin Ca, T-cell type ac.leukaem., tumour lysis syndr., haemolys., autoimmune haemolyt.anem., hypercoagulat., coagulopathy, loss of libido, intracran.haemorrh., TIA, cerebr.ischem., blindn., dysrhythm., QT prolongat., atrial flutt., ventric.extrasystol., ischaem., periph.ischaem., intracran.ven.sinus thrombos., colit., caecit., hepat.fail., skin discolourat., photosens., angioed., Stev.-Johns. syndr. (SJS), toxic epiderm.necrolys. (TEN), acquir.Fanconi syndr., ren.tubul.necros. Unknown. freq: Vir.infects.incl.H.zoster & HBV reactivat., acquir.haemophil., solid organ transplant reject., interstit.pneumonit., pancreatit., GI perforat., ac. hepat.fail., hepatit.tox., cytolyt.hepatit., cholestat. hepatit., mix.cytolyt./cholestat.hepatit., leukocytoclast. vasculit., DRESS.
Warnings and special precautions: Elderly, dos. adjust.pts.with ren.impairm., struct.relat.to thalidomide & simil.teratogen.effs.expect.with lenalidomide if tak.dur.pregn, fullfill condits.of active risk managem.progr.for all pts.unless reliable evid. that pt.does not have childbear. potent., lenalidomide is pres.in human semen at low lev.dur.treatm.and hold poss.teratogen.risk., perform mandat.counsell.with both male & fem. pts., wom.of childbear.potent.must use 2 reliable meth.of contracept.for at least 4 wks.bef.ther./ dur. ther.incl.dos.interrupts.& at least until 4 wks. aft.ther., combin.oral contracept.pills not recomm. due to incr.risk of ven.thromboembol.in pts.with multiple myeloma/myelodysplast.syndr., risk of ven. thromboembol.contin.for 4-6 wks.aft.discont. combin. oral contracep., dexamethasone may reduc. effic.of contracept.steroids, impl.& levonorgestrel-releas.intrauter.systs assoc.with incr. risk of infect.at time of insert.& irreg.vag. bleed., consid.prophylact.antibiots.in pts.with neutropen., copper-releas.IUDs are general.not recomm.due to potent.risks of infect.at time of insert.& menstr. bld.loss which may comprom.pts with neutropen./thrombocytopen., perf.medic. supervis. pregn test prior to start of treatm.aft.pt. has been using contracept.for > 4wks & repeat at least every 4 wks.incl.4 wks aft.end of treatm., male pts should use condoms dur.treatm./dur.dos. interrupt. & for 4 wks aft.cessat.if treatm.partn.is of childbear. potential & not est.on suitable contracept. & should not donate sperm/semen., pts should not donate bld.dur.ther./for 4 wks. follow. discont., monit.pts with known risk fact.for MI/ thromboembol incl.prior thrombos.& take act. to minim.all modifiab.risk facts., use erythropoiet. meds. & other meds.that may incr.risk of thrombos. incl. HRT with caut.in multiple myeloma pts. receiv.dexamethasone., prophylact. antithrombot. recomm.in pts.with addit.thrombot. risk facts., discont.ther.if pt.experienc.any thromboembol. events & stand.anticoagulat. ther. start., perf.compl.blood cell count at baseline/ every wk for first 8 wks of treatm.& mnthly thereaft. to monit.for cytopen./neutropen.& thrombocytopen., in case of neutrop.prescrib.to consid. the use of growth facts.in pt.managem., observ.for S&S of bleed.incl.petechiae & epistax. with concom.meds.suscept.to induc.bleed., concom. myelosuppress.meds., thyroid disords., Tumour Lysis Syndr.(TLS) & Tumour Flare React.(TFR), prev.allerg.reacts.to thalidomide, discont.ther.for angioed./grade 4 rash/exfoliat.or bullous rash/ suspect.SJS/TEN or DRESS & do not resume follow. discont. for these reacts., consid. ther.interrupt./discont.for grade 2-3 rash, eval.pts. bef.& dur.treatm.for occurr. of second prim. malign., monit.liv.funct.partic.with hist.of/or concurr. viral liv.infect./with concom.meds known to be assoc.with liv.dysfunct., monit.pts.with risk facts.for infects./H.zoster/HBV reactivat., consid. Progressive Multifocal Leukoencephalopathy (PML) in different. diagnos.with new/worsen. neurologic. sympts. /cognit.or behav.S&S., susp.furth.dos.if PML suspect.& perman.discont.if confirm., monit.vis.ability reg.to excl.cataracts., lact.intol., monit.conc.of concom.warfarin/digoxin.

Interactions: Digoxin Cmax & AUC incr., oral contracept.effic.poss.reduc., incr.risk of rhabdomyolysis with concom.statins

 XE "OFEV" OFEV, Ing.Pharm [P/S] 
Nintedanib

Indications: Idiopath.pulm.fibros.(IPF) in adults, other chron.fibros.interstit.lung dis.with a progress. phenotype, syst.scleros.assoc.interstit. lung dis.

(S4) CAPS, 52/26/0153, 0154

3002670-001: 100 mg, 60, R19 241,06
3002671-001: 150 mg, 60, R36 327,13
Dosage: Swallow whole. Do not chew/open/ crush. Init.by physic.experienc.in diagnos.& treatm. of IPF

Recomm.dos: 150 mg 12 hrly; 100 mg 12 hrly.only recomm.in pts.not tolerat.150 mg 12 hrly dos. Max. dly. dos: 300 mg

Dos.adjustm: In addit.to symptomat.treatm. managem. of adverse.reacts.exper.may incl.a dos. reduct./temporar.interrupt.until specif.advers. react. has resolv.to lev.allow.for continuat.of ther. Treatm.may then be resum.at full dos.(150 mg 12 hrly) or reduc.dos.(100 mg 12 hrly.) Discont.if 100 mg 12 hrly.is not tol.

If diarrh./N&V persist despite appropr.support.care incl.antiemet.a dos. reduct./temporar.interrupt. poss reqd. Treatm.may be resum.at reduc.dos. (100 mg 12 hrly.) or full dos (150 mg 12 hrly.). If diarrh./N&V persists.despite symptomat. treatm. discont.ther.

Reintroduc.treatm.aft.tream.interrupt.due to AST/ ALT elev.> 3x ULN (once transaminas.return to baseline val) at reduc.dos.(100 mg 12 hrly.) which may subseq. be incr.to full dos (150 mg 12 hrly.)

Contraindications: Peanuts/soya allerg., pregn., lact.

Side effects: Very comm: Diarrh., naus., vomit., abdom. pain, decr.appetite & weight, incr.hepat. enzymes. Comm: Bleed., hypertens., drug induc. liv.injury, incr.AST/ GGT/ALP, rash, headache. Uncomm: Thrombocytop., dehydrat., MI, hypertens., pancreatit., colit., hyperbilirubinaem., prurit., alopec., ren.fail., proteinur. Freq. unknown: Aneurysm. &artery dissect., 
Special warnings and precautions: Pts.>75 yrs., safety & effic.not stud.in sev.ren.impairm., mild hepat.impairm, safety & effic.not stud.in pts. 0-18 yrs., not recomm.in mod.to sev.hepat. impairm., diarrh.lead.to dehydrat.& electrol. disturbs., discont.in case of persist.sev.diarrh./ naus./ vomit.despite symptomat.treatm., monit. hepat.transaminase.& bilirub.bef.init.treatm./dur. 1stmonth of treatm.& periodic.thereaft., reduc./ interrupt treatm.if AST/ALT elev.> 3x ULN, discont.with clinic. S&S of liv.injur., body weight < 65 kg/asian & female pts., risk facts.for ren. impairm./ fail., known risk for bleed., rec.MI/ stroke, incr.CV risk incl.CAD, consid.interrup. treatm. in ac.myocard.ischaem.incr.risk of thromboembol. events, aneurysm & artery dissect. risk fact. (eg.hypertens./prev.aneurysm), poss. thromboembol. event risk incr., pts.with prev. abdom. surg.(only init.> 4 wks.aft surg.), hist.of pept. ulcerat./diverticul.dis., concom.corticoster./ NSAIDs, perman. discont.in GI perforat.or ischaem. colit., interrupt.treatm.if S&S of nephrot.syndr. develop, discont.if find.assoc.with thrombot. microangiopathy occur & complete necess.evaluat, monit.BP periodic., do not admin.in sev.pulm. hypertens. & monit.mild to mod.pulm. hypertens., may impair.wound heal., risk bal.of concom. pirfenidone not est., pts.who may develop QT prolongat., may cause foet.harm, use adeq. contracept. & barr.meth.as 2ndform in women of childbear.potent during & for min.3 mnths.aft. treatm., ability to driv./perform.complicat.tasks
Interactions: Incr.expos.with potent P-gp inhibits. incl. ketoconazole/erythromyc./ciclospor., potent P-gp induc. incl. rifampicin/carbamazepine/ phenytoin/ St. John’s Wort decr.expos.
See also MDR page 245.
 XE "Prograf" PROGRAF, Astellas [P/S] 
Tacrolimus

Indications: Prim.immunosuppress.in.liv./ kidn allograft recipient and liv./kidn or heart allograft reject.resist.to convent.immunosuppress.regim.

(S4) IV INFUS, [P/S] 32/34/0561. 5 mg/ml

854379-003: 10x1 ml amps, R15 133,27
(S4) CAPS, [P/S] A39/34/0647, 32/34/0559, 0560

713506-002: 0,5 mg, 30, R702,52
713506-001: 0,5 mg, 50, R1 170,89
851442-006: 1 mg, 30, R1 283,15
851442-005: 1 mg, 100, 
R4 277,23

851450-009: 5 mg, 30, R6 205,11
851450-008: 5 mg, 50, R10 341,86

Dosage: Refer to manufact.lit.for furth.details.

Contraindications: Pregn.& lactat., polyoxyethylat. cast.oil/struct.relat.compds.(IV infus.), hypersens., concom. live attent.vacc., childr. < 18 yrs., concom.ciclospor., concom. grapefruit juice.

Side effects: V.common: Hyperglycaem.condits., diab. mellit., hyperkalaem., insomn., trem., headache, hypertens., diarrh., naus., abnorm.LFT, ren. impairm. Common: Anaem., leukopen., thrombocytopen., leukocytos., abnorm.RBC analys., hypomagnesaem., hypophosphataem., hypokalaem., hypocalcaem., hyponatraem., fluid overload., hyperuricaem., decr.appet., anorex., metabol.acidos, hyperlipidaem., hypercholesterolaem., hypertriglyceridaem., other electrol.abnormalit., anx.sympts., confus.& disorient., depress., depress.mood, mood disords. & disturbs., nightmare, hallucin., ment.disords., seiz., disturbs.in consciousn., paraesthes., dysaesthes., periph.neuropathy, dizzin., imp. writing, nerv.syst.disords., blurr.vis., photophob., eye disords., tinnit., ischaem.coron. artery disords., tachycard., haemorrh., thrombembol./ischaem. events, periph.vasc.disords., vascul.hypotens. disords., dyspn., parenchym.lung disords., pleur. effus., pharyngit., cough, nas.congest./inflamm., GI inflamm. condits./ulcerat./perforat./haemorrh./ pain, stomatit., ascit., vomit., abdom.pains, dyspept. S&S, constipat., flatul., bloat./distens., loose stools, bile duct disords., hepatocellul.damage, hepatit., cholestas., jaund., prurit., rash, alopec., acne, incr.sweat., arthralg., back/ extremity pain, muscle spasms, ren.fail., oligur., ren.tubul.necros., tox.nephropathy, urin.abnormalits., bladd.& urethr.sympts., febrile disords., asthen.condits., oed., body temp. percept. disturb., primary graft dysfunct.; Uncommon: Coagulopath., abnorm.coagulat./ bleed. analys., pancytopen., neutropen., dehydrat., hypoproteinaem., hyperphosphataem., hypoglycaem., psychot.disord., coma, CNS haemorrh. & CVA, paralys., pares., encephalopathy, speech & lang.abnormalit., amnes., cataract, hypoacus., ventric.dysrhythm., card. arrest, heart fail., cardiomyopathy, ventric. hypertrophy, supraventric.dysrhythm., palpit., abnorm. ECG/heart rate/pulse, infarct., deep limb ven. thrombos., shock, resp.fail., resp.tract disords., asthma, paralyt.ileus, peritonit., ac./ chron. pancreatit., incr.bld.amylase, GOERD, imp. gastr.emptying, dermatit., photosens., joint disords., anur., haemolyt.uraem.syndr., dysmenorrh., uter.bleed., influenza like illn., multi-organ fail., chest press.sensat., temp.intol. Rare: Thrombot. thrombocytopen.purpura, hypoprothrombinaem., hirsut., hyperton., blindn., neurosens. deafn., pericard.effus., ac.resp.distress syndr., subileus, pancreat.pseudocyst, venoocclus.liv.dis., hepat.artery thrombos., tox. epiderm.necrolys., fall, ulcer, chest tightn., thirst; Very rare: Myasth., imp.hear., abnorm. echocardiogr., QT prolong., hepat.fail., Stev.Johns. syndr., nephropathy, haemorrhag.cystit., incr.fat tiss.; Unknown.freq: Pure red cell aplas., agranulocytos., haemolyt.anaem., BK virus assoc. nephropathy, John Cunningham virus assoc.PML, benign/malign./unspecif. neoplasms, Epstein-Barr Virus -associated lymphoproliferat. disord, skin malignanc.

Warnings and special precautions: Prolong. releas.formulat.not interchang.with immed. releas.formulat.of tacrolim., monit.pts closely., for details concern.pt.monit.by special physic.refer.to prod.lit. treatm.to be init.only by medic.practit. exper.in immunosuppress.ther.& transpl.pts managem., monit.tacrolimus bld.lev with concom. subst.with interact.potent.concom.herb.preps.incl. St. John’s Wort, MRI should be perform.if pts present.with PRES, adeq.BP contr.& immed. discont. of system.tracrolimus if PRES diagn., vis./ neurologic.disturbs., pre-exist.heart dis./ corticoster. use/hypertens./infects./fluid overload./ oed., diagnos./suspect.long QT syndr., pts. who have prev.receiv.ciclosporin, monit.bld. conc.dur.diarrh.episod., vaccinat.less effect., avoid live attent.vacc., meds. ith known nephrotox./ neurotox. effs., high K+intake/K+spar.diuret., incr. suscept. to vir./bact./fung.& protozoal infects., excl.TB prior to init.ther., imp. liv./kidn.funct., avoid mix.with other drugs., other immunosuppress.ther., UV/sun expos, teratogen.at dos. that also demonstr.maternal toxic., excret.in breast milk, cross.the placenta, contracept.other than OC’s, choice of oral contracept.as interacts. poss., poss.eff.on male fertility., benef.vs.risk in soy/peanut hypersens. (caps.), lactose intol. (caps.), pts. who have prev.receiv.polyoxyethelat. castor oil contain.preps (inj.)

Interactions: Vis./neurological disturbs.effs. enhanc. with concom.alcoh., incr./decr.plasma lev. with prednisolone/methylprednisolone, CYP3A4 inhibits.may incr.tacrolim.bld.lev.incl. ketoconazole/ fluconazole/itraconazole/ voriconazole/ erythromycin/HIV & HCV protease inhibits./clotrimazole/clarithromycin/josamycin/ nifedipine/ nicardipine/diltiazem/verapamil/ amiodarone/ danazol/ethinylestradiol/ omeprazole/ nefazodone/ bromocriptine/ cortisone/ dapsone/ergotamine/gestodene/ lidocaine/ mephenytoin/miconazole/midazolam/ nilvadipine/ norethindrone/quinidine/tamoxifen/ oleandomycin, grapefruit juice incr.tacrolim.bld. lev, lansopraz/ciclospor.inhibit.CYP3A4-mediat. metabol., other.meds with high affinity for plasma proteins e.g. NSAIDs/oral anticoags./antidiabets., system. expos.incr. with prokinet.agents (incl. metoclopramide)/ cimetidine/Mg-Al-hydrox., CYP3A4 induc.may decr.tacrolimus bld levs.incl. rifampicin/ phenytoin/St. John’s Wort/ phenobarbital/ maint.corticoster.dos., decr. tacrolimus conc.with carbamazepine/metamizole / isoniazid, ciclosporin half life incr., bld.lev.of phenytoin.incr., decr.clear.& incr. half-life of pentobarbital/antipyrine, enhanc.nephrotoxic.with amphotericin-B/ibuprofen, poss.incr.risk of over-immunosuppress. if given tog.with other potent immunosuppress., mod.fat cont.meal reduc. bioavail./ absorpt.signific.
 XE "Rapamune" RAPAMUNE, Pfizer [P/S] 
Sirolimus

Indications: Prophylax.of organ reject.in ren. transplant.init.in combinat.with cyclosporin & corticoster. Consid.cyclospor.withdr.2-4 mnths. Aft transpl.in pts.with low immunolog.graft loss risk.

(S4) TABS, [P/S] 35/34/0009

700103-003: 1 mg, 30, R3 828,99
Dosage: Oral admin only. Bioavail.of tabs.not determ. if crush./chew./split. Treatm.init & remain under guid.of special.physic.only. Admin. consistent. with/without food to minim.bld.lev. variant. Recomm.with cyclosporin & corticoster. regimen. Admin.4 hrs.aft.cyclospor.microemuls.

Init.ther.in combinat.with cyclosporin: Adults & childr.13 yrs & over: De novo transplant recipients: Load dos: 6 mg Maint: 2 mg dly.

Maint.ther.follow.cyclospor.withdr: Discont. cyclospor.2-4 mnths follow.transplantat.progress. over 4-8 wks.& adjust Rapamune dos to obt.bld. trough conc.within 16-24 ng/ml for 1st yr.follow, transplantat & thereaft.target trough range is 12-20 ng/ml. (chromatograph.method). Sirolimus lev. will decr.when cyclospor.is discont. On aveg. Rapamune dos.will be 4-fold.high to account for absence of pharmacokinet.interact.(2-fold incr) and augment immunosuppress.requirem.in cyclospor. absence. (2-fold incr). Incr.dos.to correspond.to cyclosporin eliminat.rate. Retain pts.on new dly. maint. dos for at least 7-14 days bef.furth.dos. adjustm. with conc.monit. Consid.load.dos.in addit. to new maint.dos.when a considerable incr.in sirolimus trough conc.necess. Load.dos.=3x (maint. dos.- curr.maint.dos). Max.sirolimus dos.on any day 40 mg. If estimat.dly.dos.exceeds 40 mg due to addit.of load.dos.admin.load.dos.over 2 days. Monit.trough conc.3-4 days aft.load.dos.

Pts.≥ 13 yrs.weigh < 40 kg: Load.dos: 3 mg/m2 . Adjust maint.dos.bas.on body surf.area to 1 mg/m2 /day.

Mild/mod.hepat.impairm: Reduc.maint.dos.by approx one third

Sev hepat.impairm: Reduc.maint.dos.by approx half
Contraindications: Pregn., lactat., de novo liv./ lung transplant., grapefruit juice, safety & effic.in paed. pts.und.13 yrs.not est., lact.intol.

Side effects: Lymphocele, periph.oed., abnorm. heal., oed., fev., fung./vir.& bact.infect., Herpes simplex, sepsis, lymphoed., tachycard., ven. thromboembol., pericard.effus.incl.haemodynamic. signific.effus., abdom.pain, diarrh., stomatit., ascites, pancreatit., bld.dyscras., hypercholesterolaem., hypertriglyceridaem., leucopaen., neutropaen., thrombot. thrombocytopen. purpura/hemolyt.urem.syndr., lymphoma/post-transpl.lymphoproliferat.disord., pancytopaen., hypersens.reacts.incl.anaphylax., hypokalaem., incr.LDH, abnorm.liv funct.test., incr.ALT & AST, fluid accum., arthralg., bone necros., epistax., pneumon., pneumonit., pulm. haemorrh., alveol.proteinos., pleur.effus., acne, rash, squam.& bas.cell Ca, melanoma, exfoliat. dermatit., UTI, pyelonephrit., proteinur., foc. segment.glomeruloscleros., nephrot.syndr., joint disord., acidos., hypertens., CsA toxic., incr. creatin., abnorm.kidn.funct., tox.nephropathy, hyperuricaem., gout, gum hyperplas., skin Ca, incr.risk of ren.funct.deteriorat./ser.lipid abnormalit.& UTI when combin.with calcineurin inhibit.& corticoster., in delay.graft funct.recov.of ren. funct. delay., interstit.lung dis., hepatotoxic. incl.fatal hepat.necros., abnorm.wound heal., abdom. pain, asthen., headache, pain, hypertens, GI disturbs., hyperlipaem., hypophosphataem., trem., dyspn., pharyngit., abdom.enlargem., accid. injury., back/ chest pain, chills, fac.oed., peritonit., haemorrh., hypervolaem., hypotens., oral monilias., Cushing’s syndr., diab.mellit., ecchymos., leukocytos., acidos., incr.CPK, dehydrat., hypercalcaem., hyperglycaem., hyperkalaem., hypocalcaem./-magnesaem., weight gain, tetany, CNS effs., cough, rhinit., hirsut., prurit., skin disord., sweat., abnorm.vis., albuminur., bladd. pain, dysuria, haematur., hydronephros., kidn. tubul. necros., oliguria, scrot.oed., urin.freq./-incontin./-retent., azoosperm.revers.upon discontin.

Special precautions: Oral admin.only,treatm.by special. physic.only, effic.& safety in combinat. with other immunosuppress.agents not determ., incr.risk of imp.wound heal.in pts.with BMI >30 kg/m2, immunosuppress.incr.risk of develop. lymphomas/ other malign.partic.of skin, limit. sunlight & UV expos., consid.risk: benef.in est. hyperlipidaem.bef.init.ther., to consid.post-op meas. to minim.poss.lymphocele complicat., monit. for hyperlipidaem., monit.for rhabdomyolys. with concom. cyclospor.& HMG-CoA reduct.inhibit./ fibrates, monit. ren.funct.as concom.cyclospor. incr. ren.funct.decl., only consid.continuat.of combinat. ther.with CsA beyond 4 mnths.follow. transplant. in pts.at low to mod.immunolog.risk if benef.> risk, incr.urin.prot.excret.assoc.with convers. from calcineurin inhibit in maint.ren. transplant pts., safety of convers.from calcineurin inhibit in maint.ren.transplant pts.not est.safety & effic.of de novo Rapamunce use without a calcineurin inhibit.not est.in ren.transplant.pts., Pneumocystis carinii pneumon.antimicrob. prophylax. for 1 yr.post transplant., CMV prophylax. x3 mnths.recomm.when risk incr., effect. contracept.dur.ther.& x12 wks.aft.stop., CsA withdr. not recomm.in high risk ren.transplant pts.as not adeq.stud., strong CYP3A4 & P-gp induc. /inhibit. not recomm.theref.consid.alternat.ther.if indicat., vaccinat.less effect., avoid live vaccines, maint. dos.adjustm.in pts.exper.ac.hepat.impairm. post-transplantat., monit.whole bld.trough lev.in hepat. impairm./pts.rec.conc.contr.Rapamune/ paeds./ dur.concom.admin.of CYP3A4 & P-gp induc. or inhibit./if CsA dos.markedly reduc.or CsA discont., risk for opportunist.infect.incl.activat.of lat. vir.infect., consid.BK vir.assoc.nephropath.as different.diagnos.in immunosuppress.pts.with deteriorat. ren.funct.

Drug interactions: Reduc.cyclospor.clear.aft.6 mnths. multip.dos.admin.necessitat.low. cyclosporin dos., cyclospor.inhibit.metabol., diltiazem aff.sirolimus bioavail., ketoconaz.affect. absorpt., rifampic.decr.bld.conc., CYP3A4 & P-gp inhibit. incr.bld.lev., CYP3A4 & P-gp induc.decr. bld. lev., other meds.that may incr.bld.lev.incl. nicardipine /verapamil/diltiazem/clotrimazole/ fluconazole/ itraconazole/ketoconazole/ clarithromyc. / erythromyc./telithromycin/ troleandomyc./ cisapride/metoclopramide/ bromocriptine/ cimetid./cyclosporin/danazol/HIV-protease inhibit., grapefruit juice, other meds.that may decr.bld. lev.incl.carbamazepine/phenobarb/ phenytoin/ rifabutin/ rifampicin/rifapentine & St John’s Wort., incr.risk of calcineurin inhibit.induc. HUS/TTP & TMA, angioneurot.oed.type reacts. with ACE inhibit.
See also MDR page 689.
 XE "Remiflix" REMIFLIX, Cipla Medpro [P/S] 

Infliximab.

Indications: Rheumat.arthrit.(RA) despite methotrex./other DMARDs treatm., act.ankylos.spondylit., act.psoriat.arthrit., mod.to sev.act.adult/paed.Crohn’s dis.when respons.to convent.ther.inadeq., reduct.in the numb.of drain. enterocutan.& rectovagin.fistula and maint.of fistula clos.in fistulis.Crohn’s dis., act.ulcerat. colit. in adults & paeds. where respons.to convent.ther. inadeq., chron.sev.plaque psorias.where system.ther.indicat.
(S4) POWD.FOR INFUS, 53/30.1/0502
3003928-001: 100 mg, R2 593,34
Dosage:Prior init.therap.evaluat.for active.TB & latent infect.See product lit.for prep.& admin.techniq. Admin. by exper.physic.only. 
Rheumat.arthrit: Recomm.dose: 3 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 3 mg/kg 8 wkly. Admin.in comb.with methotrex. If respons.incompl.consid.adjust.dose up to 10 mg/kg or treat as oft.as 4 wkly.Risk of serious infect.incr.at higher doses.S&E in juven.RA not est. Re-admin within 16 wks.of last infus.
Ankylos.spondylit: Recomm.dose: 5 mg/kg as IV iduct.regim. at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 6 wkly. S&E of re-admin.other than every 6-8 wks.not est.

Psoriat.arthrit: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly Use with/without methotex. S&E of re-admin.other than every 8 wks.not est.

Ulcerat.colit: Adults: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly S&E of re-admin.other than every 8 wks.not est.

Plaque psorias: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly. S&E of re-admin.other than every 8 wks.not est.
Chrohn's dis: Adults: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly If respons.lost.consid.adjust.dose up to 10 mg/kg. If no response by week 14 consid.discont. Paed.≥ 6 yrs.: Recomm.dose: 5 mg/kg as IV induct.regim.at 0, 2 & 6 wks follow.by maint.of 5 mg/kg 8 wkly.Re-admin within 16 wks.of last infus.

Re-admin for RA &Crohn’s dis.: Re-admin within 16 wks.of last infus.

Contraindications:>5 mg/kg in mod.-severe HF (NYHA class III/IV), TB & other sev.infects.eg. sepsis/ abscess/ opportunist.infects.

Side-effects:Common: Anaem., leukopen., hypertens., headache, chills, peripher.oed., pyrex. constip., diarrh., dyspeps., entirit., gastrit., aphth. stomatit. stomatit. vomit., abscess, bronchopneumon., cellulit., entirit., folliculit., furuncle, LRTI, lymph node TB, pulmon.TB, resp.tract.infect., sinusit., skin infect., tinea versicol., TB, URTI, infus.related reacts., UTI, incr.ALT, incr.bld.triglycer., incr.gamma-glutamyltransfer., incr.hepat.enzyme, incr.transaminas., incr.TSH, decr. appetite, dehydrat., hypercholesterolaem., hyperglycaem., hyperlipidaem., hypertriglyceridaem., arthralg., musc.spasm., RA, synovit., depress., insomn., haematur., nephrolithias., urin.incontinen., chronic bronchit., cough, middle lope syndr., product.cough. Uncommon: Myocard. ischaem., vertig, eye irrit., allerg.oed., papul.urticar.
Special warnings and precautions: Incr.risk of fatal infect., not to be initiat.in pts.with act.infect./ >65 yrs./ co-morbid.cond., immunosuppress. eg.corticoster./ methotrex.poss.incr. infect.risk, consid.risk & benefit prior treatm.in pts with chronic/recur.infect./ exposed to TB/ hist.of opportun.infect./ reside or travel.in areas of endem.TB or mycoses.(suspect invas.fungal infect.)/ underly cond.predispos.to infect., hist of TB/ HIV/ diagn.of latent TB as risk of TB reactivat., monit.S&S of infect., discon.if serious infect./ sepsis, reports of malignanc.in pts.≤ 18yrs., reports of lymphoma/ melanoma/ merkel cell CA & other malignanc., RA pts.incr.risk of leukaem., poss.incr.risk of HSTCL in comb.with immunosuppress., pts.with mod-severe COPD incr.risk of malignanc., pts.with hist.of /who develops malignan., test for HBV infect. prior treatm.as poss.HBV reactivat., evaluat. for liver injury if S&S of liver dysfunct., discont.if jaund./incr.LFT, monit.HF pts.closely discont.if new/worse sympt., discont.if severe hypersens.reacts., consid.benefit vs risk for reinduct., pts.with ongoing/ hist.of signific. hematolog.abnorm., pts.with or develop neurologic disord., concom.anakinra/ abatacept/ live vaccines/ therap. infect.meds/ other biologicals not recomm., switch between biologicals incr.infect.risk., stop treatm.if sympt.of lupus-like syndr.& positive antib.test., monit.for infect.after surgical proced., adeq.contracept.in child bear.women x6 mnths.aft.last treatm., safety in pregnan. not est., do not breastfeed.

Interactions: Concom.anakinra/ abatacept, avoid concom.tocilizumab, concom.methotrexate poss.decr.anti-infliximab antibodies and incr.conc., comb.with other biological therap., live vaccines, therap.infect.meds., monit. conc./ effect of CYP450 substrates
 XE "Remsima" REMSIMA, AI Pharm [P/S] 

Infliximab.

Indications: Rheumat.arthrit.in combinat.with methotrex., act.ankylos.spondylit., psoriat. arthrit. with/without methotrex.where respons.to NSAID/ dis.modify.drugs inadeq., mod.psorias. where photother.inadeq./inappropr., sev.plaque psorias.in adults where system.ther.indicat., mod.to sev. act. adult/paed.(6-17 yrs.) Crohn’s dis., reduct.in the number of drain. enterocutan.& rectovagin.fistula and maint.of fistula clos.in fistulis.Crohn’s dis., act. ulcerat.colit. in adults & paeds. (6-17 yrs.) where respons.to convent.ther. inadeq.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 52/30.1/0309. 10 mg/ml
3001518-001: 100 mg 1 vial, R2 593,34
Dosage: See product lit.for prep.& admin.techniq. Safety & effic.beyond recomm.durat.not est. Admin. by exper.physic.only. Observ.for 1-2 hrs. post infus. Facilit.for treat.anaphylax.to be avail. Admin.IV
Rheumat.arthrit: Admin. in conjunct.with methotrex. Adults: Init.3 mg/kg IV infus.to be follow.2 & 6 wks. aft.init.infus.with addit. 3 mg/kg infus. Infus.to be rep.every 8 wks.thereaft. Careful.reconsid.contin. ther. in pts.show.no evid.of adeq.respons.within 1st 8 wks. of treatm./aft.dose adjustm.

Ankylos.spondylit: Init.5 mg/kg IV infus.over 2 hrs. follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks.aft. 1st infus.then every 6-8 wks.thereaft. If no respons.within 6 wks.(ie aft.2 dos.) addit.treatm. should not be given. Data unavail.for re-admin. other then every 6-8 wks.

Psoriat.arthrit: Init. 5 mg/kg IV infus.follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks.aft.init. infus.then every 8 wks.thereaft. Data unavail.for re-admin.other than every 8 wks.

Psorias: Init. 5 mg/kg IV infus.follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks.aft.init. infus. then every 8 wks.thereaft. If no respons.aft.14 wks.addit.treatm.should not be given. Data unavail.for re-admin.other than every 8 wks.

Mod to sev.Crohn's dis: Adults: 5 mg/kg as sngl. IV infus. as induct.regimen at 0, 2 & 6 wks. follow.by maint.5 mg/kg regim.every 8 wks. thereaft. Consid.adjust.dos.up to 10 mg/kg for those with incomplete respons.dur.maint.treatm. Alternat.admin.init.5 mg/kg IV infus. follow. by rep.5 mg/kg infus.when S&S of dis.recur.but data limit.on dos.interv.beyond 16 wks. Caref.consid. contin.ther.in pts.show.no therapeut.benef. aft. dos.adjustm.

Paed Crohn’s dis: Not stud.in childr.less than 6 yrs.of age. Init. 5 mg/kg IV infus.follow.by addit. 5 mg/kg infus.dos. at 2 & 6 wks. aft.init.infus.then every 8 wks. thereaft. Consid.adjust.dos.up to 10 mg/kg for those with incomplete respons. Admin.with concom. immunomodulat.incl.6-mercaptopurine, azathioprine or methotrex.

Fistulis.Crohn’s dis: Init.5 mg/kg as IV infus. follow.by addit. 5 mg/kg dos.at wks 2 & 6 aft.init. infus. If no respons. aft. 3 dos.do not admin.addit. treatm. Cont.treatm.strateg.are addit.5 mg/kg infus. every 8 wks.or re-admin.if S&S recur. follow. by 5 mg/kg infus.every 8 wks.

In Chrons’s dis.exper.limit.with re-admin.if S&S of dis.occur

Adult/paed.ulcerat.colit: Init. 5 mg/kg IV infus. follow.by addit.5 mg/kg infus.dos.at 2 & 6 wks. aft.init. infus.then every 8 wks.thereaft. Data suggest cont.ther.to be reassess.if no respons. aft.14 wks. Data unavail.for re-admin.other than every 8 wks.

Re-admin.for Crohn’s dis & rheumat.arthrit: If dis.S&S recur.treatm.can be re-admin.within 16 wks.of last infus. In Chron’s dis.re-admin.with a 2-4 yr.med.free interv.has been assoc.with delay. hypersens.react. Aft.16 wk.-2 yr.med.free interv. the risk of delay.hypersens.follow.re-admin.is unknown. Re-admin.not recomm.aft.16 wk med. free period.

Contraindications: TB & other sev.infects.eg. sepsis/abscess/opportunist.infects., mod.to sev.HF (NYHA class III/IV), concom.anakinra, concom.live vaccines

Side effects: V.common: Vir.infects., headache, URTI, sinusit., abdom.pain, naus., infus.relat.react., pain. Common: Bact.infects., neutropen., leucopen., anaem., lymphadenopathy, allerg. resp.sympts., depress., insomn., vertigo, dizzin., hypaesthes., paraesthes., conjunctivit., tachycard., palpitat., hypotens., hypertens., ecchymosis., hot flush., flush., LRTI, dyspn., epistax., GI haemorrh., diarrh., dyspeps., GORD, constipat., abnorm. hepat.funct., incr.transaminas., new onset or worsen. psorias., urticar., rash, prurit., hyperhidros., dry skin, fung.dermatit., eczema, alopec., arthralg., myalg., back pain, UTI, chest pain, fatig., fev., inj.site react., chills, oed. Uncommon: TB, fung.infects., thrombocytopen., lymphopen., lymphocytos., anaphylact.react., lupus-like syndr., ser.sickn./-like react., amnes., agitat., confus., somnol., nervousn., seiz., neuropathy, keratit., periorbit.oed., hordeolum, new onset or worsen.card.fail., arrhythm., syncope, bradycard., periph.ischaem., thrombophlebit., haematoma, pulm.oed., bronchosp., pleurisy, pleur.effus., intestin. perforat., intestin.stenos., diverticulit., pancreatit., cheilit., hepatit., hepatocellul.damage, cholecystit., bull.erupt., onychomycos., seborrh., rosacea, skin  papilloma, hyperkeratos., abnorm.skin pigmentat., pyelonephrit., vaginit., imp.heal., autoantibody posit. Rare: Meningit., opportunist.infect. (bact./ fung./vir./parasitic), hepatit.reactivat., lymphoma, non-Hodgkin lymphoma, Hodgkin dis., leukaem., melanoma, cervic.Ca, agranulocytos., thrombot. thrombocytopen.purpura, pancytopen., haemolyt. anaem., idiopath.thrombocytopen.purpura, anaphylact. shock, vasculit., sarcoid-like react., apathy, transver.myelit., CNS & periph. demyelinat. disords., endophthalmit., cyanos., periph. effus., circulat.fail., petech., vasosp., interstit. lung dis., autoimmune hepatit., jaund., tox. epiderm.necrolys., Stev.-John.syndr., erythema multiforme, furunculos., granulomatous les., complem.fact.abnorm. Not known: Vacc. breakthrough infect., hepatosplen.T-cell lymphoma (prim.adolesc/young adults with Crohn’s dis & ulcerat.colit), Merkel cell Ca, trans.vis.loss dur./ within 2 hrs.of infus., myocard.ischaem., MI, liv. fail., worsen.dermatomyosit.

Warnings and special precautions: Eval.TB incl.latent TB & other opportunist.infect.risk bef./dur./aft. init.ther., discont.in pres.of ser. infects./sepsis, infus.relat.ac./delay.hypersens. reacts.incl.anaphylax., antibod.format.reduc.& reduc.freq.of infus.reacts.with concom. immunomodulat., eff.of concom.immunomodulat. ther.more profound in episodic.treatm.than maint.treatm., antibod.format.risk.incr.if immunosuppress. discont.prior to/dur.treatm., antibod. not always detect.in ser., discont.& no furth. infus.admin.if ser.reacts.occur., infect.relat. reacts.more likely if antibod.develop., delay. hypersens. react.risk incr.with incr.treatm.free interv.theref.caref.monit.reqd.if re-treatm.init. aft.prolong.per., eval.risk vs benef.for pts.resid./ have travel.to reg.where invas.fung.infects. endem., consid. poss.invas.fung.infect.if ser.syst. illn.pres., chron.infect./recurr.infect.hist., consid. anti-TB ther.in latent/act.TB hist.prior to init. ther. where altern.course of treatm.cannot be confirm./ signif.TB risk.fact.pres.despite. negat.latent TB test, monit.for act.TB S&S dur.& aft.treatm. incl.those test.negat., human antichimeric antibody (HACA) posit.pts.more likely to exper. infus.reacts., excl.source of infect. specific. absecess.in fistulis.Chron’s dis.with ac. suppurat. fistul., HBV infect.test.prior.to init.ther.& if ther. reqd.monit.caref.if posit., if HBV reactivat. develops discont.treatm.& init.antivir.ther., discont. if jaund./ALT lev.>5 times ULN develop & investig., concom.abataept not recomm., concom. other biologic.therapeut./therapeut.infect. meds. not recomm., caut.when switch.from one biologic. to another as infect.risk poss.incr., 6 mnth wait. per. bef.admin.BCG vacc.to infts.expos. in utero, discont.if lupus-like syndr.develop & posit.for antibod. against double strand.DNA, pre-exist./ recent onset CNS demyelinat.disords., lymphoma incid. high.than expect.in gen.populat., incr. background risk for lymphoma & leukaem.in RA pts.with long stand.high.act.inflamm.dis., caut.if incr. malign.risk due to heavy smok., malign. hist./ pts.develop.malign., psorias.pts.with hist.of extens. immunosupress.ther./prolong.PUVA, eval. poss.risk with concom.azathioprine or 6-mercaptopurine, skin Ca risk fact., screen for dysplas. in prior dysplas. or colon Ca hist., HF of NYHA class I/II, sympts.suggest.of bld.dyscras., plan. surg.with monit.for infect., elderly, high. proport.of paed.pts.have report.infect., paed.pts.to be uptodate with vaccinat.guidelines, sucrose poss. influenc.diab.glycaem.control, fruct.intol., gluc.-galact.malabsorpt./sucrase-isomaltase, not stud.in childr.less than 6 yrs.of age with juvenile rheumat.arthrit.. safety in pregn.& lactat. not est., crosses the placenta & detect.in infts.ser.up to 6 mnths follow.birth, adeq.contracept.in child bear.women x6 mnths.aft.last treatm.,do not breast feed x6 mnths aft.last treatm.

 XE "Sandimmun" SANDIMMUN, Novartis [P/S]

Ciclosporin.

Indications: Prophylax.of graft reject.aft.kidn./ liv./ pancreas/ heart/ combin.heart-lung/ lung & bone marr.transplant, prevent.of graft-vs-host dis.aft.bone marr.transplant., treatm.of transpl.reject.in pts.prev.receiv.other immunosuppress.agents, est.graft vs host dis.treatm., sev.psorias./ sev.act.rheum.arthrit./ sev.act.atop.dermatit.where convent.ther.is ineffect./ inappropriate/ risks of treatm.justif.

(S4) INJ, R/34/267. 50 mg/ml.

762296-003: 10x1 ml, R840,76
(S4) NEORAL DRINK SOL, 29/34/0059. 100 mg/ml.

815896-018: 50 ml, R5 196,56
(S4) NEORAL CAPS, 29/34/0056, 0058.

815926-006: 25 mg, 50, R4 993,06
815918-003: 100 mg, 50, R1 268,01
Dosage: Refer to manufact.product.lit.for further details.

Contraindications: Cremophor EL (polyoxyl castor oil) hypersens.for sol.for infus., in non-transplant indicat: abnorm.ren.funct./ uncontr.hypertens./ uncontr.infects./ any malign.
Side effects: V.common: Hirsutism, hyperlipid., hypertens., renal dysfunct., tremor, headache. Common: Acne, hypertrichos., convuls., paraesth., flush., hepat.funct.abnorm., hyperglyc., anorex., hyperuric., hyperkalaem., hypomagnes., leucopen., myalg., musc.cr., N&V, abdom.discom./-pain, diarrh., gingiv.hyperplas., peptic ulcer, pyrex., fatigue. Uncommon: Allerg.rashes, encephal.incl. PRES (signs & sympt.: convuls., confus., disorient., decr.responsiv., agitat., insomn., vis.disturb., cortic.blind., coma, paresis, cerebell.atax.), oed., weight incr., thrombocyt., anaemia. Rare: Haemolyt.uraem.syndr., microangiopath.haemolyt.anaem., menstr.disturbs., gynaecomast., motor polyneurop., musc.weak., myopathy, pancreatit. V.rare: Optic disc oedema incl.papilloed.& poss.vis.impairm sec.to benign IC.hypertens. Not known: pain low.extrem., hepatotox.& liver inj.incl.cholest., jaund., hepatit.& liver fail.(some fatal), thrombot.microangiop., thrombot.thrombocytopen.purp., migr. 

Special warnings and precautions: Use by exper.physic.only in facilit.with adeq.lab.& supportiv.medic.resources., cont.polyoxyl castor oil poss. causing anaphylactic reacts aft.iv admin., allerg.predisposit.pts., observe after infus.for at least 30min & freq.thereaft., disc.if anaphylax., incr.risk of lymphoma/ malign.esp.of skin, avoid excess UV expos., pre-emptive/ therapeut.strategy in longt.ther.for opportunist.inf., monit. paramet. that assess ren.(esp.elderly) & hepat.funct.closely – red.dose if values abnorm., in transplant pts.monit.ciclospor.lev.reg., monitor BP, check lipids before treatm.and after 1st month, if lipids rais.reduc.diet.fat/ dose, control K+ & Mg.lvls., hyperuricaem.pts., vacc.less eff., Sandimmun Neoral cont.12 % vol.ethan., non-transpl.indicat.: not for imp.ren.funct./ uncontrl.hypertens./-infect./any malignan., monit.serum creatinine & more freq.with dose changes/NSAIDs, incr.risk lymphoprolieferat.dis.with longterm use, concom.methotrex., discont.if hypertens.develop or cannot control, ltd.exp.in childr.with psoriasis/ atopic dermatit., in malign./ pre-malign.skin alterat.only init treatm. aft.othr appropr.treatm./ if no ther option for sucessf.ther.exists, psorias. & atop.dermat.pts.to avoid excess.unprotect. sun expos.& ultraviol.B irradiat/ PUVA photochemother., reproduct.tox.in animal studies,passed into breastmilk. 

Interactions:Vacc.less eff.-avoid live-attenuat.vacc., concom. K+-sparing meds./ K+-contain.meds.poss.inccr.serum K+, AUC incr.with lercanidipine, risk of nephrotox.with methotrex., metabol.via CYP3A4, ., barbitur./ carbamazepine/ oxcarbazepine/ phenytoin/ nafcillin/ sulfadimidine/ IV trimethoprim/ rifampicin/ octreotide/ probucol/ orlistat,/St John’s wort/ ticlopidine/ sulfinpyrazone/ terbinafine & bosentan decr.lev., macrolide antibiot./ ketoconazole/ fluconazole/ itraconazole/ voriconazole/ diltiazem/ nicardipine/ verapamil/ metoclopramide/ OCs/ danazol/ high dos. methylpredinisol./ allopurinol/ amiodarone/ cholic acid & derivat./protease inhibits./ imatinib/ colchicine/ nefazodone incr.lev., grapefruit juice incr.bioavailabil., nephrotox.incr.with concom.meds.exhibit. nephrotox.synergy eg.,aminoglycos./ amphoteric.B/ ciprofloxacin/ vancomycin/ trimethoprim+sulfamethoxazole/ NSAID/ melphalan/ histamine H2-receptor antagonists/ methotrexate, bioavailabil.of diclofenac.incr.significant., in graft recipients revers.kidn.funct.impairm. with concom.fibric acid derivat.report., incr. gingiv.hyperplas.with nifedip., clear.of digoxin/ colchicine/ etoposide / HMG-CoA reduct.inhibit./aliskiren/bosentan/dabigatran/ prednisolone reduc.,digitalis toxic.with digoxin., toxic eff of colchicine enhanced, everolimus/ sirolimus bld.lvl.incr., repaglinide conc.incr., incr.expos.of. ambrisentan & anthracycline antibiotics.
 XE "Simulect" SIMULECT, Novartis [P/S]

Basiliximab

Indications: Ac.organ reject.prophylax.in de novo ren. transplant in adult & paed.pts.with concom. cyclosporine for micr-emuls. & corticoster./in tripl. maint. immunosuppress. regimen cont.ciclospor. for micr-emuls./ corticoster.& either azathioprine/ mycophenolate mofetil.

(S4) INJ. 32/34/0752. 20 mg/vial

862479-0002: Sngl.vials, R18 503,14
Dosage: Admin.as IV infus. over 20-30 mins.or as bolus inj.

Adults: 20 mg 2 hrs.pre-op. then 20 mg 4 days aft. transplant. Tot.dos.40 mg. Withold 2nd dos.in case of post-op complicat. Childr.1-17 yrs: Bm < 35 kg: Recomm.tot.dos.20 mg in 2 dos.of 10 mg each. Bm > 35 kg: Adult dos.recomm.

Contraindications: Pregn.& lactat.

Side effects: Naus., diarrh., constipat., URTI, UTI, pain, periph.oed., hypertens., anaem., headache, hyperkalaem., hypophosphataem., hypercholesterolaem., post-op.wound complicat., weight incr., incr.in bld.creatinine., hypersens./ anaphylact. reacts., capillar.leak syndr., cytokine release syndr., wheez., bronchosp., pulm.oed., card. fail., resp.fail., paeds.also: hypertrichos., rhinit., pyrex., viral infect., sepsis.

Warnings and special precautions: Do not admin. unless absolut. cert.pt.to receiv.graft & concom. immunosuppress., adeq.contracept.in women of child-bear. potent.unt.4 mnths.aft.last dos., not to breastfeed for 4 mnths.foll. 2nd dos.as pass.into breast milk., admin by exper.medic., re-expos.to subseq. course of ther., do not mix with other meds/subst., giv. through separ.infus.line., cytokine release syndr. can caus.life-threat.pulm.oed esp.if pt.is fluid overload.
 XE "Teriflunamide adco" TERIFLUNAMIDE ADCO, Adcock-Ingram Healthcare (Pty) Ltd
See Section 4.6
 XE "Thalidomide Celgene" THALIDOMIDE CELGENE 50 mg, Key Oncologics [P/S]

Thalidomide

Indications: Relaps./refract.multiple myeloma, ac.cutan.manifestat.of mod.to sev.erythema nodosum leprosum (ENL)/ENL relaps.where thalidomide treatm.used bef., in combinat.with melphalan & prednisone for the treatm.of pts.with untreat.multiple myeloma ≥ 65 yrs./inelig.for high dos.chemother., in combinat.with dexamethasone for the treatm.of pts. with untreat.multiple myeloma.

(S4) CAPS, 38/24/0258

709228-001: 50 mg, 28, R4 170,59
Dosage: Use is restrict.to pts/drs & pharmacists regis.in Pharmion Risk Management Programme (PRMP). See manufact.lit.for registrat.& prescrib. proced. Admin.at least 1 hr.aft.food. Dly.dos.may be div.into 2 dos.

Untreat.Multiple myeloma: In combinat.with melphalan & prednisone: 200 mg/day. Max.12 cycl.of 6 wks. should be used.

In combinat.with dexamethasone: 200 mg per day.

Aft.fail.of std.ther.: Adults: Init.200 mg dly.as sngl. dos.in even. Incr.by 100 mg at wkly interv. to max.400 mg dly.accord.to tol.& toxic.

ENL: Adults: Init.400 mg dly.as sngl.night time dos. Contin.x1-4 wks.depend.on clinic.respons. then decr.by upto 100 mg every 2 wks.to est. maint.dos of 50 mg dly. Tot.treatm.durat.depends on indiv.with recom.minim.tot.durat.x7 wks. Pts. weigh. less than 50 kg: Init.dos.300 mg dly.

Contra-indications: Pregn., poss.pregn.dur.ther., women of child bear.potent.unless alter.ther. inappropr., breast feed., women of child bear. potent.not using/not able to use adeq.contracept. meas.as outline in program., sex.mature males not able/will.to comply with contracept.meas.outline in program., pts.for whatever reas.unable to understand/comply with program.instruct., not recomm.for use in childr.und.12 yrs.as safety & effic.not est., S&S of periph.neuropathy unless benef.outweighs risks.

Side effects: Sev.life threaten.human birth defects, drowsin., somnol., sedat., constipat., asthen., periph.neuropathy/aggrav.with poss. irrevers.damage, orthostat.hypotens., neutropen., sev.skin reacts.incl.Stev.John.syndr.& tox.epiderm. necrolys., leukopen., incr.appetite, mood/libido changes, CNS effs.incl.seiz., card.arrythm., DVT, brady-& tachycard., thrombo-embol.reacts., orthostat. hypotens., GI disturbs., rash, urticar., prurit., dry skin, fac.oed., photosens., bull.skin reacts., menstruat.disords., periph oed.

Special precautions: Approv.for market.by MCC und.spec.restrict.distribut.programme (TRMP), pts. to be advis.& agree to comply with program. requirem., use 2 effect.simultan.contracept. methods at least 4 wks.prior to admin./dur.ther.& and 4 weeks.follow.ther.discont., women who have not been menopaus.for at least 24 consecut. mnths are consid.to be of child bear.potent., negat. pregn.test within 24 hrs.of begin.ther.where upon prescript.may be issued., pres.in semen theref. latex condom use mandatory, pregn.test.wkly dur. 1st 4 wks.rep.every 2-4 wks.thereaft.depend.on regular. of menstr.cycle, discont.immed.if pregn. suspect and refer to gynaecolog.exper.in reproduct. toxic., any suspect.foet.expos.to be immed. report.to MCC & Key Oncologics, pts./legal guard.if pt.betw.12&18 yrs. to receiv.oral & writt. warn.of poss.hazards.& understand & agree in writ. to all safety proced., potent.toxic.to breast feed childr., no prescript.to cover more than 28 days, rep.prescript.where practit.not visit.prohibit., any suspect.advers.event observ.dur./within 8 wks. of stopp.treatm.to be report.immed, no bld./ semen to be donat.dur./within 8 wks.of stopp. ther., caps.not to be shar., pregn.to be excl.bef.init. / extend.ther.in both adults & childr., modificat.in vir.load.of HIV infect.pts.with prolong.ther.theref.3 mnthly.monit.recomm., concom.meds.that may reduc. OC effectiven./known to cause neuropathy, ren./hepat.dis., monit.for S&S of periph. neuropathy prior to init.ther.& reg.thereaft.discont. ther.if confirm., neutrophil count to be >750/mm3 bef.init.ther. & discont.if counts falls bel.500/mm3
Drug interactions: Sedat.activ.of alcoh./other CNS depress./morph./neurolept./sedat H1 antihistam./ centr.antihypertens.& baclofen potent., incr.periph.neuropathy report.with zalcitabine/didanosine & stavudine.
 XE "Tuvigin" TUVIGIN, Novartis [P/S]
Fingolimod as HCl

Indications: Dis.-modify.ther.in relaps.multiple scleros.to reduc.relaps.freq.and to delay disabil.progress.
(S4) CAPS, 46/34/0023

720446-001: 0,5 mg, 28, R6 414,38
Dosage: Adults: One 0.5 mg capsule once dly.

Contraindications: Pregn.& lactat., concom.anti-dysrhythmic medicines; Class 1a &Class III, MI/ unstable ang.pect./stroke/trans.ischem.attack/ decompens.HF req.inpt.treatm/NYHA Class III/IV HF in past 6 mnths., sev.card.arrhythm.req.anti-arrhythm.treatment with Class Ia or Class III anti-arrhythm., 2nd degr.Mobitz type II AV block/3rd degr. AV block, or sick-sinus syndr.if no pacemak. pres., baseline QTc interval ≥ 500 msec.
Side effects: V.common: Influenza, sinusit., headache, diarrh., back pain, incr.hepat.enzym., cough. Common: Bronchit., herpes vir.infect., tinea infects., bas.cell Ca, bradycard., dizzin., migraine, asthen., eczema, prurit., incr.bld. triglycerid., dyspn., blurr.vis., hypertens., leucopin., lymphopen. Uncommon: Pneum., melanoma, seiz. incl.status epileptic., macul.oed., thrombocytopen. Rare: Poster.revers.encephalopathy syndr., Kaposi’s sarcoma. Freq.not known: Hypersens. reacts incl.rash/urticar.& angioed.on treatm.init., autoimmune hemolytic.anaem., sev.dis. exacerbat.on discont., naus., liv.injury, myalg., arthralg., opportunist.vir./fung./bact.infect., HPV infect.incl.papilloma/dysplas./warts& HPV-relat.Ca, isolat.cases of trans.spontan.resolv. complete AV block dur.6 hr.observat.period

Special warnings and precautions: ECG monit. prior to 1st dos.& at end of 6 hr.1st dos.observat. per., hrly.heart rate & BP monit.dur.6 hr.observat. per. which is also to be applied aft.interupt.of 1 day or more dur.1st 2 wks.of treatm.or for more than 7 days dur.wks.3&4 of treatm.or aft interrupt. of more than 2 wks.aft.1st mnth.of treatm., if post-dos. bradydysrhythmia-relat.sympt.occur or new onset of 2nd-degr.or high.AV block or the heart rate 6 hrs post-dos.is the lowest value post-dose or is <45 bpm observ.until sympts resolv.& init. appropr.necess.treatm., monitor overnight if ECG at 6 hours shows QTc ≥500 msec., if pharmacologic. intervent.dur.1st dos.observat. period necess.instit.overnight monitor.& repeat 1stdos.monitor.strategy for the 2nd dos., do not use in 2nd degree or high.AV block/ sick-sinus syndr./ sino-atrial heart block due to the risk of ser.card. rhythm disturbs., do not use in known ischem.heart dis./MI hist./CHF/card.arrest hist./cerebrovasc. dis./ uncontrol.hypertens.or sev.untreat.sleep apnoea as signfic.bradycard.poss.not be well toler., do not use in signific.QT prolongat./QT prolongat. risk fact., cardiologic.pre-treatm. consultat. if treatm.init.consid.in aforement.risk fact., do not admin.with concom.beta-block./heart rate lower.Ca channel block/or other subst.that may decr. heart rate & if consid.refer to cardiolog. for non-heart rate reduc.ther.& approp.monit., caut. in concom.anti-neoplast./immune-modulat./ immunosuppress.ther., test for VZV antibod. prior to ther./if chickenpox hist./VZV vaccinat.not confirm.in which case vaccinat.recomm.& delay treatm. to allow it to take effect, complete bld. count bef.init.treatm.to excl.infect., delay treatm. until sev.act.infect.resolv., monit.for infect.while on ther.& x2 mnths.aft.discont., discont.if infect. develops& re-eval.bef.restart.ther., vigilance for clinic. sympt./MRI find.suggest.of PML warrant.& if suspect.suspend treatm.until PML excl., cryptococc. meningit.signs & sympt.to undergo prompt diagnost.evaluat.& if diagnos.init.appropr. treatm., consid.HPV vaccinat.prior to treatm.& undertake std.screen., ophthalm.eval.3-4 mnths. aft. init.& dur.treatm.in pts.at risk of macul.oed. discont.ther.if detect., recent liv.funct.results to be avail.bef.init.ther.& test.if hepat.dysfunct.sympts. develop & discont.if confirm., discont.if posterior revers. encephalopathy syndr.suspect., switch. from natalizumab or teriflunomide due to long half life, not recomm.aft.alemtuzumab, vigil.for bas.cell Ca, adeq.contracept.dur.treatm.& 2 mnths aft. discont., sev.hepat.impairm.

Interactions: Concom.class Ia & class III anti-arrhythm. & drugs.low.heart rate not recomm., caut. with concom. anti-neoplast./immune-modulat./ immunosuppress.dur. & for up to 2 mnths. aft.stop., caut.when switch.ther.from drugs with a long-act. immune eff., concom.live attenuat. vaccines not recomm., reduc.effic.of other vaccines.
 XE "Unamity" UNAMITY, Eli Lilly [P/S]
Baricitinib

Indications: Mod.to sev.rheumat.arthrit. where respons.inadeq./intol.to one or more other dis. modify.anti-rheumat.drugs as monother./ combin. with methotrex., COVID-19 combin.with remdesivir in hospitalis.adult & paed.pts.10 yrs.and old.who require supplementat.O2
(S4) TABS, 52/3.1/0231.229, 0232.230
3002826-001: 2 mg, 28, R8 586,01
3002876-001: 4 mg, 28, R8 586,01
Dosage: Admin.only by.physic.exper.in diagnos.& treatm.of indicat.condits.

Rheumat.arthrit: Recomm.dos: 4 mg once dly. Admin. 2 mg once dly.in pts.>75 yrs./in chron./ recurr. infect.hist.or where dis.activ.acheiv.sustain. control on 4 mg once dly.& eligible for dos taper.

COVID-19: Recomm.dos: 4 mg once dly.x14 days/ until hosp.discharge whichever occurs first.

Ven.thrombos.prophylax.recomm.unless C/I. Limit. info on combinat.with corticoster.in COVID-19 treatm.although not preclud.in pts.receiv.syst. corticoster.
Contraindications: Est.glomerul.filtrat.rate of <30 mL/min/1,73m2 (RA) & <15 mL/min/1,73m2 (COVID-19), act.TB & other infects., pregn.& lactat.

Side effects: V.common: URTI, LDL >3,36 mmol/L Common: Naus., abdom.pain, H.simplex, H.Zoster, UTI, headache, ALT >3xULN, thrombocytos. Uncommon: Weight incr., DVT, pulm.embol., acne, creatine phosphokin. >5xULN, triglycer.>500 mg/dL, AST >3xULN, neutropen., 

Special warnings and precautions: Test.for latent TB bef.init.& treat if necess., incr.infect. freq.in methotrex.combinat.ther., eval.risk vs benef. in act./chron./recurr.infect., discont.tempor. if pt.not respond.to std.infect.ther.& not resum.till clear., do not init.treatm./temporar.interupt if ANC <1x109 cells/L/ALC <0,5x109 cells/L or Hb <8 g/dL, lymphocytos.risk incr.in elderly RA pts, temporar. interupt.if H.Zoster occurs, if HBV or HCV DNA detect. consult liv.specialist, not recomm.in sev. hepat.impairm., invas.fung.infects. may pres.with dissemin.rather than local.dis., live/attentuat. vaccines not recomm.dur./immed.prior to ther., assess lipid paramet.12 wks.follow.ther.init.& manage accord. to guidelines, incr.freq.of hepat. transaminas.elev.with methotrex.in treatm. naive pts., incr.malign.risk incl.lymphoma in RA, DVT/PE risk fact., concom.biolog.DMARD’s /other JAK inhibit. not recomm.as addit.immunosuppress. cannot be excl., concom.potent.immunosuppress./ leflunomide/teriflunomide, reproduct.toxic.in anim. stud., effect.contracept.in women of child bear. potent.& 1wk.aft.treatm., excret.in anim.milk, Interactions: Poss.addit.immunosupress.with immunosuppress.meds., 2-fold incr.in AUC with potent.OAT3 inhibit.probenecid,
 XE "Xeljanz" XELJANZ, Pfizer [P/S]
Tofacitinib 

Indications: Mod.to sev.rheumat.arthrit. where respons.inadeq./ intol.to one/ or more other dis.modify.anti-rheumat.drugs as monother./ combin. with methotrex., in cobination with MTX for act.psoriat. arthrit.in adults with inadeq.respons. / intol.to prior DMARD ther., mod.to sev. act.ulcerat.colitis in adults with inadeq./ lost respons.or intol. to convent. ther./ biologic med.
(S4) TABS, 47/3.1/1156, 1157

3000121-001: 5 mg, 60, R3 377,00
Dosage: Admin. only by physic.exper. in diagnos. & treatm. of indicat. condits.

Rheumat. arthrit. & psoriat. arthrit.: Recomm. dose: 5 mg 2xdly. No dos adjust. when used with MTX. Ulcerat. colitis: Recomm. dose: 10 mg 2xdly. for 8 wks. induction, then 5 mg 2xdly. for mainten. If no benefit by wk 8, extend 10 mg dos for addit. 8 wks., follow. by 5 mg for maint.. Consid. 10 mg for mainten.in certain pts. If resp. decr. on 5 mg consid.incr. to 10 mg 2xdly. Corticoster.may be reduc./ discontin per standard care if pt.respond. to treatm.

Retreat. in UC: If ther.interrupt. consid. restart. If loss of respons. Reinduct. with 10 mg 2xdly. may be consider. Dos interrupt. & discontin.: Interrupt for serious infect. or certain lab abnormalit.incl. lymphopen./ neutropen./ anaem. Consult products lit. for guidance on temp. dose pauses/ definitive cessat. based on lab abnormalit. severity.

Halve dly. dose in pts. on potent CYP3A4 inhibit. (eg. ketoconazole) / meds. causing mod. CYP3A4 & potent CYP2C19 inhibit. (eg. fluconazole).

Contraindications: Untreat. pulm./r extra-pulm. TB/ sepsis/ opportunist.infects., sev.hepat. impair., pregn.& lactat., treatm. naïve/ experienc.HIV infects, S&E not est.for childr.< 18 yrs. XELJANZ 10 mg 2xdly.: Use of combin.hormon. contracept./ HRT, HF, prev. ven. thromboembol., inherit.coagul. disord., malignanc., pts. underg.maj. surg.

Side effects: Comm.: Pneum., influ., h.zoster, UTI, sinus., bronchit., nasopharyng., pharyng., anaem., headache, hypertens., cough, abdom. pain, N&V, diarrh., gastrit., dyspeps., rash, arthralg., pyrex., periph. oedem., fatig., incr. blood creat. phosphokinase. Uncomm.: TB, diverticulis., pyelonephrit., cellulit., h.simplex, viral gastroenterit., viral infect., non-melan.skin cancers, leukopen., lymphopen., neutropen., dyslipidaem., hyperlipidaem., dehydrat., insomn., paraesth., dyspn., sinus congest., hepat.steatos., eryth., prurit., musculoskel. pain, joint swell., tendinit., incr.hep. enzym./ transaminas., abnorm. LFT, incr. GGT/ bld creatin./ bld cholelest./ LDL/ weight, ligam.sprain, musc. strain. Rare: Seps., uroseps., disseminat. TB, necrotiz.fasciit., bacteraem., staph. bacteraem., pneumocyst. Jirovecii, pneumon., pneumococc. pneum., bacter. pneumon., encephal., atypic. mycobact. infect., cytomegalovirus. infect., bacter. arthrit. V.rare: TB of CNS, cryptococc. meningit., mycobact. avium complex infect. Not known: Drug hypersens., angioed., urticar.
Special warnings and precautions: Ren./ hepat. impairm., avoid combinat. with biologics eg. TNF antagonists/ IL antagonists(1R/ 6R/ 17/ 12/ 23)/ anti-CD20 mAbs/ anti-integrins/ select.co-stimulat.modulat. & potent immunosuppress. incl. azathioprine/ ciclosporin/ tacrolimus due to incr. immunosuppress. & infect.risk, higher advers.events with XELJANZ + MTX vs. monother. in RA., ser./ fatal infects. report. theref. avoid in act. infects.incl. localis., consid.risks/ benef. in pts. with recurr.infects./ hist.of serious/ opportunist. infect./ endemic mycoses areas/ infect.predispos.condits. monit. for S&S of infect & interrupt treatm.for serious/ opportunist.infect./ sepsis., caut. in elderly/ diabetic pts. due to high. infect. incid., consid. lymphocyte counts for infect. risk, eval./test for latent/ act. TB before & during treat.,  treat. latent TB bef.initiat.ther., consid. anti-TB ther.in pts. with past TB/ risk facts., monit.for herpes virus reactivat. esp. herpes zoster., screen for viral hepatit.bef.initiat.ther. consid. malign. risks/ benef. bef. initiat.ther., lymphomas observ., monit. for NMSC in pts.at incr.risk for skin Ca., poss.high. NMSC risk with 10 mg 2xdly., pts.at high-risk for PE, chron.lung dis. pts. as more prone to infect., interstit.lung dis., monit.for GI perforat. S&S, manage CV risk facts., monit. liver enzymes periodic., caution with hepatotox.meds.incl. MTX., discont.if drug-induc.liv. injur.suspect., discont.in case of serious hypersens.react., monitor lymphocytes at baseline & 3 mnthly thereaft., monit. neutrophils & haemoglobin at baseline then aft. 4-8wks. of tream & 3 mnthly.thereaft., monit.lipid params.aft. 8 wks. & manage hyperlipidaem., update immunisats.bef.initiat.ther., avoid live vaccines dur./ immediat.bef.ther., consid.prophylactic zoster vaccin., lactose intol., may affect glycaem. contr.in diabet.mellit., women of childbear. potent.to use effect. contracept.dur.ther.& for at least 4 wks. aft.last dose, co-admin.of potent CYP3A4 inducers not recomm.

Interactions: Tofacitinib metabol.by CYP3A4 interact.with CYP3A4 inhibit./ induc.likely, AUC incr. with concom. potent CYP3A4 inhibit. (eg., ketoconazole)/ mod. CYP3A4 & potent CYP2C19 inhibitx. (eg., fluconazole)., decr.expos. with potent CYP inducers (eg., rifampicin), ketoconazole/ fluconazole/ tacrolimus/ ciclosporin incr tofacitinib AUC & Cmax, rifampicin decr. tofacitinib AUC & Cmax. , in RA pts. tofacitinib + MTX 15-25 mg 1xwkly slightly decr. MTX AUC & Cmax.
See also MDR page 722.
24.2
Immunostimulants
AVONEX (MDR Listing)

PLEGRIDY (MDR Listing)

REBIF (MDR Listing)
 XE "Betaferon" BETAFERON, Bayer [P/S]

Lyophilised inteferon beta-1b

Indications: Sngl.clinic.event suggest.of multiple scleros.to delay progress.to defin.multiple scleros. & sustain.neurolog.disabil., relapsing-remitt. multiple sclerosis in ambulatory pts. characteris.by at least 2 attacks of neurolog.dysfunct.over a 2 yr. period follow.by complete/ incomplete recov., second. progress.multiple scleros.

(S4) INJ, 30/34/0185, 0186
700474-003: 9,6 mill.IU(0,3 mg)/vial, 15 x 3  ml vials +15 pre-fill.syring.of dil., R7 849,19
Dosage: Adults: Recomm.dos: 8 mill.IU (0,25 mg) contain.in 1 ml of reconstit.sol inj.SC every other day. Dos.titrat.recomm.init.start.at 0,0625 mg (0,25 ml) SC every other day incr.slow.to 0,25 mg (1,0 ml) every other day. Titr.per.may be adjust.to indiv.toler.

Contraindications: Hypersens.hist.incl.human albumin, pregn., safety & effic.in childr.und.18 yrs. not est.

Side effects: V.common: Lymphocyte/WBC/ANC count decr., headache, insomn., incoordinat., abdom. pain, ALT incr., rash, skin disord., myalg., hyperton., urin. urgency, inj.site react., flu-like sympt., pain, fev., chill, periph.oed., asthen. Common: Lymphadenopathy, hypertens., dyspn., aspartate aminotransfer., impot., metrorrhag., inj. site necros., chest pain, malaise. Unknown freq: Anaemia, thrombocytopen., leucopen., thrombot. microangiopathy., haemolyt.anaem., anaphylact. reacts, capill.leak syndr.in pre-exist. monoclon. gammopathy, thyroid disords., hyperthyroid., hypothyroid., bld.triglycerid.incr., anorex., weight decr./-incr., depress., suic.attempt, confus., anx., emot.lability, convuls., dizzin., cardiomyopathy, tachycard., palpitat., vasodilatat., bronchosp., nausea, vomit., pancreatit., diarrh., bld. bilirub. incr., GGT incr., hepat.injur/fail., urticar., alopec., prurit., skin discolorat., arthralg., drug-induc.lupus erythematos., menstr.disord., menorrhag., sweat.
Warnings and special precautions: Capill.leak syndr.in pre-exist. monoclon.gammopathy, depress. & suicid.ideation a poss.S/E & pts.to be warn.& advis.to report sympts.immed., prev.or curr. depress.disords./suic.ideat., vir.dis.transmiss. risk, seiz. hist., immunogenicity potent., pancreatit. freq. assoc.with hypertriglyceridaem., concom immunomodulat. other than corticoids/ACTH not recomm., concom.meds.aff.haematopoet.syst., women of childbear.potent., inform pt.of potent. hazard & recomm.to discont.ther.should a woman become pregn./plan pregn., potent.ser.adverse react. risk in inft.theref.discont.dur.lactat., meds. assoc.with hepatoxic./comorbid med.condits., monit.ser.transamin.lev.& discont.ther.if clinic. sympt. ie.jaund., monit.pre-exist.card.disords.esp. dur.init.ther., discont.treatm.if cardiomyopathy link.to ther.occurs,, advise pt.to seek medic.advice in event of broken skin at inj.site., asept.inj. techniq. & rotate sites, myelosuppress., monit.ren. funct.in pts.who devel.neutropen./fev./infect., sympts suggest. pulm.arter.hypertens., discont. treatm. if clin.sympts. & lab.find.consist.with thrombot. microangiopathy &/haemolyt.anaem. occ. & manage as clinic.indicat., bld. exam.bef. init.& dur.ther.advis., thyroid dysfunct.hist.

Interactions: Concom.drugs with narr.therap. index largely depend.on hepat.cytochrome P450 syst.clear. 

 XE "Copaxone " COPAXONE, Teva [P/S]

Glatiramer.

Indications: Treatm.of pts.who hav.exper.1st well-defin. clinic.episod.& determin.at high risk of develop.clinic.definite.multiple scleros.(ie 1st episod. bas.on McDonald criter.& 2 or more gadolinium enhanc.les.in diamet.of 6 mm or more on MRI), reduc.relapse freq.in ambulat.pts. with relaps.remitt.multiple scleros.charact.by at least 2 neurolog.dysfunct.attacks over preced.2 yr. period. It is NOT indicat.in prim./second. progress.MS

(S4) SOL FOR INJ. A40/34/0258.

708286-001: 20 mg/pre-fill.syr., 28x1 ml pre-fill. syr., R6 100,00
Dosage: Initit.of treatm.supervis.by neurolog./ exper.physic. Pts.to be instruct.on self-inj. techniq. und.prof.healthcare supervis.
Adults: Recomm.dos: 20 mg admin.SC once dly. Long-term treatm.to be decid.on indiv.basis.

Side effects: V.common: Infect., influenza, anx., depress., headache, vasodilat., dyspn., naus., rash, arthralg., back pain, asthen., chest pain, inj.site reacts., pain. Common: Bronchit., gastroenterit., H.simplex, otit.med., rhinit., tooth abscess, vag.candidias., benign.skin neoplasm, neoplasm, lymphadenopathy, hypersens., anorex., incr.weight, nervousn., dysgeus., hyperton., migraine, speech disord., syncope, trem., diplop., eye disord., ear disord., tachycard., palpitat., cough, season.rhinit., anorect.disord., constipat., dysphag., dent.caries, dyspeps., fac. incontin., vomit., LFT abnormalit., ecchymos., hyperhidros., prurit., skin disord., urticar., neck pain, micturit.urgency, pollakiur., urin.retent., chills., fac.oed., inj.site atrophy, loc.react., periph. oed., oed., pyrex. Uncommon: Abscess, cellulit., furuncle, H.Zoster, pyelonephrit., skin Ca, leucocytos., leucopen., splenomegaly, thrombocytopaen., lymphocyte morphology abnormalit., ecchymos., lymphadenopathy, goitre, hyperthyroid., alcoh.intol., gout, hyperlipidaem., incr.bld.Na, ser.ferritin decr., abnorm.dreams, confus., euphor.mood, hallucinat., hostility, man., personal.disord., suic.attempt, carpal tunnel syndr., cognit.disord., convuls., dysgraph., dyslex., dyston., mot. dysfunct., myoclon., neurit., neuromusc.block., nystagm., paralys., peroneal nerve palsy, stup., vis.field defect, cataract, corn.les., dry eye, eye haemorrh., eyelid ptos., mydrias., optic atrophy, extrasystol., sin.bradycard., paroxysm.tachycard., varic.vein, apnoea, chok.sensat., epistax., hyperventilat., laryngosp., lung disord., colit., colon.polyp, enterocolit., eructat., oesophag.ulc., periodontit., rect.haemorrh., enlarg.saliv.gland, cholelithias., hepatomegaly, angoed., cont. dermatit., erythema nodos., skin nodule, arthrit., bursit., flank pain, musc.atrophy, osteoarthrit., haematur., nephrolithias., urin.tract disord., urine abnormal., abort., breast engorgem., ED, pelv. prolapse, priap., prostat.disord., cervix smear abnormalit., testic.disord., vag.haemorrh., vulvovag. disord., cyst, veisalgia, hypotherm., immed.post-inj.react./-site inflammat., necros., muc.membr.disord., post vaccinat.syndr. Post market: Anaphylax., sev.liv.injury occur.days to yrs.aft.treatm.init.

Special warnings and precautions: As precaut. meas.best to avoid in pregn.unless benefit outweighs foet.risk, do not admin IM/IV, advis.pt.of poss.short-liv.& spontan.resolv. vasodilat./ chest pain/dyspn./palpitat.or tachycard. sympts within mins.of admin., pre-exist. card.disord., in ser.reacts.instit.appropr. treatm.& discont.ther., ren.impairm., consid. discont. in clinic.signif.liv.injury, eval.risk vs.benef. of breast feed., insuffic.info on use in childr.<12 yrs.theref.do not use., not stud.in elderly,

Interactions: Not formal.eval., as in-vitro work suggests it’s high.plasma prot.bound.monit. concom. prot.bound subst.

 XE "Mozobil" MOZOBIL, Sanofi-Aventis
Plerixafor

Indications: Enhanc.mobilisat.of hematopoiet. stem cells (HSCs) to the periph.bld.for collect & subseq. autolog.transplantat.in pts.with lymphoma & multiple myeloma (MM)

(S4) SOL.FOR INJ, 44/32.2/0546. 20 mg/ml.
715940-001: 24 mg, 1x1,2 ml vial, R50 991,67
Dosage: Do not mix.with other med.prods.in same inj.
Recomm.dos: 0,24 mg/kg BW by SC inj. 6-11 hrs prior to apheresis follow. 4 days of treatm.with G-CSF. Use for 2-4 (up to 7) consecut.days.

Dose in ml = 0.012 x act. BW (kg) (obtain.weight within 1 wk of 1st dos.)

Contraindications: Pregn/lactat., not intend.for use in pts. with leukaem.

Side effects: Extrasystol., vertigo, eye swell., GI disords., inj.site reacts., fatig., malaise, asthen., influenza like illn., irritab., procedur.hypertens./ naus., incr.aspartate aminotransfer., decr.appet., hypocalcaem., hyponatraem., hypophosphataem., arthralg., musculoskelet.pain/stiffn., musc. weakn., neck pain, headache, dizzin., dysgeus., insomn., anticipat.anx., anx, nightmare, pollakiur., sin. congest., hyperhidros., erythem., cold sweat, ecchymos., hypoaesthes.fac., night sweats, urticar., flush., hypotens., spleen enlarg., orthostat. hypotens., syncope, leukocytos., thrombocytopen., MI, paraesthes.

Warnings and special precautions: Monit. white bld cell counts dur.use, exerc.clinic.judgm. when admin Mozobil to pts.with periph.bld. neutrophil counts > 50 000 cells/µl., monit.platelet counts in all pts.underg.apheres., tumour cell mobilisat. in lymphoma/MM pts.poss., poss. system./ vasovag.reacts., eval.pts.report.left upper abdom. pain &/scapul./should.pain for splen. integrity., no formal drug interact.stud.conduct., teratogen.in animals, ensure effect.contracept.in women of childbear.potent dur.treatm., elderly, ren. impairm, weight > 175% of ideal BW not investig., safety & effic.in paeds.not est.
 XE "Pegasys" PEGASYS, Roche [P/S]
Peginterferon alfa-2a 

Indications: HBeAg posit.& negat.chron. hepatit. B.non-cirrhot.& mild.cirrhot.adult pts.with compensat. liv.dis.& evid.of vir.replicat./liv inflamm., in combinat.with ribavirin for chron. hepatit. C non-cirrhot.& mild.cirrhot.adult pts.with elev. transaminases & compensat.liv.dis.

(S4) INJ, 38/26/0180

704197-001: 180 µg/0,5 ml, sngl.pre-fill.syr., R4 848,85
Dosage: Exper.physic.supervis. Limit.SC admin.to abdom.& thigh.

Chron.hepatit.B&C: Recomm.dos.alone/combin. with oral ribavirin: 180 µg once wkly x48 wks. Durat. of combin.ther.& dly.ribavirin dos.indiv. based on pts.viral genotype. See manuf.lit.

Dos.reduc.recomm.if ANC < 750 cells/ mm3  Suspend treatm when ANC count bel. 500 cells / mm3 until ANC count returns to 1 000 cells/ mm3. Re-instit.ther.at 90 µg & monit neutrophil count. Dos.reduct.to 90 µg recomm.if platel.count < 50 000/ mm3. Discont.ther.if platel.count bel. 25 000/mm3.

Contraindications: Mod to sev.hepat.impairm., hypersens.to E.coli-deriv.prod./polyethylene glycol, auto-immune.hepatit., safety & effic.not est.in pts. und.18 yrs., pregn., lactat., men with pregn partn., sev.pre-exist.card.dis.incl.unstable/uncontroll. card.dis.in prev.6 mnths., auto-immune dis.hist., decompensat liv.cirrhos.

Side effects: Decr.in WBC& ANC within 1st 2 wks., decr.platel.count., anaem., thyroid funct. abnorm./worsen.thyroid disords., psych.disords. incl. hallucinat./suicide ideat./attempt, depress., palpitat., cerebr.haemorrh., hypertens., supraventric. arrhythm., CHF, chest pain, MI, atrial fibrillat., CNS effs.incl.memory impairm./coma, periph. neuropathy, hepat.decompensat., sev.ac. hypersens.reacts., exacerbat.of auto-immune dis., psorias.& sarcoidos.exacerbat./provocat., fev., ser.infects., ocul.changes incl.papilloed./retin. haemorrh./-detachm., pulm./resp.effs.with fatal interstit.pneumonit., pulm.embol., epistax., URTI, bronchit., oral candidias.,H.Simplex, skin infect., endocardit., otit.externa, hepat.neoplasms, SLE, sarcoidos., thyroidit., anaphylax., idiopath./ thrombot. thrombocytopen.purpura, rheumat. arthrit., hypothyroid., hyperthyroid., diabet., diabet. ketoacidos., anorex., vertigo, earache, hear.loss, exert.dyspn., cough., GI disturbs.incl.haemorrh., dry mouth, mouth ulcerat., gingiv.bleed., pancreatit., alopec., skin reacts., incr. sweat., tox. epiderm.necrolys., Stev.-John syndr., angioed., erythema multiforme, myalg., arthralg., back-/bone pain, arthrit., musculo-skelet. pain, musc.cramps /weakn., myosit., impot., rigors, asthen., pain, inj. site react., flu-like illn., malaise, hot flushes, decr. weight, subst.overdos., electrol.disturbs., hypoglycaem. /-glycaem., elev.trigylcerid.

Special precautions: Fatal/life threaten. neuropsych./ autoimmun./ischaem.& infect. disords. poss.caus./aggrav.theref.discont.with persist. sev./worsen.signs of above mention. condits., ref.to ribavirin prod.info., std. haematlogic. & biochemic.lab.test recomm.prior to init. ther.rep.at 2-4 wkly.interv., mnthly pregn.test with combinat.ther., withdr.ther.if S&S are persist. sev./worsen., concom.potent. myelosuppress. agents, eval.TSH & T4 lev.prior to init ther., depress. hist., monit.for evid.of depress./psych. disords.& discont.if sympts.develop, monit.pts. with CV dis.& take ECG prior to init ther., poss reduc./discont.dos of ribavirin in CV disords.& anaem., determ.cause of persist.fev., discont.if ALT incr.signific./worsen. ophthalmolog. condits./ imp.pulm.funct./worsen.psorias., auto-immune dis., eye exam.recomm.prior treatm., diab.mellit., hypertens., safety & effic.not est.in liv. transplantat., incr lactic acidos.risk in HIV pt. receiv. HAART, HIV co-infect pts with advanc. cirrhosis rec.HAART and ribavirin at incr risk of hepat decompensat.& poss.death, monit Child-Pugh score in HCV/HIV, adeq.contracept., ren. impairm., concom.theophylline, contin.with monother. if intol.to ribavirin.

Drug interactions: Inhibit of cytochrome P450 1A2 activ., inapprop.to mix with other meds.
 XE "Rebif" REBIF, Merck [P/S] 
Inteferon beta-1a

Indications: Relapsing remitt.multiple scleros.in ambulat. pts. characteris.by at least 2 recurr. attacks of neurologic.dysfunct. over preceed.2 yrs.

(S4)REBIJECT 22 INJ, 34/34/0096. 22 µg/0,5 ml.
717085-001: 12 x prefil.syr., R7 084,67
(S4) REBIJECT 44 INJ, 35/34/0188. 44 µg/0,5 ml

717093-001: 12 x prefil.syr., R7 892,32
(S4) REBIDOSE 22 PEN, 34/34/0096. 22 µg/0,5 ml.
890887-007: 12x prefill.pen., R6 859,67
(S4) REBIDOSE 44 PEN, 35/34/0188. 44 µg/0,5 ml

898891-004: 12x prefill.pen., R7 641,67
Dosage: Pre-fill.syr.recomm.for first 4 wks. of init.treatm. as pre-fill. pen not suitab.for dos.init. Admin.3x/wk. on same day of wk.& at same time of day.

Rebiject (pre-fill syr.): Init.22 µg SC 3x/wk. accord.to manufact.prod.lit. When init.ther.to reduc. adverse effs.admin.4,4 µg (0,1 ml) dur.first 2 wks , then 11 µg (0,25 ml) in 3rd & 4th week & then 22 µg (0,5 ml) from 5th week onwards. Incr.dos.only in case of clear clinic.need. Eval.recomm.aft.2 yrs. Dos.of Rebif 44: 44 µg SC 3x/wk.accord.to manufact.prod.lit.

Rebidose (pre-fill.pen): Adults and adolesc. ≥16yrs: Recomm.dos: 44 µg (12 mill.IU) 3x/wk. When init.ther.to reduc.adverse effs.admin.8,8 µg 3x/wk. dur.first 2 wks, then 22 µg 3x/wk.in 3rd & 4th week & then 44 µg  from 5th week onwards.

Rebif 22 µg is also given 3x/wk & is recomm.for pts. who cannot toler.high.dos.in view of treat. special.

Contraindications: Human albumin hypersens., pregn.& lactat., sev.depress.&/suicid.ideation, inadeq.control.epilep., seiz.hist., childr.und.16 yrs.
Side effects: Neutropen., lymphopen., leukopen., thrombocytopen., anaem., thrombot.microangiop. incl. thrombot.thrombocytopen.purpura/haemolyt. uraem. syndr., pancytopen., hypothyroid./ hyperthyroid., GI disords., anaphylact.reacts., asymptomat. transamin.incr., sev.elev.in transaminas., hepatit.with/-out icterus, hepat.fail., autoimmune hepatit., depress., insomn., suic.att., depersonalisat., headache, seiz., trans.neurolog. sympts., retin.vasc.disords., prurit., rash, erythemat. rash, maculo-papul.rash, urticar., Quincke’s oed., erythem.multiforme, Stev.Johns. syndr., hair loss, myalg., arthralg., drug-induc. lupus erythematos., inj.site inflammat./reacts/ pain. necros./abscess./infects/cellulit., influenza-like sympts., fatig., rigors, fev., incr.sweat., dizzin., anorex., palpitat., arrhythm., anx., vasodil., developm. of ser.neutralis.antibod.which may atten. respons.

Warnings and special precautions: Treatm. init. und.supervis.of experienc.physic., discont.if prog. multiple scleros.devel., abort.potent., adeq. contracept. in women of child-bear.age, inform those becom.pregn.of potent.hazards to the foetus, depress.& suicid. ideation pts.advis.to report sympts. immed., hist.of seiz.& depress., pre-exist. card. dis., discont.& treat promptly if thrombot. microangiop. manifest.as thrombot. thrombocytopen. purp./haemolyt.uraem.syndr. (HUS) presents, inj.site necros., period.review.of pt. self-admin., skin break.assoc.with swell./fluid drain. from inj.site, discont.unt.heal.has occur.if pt. has multip.les., sngl.les.contin treatm.provid. necros. not too extens., monit.bld.& platelet counts/ thyroid funct./chem.& liv.funct.tests recomm., signific.liv.dis., alcoh.abuse, sev.ren.& hepat. fail., discont.if icterus/other clinic.sympts./ liv. dysfunct.appear, sev.myelosuppress., concom. drugs with narr.therapeut.index largely depend.on hepat. cytochrome P450 syst.clear., eval.pts aft 2yrs on treatm.recomm.& long-term treatm made on indiv.bas.

See also MDR page 436.
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 XE "Desferal" DESFERAL, Novartis [P/S]

Desferrioxamine mesylate.
Indications: Fe overload, ac.iron poison., chron. Al overload, diagn.of Fe storage dis./Al overload.

(S4) INJ. H2791 (Act 101/1965). 500 mg/vial

719110-009: 5x5 ml, R3 049,76
Dosage: Chron.Fe overload: Indiv.dos.& mode of admin. to childr. & adults accord.to Fe burden sever. Ferritin.val.fall.bel.1000 ng/ml incr.risk of Desferal toxic. Admin.low.effect.dos. Mean dly. dos. not to exceed 40 mg/ kg in childr.und.3 yrs.
Childr.& adults:

Serum Ferritin lev.< 2 000 ng/ml:25 mg/kg/day. Serum Ferritin lev.2000-3000 ng/ml:35 mg/kg/day. High.lev.may requir.up to 55 mg/kg/day. Aveg.dly.dos.is betw.20-60 mg/ kg/ day. Inadvis.to regular.exceed.average dly.dos. of 50 mg/kg/day.

Slow SC admin: by means of an infus.pump over 8-12 hrs.for ambul.pts. 5-7x/wk. depend.on severity is regard.as effect.

See lit.for IV infus.dur.bld.transfus./contin.IV infus or IM admin.instructs.

Vit.C to be given as an adjunct aft.an init.mnth.of reg.ther at dos.of up to 200 mg dly. Childr.und.10 yrs: 50 mg & 100 mg for old.childr. Do not admin. Vit.C.to pts.with card.fail.

Ac.Fe poison: Contin.IV admin.prefer.rate of infus: 15 mg/kg/hr and should be reduc.as soon as situat. permits, usual.aft.4-6 hrs. Do not exceed 80 mg/kg in any 24 hr period.Effectiven.of treatm.depend.on adeq.urin.output to ensure Fe complex ferrioxamine excret.

Al overload in pts.with end stage ren.fail: Al eliminat. is incr.by dialys. Admin.once-wkly.5 mg/ kg as slow IV infus.dur.last 60 mins.of a dialysis sess.for pts.with post-desferrioxamine test ser.Al lev.up to 300 ng/ml & admin.by slow IV infus.5 hrs. prior to dialys.sess.for post-desferrioxamine test ser.Al lev.above 300 ng/ml. Aft.1st.3-mnth.course foll.by 4 wk. wash out period do an infus.test. If 2 success.infus.tests peform.at 1 mnth.interv.yield levels <50 ng/ml above baseline discont.recomm.

Pts.on CAPD or CCPD: Give 5 mg/kg once wkly. by the intraperiton.route prior to final exchange of the day. May also be giv.IM/slow infus./IV/SC. See manuf.lit.for instructs.for use.

Contra-indications: Pregn.& lactat.

Side effects: Loss of vis., scotoma, retin. degenerat., optic.neurit., cataracts, decr.vis.acuity, blurr.vis., night blindn., vis.field defects, col.vis. impairm., corn.opacit., hear.disturbs., incr.infect. suscept.in Fe overload pts., mucormycos., enterit. Yersinia, bld.dyscras. incl.thrombocytopen., red-brown. urine discolourat., anaphylax., angioneurot. oed., headache, neurolog.disturbs., precipit./ exacerbat.of Al-relat.dialys. encephalopathy, periph.neuropathy, paraesthes., deafn. neurosensory, tinnnit., hypotens.if admin. precaut. not follow., asthma, ac.resp.distress syndr., lung infiltrat., GI disturbs., urticar., gen.skin rash, arthral./ myalg., growth retardat. & bone disords, ren. impairm., loc.reacts., pyrex.
Warnings and special precautions: Teratogenicity in animals, Fe excret.to be determin. bef./aft.Vit.C admin., rapid IV infus.poss. lead to hypotens./shock, vis.& audit.disturbs.with high dos.esp.when plasma ferrit.lev.are low, sev. ren.fail., growth retard.in pts.<3 yrs & those with low ser.ferritin lev.on high dos., ac.resp.distress with excess.high IV dos.in ac.Fe intoxicat.& thalassaem.pts., if pt.develops fev.accomp.by pharyngit./ac.enterit./abdom.pain withdr.treatm.& instit.approp.bact.tests & suit.antibiot.treatm., resum. treatm.once infect.clear., monit.bm & longitudin.growth in child., pass.into breastmilk, do not give in dos.high.than recomm., poss.card. funct.impairm.with high Vit.C dos. theref.do not exceed Vit.C dos.of 200 mg/day in div.dos., monit. card.funct.in concom Vit.C ther., audiolog.& ophthalmolog. tests recomm.bef.start ther./reg. interv.theraft.& discont.immed.if disturbs.occur, neurolog. dysfunct.poss.exacerbat.in Al-relat. encephalopathy with high dos., poss.dialys. dement. onset precipit., poss. decr.ser.Ca & aggrav. of hyperparathyroid in Al-overload,

Drug interactions: Poss.impair.consciousn.with prochlorperazine, imp.card.funct.with vit.C dos. >500 mg/day, heparin inj.sol.incompatibil., Gallium 67-imag.results poss.disosrt.because of rapid urin. excret.of Desferal-bound Gallium 67 theref.discont. 48 hrs.prior to scintigraphy advis., saline 0,9% not solv.for dry subst.but can be employ.aft.reconst. with H20 for furth.dilut.

 XE "Exjade" EXJADE, Novartis [P/S]

Deferasirox.
Indications: Chron.Fe overload due to bld. transfus. in adults & paed.pts.(aged 2 yrs.& over), chron.Fe overload in non-transfus.dependen thalassem.syndr.in pts.10 yrs & old. Ther should be init.when there is evid.of Fe overload (liv.iron concentrat.(LIC) ≥ 5 mg Fe/g dry weight (dw) or ser.ferritin consist.>800 microgram/L.
(S4) DISPERS.TABS, A40/27/0267, 0268

708147-001: 250 mg, 28, R7 724,37
708148-001: 500 mg, 28, R15 446,75
Dosage: Take on an empty stomach 30 mins.bef. food.pref.at same time each day dispers.in 100-200 ml water/apple or orange juice.
Do not chew or swallow whole. Do not dispers.in carbonat. drinks, milk not recomm

Transfus.Fe overload: . Commenc. ther. aft. transfus.of approx.20 units (equiv.100 ml/kg pack. red bld.cells) or when chron.Fe overload pres. Calc. dos.in mg/kg round.to nearest whole tab. Indiv. accord.to anticipat.clinic.benef.& chelat.ther.risks. Dos. recomm.for paed.pts.same as for adults. When calc.paed.dos.take change in weight into account.
Start.dos: Determ.by bld. transfus.freq. Recomm. init.dly.dos: 20 mg/kg bw. Init.dly.dos.of 30 mg/kg poss.consid.for pts.rec.more than 14 ml/kg/mnth of pack.red bld.cells (approx.>4 units/mnth for an adult). Init.dly.dos.of 10 mg/kg poss.consid.for pts. rec.less than 7 ml/kg/mnth of pack.red bld.cells (approx.< 2 units/mnth for an adult). For pts.well manag. with deferoxamine treatm.consid.an Exjade start.dos. numeric.half the deferoxamine dos. (eg. deferoxamine 40 mg/kg/day x5 days/wk. or equiv.could be tfd.to an Exjade start.dly.dos.of 20 mg/kg/day).

Maint: Adjust every 3-6 mnths.base.on trends in serum ferritin. Dos.adjustm.made in steps 5-10 mg /kg tailor.to respon.& ther.goals. When not adeq. control.with 30 mg/kg dos.of up to 40 mg/kg may be consid. Dos.above 40 mg/kg not recomm.as exper.limit. Consid.dos.reduct.in 5-10 mg/kg steps when ser.ferritin lev.reach.target (usually betw. 500-1 000 mcg/L) to maint.ser.lev.within target range. If ser.lev.fall consistent.bel.500 mcg/L consid. treatm.interupt.

Non-transfus.dependen thalassem.syndr: Only init.ther.in pres.of Fe overload (ie ser.ferrit.consist. >800 mcg/L). Start dos: recomm.init.dly dos. 10 mg/kg bw. Dos.adjustm: Monit.ser.ferritin mnthly. Every 3-6 mnths.consid.dos.incr.in 5-10 mg/ kg increm.if ser.ferritin is consist. >2 000 mcg/L and not show.downward trend & tol. good. Dos.above 20 mg/kg not recomm.as no exper. Pts.where ser.ferritin.is equal to or less 2 000 mcg/L dos.should not to exceed 10 mg/kg. Where dos.incr.>10 mg/kg dos.reduct.to 10 mg/kg or less is recomm.when ser.ferritin.is equal or less than 2 000 mcg/L. Once satisfact. body Fe lev of ser.ferritin.<300 mcg/L achiev.treatm.should be interupt. Re-init.treatm.when chron.Fe overload pres.in clinic.monit.

Contraindications: Creatinine clear. <60 mL/ min.), concom.repaglinide, high risk myelodysplast. syndr., haematologic.& non-haematologic.malign. with surviv.rate <1 yr.not expect.to benef.due to rapid progress.of their dis., sev.hepat.impairm., pregn.& breast feed., 

Side effects: GI disturbs.incl.haemorrh.& ulc., skin rash, elev.liv.transaminas, hepat.fail.with fatalit.most.with signific.co-morbidit., high freq. hear.loss, lenticul.opacit., mild dos.depend.non-progress. incr.in ser.creatinine gen.within norm. range, anx., sleep disords., headache, dizzin., maculopathy, optic neurit., pharyngolaryngeal pain, oesophagit., hepatit., cholelithias., prurit., pigmentat. disords., erythema multiforme, proteinuria., Fanconi’s syndr., pyrex., oed., fatig.,ac.ren.fail., leukocytoclast.vasculit., urticar., alopec., hypersens.reacts. incl.anaphylax., bld. dyscras., ren.tubulopathy main.in childr.& adolesc. with beta-thalassaem.& ser.ferritin lev. <1 500 mcg/L

Warnings and special precautions: Concom. drugs with ulcerogen.potent.& anticoags.incr.GI complicat.risks, most hepat.fail.reports involv. signif. comorbidit.incl.liv.cirrh & multi-org.fail with some fatal outcomes report., indiv.ther.bas.on anticipat.clinic.benef.& risks, elderly, assess.ser. creatinine &/or creatine clear.in duplic.bef.init. ther. & monit.mnthly thereaft., monit.ser. creatinine &/or creatine clear.wkly.in 1st mnth.aft. init./ ther.modificat.& mnthly thereaft.in pts.with pre-exist.ren.condit./concom.ren.depress.ther., ren. tubulopathy report.predomin.in childr.& adolesc. with beta-thalassaem.& ser.ferrit.lev. <1 500 mcg/L, adeq.hydrat.in diarrh.& vomit., reduc. dly.dos.in adults by 10 mg/kg unexplain. non-progress.rise by 33% above aveg.pre-treatm. measurem.at 2 consec.visits, reduc.paed.dos.by 10 mg/kg if ser.creatin.lev.rise above age-appropr. ULN at 2 consecut.visits., if ser creatin.incr. progress. above ULN interrupt.ther.which may be re-init.depend.on indiv.clinic.circumst., monit.liv. funct.bef.init.ther./2 wkly.dur.1stmnth.& mnthly thereaft.& interrupt.ther.if unexplain.persist.& progress.ser.transaminas.lev.report., monit.for S&S of GI ulcerat.& haemorrh., poss.interrupt.of treatm.necess.for sev.skin rash.but may be re-introduc. aft.rash resolut.at low.dos.follow.by grad. dos. escalat., audit.& opthalm.test.recomm.bef. treatm. & at reg.12 mnthly interv., discont.if unexplain. cytopaen.develops & consid.reintroduct. once cytopen.cause elucidat., toxic.risks incr.with inapprop.high dos.to pts.with low Fe burden or only slightly elev.ser.ferrit.lev., monit.bm.& longitudin. growth in paeds.at 12 mnthly.interv., do not combine with other Fe chelat.ther.as safety not est., lact.intol., do not admin.with concom. Al-contain. antacid.preps., monit.concom.theophyll. conc., reproduct.toxic.& extens.excret.in matern. milk in animals.

Drug interactions: GI complicat.risk incr.with known ulcerogen.potent.drugs & anticoags., decr. effic.of subst.metabol.through CYP3A4, expos. decr. by potent UDP-glucuronosyltransferase induc., AUC & Cmax.of repaglinide (a CYP2C8 substrate) incr.theref.interact.with other CYP2C8 substrates cannot be excl., AUC of theophylline (a CYP1A2 substrate) incr. theref.interact.with other CYP1A2 substrates poss.,incr.bioavail.when taken with food.

 XE "Jadenu" JADENU, Novartis [P/S] 
Deferasirox.
Indications: Chron.Fe overload due to bld. transfus. in adults & paed.pts.(aged 2 yrs.& over), chron.Fe overload in non-transfus.dependen thalassem.syndr.in pts.10 yrs & old., ther should be init.when there is evid.of Fe overload (liv.iron concentrat.(LIC) ≥ 5 mg Fe/g dry weight (dw) or ser.ferritin consist.>800 microgram/L.
(S4) TABS, 50/27/0769, 0770

3002164-001: 180 mg, 30, R8 276,14
3000794-001: 360 mg, 30, R16 550,07
Dosage: Take on an empty stomach/with light meal.pref.at same time each day. Swallow whole/crush and sprinkle over soft food & consume immed. Tabs have high.bioavailabil. compar. to disp.tabs.

Transfus.Fe overload: . Commenc. ther. aft. transfus.of approx.20 units (equiv.100 ml/kg pack. red bld.cells) or when chron.Fe overload pres. Calc. dos.in mg/kg round.to nearest whole tab. Indiv. accord.to anticipat.clinic.benef.& chelat.ther.risks.

Dos. recomm.for paed.pts.same as for adults. When calc.paed.dos.take change in weight into account.

Start.dos: Recomm.init.dly.dos: 14 mg/kg. Init. dly.dos.of 21 mg/kg poss.consid.for pts.rec.more than 14 ml/kg/mnth of pack.red bld.cells (approx. >4 units/mnth for an adult) where object.is reduct. of Fe overload. Init.dly.dos.of 7 mg/kg poss.consid. for pts. rec.less than 7 ml/kg/mnth of pack.red bld. cells (approx.< 2 units/mnth for an adult) where object. is body Fe lev.maint. For pts.well manag. with deferoxamine treatm.consid.an Jadenu start. dos.numeric.one third the deferoxamine dos. (eg. deferoxamine 40 mg/kg/day x5 days/wk. or equiv. could be tfd.to an Jadenu start.dly.dos.of 14 mg/ kg/ day).
Dos adjust: Adjust every 3-6 mnths.bas.on trends in serum ferritin. 

Non-transfus.dependen thalassem.syndr: Only init.ther.in pres.of Fe overload (ie ser.ferrit.consist. >800 mcg/L). Exerc.caut.if no LIC assessm.avail. Start dos: Recomm.init.dly dos.7 mg/kg bw. 

Dos.adjustm: Monit.ser.ferritin mnthly. Every 3-6 mnths.consid.dos.increm.of 3,5-7 mg/ kg if ser. ferritin is consist.>2 000 mcg/L and not show. downward trend & tol.good. Dos.above 14 mg/kg not recomm.as no exper.avail. Pts.where LIC not assess.& ser.ferritin.is equal to or less 2 000 mcg/L dos.should not to exceed 7 mg/kg. Where dos.incr.>7 mg/kg dos.reduct.to 7 mg/kg or less is recomm.when ser.ferritin.is equal or less than 2 000 mcg/L.

Once satisfact. body Fe lev of ser.ferritin.<300 mcg/L achiev.treatm.should be interupt. Re-init.treatm.when chron.Fe overload pres.in clinic.monit.

Contraindications: Creatinine clear. <60 mL/ min.), concom.repaglinide, high risk myelodysplast. syndr., haematologic.& non-haematologic.malign. with surviv.rate <1 yr.not expect.to benef.due to rapid progress.of their dis., sev.hepat.impairm., pregn.& breast feed.

Side effects: V.common: Incr.bld creatin. Common: Headache, diarrrh., constipat., N&V, abdom.pain & distent, dyspeps., incr.transaminas., rash, prurit., proteinur. Uncommon: Anx., sleep disord., dizzin., early cataract, maculopathy, hear. loss, pharyngolaryng.pain, gastrit., GI haemorrh., gastr. ulc., duod.ulc., hepatit., cholelithias., pigmentat. disord., ren.tubulopathy, pyrex., oed., fatig. Rare: Opt.neurit., oesophagit., erythema multiforme. Post market: Ac.ren.fail., anaem., hepat.fail., Stev.Johns.syndr., leukocytoclast. vasculit., urticar. alopec., hypersens. reacts.incl. anaphylax., cytopen.most.assoc.with pre-exist. haematolog.disords.freq.assoc. with bone marr. fail., ren ser.ferrit.lev.<1 500 mcg/L
Warnings and special precautions: Concom. drugs with ulcerogen.potent.& anticoags.incr.GI complicat.risks, most hepat.fail.reports involv. signif. comorbidit.incl.liv.cirrh & multi-org.fail with some fatal outcomes report., indiv.ther.bas.on anticipat. clinic.benef.& risks, elderly, monit.bm.& longitudin. growth in paeds.at 12 mnthly.interv., do not combine with other Fe chelat.ther.as safety not est., mnthly ser.ferrit.monit.recomm.to assess respons. & avoid over chelat., monit.ren.& hepat. funct.with high dos.& if lev.close to target range, assess. ser. creatinine &/or creatine clear.in duplic. bef.init. ther. & monit.mnthly thereaft., monit. ser.creatinine &/or creatine clear.wkly.in 1st mnth. aft.init./ ther.modificat.& mnthly thereaft.in pts.with pre-exist.ren.condit./concom.ren.depress. ther., do not admin.if creatin.clear.<60 mL/min., ren. tubulopathy report.predomin.in childr.& adolesc. with beta-thalassaem.& ser.ferrit.lev. <1 500 mcg/L, adeq.hydrat.in diarrh.& vomit., reduc. dly.dos.in adults by 7 mg/kg unexplain. non-progress. rise by 33% above aveg.pre-treatm. measurem. at 2 consec.visits, reduc.paed.dos.by 7 mg/kg if ser.creatin.lev.rise above age-appropr. ULN at 2 consecut.visits., if ser creatin.incr. progress. above ULN interrupt.ther.which may be re-init. depend.on indiv.clinic.circumst., monit.liv. funct. bef.init.ther./2 wkly.dur.1stmnth.& mnthly thereaft. & interrupt.ther.if unexplain.persist.& progress. ser.transaminas.lev.report., monit.for S&S of GI ulcerat.& haemorrh., poss.interrupt.of treatm. necess.for sev.skin rash.but may be re-introduc. aft.rash resolut.at low.dos.follow.by grad. dos.escalat., in sev.case.reintroduct.may be combin. with oral steroids, do not reintroduce.if sev. hypersens.reacts.exper., audit.& opthalm.test. recomm. bef.treatm.& at reg.12 mnthly interv., discont. if unexplain.cytopaen.develops & consid. reintroduct. once cytopen.cause elucidat., reproduct. toxic.& extens.excret.in matern.milk of anim.

Interactions: Do not admin.with concom. Al-contain. antacid.preps., GI complicat.risk incr.with known ulcerogen.potent.drugs & anticoags., decr. effic.of subst.metabol.through CYP3A4, decr. expos.by potent UDP-glucuronosyltransferase induc., AUC & Cmax.of repaglinide (a CYP2C8 substrate) incr.theref.interact.with other CYP2C8 substrates cannot be excl., AUC of theophylline (a CYP1A2 substrate) incr. theref.interact.with other CYP1A2 substrates poss., incr.bioavail.when taken with food.

See also MDR page 534.
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ATGAM (MDR Listing)

BLITZIMA (MDR Listing)

COSENTYX (MDR Listing)

ERBITUX (MDR Listing)

KIENDRA (MDR Listing)

PREVENAR (MDR Listing)

PROLIA (MDR Listing)

SYNAGIS (MDR Listing)

VECTIBIX (MDR Listing)

VPRIV (MDR Listing)

 XE "Actemra" ACTEMRA, Roche [P/S]

Tocilizumab

Indications: Mod.to sev.act.rheum.arthrit.in combin. with methotrexate in adults who have respond. inadeq./intol.to prev.ther.with one or more dis. modif.anti-rheum.drugs or tumour necros. factor antagon., as monother.in act.rheum. arthrit. when intol.to methotrex./cont.methotrex. ther. inappr., IV also: act.system.juven.idiopath. arthrit. in combin.with methotrexate in pts ≥ 2 yrs. who have respond.inadeq.to prev.ther.with NSAIDs & system.corticoster.or as monother.when intol.to methotrex./methotrex.treatm.inappr.

(S4) IV INFUS, 43/30.1/0944, 0945, 0946. 20 mg/ml

715813-001: 80 mg/4 ml, 1 vial, R1 228,27
715814-001: 200 mg/10 ml, 1 vial, R3 070,68
715815-001: 400 mg/20 ml, 1 vial, R6 141,35
Dosage: See product lit.for prep.& admin.techniq. Admin. by exper.physic.only. Dos.above 1,2 g not eval. Data suggests clinic.improvem.within 6 wks. Careful.consid.cont.ther.if no improvem.within timeframe.

Rheumat.arthrit: 8 mg/kg bm once every 4 wks. as IV infus.over 1 hr. For individ.>100 kg dos. exceed. 800 mg per infus.not recommend.

System.juven.idiopath.arthrit: Pts.< 30 kg: 12 mg/ kg bm once every 2 wks.as an IV infus. Pts.≥ 30 kg: 8 mg/kg bm once every 2 wks.as an IV infus.

Dos.adj.due to lab.abnormalit.: Ref.to prod.lit.

(S4) SC INJ, 49/30.1/0398. 

723506-001: 162 mg/0,9 ml, 4xprefill.syr, R8 825,60
Dosage: See prod.lit.for prep.& admin.techniq., treatm. init. by exper.physic.only. Do not shake. Pt. to perform first few injects.und.supervis.of health. prof., inj.site to be rotat. Assess suitabil.of pt.for SC home use & instruct pts.to inform a health.prof. if exper.sympts.of allerg.react.bef admin.next dos.

Rheumat.arthrit: 162 mg 1x/wk.as SC inj.alone/ in combinat.with methotrex.&/other DMARDs. Pts. transition. from Actemra IV ther.to SC admin. should admin.1st SC dose at time of next sched.IV dos. und.supervis.of a qualif.health.prof.

Missed dose: Ref.to prod.lit.
Dos.adj.due to lab.abnormalit.: Ref.to prod.lit.

Contraindications: Act.sev.infects., safety & effic. in pregn.& lactat.not est., insuff.data on safety & effic.in childr.bel.2 yrs., concom.use with other biolog.agents/live vacc.not recomm., SC: safety & effic.in not demonstrat.in childr., not for IV admin.

Side effects: Divertic.perforat., ser.hypersens. reacts., URTI, nasopharyngit., hypertens., cellulit., pneum., H.simpl./zost., diverticulit.complic., GI disords. incl.peritonit./fistul., skin/inj.site reacts., periph. oed., headache, dizzin., bld.dyscras., abnorm. hepat. funct., conjunctivit., ser.infects. incl. sepsis/bact.arthrit., opportunist.infects., lipid paramet. elev., decr.platel./neutroph.count with methotrex., nephrolithias., hypothyroid. pancytopen.

Warnings and special precautions: Monother. effic. not been demonst.for more than 6 mnths., treatm. to be interrrupt.until contr.if pts.devel.ser. infect., recurr./chron.infect.hist./underly.condits. which may predisp.to infect., pts.receiv.biolog. treatm. for mod./sev.RA, report S & S of infect. immed., monit.for latent TB, anti-mycobact.treatm. bef. init.ther.in case of latent TB, intestin.ulcerat./ diverticulit. hist., appropr.treatm.to be avail.in case of anaphylax., no exper.with TNF antagon.use, incr. spontan.abort./embryo-foet.death risk at high dos. in animals, norm.immune respons.poss.aff., act. hepat.dis./impairm., monit. AST/ALT lev.4-8  wkly. for 1st 6 mnths.then 12 wkly.theraft., low neutroph./ platel.count, lipid.paramet./neutroph & platelet count to be monit.4-8 wks.aft.init.ther., incr. malign.incid.under ongoing eval., incr.CV dis. disords. risk, treatm.not recom.where baseline AST or ALT >5xULN, sympt.potent.indicat.of new-onset centr. demyelinat.disords., low sod.diets, incr. neutropen. risk in pts.prev.treat.with TNF antagon., no studies in liv./ren.dis., all pts.partic. sJIA pts.to be up to date with immunisat.as per curr. guidelines, not studied dur.act.macrophage activat. syndr.episode, viral reactivat. SC: Pts. should seek immed.medic.attent.if ser.allerg. reacts develop.

Drug interactions: CYP450 poss.reversed, meds. metabol.via CYP450 1A2/2C9/2C19 & CYP3A4 poss. need incr.dos.

 XE "Adacel" ADACEL, Sanofi-Aventis [P/S]

Tetanus toxoid (T) 5 Lf (not less than 20 IU), Diphtheria toxoid (d) 2 Lf (not less than 2 IU), pertuss.toxoid (PT) 2,5 µg, filamentous haemagglutinin(FHA) 5 µg, pertactin (PRN) 3 µg, fimbriae types 2+3 (FIM) 5 µg/0,5 ml dos.

Indications: Activ.booster immunisat.for prev.of tetanus, diphtheria & pertussis in persons aged 4 yrs and old.in line with loc.recomm., passive protect. against pertuss in early infancy follow. matern.immunisat.dur.pregn., immunisat.of persons who have had pertussis/tetanus or diphtheria as clinic.infects.do not always confer immunity, managem.of tetanus prone injuries with/ without concom.tetanus immunoglobul. admin.

(S2) INJ. 51/30.1/0837

3002510-001: sngl.dos.pre-fill.syr., R349,59
Dosage: Admin.as sngl.inj.of 1 dos. = 0,5 ml. Do not admin.fraction.dos. Admin.IM pref.into deltoid musc. Do not admin.IV/into glut.areas/ intradermal. / SC/intravasc.

Booster dos: 0,5 ml. Redos.to boost immunity at 5-10 yr.interv. May be admin.dur.2nd & 3rd trimest. of pregn.to provide passive pertussis protect to inft. If tetanus prim.immunisat.has been completed minor uncontamin.wound to receive booster of tetanus toxoid prep.if tetanus toxoid prep.not receiv.within preced.10 yrs. For tetanus prone wounds booster is appropr.if pt.has not receiv.a tetanus toxoid prep within preced.5 yrs.

Contraindications: Sev.allerg.react.hist.to any compon./aft prev.admin.of the vaccine or a vaccine contain.the same constit., mod./sev.febrile or ac.dis., prev. encephalopathy within 7 days of prev.pertuss.cont.vacc.not attribut.to another identifiable cause

Side effects: Loc.reacts.incl.inj.site, fev., headache, naus., diarrh., vomit., anorex., rash, body ache, musc.weakn., myalg., sore/swoll.joints, tiredn., malaise, chills, axillary lymph node swell. Post market: Hypersens./anaphylact.react., paraesthes., hypoesthes., Guillain-Barre syndr., brach. neurit., fac.palsy, convuls., syncope, myelit., myocardit., prurit., urticar., myosit., large inj.site reacts.(>50 mm) & extens.limb swell.from inj.site, inj.site bruis., sterile abscess
Warnings and special precautions: Obt.good prev.medic.hist.& poss.advers.reacts.to prev. vacc. admin., approp.med.treatm.& supervis.to be immed. avail.in case of anaphylact.react., eval.risk vs.benef.if Guillain-Barre sydr./brach.neurit.prev. exper.aft.vaccinat.with tetan.tox., do not admin.in progress./unstab. neurologic.disords./uncontrol. epilep.or progress.encephalopathy until treatm. regim. est.& condit.stabilis., protect of all suscept. indiv.poss not 100%, immunogenic.reduc.by immunosuppress.treatm./immunodefic., vaccin. recomm.for HIV-infect./chron.immunodefic.indiv., bleed.disord./thrombocytopaen., poss.syncopal reacts., other live/inactive.parenter.vacc.may be admin.simultan.at separate inj.sites & syring.as approp.& accord.to nat.guidelines, cons.benef.vs risk dur.breast feed.,

 XE "Adacel Quadra" ADACEL QUADRA, Sanofi-Aventis [P/S]

Diphtheria toxoid 2 Lf, tetanus toxoid 5 Lf, pertuss.toxoid(PT) 2,5 µg, filamentous haemagglutinin(FHA) 5 µg, fimbriae types 2+3 (FIM) 5 µg, pertactin (PRN) 3 µg, poliovirus.type 1 40 D-Antigen units, poliovirus.type 2 8 D-Antigen units, poliovirus.type 3 32 D-Antigen units/ 0,5 ml.

Indications: Activ.immunisat.against diphtheria, tetanus, pertussis & poliomyelit. in persons aged 3 to 64 yrs as a booster dos.follow.prim.vaccinat.

(S2) INJ. 42/30.1/0118

713229-001: sngl.dos.pre-fill.syr., R367,28
Dosage: Shake well bef.use. Admin.as sngl.inj.of 1 dos. = 0,5 ml. Admin.IM pref.into deltoid musc.

Contraindications: Treatm.of dis.caus.by B.pertussis/ C diptheriae/C tetani or poliomyelit. infect., hypersens.to resid.compon.from manufact., not recomm.in pregn., prev. encephalopathy of unknown origin within 7 days of pertuss.cont. vacc./ other neurologic.complicat.follow.prev. immunisat. with any of above antigens, ac.illn. incl. febrile illn., prim.immunisat./boosters in childr. less than 3 yrs., IV/SC inj.

Side effects: Headache, N&V, diarrh., arthralg./ joint swell., myalg., asthen., chills, loc.reacts.incl. inj.site pain/indurat., fatig., fev., sev.upp.arm/ extens. limb swell. somet.blister., irritabil., lymphadenopathy, malaise, pallor, anaphylact. reacts., convuls., vasovag.syncope, Guillain-Barre syndr., fac.palsy, myelit., brach.neurit., trans. paraesthes./hypoaesthes.of vaccin.limb, dizzin.

Special precautions: Eval.risk vs.benef.if Guillain-Barre sydr./brach.neurit. prev.exper.aft. vaccinat.with tetan.tox.vacc., 1st treat & stabil. progress./unstab. neurologic.disords./uncontrol. epilep. or progress. encephalopathy, poss.not protect all suscept.indiv., immunogenic.reduc.by immunosuppress.treatm./immunodefic., vaccin. recomm.for HIV-infect./chron.immunodefic.indiv., cons.benef.vs risk dur.breast feed., not be inj.in glut.area, obt.good prev.medic.hist., caref.consid. vaccinat.if hist of ser./sev.react.within 48 hrs.of prev.inj., do not admin.by intravasc.inj./in fract. dos., approp.med.treatm.& supervis.to be immed. avail.in case of anaphylact.react., concom. anticoag. ther., coagulat.disords., 5 yr.interv.betw. Adacel booster.dos.& preced.booster of dipther.& tetan. contain.vacc.to minim.advers.reacts.
 XE "Albumin Human 20% Octapharma" ALBUMIN HUMAN 20 % OCTAPHARMA, Octapharma

Human albumin 200 g/1000 ml

Indications: Restorat.& maint.of circulat.bld.vol. where vol.defic.demonstrat. & use of a colloid appropr.

(S4) IV INFUS. 36/30.3/0057

713087-001: 20%, 50 ml, R476,88
713088-001: 20%, 100 ml, R953,76
Dosage: Admin.IV., warm preparat.to body/room temp.

Conc., dos.& infus.-rate should be adjust.accord.to pt. indiv.requirem. Req.dos.depends on size of pt./ severity of trauma or illness/cont.fluid & prot.loss. Meas.adequacy of circulat.vol.& not plasma albumin lev.to determ.the dose reqd. Monit.haemodynam.perform.reg.

Contraindications: Do not mix with other meds./ whole bld. & packed red cells., do not dil.with water for inj.
Side effects: Anaphylact.react./shock, confus. state, headache, tachycard., bradycard., hypo-/hypertens., flush., dyspn., naus., urticar., angioneurot. oed., erythematos.rash ., incr.sweat., fev., rigors.

Warnings and special precautions: Discont.& instit. appropr.treatm.if allerg./anaphylact.reacts. occur, observ.curr.medic.standards for treatm.in case of shock, condits.where hyper-volaem.& its conseq./ haemodilut.could repres.a spec.risk for pt. incl.decompensat.card.insuffic./hypertens./ oesophag. varices/pulm.oed./haemorrh.diathes./ sev. anaem./ren.& post-ren.anuria, sev.traumat. brain inj., adeq.hydrat.when concentrat.albumin is admin.& monit.careful.to guard against circulat. overload & hyper-hydrat., monit.electrol.& take appropr. steps to restore/maint.electrol.bal., control coagulat.& haematocrit if comparativ.large vol. to be replac.& take care to ensure adeq. substitut. of other bld.constit.incl.coagulat.facts./ electrol./ platelets & erythrocytes., hyper-volaem. poss.if dos.& rate of infus.not adjust.to circulat. situat., discont.at first clinic.signs of CV overload or incr.BP/rais.ven.press.& pulm.oed., controll. Na/ K diet, reduc.kidn.funct., infect.dis.due to transmiss. of infect.agents cannot be total.excl., use in pregn.& lactat.not est.although clinic. exper.sugg.no harmful eff.expect.
 XE "Albusol" ALBUSOL 4%, 20%, NBI

Human plasma albumin deriv.from pool.human plasma, steril., pasteur., test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 virus.
Indications: Hypovolaem.shock assoc.with bld loss, trauma & surg., sev.burns (> 15% body surf. area) aft.24 hrs.if hypoproteinaem.develops/ to maint. plasma vol., in conjunct.with diuret.to promot. diures.in hypoproteinaem.caus.by plasma prot. loss, maint.CV funct.follow.drain.large vol.of ascit. fluid. Albusol 20% only: As adjunct.in long-term dialys.pts.suscept.to shock & hypotens./ dialys. pts.who are hypovolaem.& intoler.of large vol. of crystalloid infus.

(S4) IV INFUS. T/30.3/738, 739.

802840-019: 4%, 8 g/200 ml, 200 ml, R577,04
802867-006: 20%, 10 g/50 ml, 50 ml, R483,85
802859-003: 20%, 20 g/100 ml, 100 ml, R967,71
Dosage: Admin.IV. at rate of about 1 ml/min. Infus. rate & tot.vol.to be infused depend.on indicat. & haemodynam.respons. Whole bld./pack. cells transfus.may be neccess.aft.admin.of large vol. of albumin 20 %. Dos.guidelines: 

Hypovolaem. & ascites: Adults: Init.dos: Approx. 25 g as IV infus. If clinic.respons.not achiev. within 15-30 mins., addit.dos.may be giv. Paed.dos: Init.approx.2,5-12,5 g in tot.or 0,5-1 g/ kg bm as IV infus. If adeq.respons.not achiev. within 15-30 mins., addit.dos.may be giv.

Burns: Adults & paed.dos: Recomm.ther.start with admin.of large vol.of crystalloid infus.to maint. plasma vol. Albumin may be add.aft.24 hrs. at init.dos.of 25 g, adjust dos.theraft.

Hypoproteinaem: Adults: 50-75 g admin.IV

Plasma exchange/dialys: 20% sol.only: Adults: Admin.25 g as IV infus.with rate not exceed.30 ml/ min.dur.plasma exchange.

Contraindications: Where hypervolaem./ haemodilut. represents spec.risk. 

Side effects: N&V, incr.salivat., febr.reacts., chills, flush., urticar., fev., pulm.oed.

Special precautions: In burns & sev.shock.pts. defer admin.till phase of maxim.capill.permeabil. to albumin molecul.is over ie.first 24 hrs., discont. immed. in case of ac.allerg.shock, card.insuffic. pts., monit.coagulat.& haematocrit if large vols. replac., serum gluc.monit.in diab.when using 4% sol., reg.bld.monitor.to ensure substitut.of other bld. constit., poss.infect.dis.due to transmiss.of infect. agents, benef.-risk ratio in pregn., 20% also: maint.adeq.hydrat.& monit.to guard against circulat. overload & overhydrat., if reqd.vol.of albumin 20 % exceeds 200 ml admin.addit.electr. sol. to maint.norm.fluid bal./cont.therapy with albumin 4 %, eosinophilia myalg.syndr.assoc.with L-tryptophan intake, safety in pregn. not est.

 XE "Atgam" ATGAM, Pfizer, [P/S] 
Antithymocyte immunoglobulin (equine)

Indications: In combinat.with immunosuppress. ther. to manage allograft reject.in ren.transplant pt., mod.to sev.aplast.anaem.where bone marrow transplantat.not suit.

(S4) INJ. T/30.4/717. 50 mg/ml.

847089-010: 5x5 ml amp, R12 222,81
Dosage: Prior to any infus.do skin & then intraderm. skin test.for poss.allerg.reacts. See product informat.for skin test proced., preparat.& administrat.of solut.

Ren.allograft recipients: Delay.onset: 15 mg/kg dly x14 days then every other day x14 days for a total of 21 dos.in 28 days. Admin.1st dos.within 24 hrs.bef./aft.transplant.

Reject: On diagnos: 10-15 mg/kg dly x14 days. Addit.alt.day dos.may be given up to tot.of 21 dos.

Aplast.anaem: 10-20 mg/kg dly.x8-14 days. Addit.alt.day dos.may be giv.up to tot.of 21 dos.

Contraindications: Prior allerg.reacts.to equine gamma globul., safety in pregn.& lactat.not est., usefuln.not est.in aplast.anaem.second.to neoplast. dis./stor.dis./myelofibrosis/Fanconi’s syndr./ pts.with known expos.to myelotox.agents or radiat./pts.with aplast.anaem suit.candidat.for bone marrow transplantat., limit.exper.in childr.

Side effects: V.common: Thrombocytopen., leukopen., rash, arthralg., pyrex., chills. Common: infect., lymphadenopathy, headache, dizzin., bradycard., tachycard., thrombophlebit., hypertens., hypotens., dyspn., N&V, diarrh., upper abdom.pain, urticar., prurit., back/chest/infus.site pain, oed., arterioven.fistula thrombos. Uncommon: Herpes simplex, ser.sickn., anaphylact. react., hyperglycaem., agitat., convuls., encephalit., paraesthes., ren.artery thrombos., iliac vein occlus., pleural effus., laryngosp., pulm.oed., stomatit., hiccups, night sweats, allerg.dermatit., periorbit.oed., tox. epiderm. necrolys., proteinur., asthen., malaise, abnorm.ren.funct.test/LFT, wound dehiscence. Unknown: Vir.hepatit., system.infect., local. infect., anaem., aplas., granulocytopen., haemolys., haemolyt.anaem., neutropen., pancytopen., eosinophil., vasculit., confus. state, disorientat., dyskines., trem., syncope, CCF, DVT, GI haemorrh., apnoea, cough, epistax., abdom. pain, GI perforat, oral/ oropharyng. pain, flank/ extremity pain, musc.rigid., myalg., kidn. enlargem./ rupture, ac.ren.fail., infus. site eryth./swell., hyperhidros., pain.

Warnings and special precautions: Anaphylax. poss.at any time, discont.immed.& do not resume ther. in case of anaphylax., resp.distr./hypotens may indic.anaphylact.react., pain in chest/flank/ back may indic.anaphylax./haemolys., pot.risk of cytokine release syndr., in pres.of loc.posit.skin reacts. admin.only aft.risk evaluat.& with facilities & doctor in attend.for poss.anaphylax., allerg. react. may occ.despite.neg.skin test., pos.skin test. will not predict later developm.of ser.sickn., monit. caref. for leucopen., thrombocytopen./concurr. infect., incr.incid.of cytomegalovirus, sev.& unremitt. haemolys.may req.discont., poss. prophylact. platel.transfus.when treat.aplast. anaem., poss.appear.of prev.mask.reacts.when immunosuppress. dos.reduc., admin.live-vir.vacc. 6 mnths.aft. Atgam ther., elderly

Interactions: Dilut.with dextr.may cause precipitat., highly acidic sols.poss.unstable over time.

See also MDR page 609.
 XE "Avastin" AVASTIN, (Biomab Innovation), Roche

Bevacizumab

Indications: Metastat.colon or rectum adenocarcin. in combinat.with fluoropyrimidine-based chemother., 1st line loc.recurr./metast. breast adenocarcin. in combin.with paclitaxel, 1st line unresect.advanc./metastat./recurr.lung adenocarcin. in addit.to platinum-based chemother., 1st line advanc. &/ metast. ren.cell Ca with interferon alfa-2a.

(S4) INFUS, A39/26/0314, 0315. 25 mg/ml
706042-002: 100 mg, 1x4 ml vial, R3 893,94
706041-002: 400 mg, 1x16 ml vial, R15 575,79
For further details refer to manufact.prof.lit.
 XE "Avaxim" AVAXIM, Sanofi-Aventis [P/S]

Inactivat.hepatit.A vacc.(GBM strain)
Indications: Activ.immunisat.against Hepatit.A infect..in adolesc.from 16 yrs.& adults at incr.risk.

(S4) 160 INJ. 30/30.1/0244

848905-008: 160 antigen units/0,5 ml, 1x0,5 ml prefil.syringe, R339,05
Dosage: Admin IMI in deltoid reg. SC admin.may be consid.in thrombocytopen/pts.at risk of haemorrh. Do not mix with other vacc.in same syringe

Adults & childr.over 16 yrs: Recomm.dos: 0,5 ml for each inject.

Prim.immunisat: 1 sngl.dos.

Booster dos.to ensure long term immunity: Admin.6 –36 mnths later.
(S4) 80 INJ. 35/30.1/0401

Indications: Activ.immunisat.against Hepatit.A infect..in childr.12 mnths - 15 yrs at risk of either contaminat./spread.infect.or of a life threat.dis.if infect.

700513-001: 80 antigen units/0,5 ml, 1x0,5 ml prefil.syringe, R273,49
Dosage: Admin IMI in deltoid reg./quadricepts in childr.accord.to age. SC admin.may be consid.in thrombocytopen/pts.at risk of haemorrh. Do not mix with other vacc.in same syringe
Recomm.dos: 0,5 ml for each inj.

Prim.immunisat: Childr.12 mnths – 15 yrs: 1 sngl.dos.

Booster dos.to ensure long term immunity: Admin. 6-18 mnths follow.init.dos.

Contraindications: Fev., ac./chron.evolut.dis., neomyc.hypersens., prev.hypersens.reacts., safety in pregn.not est.theref.not recomm.unless clearly indicat.& risk vs.benef.eval., not known if excret.in human milk, not for intravasc.admin.or inj.to glut. area, anaphylax.hist.

Side effects: Loc.reacts., mild fev., asthen., headache, myalg./arthralg., GI disturbs., urticar., rashes with/-out prurit., hypersens. reacts.incl. anaphylax.

Special precautions: Do not freeze, immunisat. may be admin. dur.incubat.period in which case vaccinat.should not modify course of infect., adeq. anti-HAV antibodies poss.not obt.aft.prim. immunisat. in pts.with impair.immune syst.theref. wait till end of suppress.treatm.bef.vaccinat.or meas.antibody response, vaccinat.of pts.with chron. immunodefic.recomm.if underly.pathology allows even limit.antibody respons., does not prev. Hepatit.A/C/E or other liv.pathogens., lactat., adrenaline avail.in event of anaphylact.reacts., obt.prev.hypersens.hist.bef.admin., use diff.syringe & inject. site for other concom.vaccin., tol.as well in hepatit.A seroposit.as seronegat., postpone vaccin. in ac.illn., less sev.manifestat.of prev. antibiot. hypersens.

 XE "BCG Vaccine AJV" BCG VACCINE AJV, Biovac Instit. [P/S]

Mycobacterium bovis (BCG)

Indications: Act.TB immunisat.

(S2) INJ. 29/30.2/0643. 0,75 mg/ml

872962-016: 20 dos./vials, 10 vials/box, R527,45
Dosage: Reconstit vacc.& admin.by slow. intraderm. inj.into upper skin layer 1/3 down upper (R) arm. Skin cleans.agents to dry bef.inj.

Childr.bel.1 yr: 0,05 ml. Adults & childr.over 1 yr: 0,1 ml.

Contraindications: Congenit./acquir. immunodefic., known HIV infect., symptomat.AIDS, concurr. immunosuppress.treatm.incl.infts.expos.to in utero/via breastfeed for as long as postnat. influence of immune status poss. (eg matern. TNFalpha-antagon.treatm), where immune status in quest., malign.condits eg.lymphoma/leukaem./ Hodgkins dis/other reticulo-endothel.syst.tumours.

Side effects: Loc.reacts., trans.reg.lymph node enlargem. Less.freq: Axill.lymph node enlargem., suppurat.lymphadenit., osteomyelit., inj.site abscess./ ulcerat./discharge, anaphylact.react., allerg.react., headache, lupus type react., keloid format., osteitis, disseminat.BCG dis.partic.in immune-suppress., fev.

Warnings and special precautions: Seek special. advice bef.vaccinat.if immunosuppress. agents prev.admin., postpon.vacc.in ac.illn./high fev.& ser.skin dis., observ.for 20 mins.aft.admin.& have emerg.anaphylax.treatm.avail., poss.sev.loc. react.if admin.to tuberculin-posit.pts., deep admin. incr.risk of discharg.ulc./abscess format.& reg. lymphadenit., safety in pregn.not est.

Interactions: Admin.other live vac.at same time or not less than 4 wk.aft.vaccinat.

 XE "Beriglobin P" BERIGLOBIN P, Gen-eye [P/S]
Human immunoglob.

Indications: Hepatit.A.prophylax.in travellers present.<2wks bef.poss.expos.pref.in combinat. with vaccinat./persons expos.<2 wks.prev., ther.of radiogen.mucosit., replac.ther.in adults & childr.in prim.immunodefic.syndr.incl.congenit. agammaglobulinaem.& hypogammaglobulinaem./ comm. var.immunodefic./sev.combin.immunodefic. / IgG subclass.defic.with recurr.infects., replacem. ther.in myeloma/chron.lymphocyt.leukaem.with sev. second.hypogammaglobulinaem. & recurr. infects.
(S4) INJ. T/30.2/608,609. 160 mg/ml

707783-003: 1x2 ml, R439,87
707791-006: 1x5 ml, R1 099,68
Dosage: 

Hepatit.A prophylax: Admin.IM. Post expos.to Hepatit.A: 0,02 ml/kg bm within 2 wks. Travellers to endem.areas for stays.< 3mnths: 0,02 ml/kg bm

Replacem.ther: Indiv.dos. Admin.SC. Load.dose: 1,3-3,1 ml/kg bm.div.over sev.day with max.dly.dos 0,1-0,15 g/kg. Maint. (ideally at wkly.interv.to reach cumulat.mnthly dos): 2,5-5  ml/kg bm. Meas.trough lev in.order to adjust dos & dos.interv.

Radiogen.mucosit: : Admin.IM. Init.10 ml (1 600 mg), follow.by 5 ml (800 mg) aft.2 days & anoth. 5 ml (800 mg) aft.a furth.2 days. Treatm.can be rep.as often as necess.
Contraindications: Pts.known to have anti-IgA antibod., IMI not advoc.with bleed.disords./sev. thrombocytopen./disords.of haemostas., IV inj., safety in pregn.not est.

Side effects: Temp.elev., applic.site reacts., skin reacts., anaphylact.manifest.with sensitis.subjects., chills, fev., headache, malaise., mod.back pain., syncope., dizzin., bronchosp., CV reacts., extracard. vasc.disords. incl.MI & stroke.
Special precautions: Incr.poss.of intravasc. inj. aft.repeat.IMI which may cause shock-type syndr., monit.pts.dur.1st infus.& for 1st hour theraft., monit. all pts.x20 mins.aft.admin., interf.with some serologic. tests, may impair effic.of live atten.virus vaccin. for 6 wks. - 3 mnths, pre-exist.risk fact.for thromb.events., pts.on control.Na+ diet.

 XE "Bevamyl" BEVAMYL, (Eurolab) Mylan [P/S]

Bevacizumab

Indications: Metastat.colon or rectum adenocarcin.in combinat.with fluoropyrimidine-based chemother., 1st line loc.recurr./ metast. breast adenocarcin. in combin.with paclitaxel, 1st line metastat.breast adenocarcin.in comb.with capecitabine where other chemother.options incl.taxanes/ anthracyclines not appropr., 1st line unresect.advanc./ metastat. /recurr.lung adenocarcin. in addit.to platinum-based chemother., 1st line advanc. &/ metast. ren.cell Ca with interferon alfa-2a, 1st line epithel.ovar./ fallop.tube/ prim.periton.Ca in comb.with carboplat. & paxlitaxel, recurr.platin.-sensit. epithel.ovar./ fallop.tube/ prim.periton.Ca in comb.with carboplat. & gemcitabine, recurr.platin.-resist.epithel.ovar./ fallop.tube/ prim. periton.Ca pts.who receiv.no > 2 prior chemother.regim.in comb.with paclitax., topotecan or pegylat.liposom.doxorubic., persistent,recurr. or metastat.Ca of cervix in comb.with paclitax.& cisplatin/ paclitax. & topotecan., newly diagn.glioblastoma in comb.with radiotherapy.& temozolomide., glioblastoma after relapse/ dis.progress. as single agent/ in comb.with irinotecan. 

(S4) INFUS, 55/26/0260.256, 0261.257. 25 mg/ml
3005458-001: 100 mg, 1x4 ml vial, R3 960,24
3005459-001: 400 mg, 1x16 ml vial, R15 841,00
For further details refer to manufact.prof.lit.
 XE "Blitzima" BLITZIMA, AI Pharm [P/S] 
Rituximab.

Indications: Prev.untreat.pts.with stage III-IV follicul. lymphoma in combinat.with chemother., maint.treatm.in follicul.lymphoma aft respons.to induct.ther., monother.treatm.in stage III-IV follicul.lymphoma when chemo-resist./in 2nd or subseq.relapse aft.chemother., CD20 posit.diffuse large B-cell non-Hodgkin’s lymphoma in combin.with CHOP chemother., in combinat.with chemother. in prev.untreat.& relaps./refract. chron.lymphocyt.leukaem.(CLL) (limit.data avail.on effic.& safety in pts prev.treat.with monoclon. antibod.incl.Blitzima/pts.refract.to prev.Blitzima plus chemother.), induct.of remiss.in adults with severe.act.granulomatos.with polyangiitis (GPA) & microscop.polyangiitis (MPA) in combinat.with glucocortic.
(S4) CONC FOR SOL FOR INFUS, 53/26/0506, 0507

3002656-001: 100 mg, 2x10 ml vials, R4 675,64
3002657-001: 500 mg, 1x50 ml vial, R11 688,60
For further prod.details refer to professional lit

 XE "Boostrix" BOOSTRIX, GSK [P/S]

Diphtheria toxoid 2,5 Lf, tetanus toxoid 5 Lf, Bordetella pertuss.antigens: pertuss.toxoid 8 µg, filamentous haemagglutinin 8 µg, pertactin 2,5 µg,/ 0,5 ml.

Indications: Booster vaccin.against diphtheria, tetanus & pertussis from 4 yrs. onwards.

(S2) INJ. [P/S] 49/30.2/1042

3000689-001:1x0,5 ml, Sngl.dos.pre-fill.syr., R307,16
Dosage: Shake well bef.use. Admin.deep IM. Sngl. 0,5 ml dos.recomm.as sngl.dos.regimen. May be admin.to adolesc.& adults with unknown vaccinat. status/ incompl.vaccinat.against diphtheria/ tetanus/ pertussis as part of immunisat. series against diphtheria/tetanus/ pertussis; In adults 2 addit.dos.of a diphtheria & tetanus contain.vacc.are recomm.1 & 6 mnths. aft. 1st dos.to max.vacc.respon.against diphtheria & tetanus. Repeat vaccinat.against diphtheria/ tetanus/pertussis should be perform. at interv.as per offic.recomm.

(S2)TETRA INJ, [P/S] 43/30.2/0526
Diphtheria toxoid 2,5 Lf, tetanus toxoid 5 Lf, Bordetella pertuss.antigens: pertuss.toxoid 8 µg, filamentous haemagglutinin 8 µg, pertactin 2,5 µg, inactiv. poliovirus.type 1 40 D-antigen units/type 2 8 D-antigen units/type 3 32 D-antigen units/ 0,5 ml.

Indications: Booster vaccin.against diphtheria, tetanus, pertussis & poliomyelit.from 4 yrs. onwards.

716655-001: sngl.dos.pre-fill.syr., R361,37
Dosage: Shake well bef.use. Admin.deep IM. Sngl. 0,5 ml dos.recomm.as sngl.dos.regimen.

Contraindications: Known hypersens.aft.prev. admin. of diphtheria/tetanus/pertussis vacc. (Boostrix) or diphtheria/tetanus/pertussis/ poliomyelit vacc. (Boostrix Tetra), prev. encephalopathy within 7 days of pertussis cont. vacc., trans.thrombocytopaen./ neurolog.complic. foll.earlier tetanus &/diphtheria immunisat., IV admin. Boosterix Tetra also: formaldehyde/ neomycin/polimixin/polysorb.hypersens.

Side effects: Childr.4-9 yrs: Very comm: Somnol., headache, fatig, inj.site reacts.incl. pain/ redn./swell./haemorrh. Comm: Anorex., irritabil, fev., GI disords. Uncomm: Lymphadenopathy, diarrh., N&V, abdom.pain, URTI, attent.disturbs., conjunctivit., rash, indurat., pain. Rare: Angioed., urticar., convuls., asthen. Very rare: Allerg.reacts. incl. anaphylact.reacts., ascend.paralys./resp. paralys. Adults, adolesc.& childr.from 10 yrs.: Very comm: Headache, inj.site reacts.incl.pain/ redn./swell., naus., fatig., malaise. Comm: Dizzin., GI disords., fev., inj.site haemorrh./mass/abscess. Uncomm: Prurit., myalg., arthralg., chills, pain, URTI, pharyngit., lymphadenopathy, syncope, cough, diarrh., vomit., hyperhidros., rash, joint & musculoskelet. stiffn., influenza-like illn. Rare: Angioed., urticar., inj.site indurat., convuls., asthen. Very rare: Allerg.reacts.incl.anaphylact. reacts., ascend.paralys./resp.paralys. Boosterix Tetra also: Childr. Uncommon: Sleep disord., apathy, dry throat. Adults: Oral herpes, decr. appet., paraesthes., somnol., asthma.

Warnings and special precautions: Boosterix Tetra not intend.for prim.immunisat., admin.in accord. with offic.recomm., postpone in ac.sev. febr. illn., appropr.med.treatm./supervis.to be avail., medic.hist.review esp.regard.prev.vaccin. bef. admin., cons.benef./risk in case of temp. >40°C with.48 hrs.of vacc.not due to identify. cause/ collapse or shock-like state with.48 hrs.of vaccinat./ persist./unconsoll.cry.last. >3 hrs. occur. with.48 hrs.of vaccin./convuls.with/ without fev. occur.with.3 days of vaccin.all in relat. to receipt of pertussis-contain.vacc.in infancy, thrombocytopaen./ bleed.disord., pref.defer pertuss. immunisat.in childr.with progress. neurolog. disords.incl.infantile spasms/uncontr. epilep. /progress.encephalopathy unt.condit. correct./ stable, indiv.decis.to give pertussis vacc. consid. of risks vs.benef, eff.on fertility/ embryo-foet. developm.not est., syncopy follow./bef. vaccinat. as psychogen.respon.to needle inj., avoid Boosterix.Tetra dur.pregn., Boostrix may be consid. dur.3rd trimest.of pregn.& should be used as per nation. immunisat.guidelin.for pregn.women, lactat., boost.respons.only elic.if prev.indiv. vaccin./ by natur.infect., may be used in tetanus prone injury if prim.vaccin.series receiv. prev. with concom. tetan.immunoglob.in accord.with offic. recomm., protect.durat.against pertussis foll. vaccinat. not est., concom.admin.with other inactivat. vaccin.not stud, prod.to be admin.at diff. sites should concom.other vaccin./immunoglobul. be neccess., protect.immune respon.may not be elicit. in all vaccinees, poss.inadeq.respons.with immunosuppress. ther./immunodefic.pts., do not mix.with other meds.

 XE "Botox" BOTOX, Abbvie [P/S]

Sterile vacuum dried form of purif.botulinum toxin type A

Indications: Neurolog.disords: Foc.spastic. assoc. with dynam.equinus foot deform.due to spasticity in paed.cerebr.palsy pts.2 yrs.& old., foc.spastic.of wrist & hand in adult post-stroke pts., select.cas. of strabism. & blepharosp, assoc. with dyston.incl.benign essent.blepharosp./VII nerve disords. (hemifac. spasm) in pts.12 yrs.& older, reduct.of signs & sympts.of cervic.dyston. (spasmodic torticollis) in adults.

Bladder disords: Idiopath.overact.bladd.with sympts. of urin.incont./urg.& urin.freq.in adult fem. pts. who respon.inadeq./intoler.to anticholinerg. meds, urin.incont.due to neurogen.detrus. overactiv. caus.by spin.cord inj./MS in adults willing & able to perf.clean intermitt.self-catheterisat. if reqd.

Skin and skin appendage disorders: Persist. sev. prim.hyperhidros.of axill.which interf.with dly. liv. & resist.to topic.treatm., mod.to sev.glabellar lines assoc.with corrugat.&/procerus musc.activ.in pts.less than/equal to 65 yrs., mod.to sev.later. canth.lines (crow’s feet lines) seen at max.smile, mod.to sev. crow’s feet lines seen at max.smile & glabellar lines seen at max.frown when treat. simultan. 

(S4) INJ, 27/30.4/0164

709214-001: 50 units/vial, 1 vial, R1 711,67
813850-002: 100 units/vial, 1 vial, R3 423,31
720379-001: 200 units/vial, 1 vial, R6 846,74
Dosage: Intraderm./intradetrus./IM admin. Use within 24 hrs. of reconstit.& discard remain.sol. Optimum dos. lev.& no.inj.sites/musc.not determin. Indiv.regimens. Optim.dos.lev.determ.by titrat. 

For specif. dos.instruct.see product lit.

Contraindications: Safety & effect.in childr.und. 12 yrs.for blepharosp./strabism./hemifac.spasm & assoc.foc.dyston.not est., infect./inflam.of propos. inj.site/excess.weakn./atrophy of targ.musc./gen. disords.of musc.activ., amyotroph.lat.scleros./ disords. produc.periph.neuromusc.dysfunct., neuromusc. junct.disords., safety in pregn.& lactat. not est., safety & effic.in prim.hyperhidros. of the axillae./overact. bladd.& neurogen.detrus. overact./ glabell.lines & crow’s feet lines/upper limb spastic.assoc.with stroke not.est.in pts.und. 18 yrs., safety & effect.in childr.und.16 yrs.for cervic. dyston.not est., safety & effic.in focal spastic. assoc.with paed.cerebr.palsy not.est.in pts. und.2 yrs., treatm.of bladd.disords.in pts.with ac.UTI/ac.urin.retent.who are not routin. catheteris., pts.not will./able to init.self-catheterisat. post-treatm. if reqd.

Side effects: Loc.musc.weakn.spread.to adjac./ dist.musc., loc.pain, inflammat., paraesthes., hypoaesthes., tendern., swell./oed., erythem, loc. infect., bleed.&/bruis., fev., flu, needle-relat.pain/ anx. result.in vasovag.respons., overcorrect.of childh. esotrop., death sometimes assoc.with dysphag. /pneum/other sign.debility, ser. hypersens. incl.anaphylax./angioed.& ser.sickn., urticar., rare.CV events incl.dysrhythm.& MI, new/recurr. seiz., musc.atrophy, myalg., loc.musc.twitch., invol.musc.contract., periph. neuropathy, angl. clos.glauc., abdom.pain, GI disturbs., vis.disturbs., denervat.atrophy, pyrex., hypoacusis, tinnit., vertigo, fac.palsy/-paresis, brach.plexopathy, dysphon., radiculopathy, syncop., hypoaesthes., malaise, myalg., myasth.grav., erythema multiform, prurit., dermatit.psoriasisform, hyperhidros., alopec., madarosis.

Neurolog.disords: Foc.spastic.assoc.with paed. cerebr.palsy: Vir./ear infect., somnol., gait disturb., paraesthes., rash, myalg., musc.weakn., extrem.pain, urin.incontin., injury, poison.& procedur. complicats., fall, malaise, inj.site pain, asthen.

Foc.upp.limb spastic.assoc.with stroke: Depress., insomn., hyperton., hypoaesthes., headache, paraesthes/inco-ordinat., amnes., vertigo, orthostat.hypotens., GI disords., ecchymos., purpura, dermatit., prurit., rash, extrem.pain, musc. weakn., arthralg., bursit., inj.site pain,/ haemorrh./ irrit, pyrex., flu-like illn., asthen,, pain, malaise, periph.oed.

Strabismus: Eyelid ptos., eye movem.disord., ocular retrobulb.haemorrh., eye penetrat., Holmes-Adie pupil, vitreous haemorrh.

Blepharospasm and hemifac.spasm: Dizzin., fac. pares./palsy, eyelid ptos., oed., punct.keratit., lagophthalm., dry eye, photophob., eye irrit., incr. lacrimat., keratit., ectrop., diplop., entrop., vis. disturb., blurr.vis., ulcerat.keratit., corn.epithel. defect, corneal perforat., ecchymos., rash/ dermatit., irrit., fac.oed.

Cervic.dyston: Rhinit., URTI, dizzin., hyperton., hypoaesthes., somnol., headache, diplop., eyelid ptos., dyspn., dysphon., dysphag., dry mouth, naus., musc.weakn., musculoskelet.stiffn., soren., pain, asthen., flu-like illn., malaise, pyrex.

Bladd.disords: Overact.bladd.: UTI, bacteriur., dysur., urin.retent., resid.urine vol., pollakiur., leukocytur.

Urin.incontin.due to neurogen.detrus.overact.: UTI, insomn., constip., musc.weakn., musc.spasm, urin.retent., haematur., dysur., bladd.diverticul., fatig., gait disturb., autonom.dysreflex., fall.

Skin & skin append. disords. Prim. hyperhidros. of the axillae: Headache, paraesthes., hot flush., naus., hyperhidros. (non-axillary sweat/), abnorm. skin odour, prurit., subcutan.nodule, alop., extrem.pain, musc.weakn., myalg., arthropathy, inj. site pain/oed./haemorrh./hypersens./irrit.reacts., asthenia, 

Glabell. lines: Infect., anx., headache, paraesthes, dizzin., eyelid ptos., blepharit., eye pain, vis. disturb., naus., oral dryn., erythema, skin tightn., oed. (fac., eyelid, periorbit.), photosens. react., prurit., dry skin, localis.musc.weakn., musc. twitch., fac.pain, inj.site oed./pain/irrit., ecchymos.,,flu syndrome, asthen., fev.

Crow’s feet lines: Eyelid oed., inject.site haemorrh., haematoma, pain, paraesthes.

Crow’s feet lines & glabell. lines: Inj. site haemat./ haemorrh./ pain
Warnings and special precautions: S/E poss.despite ther.prev.well tolerat., S/E durat.may be sev.mnths./long, sedent.pts.to slow.& careful. resume activ., exaggerat.musc.weakn.poss., old.& debilitat. pts., safe & effect.use depend.on proper storage/ correct dose/reconstit.& admin.techniq., discontin. & instit.appropr.ther.in case of hypersens. reacts., physic.to understand relev. neuromusc.anatom./alterat.anatomy from prior surg.& std.electromyograph.techniq., clinic. fluctat.from rep.use, excess.weakn./atrophy in target. musc., reduc.effectiven.with antibod.pres., safety & effic.in pts.over 65 yrs.not est., physic.to be adeq.train.& have access.to adeq.resuscit. facilit., do not exceed recomm.dos./freq., incr. system.eff.risk in known/unrecogn.neuromusc. disords., effs.beyond loc.inj.site observ.incl.diff. breath./swallowing & resp.depress., signif. neurologic. debil./dysphag./rec.aspirat.pneum. hist./ lung dis., inj.in proxim.to lung & partic.the apices due to poss.pneumothorax, pre-exist.CV dis., vir.dis.transmiss.poss.due to pres.of small amnts. of album.deriv.from human bld., inj.site inflammat., inj.near vunerable anatom.struct., ser. adv.events incl.fatal.report.in pts.inj.direct.into saliv. glands/oro-ling.-pharyng. reg./oesophag.& stomach., improvem.in range of joint mot.affect.by fix. contract.not likely, pts.to seek immed.med.care if swallow., speech or resp.disords.arise., autonom. dysreflex.assoc.with cystosc.poss.in pts. with neurogen.detrus.overactiv., due to the risk of urin. retent.only pts.willing & able to init. catheterisat. post-treatm.if req.should be consid. for treatm.of neurogen.detrus.overactiv., botulin. toxin units not interchang.from one prod.to anoth. Strabismus: Ineffect.in chron.paralyt.strabism. except to reduc.antagon.contract.in conjunct.with surg. repair., careful test.corn.sensat.in eyes prev. operat. upon/avoid.inj.into lower lid to avoid ectrop/ vigor.treat.any epithel.defect., ecchymos.in soft eyelid tiss.can be minimis.by appl.gentle press. at inj.site immed.after inj., pts.at risk for angle clos.glauc., Cervic.dyston: Inform cervic. dyston. pts.of poss.experienc.dysphag. Overact. bladd: Men with S&S of urin.obstruct.should not be treat. Prim.hyperhidros.of axill: Excl.potent. caus. of second.hyperhidros. Glabell.lines & crow’s feet lines: Pts.with inflammat.skin probl. at inj.site/mark.fac.asymm./ptosis/excess. dermatochalas./deep derm.scarr./thick sebac. skin/ inabil.to substant.lessen glabell.lines by physic. spread.them apart, avoid inj.into a bld.ves.
Drug interactions: Eff.poss.potent.by aminoglycos. /other drugs interf.neuromusc. transmiss.

 XE "Cervarix" CERVARIX, GSK [P/S]

Human Papillomavirus type 16 L1 prot. 20 µg, type 18 L1 prot.20 µg, 3-O-desacyl-4-monophosphoryl lipid A (MPL) 50 µg, Al hydrox. hydrat. 0,5 mg Al3+ /0,5 ml dos.

Indications: Prev.of persist.infect., premalign. ano-genit. (cerv., vulv., vagin.& anal)les.& cervic., vulv., vag. & anal Ca (squam.-cell Ca & adenocarcin.) caus.by onocogen.human papillomavirus (HPV) from 9 yrs. 

(S2) INJ, 41/30.1/0366

710020-001: 1xsngl.dos syr., R964,28
Dosage: Admin.by IMI in deltoid reg.

Vaccinat. sched.dep.on age of pt. Age 9 -14 yrs. of age at time of first inject: 2 x 0,5 ml dos. Give 2nd dos. 5 - 13 mnths.aft.1st dos. If 2nd vacc.dos. is admin. bef.the 5th mnth.aft.the 1st dos.a 3rd dos. should always be admin. Age 15 yrs. and above: 3 x 0,5 ml dos.at 0, 1, 6 months. If flexibil.necess. in vaccinat.sched.the 2nd dos can be admin.1 - 2,5 mnths. aft.the 1st dos. & the 3rd dos.5 - 12 mnths. aft. the 1st dose. . Necess.for booster dos.not est. Sust.protect.effic.est.for up to 9,4 yrs.aft.1st dos.

Side effects: Very comm: Headache, myalg., inj. site reacts.incl. pain/redn./swell., fatig. Comm: N&V, diarrh., abdom. pain, itch./prurit., rash, urticar., arthralg., fev. Uncomm: URTI, lymphadenopathy, dizzin, other inj.site reacts.incl. indurat./ loc. paraesthes. Rare: Allerg.reacts.incl. anaphylact. reacts., angioed., syncope/ vasovag. respons. to inj., tonic-clon. movem.

Warnings and special precautions: Not substit. for reg. screen./HPV expos.& sex. transmitt. dis.precaut., expect.respons.poss.not obt. aft.vaccinat.of immunosuppress.pts.eg.HIV infect. pts., thrombocytopen./any coagulat.disords. as bleed. poss., have appropr.medic.treatm.avail.in event of rare anaphylact.reacts., ensure proced.in place to avoid injury from faint.as syncope.poss., admin. other concom.inj.vacc.at diff.inj.sites, not for IV/intraderm.admin., not to be mix.with other meds., pregn., use in lactat.when benef.outweighs poss. risk, review medic.hist./clinic.exam.bef. admin., postpone vaccinat.in ac.sev.febrile illn., no data avail.on SC admin., protect.immune respons. not elicit.in all vacc., does not prev.HPV-relat.les. progress./prov. protect.against all oncogen.HPV types., may be giv.with dTpa/IPV/dTpa-IPV, HepA, rDNA HepB/combin.HepA-HepB vacc.

 XE "Chirorab" CHIRORAB, Kahma Biotech [P/S]
Inactiv.rabies virus (strain flurry LEP) Host syst.:prim.chicken fibrobl.cell cult.

Indications: Activ.immunisat.against rabies in all ages incl.pre-& post expos.prophylax.

(S4) INJ.33/30.1/0251
After reconstit.1 vial.(1 ml)≥ 2,5 IU/ml

879460-008: 1 vial+1 amp.dil., R387,79
Dosage: Recomm.single IM is 1 ml for all ages. Recomm.single ID (intradermal) is 0.1 ml for all ages.

Pre-expos.prophylax: Prim.immunis.: Prev.unvac.pts.3 doses.of 1 ml IM on days 0, 7 & 21 (or 28) OR 3 doses.of 0.1 ml ID on days 0, 7 & 21 (or 28) Boosters: 1 ml IM/0.1 ml ID.if RVNA conc.<0.5 IU/ml acc.to offic. recomm. General.evry.2-5 yrs. Post-expos.prophylax (PEP): Local wound treatm.asap, course of rabies vacc., admin rabies immunoglob.if indicat.See prod.lit.for recomm.PEP acc.to expos.-type 

PEP of prev.unvacc.pts.: 5-dose reg.:1 ml IM on days 0,3,7,14 & 28 OR 4-dose reg.:2x1 ml IM on day 0 (at diff.sites) follow.by 1 ml IM on days 7 & 21 OR 2x0.1 ml ID inj.at diff sites on days 0,3,7 & 28 OR 8-site reg.:1x 0.1 ml ID at 8 sites (L&R delt./ lat.thighs/ supracap.regs./ low.abdom.quadrs.)on day 0 and 1x 0.1 ml ID at 4 sites (L&R delt./ lat.thighs) on day 7 and 1x 0.1 ml ID inj.on deltoid on days 28 & 90.PEP in prev.vacc.pts.: 2x 1 ml IM/2x 0.1 ml ID doses on days 0 & 3

Pead./elderly dose:The same as adults.

Immunocompr.pts.:5 doses IM on days 0,3,7,14 & 28 or 2x 1 ml IM doses on day 0 on L&R delt.follow.by 1 dose on days 3,7,14 & 28.

Admin: IM adults & childr.≥2: into delt. Childr.<2:anterolater.area of thigh.

Not to be given IV/SC or intra-gluteal.
Contraindications: In ac.dis.req.treatm.until.2 wks aft.recover.
Side effects:Very common: Headache, dizzin., rash, inj.site reacts., malaise, fatig., asthen., fev.Common: Lymphadenop., decr.apetit., N&V, diarrh., abdom.pain/ discomf., urticar., arthralg., myalg.Rare: Hypersens., paraesthes., hyperhidros., chills. Freq.unknown: Anaphylax.incl. anaphylact.shock, encephalit.& Guillain-Barré Syndr., pre-syncope, syncope, vert.,angioed.

Special warnings and precautions: Anaphylact.reacts., hypersens.incl.egg & chicken prot., report.of encephalit.& Guillain-Barré Syndr., corticoster.inhib. developm.of immunit., do not mix in same syringe with othr meds., if immunoglob.indic.admin.at diff.site., anx.-related reacts., cont.sucrose.

Interactions:Immunosuppress. meds can interf.with respons., admin.rabies immunoglob.in/ around wound & at distant site from vacc., concom.vacc.at separate sites pref.contralat. limbs., ID route not in pts.rec.long-term corticos./ immunosuppres.therap./ chloroquine or immunocompr.pts.

 XE "Cosentyx" COSENTYX, Novartis [P/S] 
Secukinumab 

Indications: Mod.to sev.plaque psorias.in adults who are candidat.for photother.or syst.ther., alone/ in combinat.with methotrex.in adult.act. psoriat. arthrit., adult act.ankylos.spondylit., act. non-radiograph. axial spondyloarthrit. with object. signs of inflammat.as indicat.by elevat CRP &/or MRI evid.in adults respond.inadeq. to NSAIDs

(S4) SOL FOR SC INJ, 49/30.1/0233

723847-001: 150 mg/ml, Pre-fill.syr 1x1 ml, R7 518,78
723847-002: 150 mg/ml, Pre-fill.syr 2x1 ml, R15 037,57 
Dosage: Admin.by SC inj., avoid psoriat.skin as inj.site where poss., do not mix with other meds.
Plaque psorias: Recomm.dos: 300 mg SC (2x150 mg inj.) with init.dos.at wks 0, 1, 2, 3 and 4 follow. by mnthly. maint.dos.

Psoriat.arthrit.: Recomm.dos: 150 mg SC with init. dos.at wks 0, 1, 2, 3 and 4 follow. by mnthly. maint.dos. Dos.can be incr.to 300 mg based on clinic.resp. Pts.who are anti-TNFα inadeq. responds./ pts.with concom.mod.to sev. plaque psorias.: Recomm.dos: 300 mg SC (2x150 mg inj.) with init. dos.at wks 0, 1, 2, 3 and 4 follow. by mnthly. maint.dos. 

Ankylos.spondylit.: Recomm.dos: 150 mg SC with init. dos.at wks 0, 1, 2, 3 and 4 follow. by mnthly. maint.dos. Dos.can be incr.to 300 mg based on clinic.resp.

Non-radiograph. axial spondyloarthrit.: Recomm.dos: 150 mg SC with init. dos.at wks 0, 1, 2, 3 and 4 follow. by mnthly. maint.dos. Clinic. respons.usually within 16 wks. Reconsid. treatm.in pts.not respond.within this time per.

Contraindications: Concom.live vaccines, clinic. import.act.infect., pregn. & lactat.

Side effects: V.common: URTI. Common: rhinit., pharyngit., oral herpes, otit.externa, LRTI, rhinorrh., diarrh., Uncomm: Sinusit., tonsillit., oral cadidias., tinea pedis, neutropen., inflammat.bowel dis., urticar., conjunctivit. Rare: Anaphylax., exfol. dermatit. Unknown: Mucos./cutan. candidias.

Warnings and special precautions: Poss.incr. infect.risk/latent infect.reactiv., ser.bact./fung.& vir. infects.observ., chron.infect./recurr.infect.hist., eval. for TB infect., do not admin to pts.with act. TB, init.treatm.for latent TB prior to admin, alert physic. of S&S of infect., monit.pt.in case of ser. infect. & cont.ther.only aft.resolv., pts.with act. Crohn’s dis.as exacerbat. poss., inflammat.bowel dis., not stud.in latex.sensitiv.individ., discont. ther. & init.appropr.treatm.in case of ser. hypersens./ anaphylact.reacts., no concom.live vacc.to be admin., concom.inact./non-live vacc. may be admin., concom.immunosuppress., wom.of child-bear.potent.should use effect. contracept.up to 20 wks.aft.discontin.of treatm., safety & effic.in childr. & adolesc.<18 yrs. not est., no studies in ren. & hepat.impairm., self-inj.und. physic. supervis.
See also MDR page 513.
 XE "Cuvitru" CUVITRU, Takeda [P/S] 
Human normal immunoglobul.
Indications: Replacement ther.in: Prim.immunodefic.syndr.with impair.antibody.prod., hypogammaglobulinaem.& recurr.bact.infect.in chron.lymphocyt.leukaem.where prophylac.antibiot.fail./contraindic., hypogammaglobulinaem.& recurr.bact.infect in multip.myeloma, hypogammaglobulinaem.in pre-& post-allogeneic haematopoiet.stem cell transplantat.

(S4) SOL FOR SC INJ. A54/30.1/0790, 0791, 0792, 0793. 200 mg/ml.

3004385-001: 1g, 5 ml vial, R1 191,66
3004386-001: 2g, 10 ml vial, R2 393,32
3004387-001: 4g, 20 ml vial, R4 766,64
3004388-001: 8g, 40 ml vial, R9 533,28
Dosage: SC admin.only. Dose regim.given as guide depend on indicat.pharmacokin.-& clinic.respons. Dose regim.to achieve trough lev of IgG of at least 5-6 g/l. Loading dose of at least 0,2-0,5 g/kg (1-2,5 ml/kg),div.over days max dly dose of 0,1-0,15 g/kg. After steady state IgG lev, admin.maintenan.dos. repeat.interv.to reach cumulative.mntly dose of 0,3-1,0 g/kg. 
Contraindications: Severe IgA defic.& hist.of hypersens.to human immunoglob.treatm., not for IV/IM admin.

Side effects: Very comm:  Headache, infus.-/injec.site pain, fatig. infus.site erythem., diarrh., naus., local reacts. Comm:  Hypotens., dizzin.,chills & fev, vomit.,arthralg., migraine, somnol., infus.site swell., infus.site prurit./-urtic./-bruis., pain, abdom.pain, myalg., prurit., urticar. Uncomm:  Burning sens., lower abnom.pain, infus.site oed., pos.anti-GAD antibody., pos. Coombs direct.test. Post market: Asept.meningit.
Special warnings and precautions: Poss.shock if bld vessel admin., follow recomm. infus.rate & admin.instruct.closely, monit.pt.closely dur.infus.period, particles may form if prod.remains in silicon.syr.>2hrs., monit.pts naive to human normal Ig./pts.switch.from an alternat.Ig / long interv. since prev.infus.,disc.if severe hypersens./anaphylactic reacts., allerg.reacts.in pts with anti-IgA antibod., pts.with pre-exist.risk fact.for thrombot.events (eg.age/ prolong.immobilizat./ hypercoagulab. condits. / hist.of thrombos./ estogen use/ indwell.vacul.cath./ hypervisc.& CV risk fact.), risk fact.for ren.complic. incl.pre-exist.ren.insuffic./diab.mellit./ hypovol./concom.nephrotox.meds. / age>65/ sepsis/ hyperviscosit./ paraproteinem.,asept.meningit.syndr.(AMS) poss more freq in females, inform pts of sympt.of AMS, contains bld grp.antibod.may cause pos.direct antiglob.reac./haemolyse., passive transferr.of antibod.may interf.with cert.serologic.tests incl. poss. mislead.positive results, transmis.of infect. agents incl.unknown/emerg.viruses & other pathog. cannot be totally excl., safety in pregnan.not est., excret.in breastmilk.
Interactions: May impair.effic.of live attenuate.virus vacc.(eg. measles, rubella, mumps & varicella)for 6 wks-3 mnths.& up to 1 yr in measles.
See also MDR page 758.
 XE "Engerix-B" ENGERIX-B, GSK [P/S]

Recombinant DNA hepatit.B vacc.

Indications: Act.hepatit.B immunisat.

(S2) INJ. U/30.1/186.

Adult: 20 µg Hepatitis B surface antigen/1 ml

700210-001: 1 vial, R145,19
700210-002: 10 vials, R1 451,95
(S2) INJ. W/30.1/35

Paed: 10 µg Hepatitis B surface antigen /0,5 ml

700356-001: 1 vial, R108,70
Dosage: Admin.IMI in deltoid reg.& anterolat. thigh for infts./neonates., exceptional.vacc.may be admin.SC in thrombocytopaen./bleed.disords., HIV infect. doesn’t. contraindic. its use., do not mix with other vacc.

Adults & childr.over 16 yrs: Dos.of 20 µg/ml.

Neonates, infts.& young childr.up to & incl.15 yrs: 10 µg/0,5 ml.at 6/10/14 wks.old. Childr. 11-15 yrs: Adult dos.of 20 µg as 2dos.sched.can be employ.if complete vaccinat.compliance can be ensur.& hepatit.B infect.risk low dur.vacc course.

Primary Immunisation schedule: All subj: Immunisat. at 0, 1 & 6 mnths.gives optim.protect. at mnth. 7 & produc.high anti-HB anti.titres. 

Accelerat.sched. with immunisat.at 0, 1 & 2 mnths confer quick.protection & better pt.compliance expect.but req.booster at 12 mnths.as titr.aft. 3rd dos.low.than those obt.aft. 0, 1, 6 mnths.sched. In infts.this sched.allow for simultan.admin.of hep.B with oth.childh.vaccin.

Subj.11-15 yrs: 20 µg vac.may be admin.accord.to a 0, 6 mnths.sched., but protect.against hep.B may not be obtain.until aft.2nd dos. Use this sched. only when hep.B infect.risk low dur.vacc.course & when complet.of 2-dose course can be assured. If both conditis. cannot be assur.use 3-dos./ accelerat. sched.of 10 µg vacc.

Subj.18+ yrs: In except.adult cases where more rapid induct.of protect.is reqd.eg. travellers who commen.a course 1 mnth.prior to depart., a sched. of 3 IMI is given at 0, 7 & 21 days. Booster recomm. 12 mnths. Aft.1st dos.

Booster dos: Recomm.for haemodial.& other immunocompromis.pts. Booster dos.not recomm.in healthy individ.who have receiv.full prim.vac. course.

Spec.dos.recommendat: Neonat.born to mothers who are HBV carriers: start immunisat. at birth & follow either 0/1/2 mnths.or 0/1/6 mnths. sched. To incr.protect.effic.admin.hepat.B immune globul.simultan.but at diff.site

Known/presum.expos. to HBV: Admin.1st dos. simultan.with hepatit.B immunoglob.at sep.inject. sites using the rapid immunisat.sched.

Pts.with ren.insuff.incl.pts. undergo. haemodialys. 16+ yrs: Prim.immunisat.sched. is 4 dos.of 40 µg at elect.date, 1, 2 & 6 mnths from date of 1st dos. Adapt sched.to maint anti-HBs antibody titre ≥ 10 iu/L.

Pts.with ren.insuffic.incl.pts.undergo. haemodialys. up to and incl.15 yrs. incl. neonat: Use either 0, 1, 2 & 12 mths. or 0, 1, 6 mths sched.of 10 µg vacc. Addition.dos.may be need.to maint anti-HBs antibody titre ≥ 10 iu/L.

Contraindications: Sev.febr.infects., IV admin.

Side effects: Loc.reacts., rarely fev., malaise, flu-like sympts., skin erupts., syncope, GI disturbs., CNS/ musculoskelet.syst.effs., rarely anaphylax., ser. sickn., hypotens., centr.& periph.nerv.syst. disturbs., arthrit., bronchosp.like sympts., vasculit., angioed., erythema multiforme, lympadenopathy., loss of appet., myalg., arthralg., meningit., thrombocytopaen., musc.weakn.

Warnings and special precautions: Poss. unrecogn. infects.at time of vaccinat.due to long incubat. period, may not prev.hepatit.B., rep.admin. for pts.with imp.immune syst.& dialys.to obt.adeq. antibody conc., pregn./lact., avoid gluteal./ intraderm. admin.as result.immun.resp.not optim., not effect.against Hepatit.A/C/E, potent.apnoea risk in prem.infts., adrenal.to be readily avail.for immed. use in case of anaphylax.
 XE "Entyvio" ENTYVIO, Takeda (Pty) Ltd
See Section 12.10
 XE "Erbitux" ERBITUX, Merck [P/S] 
Cetuximab

Indications: In combinat.with irinotecan-based chemother. for epiderm.growth fact.recept.(EGFR)-express. RAS wild type metastat.colorect.Ca, in first-line in combin.with contin.infus.FOLFOX, as sngl.agent in pts.who fail.oxaliplatin-& irinotecan-based ther.& intol.to irinotecan,loc.advanc.squam. cell head & neck Ca in combinat.with radiat.ther., sngl.agent in recurr.and/or metastat.squam.cell head & neck Ca where chemother.fail., in combin. with platin.-based chemother.for recurr.&/ metastat. squam.cell Ca of head & neck.

(S4) SOL.FOR INFUS, 41/30.2/0883. 5 mg/ml

715052-001: 1x20 ml vial, R2 639,27
Dosage: Admin.only by physic.exper.in antineoplast. prod.with clos.monit.dur.infus.& 1 hr. post infus.in facilit.equip.with resuscitat. equipm. Admin.premed.of an antihistam.& a corticoster.at least 1 hr prior to 1st & all subseq.infus. Admin. once a wk. Admin.init.dos.slow.not exceed. 5 mg/min.over 120 mins. Infus.subseq.wkly.dos. over recomm.infus.period of 60 mins. Do not exceed infus.rate 10 mg/min. Discont.if react.occurs.within 1st 15 mins.of infus.

All indicat: Init: 400 mg/m2 body surf.area IV via separate in-line filtrat.with infus.pump/grav.drip/ syringe pump X120 mins. Subseq.wkly.dos: 250 mg/m2 each with infus.per:60 mins.

Colorect.Ca: In combination with chemother./as sngl.agent where oxaliplatin & irinotecan bas.ther. fail./irinotecan intol. Evid. of wild-type RAS (KRAS & NRAS) status reqd.prior to 1st cetuximab infus. Determ.mutat.status using valid.test method for KRAS & NRAS (exons 2,3 & 4) mutat.by exper.lab.

Ref.to chemotherapeut.agents prod.lit.for concom. dos. Admin.not earlier than 1 hr.aft.end of Erbitux infus. Contin.Erbitux unt.underly.dis.progress.

Squam.cell head & neck Ca: Start Erbitux treatm.1 wk. bef. radiat.ther.& contin.unt.end of radiat. ther. per.

Recurr.&/metast.squam. cell head/neck Ca: Use in combin.with up to 6 cycl.of platin.based chemother.foll.by maint ther.unt.dis.progress. Chemother.not to be admin.earlier than 1 hr aft. end of Erbitux infus.

Refer to respect.prod.inform.when used with concom. other agents.

Contraindications: Known hypersens.reacts.to cetuximab., effic.in paed.pts.below 18 yrs not est., safety in pregn.& lactat.not est., determin.mutat. status by accredit.lab.using validat.test methods for KRAS & NRAS (exons 2,3 & 4) mutat, combin. with oxaliplatin-cont.chemother.in mutant RAS metastat. colorect.Ca or for whom RAS mCRC status is unknown, negat.benef:risk bal.with tumours bear.RAS mutat.with negat.effs.on progress. free surviv.& overall surviv., consid.C/I for concom.chermother.agents/radiother., irinotecan/ radiother.contraindicat.

Side effects: Poss.sev.hypomagnesaem., hypokalaem., hypocalcaem./incr.sev.leucopen.& neutropen.esp.with platinum-bas.chemother., necrotis.fascilit., skin reacts., acne-like rash/ prurit./ dry skin desquamat., hypertrichos.& nail disords., skin necros., alopec., card.disords., hand-foot syndr., radiat.effs.incl.dermatit./mucosit., dehydrat., headache, anorex., asept.meningit., conjunctivit., blepharit, ulc./keratit., DVT, pulm. embol., interstit.lung dis.with poss.fatalit., N&V, incr.in liv.enzym. lev., erysipelas or staphyllococ. scald.skin syndr./sepsis, Stev.John.syndr/tox. epiderm.necrolys., mild to mod.infus.relat. reacts.,fatig., fev., chills, dizzin., dyspn., epistax., sev.infus.-relat.reacts.somet.fatal develop.dur.1 hr within infus.but may occur sev.hrs.aft./subseq. infus., sev.somet.fatal CV events.

Warnings and special precautions: Limit. exper. with concom.radiother.in colorect.Ca, do not use in colorect.Ca where tumours have RAS mutat./ where RAS tumour status unknown, cross. placenta, decr.infus.rate in event of mild-mod. infus.-relat.reacts.which are to be maint in subseq. infus., immed.discont.ther.dur.sev.infus.-relat. reacts. (anaphylact.or repres.cytokine release syndr) & instit.emerg.treatm., warn.pts.of poss. late hypersens.reacts.& to contact med.prof., incr. anaphylact.react.risk in hist.of red meat/tick bite allergy/posit.cetuximab IgE antibod.results, reduc. perform.status/pre-exist.card.-pulm.dis., discont.& treat. if interstit. lung dis.(ILD) diagn., chemother. assoc.with ILD & pre-exist.pulm.dis.report.in fatal ILD cases, interupt.ther.if sev. skin reacts.> grade 3 develop & only resume if react. resolv.to grade 2, treatm.to be resum.at low. dos. lev.with 2nd & 3rdoccur.of sev.skin reacts., discont.ther.if sev.skin reacts. occur 4th time which do not resolv.to grade 2, consid.prophylact.oral tetracycl.& topic. hydrocortis. & moistur.applic.for skin reacts., ser. electrol.lev.prior to & dur.ther., electrol.replet.as appropr., incr.risk of sev.neutropen.with platin.-based ther.which poss.lead to febr.neutropen./ pneumon./sepsis, caref.monit.esp.with skin les./ mucosit./diarrh.that poss.facilit.infect.occur., breast feed. not recomm.until 2 mnths.aft.last dos., limit.exper.in pts.75 yrs & over, incr.CV effs. in combinat.with fluoropyrimidines compar.to that with fluoropyrimidines, CV status & concom. cardiotox. cmpds.t o be taken into account, ophthalm. consult. if S&S of keratit., discont./ interr.ther.& cons.benef./risk of cont.ther.if keratit. diagn., keratit.hist./sev.dry eyes/cont.lens., not stud.in pre-exist.haematolog.disords., induc.skin les. predispos. pts.to superinfects.& subseq. complicat.

Drug interactions: No formal stud.perform.in human. other than with irinotecan.

See also MDR page 415.
 XE "Euvax B" EUVAX B INJ, Specpharm [P/S]

Hepatit.B virus recomb.-DNA surf.antig.

Indications: Act.hepatit.B virus immunizat.

(S2) INJ. 35/30.1/0024

713048-002: 20 µg/1 ml sngl. dos., R121,92
Dosage: Admin.IM. Neonates & childr.10 yrs. & young: 0,5 ml (10 µg) First dos.at elect.date (6 wks.of age for neonates) 2nd dos: 1 mnth later. 3rd dos: 6 mnths aft. 1st dos.
Adults & childr.over 10 yrs: 1 ml (20 µg) Same sched. as above.

Altern. sched. for high-risk groups: 1st dos.at elect. date (6 wks of age for neonates); second dos. 1 mnth later; 3rd dos. 2 mnths.aft.1st dos.

Contraindications: Safety in pregn.not est., effic. in immunocomprom./immunosuppress.pts.not est., IV/ intraderm.admin.

Side effects: Loc.reacts., system.reacts.incl.fev., dizzin., headache, Guillain-Barre syndr., neuropathy incl.hypoesthes./sev.CNS disord.

Special precautions: Lactat., sev.comprom. cardiopulmon. status., febr./system.reacts.poss. risk, epinephrine to be avail.in case of anaphylax., due to long incubat.period an undiagn.infect.may be pres.& hepatit.B will not be prevent., cons. benef.-risk ratio in delay.vaccinat.in cases of sev. act. infect.

 XE "Filgrastim Teva" FILGRASTIM TEVA, Teva [P/S]
Filgrastim.

Indications: Reduct.in neutropen.durat.in pts. receiv.cytotox.chemother.except.in pts.with chron. myeloid leukaem.& myelodysplast.syndr.

(S4) SOL.FOR INJ/INFUS, 46/32.16/0317, 0318. 60 MIU(600 µg)/ml

3000141-001: 30 MIU/0,5 ml, 5x pre-filled syr, R2 559,17
3000142-001: 48 MIU/0,8 ml, 5x pre-filled syr, R4 094,66
Dosage: Admin.only in collaborat.with G-CSF treatm.exper.oncology centre with the necess. diagnost.facilit.

Est.cytotox.chemother: Recomm.dos: 0,5 MIU (5 µg)/kg/day. Do not admin.within 24 hrs.of cytotox. chemother. Admin.as dly SC inj/IV infus. dil. in 5% gluc.sol.over 30 mins. Cont.till expect. nadir is passed & neutrophil count recover.to norm. range (±14 days). Premat.discont.not recomm. Treatm.durat.may be up to 38 days in ac. myeloid leukaem treatm. Do not mix.with NaCl sols. Paed.dos.recomm.same as for those in adults receiv.myelosuppress.cytotox.chemother.

Contraindications: Chron.myelodysplast.syndr., chron.myeloid leukaem., sev.congenit.neutropen. with abnorm.cytogen., to incr.cytotox.chemother. dos. beyond est.regimens, imp.ren./hepat.funct., pregn.& lactat.
Side effects: Musculoskelet.pain, urin. abnormalit. predom.mild to mod.dysur., splenomegaly, spleen.rupt., sickle cell crisis, hypersens., Graft vs.Host dis., pseudogout, headache, hypotens., veno-occlus.dis.& fluid vol.disturbs., capillary leak syndr., oropharyngeal pain, cough, dyspn., haemoptys., ac.resp.distress syndr., reasp.fail., pulm.oed.., interstit lung dis., lun infiltrt., pulmon.haemorrh., GIdisturbs., alopec., skin rash, Sweet’s syndr., cutan.vasculit., chest & unspec.pain, exacerbat.of rheumatoid.arthrit., asthen., fatig., mucos.inflammat., pain.
Warnings and special precautions: Risk vs. benef.in sickle cell dis., spec.care to distinguish diagnos. of blast transformat.of chron.myeloid leukaem.from ac.myeloid leukaem., monit.of bone density in underly. osteoporot.bone dis.where ther. exceeds 6 mnths., discont.ther.at onset of pulm. signs in assoc.with radiolog.signs of pulm.infiltrat & deterior.pulm.funct.poss.prelim.signs of adult resp.distress syndr., reg.WBC, neutrophil respons. poss. dimin. in pts.with reduc.precursors, Graft vs Host dis.& fatalit.in pts.receiv.G-CSF aft.allogeneic bone marr.transplantat., heredit.fruct.intol., elderly.
Interactions: Safety & effic.of Filgrastim Teva given on same day as myelosuppress.cytotox. chemother. not est., not recomm.24 hrs.bef.to 24 hrs.aft.chemother.in view of sensitiv.of rapid. divid. myeloid.cells to myelosuppress.cytotox. chemother., interacts.with other haematopoiet. growth fact.& cytokines not investigat., Li poss. potent. eff.
 XE "Gardasil" GARDASIL, MSD [P/S]

Human Papillomavirus (HPV) 6 L1 prot.20 µg, HPV 11 L1 prot.40 µg, HPV 16 L1 prot.40 µg, HPV 18 L1 prot.20 µg/0,5 ml dos.

Indications: Prev.in girls & women 9-45 yrs:of cervic./vulv./ vag. & anal Ca caus.by HPV 16 & 18, genit.warts (condylomata acuminata) caus.by HPV 6 & 11.

Prev.of follow.infects.& precancer./dysplast. les. caus.by HPV 6, 11, 16 & 18: Cervic. intraepithel. neoplas.grade 2 & 3, cervic. andenocarcin. in situ, cervic.intraepithel. neoplas. grade 1, vulv. intraepithel.neoplas.grade 2& 3, vag. intraepithel. neoplas.grade 2 & 3, vulv. intraepithel. neoplas.grade 1, vag.intraepithel. neoplas. grade 1, anal intraepithel. neoplas.grades 1,2 & 3.

Protect.in girls & women 9-26 yrs against HPV 31, 33, 52, 58-relat.cerv.intraepithel.neoplas. grades.

Prev.in boys & men 9-26 yrs. Extern.genit.les. /infect. & follow.dis.caus. by HPV types incl.in vacc: Anal Ca caus.by HPV 16 & 18, genit.warts (condyloma acuminata) caus.by HPV types 6 and 11, prev. of anal intraepithel. neoplas.grades 1,2 & 3 pre-cancer.or dysplast.les.caus.by HPV 6, 11, 16 & 18.
(S2) INJ, 41/30.1/0145

710249-001: 1x sngl.dos syr., R961,98
Dosage: Admin. ASAP aft.remov.from refrigerat. Complete vaccinat.course with Gardasil.

Childr.& adolesc: 9-17 yrs., women 18-45 yrs, men 18-26 yrs: IM admin.as 3 separat.0,5 ml dos. 1st dos: Elected date. 2nd dos: 2 mnths aft.1st dos. 3rd dos: 6 mnths aft. 1st dos.

Encourage adher.to above sched.however effic. demonstrat.where all 3 dos.receiv.within a 1 yr. period. If altern.sched.necess.admin.2nd dos.at least 1 mnth.aft.1st dos.& 3rd dos.at least 3 mnths. aft.2nd dos.

Alternat.sched. 9-13 yrs: Admin.accord.to a 2-dose (0, 6 mnths./0, 12 mnths.) sched.

Contraindications: Re-admin.to indiv.develop. sympts.indicat.of hypersens., safety in pregn.& lactat.not est. no adeq./well-control.stud.in pregn. women, safety & effic.not eval.in childr.und.9 yrs./ adults above 45 yrs., safety/immunogenic.& effic. not full eval.in HIV infect.

Side effects: Loc.reacts.incl.pain/cellulit./ swell./erythem./haematom., pyrex., bronchosp., idiopath. thrombocytopen.purp., lymphadenopath., ac. dissem.encephalomyelit., dizzin., Guillain-Barre syndr., headache, dizzin., syncope somet.with clon.-tonic movem., N&V, arthralg., myalg., asthen., chills, fatig., malaise, hypersens./ anaphylact. reacts., urticar.

Special precautions: Do not use interchang.with other HPV vacc., thrombocytopen./any coagulat. disords. as bleed.poss., women.found to be pregn. bef. complet.of dos.regim.instruct.to defer complet. of vaccinat.regim.until pregn.resolut., nurs. women, not recomm.for intravasc./SC/ intraderm. use, have appropr.medic.treatm.avail.in event of rare anaphylact. reacts., protect.of all vacc. recipients may not result., not intend.for treatm. of act.genit.les./cervic./vulv.or vag.Ca/ CIN/ VIN or VaIN, no protect.against dis.not caus. by HPV, monit.pts.for approx.15 min.aft.admin.in case of syncope/fall., low.grade fev./mild resp. infect. not gen.C/I to vaccinat., reduc.antibody respons. to act.immunisat.in imp.immune responsiven.
 XE "Gardasil 9" GARDASIL 9, MSD [P/S]

Human Papillomavirus (HPV) 6 L1 prot.30 µg, HPV 11 L1 prot.40 µg, HPV 16 L1 prot.60 µg, HPV 18 L1 prot.40 µg, HPV 31 L1 prot.20 µg, HPV 33 L1 prot.20 µg, HPV 45 L1 prot.20 µg, HPV 52 L1 prot.20 µg, HPV 58 L1 prot.20 µg/0,5 ml dos.

Indications: Girls & women >9 yrs for prev.of cervic.-/ vulv.-/ vag.-& anal CA/ pre-CA or dysplastic les./ genital warts & persis.infect. caus.by HPV Prev.of follow.dis.: Cervic.-/ vulv.-/ vag.-& anal CA caus.by HPV 16,18,31,33,45,52 & 58. Gen.warts caus.by HPV 6&11. Persist.infect.& follow.pre-CA/ dysplast.les caus.by HPV 6,11,16,18,31,33,45,52&58: Cervic.intraepithel.neoplas.(CIN) grade 2/3, cervic.andenocarcin.in situ, CIN grade 1, vulv. intraepithel.neoplas.(VIN) grade 2& 3, vag. intraepithel.neoplas.(VaIN) grade 2 & 3,VIN & VaIN grade 1, anal intraepithel. neoplas.(AIN) grades 1,2 & 3. Boys & men >9 yrs for prevent.of anal CA, anal pre-CA or dysplastic les., extern.gen.les.(incl.gen.warts) & persis.infect. caus.by HPV. Prevent of: Anal CA caus.by HPV 16,18,31,33,45,52 & 58. Gen.warts caus.by HPV 6 & 11. Persis.infect.& the follow.pre-CA/ dysplastic les caus.by HPV 6,11,16 & 18,31,33,45,52&58 AIN grades 1,2&3 

(S2) INJ, 51/30.1/0264

3006049-001: 1x 0,5 ml pre-fill.syr., R2 020,64

Dosage: Admin.asap aft.remov.from refrigerat. IM admin.as 3 separat.0,5 ml dose. 1st dose: Elected date. 2nd dose: 2 mnths aft.1st dose 3rd dose: 6 mnths aft. 1st dose Alternat.reg.in 9-14 yrs: 2-dose schedule: 2nd dose betw.5-13 mnths aft.1st dose. If 2nd dose earlier than 5 mnths, admin a 3rd dose. Use acc.to offiial recomm. Complete vaccinat. course. If decide to give Gardasil 9 after 3 doses of Gardasil: allow at least 12 mnths after Gardasil.

Side effects: Very common: Headache, loc.reacts.incl.pain, swell./ erythem. Common: Dizzin., naus., extremit.pain, fatig., pyrex., loc.reacts.incl.prurit., haematom. Post market.: Cellulit., idiopath. thrombocytopen. purp., lymphadenopath., ac. dissem. encephalomyelit., dizzin., Guillain-Barre syndr., headache, syncope somet.with clon.-tonic movem., N&V, arthralg., myalg., asthen., chills, fatig., malaise, hypersens./ anaphylact. reacts., urticar., bronchosp.,
Special warnings precautions: Do not use interchang.with other HPV vacc., thrombocytopen./ any coagulat. dis. as bleed.poss., not recomm.for IV/ SC/ intraderm. use, have appropr.medic. treatm.avail.in event of rare anaphylact. reacts., protect.of all vacc. recipients may not result., not intend.for treatm. of act.extern. genit.les./ cervic./ vulv.vag.or anal CA/ CIN/ VIN/ VaIN/ AIN, no protect.against dis.not caus. by HPV, monit.pts.for approx.15 min. aft.admin.in case of syncope/ fall., admin/ delay vacc.due to curr./ recent febrile illn.depends on sev.of sympt.& a low.grade fev./ mild resp. infect. not gen.C/I to vaccinat., reduc.antibody respons. to act.immunisat.in impair.immune responsiven, S&E in childr.<9 and adults >65 yrs not est. safety in pregn.& lactat.not est., women. found to be pregn. bef. complet.of dos.regim.instruct.to defer complet. of vaccinat.regim.until pregn.resolut.

Interactions: Immunesupress.therap.may red.immune resp.to vacc. 
 XE "Gazyva" GAZYVA, Roche [P/S]

Obinutuzumab 

Indications: In combinat.with chlorambucil in prev. untreat.pts.with.chron.lymphocyt.leukaem., in combinat.with chemother.follow.by Gazyva maint. is indicat.for the treatm.of pts.with prev. untreat.follicul.lymphoma, in combinat.with bendamustine follow.by obinutuzumab maint.in pts. with follicul.lymphoma not respond. to/ progress. dur.or aft.treatm.with rituximab or a rituximab-contain.regim.

(S4) SOL FOR INFUS, 49/30.1/1142

3000053-001: 1000 mg, 1x40 ml vial, 

R20 911,03

For further product details refer to manufact. prof.lit.

 XE "Grastiva" GRASTIVA, Accord [P/S] 

Filgrastim 

Indications: Reduct.in neutropen.durat.& febrile neutropen.in pts.receiv.cytotox. chemother.for malign.(except.chron. myeloid leukaem.& myelodysplast.syndr.) & reduct.of neutropen.durat.& clinic. sequel.in pts.undergoing myeloablative ther.foll.by bone marr.transplant, sev. congenit./ cycl.or idiopath.neutropen.with ANC <0,5x109/l, autolog.periph.bld. progenit.cells mobilisat.alone or foll. myelosuppress.chemother.in order to acceler.haematopoiet.recov.by infus. such cells aft.myelosuppress./ myeloablative ther., mobilis.periph. bld.progenit.cells in norm donors, advanc.HIV infect.& neutropen.to allow sched.dos.of ARV meds.

(S4) INJ, 48/30.4/1114, 1115

3003091001: 300 ug, 5x0.5ml, pre-filled syr, R2 094,00
3003092001: 480 ug, 5x0.5ml,pre-filled syr, R4 212,36
Dosage: Treatm.to be initiat.under close supervis.of a doctor/ profess.experience. in cytokine/ Ca chemother. Discontin. ther.when ANC reach./ exceeds 10 000 per mm3 aft. ANC nadir has occurr. to avoid excess.leucocytos.

Est.cytotox.chemother: Recomm.dos: 5 µg/kg/day. Do not admin.within 24 hrs.of cytotox.chemother.or bone marrow infus. Admin.as dly SC inj /IV infus.dil.in 5% gluc.sol.over 30 mins. Cont.till expect.nadir is passed & neutrophil count recover.to norm.range (±14 days). Treatm.durat.may be up to 38 days in ac.myeloid leukaem treatm. Do not dil.with saline sols.

Other indications: See manufacturers lit.

Contraindications: To incr.cytotox. chemother.dos.beyond est.regimens, sev.ren./ hepat.funct., safety in pregn.& lactat.not est., S&E in the Ca sett.in childr.not est., S&E in norm.donors <16 yrs & >60 yrs.not assess., S&E in myelodysplast. syndr./ chron.myelogen. leukaem.not est.& not indicat.in these condits.

Side effects: Freq.: Bone pain, musculoskelet.pain, arthralg., myalg., dysur. Less Freq: Splen.enlargem./ rupture, thrombocytopen., anaem., excess.leucocytos., granulocytos., hypersens.reacts., anaphylact.react., anorex., headache, trans.decr.in BP, veno-occlus.dis., fluid vol.disturbs., pulmon.infiltr., respirat.fail., ARDS, epistax., dyspn., cough, interstit. pneumon., sore throat, diarrh., N&V, mucosit., stomatit., constipat., hepatomegaly, cutan.vasculit., Sweet’s syndr., skin rash, itch., alopec., exacerbat.of pre-exist.skin disords, exacerbat.of rheumat.arthrit., osteoporos., proteinur., haematur., inject. site redness/pain, neutropen.fev., fev., fatig., chest pain, generalis.weakn., unspecif.pain.

Special warnings and precautions: S&E of Grastiva given on same day as myelosuppress.cytotox. chemother./ radiat.ther.not est., not recomm.24 hrs. bef.to 24 hrs.aft. chemother.in view of sensitiv.of rapid. divid.myeloid.cells to myelosuppress. cytotox.chemother., interacts.with other haematopoiet.growth fact.& cytokines not investig., pts with premalign./ malign. myeloid condits., pts. with sickle cell dis., spec.care to distinguish diagnos.of blast transformat. of chron.myeloid leukaem.from AML monit.of bone density in underly. osteoporot.bone dis.where ther.exceeds 6 mnths., discont.ther.at onset of pulm. signs in assoc. with radiolog.signs of pulm.infiltrat & deterior.pulm.funct.poss. prelim.signs of adult resp.distress syndr., heredit.fruct.intol., reg.WBC/ platel. counts & haematocrit, high dos. chemother.as improv.tumour outcome not demonstrat.& intensif. chemother. agents poss.incr.toxic., admin.of sngl./ combinat. chemotherapeut.agents known to caus.sev.thrombocytopen., neutrophil respons.poss.dimin.in pts.with reduc. precursors, eff.on Graft vs Host dis.not defin., risk vs benef.of contin.ther.in pts. with sev.chron. neutropen. devel. abnorm.cytogenet., discont.ther.if MDS/ leukaem.occur, 12 mnthly morpholog.& cytogenet.bone marr.exam.recomm., excl.causes of trans.neutropen., monit. spleen size reg., reg.urine analys.to monit.poss.haematur./ proteinur., S&E in neonates & pts.with auto-immune neutropen. of infancy not est., prior expos.to cytotox. agents in periph. bld.progenit.cell mobilisat., assessm.of progenit.cell yields, leukaphores.not to be perform.in donors who are on anticoag./ with known haemostas.defects., immunologic.interacts.betw.alogeneic PBPC graft & recipient poss.assoc.with incr.risk of ac.& chron. Graft vs Host dis.compar.to bone marr. transplantat., monit.absol.neutrophil count closely in HIV infect.pts., consid. appropr.treatm.of known underly.bone infiltrat.infect./ malign., pre-exist.CV dis.

Interactions: Li poss.potent.neutroph. release.

 XE "Havrix" HAVRIX, GSK [P/S]

Formaldehyde-inactivat.hepatit.A virus vaccine (HM175 hepatitis A virus strain) adsorbed onto Al hydrox.

Indications: Act.immunisat.against HAV infects.in subj.at risk

(S4) 1440 INJ, [P/S] 29/30.1/0310
Not<1440 ELISA units of viral antig./1 ml dos.

822361-019: 1x monodos.vial. R343,45
Dosage: IM admin. into deltoid reg. Can be given to HIV infect.persons. Each dos.consists of 1 ml sterile susp. HAVRIX 1440: Adults & childr.over 16 yrs: Prim.immunisat: One sngl.dos. Booster recomm.betw.6-12 mnths.aft.prim.dos.

(S4) JUNIOR INJ, [P/S] 31/30.1/0294
Not<720 ELISA units of viral antig./0,5 ml dos.

703448-001: 1x monodos.vial. R218,31
Dosage: IM admin. into deltoid reg.or antero-lateral thigh in young childr. Can be given to HIV infect. persons. Each dos.consists of 0,5 ml sterile susp.HAVRIX 720. Childr.& adolesc.from 1-16 yrs: Prim.immunisat: One sngl.dos. Booster recomm. betw. 6-12 mnths.aft.prim.dos.

Contraindications: Hypersens.aft.prev.HAVRIX admin., IV admin.

Side effects: Loc.reacts., headache, drowsing., dizzin., hypoaesthes., paraesthes., malaise, fatig., fev., N&V, loss of appet., diarrh., myalg., arthralg., allerg.reacts incl.anaphylax.& convuls., syncope, irritabil., URTI, flu-like illn., chills.

Special precautions: Do not freeze if frozen discard , postpone in cas.of ac.sev.febr.illn., if subj. in incubat.period at time of immunisat.eff.is not known, in haemodial.pts.& pts.with imp.immune syst.adeq.antibod.titres may not be obt.aft.prim. immunisat.course and addit.dos.may be necess.& antibody titres recomm., gluteal reg./SC/ intraderm. admin.may result in less than optim. antibody respon., medic.supervis.30 mins.aft. admin recomm., thrombocytopen., bleed.disords., in pregn.& lactat.only when clearly need.since eff. not assess., admin.other vaccines/ immunoglobulins at diff.inj.sites, do not mix with other vaccines/immunoglobulins in same syringe.

 XE "Hebagam IM" HEBAGAM IM, NBI [P/S]

Human hepatit.B immunoglob.deriv.from pooled human plasma with high titre of antibodies to HBsAg, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Hepatit.B post-expos.prophylax., temp. protect.of infts.born to HBsAg+.mothers., haemodial.pts.until vaccin.effect., subj.not show. immun.respon.aft.vacc.for whom contin.prevent. necess.due to contin.hepatit.B infect.risk

(S4) IM INJ. T/30.2/746. 100 IU/ml.

731501-004: 1x2 ml amp, R1 058,72
Dosage: Warm amp.to body temp.bef.use. Admin. as sngl.dos., first dos.of vaccine can be inject.on same day as human hepatit.B immunoglob.but at diff.site.

Needle-stick injury, mucosal/sex. expos: <5 yrs: 200 IU. 5-9 yrs: 300 IU. >10 yrs: 500 IU. Treat within 48 hrs.& not more than 7 days aft.expos. Rep. aft.28 days unless immunity is shown/ hepatit. B vaccine admin.

Newborn inft.born to HBsAg posit.mothers protect: 200 IU immed./within 48 hrs.of birth combin. with act.immunizat.(at diff.sites). Admin. may need to be repeat.until seroconvers. follow. vacc.

Haemodialysis: 8-12 IU/kg (max 500 IU). Admin. may need to be repeat.every 2 mnths. Until seroconvers. follow.vacc.

Subj.not show.immun.resp.aft.vacc.for whom contin.prevent.necess: Adults: 500 IU. Childr: 8 IU/kg. Admin.every 2 mnths. Min.protectiv. antibod. titre is consid.to be 10 IU/L.

Contraindications: Bleed.disords., IV admin., treatm.of any type of hepatit. B infect.

Side effects: Loc.reacts., headache, fev., chills, flush, lightheadedn., backache, naus., skin/ anaphylact.reacts., IgA sensitisat., impair.efficacy live attenuat.virus vaccines.

Special precautions: Weigh risk-benef.ratio in pts.with IgA defic.hist.or sev. anaphylact.reacts.to plasma products, safety in pregn. & lactat.not est., Act.hepatit.B immunisat. pref. for persons at contin.risk, delay live virus vaccinat. for 3 mnths.aft.treatm., infect.dis. transmiss. cannot be tot.exclud., admin.in. div.dos. at diff.sites if large vol.(>2 ml for childr./>5 ml for adults) reqd., do not mix with other prods.

 XE "Heberbio HBV" HEBERBIO HBV, Biovac Instit. [P/S]

Hepatit.B virus recomb.-DNA surf.antig.

Indications: Act.hepatit.B virus immunizat.

(S2) INJ. 36/30.1/0358, 0359

701658-001: 10 µg/0,5 ml sngl.paed.dos., R81,93
701659-001: 20 µg/1 ml sngl.adult dos., R112,97
Dosage: Admin.deep IMI. Neonates & childr. 10 yrs. & young: 0,5 ml. Neonates: First dos.at 6 wks. 2nddos: 10 wks. 3rddos: 14 wks. Adults & childr.over 10 yrs: 1 ml. First dos.at elect.date; second dos.1 mnth later; 3rddos. 2 mnths.aft.1st dos.

Contraindications: Fev.due to sev.infects., IV admin., safety in pregn.& lactat.not est., effic.in immunocomprom./immunosuppress.pts.not est.

Side effects: Loc.reacts., system.reacts.incl.fev., headache, naus., weakn., poss.sudd.& life-threat. react.

Special precautions: Sev.comprom.cardiopulm. status., febr./system.reacts.poss. risk, due to long incubat.period an undiagn.infect.may be pres.& hepatit. B will not be prevent., cons. benef.-risk ratio in delay.vaccinat.in cases of sev.act.infect.

 XE "Heberprot-P" HEBERPROT-P, Kahma Biotech

Recombin.human epiderm.growth factor (rhEGF)

Indications: Loc.intrales.treatm.of chron.advanc. infect.free diabet.foot ulc.(Wagner classific. grades 3 or 4) ulc.size >1 cm2 with either neuropath./ ischaem.compon.in conjunct.with wound & ulc.care in hospital.well control.diabet. where other tream.fail.& amputat.risk exists.
(S4) LYOPHILIS.INJ, 50/30/0181

3002456-001 75 ug, 1x5 ml vial, R8 668,01
Dosage: In combinat.with asept.wound & ulc.care pract. Debride les.if necess.& avoid press.on area dur. treatm.& heal.period.

Do not shake, dil.with 5 ml water for inj.immed. bef. inj. Do not store, discard unused portion.
Admin by intrales.inj.75 ug 3x/wk. Contin.until complete granulat.of les.achiev/les.clos.by graft. or max.8 wks.treatm. Discont.when granulat.tiss. covers whole les.extent or reduct.to <1 cm2achiev. Contin.with infiltrat.into ulc.edges. Cover with 0,9% NaCl damp.gauze to ensure clean & wet environm.around les. Discont.aft.3 wks.if no useful granulat.tiss.has develop.on ulc.bed.

Contraindications: Pregn.& breast feed., ac.CV events in prev.2 mnths, sev.CHF (NYHA III & IV), sev. AV block (grade III), atrial fibrillat.with uncontrol. rhythm, person.malign.suspicions/hist., diabet.coma, diab.ketoacidos., sev.ren.impairm., sev.liv.impairm.

Side effects: V.common: Shiver., pain/burn.at inj.site. Common: Loc.infect., vomit., chills, fev., worsen.dis. Uncommon: Hypoglycaem., dizzin., loss of conscious., convuls., STILL, chest pain, decompensat.hypertens., ac.MI, tachycard., ac. pulm. oed., yawn., dyspn., resp.distress, naus., diarrh., desire to defacate, epigastr.pain, myias., prurit., slough, profuse sweat., low back pain, cramp, decompensat.chron.kidn.dis., fatig., cellulit., hypotherm., les.pain, inj.site bleed. Rare: Ac. lymphangit., anaem., purplish rash, sept.shock, diabet.ketoacidos., thirst, incoher.speech, stabil. loss, muddle speech, sudd.card.death, pulm. embol., distal cyanos., ischaem.stroke, palpitat., card.arrest, decompensat.HF, ventricul.fibrillat., vagal crisis, gen.erythro-cyanos., glottis oed., resp.fail., upper GI bleed., ac.gastro-enterocolit., dry mouth, abdom.pain, incr.SGTP, rash faint., leg pain, pallor, decay, bone expos.

Special warnings and precautions: Treatm.by exper.practit., ischaem.ulc.respond less favourably, loc.infect of ulc./expos.anatomic. struct. inside ulc.relat.to treatm.fail., adher.to infect. prev./control meas.reqd., avoid press.on area dur. treatm.& heal.period., no info on eff.on common diab.complicat., treat co-exist.condits.eg infect./osteomyelit.bef.init.treatm., perform reperfus. proced.of affect.limb in ischaem.due to periph. macroangiopathy, pref.Hb lev.kept. >10 g/dL, excl.malign.bef.start.treatm.if suspect., not recomm.in hist.of underly.neurolog./psych.dis., clinic. signific.valvul.dis./sev.hypertens./ven. thrombos. hist., sucrose content.

Interactions: Do not use in combinat.with other topic.meds.
 XE "Hemlibra" HEMLIBRA, Roche [P/S]

Emicizumab

Indications: Routine prophylax.to prevent/reduce freq. of bleed.episodes of adults & childr.with hemophilia A with/without factor VIII inhibits.

(S4) SOL FOR INJ, 53/30.1/0071, 0072, 0073, 0074

3000864-001: 30 mg, 1 sngl.use vial, 

R16 871,14

3000863-001: 60 mg, 1 sngl.use vial,

R33 742,27

3000720-001: 105 mg, 1 sngl.use vial, 
R59 048,99

3000862-001: 150 mg, 1 sngl.use vial, 

R84 354,96

For further details refer to manufact.prof.lit.

 XE "Herceptin" HERCEPTIN, Roche [P/S]

Trastuzumab

Indications: Powd.for injection & SC inj: Metastat. breast adenocarcinoma where tumours overexpress. HER2: as monother.where at least 2 chemother. regim.for metastat.dis.receiv./in combin. with paclitaxel/docetaxel where no chemother. for metastat.dis.receiv./in combinat. with aromatas.inhibit.in horm.-recept.posit. metastat. breast Ca, HER2 positiv.early breast adenocarcinoma: treatm.follow.surg./chemother. & radiother.if applic./follow adjuv.chemother.with doxorubic. & cyclophosphamide in combinat.with docetaxel. Only admin.where tumours have eith. HER2 overexpress./HER2 gene ampliciat.determ. by accur.& valid.assay/have HER2 overexpress.at a 3+ lev. as determin.by immunohistochem.

Powd.for injection only: HER2 positiv.metastat. gastric-adenocarcinoma of stomach/gastro-oesophag. junct.in combinat.with capecitabine/ 5-fluorouracil & cisplat.where no prior anti cancer treatm. for metastat.dis.receiv.only where HER2 overexpress.defin.by IHC2+ & confirmat.silver in situ hybirdisat.(SISH)/fluorescence in situ hybirdisat. (FISH)/IHC3+ results.

(S4) POWD.FOR INJ, 34/26/0419, 34/34/0420

884055-001: 440 mg, sngl.vials+dil., R8 778,81
(S4) 600 MG SUBCUT.INJ: 48/26/1244

723199-001: 600 mg/5 ml vial, 1, R9 398,49
For further details refer to manufact.prod.lit.

 XE "Hexaxim" HEXAXIM, Sanofi-Aventis [P/S]

Diphtheria toxoid ≥ 20 U, tetanus toxoid ≥ 40 IU, pertussis toxoid (PT) 25 µg, filamentous haemagglutinin (FHA) 25 µg, D-antigen type 1(Mahoney) polio virus 40 units, D-antigen type 2(MEF-1) polio virus 8 units, D-antigen type 3(Saukett) polio virus 32 units, Hepatit.B surface antigen 10 µg, Haemophilus influenza type b (Hib) polysaccharide, conjugat.to tetanus protein [tetanus protein:22-36 µg]12 µg (express.as amount of polysaccharide)/0,5 ml.

Indications: Prim.& booster vaccinat.of infts.from 6 wks.against diphtheria./ tetanus/pertussis/ hepatit B/ poliomyelit./& invas.infects.caus.by Hib type b (such as meningit./septicaem./cellulit./ arthrit./ epiglottit./pneumopathy/osteomyelit.)

(S2) INJ, 46/30.1/0447
719637-001: 1x pre-fill.syr., R648,24
719637-002: 10x pre-fill.syr., R6 482,48
Dosage: Prim.vacc.sched: 3 dos.of 0,5 ml (e.g. 6,10,14 wks; 2,3,4 mnths; 3,4,5  mnths; 2,4,6 mnths.) admin.by IM inj.at interv.of at least 4 wks. in accord.with offic.recommendat. All vaccin. sched.can be used wheth.or not a dos.of Hepatit.B vacc.was giv.at birth. If hepatit.B dos. was giv.at birth Hexaxim may be used for supplem. dos.of Hepatit.B vacc.from age 6 wks. Monoval. hepatit.B vacc.to be used if a 2nd dos.of hepatit.B vacc. requir.bef.this age.

Booster dos: Aft.vaccin.with 3 dos. (e.g.6,10, 14 wks; 2,3,4 mnths.; 3,4,5 mnths; 2,4,6 mnths)of Hexaxim, a booster dos.should be giv.pref.dur.2nd yr.of life at least 6 mnths.aft.the last prim.dos. Booster dos.to be giv.in accord.with offic. recommendat. but a minim.dos.of Hib must be admin. Hexaxim or Pentaxim can be consid.(in accord. with the offic.recommendat.)for booster dos. when subj.is primed against diphth./pertuss./ tetanus/ hep.B/poliomyelit./invas.infects.caus.by Hib.

This vacc.may be consid.until 5 yrs.

Contraindications: Intravasc.inj., women of child-bear.age, sev.allerg.react.hist.to any compon. of vacc./any pertuss.cont.vacc.aft.prev.admin.of the vacc. or a vacc.cont.same compon., postpone in mod.to sev.febr.&/ac.dis., encephalopathy within 7 days of prev.pertuss.cont.vaccin., progress. neurolog.disord./uncontrol epilep./ progress.encephalopathy unt.treatm.regim.est./ condit.stabil./benef.outweighs risk.

Warnings: Hypersens.to glutaraldehyde/ formaldehyde/ neomycin/streptomycin/polymyxin B.

Side effects: Loc.reacts.incl.erythem./pain/ swell., irritabil., crying incl.prolong., hypersens. reacts., anorex., somnol., hypoton.reacts., vomit., diarrh., rash, pyrex., extens.limb swell., bleed., brach.neurit.& Guillain Barre syndr.aft.tetanus tox.cont.vacc., oedemat.react.of one/both low. imbs/ assoc.redn./cyanos./purpura/cry.poss.occur aft.vaccin.with Hib cont.vacc., convuls.with/ without fev., periph. neuropathy/opt.neurit./CNS demyelinat. aft.admin. of hepatit.B antig.-cont. vacc.

Special precautions: Caut.in pts.with thrombocytopaen., bleed.disord., in case of anaphylax.appropr.medic.treatm.& supervis.to be avail., eval.merits of subseq.dos.of pertuss.-contain. vacc.in case of prev.sympt.aft.receipt of vacc: temp.>40°C with.48 hrs.not due to identif. cause/collapse or shock-like state/ persist. inconsol. cry.last.>3 hrs.within 48 hrs.of vaccin., convuls.with/-out fev.within 3 days of vaccinat., vacc.does not protect.against infect.dis.caus.by other types of Hib/meningit.of other orig., no protect. to hepatit infect.caus.by other agents except Hep B, immunogenicity poss.reduc.by immunosuppress. ther./immunodefic., vaccin. recomm. in indiv.with chron.immunodefic.such as HIV infect., apnoea risk/need for 48-72 hrs.monit. in very prem.infts.esp.those with prev.resp. immaturit. hist., cons.benef.vs risk of tetanus toxoid-cont.vacc.if Guillan Barre syndr./brach. neurit. prev.occur.foll.receipt.

 XE "Hiberix" HIBERIX, GSK [P/S]

Haemophilus influenz. type b capsul.polysacchar. (PRP) conjugat.to tetanus tox

Indications: Act.haemophilus influenz.type b (Hib) immunisat.in infts.≥ 6 wks.

(S2) POWD FOR INJ. 32/30.1/0349. 10 µg/0,5 ml

700767-001: 1x3 ml vial, R197,18
Dosage: Admin.IMI in deltoid reg., admin.SC in thrombocytopaen./bleed.disords., HIV infect. doesn’t. contraindic.its use.

Prim.vaccinat. sched: Sched consists of 3 dos.in tot. given at 6, 10 & 14 wks.of age. Booster recomm. in 2nd yr.to ensure long term protect.

Contraindications: Hypersens.signs aft.prev. admin. of Hib vac., IV admin. 

Side effects: V.common: Appet. loss., unusual cry./ restlessn, diarrh., fev., redn.at inj.site. Common: Vomit., pain & swell.at inj.site. Unknown: Allerg.reacts., angioed., hypotonic-hyporesponse epis., convuls., syncope/vasovag. inj respons., somnol., apnoea, urticar., rash, extens. swell. of vaccinat.limb, inj.site indurat.

Warnings and special precautions: Not effect. against dis.due to other types of. H.influenz./other organ.caus.meningit.or sept. dis., postpone in sev. febr.illn., pregn./lactat.as safety & effic.not est., limit.immune respon.to tetan. tox.compon.may occur but vaccin.with HIBERIX alone not substit. for tetan.vaccin., potent.apnoea risk in prem.infts., have proced.in place to avoid injury from faints, adrenal.to be readily avail.for immed.use in case of anaphylax., supervis. pt.for 30 mins.aft.vaccin., antigen detect. may not have diagnost.val.in suspect. Hib dis. within 1-2 wks of vaccin., admin other inj.vacc.at diff.inj.sites, adeq.respon.may not be achiev.in pts.receiv.immunosupress.ther./ immunodefic.

 XE "Infanrix" INFANRIX, GSK [P/S]

Diphtheria toxoid not less than 30 IU, tetanus toxoid not less than 40 IU, pertussis toxoid (PT) 25 µg, filamentous haemagglutinin (FHA) 25 µg, pertactin 8 µg, recombin.HBsAg prot. 10 µg, D-antigen type 1(Mahoney) polio virus 40 units, D-antigen type 2(MEF-1) polio virus 8 units, D-antigen type 3(Saukett) polio virus 32 units, purif.capsul.polysaccharide of Hib 10 µg/0,5 ml dos.

Indications: Prim.& booster vaccinat.against diphth./ tetanus/pertussis/hepatit.B/poliomyelit.& haemophil. influenzae type b in infts.from 6 wks and infts.who receiv.1st dos.hepatit.B vacc.at birth.
(S2) HEXA INJ, 36/30.1/0347
707285-001: 1xsyr.& vial, R536,65
Dosage: Do not use in accord.with EPI(SA) sched. of 6,10 & 14 wks.unless prim.dos.of register. hepatit. B vacc.has been admin.at birth.
Prim.vacc.sched: 3 dos.of 0,5 ml admin.by deep IMI at interv.of at least 1 mnth.start.betw.2-3 mnths. May be used as a replacem.for supplem. hepatit.B vacc.dos.from age of 6 wks.If a 2nd hepatit. B vacc.dos.requir.bef.this age, monoval. hepatit.B should be used.

Booster dos: May be giv.at least 6 mnths.aft.last prim. dos.& pref.bef.18 mnths.of age. Giv.in accord. with offic.recommendat.but must incl.at least the Hib conjug.compon. Infts.to receiv. booster vaccinat.with other licens.vacc.accord.to offic.loc.recommendat.where avail.

Contraindications: Hypersens.reacts.to prev. diphther./ tetanus/pertuss./hepatit.B/polio or Hib vacc., encephalopathy of unknown aetiology within 7 days of prev.pertussis vaccinat., intravasc./ intraderm. admin., adults.
Side effects: Very comm: Appet.loss, irritabil., abnorm. cry., restlessn., pain, redn., loc.swell.at inj. site, fev.≥ 38°C, fatig. Comm: Nervousn., vomit., diarrh., prurit., fev.> 39,5°C, inj.site reacts. incl.indurat. Uncomm: URTI, somnol., cough, diffuse swell.of inj.limb/adjac.joint. Rare: Bronchitis, rash. Very rare: Convuls.with/-out fev., dermatit., urticar. Unknown: Lymphadenopathy, thrombocytopen., allerg.react, collapse/shock-like state, apn., angioneurot. oed., extens.swell.reacts., vesicles at inj.site.

Warnings and special precautions: Appropr. medic. treatm.to be avail.in case of anaphylax., discont. pertussis vaccin.if child exper.encelopathy of unknown orig.occur.with.7 days follow.prev. pertuss.vacc., postpone in ac.sev.febrile illn., obt. prev. vaccinat.medic.hist.& exam.clinic., eval. merits of subseq.dos. in case of temp.≥40°C with. 48 hrs.not due to identifiab.cause/collapse or shock-like state/persist.inconsolable cry.last.>3 hrs. within 48 hrs.of vaccinat./convuls.with/-out fev. within 3 days of vaccinat., consid.benef./risk in high pertussis incid.& in childr.with progress. neurolog.disords., bleed.disords., thrombocytopen., prev. neomycin/polymix.hypersens., monit.pts with hist. of febr.convuls.for 2-3 days, do not mix.in same syringe with other vacc., safety in pregn.& lactat. not est.,ensure proced.in place to avoid injury from faint.as syncope.poss., poss.reduc. antibody respons.from immunosuppress.pts., insuff. data regard.concom.MMR vacc., low. immun. respons.poss.in prem.infts., apnoea risk/ need for 48-72 hrs.monit.in very prem.infts.esp. those with prev.resp.immaturit.hist., high.fev.incid. with comcom.pneumocc.saccharid.conjug.adsorb. vacc., hepatit.D poss. prevent., bronchosp./ laryngeal oed., fam.hist.of seiz.assoc.with incr. seiz. freq.follow.pertuss. immunisat., hepatit.B compon. of Hexa vacc.will not prev.against other hepatit. strains/pathogens known to infect.liv., Hib compon. does not prev.against.dis.due to other Haemophil. influenzae strains/meningit.caus.by other organ.

 XE "Influvac Subunit" INFLUVAC SUBUNIT, Abbott [P/S]

Inactiv.influenza virus vaccine contain.influenza vir.surf.antigens accord.to season.variants recomm.by WHO

Indications: Influenza prophylax.in adults & childr.from 6 mnths.

(S2) INJ., T/30.1/581

732826-004: 0,5 ml, 1xsngl.dos.syr., R72,41
Dosage: IM/deep SC. Rep.dos.in childr.never vaccinat.bef aft.4 wk.interv.

Adults & childr.over 3 yrs: 0,5 ml. 6 mnths.-3 yrs: 0,25 ml.

Contraindications: Hypersens.to chicken prot., formaldehyde, cetyltrimethylammon.bromide , polysorbate 80, & gentamycin, egg hypersens. hist., intravasc.inj.

Side effects: Headache, sweat., myalg., arthralg., fev., malaise, shiver., fatig., loc.reacts., swell., pain, ecchymos., indurat., trans. thrombocytopen., trans.lymphadenopathy, allerg. reacts.poss.lead.to shock & angioed., neuralg, paraesthes., febr.convuls., rarely neurologic.disords., vasculit. with trans.ren.involvem., gen.skin reacts.incl. prurit./ urticar., advers.events aggrav.with other concom. vaccin.
Special precautions: Immunise aft.disappear. of.febr.illn./ac.infect.sympt., have appropr.medic. treatm.avail.in event of poss.rare anaphylact. event, antibody respons.insuffic.in endogen./ iatrogen.immunosuppress., false + results.in serology test using Elisa meth.to detect antibod. against HIV1/ hepatit.C, & esp HTLV1 foll.vaccine, may be used in all stages of pregn.& breastfeed., gentamycin/polymixin or neomycin hypersens., vaccine sens.pts to observ. 3 wks.wait. period betw.vaccinat.unless already in flu season.

Drug interactions: Immunolog.respons.poss. dimin. with immunosuppress.treatm.

 XE "Intragam" INTRAGAM, NBI [P/S]

Human normal immunoglobul.deriv.from human plasma, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Pre-& post.expos.hepatit.A prophylax., substitut.& replacement ther.in prim.& second. antibody defic.states.

(S4) IM INJ. T/30.2/740/741.

731455-002: 16%, 1x2 ml, R156,23
731463-005: 16%, 1x5 ml, R390,57
Dosage: Warm to body temp.before use. Admin.IMI in.div.dos.at diff. sites if large vol. (>2 ml for childr./>5 ml for adults) reqd., do not mix with other prods.

Hepatit.A prophylax: Pre-expos.travellers to endem.areas: 0,02 ml/kg if visit. less than 3 mnths.0,06 ml/kg 4-6 mnthly.if visit contin. Post expos.within 1 wk of household contact: 0,02-0,04 ml/kg

Replacement ther: Congenit.immunoglobul. defic: 0,2-0,5 ml/kg repeat 4-8 wkly. Trans. hypogammaglobulinaem: 0,2-0,5 ml/kg rep. when necess.
Contraindications: IV admin.,

Side effects: Loc.& cutan.reacts., headache, lightheadedn., naus., flush, fev., chills, backache,
Warnings and special precautions: IMI with bleed.disords., emerg.meas.to be avail.for poss. anaphylax., consid.risk-benef.ratio in pts.with hist. of IgA defic./sev.anaphylact.reacts.to plasma prods., infect.dis.also of unknown/emerging vir. transmiss. cannot be tot.excl., consid.appropr. rout. vaccinat. bef.admin.human bld./plasma prod.to prev. poss.infect.dis.transmiss., safety in pregn.& lactat.not est.although clin.exper.sugg.no harmf. effs.

Interactions: Delay live virus vaccinat.for 3 mnths. aft.treatm., transit.rise of var.passiv. transf.antibod.aft.inj.of immunoglobul.may give mislead.positiv.res.in serologic.test.,
 XE "Kadcyla" KADCYLA, Roche [P/S]

Trastuzumab emtansine

Indications: Adjuv.treatm.of pts with HER2-positive early breast Ca who have resid. dis.aft. pre-op system.treat., monother.for the treatm.of pts. with HER2-positive unresect.loc. advanc./ metastat. breast Ca who have recd.prior treatm. with trastuzumab and a taxane.

(S4) POWD.FOR INJ, 49/32.16/0197, 0198

720656-001: 100 mg, 1 sngl.use vial, 

R15 385,83
720657-001: 160 mg, 1 sngl.use vial, 

R24 617,31

For further product details refer to manufact. prof.lit.

 XE "Keytruda" KEYTRUDA, MSD [P/S]
Pembrolizumab

Indications: Melanoma: Unresect./ metastat. melanoma., adjuv.treatm.of melanoma with lymph node involvem.undergone complete resect. NSCLC: In comb.with pemetrexed & platin. chemother. 1st line treatm.of pts. with metastat. non-squam.NSCLC with no EGFR/ALK genom. tumour aberrat. In comb.with carboplat.& paclitax./ nab-paclitax.1st line treatm.of pts with metastat.squam.NSCLC.
Monother.1st line treatm.of pts.with metastat. NSCLC of squam.& non-squam.histology whose tumours expr.PD-L1 with ≥50 % TPS as determin. by a validat.test with no EGFR/ALK genom.tumour aberrats. Monother.2nd line treatm./greater for treatm.of pts with advanc.NSCLC whose tumours expr.PD-L1 with ≥1% TPS as determin.by a validat. test & have receiv.platinum-chemother. Pts. with EGFR/ALK genom.tum.aberrat.should have had abberat.treat.bef.treatm.with Keytruda. Head & neck Ca: Monother./comb.with platinum- & 5-FU chemo for 1st line treatm.of pts with metastat./unresect.recurr.HNSCC. Monother. for pts with metast./unresect.recurr.head and neck squam.cell Ca (HNSCC) with dis.progress.on or aft. platin.-chemother. Classic.Hodgkin Lymphoma (cHL): Adult and paed.pts.with relaps./refract.cHL. Urothelial Carcinoma: Treatm.of pts.with local. advanc./metastat. urothel.carcinoma.not eligib.for cisplatin-contain.chemother.& whose tumours expr. PD-L1 as determin.by a validat.test/in pts. not eligib.for any platinum-contain.chemother. regardless of PD-L1 status. Treatm.of pts.with local. advanc./metastat.urothel.carcinoma who have receiv.platinum-contain.chemother. Ren.cell Carcinoma (RCC): In combin.with axitinib or lenvatinib for 1st line treatm.of pts with advanc. RCC. Colorect.Ca (CRC): 1st line treatm.of pts with unresectabl./ metastat.microsatel.instab.-high (MSI-H) or mismatch repair defic.(dMMR) CRC. Triple-negat breast Ca (TNBC): In combin. with chemother.treatm.of pts with local.recurr. unresectabl./metastat.TNBC whose tumour express PD-L1 as determ.by a valid.test. Oesophag. Ca.: In comb.with platin.& fluoropyrimid. bas.chemother.as 1st line treatm.of pts with local.advanc.unresectabl./metastat. carcin. of oesophagi./gastroesophag.junc.Endometr.Ca:In comb.with lenvatinib.in treatm.of pts.with advanc.endometr.carcin.who have dis. progess.follow.prior syst.ther.in any setting and not candid.for curativ.surg./radiat.
(S4) SOL.FOR INFUS, 50/30.1/0957. 100 mg/vial
723729-001: 25 mg/ml, 1x 4 ml vial, R40 993,61
Dosage: Pts.to be select.for treatm. Admin.as IV infus.over 30 mins., do not co-admin.other meds. through the same infus.line.

Recomm. dos.in adults: 200 mg every 3 wks.or 400 mg every 6 wks.

Recomm dose in cHL in paed.pts: 2 mg/kg (max 200 mg) as 30min IV infus.every 3 wks.
See concom.ther.info.for combin.use. Admin. Keytruda 1st when admin.as part of combin. chemother. Treat until dis.progress./unaccept. toxic.

Dose modificat.: Refer to prod.lit.

Admin.corticoster.for immune-mediat.reacts. where indicat. Clinical.stable pts.with init.evid.of dis. progress. should remain on treatm.until dis. progress. confirm.

Contraindications: Pregn.& lactat.
Side effects: As monother: V.common: Anaem., hypothyroid., decr. appet., headache, dyspn., cough, diarrh., abdom. pain, N&V, constip., rash, prurit., musculoskelet. pain, arthralg., fatig., asthen., oed., pyrex. Common: Pneumon., thrombocytopen., lymphopen., infus.relat.react., hyperthyroid., thyroidit., hyponatraem., hypokalaem., hypocalcaem., insomn., dizzin., periph.neuropathy, lethargy, dysgeus., dry eye, card.arrhythm.incl.atrial fibrillat., hypertens., pneumonit., colit., dry mouth, sev.skin reacts., eryth., dermatit., vitiligo, eczema, alopec., acneif. dermatit., pain in extremit., myosit., arthrit., influenza like illn., chills, incr.aspartate & alanine aminotransfer., hypercalcaem., incr.bld.alkal. phosphat./-bilirubin/-creatinine. Uncommon: Leukopen., eosinophil., adren.insuffic., hypophysit., Type 1 diab.mellit., epilep., uveit., myocardit., pericard. effus., pericardit., pancreatit., gastrit., GI ulcerat., hepatit., psorias., lichenoid keratos., papule, hair col.chang., tenosynovit., nephrit., incr. amylase. Rare: Immune thrombocytopen., haemolyt. anaem., pure red cell aplas., haemophagocyt. lymphohistiotos., encephalit., Guillain-Barré syndr., myelit., myasthen.syndr., asept. menigit., Vogt-Koyanagi-Harada syndr., vasculit., small intestin.perforat.,scleros.cholangit., tox.epiderm. necrolys., Stev.-Johns.syndr., eryth. nodosum., Sjogren’s syndr., non-infect.cystit., Not known: Solid organ transplant reject. In combinat. chemother: V.common: Pneumon., anaem., neutropen., thrombocytopen., leucopen., hypothyroid., hypokalaem., decr.appet., insomn., periph.neuropathy, headache, dizzin., dyspn., cough, N&V, diarrh., abdom.pain, constipat., alopec., rash, prurit., musculoskelet.pain, arthralg., fatig., asthen, pyrex., oed., incr.alanine & aspartate aminotransferase, incr.bld.creatin. lethargy, dysgeus., Common: Febrile neutropen., lymphopen., infus.relat.react., hyperthyroid., hyponatraem., dry eye, card.arrhythm.incl.atrial fibrillat., hypertens., pneumonit., colit., dry mouth, gastrit., hepatit., sev.skin reacts., erythema, dermatit., dry skin, myosit., extrem.pain, arthrit., ac. kidn.injury, influenza like illn., chills, hypercalcaem., incr.bld.alkal.phosphat., incr. bld. bilirub. Uncommon: Eosinophil., adren.insuffic., hypophysit., thyroidit., type I diab.mellit., epilep., myocardit., pericard.effus., pericardit., vasculit., pancreatit., GI ulcerat., psorias., eczema, lichen. keratos., dermatit.acneiform, tenosynovit., nephrit., incr.amylase. Rare: Encephalit., Guillain-Barre syndr., uveit., scleros.cholangit., erythema nodosum, papule, hair col.changes, Sjogren’s syndr. In combinat.with axitinib/lenvatinib: V.common: UTI, anaem., hypothyroid., decr.appet., headache, dysgeus., hypertens., dyspn., cough, N&V, diarrh., abdom.pain, constipat., rash, prurit., musculoskelet.pain, arthralg., myosit., extrem.pain, fatig., asthen., pyrex., incr.lipase, incr.alanine & aspartate aminotransfer., incr.bld.creatin. Common: Pneumon., neutropen., thrombocytopen., lymphopen., leucopen., infus.relat.react., adren. insuffic., hyperthyroid., thyroidit., hyponatraem., insomn., dizzin., periph.neuropathy, lethargy, dry eye, card.arrhythm.incl.atrial fibrillat., pneumonit., colit., pancreatit., gastrit., dry mouth, hepatit., sev.skin reacts., dermatit., dry skin, erythema, acneiform dermatit., alopec., arthrit., nephrit., oed., influenza-like illn., chills, incr.amylase/-bld.bilirub./-bld.alkal.phosphat., hypercalcaem. Uncommon: Eosinophil., hypophysit., type I diab.mellit., myasthen.syndr., encephalit., uveit., myocardit., pericard.effus., vasculit., GI ulcerat., eczema, lichenoid keratos., psorias., vitiligo, papule, hair col changes, tenosynovit. Rare: Vogt-Koyanagi-Harada syndr., small intestin.perforat., tox.epiderm.necrolys., Stev.John.syndr., Sjogren’s syndr., cystit.non-infect.

Special warnings and precautions: Eval.to confirm/excl.other causes of suspect.immune-mediat.adverse reacts.& bas.on severity of react. withhold treatm.& admin.corticoster.(see prod. info). For immune-mediat.pneumonit.: Monit.pts.& admin.corticoster.for Grade 2/great.events withholding dose for mod.(Grade 2) pneumonit.& perman.discont.if sev (Grade 3) & life threaten. (Grade 4) or recurr.mod.(Grade 2) pneumonit.occur. For immune-mediat.colit: Monit.pts.& admin. corticoster.for Grade 2/great.events withhold.dose for mod.(Grade 2) colit.or sev (Grade 3) colit.& perman.discont.for life threaten. (Grade 4) colit., monit.for chang. in liv.funct.& sympts.of hepatit.: admin. corticoster.& withhold.dos./discont.bas.on sev. of elev. liv.enzym., monit.for chang.in ren. funct. admin.corticoster.for Grade 2/great.events & withhold dose for mod.(Grade 2) nephrit.& perman. discont. if Grade 3/4 dev., monit.for adren. insuffic. & hypophysit.admin.corticoster.to treat adren.insuffic. & other hormone replacem.as clinic. indicat.withhold dos.for mod.(Grade 2) withhold./ discont.if sev.or lifethreaten.(Grade 3 or 4) adren.insuffic./ hypophysit.dev., monit.for hyperglycaem./ other S&S of diab.admin.insul.for type 1 diab.& withhold dos.in sev.hyperglycaem. until metabol.contr.achiev., monit.for chang.in thyr.funct.(at treatm.init./dur.& as clinic. indicat.) & S&S of thyr.disords.manage symptomatic.& withhold.or discont.if sev.(Grade 3) or life-threaten. (Grade 4) hyperthyroid.dev., continuat. of Keytruda.may be consid.for Grade 3/ 4 endocrinopathy that improv.to Grade 2 or low. & controll.with horm.replacem,, monitor for sev.skin reacts.withold/permanent.discont.bas.on sev.& admin.corticoster., permanent.discont.if SJS/TEN is confirm., consid.benef.of treatm.vs.risk of poss. ac.graft-versus host-dis.(GVHD) in pts with hist.of allogen.haematopoiet.stem cell transplant( HSCT), monit.liv.enzymes.before and period.dur.treatm.of pts with adv.RCC in comb.with axitinib., treatm.of pts with multiple myeloma with PD-1/ PD-L1 block. antibod.in combinat.with thalidomide analog. + dexamethasone not recomm., monit.for infus.-relat. hypersens.reacts.stop.infus.& perman. discont.in sev.reacts.& for mild-mod.reacts.ther. may be contin.with close monit.& poss.pre-med with antipyret.& antihist., contain.sucrose, safety & effic.in childr.bel.18 yrs.not est.except in paed cHL, not stud.in sev.ren.impairm./mod.to sev.hepat.impairm., use effect.contracept. in wom. of childbear.potent.dur.treatm.& for at least 4 mnths.aft.last dos., avoid breastfeed.for 4 mnths. aft.last dos., eval.effs.bef.driv./perform.complicat. tasks.
Interactions: Avoid use of system.corticoster./ immunosuppress.bef. start.treatm. because of potent. interfer.with pharmacodynam.activ. & effic. of Keytruda however they may be introduc. later to treat immune-mediat.S/E.
 XE "Kiendra" KIENDRA, Novartis [P/S] 
Siponimod

Indications: Adult pts. with second.progress. multiple scleros. (SPMS) with progress.incr.in disability (≥ 6 mnths.) in absence/independ.of relapse.

(S4) FC TABS. 54/34/0653, 0654

3003988-001: 0,25 mg, 12, R911,81
3003990-001: 2 mg, 28, R10 941,66
Dosage: Determ.CYP2C9 genotype of pt.before init.treatm, avoid use in pts with CYP2C9*3*3 genotype. Init.treatm.with 5-day start.pack. 

Dos.titrat: Day 1&2: 1 x 0,25 tab. 1xdly (morning); Day 3: 2 x 0,25 tabs. 1xdly (morning); Day 4: 3 x 0,25 tabs. 1xdly (morning); Day 5: 5 x 0,25 tabs. 1xdly (morning). Re-init.treatm.with new start.pack if a titrat.dos. missed dur.first 6 days of treatm. 

Maint.dos: 2 mg 1xdly.start.on day 6. The recomm. maint.dos.for pts.with CYP2C9 *2*3/ *1*3 genotype is 1 mg 1xdly.  Re-init.treatm.with new start.pack if maint.treatm.interrupt.for 4 or more consec.days.

Contraindications: Pts.with CYP2C9*3*3 genotype, live attenuat. bact./vir.vaccines, act./ latent TB, HIV pts.with CD4 count < 400 cells/mL, sev.act.infect., macul.oed., symptomat.bradycard., concom. beta-blocks./digox./amiodarone bef. stabilis. heart/pulse rate., pts with heart block (2nd degr.Mobitz type II or high.AV block/sick-sinus syndr., sino-atrial heart block), anti-neoplast./ immune-modulat./ immunosuppress.ther., uncontroll. seiz./ epilep., pregn.& lactat., safety in childr.und.18 yrs. not est.

Side effects: V.common: Headache., hypertens., incr.LFT. Common: H.zoster.infect., melanocyt. naevus, lymphopen., dizzin., seiz., trem., macul. oed., bradycard., AV block, naus., diarrh., extremity pain, periph.oed., asthen., decr.pulm.funct.

Warnings and special precautions: May incr. risk of infect., assess.CBC prior to start of ther.& periodic. dur.treatm./in case of signs of infect., delay init.in pts.with sev.act.infect.and be vilig.for infect.for 4 wks.aft.discont., consid.susp.of dos.if ser. infect.occ., suspend treatm.if cryptococc. meningit./PML suspect., pts without hist. of chickenpox/not vaccinat. against VZV., avoid.use of live atten.vacc., vaccin.poss.less effect.dur & for 1 mnths.aft.ther., monit.for macul.oed.developm.& discont.if occ., incr.risk of macul.oed.in pts with hist.of uveitis /diabet.mellit./retin.dis., discont.if macul.oed.diagnos., AV conduct.probl.&/ symptomat. bradycard., observe.pts with sinus bradycard./1st-2nd degree AV block/sick-sinus syndr./MI hit/ HF.hist for 6 hrs./until heart rate stabilis.,extend monitor.until resolut.if pt.devel. S&S relat.to heart rate reduct., signif.bradycard. poss., poorly tolerat.in pts.with known ischaem. heart dis./hist.of MI/ CHF/hist.of card.arrest/ cerebrovasc. dis./uncontr.hypertens./hist.of recurr. syncope/ sev.untreat.sleep apnoea, pts.with signific. QT prolongat./with risk.facts.for QT prolongat./ using meds.that prolong QT interv., do not init.in pts.taking concom.heart-rate-lower. Ca chann. blocks. (e.g. diltiazem / ivabradine)/ other meds.which may decr. heart rate (incl. digoxin), concom.Class Ia/III anti-dysrhythm.meds. (incl.quinidine, procainamide, concom.beta blocks., sev. hepat.impairm. hist., test liv.enzym.if sympts. suggest. hepat.dysfunct. devel.& discont.if signif. liv.injur. confirm., discont.if poster.revers. encephalopathy syndr.is suspect., pts.switch.from other dis.modif.ther., treatm.init.aft.alemtuzumab not recomm., caut.when start.other therap.with 3-4 wks. of discont., contracept.in wom.of childbear. potent.dur.& for 10 days aft.treatm., elderly., lact intol., CYP2C9/CYP3A4 inhibits.in CYP2C9*2*2 genotype

Interactions: Poss.addit.effs.with concom.anti-neoplast./ immunomodulat./immunosuppress. meds., reduc.heart rate with concom.beta blocks./ heart-rate-lower.Ca chann.blocks.(incl. verapamil, diltiazem)/ Class Ia (e.g. quinidine, procainamide) or Class III anti-dysrhythm.meds.(e.g. amiodarone, sotalol)/ QT prolong.meds.with known dysrythmogen. properts./other meds.which may decr. heart rate (incl.digoxin, ivabradine), strong CYP3A4/ mod.CYP2C9 induc.(e.g. carbamazepine) & mod. CYP3A4 induc (e.g.modafinil) reduc siponimod expos., lab.tests req.the use of circulat. mononucl. cells req.larg.bld.vol.due to reduct.in numb. of circulat.lymphocyt.

See also MDR page 542.
 XE "Lonquex" LONQUEX, Cipla (Teva) [P/S]

Lipegfilgrastim

Indications: Reduct.of neutropen.durat./incid.of febr.neutropen.in pts.treat.with cytotox. chemother. for malign.except.in chron.myeloid leukaem. & myelodysplast.syndr.

(S4) INJ. 48/8.5/0475. 10 mg/ml

3002392-001: 6 mg/0,6 ml, 1xpre-fill.syr., 
R3 619,85

Dosage: Treatm.to be init.& supervis.by exper. physic. Admin.6 mg (sngl.pre-fill.syr) SC for each chemother. cycle approx.24 hrs.aft.cytotox. chemother.

Side effects: V.common: Naus., musculoskelet. pain, bone pain, back pain. Common: Thrombocytopen., hypokalalem., headache, haemoptys., skin reacts., ac.febrile neutrophil. dermatos., cutan.vasculit., chest pain. Uncommon: Leukocytos., splenomegaly, splen. rupt., hypersens.reacts.incl.angioed.& ser.allerg. reacts, pulm.adv.reacts.partic.interstit.pneumon., pulm.haemorrh., inj.site reacts., incr.bld.alkaline phosphat., incr.bld.lactate dehyhdrogen. Not known: Capill.leak syndr., aortit. Report: Glomerulonephrit.

Warnings and special precautions: Safety & effic.not investig.in pts.on high dos.chemother., G-CSF/derivat.hypersens.pts.at risk of cross-reactiv. theref.do admin., poss.anti-drug antibody respons., monit.platelet count & haematocrit, sngl./ combinat. chemotherapeut.meds.known to cause sev.thrombocytopen., reg.WBC discont.ther.if leukocyte counts exceed 50x109/L aft.expect.nadir, consid.poss.trans.posit.bone imag.find., safety & effic.not investig.in chron.myeloid leukaem./ myelodysplast.syndr./second.ac.myeloid leukaem., consid.splen.rupt.if pts.report left upper abdom. pain/shoulder tip pain, rec.pulm. infiltrate/ pneumon. hist.pts.at high.risk of pulm. advers. effs., discont.treatm.in case of prelim.S&S of ac. resp. distress syndr.(ARDS), monit.& treat.pts. develop.sympts.of capill.leak syndr., sickle cell trait/ dis., monit.poss.splen.enlargem./vaso-occlus. cris.in pts.with sickle cell dis., monit.ser.K+ in hypokalaem.risk pts., sorbit.intol., S&E in childr.& adolesc.up to 17 yrs. not est., avoid dur. pregn.,disc.treatm.dur.lactat.
Interactions: Admin.approx.24 hrs.aft.cytotox. chemother. admin., concom.5-fluorouracil/other anti-metabolit. potent.myelosuppress.in animals, safety & effic.not eval.in pts.receiv.chemother. assoc. with delay.myelosuppress., poss.interact. with Li not investigat.

 XE "MabThera" MABTHERA, Roche [P/S]
Rituximab.

Indications: Relaps.or chemo-resist.low grade/ follicul./CD20-posit./B-cell non-Hodgkin’s lymphoma, prev.untreat.pts.with stage III-IV follicul. lymphoma in combinat.with chemother., maint.treatm.in follicul.lymphoma aft respons.to induct.ther., high grade CD20 posit.diffuse large B-cell non-Hodgkin’s lymphoma in combin.with CHOP chemother., in combinat.with fludarabine & cyclophosphamide in prev.untreat.& relaps./ refract. chron.lymphocyt.leukaem., in combinat. with methotrex.in adults with act.rheumat.arthrit. where respons.was inadeq./intol to dis.modify. anti-rheumat.drugs incl.one or more tumour necros. fact.inhibit.ther., severe.act.granulomatos. with polyangiitis (GPA) & microscop.polyangiitis (MPA) in combinat.with glucocortic.
(S4) SOL FOR INFUS, 32/26/0578, 0579

853224-005: 100 mg, 2x 10 ml vials, R7 870,10
853232-008: 500 mg, 1x 50 ml vial, R19 675,38
(S4) SOL FOR SC INJ, 49/30.1/0466 120 mg/ml

Indications: Relaps.or chemo-resist.low grade/ follicul./CD20-posit./B-cell non-Hodgkin’s lymphoma, prev.untreat.pts.with stage III-IV follicul. lymphoma in combinat.with chemother., maint.treatm.in follicul.lymphoma aft respons.to induct.ther., high grade CD20 posit.diffuse large B-cell non-Hodgkin’s lymphoma in combin.with CHOP chemother.

3001131-001: 1400 mg, 1x 15 ml vial, R22 713,73
For further product details refer to manufact. prof.lit.

 XE "Measbio" MEASBIO, Biovac [P/S]

Live attenuat.measles virus prepared. in SPF chick. embryo. Residual Kanamycin & erythromycin.
Indications: Act.measles immunisat.

(S2) POWD.FOR INJ. 43/30.1/0541.

1 000 CCID 50 CAM-70 strain/0,5 ml.

722290-001: 10x10 dos.vials + dil., R1 687,04
Dosage: Recomm.age 9 mnths. Booster at 18 mnths. Addit.dos.at 6 mnths.of age recomm.for HIV posit.pts.
0,5 ml by SC inj. Prefer.admin.site is upper arm. 
Contraindications: Act./develop.ac.resp.infect., act. untreat.TB, ac.infect.dis., leukaem., sev. anaem., other sev.dis.of bld syst., sev.ren.funct. impairm., decompensat.heart dis., cell-mediat. immune defic.states, kanamycin/ erythromyc. allergy, pregn., other concom.childhood vaccin., intravasc.admin.

Side effects: Common: Burn./sting.at inj.site, fev. Uncommon: Skin rash, allerg.reacts.incl.itch. /swell./ redness./tendern., malaise, headache, cough, pharyngit., coryza. Rare: Thrombocytopen. purpura, anaphylact.react., sev.& extens.swell./ blister./pain at inj.site, encephalit./meningo-encephalit., convuls.accompan.fev.in suscept.pts.

Warnings and Special precautions: Antibody resp. in endogen./iatrogen.immunosuppress.may be insuffic., convuls.hist.in childr.& postpone vaccinat. until aged 2 yrs., avoid contact.with disinfects. as they inactiv.vacc., allow swab.skin to dry bef.admin., delay.vaccinat. for at least 3 mnths.follow.admin.of gammaglobul. /bld. transfus.as vacc.fail.poss.due to passively acquir. measles antibod., adrenaline to be avail.in case of anaphylact.reacts.

Interactions: Corticoster./other immuno-suppress./concom.radiother.may interfer with optim.immune respon.developm.
 XE "Menactra" MENACTRA, Sanofi Aventis [P/S]
Meningococcal (serogroup A) polysaccharide 4,0 µg, meningococcal (serogroup C) polysaccharide 4,0 µg, meningococcal (serogroup Y) polysaccharide 4,0 µg, meningococcal (serogroup W-135) polysaccharide 4,0 µg/0,5 ml.

Indications: Act.immunisat.in indiv.9 mnths.-55 yrs. for prevent.of invas.dis.caus.by Neisseria meningitidis serogroups A, C, Y and W-135, contr. of meningococc.outbreaks, serogroup C antibody resp. boost in subj.primed with a monoval.C conjug. vacc.

(S4) SOL.FOR INJ, 44/30.1/1064.

720708-001: 1x0,5 ml; R841,04
Dosage: 0,5 ml dos.IM admin.only.
Prim.immunisat: Adults & childr 2-55 yrs: Sngl. IM 0,5 ml dos. Childr.9-23 mnths: Give as 2-dos. series at least 3 mnths.apart.
Contraindications: Postpone immunis.in mod./ sev. febrile &/ac.dis.

Side effects: Loc.reacts., trans.fev.in young childr., irritab., drowsin., headache, malaise, arthralg., diarrh., anorex., chills, fev., fatig., vomit., rash, hives, seiz., hypersens.reacts., Guillain-Barré syndr., paraesthes., vasovag.syncope, dizzin., convuls., fac.palsy, ac.disseminat. encephalomyelit., transv.myelit., myalg.
Warnings and special precautions:. Not for act. infect.treatm., low-grade fev.does not constit. contraindicat., no protect.against other micro-organ, not all suscept.indiv.protect., indiv.with funct./ anatomic.asplenia may prod.immune respon., antibody respon.to diphther.tox.may occ. but do not consid.as a immunis.agent against diphther., thrombocytopen./bleed.disords., immunosuppress. treatm.decr.immune response, pts. prev.diagnos.with Guillain-Barré syndr. (GBS) may be at incr. GBS risk, if MENACTRA & DTaP vacc. are to be administ.at 4-6 yrs of age give pref. to simultan.admin of the 2 vaccs./admin. MENACTRA prior to DTaP vacc., do not admin.by IV inject., caref.pt.hist.to poss.sensitivit./prev. immunisat.hist., keep epinephrine avail.in case of anaphylact.reacts., ensure.that proced.are in place to prev.fall.inj.& manage syncop.reacts., unknown if excret.in breast milk, only admin.dur.pregn.if clearly need.follow.a risks vs.benef.assessm., avoid intraderm./SC admin.as safety & effic.not est.

 XE "Neukast" NEUKAST, [Eurolab] Accord [P/S]
Filgrastim.

Indications: Reduct.in neutropen.durat.& incid.of febrile neutropen.in pts. with establ.cytotox.chemother.except.in pts.with chron. myeloid leukaem.& myelodysplast.syndr. Severe congen.cyclic/idiopath.neutropen. Mobilisat.of autologous peripher.bld progenit. cells (PBPC) alone/ follow.myelosuppr.chemoterap. Mobilisat.of PBPC in normal donors. Advan.HIV infect.&neutropen.

(S4) SOL.FOR INJ/INFUS, 48/30.4/1112, 1113

3006173-001: 300 mcg/0,5 ml, 5x pre-filled syr, R2 458,75
3006174-001: 480 mcg/0,5 ml, 5x pre-filled syr R3 933,99
Dosage: Admin.only in collaborat.with G-CSF treatm.exper.oncology centre with the necess. diagnost.facilit.

Est.cytotox.chemother: Recomm.dos: 5 µg/kg/day. Do not admin.within 24 hrs.of cytotox. chemother. Admin.as dly SC inj/IV infus. dil. in 20ml 5% gluc.sol.over 30 mins. Cont.till expect. nadir is passed & neutrophil count recover.to norm. range (±14 days). Premat.discont.not recomm. Treatm.durat.may be up to 38 days in ac. myeloid leukaem treatm.
Myeloablative therap.followed by bone marrow transpl.(BMT):Recomm.start dose 10 µg/kg/day as IV infus of 4-24 hrs/cont.SC 24h INF.1st dose at least 24h aft.cytotox.chemotherap.but within 24h of BMT. Dilut.in 20 ml 5% dextr.Refer to prod.lit.for titrat.of dose once neutrophil nadir has pass.

Congenit.neutropen.: Recomm. start dose: 6 µg/kg 2xdly SC

Idiopath./cyclic neutropen.: Recomm.start dose: 5 µg/kg/day as single/div.dos.Adj.dose acc.to clinical cond.& ANC.

Mobilisat.of PBPC in myelosuppr./myeloblat.therap.follow.by autolog.PBPC transplant.: Recomm.dose used alone: 10 µg/kg/day as 24h SC cont.infus.dilut.in 20ml 5% dextr./single daily SC inj.for 6 consec.days.
Mobilisat.of PBPC in normal donors: 10 µg/kg/day SC for 4-5 consec.days.

Reversal of neutropenia in HIV: Recomm.start dose: 1 µg/kg/day as SC inj.titr.to max 4 µg/kg/day.
Maint.normal neutroph.count in HIV: Est.minim.eff dose. Init.dose adjust.3xwkly dos.with 300 µg/day SC inj. 

Contraindications: Hypersens.to any colony stimulat.fact./ E.coli deriv.prot., sev.congenit.neutropen. with abnorm.cytogenet., to incr.cytotox.chemother. dos. beyond est.regimens, S&E in Ca setting in childr./ normal donors <16 yrs or >60 yrs.not est.,sev. imp.ren./hepat.funct., pregn.& lactat. 
Side effects: Freq.: Anaem., splenomeg.,
thrombocytopen., hypertens.,hypotens., dizzin., headache, hypoesthaes.,paraesthes., chest pain, fatig., generalis.weakn., malaise, mucos.inflamm., peripher.oed., pyrex. unspes.pain, constip., diarrh., N&V, hepatomegaly, bronchit., sepsis, URTI, UTI, transfus.reacts., decr.appetite,  arthralg., bone pain, musc.spasm., musculoskelet.pain, myalg., insomn., dysur., haematur., cough, dyspn., epistax., haemoptys., oropharyng.pain, alopec., erythema, rash, oral pain. Less freq.: Agranulocytos., excessiv.leukocytos., sickle cell anaem.with crisis,  splenic rupt., aortit., capill.leak syndr., veno-occlusiv.dis., injec.site pain/ redn., neutropen.fev., mucosit., stomatit. anaphylact.reacts., meds.hypersens., hypersens.reacts., graft vs.host dis. decr.bld.gluc., incr.AST, incr.bld alkal.phosphat., incr.bld.lactat.dehydrogen., incr.bld.uric acid, incr.gamma glutamyltransfer., anorex., calc.pyrophosph.deposit.dis., fluid vol.disturb., hyperuricaem., decr. bone desit., osteoporos., RA exacerbat., glomerulonephrit., proteinur., urine abnormal., ARDS, interstit.lung dis., hypox., pulmon.haemorr., pulmon.infiltrat., pulmon.oed., resp.fail., cutan.vasculit., itch., maculo-pap.rash, psorias. & othr skin disord. exacerb., Sweet's syndr., supraventr.arrythm.

Special warnings and precautions: Hypersens., discont.ther.at onset of pulm. signs in assoc.with radiolog.signs of pulm.infiltrat & deterior.pulm.funct.poss.prelim.signs of adult resp.distress syndr.,urinalys.monit.recomm for glomerulonephr., monit.pts.with sympts.of capillary leak syndr., monit.spleen size & consid.splenic rupt.if left upper abdom./shoulder tip pain, pot.immunogenicit., reports of aortit., spec.care to distinguish diagnos. of blast transformat.of chron.myeloid leukaem.from ac.myeloid leukaem., monit.of bone density in underly. osteoporot.bone dis.where ther. exceeds 6 mnths., reg.WBC for pot.leucocytos., high dose chemotherap.& -known to cause thrombocytopen., reg.platelet count & haemaocrit.recomm., , neutrophil respons. poss. dimin. in pts.with reduc.precursors, reports of vascul.dis.in high dose chemotherap.followed by transplant., Graft vs Host dis.& fatalit.in pts.receiv.G-CSF aft.allogeneic bone marr.transplantat., trans.abnorm.bone scan,  sickle cell dis.,vaso-occlusive crisis, pot.develop ac.resp.distress.syndr., hepat./ren impairm., pre-exist.CVD, poss..stimulat.growth of leukemic blasts esp high dos., cont.D-sorbit. Severe chronic neutropen.(SCN):Monit.platelet cnts & consid.disc. if thrombocyt., diagnos.of SCN vs.othr haematolog.disord., risk benefit of cont.treatm.if pts devel.abnorm.cytogenet., excl.causes of trans.neutropen.eg.viral infect., splenic enlarg., urine analys.monit.haematur./proteinur., S&E in neonates not est. Myelosuppr./myeloblat.therap.follow.by autolog.PBPC transplant.: Prior expos.to cytotoxic meds plan mobilisat.early in treatm., assessm.of progenitor cell yields, , 
Normal donors undergoing PBPC mobilisat.: Only for purpose of allogen. stem cell transplant.meet.criteria, monit.leukocyte counts, risk of promot.of malign.myeloid clone & donors to be monit.at least 10 yrs.,poss. incr. Graft vs Host dis.risk, 

HIV infect.:Monit.ANC esp.1st few wks., poss. incr.risk of thrombocytopen.& anaem., 
bone marrow infiltr.infect./malignan.

Interactions: Safety & effic. given on same day as chemotherap./ myelosuppress.cytotox. chemother./radiat.therap not est., not recomm.24 hrs.bef.to 24 hrs.aft.chemother.in view of sensitiv.of rapid. divid. myeloid.cells, concom.5-FU exacerb.severit.of neutropen.,  interacts.with other haematopoiet. growth fact.& cytokines not investigat., Li poss. potent. eff.
 XE "Omzyta" OMZYTA, MSD [P/S]

Not less than 1 000 CCID50 measles virus, 12 500 CCID50 mumps virus & 1 000 CCID50 rubella virus/0,5 ml.

Indications: Simultan.immunisat.against measles, mumps & rubella in indiv.12 mnths.of age/old.

(S2) POWD.& DIL FOR SUSP FOR INJ, 50/30.2/0576

724016-001: 1x3 ml.vial+dil., R215,90
Dosage: Do not mix.with other vacc.in same syringe. Can be giv.at same time as live atten. varicella vacc.at diff.site.

Admin.0,5 ml of reconstit.vacc.SC pref.in.outer aspect of upper arm.

Contraindications: Pregn., neomycin hypersens., any febr.resp.illn./other act.febrile infect., act. untreat.TB, concom.immunosuppress.ther.excl. corticoster.for Addisons dis., bld.dyscras, leukaem., lymphomas of any type, malign neoplasma affect.bone marr./lymphat.syst., prim/ acquir. immunodefic., fam.hist.of congenit./ heredit. immunodefic.until.immune competence demonstrat.

Side effects: Nasopharyngit., URTI, vir.infect., asept.meningit., atypic.measles, epididymit., orchit., otit.med, parotit., rhinit., subac.scleros. panencephalit., lymphadenopathy, thrombocytopaen., anaphylax., irritab., ac. dissemin. encephalomyelit., afebrile convuls., atax., dizzin., febrile convuls.in childr., Guillain-Barrè syndr., headache, measles incl.body encephalit., ocul.palsies, optic neurit., paraesthes., polyneurit., polyneuopathy, retrobulbar neurit., transver.myelit., syncope, conjuctiv., retinit., nerve deafn., rhinorrh., bronch.sp., cough, pneumon., pneumonit., sore throat, diarrh., vomit., naus., skin rash, urticar., panniculit., purpura, skin indurat., Stev.-John.syndr., Henoch-Scholein purpura, ac.haemorrhag.oed of infancy, arthrit., arthralg., myalg., fev., inj.site reacts., vasculit.,

Warnings and special precautions: Infts.born to mothers who had wild-type measles and vaccinat. at <1 yr.may poss.not develop.sustain. antibody lev.when later revaccin.& infts.<12 mnths. may fail.to respond to measle compon.due to pres.of circulat.resid.matern.measle antibod., theref.admin.2nd dos.at 12-15 mnths if vaccin.und. these condits., avoid pregn.x3 mnths.follow. vaccinat., appropr.anaphylax.treatm.to be avail., indiv. convuls./fam.convuls.hist./cerebr.injur.hist./ condits. where stress.from fev.to be avoid., eval. risk vs.benef.of vaccinat.pts.allerg.to egg & pts. with curr.thrombocytopen., monit.HIV infect. vaccinees for vaccine-prev.dis.as immunisat.may be les effect., poss.transmiss.of rubella vir.via breast milk, lactat., poss.tempor.depress.of tuberculin skin sensitive., 100% protect.may not result, defer for 3 mnths./long. follow.plasma/bld. transfus./immune ser.globulin admin, may be admin. at same time as live attenuat.Varicella vacc & inactiv.Hib if separat.sites used, allow 1 mnth betw. other live vir.vacc., concur.DTP &/OPV not recomm. due to limit.data, revaccinat.at 4-6 yrs.of age, women of child.bear.age to delay pregn. x3mnths., vaccinat.recomm.for suscept.indiv. plann. travel abroad/high risk groups

Interactions: Immune respons.from immune globul.poss.interfer.with 

 XE "Onvara" ONVARA, MSD

Oka/Merck live attentuat.varicella virus

Indications: Varicella vaccinat.from 12 mnths & old.

(S4) LYOPHIL.POWD.& SOLV.FOR INJ., 48/30.2/1059

723131-001: 1350 pfu/0,5 ml dos., 1, R553,64
Dosage: SC admin only. Admin.immed.aft. reconstit. & discard if not used within 30 min.

Childr: 12 mnths–12 yrs: Sngl.0,5 ml dos. Adolesc.13 yrs & old.& adults: 0,5 ml at elect.date and 2nd 0,5 ml dos.4-8 wks.later.

Contraindications: Gelat/neomycin hypersens., bld.dyscras., leukaem., any type lymphomas/other malign.neoplasms affect.bone marr./lymphat.syst., immunosuppress.ther.incl.high dos.corticoster., prim./ acquir.immunodefic.states, fam.hist.of congenit./heredit.immunodefic., act.untreat.TB, act.febrile illn.with fev.>38,5°C, pregn.

Side effects: Loc.reacts., varicella-like rash, fev., U&Lresp.illn., cough, irrit./nervousn., fatig., disturb. sleep, diarrh., loss of appetite, otit., diaper -/contact rash, headache, teeth., malaise, abdom. pain, other rash, eye complaints, chills, lymphadenopathy, myalg., allerg.reacts., stiff neck, heat rash, insect bites, arthralg., eczema, dry skin, dermatit., constipat., itch., febrile seiz., dizzin., anaphylax., necrotis.retinit.in immunocomprom. pts., N&V, aplast.anaem., thromboctytopen.incl. ITP, varicella, encephalit., CVA, trans.myelit., Guill.-Barre syndr., Bells’palsy, atax., febrile & non febrile seiz., asept.meningit., paraesthes., pharyngit., pneum., Stev.John.syndr., erythema multiforme, Henoch-Schonlein purpura, second. bact.infects.skin & soft tiss.infects., H.zoster

Warnings and special precautions: Treatm.for poss.anaphylax.to be avail., protect.period unknown, transmiss.of vacc.vir.betw.healthy vaccinees. report., vacc.receipt.to avoid close assoc. with suscept.high-risk indiv.x6 wks., eval. benef.vs.risk of transmiss.to high-risk indiv., defer vaccinat x5 mnths foll.bld./plasma transfus./ immune globul/varicella zoster immune globulin admin., avoid pregn.x3mnths.follow.vaccinat., caut. in nurs.moth.as some vir.are secret.in breast milk.

Interactions: Do not admin.any immune globul.for 2 mnths.thereaft.unless.use outweighs vaccinat. benef., avoid salicylates x6 wks.aft.vaccinat.as Reye syndr.report.follow.its use dur.wild-type varicella infect., observ.1 mnth interv.betw.2 live vir.vacc.if not given concom.
 XE "Pegfilgrastim Mylan" PEGFILGRASTIM MYLAN, (Eurolab) Mylan [P/S]

Pegfilgrastim

Indications: Reduct.of neutropen. durat.& incid.of febr.neutropen.in pts.treat.with cytotox.chemother.for malign.except.in chron.myeloid leukaem.& myelodysplast. syndr.

(S4) INJ. 52/8.5/0721

3005663-001: 6 mg/0,6 ml, pre-fill.syr., R3 055,32

Dosage: Therap.to be init.& supervis.by exper. physic. Do not shake excessiv. Pre-fill.syr.to reach room temp.bef.admin.

One 6 mg dose (singl.pre-fill.syringe) as SC inj.approx.24 hrs.foll.cytotox. chemother. Recomm.for each chemother.cycle. Insuff.data in childr.<18 yrs.

Contraindications: Hypersens.to E-coli deriv.prot.

Side effects:Freq.:Leukocytos., thrombocytopen., headache, non-card. chest pain, injec.site pain, naus., arthralg., back pain, bone pain, musculoskelet.pain, myalg., neck pain. Less freq.: Sickle cell anaem.with crisis, splenomeg., splenic rupt., MDS, AML, aortit., capill.leak syndr., injec.site. reacts., anaphylax., hypersens.reacts., trans.elevat.ALT/ AST, elevat.lactat. dehydrogen./alkaline phosphat., elev.uric acid, glomerulonephrit., ARDS, haemoptys., interstit.pneumon., pulmon. oed., pulmon.infiltrat., pulmon.fibros., pulmon.haemorr., cutan.vasculit., SJS, Sweet's syndr.
Special warnings and precautions: Safety & effic.not investig.in pts.with ac.leukaem.receiv.myelosuppress., pts.receiv.high dos.chemother., may prom.growth of myeloid cells in vitro & simil.effs.poss.on some non-myeloid cells in vitro, not to be used in myelodysplast. syndr.(MDS)/chron.myelogen.leukaem./second.AML, take care distinguish. diagnos.of blast transformat.of chron. myeloid leukaem.from AML, de novo AML pts.<55 yrs.,not to be used to incr.cytotox.chemother.dos.beyond est.dos.regim., pts.recent hist.pulmonar. infiltr./ pneumon., discont. treatm.in case of prelim.S&S of ARDS, monit.urine for glomerulonephrit., monit.& treat sympt.of capillar.leak syndr., consid.splen.rupt.if pts.report left upper abdom.pain/ shoulder tip pain, reg.platel.count/ haematocrit.monit., concom. chemotherap.agents known to cause severe thrombocytopen., monit.breast & lung Ca pts.for S&S of MDS/ AML, monit.poss.splen.enlargem./vaso-occlus.cris.in pts.with sickle cell dis., regul.WBC count disc.if leukocyt. >50x109/L, perm.discont.in pts.exper. ser.allerg.react., not to be restarted if SJS develop, pos.immunogenicity, aortit.resolve after withdraw., trans. positive bone-imaging find., contains sorbitol, no adeq.data in pregn./lactat.
Interactions: Admin.aprox.24 hrs after cytotox.chemoter.or 14 days bef.chemo., concom.use with any chemother.not been evaluat.in pts., S&E not eval.in pts. receiv.chemother.assoc.with delay. myelosuppress., concom.5-FU/other anti-metabolit.potent.myelosuppress.in animals, interacts.with other haemopoiet. growth fact.& cytokines./Li not investig.
 XE "Pegylastin" PEGYLASTIN, Accord [P/S]

Pegfilgrastim

Indications: Reduct.of neutropen.durat./incid.of febr.neutropen.in pts.treat.with cytotox. chemother. for malign.except.in chron.myeloid leukaem. & myelodysplast.syndr.

(S4) INJ. 53/8.5/0329. 10 mg/ml

3003864-001: 6 mg/0,6 ml, 1xpre-fill.syr., R3 065,99
Dosage: Treatm.to be init.& supervis.by exper. physic. Do not shake excessiv. Pre-fill.syr.to reach room temp.bef.admin.

Adults: Admin.6 mg (sngl.pre-fill.syr) as SC inj. approx.24 hrs.foll.cytotox.chemother. Recomm. for each chemother.cycle.

Contraindications: Hypersens.to E-coli deriv. prot.

Side effects: Freq: Thrombocytopen., leukocytes., headache, naus., bone pain, arthral., myalg., musc.-skelet.-/extremity-/neck-/inj.site- & non card.chest pain, dysuria, elev.LDH/ALP. Less freq: Sickle cell cris., splenomegaly, splen.rupt., anaem., hypersens.reacts.incl.anaphylax., uric acid elev., hypokalaem., epistax., cutan.vasculit., capill.leak syndr., resp.fail., ac.resp.distress.syndr.(ARDS), interstit. pneumon., pulm.oed., pulm.infiltrates, pulm. fibros., GI disturbs., glomerulonephrit.
Warnings and special precautions: Perm. discont. in pts. exper.clinic.signific.hypersens., potent.for immunogenic., consid.splen.rupt.if pts.report left upper abdom.pain/shoulder tip pain, sickle cell trait/dis., monit.poss. splen.enlargem./ vaso-occlus.cris.in pts.with sickle cell dis., reg.WBC dur ther.,  discont.ther.if leukocyte counts exceed 50x109/L aft.expect.nadir, safety & effic. for mobilisat.of bld.progenit.cells in pts./healthy donors not est., incr.haematpoeiet.activ.of bone marr. in respon. to growth fact.ther.assoc.with trans. posit.bone imag.findings, monit.bone dens. in pts with osteoporos., rec.pulm. infiltrate/ pneumon.hist.pts.at high.risk of pulm.advers.effs., discont.treatm.in case of prelim.S&S of ac.resp. distress syndr.(ARDS), discont.treatm.in pts. develop. signs of pulm.infiltrates, urinalysis monit. recomm., capill.leak syndr., reg.platel./ haematocrit. monit., sngl./combinat. chemotherapeut. agents known to cause thrombocytopen., safety & effic.not est.in myelodysplast. syndr./chron.myelogenous leukem./ second.acute myeloid leukem., take care to disting. diagnos.of blast transformat.of chron. myeloid leukem. from acute myeloid leukem.

Interactions: Admin.approx.24 hrs.aft.cytotox. chemother. admin./14 days bef.admin.of cytotox. chemother., concom.5-fluorouracil/other anti-metabolit. potent.myelosuppress., interacts.with other haemopoiet.growth fact.& cytokines. & Li not investig., safety & effic.not eval.in pts.receiv. chemother.assoc.with delay.myelosuppress.

 XE "Perjeta" PERJETA, Roche [P/S]

Pertuzumab

Indications: In combinat.with trastuzumab & docetaxel for HER2-positiv.metastat./local.recurr. unresect. breast cancer in pts.prev.untreat.with anti-HER2 ther./ chemother., in combinat.with trastuzumab & chemother.for neoadjuv.treatm.of HER2-positiv. local.advanc.inflammat./early stage breast cancer at high risk of recurr.

(S4) INFUS., 48/30.1/0370

720743-001: 420 mg, 1x14 ml vial, R20 000,00
For further product details refer to manufact. prof.lit.
 XE "Pneumovax 23" PNEUMOVAX 23, MSD [P/S]

Pneumococcal.vaccine, polyvalent.
Indications: Immunis.against pneumococcal.dis. caus.by types of pneumococci in vacc.

(S4) INJ. T/30.1/0544. 25 mcg/0,5 ml dose.
755826-027: 1 Sngl.dose, R212,40
Dosage: 0,5 ml SC/IM.
Contraindications: Childr.und.2 yrs., IV & intraderm. use, safety in pregn. & lactat.not est., concom.Zostavax.

Side effects: Loc., hypersens.& skin reacts., arthralg., asthen., fev., bld.dyscras., neurologic. disords.incl.Guillain-Barre syndr., CNS effs.

Special precautions: Sev.reacts.poss.in adults if revaccinat.within 2 yrs., sev.compromis.card.& pulm.funct., febr.resp.illn., infect., requir.antibiot. prophylax.not to be discont.aft.vaccin.

Warnings: Concom.immunosuppress.ther.(expect. ser. antibody respon.not obtain.)

 XE "Polygam" POLYGAM, NBI [P/S]
Polyval.human.norm.immunoglobul.deriv.from pool. human plasma, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses. The manufact.method incl.cold ethanol fractationat. & pH4,0 pepsin treatm.to furth. reduc.risk of viral transmiss. The pH4,0 pepsin process has been validat.& shown to be effect. against envelop.virus.HIV, HBV & HCV.

Indications: Replacem.ther.in prim.antibody defic.states, myeloma/chron.lymphocyt. leukaem. with sev.hypogammaglobulinaem.& recurr.infects., congenit.AIDS & recurr.infects.in childr., immunomodulat. in idiopath. thrombocytopen. purpura (ITP), Kawasaki dis.& Guillain Barre Syndr., allogeneic bone marr.transplantat.

(S4) IV INFUS, LYOPHIL.POWD.
Z/30.2/367,368,369, 29/30.2/511.

800775-007: 1g, 50 ml glass bott., R869,89
800783-018: 3 g, 100 ml glass bott., R1 739,75
813656-001: 6 g, 200 ml glass bott., R3 479,50
819670-006: 12 g, 400 ml glass bott., R6 959,00
Dosage: IV admin. Dos.regim.given as guideline only depend.on indicat.& IgG molecule in vivo half-life. Admin.immed.aft.reconstit.using administrat. set with in-line filter & airvent needle. (For renconstit. proced. see manufacturer’s package insert). Infus.rate recomm.calc.using a 20 drop/ml admin.set.

Commenc.at 10-20 drps./min.(30-60 ml/hr), incr.to 20-30 drps./min.(60-90 ml/hr)aft.15 min. Max.40-50 drps./min.(120-150 ml/hr)if tol. Decr.infus rate/ stop admin.should adverse react.occur.until sympts. dissapp.

Recomm.infus.rate bas.on bm where advis: 0,01-0,02 ml/kg/min.for 1st 30 mins.grad.incr.to max. 0,08 ml/kg/min.for remain.

Replacem.ther.in immunodefic:

Prim.immunodefic: Start.dos: 0,4-0,8 g/kg thereaft. 0,2-0,8 g/kg every 2-4 wks.to obt.IgG trough lev.of at least 4-6 g/L

Second.immunodefic: 0,2-0,4 g/kg every 3-4 wks. to obt.IgG trough lev.of at least 4-6 g/L

Childr.with AIDS: 0,2-0,4 g/kg every 3-4 wks.

Immunomodulation:

ITP: 0,8-1 g/kg on day 1. Rep.once within 3 days if necess. OR 0,4 g/kg/day x2-5 days. Rep.if relapse occurs.

Kawasaki dis: 2 g/kg as sngl.dos.in conjunct. with aspir.OR 1,6-2 g/kg in div.dos.x2-5 days in conjunct. with aspir.

Guillain Barre syndr: 0,4 g/kg/day x3-7 days.

Allogeneic bone marr.transplantat:

Graft vs.host dis.infect.treatm.& prophylax: Start.dos.0,5 g/kg wkly.start.7 days prior transplantat. & up to 3 mnths.aft.

Persist.lack of antibody product: 0,5 g/kg every mnth.till lev.return.to norm.

Side effects: Skin reacts., loc.reacts., joint pain, myalg., faintn., revers.asept.meningit.syndr., burn. sensat. in head, leg cramps, N&V, hypotens., tachycard, dyspn., wheez.,thrombot.events, revers. haemolyt. aneam./haemolys., ac.ren.fail., fev., back/ headache, malaise, fatig., chest pain, chills, fall in BP& anaphylact.reacts., incr.risk of inflammat. reacts.in pts.with agammaglobulinaem. /sev.hypogammaglobulinaem dur.1st IV infus.esp.if rapid.

Special precautions: Poss.inhib. eff.of live vaccines, sensitisat., pres.of IgA antibod./ select. IgA defic.pts., admin.live vacc.3 mnths. aft. immunoglobul., adverse reacts.more freq.when admin. for 1st time/when immunoglobul.prod. switch / long inter.betw.infus., anaphylax.treatm. avail. dur.admin., do not total.excl.poss.of infect. agents/ unknown or emerg.virus.& other pathogens, poss.vol.prob.esp.with high.dos.in pts. with limit.card.funct., transit.rise.of various passive. tranfer.antibod.in bld., pregn.& lactat., 1st infus. of 3-12 g admin must be as 3% sol., side-effect risk lessen.if infus.rate kept low., in cert. pt. groups determin.max.safe infus.rate bas.on pts. body mass as given above, thrombot.events in elderly /pts with signs of cerebral/card.ischaem/ overweight & sev.hypovolem.pts., don’t combine with other IV preps., migr.hist./pts.given high.dos. at high.risk of asept.meningit.syndr,pts.at risk of develop. ac.ren.fail., pre-exist.ren.insuff., diabet. mellit., pts.>than 65 yrs., vol.deplet., sepis., paraproteinaem., concom.nephrotox.meds., overweight. pts., ensure adeq.hydrat./avoid concom. loop diuret./monit.ren.funct.& consid.dos. adjust.to minimise ren.fail.risk.

 XE "Pontevia" PONTEVIA, Eli Lilly (SA) (Pty) Ltd
See Section 1.9
 XE "Prevenar" PREVENAR 13, (Pfizer) Wyeth [P/S] 
Streptococcus pneumoniae capsular antigen saccharides of serotypes 1,3,4,5,6A,6B,7F,9V, 14,18C,19A,19F,& 23F indiv.conjugat.to non-tox. diphther.CRM 197 prot.

Formulat.to contain 2,2 µg of each saccharide for serotypes 1,3,4,5,6A,7F,9V,14,18C,19A,19F,& 23F, and 4,4 µg of saccharide for serotype 6B/0,5 ml dos. Approx.28 µg

Indications: Invas.dis./pneumon.& otitis med. prev. caus.by Streptococcus pneumoniae serotypes 1,3,4,5,6A,6B,7F,9V, 14,18C,19A,19F,& 23F in infts.,childr & adolesc.; prev.of pneumoocc. dis. (incl.pneum.& invas.dis.) in adults ≥ 18 yrs. caused by Streptococcus pneumonia serotypes 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F & 23F.

(S2) SUSP.FOR INJ, 44/30.1/0002

715858-001: 28 µg/0,5 ml, 1xpre-fill.syr., R1 041,42
Dosage: May be admin. simultan.with other paed. vacc.in accord.with immunisat. sched.at diff. sites. Has been admin.with rotavir.vacc.& hepatit.A vacc.with no change to safety profile observ. Admin.dos.of 0,5 ml IM only. Anterolat. thigh in infts.& deltoid musc.in old.childr.& adults. Do not mix.with other vacc./prod.in same syringe. Data on interchangeabil.with other pneumococc conjug. vacc.with prot.carr.diff.from CRM197 not avail.

Infts. & childr.aged 6 wks.-17 yrs (prior to 18th birthday):

Inft.prim.vaccinat.consists of 3 dos.of 0,5 ml each at approx. 2-month interv. follow. by a 4th dose of 0,5 ml at 12-15 mnths. of age. Custom.age for 1st dos. is 2 mnths of age (but can be giv.as early as 6 wks) with interv.of 4-8 wks.betw.dos. Fourth dos.recomm.betw. 12-15 mnths.& at least 2 mnths. aft. 3rd dos. 

Alternat.when given as part of routine inft. immunisat.program a 3-dos. sched.may be consid. with 1st dose giv.from age of 2 mnths., 2nd dos. 2 mnths. later & 3rd.dos.recomm.betw.11-15 mnths.of age.

Preterm infts. (<37 wks gestat.): Admin 4 dose (0,5 ml. each) begin. at 2 mnths. of age (but can be giv.as early as 6 wks) approx. 1 mnth. apart  Fourth dos. recomm.at approx.12 mnths of age.

Prev.unvacc.infts.from 7-11 mnths: Admin. 2 dos. (0,5 ml each) approx.1 mnth apart follow. by 3rd dos.recom.in 2nd yr.of life. & >2mnths aft. 2nd dos.

Prev.unvacc.childr.from 12-23 mnths: Admin. 2 dos(0,5 ml each) at least 2 mnths apart.

Prev.unvacc.childr.2-5 yrs: One sngl.dos.

Infts.&childr.prev.vaccinat.with pneumococcal 7-valent conjug.vacc.: Childr. start.immunisat.with pneumococcal 7-valent conjug.vacc.may compl. immunisat.by switching to Prevenar 13® at any point in sched.; Childr. 15 mnths.-5 yrs consid.completely immunis./or with any incompl.pneumococcal 7-valent conjug.vacc. sched.may receiv.1 Prevenar dos.to elicit immune resp.to 6 addit. serotyp.at least 8 wks.aft.the fin. dose of pneumococcal 7-valent conjug.vacc.; To ensure adeq.protect.childr. aged 15-23 mnths. that receiv.only a sngle dose of pneumococcal 7 valent conjug.vacc.before age of 12 mnths.should rec. 2 dos.of Prevenar at least 2 months apart.

Childr 24 mnths to 17 yrs: 1 sngl. dos.irrespect. of prev.vaccinat.with 1 or more doses of pneumococcal 7-valent conjug.vaccine. If pneumococcal 7-valent conjug.vacc.was prev. admin.wait at least 8 wks.bef.start. Prevenar

Adults ≥ 18 yrs. (incl.those prev.vaccinat. with a pneumococc.polysacchar.vacc.): One sngl.dos.

Spec. populat: Ref.to prod.lit.

Contra-indications: Diphth.tox.hypersens., safety in pregn.& lactat.not est., safety & effectiven.in childr.bel.6 wks.not est.
Side-effects: Infts.& childr.6 wks.- 5 yrs: Decr. appetite, irritabil., cry., drowsin., incr./ decr.sleep, restless, seiz.incl.febr.seiz., diarrh., vomit., hypersens.reacts.incl.fac.oed./dyspn & bronchosp., skin rash, uritcar., fev., loc.reacts., hypoton./hyporespons.episode, anaphylact. react., angioneurot.oed., erythema multiforme.

Adults ≥ 18 yrs: Decr.appet., headache, GI disords., hypersens.reacts.incl.fac.oed., dyspn.& bronchosp., rash, joint/musc.pain, admin.site reacts., chills, fatig., fev., limit.arm movem., lymphadenopathy.localis.to inj.reg.

Warnings and special precautions: Treatm.of poss. anaphylact. react.readily avail., postpon.in ac. sev.febrile illn., thrombocytopen./any coagulat. disord./concom.anticoag.ther., protects only against serogroups of composit., not intend. for treatm.of act.infect., may not protect all indiv., safety & immunogenicity data not avail.for childr. at high.risk for invas.pneumocc.dis & they may have reduc.antibody respons.due to imp. immune responsiven., safety and immunogenicity data not avail.for indiv.in immunocompromis. groups & vaccinat.should be individ., pneumonocc. conjug.vacc.does not replace use of 23-valent pneumonocc.polysaccharide vacc.in childr. 24 mnths.or old.who are immunocomprom., data on sequent. vaccinat. with Prevenar 13 follow.by 23-valent pneumococc. polysacchar.vacc.not avail., data on sequent.vaccinat.with pneumocc.7-valent conjug vacc.follow.by PPV23 limit., consid.potent. apnoea risk when admin.prim.immunisat.ser.to prem. infts., consid.need for monitor.≥ 48 hrs. aft.vaccinat.for very prem.infts.born <30 wks.of gestat., no data in childr.& adolesc on concomit. admin. with HPV vacc/ MCV4 vacc./Tdap vacc.
See also MDR page 682.
 XE "Priorix" PRIORIX, GSK [P/S]
Lyophilised live attenuated virus vaccine, Measles virus of Schwarz strain not less than 103.0 CCID50; Mumps virus of RIT 4385 strain not less than 103.7 CCID50, rubella virus of Wistar RA 27/3 strain not less than 103.0 CCID50/0,5 ml.
Indications: Act.immunisat.against measles, mumps & rubella in 2nd year of life, booster at 4-6 yrs.
(S2) INJ, 33/30.1/0346
700772-001: 1 x mono dos.vial+dil., R236,02
Dosage: Do not mix.with other vacc.in same syringe. Allow disinfect.agent to evapor.bef. admin. Can be giv.at same time as live atten. varicella vacc.at diff.site. Admin.0,5 ml of reconstit. vacc.SC immed./within 8 hrs. May be giv.IM.

(S4) TETRA INJ, 43/30.1/0127

Live attenuat virus vacc, Measles virus of Schwarz strain not less than 103.0 CCID50; Mumps virus of RIT 4385 strain derv.from Jeryl Lynn strain not less than 104.4 CCID50, rubella virus of Wistar RA 27/3 strain not less than 103.0 CCID50, varicella virus of OKA strain not less than 103.3 PFU /0,5 ml.

Indications: Activ.immunisat. from 9 mnths. up to 12 yrs. against measles, mumps, rubella & varicella.
716550-001: 1xmonodos.vial+dil., R636,43
Dosage: For SC inj., pref.in.outer aspect of upper arm. Allow disinfect.agent to evapor. bef. admin.
Pts.from 9 mnths. - 12 yrs should rec. 2 dos.of PRIORIX TETRA to ensure optimal protect. Respect interv. > 6 wks betw. doses. Interv.should under no circumst. be < 4 wks.  Alternat. & in accord.with offic. recommendat.a sngl.dos.of PRIORIX TETRA may be admin.to childr.who has already receiv.a sngl. dos.of another MMR vaccine &/or a sngl. dos.of another varicella vacc.; a sngl.dose of PRIORIX TETRA may be admin.follow.by a sngl.dos. of another MMR vacc.&/or a sngl.dos. of another varicella vacc.

Contraindications: Act.untreat.TB, bld. dyscras, leukaem., lymphomas of any type, malign neoplasma affect.bone marr./lymphat.syst., neomycin hypersens., imp.immune respons., humoral/ cellul (prim/acquir.) immunodefic., pregn., intravascul.admin., hypersens.aft.prev. admin. of measles, mumps, rubella &/or varicella vacc., PRIORIX TETRA: intraderm. admin
Side effects: Very comm: Redn.at inj.site, fev.>38°C (rectal)/>37,5°C (axillary/oral). Comm: URTI, rash, inj.site pain/swell., fev.>39,5 C (rectal)/>39 °C (axillary/oral). Uncomm: Otit.med., lymphadenopathy, anorex., nervousn., abnorm.cry, insomn., conjunctivit., bronchit., cough, parotid gland enlargem., diarrh., vomit. Rare: Allerg. reacts., febr.convuls., meningit., measles & mumps-like syndr.,thrombocytopen., thrombocytopen. purpura, anaphylact.reacts., encephalit., cerebellit., Guillain Barré syndr., transv. myelit., periph.neurit., vasculit., erythema multiforme, arthralg., arthrit.
Warnings and special precautions: Postpone vaccinat. dur.ac. sev.febrile illn., defer for 3 mnths. follow. plasma/bld.transfus./human immune ser. globulin admin, avoid pregn.x1 mnth.aft.vacc., women intend.pregn.to delay pregn., consid.risk vs.benef.in lactat., post vaccinat.meningit.report. with mumps vir.vacc., topic.alcohol & other disinfect. will inactiv.attenuat.virus., limit.measle protect.obt.with vaccinat.within 72 hrs.of natur. expos., vaccinat.of infts.und.1 yr.may be consid.in high risk areas.but re-vaccinat.to be consid.at 12 mnths.or aft., convuls.-/febril.convul./allerg. dis. hist./fam.hist., avoid tuberculin test.for 4-6 wks. aft. vaccinat., can be giv.at same time as hexaval. vacc. /Hib DTPa/DTPa/Hib/IPV/HBV/HAV/MenB/ MenC/MenACWY/PCV, gen.accept.that Priorix may be admin.at same time as oral polio vacc./inj. DTP vacc, use separat.sites if admin.at same time as anoth.inj.vacc., allow 1 mnth betw.other live attenuat. vacc.if not admin.at same time, delay. vaccinat. x3 mnths.in case of human gammaglobul. admin./ bld.transfus.due to poss. passively acquir. antibod., poss.egg trace prot.theref.pers.with anaphylact. hist./other immed.reacts.subseq.to egg ingest.poss.at enhanc.risk of immed.-type hypersens. reacts., ensure proced.in place to avoid injury from faint.as syncope.poss., appropr. medic. treatm.to be avail.in case of anaphylax., a protect. immune respon.may not be elicit.in all vaccinees, eval. risk-benef.in thrombocytop.aft.1st dos.as worsen./ recurr.poss., immunocompromis.pts., lact. intol., contains lactose & impact.diab. glycaem.contr., SC admin.in pts.with bleed.disords. PRIORIX TETRA: incr.risk of fev.& febr.convuls.5-12 days aft.1st dos.compar.to 2 separate inj.of MMR & varicella vacc, avoid salicylat.for 6 wks aft.each vaccinat. as Reye's syndr.poss.
Interactions: Live measle & poss.mump vaccinat. may depress.tubercul.skin sensitiv.

 XE "Pulmozyme" PULMOZYME, Roche [P/S]

rhDNase=dornase alfa.

Indications: Managem.of cystic fibros.pts.over 5 yrs.with a FVC >40% of predict.value.

(S3) INHAL.SOL. 28/30.4/0675. 2,5 mg/2,5 ml.

814679-005: 30 x2,5 ml sngl.use amps., R11 411,89
Dosage: One unit dose amp.once dly.to CF pts. over/ equal to 5 yrs. Admin.using a jet nebul./ compress.syst. Some pts.over 21 yrs.may benefit from twice dly admin. Take every day without a break.

Contraindications: Pregn., lactat., safety & effic. in childr.und.5 yrs.not est.

Side effects: Conjunctivit., dysphon., dyspn., pharyngit., laryngit., rhinit., cough., dyspeps., skin rash, urticar., chest pain (pleurit./non card.), pyrex., poss. deteriorat.of pulm. funct.& incr.in sputum expectorat., developm.of IgE antibodies to rhDNase.
Special precautions: Do not mix with other drugs, use entire amp.contents at one time, containm. of aerosol not necess., pts.with seriously imp.pulm.funct tests and FVC <40%, store in refrigerator.

 XE "Rabigam IM" RABIGAM IM, NBI [P/S]

Human rabies immunoglobulin deriv.from pooled human plasma with high titre of antibodies to rabies virus, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Post-expos.prophylax.of rabies infect.aft.known/suspect.expos.to rabies virus in conjunct. with rabies vaccine; admin.aft.any Cat.III expos irrespect.of interv.betw. expos.& initiat.of treatm.up to 7th.day aft.first dos.of vaccine giv., treat.prev. vaccine immunised indiv.with rec.confirm.adeq.antibody titre with vaccine only.

(S4) IM INJ. T/30.2/748. 150 IU/ml.

731528-018: 1x2 ml amp, R1 050,78
Dosage: Admin.as soon as possible aft.expos. Adults & childr: Recomm.dos: 20 IU/kg bm admin. at same time as vaccine but at a diff.anatomic. site. Infiltr.full dos.into depth of & around wound, admin.remaind.by deep IMI at diff.site from that used for the vaccine. Ensure wound adeq.infiltrat. with immunoglobul.bef.sutur. Do not exceed recomm. dos.
Contraindications: No absol.contraindicat.to admin. of rabies immunoglob.because of life-threaten. risk assoc.with rabies, pts.with proven immunity to rabies.

Side effects: Loc./ anaphylact.reacts., fev., headache, chills, flush., lightheadedn., backache, naus., IgA sensitisat., imp.effic.of live attenuat. virus vacc.

Special precautions: Consid.immunit.weigh risk-benef. ratio of pts.with IgA defic.hist.or sev. anaphylact. reacts.to plasma products, not for IV admin., delay live virus vaccinat.for 3 mnths.aft. treatm.,pregn.& lactat., lab.diagnos.not to delay treatm. init., consid.halt.treatm.if no rabies virus detect. in offend.anim., if treatm.delay.admin. immonoglobul. up to 7th day aft.first vacc.dos., rep. dos. not be admin.once rabies vacc.treatm.init., infect. dis.transmiss.cannot be total.excl., consid. appropr. vaccinat.in pts.receiv.bld./plasma prods., transit. rise of var.passiv.transfer.antibod.in pts.bld aft.inj. of immunoglobul.may result in mislead. positiv. results in serologic.test., admin. immunoglob. & vacc.at two diff.sites of body using diff. syr.to avoid interf.with activ.antibody respon., admin.in.div.dos.at diff.sites if large vol. (>2 ml for childr./ >5 ml for adults) reqd., do not mix with other prods.
 XE "Redditux" REDDITUX, Dr Reddy’s [P/S]

Rituximab.

Indications: Relaps.or chemo-resist.low grade/ follicul. CD20-posit. B-cell non-Hodgkin’s lymphoma, prev.untreat.pts.with stage III-IV follicul. lymphoma in combinat.with chemother., 

maint. treatm.in follicul.lymphoma aft respons.to induct. ther., high grade CD20 posit.diffuse large B-cell non-Hodgkin’s lymphoma in combin.with CHOP chemother., in combinat.with fludarabine & cyclophosphamide in prev.untreat.relaps./refract. chron. lymphocyt. leukaem., combin.with glucocortic. in act.Granulomatos.with polyangiit. (GPA)& microscop.polyangiit.(MPA), mod.to sev. pemphig.vulgaris(PV).

(S4) CONC.SOL FOR INFUS, 56/26/0286, 0287 10 mg/ml

3005178-001; 100 mg; 2x10 ml vials; R2 336,66

3005180-001; 500 mg; 1x50 ml vial; R11 687,45

For furth prod.info refer to manufact.prof.lit.

 XE "Rhesugam IM" RHESUGAM IM, NBI [P/S]

Human anti-D immunoglobul.deriv.from pool. human plasma from Rh0-negat.donors sensitis.to Rh0(D) antigen, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Rho sensitisat.prophylax.

(S4) IM INJ. T/30.2/750. 100 µg or 500 IU/2 ml

810509-008: Sngl.amps, R955,46
Dosage: Admin.IMI as soon as poss., but always within 72 hrs.of poss.sensitis.event. 

Antenat.prophylax: Recomm.dos: Admin.500 IU (100 µg ) at 28 and/34 wks. gest. If inft.is Rho pos., a simil./high.dos.recomm.aft.deliv.

Prophylax.aft.potent.sensitis.events: Recomm. dos: 250 IU (50µg) for events up to 20 wks. whereaft. dos.of 500 IU (100µg) is recomm.

Postnat.prophylax: Recomm.dos: 500 IU (100µg)

Transfus.of Rh incompat.blood: Admin.125 IU (25 µg) for each 1 ml of red cells.

Transfus.of Rho pos.platel.in Rho neg.wom.of child-bear.age: Admin.250 IU (50 µg) for each dos.of platel.(i.e.5-6 units). If more than 10 units are used, admin.500 IU (100 µg).

Contraindications: Admin.to the baby, Rho(+) mother, Rho(–) mother given birth to Rho(–) inft., Rho(–) mother already having anti-D antibod., IV admin.

Side effects: Loc./allerg./anaphylact.reacts., headache, fev., chills, flush., lightheadedn., backache, N&V., hypotens., tachycard., shock, IgA sensitisat., imp.effic.of live attenuat.vir.vacc.

Special precautions: Weigh risk-benefit ratio of pts.with IgA defic. hist. or sev.anaphylact.reacts.to plasma products, IM inj.not advoc.in bleed. disords., delay live virus vaccinat. for 3 mnths., admin. in div.dos.at diff.sites if large vol. (>2 ml for childr./ >5 ml for adults) reqd., do not mix with other prods., infect.dis.transmiss.cannot be tot. excl., consid.appropr. vaccinat.in pts.receiv.bld./ plasma prods., monit.haemolyt.react.risk in pts. receiv. incompat.transfus.receiv.very large dos.of anti-D immunoglob.
Warnings: Ineffect.once mother has form.anti-D antibod.

 XE "Ristova" RISTOVA, (Biomab) Roche [P/S]
Rituximab.

Indications: Relaps.or chemo-resist.low grade/ follicul. CD20-posit. B-cell non-Hodgkin’s lymphoma, prev.untreat.pts.with stage III-IV follicul. lymphoma in combinat.with chemother., maint. treatm.in follicul.lymphoma aft respons.to induct. ther., high grade CD20 posit.diffuse large B-cell non-Hodgkin’s lymphoma in combin.with CHOP chemother., in combinat.with fludarabine & cyclophosphamide in relaps./refract.chron. lymphocyt. leukaem., in combinat.with methotrex. in adults with act.rheumat.arthrit.where respons. was inadeq./intol to dis.modify.anti-rheumat.drugs incl.one or more tumour necros.fact.inhibit.ther., sev. act. anti-neutrophil cytoplasm.antibody (ANCA)-assoc. vasculit.in combinat.with glucocortic.
(S4) SOL FOR INFUS, 46/26/0868, 0869. 10 mg/ml

3001754-001; 100 mg; 2x10 ml vials; R4 921,72
3001755-001; 500 mg; 1x50 ml vial; R12 303,79
For furth prod.info refer to manufact.prof.lit.

 XE "Rotarix" ROTARIX LIQUID ORAL VACCINE, GSK [P/S]
Live attenuat.human rotavirus RIX414 strain

Indications: Prev.of gastro-enterit.caus.by Rotavirus.in infts.in first 6 mths.of life

(S2) LIQ ORAL SUSPENSION, 43/30.2/0290

714133-001: 106,0 CCID50, 1+dil., R481,06
Dosage: Oral admin.only. Vaccine supplied ready to use. No reconstit.or dilut.reqd. Do not mix. with other vacc./sols. Inft.to be in reclin. posit. and admin.towards.inner cheek.

Course consists of 2 dos. 1 st dos.from the age of 6 wks. Interv. betw.dos.not less than 4 wks. Course to be compl.by 24 wks.
If inft. spits out/ regurgit.most of vacc.dose a singl.replacem. dos. may be giv.at same vaccinat. visit.

Complet.of 2 dos.regim.strongl.recomm.in infts. receiv.a 1st dos. 

Contraindicatons: Do not inject., known/ suspect. immunodefic.but may be admin.to asymptomat. human immunodefic.vir.(HIV) infect. subj., hist.of.intussuscepts., hist.of chron.GI dis. incl.uncorrect.congenit. GIT malformat.(e.g. Meckel’s diveticul.) that would predispos.for intussuscept., not intend.for adult use, sev. combin. immunodefic.(SCID)

Side effects: Irritabil., loss of appetite, diarrh., vomit., flatul., abdom.pain, gastro-enterit., intussuscept., haematochez, gastroenterit.with vacc.vir.shedd.in infts. with SCID., fev., cough, rhinorrh., dermatit.

Warnings and special precautions: Do not admin. to childr.old.than 24 wks.of age, in absence of loc.recomm.observ.interv.of 2 wks. betw.admin.of OPV & Rotarix, obt.med.hist.to excl. prev.vaccinat.undesir.events, postpone in pres. of ac.sev.febrile illn.and/or diarrh./vomit., cons. potent.benef.vs.risk caref.prior to admin.in immunosupress. infts, safety & effic.unknown in infts. with GI illness., postmarket.trans.incr.in intusscept. aft.vaccinat.most.within 7 days of 1st dos and to less with extent with 2nd dos., follow-up any sympts.indicat.of intussuscept.incl.sev. abdom. pain/persist. vomit./bldy.stool/abdom. bloat./high fev., contacts to observ.person. hygiene, protect.respons.not elicit.in all vaccinees, does not protect against other pathogens, breastfeed.may be contin.dur. vaccinat. sched.
 XE "RotaTeq" ROTATEQ, MSD [P/S]
Live pentavalent reassort.rotavirus oral vaccine. Contain.human-bovine rotavir.reassort.at follow. min.dos lev.G1: 2,2x106, G2: 2,8x106, G3: 2,2x106, G4: 2,0x106 & P1A[8] 2,3 x106 infect.units/2 ml dos.
Indications: Prev.of rotavir.gastro-enterit.in infts. & childr.caus.by the serotypes G1, G2, G3, G4 & G-serotype cont.P1A[8](e.g.,G9).

(S2) SOL, A 40/30.1/0730
710935-001: Sngl.pre-fill.unit dos, 2 ml, R297,64
Dosage: Oral admin.only to infts.6 wks.to 32 wks. Vaccinat.consists of 3x ready to use liq. dos. Do not mix.with other vacc./sols. Do not reconstit./dil. No restrict.on inft.food/liq.consumpt. Admin.to pre-term infts.accord.to chronolog.age. Replacem. dos. not indicat.if inft.spits/ regurgit.vacc.aft. admin. Compl.course.
1st dos: Admin.at 6-12 wks. Subseq.dos: Admin. at minim.interv.of 4 wks.betw.dos.
Contraindicatons: Not for inj., safety & effic.not est.in infts. less than 6 wks., insuff.data for admin.to infts.with indeterm.HIV status or born to mothers with HIV/AIDS, adults, no safety/effic. data avail.for immunocomprom.-/HIV infect.pts or pts.receiv.bld. transfus. or bld.prod. incl. immunoglobul. within 42 days, rare heredit. fruct. intol./gluc.-galact.malabsorpt. & sucrose-isomaltase insuffic.
Side effects: Kawasaki’s dis., nasopharyngit., diarrh., vomit., pyrex., otit.med., bronchosp., urticar.

Special precautions: Cons.benef./risk in infts. with ser.med.condits., obt.med.hist.to excl.prev. vaccin.undesir.effs., no re-challenge if hypersens. sympt.aft.admin., immune respons.poss.reduc.with concom.OPV, act.GI illn., chron.diarrh., growth retardat., congen.abdom.disords., intussuscept., poss. delay vacc.in case of ac.infect./febr.illn., complete protect.of all receipt.may not result, immunodefic.close contacts.

 XE "Rouvax" ROUVAX, Sanofi Aventis [P/S]

Live attenuat.measles virus (Schwarz strain) cultiv. in chick embryo tiss. Neomycin traces.
Indications: Act.measles immunisat. 

(S2) INJ. T/30.1/688. 1 000 TCID 50/0,5 ml.

825522-005: sngl.dos.prefill.syr, R183,26
Dosage: Optim.age 9 mnths with booster at 18 mnths. Addit.dos.at 6 mnths.of age recomm.for HIV posit.pts. May be admin.at same time as other vacc.(see lit.)
0,5 ml by SC/IM inj. Childr.und.1 yr: will require booster 6 mnths.later.
Contraindications: Act./develop.ac.resp.infect., act.untreat.TB, immuno-comprom.pts., pregn., vaccinat.within 6 wks.& pref.not within 3 mnths. follow.immunoglobul./bld.prod.contain. immunoglobul., egg prot./neomycin allergy, postpone vaccin.in case of ac.dis./fev.or progress. chron.dis., congenit./acquir.immunodefic., delay x3 mnths.aft.end of immunosuppress.treatm., intravasc. admin.

Side effects: Hypertherm., rhinopharyng./resp. sympts., skin reacts., adenopathy, ac. thrombocytopen. purpura

Special precautions: Allerg.condit., convuls. hist.in childr.postpone vaccinat.until aged 2 yrs, avoid contact.with disinfects.as they inactiv.vacc., allow swab.skin to dry bef.admin., observe 2 wk. interv.aft.immunoglobul.admin., observe 3 wk. delay betw.admin.of live attenuat.vacc.if not admin. concom., false negat.tubercul.tests report., keep adrenaline avail.in case of anaphylact.reacts.

 XE "Stamaril" STAMARIL, Sanofi Aventis [P/S]
Live attenuat.yellow fev. vir.(strain 17D-204), produc.in specif.pathogen.free chick embryo’s.

Indications: Yellow fev.prophylax., act.yellow fev. immunisat.for indiv.over 9 mnths liv/travell. through endem.areas, non-vaccin.people mov.from an endem.to a potent.recept.non-endem.area, laborat. work.handl.infect.mat.

(S4) INJ. 27/30.1/0532. 1 000 LD50 units/ dos.(0,5 ml).

814989-004: Sngl.dos.amp.+dil., R407,47
Dosage: Certific.valid for 10 yrs.from 10th day aft. vaccinat. Sched.identic.for adults & childr.over 9 mnths. Do not inj.intravasc. Perform.tol.test.in allerg. indiv. Admin.other simultan.vacc.at separ. site. Do not mix.with other vaccine in same syringe

Prim.immunisat: Sngl.0,5 ml IM/SC inj.of reconstit. vacc.

Booster: Every 10 yrs.if expos.maint.

Contraindications: Congenit./acquir. immunodepress. incl.curr.supress.ther., symptomat. HIV posit.indiv./CD4<200/mm3, asymptomat. HIV infect.with evid.of imp.immune funct., evolv.malign.dis., egg/chick.prot.allergy, sev. react.aft.prev.admin., childr.und.6 mnths.due to encephalit.risk, pregn.unless clear.need.& risk vs. benef.assess., lactat., hist.of thymus dysfunct. incl. myasth.grav./thymona & thymectomy, childr. of HIV infect.mothers, fruct.intol.
Side effects: Neurotrop.dis.clinic.pres.within 1 mnth. with high fev./headache/confus./encephalit. / encephalopathy/meningit./foc.neurologic.defic./ Guillain-Barre, viscerotrop.dis.within 10 days pres. as fev./fatig./myalg./headache & hypotens. progress to metabol.acidos./musc.& liv.cytolysis/ lymphocytopen. & thrombocytopen./ren.& resp. fail., headache, naus.& diarrh., abdom.pain, myalg., arthralg., loc.reacts., pyrex., asthen., lymphadenopathy, anaphylact.reacts., rash, urticar.
Special precautions: Postpone in event of fev./ ac. illn./chron.evolv.dis., seek spec.paed.advice for HIV infect.childr., childr.<9 mnths.& persons with congenit./ acquir.immunodefic.at risk of develop. yellow-fev. vacc.-assoc.neurotropic dis.within a mnth. of vaccinat., delay vaccinat.till immune funct. recov.in pts.receiv.immunosuppress.treatm., allow 1 mnth. interv.aft.high dos.system. corticoster. ther.of 14 days or long., insuffic.data on HIV infect.persons to different.who could safely be vaccinat.& in whom vaccinat.could be hazard.& ineffect., seek official guid.to eval.potent.risks vs. benefits of vaccinat.asymptomat.HIV-infect. person. if trav.unavoid., consid.control vaccinat.of child. betw.6-9 mnths.dur.outbreak, risk:benefit eval. in pts.>60 yrs.as incr.in ser.adverse effs.incl. vacc. assoc.neurotrop.dis.& viscerotrop.dis.report., thymus gland dis.potent.risk fact.for vacc.-assoc. viscerotropic dis., adrenaline avail.in event of anaphylact. reacts., bleed.disords., concom. anticoag. ther., allerg.indiv.
 XE "Sylvant" SYLVANT, Key Oncologics [P/S]
Siltuximab

Indications: Multicentr.Castleman’s dis. (MCD) when human immunodefic.vir.(HIV)-negat.& human herpes-8 (HHV-8)-negat.

(S4) POWD.FOR CONC.FOR SOL.FOR INFUS, 49/30.1/0098, 0099

3004506-001: 100 mg, 1 vial, R8 691,26
3004507-001: 400 mg, 1 vial, R34 765,06
Dosage: By qualif.healthcare prof. Reconstit. & dil.tot.vol.to 250 ml in 5% Dextr.sol in infus.bags made of PVC/PO/PP/PE or PE bott. Do not keep reconstit.sol.for > 2 hrs.prior to addit. to IV bag & infus.complet.within 6hrs.of reconstit.sol. addit.to infus.bag.

18 yrs.& old: 11 mg/kg IV infus.over 1 hr.every 3 wks.until treatm.fail. Do haematology lab test prior to each dos.for 1st 12 mnths.& every 3 dos.cycles thereaft. Consid.delay.treatm.if treatm.criter.(see prof.lit) not met.bef.admin. Dos.reduct.not recomm. Withold if sev.infect./ any sev.non-haematologic. tox.exper.& may be restart.at same dos.after.recov. Discont.in sev.allerg. react./ cytokine rel.syndr. Consid.discont.if more than 2 dos.delays due to treatm.relat./ toxic.dur.1st 48 wks.

Contraindications: Pregn.& lactat

Side effects: Freq.43-20%: URTI, diarrh., prurit., rash, arthralg. 19-10%: Nasopharyngit., UTI, thrombocytopen., neutropen., hypertriglyceridaem., hyperuricaem., dizzin., headache, hypertens., oropharyng.pain, N&V, abdom.pain, constipat., GORD, mouth ulcerat., eczema, extrem.pain, ren.impairm., loc.oed., incr. weight. 9-1%: Hypercholesterolaem., anaphylact.react.

Warnings and special precautions: Treat. infect. incl.localis.infects.bef.admin., poss. masks S&S of ac.inflammat.theref. monit. for ser.infects., do not admin.liv. attenuat. vacc.concurr./ within 4 wks.of init.ther., manage hyperlipidaem., consid. reinit. ther.at low.infus.rate & therapeut.admin.of antihistam./ paracet.& corticoster.aft.resol. of mild to mod.infus. reacts., discont.if sev. hypersens. reacts.occur, poss.incr.risk of malign.although not suggest.on basis of limit.exper.& pres.data, pts.at risk of GI perforat.eval.pts.pres.with assoc./ suggest. sympts., monit.known hepat.impairm.& pts. with elev.transamin./ bilirub.lev., effect. contracept.dur.& up to 3 mths.aft.treatm.in women of child bear.potent., crosses placenta, admin.of live vacc.to infts.born to treat.women as infect.risk poss.incr., safety in lactat.& paed.≤17 yrs.not est., no form.stud.in ren./ hepat.impairm.

Interactions: Monit.eff./ conc.of concom.ther.of CYP450 substrate meds.which have a narr. therapeut. index, co-admin.of CYP3A4 substrate meds where decr.in effective.undesir.(eg OC’s), in absence of compatib.stud.do not mix.with other meds.
 XE "Synagis" SYNAGIS, AstraZeneca [P/S] 
Palivizumab

Indications: Respirat.syncytial virus (RSV) prophylax. in high risk paed.pts. Safety & effic.est.in infts.with bronchopulm.dysplas./prem. infts.of <35 wks.& childr.with haemodynamic. signif. congenit.heart dis.

(S4) SOL.FOR INJ, 50/30.1/0148 100 mg/ml
3000492-001: 1x0,5 ml, R7 595,01
3000493-001: 1x1 ml, R15 190,02

Dosage: Admin.1st dos.prior to RSV season with subseq.dos.mnthly throughout season. To avoid reinfect.childr.receiv.Synagis who became infect.should contin.with mnthly.dos.for durat.of RSV season.
Recomm.dos: 15 mg/kg bm.IM once mnthly dur.anticipat. commun.RSV risk periods.

Contraindications: Hist.of react.to other human. monoclonal antibod.

Side effects: Very common: Rash, pyrex. Common: Apnoea, inj.site reacts. Uncommon: Thrombocytopen., convuls., urticar. Not known: Anaphylax., anaphylact.shock incl.fatalit. Post market: Antibody respons.with appear.of no clinic.relevance.

Warnings and special precautions: Allerg. react.risk.discont.if sev.react.occurs & re-admin. with caut.in case of mild.hypersens.react., thrombocytopen., coagulat.disords., consid.delay. ther. in cases of mod.to sev.ac.infect./febrile illn., not indic.for adult usage & anim.reproduct.studies not conduct., unknown if can cause foet.harm./ affect reproduct.capacity.
See also MDR page 203.
 XE "Synflorix" SYNFLORIX, GSK [P/S]

Adsorb.pneumococcal.polysacchar. & non-typeable H influenzae (NTHi) prot.D conjug.vacc.in 0,5 ml dos.
Indications: Act.immunis.of infts.& childr.from 6 wks.-5 yrs against dis.caus.by Streptococcus pneumon. serotypes [1,4,5,6B,7F, 9V, 14, 18C, 19F & 23F] and ac.otit.med.caus.by non-typeable H influenzae 
(S2) SUSP FOR INJ. 43/30.2/0401

714999-001: 1x pre-fill.sngl.dos.syr., R949,41
Dosage: Subj.receiv.1st dos.should complete course. IMI admin. Prefer.sites are anterolat.. thigh in infts./deltoid musc.of upp.arm in childr. May be admin.concurr.with recomm.childhood vacc
Infts.6 wks-6 mnths: 3-dos.prim.series: Recomm. immunisat.series to ensure optim. protect. consists of 4 dos.of 0,5 ml. Prim.inft. series: 3 dos.with 1st dos. giv.at 2 mnths.of age & with interv.of at least 1 mnth.betw.dos. Boost. dos. recomm.at least 6 mnths aft.last prim. dos. 

2-dose prim.series: Alternativ.,a series consist.of 3 dos. of 0,5 ml may be giv. The 1st dos.may be admin. from age of 2 mnths., with a 2nd dose 2 mnths. later. A boost.dos.is recomm.at least 6 mnths. aft.the last.

Preterm infts. born aft.at least 27 wks. of gestation.age: Recomm.immunisat.series consists of 4 dos.of 0,5 ml. Prim.inft.series: 3 dos. with 1st dos. giv.at 2 mnths.of age & with interv.of at least 1 mnth.betw.dos. Boost. dos. recomm.at least 6 mnths aft.last prim.dos.

Prev.unvaccin.old.infts.& childr: Infts.7-11 mnths: 2 dos.of 0,5 ml with interv.of at least 1 mnth. betw.dos. 3rd dos.recomm.in 2nd yr.of life with interv.of at least 2 mnths. Childr.12 mnths. – 5 yrs: 2 dos.of 0,5 ml with interv.of at least 2 mnths. betw.dos.

Contra-indications: Intravasc.or intraderm. admin., not intend.for adult use theref.data on use in pregn.& lactat.not avail.

Side effects: Loc.reacts.from redn.to haematoma at inj site, irritabil., drowsin., convuls.incl febr. convuls, diarrh., naus., vomit., skin rash, uticar., prurit., appetite lost, abnorm.cry., allerg.reacts. incl.allerg./atopic dermatit./eczema., apnoea, angioed., anaphylax., Kawasaki dis., headache, fev., hypoton.-hyporespons.epis.
Warnings and special precautions: Review med. hist.esp.prev. vacccinat., suit.facilit.to respond to poss.anaphylax., postpone vaccin.in ac. sev.febrile illn., thrombocytopen./any coagulat. disords., safety & immunogenicity data in childr.at incr.risk of pneumonococc.infects.not avail., reduc. antibody respons.with imp.immune responsivesn., poss. apnoea risk & 42-72 hr.resp.monit.for very premat. infts.(<28 wks.gestat.)& those with resp. immaturity hist.reqd.as benefits.of vaccinat.high & vaccinat.should not be withheld/delay., no protect. against pneumococc.serogroups other than those incl., antibody respons.to diphther./tetanus toxoid & prot.D does occur but does not substit.rout. diphth. /tetanus/ H influenzae type B vaccinat., protective immune respons.not elicit.in all vaccinees, prophylact.admin.of antipyret.may reduc. post-vaccinat.febrile reacts.however data suggest.prophylact.paracet.may reduc.immune respons. to pneumococc.vacc.

 XE "Tetagam IM" TETAGAM IM, NBI [P/S]
Human tetanus immunoglobulin deriv.from pooled human plasma with high titre of antibodies to tetanus toxin, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Post-expos.tetanus prophylax.aft. tetanus-prone injur.in pts. not adeq. vaccinat./pts. whose immunisat.stat.not known /pts. with sev. defic.in antibody product., ther.of clinic.manifest tetanus.

(S4) IM INJ. T/30.2/743, 744.

812919-009: 250 IU, 1x2 ml amp, R292,66
Dosage: Admin.IMI.

Prophylax: 250 IU. Admin.500 IU if 24 hrs.has passed/if there is risk of heavy contaminat.

Treatm: Clinic.tetanus: 3 000-6 000 IU as sngl. dos. May be used to treat clinic.tetanus by wound site infiltrat. & IMI.

Contraindications: IV inj.due to risk of shock 

Side effects: Loc./ anaphylact.reacts., naus., headache, fev., chills, flush, lightheadedn., backache, IgA sensitisat., imp.effic.of live attenuat. vir.vacc.
Special precautions: Weigh risk-benef.-ratio of pts. with IgA defic.hist.or sev.anaphylact.reacts.to plasma products, concom.passive-act. immunisat. with tetanus toxoid by IMI at diff.site poss., delay other vaccinat.ie.live virus for 3 mnths., IM inj.not advoc.in bleed disords., admin. in.div.dos.at diff.sites if large vol. (>2 ml for childr./ >5 ml for adults) reqd., do not mix with other prods., if simultan.vaccinat.necess. immunoglobul. & vacc. should be admin.at diff.sites to avoid interf. with act.antib.resp., as infect.dis.transmiss. cannot be tot.excl.consid.vaccinat.where appropr., safety in pregn.& lactat.not est.

 XE "Tetanus Toxoid Bio" TETANUS TOXOID BIO, Biovac Institute [P/S]
Tetanus toxoid
Indications: Tetanus prophylax., post expos. tetanus prophylax., neonat.tetanus prev., tetanus prophylax in wound managem.

(S2) SUSP FOR INJ, 53/30.2/0244.

3004427-001: >40 IU/0,5 ml dos 1x 0,5 ml dos, R62,85
Dosage: Shake bef.withdr.each dos. Admin.IMI pref.into deltoid musc.
Prim.immunisat.of unimmunis.7 yrs.&old: Two IM inj.of 0,5 ml dos.4-8 wks.apart follow.by 3rd dos. 6-12 mnths.aft.2nd dos

Neonat.tetan.prev: Two dos.of tetan.toxoid cont.prep bef.deliv.to unimmunis.pregn.women 4-8 wks apart pref.dur.last 2 trimest. Incompl.immunis. pregn. women to complete 3 dos.ser. If immunis. 10 yrs.prev.admin.a booster dos.

Tetanus prophylax in wound managem: Depends on wound condit.& pts.vaccinat.hist. Low risk wounds: Admin.1 dos. alone in incomplete/ uncert.vaccinat/full prim.vaccinat.with no booster for 10 yrs. Use tetan.tox.in combinat.with tetan. immune globul.in unimmun./uncert./incompl. immunisat.status pts.Tetan.prone wounds: Booster is appropr.if pt.has not receiv.tetan. tox.cont.prep.within prev.5 yrs.

Booster dos: 0,5 ml admin.10 yrs.aft.complet.of prim.immunisat. & every 10 yrs.thereaft. If booster admin.sooner.than 10 yrs.as part of wound managem.do not admin.next rout.booster for 10 yrs.thereaft.

Contraindications: Hypersens.to any compon. incl.thiomersal, any neurologic.sympt.follow. tetanus toxoid admin., defer routine immunisat.dur.poliomyelit.outbreak provid.no injury that incr.tetanus risk,

Side effects: Freq.unknown: Sev.anaphylact. react., immune hypersens.reacts., influenza-like sympts., syst.reacts., convuls., encephalopathy, headache, mono & poly neuropath.incl.Guillain Barre syndr., optic neurit., ac.transv.myelit., brach.myelit., neurit., ototoxic., loc.reacts., arthus type hypersens., high fev., urticar., erythema multiforme, other rashes, arthralg., haematur., nodule, sterile abscess format., SC atrophy

Warnings and special precautions: Admin. only passive immunisat.using tetanus immune globul.(human) if syst.hypersens./neuralg.react.to prev.tetatus tox.develops, eval.risk vs.benefit at all times, incr.react.incid.and sever.if booster dos. admin.more freq.than recomm., high.incid.of allerg. reacts.in indiv.with high titres of tetanus antitox.antibody at reimmunisat., do not give emerg. dos.more freq.than every 10 yrs.if Arthus-type hypersens./temp.>39 degr.C prev.exper., caus.relationship betw.sngl.antigen tetan.vacc. vaccinat.& Guillain-Barre syndr., thrombocytopen./ coagulat.disord.that contraindic.IM inj., reduc. antibody respons.to act.immunisat.in imp.immune responsiven., ensure inj.does not enter bld.vessel, defer vaccinat.in febrile illn./ac.infect., obt.health status/hist.prior to admin.& bef.subseq. immunisat., have readily avail.epinephrine & appropr. agents for poss.allerg.reacts, use separ. syr.& needles for each pt., anim.reproduct.stud.not conclud., not evid.of teratogenic., protect.against neonat.tetan.with admin.to inadeq.immunis. pregn.women, eff.on nurs.inft.unknown, 
Interactions: Reduc.respons.with immunosuppress. ther., tetan.immunoglobul.will neutralis tetanus tox.& should not be admin.into same site/in same syr., inadeq.immunologic. response with chloramphenic.& cyclospor.

 XE "Tetanus Vaccine Cipla" TETANUS VACCINE CIPLA, Cipla Medpro [P/S]
Tetanus toxoid
Indications: Tetanus prev.in infts/childr.& adults esp.those expos.to tetanus/engag.in outdoor activit., neonat.tetanus prev.for women of child.bear.age & tetanus prev.follow.injury
(S2) SUSP FOR INJ. 49/30.2/0162. 40 IU/0,5 ml.

3002364-001: 1x 0,5 ml amp, R76,02
3002364-002: 10x 0,5 ml amps, R760,23
Dosage: Admin.0,5 ml dos.IM

When immunisat.hist.inadeq.admin.1 500 IU tetan. antiser.& 0,5 ml toxoid from separate syr.& at separ. sites. 250 units of tetanus immunoglobul. can be substit.for tetan.antiser. A 2nd 0,5 ml toxoid dos.recomm.aft.2 wks.& a 3rd dos.aft.a furth.1 mnth. Test for sensitiv.if a horse-orig.tetanus antiser.is used in prophylax.

Contraindications: Hypersens.react.aft.prev. tetan. vaccinat.

Side effects: Freq: Soren., redn., loc.oed./nodule, indurate./ster.abscess at inj.site, fev., lymphadenopathy. Less freq: Rash, headache, malaise, irritabil., anaphylax., neurolog.reacts., faint., itch., cellulit., inj.site blist.form

Warnings and special precautions: Postpone vaccinat.in febrile illn./ ac.infect., never admin.IV, keep adrenaline avail.in case of anaphylact.reacts. & monit.vaccinees x30 mins.aft.admin., incr.risk of loc.& syst.reacts.to booster dos.admin.to prev. immunis.pts., advise pt.of import.of complet.inj series, can be safely admin.simultan.with BCG/ measles/polio/hepatit.B/yellow fev./Haemophil. influenzae type b and varicella vaccines, may be safely in pregn.woman at 28-36 wks.gestat.

Interactions: Caut.in pts.on anticoagul.ther.

 XE "Tetavax" TETAVAX, Sanofi Aventis [P/S]
Tetanus toxoid(purified) 40 IU/0,5 ml.
Indications: Booster act.tetanus immunisat.for long term prophylax.in adults, tetanus post-expos prophylax.with no prior vaccinat./vaccinat.incompl. or unknown, neonat.tetanus prophylax.for women of reproduct.age and pregn.women not yet imunis.

(S2) INJ. 29/30.1/0637.

832693-006: 1x sngl.dos.prefil.syr., R105,22

Dosage: Admin by deep SC/IMI.

Adults: Prim.vaccinat.sched: 2 success.dos.at interv.of 1-2 mnths.  3rd dos.(1st booster) admin.6-12 mnths aft.2nd inj.
Booster immunisat.for long-term prophylax: Sngl.dos of 0,5 ml 10 yrs.aft.prim.dos.& every 10 yrs. throughout adult life. Post-expos.prophylax: Physic.to cleanse, debride wound & determine likelihood of clostridium tenani presence for min.wound. 0,5 ml tetanus toxoid IMI and complete immunisat. schedule where requir. See lit.for recommendat./ addit.human tetanus immunoglobul.& antibiotic ther.

Neonat.tetanus prophylax: Women of reproduct. age & pregn.women not prev. immun: 2 dos.with a minimal interv.of 4 wks., the 1st inj being pref. 90 days or more bef.deliv.

Contraindications:Hypersens.react./ neurologic. disord.aft.prev.inj.of vacc., intravasc.route
Side effects: Loc.reacts., trans.hypertherm., allerg. cutan.reacts., dizzin., low BP, arthralgia, myalgia, headaches, neurologic.disords.

Special precautions: Postpone vaccinat.in fev./ ac. dis & evolutiv.chron.dis., do not give booster dos. at interv.of less than 10 yrs.due to incr.risk of sev. loc.reacts., keep adrenaline avail.in case of anaphylact.reacts.

Warning: Inj.only healthy indiv., intraderm.route of admin.cannot be used, to prevent Arthus-type hypersens.reacts.boosters should not be giv.to adults who have either complet.a prim.series or receiv.booster dose within the prev.5 yrs., immunosuppress. treatm./immunodefic.condit. decr. immune response theref.postpone vaccinat. to end of treatm., vaccinat.pts.with chron. immunodepress. if subjacent dis.allows even limit. antibody response.

 XE "Tetraxim" TETRAXIM, Sanofi-Aventis [P/S]

Purif.diphtheria toxoid >30 IU, purif.tetanus toxoid >40 IU, purif.pertuss.toxoid(PTxd) 2,5 µg, purify. pertuss.filamentous haemagglutinin(FHA) 25 µg, inactiv. type 1 poliovirus.(Mahoney) D-Antigen 40 units, inactiv. type 2 poliovirus.(MEF1) D-Antigen 8 units, inactiv. type 3 poliovirus.(Saukett) D-Antigen 32 units/0,5 ml dos.accord.to WHO recommendat.

Indications: Act.immuninisat.against diphther., tetanus, pertuss. & poliomyelit as prim.inft. vaccinat. and booster vaccinat.of childr.who prev. recd. prim.vaccinat. with this vaccine or a diphther.-tetanus whole cell/acellul.pertuss. poliomyelit. vaccine

(S2) INJ. A38/30.1/0526

711258-001: sngl.dos.pre-fill.syr., R322,28
Dosage: Shake bef.use & admin.IMI to antero-lat.upper thigh in infts.& deltoid musc.in childr. Prim.vaccinat: Start.from 6 wks.admin.the 3 dos.prim.vaccinat.in 3 success.dos.of 0,5 ml at 1-2 mnth.interv.accord.to nation.vaccinat.policies.Booster vaccinat: Admin.4th dos.within 2nd yr.of life in childr.who have prev.recd.vaccinat.as a 3 dos.prim.series. Late booster: 1 booster inj.at 5-12 yrs.in childr.prev.immunis.

Contraindications: Known hypersens.to any compon. or to pertuss.vacc (acellul./whole-cell petuss.) or life threatn.react.aft.prev.admin.of the vaccine/vaccine contain.same subst., postpone in case of febrile/ac.dis., evolv.encephalopathy, encephalopathy within 7 days of admin.a prev.dos of any vaccine contain.pertuss.antigens.
Side effects: Aft.prim.ser.freq.of inj.site reacts. incr.with booster dos. V.common: Anorex., nervousn., abnorm.cry., somnol., headache, vomit., myalg., inj.site redn./-pain, pyrex., malaise. swell. Common: Insomn., diarrh., inj.site indurat. Uncommon: Prolong.inconsol.cry., redn.&swell.> 5 cm.at inj.site. Rare: Pyrex.>40 degr.C. Post market: Lymphadenopathy, anaphylact.reacts., convuls., syncope, allerg.like sympts., large inj.site reacts.incl.extens.limb.swell.from inj.site beyond one/both joints start.24.-72 hrs.aft.vaccinat. resolv. spontaneous.within 3-5 days & appear due to numb.of prior dos.of acellul.pertuss.contain. vacc. with great.risk follow.4&5th dos.

Warnings and special precautions: Hypersens. to glutaraldehyde/neomyc./streptomyc.& polymix. B, immunogenic.reduc.by immunosuppress. treatm./ immunodefic., vaccin.for HIV-infect./ chron.immunodefic.indiv., eval.risk vs.benef.if Guillain-Barre sydr./brach.neurit. prev.exper.aft. vaccinat. with tetan.tox.vacc., 48-72 hr.resp.monit. of prim.immunisat.to very premat.infts.& those with prev.resp.immat.hist., do not admin.by intravasc. inj., obt.good prev.medic.hist.& of any advers.event aft.prev.immunisat., caref.consid. vaccinat.if fev.>40 degr.C/ collapse or shock-like state/persistent incolsolable cry.last.for 3 hrs or long. within 48 hrs.of prev.inj., febrile/non-febrile convuls.within 3 days of vaccinat., approp.med. treatm.& supervis.to be immed.avail.in case of anaphylact. react., data on use in pregn.unavail., nurs. mother, do not admin.IV/by intraderm.inj., do not mix.with other meds.except Act.HIB vaccine.

Interactions: Expect.immune respons.poss.not obtain. where antibody product.defic. due to genet defects/ immunodefic.dis or immunosuppress.ther.
 XE "Thymoglobuline" THYMOGLOBULINE, (Sanofi) Genzyme [P/S]

Rabbit anti-human thymocyte immunoglobul. 25 mg, glycine 50 mg, NaCl 10 mg, mannitol 50 mg

Indications: Immunosuppress.in transplantat.: prophylax.& treatm.of solid organ graft reject.& ac.& chron.graft.vs.host dis.(GvHD) prophylax.in haematopoiet.stem cell transplantat.(HSCT), sev. aplast.anaem.when immune mechanism suspect./ when HLA identic.sibl.not avail./pt.old.than 45 yrs., graft vs.host dis.treatm, substit.for equine anti-lymphocyte immunoglobulin when intol. evid./ latter contra-indicat.

(S4) IV INFUS. W/30.2/75. 25 mg/5 ml

892499-003: 1 vial, R3 331,14
Dosage: Posology depend.on indicat./admin. regim & other immunosuppress.agent combinat. Admin. dly reqd.corticoster.& antihistam.dos.prior to infus. Infus.aft.dil.in isoton.0,9% NaCl or 5% dextr.sol. into large vein. Tot.infus.durat.of at least 4 hrs.

Immunosuppress.in transplantat: Ac.graft reject.prophylax: 1-1,5 mg/kg/day x2-9 days aft. kidn./pancreas./liv.transplantat & x2-5 days aft. heart transplant. Correspond.cumulat.dos: 2-7,5 mg /kg in heart transplantat. & 2-13,5 mg/kg for other organs.

Ac.graft reject: 1,5 mg/kg/day x3-14 days, correspond.to cumulat.dos.of 4,5-21 mg/kg.

Sev.aplast.anaem: 2,5-3,5 mg/kg/day x 5 consec. days, correspond.to cumulat.dos.of 12,5-17,5 mg/kg.
Ac.&chron.graft vs.host dis.prophylax: Mismatch. relat./match.unrelat.donors: Adults: Prelimin.ther: 2,5 mg/kg/day from day-4 to day-2 or-1 correspond.to cumulat.dos.of 7,5-10 mg/kg.

Graft vs.host dis.treatm: Indiv. Usually betw.2-5 mg/kg/day x5 days.

Contraindications: Ac.infects.which C/I addit. immunosuppress., safety in pregn.& lactat.not est.

Side effects: Cytomegalovir.infect., sepsis, UTI, H.simplex, oral monilias., neoplast.malign., lymphopen., leucopen., thrombocytopen., neutropen., antibod.induc.cross reacts., allerg. reacts., anaphylact.shock, cytokin.rel.syndr., ser. sickn., tachycard., hypotens., periph. thrombophlebit., dyspn., GI disturbs., prurit., rash, arthralg., myalg., chills, fev., infus.site pain.

Special precautions: Any anaphylact.react. dur. admin.C/I’s furth.treatm., strict med.surveill.in hosp., adhere strict.to infus.rate as ser.S/E poss relat. to infus.rate, pts.who have already recd. rabbit immunoglobul., monit.bld.counts x2 wks. follow. end of treatm., consid.reduc.dos.in organ transplant. if platel.count is < 80 x 109 platelets/L, consid. discont.in organ transplant.if persist.& sev. thrombocytopen.( < 50 x 109 cells/L) or leucopen. (<1,5 x 109 cells/L) develops, infect.risk mark.incr.in condit. protocols, risk of recurr.of init.malig.dis. incr., concom.bld./bld.derivat./other infus.esp. lipids not advis., lymphoproliferat.disords.incr.by other concom.immunosuppress.agents.

Drug interactions: Excess.immunosuppress.risk & subseq. lymphoproliferat.with cyclospor./ tacrolimus & mycophenolate mofetil, risk of system. infect.with live atten.vacc., antibody format. which pos.reacts.with other rabbit immunoglobul.

 XE "Trastuzumab Cipla" TRASTUZUMAB CIPLA 440 mg, Cipla Medpro [P/S]

Trastuzumab

Indications: Metastat. breast Ca where tumours overexpress HER2: as monother.where at least 2 chemother. regim.for metastat.dis.receiv./in combin. with paclitaxel/docetaxel where no chemother. for metastat.dis.receiv./in combinat. with aromatas.inhibit.in horm.-recept.posit. metastat. breast Ca, HER2 positiv.early breast cancer: treatm.follow.surg./chemother.& radiother.if applic.& in combinat.with neoadjuv. chemother. consist.of docetaxel & carboplatin. Only admin.where tumours have eith.HER2 overexpress./HER2 gene ampliciat.determ.by accur. & valid.assay/have HER2 overexpress.at a 3+ lev. as determin.by immunohistochem.

HER2 positiv.metastat. gastric-adenocarcinoma of stomach/gastro-oesophag.junct.in combinat.with capecitabine/ 5-fluorouracil & cisplat.where no prior anti-cancer treatm.for metastat.dis.receiv. only where HER2 overexpress.defin.by IHC2+ & confirmat.silver in situ hybridisat.(SISH)/ fluorescence in situ hybridisat. (FISH)/IHC3+ results.

(S4) POWD.FOR INJ, 53/26/0051

3002658-001: 440 mg, 1x21 ml, R4 702,35
For further details refer to manufact.prof.lit.

 XE "Tuberculin PPD" TUBERCULIN PPD RT/23 2TU, Kahma Biotech [P/S]
Tuberculin, purified protein derivative.

Indications: Intraderm.skin test aid.for TB diagnos.

(S2) INJ, 28/30.3/0356. 2TU/0,1 ml,

872938-027: 10x1,5 ml, R1 746,62
Dosage: For suspect. clinic.TB/test for immune respon. follow. vaccinat: use 2TU. By intraderm. inj. admin. 0,1 ml in one superfic.layer of dermis in middle part of forearm. Interpret.test 48-72 hrs. aft. inj.by measur.transvers.diam.of indurat.in mm. Excl. any surround.erythematous zone.

Contraindications: Prev.sev.loc.react., prev.TB/ mycobact. dis.diagn.

Side effects: Pain, itch./irrit.at inj.site, anaphylax., headache, fev., lymph node enlargem., urticar., vesiculat., skin necros.

Interactions Age/nutrit./immunosuppress. & vir. infects.can low.tubercul.reactiv., prev.BCG vaccinat. & rec.non-tubercul. mycobact. infect.may give false posit.reacts., reduc.reactiv.aft.live vir. vaccinat., HIV & M.tuberculos pts.have anergy for tuberculin, sev.TB tuberculin reactiv.poss.suppress.
 XE "Twinrix" TWINRIX, GSK [P/S]
Hepatit.A virus antigen 720 ELISA units, r-DNA Hepatitis B virus surf.antigen 20 µg/1 ml.

Indications: Active immunisat.against hepatit.A & B in adults & childr.> 1 yr. Expect.hepatit.D prophylax. as it does not occur in the absenc.of hepatit.B infect.

(S4) INJ, 32/30.1/0244

706829-001: 1x20 µg prefill.syr., R360,80
Dosage: Admin.IM in deltoid reg.for adults and old.childr./anterolat.thigh for infts.

Recomm.dos: Adults & childr.> 1 yr: 1 ml

Adults & adolesc.16 yrs and old: Prim.vaccinat. sched.consists of 3 dos.1st at elect.date, 2 nd 1 mnth later & 3 rd 6 mnths.aft.1 st dos.

Childr.1-15 yrs: Prim.vaccinat.sched.consists of 2 dos.1st at elect.date, 2 nd 6-12 mnths.aft.1 st dos.

Contra-indications: Ac.sev.febrile illn., hypersens. reacts.to prev.monoval.hepatit.A/B vacc., intravasc.admin., post-expos.prophylax., IV admin.

Side-effects: Loc.reacts., fatigue, irritabilit., drowsin., headache, malaise, fev., GI disords., flu-like sympts., allerg. reacts.incl.anaphylax.& convuls., syncope, hypotens., centr.& periph. neurolog. disords.incl. Bells palsy/ Guillain-Barre syndr., thrombocytopen., bld.dycsras., skin reacts., vasculit.

Special precautions: Admin.other vaccines at diff.inj.sites, do not mix with other vaccines in same syringe, adeq.immunolog.respon.may.not achieved in immunosuppress.treatm./ immunodefic. pts., pregn.& lactat., admin.SC in pts. with thrombocytopen./bleed.disords., childr.1-15 yrs.always admin.2 nd dos.to assure protect. against hepatit.B, booster poss.advis.in pts.at risk whose anti-HBs antibody titre falls below 10 IU/l., addit.vaccinat.poss.necess.in haemodialys.& imp. immune syst., poss.incubat.period at time of vaccinat. eff.not known, infect.caus.by other agents not prev., syncopy can occas.follow./ bef. any vaccinat.as psychogen.respon.to needle inj.

 XE "Typhim VI" TYPHIM Vi, Sanofi Aventis [P/S]
Purif.Vi capsul.polysacchar.of Salmonella typhi (Ty 2 strain) 25 µg/0,5 ml dos.

Indications: Act.immunisat.against typhoid fev. caus. by Salmonella typhi.intend.for inhabit.of/ travell. to endem.zones, migrants, health care work., catering & food indust.prof, milit.person.

(S2) SOL FOR INJ. 29/30.1/0091.

822442-019: 1x sngl.dos.pre-fill.syringe, R335,78
Dosage: Vaccin.of childr.und.2 yrs.depends on dis. expos.risk.

Adults & childr: Sngl.dos.of 0,5 ml by deep SC/IM inj.at least 2 wks.prior to potent.expos. Revaccin. every 3 yrs.if still at risk.

Contraindications: Life-threaten.react.aft.prev. admin.of Typhin Vi/vacc.contain.same subst., safety in pregn. not est., not known if excret.in breast milk, intravasc.admin.

Side effects: Loc.reacts., fev., headache, asthma, malaise, fatig., arthralg., myalg., GI disturbs., allerg. reacts.incl.ser.sickn/anaphylax.

Special precautions: Postpone vaccin.in case of ac. infect.illn./fev., protect.not conferr.against paratyphoid fev./illn.caus.by non-invas. Salmonellae., formaldehyde hypersens.as traces thereof pres., immunosuppress.treatm./ immunodefic. reduc.immune response theref. postpone vaccinat.to end of treatm., vaccinat.pts. with chron.immunodefic.even if antibody response limit., may admin.at same time as other vacc. using diff.sites, childr.und.2 yrs.may show sub-optim. respons.but as typhoid rare in this age group base vaccinat.decis.on expos.risk, poss. febrile react.if admin.at same time as other meds. contain. endotoxin, keep adrenaline avail.in case of anaphylact. reacts., thrombocytopen., bleed. disords.

 XE "Varilrix" VARILRIX, GSK [P/S]

Live attentuat.varicella-zoster virus vaccine.

Indications: Act.immunisat. of healthy infts.from 9 mnths./childr.& adolesc./suscept high-risk pts (incl. ac.leukaem./pts.und.immunosuppress. treatm./ plann.organ transplant./ chron.dis. predisp.to sev.varicella) & suscept.close contacts against varicella.

(S4) INJ, 32/30.1/0468. 2 000 pfu/0,5 ml

892939-001: 1x 3 ml vial, R451,73
Dosage: Admin.SC only. 0,5 ml reconstitut.vacc.= 1 immunising dose. Admin.entire contents immed. aft.reconstit.as a sngl.dos. Allow swab area to dry bef.admin.

Childr.9 mnths.-12 yrs: 2 dos. 13 yrs.& old: 2 dos. Admin. 2nd dos.6 wks.aft. 1st dos. Interv.should und. no circumst. be < 4 wks. Add.dos.may be reqd. in high risk pts.

Contraindications: Sev.humor./ cell. immunodefic. incl.subj.with prim./acquir. immunodefic. states with total lymphocyte count < 1 200 per mm3/present.other evid.of lack of cell. immune compet./receiv.immunosuppress.ther.incl. high dos.corticoster, neomycin hypersens., pregn., other concom.live attenuat.vacc.admin.in high risk pts., intraderm./IV admin.

Side effects: Very comm: Pain, redn., Comm: Rash, swell.at inj. site, fev.(oral/axillary temp. > 37,5 °C/ rect. temp. > 38,0 °C). Uncomm: URTI, pharyngit., lymphadenopathy, irritabil., headache, somnol., cough, rhinit., N&V, varicella-like rash, prurit., arthralg., myalg., fev.(oral/axillary temp. > 39,0°C/ rect. temp.> 39,5°C), fatig., malaise. Rare: Conjunctivit., abdom.pain, diarrh., urticar. Unknown: Herpes zoster, thrombocytopen., hypersens., anaphylact.reacts., encephalit, cerebrovasc. accid., cerebellitis/-cerebellitis like sympts. (incl.trans.gait disturb.& trans.atax.), convuls., vasculit. (incl. Henoch Schonlein purpura & Kawasaki syndr.), erythema multiforme.

Warnings and special precautions: Avoid pregn. for 1 mnth. post immunisat., postpone admin. in ac.sev.febrile illn., ensure proced.in place to avoid injury from faint.as syncope.poss., disinfect.agents on skin poss.inactiv.virus if not evaporat.bef.admin., limit.varicella protect.obt. with vaccinat.within 72 hrs.of natur.expos., a protect.immune respon.may not be elicit.in all vaccinees, mild varicella dis.poss.in persons who prev.receiv. Varilrix., avoid cont.with immune-comprom. pts.due to HIV/other immunodefic.for 14 days post immunisat., immunocompromis.pts., in ac.phase of leukaem.withold maint.chemother.1 wk. bef & 1 wk.aft.immunisat.& do not immunise pts.undergo.radiother.dur.treatm.phase, dissemin. varicella with intern.organ involvem., other live attenuat.vacc. admin.at same time in high-risk pts , appropr.medic.treatm.to be avail.in case of anaphylax., monit.x 30 mins.for poss. anaphylax., lact intol., do not mix.with other vacc. in same syr., perf.tuberculin test bef./simultan. with vaccinat., avoid tuberculin test.for 4-6 wks. aft. vaccinat., lactat.,delay immunisat.x3mnths.in pts. who have receiv.immune globul./bld.transfus., other vaccinat.poss.at diff.sites at the same time, observ.1 mnth.interv.aft.measle vaccinat, avoid salicylates for 6 wks aft.vaccinat.as Reye’s syndr. poss.

Interactions: Live vir. vaccinat.may depress. tubercul.skin sensitiv.

 XE "Vaxigrip" VAXIGRIP, Sanofi Aventis [P/S]
Flu vaccine. Formulat.varies each year accord.to WHO recommendat.
Indications: Flu prophylax.

(S2) INJ. T/30.1/674. 

836591-003: 1x paed.prefill.syr.0,25 ml, R65,66
813338-018: 1x sngl.dos.prefill.syr.0,5 ml, R79,17
813338-019: 10x sngl.dos.prefill.syr.0,5 ml, R791,67
Dosage: IM/deep SC admin.

Adults.& childr.over 36 mnths: 0,5 ml. Childr.6-35 mnths: 0,25 ml. Childr.und.8 yrs. not prev. vaccinat.should receiv.2nd dos.aft.an interv.of at least 4 wks.
Contraindications: Ac.fev., egg/chicken prot./ neomycin allerg., IV admin., childr.und.6 mnths.

Side effects: Loc./syst./allerg.reacts., gen.skin reacts., anaphylax., neuralg., parasthes., vasculit., convuls., trans. thrombocytopen., neurit., encephalomyelit., Guillain Barre syndr.

Special precautions: Immunosuppress., pts. show. allerg./abnorm.reacts.to prev.vaccin., febr. react. poss.precipit.an attack in sickle cell dis., pregn.

Drug interactions: Dimish.immunolog.respon.in pts. on immunosuppress.treatm.

 XE "Vazigam IM" VAZIGAM IM, NBI [P/S]
Human varicella-zoster immunoglobulin deriv.from pooled human plasma with high titre of antibodies to varicella-zoster virus, test.& found non-react.for HBsAg & antibodies to HCV, HIV-1 & HIV-2 viruses.
Indications: Prophylax.of varicella in high risk pts. who have had expos.

(S4) IM INJ. T/30.2/749. 100 IU/ml.

793078-008: 1x2 ml amp, R954,27
Dosage: IMI admin Warm to body temp.bef.use.

Recomm.dose: >15 IU/kg BM within 96 hrs. of expos.
Up to 5 yrs: 2 ml. 6-10 yrs: 4 ml. 11-14 yrs: 5 ml. 15 yrs.& older: 6 ml.

Contraindications: Immune adults/childr., clinic. varicella/ shingles treatm., disseminat.zoster prophylax., , IV admin., bleed.disords.

Side effects: Loc./anaphylact./skin reacts., headache, fev., chills, flush., lightheadedn., backache, naus., IgA sensitisat., imp.effic.of live attenuat. vir.vaccines.

Special precautions: Weigh risk-benefit ratio pts.with IgA defic. hist./sev.anaphylact.reacts.to plasma prod., do not admin.more than 96 hrs. aft.expos., as infect.dis.transmiss.cannot be tot. excl.consid.vaccinat.where appropr., admin. in.div. dos.at diff.sites if large vol. (>2 ml for childr./ >5 ml for adults) reqd., do not mix with oth. prods., delay any live attentuat.vir.vacc.for 3 mthns.follow.Vazigam IM admin, safety in pregn.not est.
 XE "Verorab" VERORAB, Sanofi Aventis [P/S]
Rabies vir.using Wistar rabies PM/WI 38 1503-3M strain obt.from cult.on Vero cell lines, inactiv.with beta-propiolactone.

Indications: Rabies pre-expos.prophylax.in indiv. at incr.expos., rabies prev.aft.confirm/suspect. expos.

(S4) INJ. V/30.1/220.

1 immunis.dos.≥ 2,5 IU/0,5 ml reconstit.dos.

814970-001: 1 vial+syringe with dil., R539,89
Dosage: Strict IMI admin.direct.into deltoid musc. Adapt accord.to circumst.& pts.rabies immune status.

Pre-expos.prophylax: Prim.vaccinat: 3 inj.of 0,5 ml on days D0, D7 & D28 follow.by a booster 1 yr.aft.1st inj. D28 inj.may be admin.on D21. Boosters: thereaft.one inj.every 5 yrs.aft.the last inj.

Post-expos.prophylax: Flush wound with soap/ detergent immed.follow.bite. then admin.curat. vaccinat.und.med.supervis. Non-immunis.subj: Adults & childr: 5x0,5 ml inj.on days 0, 3, 7, 14, 28. Complement.passive immunisat.on day 0 with human rabies immunoglobulin at 20 IU/kg bm. infiltrat.as much as poss.around wound with remainder.inj.IM into glut.reg. In cases of sev.les./ proximity to CNS/late consultat/pt.immunodefic.2 x0,5 ml dos.on Day 0 poss.justif. In cases of sev. bites admin 20 iu/kg bm of specif.human rabies immune globul.in conjunct.with 1st dos.to provide immed. protect.antibod. Vaccinat.of pre-immunis. indiv: If less than 5 yrs.aft.last.vaccinat. dos: 2 booster inj.of 0,5 ml on days D0 & D3. Pts vaccinat. more than 5 yrs.prev./vaccinat. incomplete to be treat.as unvaccinat.subj.
Contraindications: Pre-expos: Postpone in event of fev./ac.illn./chron.evolut.dis., assess benef. vs.risk bef.admin.dur.pregn. Post expos: No contra-indicat.as rabies infect.gen.results in death., intravasc.admin., combin.with human rabies immunoglobul.& vacc.in same syringe/inj.at same site.

Side effects: Loc.reacts., slight indurat. System. reacts.report.but causal.relationship not est incl mod.fev., shiver., malaise, asthen., headaches, dizzin., arthralg., myalg., GI disturbs., allerg.skin reacts., anaphylact.react.

Special precautions: 6 mnth.serologic.test recomm. in indiv.at incr./contin.expos.risk, serologic. test recomm.every 2-3 yrs.aft.booster at 1 yr.& 5 yrs where expos.risk.freq., in immunodefic. indiv.serologic.test.2-4 wks.aft. vaccinat.admin.boost./addit.inj.if antibody titre <0,5 IU/ml, neomycin hypersens., adhere strict.to method of admin.as fatalat.report.when not follow.

Drug interactions: Corticoster.& immunosuppress. ther.may lead to vaccinat.fail.

 XE "Vesiculture" VESICULTURE, Kahma Biotech [P/S]

Mycobacterium bovis (BCG)

Indications: Immunoprophylax.in prim./recurr. grade Ta or T1 superfic.bladd.Ca, in-situ immunother. treatm.of non-invas.bladd.Ca

(S2) FREEZE-DRIED POWD, 32/30.1/0745

702161-004: 30 mg, 4x4 ml vials, R3 033,18
Dosage: Intraluminal urin.tract use only. Do not mix.in same ster.area as chemotherapeut.agents as iatrogen.transmiss.poss. Reconstit.4 vials in 50 ml sterile saline & instil slow.in empty bladd.via urethral catheter and retain.in bladd.x2 hrs. Void in norm.manner.

Recomm.dos: 120 mg or approx.1 x 109 CFU. Std sched.of 6 instillat.with 1 wk.interv.betw.instillat. Treatm. sched.may be rep.once if insuffic./no respons. achiev. Maint.treatm.poss.in cert.high risk pts.

Contraindications: No handl./admin.to indiv. with congenit./acquir.immuno-defic incl.act.HIV/ indiv. current.treat.with immunosuppres.drugs/ receiv. high dos.syst.corticoster.ther., act.TB, postpon. vacc.in UTI./unexplain.fev.until.urine culture negat./antibiot.or antisept.ther.ceas., postpone ther.x7-14 days aft, traumat.urothelium as treatm.direct.aft.invas. proced.may result in system. BCG infect., avoid in pregn.& lactat.as no data avail.

Side effects: Incr.urin.freq., cystit., haematur., mild syst.influ.-like reacts., fev., malaise, allerg. reacts., arthral., myalg., rash, bladd.contract., tempor. urethral obstruct.

Warnings: Special.anti-TB ther.& discont.ther.in the event of loc.BCG infects./syst.reacts., investig. for prev.hypersens.& anaphylax.treatm.to be on hand, monit.for poss.syst. infect.in pres.of fev.

Interactions: Do not admin.concom.drugs with known anti-mycobact.act.

Please note: Vesiculture was previously marketed under the proprietrary name BCG CULTURE SSI

 XE "Vivaxim" VIVAXIM, Sanofi-Aventis [P/S]

Purif.Salmonella typhi Vi capsul.polysaccharide (Ty 2 strain) 0,025 mg, Hepatit. A virus GBM strain (inactivat.) 160 U/1 ml
Indications: Simultan.act.immunisat.against typhoid fev.& hepatit.A virus infects. in subj.16 yrs & old.

(S4) INJ, [P/S] 41/30.1/0025
717194-001: 1x 2,5 ml prefill.dual chamb.syr., R661,87
Dosage: Recomm.dos: 1 ml of mix.vacc. Prim. vaccinat: 1 sngl.dos.admin.at least 14 days prior to typhoid & hepatit.A expos.risk. Booster inj.of inact. hepatit.A vacc.to be giv.betw.6-36 mnths. aft.prim. vaccin. Revaccinat.against typhoid fev.to be carried out with sngl.dos.of purif.Vi polysaccharide typhoid vacc.with interv.of not more than 3 yrs in subj.remain.at risk for typhoid fev. A booster dos. of hepatit.A may be giv.if appropr.in which case VIVAXIM may be used. Combin.vacc.may be giv.as booster in subj.who receiv.an inactiv.hepatit.A vacc. 6-36 mnths earlier/inactive.hepatit.A vacc.& purif.Vi polysaccharide typhoid vacc.or combin. vacc.

Contraindications: Not recomm.in pregn., intravasc. inj., hypersens.to resid.compon.

Side effects: Headache, dizzin., GI disturbs.incl. abdom.pain., prurit., rash, urticar., myalg., arthralg., loc.reacts.incl.inj.site nodule, asthen., malaise, pyrex., anaphylact.reacts.incl.shock, ser.sickn., asthma, incr.transamin.

Special precautions: Delay in case of febr.illn., cons.benef./risk in pregn., lactat., thrombocytopen. /bleed.disord., review medic.hist.bef.admin./prev. sev.reacts.hist., have appropr.medic.treatm.avail. in event of anaphylact.reacts., hypersens.to neomycin/ antibiot.in same class, if subj.in incubat. period at time of immunisat.eff.is not known, not for infect.caus.by other live pathogens incl. hepatit.B/C/E virus, admin.other concom. inact. vaccin.at diff.inj.sites, immunogenic.reduc. by immunosuppress.treatm./immunodefic., vaccin. recomm.for HIV-infect./chron.immunodefic.indiv., no protect.against Salmonella paratyphi A/B or non-typhoid. Salmonellae.

 XE "Vpriv" VPRIV 400, Takeda [P/S] 
Velaglucerase alfa

Indications: Long-term enzyme replacem.ther. (ERT) in pts.with Type I Gaucher dis.

(S4) POWD.FOR INJ, 47/31/0822. 100 units/ml.

713379-001: 400 IU; 1x20 ml, R16 297,83
Dosage: Admin.by IV infus.over 60 mins.accord.to manuf.instruct. Ther.by physic.experienc.in Gaucher dis. Ensure that adeq.emerg.medic.supp. avail.

Recomm.dos: 60 U/kg every 2 wks. Dos.> 60 U/kg not studied. Adjust dos.on indiv. basis determin.by therapeut.goal achievem.& maint. Pts. current. treat. with imiglucerase ERT may be switch. to VPRIV using same dos. & freq.

Contraindications: Sev.allerg.reacts.to act. subst., safety in pregn./breastfeed.not est.

Side effects: V.common: Headache; dizzin., abdom. pain, arthralg., back pain, infus.-relat. react., asthen./fatig., pyrex. Common: Hypersens. reacts.(incl.allerg.dermatit. & anaphylact.react), tachycard., hypertens., hypotens., flush., naus., rash, urticar., prolong.activat. part.thromboplast. time, neutralis.antibod. Unknown freq: Chest discomf., dyspn., prurit.

Special precautions: Hypersens.to other.ERT, test. for pres. of antibod.in cas.of sev.infus.relat. reacts./ cas. of lack/loss of eff., pts.on control.Na+ diet., poss.eff.on glycaem.contr.in pts with diab. mellit.as susp. cont. sucrose, fruct.intol./gluc.-galact. malabsorpt./ sucrase-isomaltase insuffic., monit.pts.closely if pregn.occ., safety profile in clinic. stud.involv.childr.& adolesc.4 -≤17 yrs simil. to that observ.in adults.

 XE "Xolair" XOLAIR, Novartis [P/S]

Omalizumab

Indications: Prevent.of asthma exacerbat.& contr. of asthma sympts. in adults & adolesc.≥12 yrs.as add-on ther.for pts.with sev.persist.allerg.asthma with pos.skin test/in vitro reactiv.to perenn. aeroallerg. & reduc.lung funct. (FEV1 <80%) as well as freq.day-time sympts./night-time awaken.& multiple sev.asthma exacerbat.desp.dly high-dos. corticoster. & inhal.β2-agon., add-on ther.to reduc. dos.of inhal.corticoster.in childr.6 to <12 yrs with sev.persist.allerg.asthma with pos.skin test/in vitro reactiv.to perenn.aeroallerg.as well as freq. day-time sympts./night-time awaken., chron. spontan. urticar (CSU) refract.to std.of care in adults & adolesc.≥12 yrs., adult nasal polyps with inadeq.resp.to intranas.cortcoster.
(S4) POWD.FOR SOL.FOR INJ, A39/34/0311.

720829-001: 150 mg/ml (reconstit), 1 vial, R5 505,70
Dosage: For SC admin.only. Do not admin.by IV/ IM inj. Do not mix with any meds./diluents other than ster.H2O for inj.
Allergic asthma/ nas.polyps: Refer to prod.lit. for dos. determin. charts. Do not admin.to pts. whose baseline IgE lev./bw are outside of dos. table limits. Approp.dos.& dos.freq.determ.by body weight & baseline IgE measured bef.start of treatm.

Dosage range: 75-600 mg in 1-4 injects.may be need.for each admin.

Pts.with IgE <76 IU/ml.unlikely to exper.benef.& phys. to ensure these pts.have unequivoc.in vitro reactiv.to perenn.allerg.bef.start.ther.

Assess treatm.effic.at 16 wks.aft.commenc. treatm. bef. furth.injects.admin., treatm.is intend. to be long term, re-test.of IgE lev.dur.treatm. cannot be used as guide for dos.determinat.as total IgE lev. are elev.dur.ther.& remain elev.for up to 1 yr. aft. discont., bas.dos.determin.aft. treatm. interrupt. <1yr.on ser.IgE lev.obtain.at init.dos. determinat.; re-test.total ser.IgE for dos. determinat. if treatm. interrupt.>1yr., adjust.dos.for signif. changes in BW.

Chron.spontan.urticaria (CSU): Dos.not depend. on ser.total IgE/body weight. Recomm.dos: 300 mg SC every 4 wks. Some pts.may achieve sympt. contr.on 150 mg every 4 wks.
Side effects: Allerg.asthma: V.comm: Pyrex., Comm: Headache, abdom.upper pain, inj.site reacts. Uncomm: Pharyngit., syncope, paraesthes., somnol., dizzin., post.hypotens., flush., allerg.bronchosp., cough., dyspept.S&S, diarrh., naus., photosens., urticar., rash, prurit., influ-like illn., arm swell., weight incr., fatig. Rare: Parasit.infects., anaphylact.react.& other ser. allerg. condits., antitherapeut.antibody developm., laryngoed., angioed. Not known: Idiopath. sev. thrombocytopen., ser.sickn., anaphylax. & anaphylact. reacts., allerg.granulomat. vasculit., alopec., arthralg., myalg., joint swell., idiopath. thrombocytopen., incr.infect.rate in pts.at chron. high helminth infect.risk. CSU: V.comm: Headache. Comm: Nasopharyngit., sinusit., upp. vir.resp.tract infect., arthralg. Addit.events: URTI, UTI, sinus headache, myalg., extrem.pain, musculoskelet.pain, pyrex., inj.site reacts. Nas.polyps: Common: Headache, dizzin., arthralg., upper abdom.pain., inj.site reacts.

Warnings and special precautions: Observ. closely for approp.period aft.admin.as anaphylax. poss.even report.beyond 1 yr.of reg.admin.& discont. in case of sev.hypersens., inform.pt.of anaphylax. S&S and to seek med.care should sympts. occur., only consid.treatm.in pts.with convinc. IgE mediat. asthma., discont.if sev. hypersens. react.exper., not indicat.for ac.asthma exacerbats./ ac.bronchosp./stat.asthmatic./ hyperimmunoglob. E syndr./allerg.bronchopulm. aspergillos./ prev.of anaphylact.reacts.incl.those provok. by food allerg., not stud.in atop.dermatit./ allerg. rhinit./pts.with autoimmun.dis./immune complex-mediat.condits./pre-exist.ren.or hepat. impairm., abrupt discont.of system./inhal. corticoster. aft.init.Xolair not recomm., diabet. mellit./ fruct.intol/ gluc.-galact.malabsorpt.syndr./ sucrose-isomaltase defic.pts.to be warn.of sucrose content, poss.antibody developm., poss.ser.sickn.& ser. sickn.like reacts.occur.1-5 days aft.1st/subseq. inj.& also aft.long durat.of treatm.where antihistam./ corticoster.admim.may be usef.in prev./ treat., discont.in case of sev.system. eosinophil. & vasculit., pts.at high risk of helminth infects. & discont.if respon.to recomm.anti-helminth treatm.inadeq., safety in pregn./lactat. not est., safety & effic.not est.for allerg.asthma in childr.<6 yrs.& CSU in childr.<12 yrs. & nas.polyps in pts. <18 yrs., , unrelat.anaphylax.hist.an anaphylax. risk fact., numeric.incr.in arter. thromboembol.events in control.clinic.trials & analys. of observat.study.

Interactions: Limit.data avail.when combin.with specif.immunother., not stud.in combinat.with immunosuppress.ther.
 XE "Zarzio" ZARZIO, Sandoz [P/S]

Filgrastim.

Indications: Reduct.in neutropen.durat.in pts. receiv. cytotox.chemother.except.in pts.with chron. myeloid leukaem.& myelodysplast.syndr. & for reduct.in durat.of neutropen.& clinc.sequela in myeloablat.ther.followed by bone marr. transplantat., long term admin.to incr.neutrophil counts and to reduc.incid.& durat.of infect.-relat. events in childr.& adults with sev.congenit./cyclic/ idiopath.neutropen.with absolute neutrophil count of <0,5x109/L & sev.recurr.infect.hist., periph.bld. progenit.cell mobilisat.alone or follow. myelosuppress. chemother., periph.bld. progenit. cell mobilisat.in norm.donor (allogeneic) PBPC, persist. neutropen.(ANC <1,0x109/L) in advanc.HIV infect.to reduc.bact.infect.risk when other ther. inappropr.
(S4) SOL.FOR INJ/INFUS, 47/30.4/0603, 0604
3001739-001: 30 MU/0,5 ml, 1x pre-filled syr, R503,13
3001739-002: 30 MU/0,5 ml, 5x pre-filled syr, R2 515,65
3001740-001: 48 MU/0,5 ml, 5x pre-filled syr, R4 144,38
Dosage: Admin.only in collaborat.with G-CSF treatm.exper.oncology centre with the necess. diagnost.facilit. Do not mix.with NaCl sols.
Est.cytotox.chemother: Recomm.dos: 0,5 MU (5 µg)/kg/day. Do not admin.within 24 hrs.of cytotox. chemother. Admin.as dly SC inj/IV infus. dil. in 5% gluc.sol.over 30 mins. Cont.till expect. nadir is passed & neutrophil count recover.to norm. range (±14 days). Premat.discont.not recomm. Treatm.durat.may be up to 38 days in ac. myeloid leukaem (AML) treatm.
Myeloablat.ther.followed by bone marr. transplantat: Recomm.start dos: 1,0 MU (10 µg)/kg/day as 30 min./24 hr.IV infus.or by contin.24 hr.SC infus.dil.in 20 ml 5% gluc.sol. Do not admin.within 24 hrs.of cytotox.chemother.and within 24 hrs.of bone marr.infus. Once neutrophil nadir has been pass.titrat.dly.dos. against neutrophil respons. See manufact.product info.

Periph.bld.progenit.cell (PBPC) mobilisat. in myelosuppress./myeloablat.ther.follow.by autolog.periph.bld.progenit.cell transplantat: Recomm.dos.when used alone: 1,0 MU (10 µg)/kg/day as 24 hr.SC inj or sngl.dly.SC inj.x5-7 consec.days. For infus.dil.in 20 ml 5% gluc.sol. 1-2 leukaphereses on days 5 & 6 oft.suffic. Maintain dos. until last leukapheresis. Recomm.dos.aft. myelosuppress.chemother: 0,5 MU (5 µg)/kg/ day as dly.SC inj.from 1st day aft.complet.of chemother. until expect.neutrophil nadir pass.& neutrophil count recov.to norm.range. Perform leukapheresis. whenANC rises from <5,0x109/L to >5,0x109/L
Periph.bld. progenit.cell mobilisat.in norm.donor prior to allogeneic PBPC transplantat: 10 µg/kg/day SC x4-5 consecut. days. Start leukapheresis at day 5 contin.until day 6 if need.to collect 4x106 CD34+ cells/kg recipient bw.

Sev.chron.neutropen.(SCN): Congenit. neutropen: Recomm.start dos: 1,2 MU (12 µg)/kg/ day SC as sngl.dos./in div.dos. Idiopath./ cycl.neutropen: Recomm.start dos: 0,5 MU (5 µg)/kg/day SC as sngl.dos./in div.dos. Dos adjustm: Admin.dly by SC inj.until neutrophil count reach.& maint.at more than 1,5x109/L. Est. minim.effect.dos.once respons.obt. Long-term dly admin.reqd.to maint.adeq.neutrophil count. In clinic. trials 97% of pts.had a complete response at dos.<24 µg/kg/day. Long term safety above 24 µg/kg/day not est. Paed SCN & cancer setting use: Paed.dos.recomm.same as for those in adults receiv.myelosuppress.cytotox.chemother.

HIV infect.pts: Neutropen revers: Recomm.start dos: 0,1 MU (1 µg)/kg/day dly.by SC inj.with titrat. up to max.0,4 MU (4 µg)/kg/day until norm. neutroph.count reach and maint.(ANC >2,0x109/L). Est. minim.effect.dos.once respons.obt. Long-term admin.poss.reqd.to maint. ANC >2,0x109/L.

Contraindications: To incr.cytotox.chemother. dos. beyond est.regimens, Ca setting in childr., sev.imp.ren./hepat.funct., pregn.& lactat., norm. donors <16 yrs.or >60 yrs., myelodysplast. syndr., chron.myelogen.leukaem., pegfilgrastim hypersens.,
Side effects: Freq: Sepsis, bronchit., URTI, UTI, thrombocytopen., anaem., splenomegaly, Hb decr., decr.appetite, incr.bld.lact.dehydrogen., insomn., headache, dizzin., hypoaesthes., paraesthes., hypertens., hypotens., haemoptys., dyspn., cough, oropharyng.pain, epistax., diarrh., N&V, oral pain, constipat., hepatomegaly, incr.bld.alkal.phosphat., alopec., rash, erythema, musculoskelet.pain, musc. spasms, dysur., haematur., fatig., mucos. inflammat., pyrex., chest pain, pain, asthen., malaise, periph.oed., transfus.react. Less freq: Leukocytos., spleen.rupture (poss.fatal), sickle cell anaem.with cris, hypersens.gen.more comm.aft.IV admin., med.hypersens., graft vs.host dis.with fatal. aft.allogen.bone marr.transplantat., anaphylact. react., hyperuricaem., incr.bld.uric acid, decr.bld.gluc., pseudogout in Ca pts., fluid vol. disturbs., veno-occlus.dis., capillary leak syndr., aortit., ac.resp.distress syndr., resp.fail., pulm. oed., pulm.haemorrh., interstit.lung dis., lung infiltrate., hypox., incr.aspartate aminotransfer., incr.gamma-glutamyl transferase, maculopap.rash, cutan.vasculit., ac.febr.neutrophil.dermatos., osteoporos., decr.bone density, rheumat. arthrit.exacerbat., proteinur., glomerulonephrit., urine abnormal., inj.site reacts.
Warnings and special precautions: Discont.in clinic.signific.hypersens., immunogenicity potent., do not dil.with NaCl sols., poss.growth promot.on some non-myeloid cells in vitro, spec.care to distinguish diagnos. of blast transformat.of chron.myeloid leukaem.from ac.myeloid leukaem., safety & effic.in de novo AML pts.<55 yrs with good cygtogenet.not est., discont.ther.at onset of pulm. signs in assoc.with radiolog.signs of pulm. infiltrat & deterior.pulm.funct.poss.prelim.signs of adult resp.distress syndr., monit.of bone density in underly. osteoporot.bone dis.where ther. exceeds 6 mnths., monit.for & treat.sympts.of capillary leak syndr., monit. spleen size, fatal splenic rupture report., reg.ANC/WBC/ platelet & haematocrit. monit., high dos.chemother., Graft vs Host dis.& fatalit.in pts.receiv. G-CSF aft.allogeneic bone marr. transplantat., trans.abnorm.bone scans report., 12 mnthly morphology.& cytogen.bone marr.examinat. recomm., excl.trans.neutropen. causes, safety in neonates & autoimmune neutropen.not est., monit. progenitors mobilis. when periph bld.progenitor cell transplantat. envisag. bef.admin.high dos chemother., leukapheres. should not be perform.in donors who are anticoagulat./have known haemostas.defects, monit. PBPC mobilisat.donors until haematologic. indices return to norm., sickle cell trait/-dis., elderly.
Interactions: Safety & effic.of admin.on the same day as myelosuppress.cytotox. chemother. not est., not recomm.24 hrs.bef.to 24 hrs.aft.chemother.in view of sensitiv.of rapid. divid. myeloid.cells to myelosuppress.cytotox. chemother., interacts.with other haematopoiet. growth fact.& cytokines not investigat., Li poss.potent.eff.

 XE "Ziextenzo" ZIEXTENZO Sandoz [P/S]

Pegfilgrastim

Indications: Reduct.of neutropen.durat.& incid.of febr.neutropen.& incid.of infect.as manifest.by febr.neutropen.in pts.treat.with cytotox.chemother. for malign.except.in chron.myeloid leukaem.& myelodysplast. syndr.

(S4) SOL FOR INJ, 55/8.5/0736

3006755-001: 6 mg/0,6 ml, 1x pre-fill.syr., R3 274,17
Dosage: Therap.to be init.& supervis.by exper. physic. Do not shake excessiv. Pre-fill.syr.to reach room temp.30 min. bef.admin.

Adults >18 yrs: One 6 mg dose (sngl.pre-fill.syr) as SC inj.approx.24 hrs.foll.cytotox. chemother. Recomm.for each chemother. cycle. Insuff.data in childr.<18 yrs.

Contraindications: Hypersens.to E-coli deriv. prot.

Side effects: Freq.: Leukocytos., thrombocytopen., headache, naus., contact.dermatit., arthralg., back pain, bone pain, musculoskelet.pain, myalg., pain in extremit., neck pain, inj.site pain, non-card. chest pain. Less freq.: MDS, AML, sickle cell crisis, splenomeg., splenic rupt., hypersens. reacts., anaphylax., elev.uric acid, capill.leak syndr., aortit., ARDS, interstit.pneum., pulm. oed./-infiltrat./-fibros., haemoptys., pulm.haemorrh., Sweet's syndr., cutan.vasculit., SJS, glomerulonephrit., inj.site. reacts., elev.lactat. dehydrogen.& alkaline phosphat., trans.elev.ALT/ AST.
Special warnings and precautions: Clear. record.of admin.trade name to improve traceabil.of G-CSFs, long term effs.not est.in AML, may prom. growth of myeloid cells in vitro & simil.effs.poss. on some non-myeloid cells in vitro, not to be used in myelodysplast. syndr.(MDS)/ chron.myelogen. leukaem./ second.AML, take care to distinguish diagnos.of blast transformat.of chron. myeloid leukaem.from AML, safety & effic.not est.in de novo AML pts.<55 yrs.with cytogenetics t(15:17), safety & effic.not investig.in pts.receiv.high dos. chemother., not to be used to incr.cytotox. chemother. dos.beyond est.dos.regim., recent hist.of pulm.infiltr./ pneumon., discont.in case of prelim.S&S of ARDS, monit.urine for glomerulonephrit., monit.& treat sympt.of capill. leak syndr., monit.spleen size & consid.splen. rupt.if left upper abdom.pain/ shoulder tip pain report., reg.platel.count/ haematocrit.monit., concom. chemother.agents known to cause sev.thrombocytopen., monit.breast & lung CA pts.for S&S of MDS/ AML, monit.poss.vaso-occlus.cris.in pts.with sickle cell dis., reg.WBC count disc.if leukocyt. >50x109/L, perm.discont.in pts.exper. ser.allerg.react., not to be restarted if SJS develop, poss.immunogenicity, aortit.gen. resolve after withdraw., safety & effic.of not adeq. eval.for mobilisat.of bld.progenit.cells, consid. poss. trans. posit.bone-imaging find.when interpret. bone-imag.results, contains sorbitol, no adeq.data in pregn./ lactat., reproduct.toxic.in anim., high.incid.of ser.advers.reacts.seen in childr.0-5 yrs.
Interactions: Admin.approx.24 hrs aft.cytotox. chemother.or 14 days bef.chemother., concom.use with any chemother.not been eval.in pts., concom. 5-FU/ other anti-metabolit.potent. myelosuppress. in anim, interacts.with other haemopoiet.growth fact.& cytokines./ Li not investigat., safety & effic.not investig.in pts.receiv.chemother.with delay.myelosuppress.
 XE "Zostavax" ZOSTAVAX, MSD [P/S]
Live attentuat.varicella-zoster virus vaccine.

Indications: Prev./reduc.sever.of herpes zoster/post-herpet.neuralg./ac.& chron. zoster-assoc.pain, immunisat.of indiv.50 yrs & old.

(S4) INJ, 44/30.1/0058. 19 400 pfu/0,65 ml

717466-001: 1 vial & dil., 
R1 863,37

Dosage: Admin.SC as sngl.dos. Admin.immed. aft.reconstit.

Contraindications: Neomycin hypersens.hist., prim./acquir.immunidefic.states, immunosuppress. ther.incl.high-dos.corticoster., act.untreat.TB, pregn., intravasc. inj., safety & effic.not est.in adults who are known to be HIV infect.with/ without immunosuppress.evid., mix.with any other meds.in same syr., concom.Pneumovax 23, concom. antivir.meds.known to be effect.against VZV not eval.

Side effects: Headache, loc.reacts., pyrex., hypersens.incl.anaphylact.react., swell., pain, prurit.

Special precautions: Avoid pregn.for 3 mnths. post immunisat., lactat., appropr.emerg.prov.in place in case of anaphylax., cons.vaccin.deferr.if fev.great.than 38,5 C, not recomm.in paed.use, vaccin.poss.not protect all indiv., react.hist.to prev.VZV-cont.vacc., other vaccinat.poss.at diff. sites at the same time, transmiss.risk, not a treatm. for zost./post-herpet.neuralg., may be admin.concom.with inactiv.influenza vacc.using separ.syringe.
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ENZYMES 
(See also 8.3, 12.1, 26)
 XE "Actilyse" ACTILYSE, Boehringer Ingelheim (Pty) Ltd
See Section 8.3
 XE "Aldurazyme" ALDURAZYME, Sanofi-Aventis [P/S]
Laronidase
Indications: Long-term enz.replacem.ther.in pts. with confirm.diagnos.of mucopolysaccharidos.to treat non-neurologic.manifestat.of dis.

(S4) CONC.FOR SOL.FOR INFUS, 44/31/0500
714056-001: 500 U(2,9 mg)/5 ml 1x5 ml, R10 662,03
Dosage: Admin.by exper.practit.in an appropr. clinic. sett.with resus.equipm.

Recomm.dos: 100 U (0.58 mg)/kg bw once wkly. as IV infus.over 3-4 hrs. Init.infus.rate 2 U/kg/hr; may incr rate incremental.every 15 min as tol.to max 43 U/kg/hr

Side effects: Infus.-assoc.reacts., anaphylact. react., angioed, psych./CNS disords., tachycard., flush., hypotens., pallor, periph.coldness./oed., resp. distress, bronchosp., dyspn., cough, GI disords., rash, swell.of face, urticar., prurit., cold sweat, alopec., hyperhidros., arthropathy, arthralg., back/extremity/musculoskelet.pain, pyrex., infus.site reacts., chills, feeling hot/cold, fatig., influenza-like illn., incr.body temp., oxygen saturat. decr./hypoxia, erythema, tachypn, extravasat., IgG antibod.developm

Warnings and special precautions: Infus. assoc. reacts.(IARs), monit.antibody status reg., monit.pts.with pre-exist.sev.underly.upper airway involvem. & only infus.in appropr.clinic.sett.with resuscitat.equipm., pts with ac.underly.illn.at time of infus.poss.at great.IAR risk, pts.who have develop. antibod./sympts.of IARs, incr.risk of hypersens. react.after prolong.treatm.interrupt., admin. antipyrets.&/antihistamin.60 mins.prior to infus., discont.immed.if sev.allerg./anaphylact.-type reacts.occ.& init.approp.treatm, pts.on control. Na diet, safety & effic.not eval.in ren./ hepat.insuffic/pts.> 65 yrs., pregn.& lactat.
Interactions: Chloroquine/procaine poss.interf. with intracellul.uptake of laronidase
 XE "Cerezyme" CEREZYME 400, (Sanofi) Genzyme

Imiglucerase

Indications: Longt.enzyme replacem.ther.in adults & paed. pts.with confirm.Type I Gaucher dis.result. in one or more of the follow. condits: anaem./ thrombocytopen./bone dis./ hepatomegaly or splenomegaly.

(S4) POWD.FOR INJ, 36/31/0179. 40 units/ml.

715587-001: 400 U/10 ml, 1 vial, R16 297,83
Dosage: Admin.by IV infus.over 1-2 hrs.accord.to manuf.instruct. Ther.by physic. knowledgeable in Gaucher dis.

Indiv. Init.dos: Range 2,5 U/kg bm 3x/wk.to 60 U/kg once every 2 wks. The dos.regim.of 60 U/kg every 2 wks has the most avail.data. Dis. severit. dictat init.dos.& freq. Adjust dos.on indiv. basis determin.by therapeut.goal achievem.as assess. by pt.clinic.manifest.eval.

Contraindications: Hypersens.hist., safety in pregn. not est., safety & effic.in pts.young.than 2 yrs.not est.

Side effects: Loc.reacts., hypersens.incl.cyanos. /dyspn./angioed/flush., anaphylact.reacts., fatig., headache, dizzin., tachycard., GI disturbs., rash, fev., chills, backache, periph.oed., pulm. hypertens. & pneumon.report.but no caus. relationship est.

Special precautions: Nurs.women as unknown if excret. in human milk, high.hypersens.react.in pts. with detect.IgG antibodies, eval.pts.with resp. sympt. without fev.for pulm.hypertens., monit. per. for IgG antibody format.dur.1st treatm. yr, prev. treatm. with placenta-deriv. glucocerebrosidase where antibod.develop./ hypersens. sympts.shown., pts.who exper. anaphylact. reacts.but success.cont.furth.ther. aft.infus.rate reduct.& pre-treat.with antihistam. &/ corticoster.

 XE "Creon" CREON, Abbott Laboratories South Africa (Pty) Ltd
See Section 12.1
 XE "Elaprase" ELAPRASE, Sanofi-Aventis [P/S]

Idursulfase
Indications: Hunter syndr. (Mucopolysaccharidosis II, MPS II).

(S4) CONC.FOR SOL.FOR INFUS, 45/31/0333

717137-001: 2 mg/ml, 1x3 ml vial, R34 540,29
Dosage: For use by exper.physic.only. Admin.in an appropr. clinic.sett. with resus.equipm.

Recomm.dos.: 0,5 mg/kg bw every wk.by IV infus. over 3 hr. period.which may be grad.reduc.to 1 hr. if no IARs observ. Infus.at home may be consid.for pts. tolerat.their infus well.

Side effects: Anaphylact. react., headache, dysrhythm, cyanos., tachycard., hyper-/hypotens., flush., wheez., dyspn., hypox., bronchosp., tachypn., GI disords., urticar., rash, prurit., erythema, chest pain.infus.-assoc.reacts, pyrex., infus. site reacts., fac./periph.oed.

Warnings and special precautions: Infus. assoc. reacts.(IARs), monit.pts.with sev.underly. airway dis./compromis.resp.funct.& only infus.in appropr. clinic.sett., limit./caref.monit.antihistam. & other sedat.use in pts.with sev.underly.airway dis., consid.delay.of infus.in pts.with ac.febrile resp. illn., pts.using supplement.O2 should have this readily avail., pts.develop.IgM/IgG antibod.at high. risk of infus./other adv.reacts., discont. immed. if sev.allerg./anaphylact.-type reacts.occ. & init. approp. treatm, no clinic.exper.in pts.with ren./ hepat.insuffic.& pts<5/>65 yrs., safety & effic. not eval.in pregn/lactat./pts.<16 mnths.

 XE "Elelyso" ELELYSO, Pfizer [P/S]
Taliglucerase alfa

Indications: Long term enzyme.replacem. ther.in adults & paed.pts.with type 1 Gaucher dis.assoc. with at least one of: splenomegaly;hepatomegaly; anaem.or thrombocytopen.

(S4) POWD.FOR SOL.FOR IV INFUS., 50/31/0316. 40 units/ml aft.reconstit.

3003275-001: 200 units/5 ml, 1x5 ml vial, R6 503,65
Dosage: Only admin.by exper.medic.practit. Home admin.may be consid.und.med. supervis.only when infus.well tol. Admin.by IV infus.over 60-120 mins.as tol. Indiv. dos. Dos. requirem.may incr./decr.bas.on achievem. of therapeut. goals as assess.by reg. comprehens. eval.of clinic.manifestat. Adults & paeds.(2-17 yrs): Range of 30-60 units/ kg body weight once every 2 wks. Switch.from imiglucerase: Pts.on stable imiglucerase dos.begin treatm.with Elelyso at the same dos.as imiglucerase.
Contraindications: Sev.known allerg.reacts. to similar glucocerebrosidase enzym., carrot allergy.
Side effects: V.common: Headache, dizzin., vomit., abdom.pain, arthralg., extremit.pain, Common: Hypersens., flush., throat irrit., naus., prurit., erythema, rash, bone & back pain, infus. site pain, fatig., periph.oed., infus.relat.react., incr.weight. Unknown freq: Angioed. Post-market: Anaphylact.react., urticar.
Special warnings and precautions: Appropr. med. support in case of allerg.reacts., infus.relat. reacts. gen.occur within 24 hrs.& not necessarily link. to anaphylax.& gen.manag.by decr.infus.rate / tempor. stopp.infus./ admin.antihist./ analges./ antipyret., discont.immed.& init.approp. treatm.in anaphylax., pretreatm.with antihistam.&/ corticoster. may prev.subseq. hypersens.reacts., hypersens. common. occurs in 1st 3 mnths.but may occur at any time, develop.of IgG anti-drug antibod. (ADA), consid.measur.neutralis.antibod. where therapeut.respons.is lack.at reason.dos., consid.test.for anti-taliglucerase antibod.with sev.infus.relat.reacts./ hypersens., as immunogenic. assay results may be influenc.by numer. fact.comparis.of antibod.to Elelyso & other prod.poss. mislead., eval.for pulm.hypertens.in pres.of resp.sympts.& eval.Elelyso ther.& need for addit.pulm.hypertens.specif.treatm., no clinic. exper. in type 2 Gaucher dis., no stud.conduct.in ren./ hepat.impairm., elderly, Na control.diet, mannit. laxat.eff., use in pregn.only if potent. benef. justif.risk, breastfeed.women, eval.effs.bef. driv./perform.complic.tasks.

Interactions: Do not mix.with other meds.except those given in prof.lit.
See also MDR page 638.
 XE "Fabrazyme" FABRAZYME, Sanofi-Aventis [P/S]
Agalsidase beta
Indications: Fabry dis.
(S4) POWD.FOR INJ, 46/31/0583, 0584

716559-001: 5 mg/5 ml, 1x5 ml vial, R7 188,36
716558-001: 35 mg/20 ml, 1x20 ml vial, R50 318,59
Dosage: Do not invert/swirl/shake vial., do not mix. with other meds.in same infus., ref.to PI for reconstit.instruct.
Recom.dos: 1,0 mg/kg bw.infus.every 2 wks.as a slow IV infus.over 2 hrs./long.
Contraindications: Do not admin with concom. chloroquine/ amiodarone/benoquin/gentamycin, pregn.& lactat., safety & effic.not eval.in pts.< 8 yrs / pts.> 65 yrs., no exper.in pts.with hepat. insuff.

Side effects: Infus.-assoc.reacts., nasopharyngit., rhinit., anaphylax., sev.allerg.reacts, angioed., CNS effs., incr.lacrimat., eye prurit., ocul.hyperaem., tinnit., vertigo, auricul.swell., ear pain, tachycard., palpitat., bradycard., sinus bradycard., flush., hyper-/hypotens., pallor, periph.coldn., dyspn., nas. congest., throat tightn., wheez., cough, exacerbat. dyspn., bronchosp., pharyngolaryng. pain, tachypn., URT congest., GI disturbs., skin & subcutan.tiss. disords. incl.maculopapul.rash/livedo reticular./ skin discolourat./leukocytoclast.vasculit., extremity/ back/chest/musculoskelet.pain, myalg., musc. spasms/tightn./stiffn., arthralg., chills, pyrex., fatig., chest discomf., feel.hot/cold, periph. oedema, asthen., chest pain, fac.oed., hypertherm., influenza-like illn., infus.site pain/ react./ thrombos., malaise, oed., decr.oxygen saturat.

Warnings and special precautions: Developm. of lgG antibod.expect.in pts.with little/no resid. enz. activ., incr.risk of infus.-assoc.reacts.in pts. with antibod.& caut.advis.on re-admin., monit. antibody status regular., discont.immed.if sev. allerg./ anaphylact.-type reacts.occ.& init.approp. treatm, contains mannitol., pre-admin.of NSAIDs/ antihistamin. &/ corticoster.advis.in some pts.for manag.infus.-assoc.reacts.
Drug interactions: Chloroquine/ amiodarone/ benoquin/ gentamycin. inhibits intra-cell.alpha-galactosidase activ.

 XE "Hyalase" HYALASE, (Mylan) Xixia [P/S]

Hyaluronidase.

Indications: Hypodermoclysis, prevent.post-partum haemorrh., radiography, obstet.anaesth., aid to loc.anaesth.in ophthalmol.& fract.reduct.

(S4) INJ, H2874. 1500 iu/amp

731560-035: 10 amps. R4 960,05

For further details refer to manuf.product lit.

 XE "Metalyse" METALYSE, Boehringer Ingelheim (Pty) Ltd
See Section 8.3
 XE "Myozyme" MYOZYME, (Sanofi) Genzyme [P/S]

Alglucosidase alfa.

Indications: Longt.enzyme replacem.ther.in pts.with confirm.Pompe dis.(acid alpha-glucosidase defic.)
(S4) POWD.FOR CONC.FOR SOL.FOR INFUS. 43/31/0745. 5 mg/ml.

716560-001: 1x 50 mg sngl.use vial, R8 322,96
Dosage: Treatm.only by physic.exper.in Pompe dis./other inherit.metabol.or neuromusc.dis. Reconstit./dil.&admin.accord.to manuf.instruct.

Recomm.dos: 20 mg/kg bm admin.once every 2 wks as IV infus. Admin.infus.increment.init.at rate of 1 mg/kg/hr grad.incr.by 2 mg/kg/hr every 30 mins.until.max.7 mg/kg/hr if no infus.relat. reacts.

Contra-indications: Safety in pregn.& lactat. not est., safety & effic.in ren./hepat.insuff.not est.

Side-effects: Infus.assoc.reacts., urticar., rales, bronchosp., periorbit.oed., agitat., tremor, tachycard., cyanos., flush., hypertens., pallor, cough, tachypn., vomit., skin reacts., pyrex., rigor.

Special precautions: Ser.hypersens.reacts. incl. life-threat.anaphylact.reacts.&/card.arrest, decr. infus.rate/temp.stop infus.&/admin.antihist. &/ antipyret. in case of infus.assoc.reacts., discont. ther.immed.in case of sev.infus.relat. /anaphylact. reacts.& init.appropr.med.treatm., CPR equipm.to be avail.esp.in case of card. hypertrophy/ signific.compromis.resp.funct., predispos.to high.risk of sev.infus.relat.reacts.in advanc. Pompe dis., safety & effic.prim.eval.in childr., ac.underly.illn., cons.pt.clinic.status bef. admin., monit.IgG antibody format.3 mnthly., pts. test. poss.for alglucosidase alfa-specif. IgE antibod. who exper.anaphylact.reacts.may be rechall. und.close clinic.supervis., sev.card.effs. incl. arrest/death or requir.card.resuscit./ defibrillat. assoc.with gen.anaesthes.for centr. ven.cathet.placem./other surg.proced.in inft.-onset Pompe dis.pts.with card.hypertrophy, fluid overload.

 XE "Replagal" REPLAGAL, Takeda [P/S] 

Agalsidase alfa

Indications: Long-term enzyme replacement ther. in pts. with confirm.Fabry dis.

(S4) CONC.INFUS.SOL. 43/31/0309. 1 mg/ml

715717-001: 1x3,5 ml vial, R19 964,78

Dosage: Exper.physic.supervis.reqd. Infus.to be admin.as soon as poss.aft.mix. Admin.at home poss.if infus.well tol.

Adults & childr.7-18 yrs: Admin. 0,2 mg/kg bm.as IV infus. over 40 mins.every other wk.
Contraindications: Hypersens.to active subst./ any excipients.

Side effects: Very common: Headache, flush., naus., rigors, pyrex., pain & discomf., fatig. 
Common: Periph.oed., dizzin., dysgues., neuropath.pain, tremor, hypersomn., hypoesthes., paraesthes., incr.lacrimat., tinnit.& aggravat.tinnit., tachycard., palpitat., hypertens., cough, hoarsen., tight throat, dyspn., nasopharyngit., pharyngit., incr.throat secret., rhinorrh., diarrh., vomit., abdom. pain/ discomf., acne, erythem., prurit., rash, livedo reticular., musculosc. discomf., myalg., back-/limb pain, periph. swell., arthralg., joint.swell., aggrav.fatig., feeling hot/ cold, asthen., chest pain/ tightn., influ.-like illn., inj.site rash, malaise, decr. corn.reflex. Uncommon: Parosm., angionerot. oed., urticar.,sens.of heavin., decr.oxyg. saturat 
Special warnings and precautions: Ren.respons.poss.limit.in pres.of extens.ren.damage, interrupt infus.in case of ac.infus.-relat.reacts.& cont.when sympt. subside, discont.infus.immed.in case of allerg. anaphylact. type reacts., poss.IgG antibod. developm., ren.funct.impairm., pregn.& lactat., safety & effic.in pts.over 65 yrs./childr.0-6 yrs.not est., no studies in hepat.impairm.

Interactions: Chloroquin/amiodarone/ gentamycin potent.inhib.intracell.a-galactosidase activ.
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POISON ANTIDOTES
 XE "Abic Leucovorin" ABIC LEUCOVORIN, (Cipla Medpro) Teva [P/S]

Leucovorin Ca pentahydr.equiv.to leucovorin.

Indications: Calcium leucovorin rescue. Ameliorat.of the bld.picture in a number of megaloblast.anaemias due to folate defic.

(S1) SOL.FOR INJ. 27/8.3/0151, 0153. 10 mg/ ml.

704608-001: 1x10 ml, 100 mg/10 ml, R281,54
704610-001: 1x30 ml, 300 mg/30 ml, R844,70
For further details refer to manufac.prod.lit.

 XE "Paradote" PARADOTE, Equity [P/S]
N-acetylcysteine.
Indications: Paracet.overdos.

(S3) INJ. 44/32.16/0329. 200 mg/ml.
718898-001: 10x10 ml, R4 305,37
Dosage: Adults: Admin. only in dextrose 5%/ 0,9% NaCl/0,3% pot.chlor.with 0,9%NaCl/ 0,3% pot.chlor.with gluc.5%.

Init. 150 mg/kg bm.IV infus.in 200 ml over 15 min., then 50 mg/kg bm in 500 ml over next 4 hrs., then 100 mg/kg bm in 1 L over next 16 hrs. Modify quantit. IV fluid used for childr.accord.to age & bm.
Contraindications: Safety in pregn. & lactat.not est.

Side effects: Hypersens./anaphylact.reacts.incl. angioed./skin reacts., hypo-/hypertens., card. arrest, ECG chang., tachycard., flush., sweat., GI disturbs., fev., syncope, arthralg., liv.funct. disturbs., acidos., hypokalaem., convuls., eye disords.

Special precautions: Concom.meds.induc.liv. enzym./ reg.alcoh.consumpt.above recomm.lev., plasma paracetamol lev.to be determ.4 hrs aft. ingest., pts.with signif.ingest.to be monit.for at least 96 hrs., asthma/bronchosp.hist., monit. plasma K+ conc., monit./treatm.for anaphylact. reacts./ bronchosp./rash., malnutrit., incompat. with some metals/rubber/oxygen/oxidis.subst., some antimicrob.& tetracycl.eith.physic.incompat./ may be inactivat.on mixt.with Paradote.

 XE "Rescuvolin" RESCUVOLIN, (Cipla Medpro) Teva [P/S]

Calcium leucovorin

Indications: Antidote to folic acid antagonists.

(S1) TABS, S/22.1.4/339.

788503-006: 15 mg, 10, R287,76
Dosage: Folinic acid rescue: Admin.up to 24 hrs. aft. methotrex: up to 120 mg over 12-24 hrs.by IMI or IVI or IV infus., follow.by 12-15 mg IM or 15 mg orally 6 hrly x48 hrs.
Contraindications: Pernic.anaem./other megaloblast. anaem.second.to Vit.B12 defic.

Side effects: Allerg.sensitisat., pyrex.aft.inj.

Special precautions: Lact intol.
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OTHERS
CHAMPIX (MDR Listing)

DYSPORT (MDR Listing)

 XE "Bridion" BRIDION, MSD [P/S]
Sugammadex

Indications: Routine revers.of rocuronium/ vecuronium induc.neuromusc.block, immed. revers.of neuromusc.block.at 3 mins.aft. rocuronium admin. In paed.populat.only indicat.for routine revers.of rocuronium induc.block.in childr. above 7 yrs.

(S4) SOL FOR INJ, 44/34/0432. 200 mg/2 ml

721265-001: 100 mg/ml, 10x2 ml, R9 419,74
For furth.details refer to manufact.product lit.

 XE "Cabrexxa" CABREXXA, (Macleods) Abex

Varenicline tartrate

Indications: Aid to smoking cessat.in add.to behav.modific.programm.x12 wks.

(S5) TABS, 55/2.11/0517.515, 0518.516

3007100-001: start.pack, 11x0,5 mg +42x 1 mg, R567,63
3007102-001: maint.pack, 56x1 mg, R600,00
Dosage: Treat x12 wks. Pt.to be motivat.& provid. with addit.advice & contin. support. Pt to set date to stop smok. Ther.to start 1-2 wks.bef.this date. Taper.not reqd.at end of treatm.

Recomm.dos: 1 mg 2xdly follow.1 wk.tritrat: Days 1-3: 0,5 mg once dly in even. Days 4-7: 0,5 mg 2xdly. Day 8 till end of treatm: 1 mg 2xdly. If treatm.not sucessf./those who relapse another attempt is to be encourag.once contribut.fact.to fail.address.

Side effects: Freq.: Nasopharyngit., bronchit., sinusit., incr.weight, incr./ decr.appetite, abnorm.dreams, insomn., headache, somnol., dizzin., dysgeus., dyspn., cough, N&V, GORD, constipat., diarrh., abdom.distent./-pain, toothache, dyspeps., flatul., dry mouth, rash, prurit., arthralg., myalg., back -/ chest pain, fatig., abnorm.LFT. Less freq.: Fung./ vir.infect., decr. platelet count, hyperglyc., DM, polydips., aggress., anx., suic.ideat panic react., bradyphren., abnorm. think., mood swings, incr./ decr.libido, dysphor., restlessn., depress.,hallucinat., seiz., trem., lethargy, hypoaesthes., cerebrovasc.acc., hyperton., dysarthr., abdorm.co-ordinat., hypogeus., circadian rhythm sleep disord., conjunctivit., eye pain, scotoma, scleral discol., mydrias., photophob., myopia, incr.lacrimat., tinnit., MI, ang.pect., tachycard., palpitat., incr. heart rate, atrial fibrillat., ECG ST segm. depress., decr. ECG T-wave amplitude, incr BP, hot flush,., upper resp. tract.inflamm., resp.tract-/ sinus congest., dysphon., allerg.rhinit., throat irrit., upper airw. cough syndr., rhinorrh., laryng. pain, snor., haematochez., gastrit., bowel habit change, eructat., aphth. stomatit., gingiv.pain, haematemes., abnorm. faeces, coat.tongue, erythaem., acne, hyperhidros., night sweats, sev. cutan. reacts.incl.SJS & erythem. multiform., joint stiffn., musc.spasm, musculoscelet. chest pain, costochondrit., pollakiur., glycosur., noctur., polyur., menorrhag., vag. discharge, sex.dysfunct., chest discomf., influenza like illn., pyrex., asthen., malaise, feel.cold, cyst, abnorm.semen analys., C-reactive prot.incr., decr.bld.Ca. Freq.unknown.: Hypersens., angioed., trans.loss of conciousn.

Special warnings and precautions: Smok.cessat. may incr.CYP1A2 substrat.plasma lvls., discont.if serious neuropsych.sympts., depress.mood sympt.of nicotine withdr., worsen.of pre-exist.psych. illn., seiz.hist./ condits. poss.low. seiz.threshold, consider.taper.if incr.irritabil./ urge to smoke/ depress. and/or insomn.assoc.with end of treatm./ discont., pt.to notify prescrib.if new/ worsening CV effects occ., pt.to discont. treatm.& seek med.care if sympts of hypersens.incl.a ngioed.& skin rash/-reacts. occ., not recomm.in pts.und.18 yrs, safety in pregn. Not est.& not recomm., do not breastfeed.

Interactions: Avoid concom.cimetidine in pts.with sev.ren.impairm., smok. cessat.may alt.warfar. pharmacokinet. (also meds eg.theophylline/insul.) theref.more reg.INR monitor.reqd., naus.incid. doubled with concom. bupropion, decr.in aveg. systol.BP & incr.headache/ GI effs./dizzin.& fatig. report.with other concom. nicotine replacem. ther.(NRT).

 XE "Champix" CHAMPIX, Pfizer 
Varenicline

Indications: Aid to smoking cessat.in addit.to behav.modificat.programm.x12 wks.

(S5) TABS, 41/34/0573, 0574

716491-001: start.pack, 11x0,5 mg+42x1 mg, R679,64
715695-002: maint.pack, 56x1 mg, R655,38
Dosage: Treat x12 wks. Pt.to be motivat.& provid. with addit.advice &contin.support. Pt to set date to stop smok. Ther.to start 1-2 wks.bef.this date. Taper.not reqd.at end of treatm.
Recomm.dos: 1 mg 2xdly follow.1 wk.tritrat: Days 1-3: 0,5 mg once dly in even. Days 4-7: 0,5 mg 2xdly. Day 8 till end of treatm: 1 mg 2xdly.

If treatm.not sucessf./those who relapse another attempt is to be encourag.once contribut.fact.to fail.address.
If successf.at the end of 12 wks.consid.an addit. course of 1 mg 2xdly x12 wks.for maint.of abstinence.

For pts.not will./unable to quit abruptly reduc.smok.dur.1st 12 wks.of treatm.& quit by the end.of that treatm.per.& then contin.with treatm.for an addit.12 wks.
Side effects: V.common: Nasopharyngit., abnorm.dreams, insomn., headache, naus. Common: Bronchit., sinusit., incr.weight, incr./decr.appetite, somnol., dizzin., dysgeus., trem., lethargy, hypoaesthes., hyperton., dysarthr., abnorm.coordinat., dyspn., cough, GORD, vomit., constipat., diarrh., abdom.distent., abdom.pain, toothache, dyspeps., flatul., dry mouth, stomach discomf., gen.rash, prurit., arthralg., myalg., back pain, chest pain, fatig., abnorm.LFT. Uncommon: Fung./vir.infect., decr. platelet count, anorex., polydips., panic react., bradyphren., abnorm. think.,mood swings, incr./decr.libido, dysphor., restlessn., hypogeus., circadian rhythm sleep disord., ang.pect., tachycard., palpitat., incr.heart rate, atrial fibrillat., ECG ST segm.depress., decr. ECG T-wave amplitude, incr BP, hot flush, conjunctivit., eye pain, scotoma, scleral discol., mydrias., photophob., myopia, incr.lacrimat., tinnit., upper resp.tract.inflamm., resp.tract-/sinus congest., dysphon., allerg.rhinit., throat irrit., upper airw.cough syndr., hoarsen., rhinorrh., pharyngolaryng. pain, snor., post nas.drip, haematochez., gastrit., bowel habit change, eructat., aphth.stomatit., gingiv.pain, haematemes., abnorm.faeces, coat.tongue, erythaem., acne, hyperhidros., night sweats, joint stiffn., musc.spasm, chest wall pain, costochondrit., pollakiur., glycosur., noctur., polyur., menorrhag., vag.discharge, sex.dysfunct., chest discomf., influenza like illn., pyrex., asthen., malaise, feel.cold, cyst, abnorm.semen, C-reactive prot.incr., decr.bld.Ca. Post market.: Depress./ mania/psychos/hallucinat./paranoia, delus., homicid. ideat., aggress./anx./panic/suic.ideat & attempts, sleep disturbs., memory impairm., appetite changes, restlessn., change in feel., hypersens.reacts., seiz.

Warnings & special precautions: When advers. reacts.cannot be tolerat.low.dos. termpor./ perman., sev.ren.impairm., insuffic.exper.in end stage ren.dis., elderly, not recomm.in pts.und.18 yrs., smok.cessat.may alt.warfar. pharmacokinet. theref.more reg.INR monitor.reqd., smok.cessat. with/-out treatm.poss.assoc.with var.sympts.& study does not distinguish.betw.drug assoc.events & those assoc.with nicotine withdr., observ.for neuropsych. sympts./worsen.of pre-exist.psych. illn., discont. ther.if behav.changes/think.changes or suid.ideat. or behav.observ., monit.& support. care advis.until behav.sympts.resolv., seiz.hist./ condits.poss.low. seiz.threshold, incr.irritabil./urge to smoke/depress.and/or insomn.assoc.with end of treatm./discont., pt.to discont.treatm.& seek med.care if sympts of hypersens.incl.angioed.& mucos.skin les.occ., pt.to notify prescrib.if new/ worsening CV effects occ., alcoh.tol.poss.affect., safety & effic.of other concom.smok.cessat. ther. not stud., safety in pregn.& lactat.not est., eval. effs. bef.driv./perf.complicat.tasks.
Interactions: Naus.incid.doubled with concom. bupropion, decr.in aveg.systol.BP & incr.headache/ GI effs./dizzin.& fatig.report.with other concom. nicotine replacem.ther(NRT)
See also MDR page 611.
 XE "Jakavi" JAKAVI, Novartis [P/S]
Ruxolitinib

Indications: Dis.relat.splenomegaly/sympts in adults with prim.myelofibros./post polycythaem. vera myelofibros or post essent.thrombocythaem. myelofibros., treatm.of adults with polycythaem. vera who are resist.to/intol.of hydroxyurea.

(S4) TABS, 48/34/0109, 0110, 0111

720732-001: 5 mg, 56, R20 911,90
720731-001: 15 mg, 56, R41 819,64
720730-001: 20 mg, 56, R41 819,64
Dosage: Complete bld. count.bef.init.ther.& monit.2-4 wkly.until dos.stabilis.

Recom.start.dos: 15 mg 2xdly with platelet count 100 000-200 000/mm3 & 20 mg 2xdly with platelet count >200 000/mm3, Limit.info in pts with platelet count betw.50 000/mm3 & 100 000/mm3 so max. recomm. start.dos is 5 mg 2xdly with cautious titrat.

Dos modificat: Interupt.if platelet counts less than 50 000/mm3 or absol.neutrophil count less than 500/mm3. Aft.bld.count recov.above these lev.restart at 5 mg 2xdly.incr.grad.bas.on bld.cell counts. Reduc.dos.if platelet counts decr.below 100 000/mm3 to avoid dos.interrupt.for thrombocytopen. If effic.consid.insuffic.& platelet & neutrophil counts adeq.dos.may be incr.by a max.of 5 mg 2xdly.

Do not incr.start.dos.within 1st 4 wks.& thereaft. not more freq.than at 2 wk.interv. Max.dos: 25 mg 2xdly. If dos.miss.do not take addit.dos.but take the next usual prescrib.dos.
Contraindications: Pregn.& lactat.
Side effects: Most freq: Thrombocytopen., anaem. & neutropen., bruis., dizzin.& headache. Very common: UTI’s, hypercholesterolaem., rais. alan.& aspart.aminotransfer. Common: H Zoster, weight gain, flatul.
Warnings and special precautions: Complete bld. count.bef.init.ther.& monit., thrombocytopen. more likely to develop if low platelet counts observ. at start of ther., thrombocytopen.gen. revers. manag.by dos.reduct./tempor.withhold.or poss.platelet transfus., poss.dos.modificat./bld. transfus.for anaem., neutropen.gen.revers.& manag. by tempor.withhold., monit.pt.infect.risk & ser. infect.to be resolv.bef.init.ther., sev.ren. impairm., hepat.impairm., reduc.dos.by approx. 50% if strong CYP3A4 inhibit.co-admin.& monit.for cytopen., lact.intol., reoccur.of myelofibros.relat. sympts.on discont., women of child.bear.potent.to avoid pregn.dur.ther., safety & effic.in paed.not est., advise pt.about early signs & sympts.of H.Zoster and to seek treatm.as early as poss.
Interactions: Strong CYP3A4 inhibit.incr.AUC and prolong half-life, AUC and half-life decr.with CYP3A4 induc.

 XE "Myladion" MYLADION, (Viatris SA) Mylan [P/S]

Sugammadex (as the sod.salt)

Indications: Routine revers.of rocuronium/ vecuronium induc.neuromusc.block, immed. revers.of neuromusc.block.at 3 mins.aft. rocuronium admin. In paed.populat.only indicat.for routine revers.of rocuronium induc.block.in childr. above 7 yrs.

(S4) SOL FOR INJ, 55/34/0385

3006784-001: 100 mg/ml, 10x2 ml, R5 571,75
For furth.details refer to manufact.product lit.

 XE "Neuvysi" NEUVYSI, Dr.Reddy’s [P/S]

Sugammadex (as the sod.salt)

Indications: Routine revers.of rocuronium/ vecuronium induc. neuromusc.block, immed. revers.of neuromusc.block.at 3 mins.aft. rocuronium admin. In paed.populat.only indicat.for routine revers.of rocuronium induc.block.in childr. above 7 yrs.

(S4) SOL FOR INJ, 56/34/0214

3006798-001: 100 mg/ml, 10x2 ml, R5 462,50

For furth.details refer to manufact.product lit.

 XE "Nicorette" NICORETTE, J&J [P/S] 
Nicotine
Indications: Temp.aid to stop smoking in conjunct. with behaviour.modificat.program.
(S0) CHEW.GUM, [P/S] P/34/187
747106-010: 2 mg, 30, R139,98
747106-002: 2 mg, 105, R214,24
(S0) MINT CHEW.GUM, [P/S] 30/34/0272
701843-006: 2 mg, 105, R206,41
Dosage: 10-12 pieces dly.chew.slow.over 30 mins. one at a time when urge to smoke felt. Max. 15 pieces in 24 hours. Reduc.number chew. each day as urge to smoke fades, usual.poss. within 2-3 mnths. Stop only once crav.satisf.with 1-2 pieces dly. Do not use for more than 3 mnths.

(S1) TRANSDERM.(TTS) PATCHES, [P/S] 45/32.16/0952, 0953, 0954

3000111-001: 10 mg/16 hrs., 7, R213,52
3000110-001: 15 mg/16 hrs., 7, R213,52
3000088-001: 25 mg/16 hrs., 7, R213,52
Dosage: Adults & elderly: Apply to intact skin in the morn.& remov.at bedt. Gen.not recom.to use patch beyond 6 mnths.

Heavy smok.start with step 1 of 1x25 mg patch dly. x8 wks. Wean grad.with 1x15 mg patch dly x2 wks. follow.by 1x10 mg patch dly x2wks. Light smok. start with step 2 15 mg x8 wks.& decr.to step 3 10 mg for final 4 wks.

Contraindications: Childr.und.18 yrs., non-/occas. smokers, pregn.& lactat., immed post MI period (within 3 mnths), sev.life-threat.card. dysrhythm., sev./worsen.ang.pect., Prinzmetal’s variant ang., pregn.& lactat., women plan.pregn., stroke in ac.phase, act.temporo-mandibul.joint dis. Patch also: Skin hypersens., gen.skin disords.

Side effects: Allerg.reacts.incl.angioed., cough, CNS eff., throat & mouth irrit., dry mouth & throat, chest/ skelet.pain, GI disturbs., incr.sweat., leg musc. cramps, musc.pain in extrem., nicotine taste/ smell, incr.salivat., hiccough, hoarsen., flush., sneez., eructat, nicotine depend., rhinit., Freq: Dizzin., headache, poss.incr.freq.aphthous ulc., GI discomf., N&V, constipat., itch.erythema with patches. Less.freq: Sleep disords., vivid dreams, irritabil., revers.atrial fibrill., palpit., urticar. Chew gum also: Jaw musc.ache, traum.to oral mucosa/teeth, burn.tong.sensat.

Warnings and special precautions: Keep out of reach of childr.at all times, do not smoke dur. treatm., adapt.dos.if used to supplement behav. tobacco withdr.progr., ser.CV event/hospital.dur. prev. 4 wks.for CV complaint, stroke, MI, unstable ang., coron.art.bypass graft & angioplasty, ser. card.arrhythm., vasosp.dis., sev.to mod.hepat. impairm., sev.ren.impairm., act.duod./gastr. ulc./pept.ulc., occlus.periph.arter.dis., HF, syst./ uncontrol. hypertens., discont.patches in case of sev./ persist. skin reacts., not for non-smok., uncontrol. hyperthyroid., phaeochromocyt., diab.mellit., poss.low.insul.dos.with smok.cessat., cerebrovasc. insuff., smok. pts undergo. haemodialys.exper.high. nicotine levs., Chew gum also: oral/pharyng.inflamm., oesophagit., dentures, retain any spare tabs as crav.may sudden. occur, seek profess.advice if reduct.in number of cigarettes not achiev.aft.6 wks., poss.diarrh.& flatul. from xylitol content in some presentat., heredit. fruct.intol.

Interactions: Poss.alter.respons.to concom.meds. in ex-smokers, smok.cessat.may incr. bld. lev.of phenacetin/caff./theophyll./imipramine/ pentazocine/tacrine/clozapine/ropinirole/ olanzapine/clomipramine & fluvoxamine, decr.absorpt.of glutethimide, first pass metabol.of propoxyphene decr., smok.reduc.furosemide diuret. eff.& decr.card.output, & incr.BP with propranolol which may be revers.with smok.cessat., circulat. lev. of cortisol & catecholamines incr.requir.poss. dos.adjustm.of adrenerg.agon./adrenerg.block. with changes to nicotine ther./smok.status, pentazocine & flecainide.metabol.poss.induc.by smok.

See also MDR page 393-398.
 XE "Rilutek" RILUTEK, Sanofi-Aventis [P/S]
Riluzole.

Indications: Surviv.extens.in pts.with bulbar variant of motor neuron dis.

(S4) TABS. 30/34/0229.

824100-018: 50 mg, 56, 

R7 839,16

Dosage: 50 mg 12 hrly.1 hr.bef./2 hrs.aft.meals.

Contraindications: Act.hepat.dis./baseline transaminas. >3xULN, safety in pregn.& lactat.not est., safety & effectiven.in any neurodegenerat. process in childr./adolesc.not est.

Side effects: Dizzin., vertigo, somnol., N&V, GI disturbs., rectal disords., pseudomembr. enterocolit., pept.ulc.haemorrh., oral monilias., headache, oral paraesthes., amnes., coma, depress., hyperton., asthen., pain, chest/ back pain, malaise, eczema, nail disords., prurit., alopec., exfoliat.dermatit., tachycard., hypertens., arrhythm., postur.hypotens., decr.lung funct., pneum., arthralg., UTI, dysur., anaem., neutropen., periph. oed., weight loss, liv.funct.test abnorm., hepatit., anaphyl.react., angio-oed.

Special precautions:, Discont.if ALT lev.incr.5x to ULN.(dos.reduct.& rechall.not recomm.in this situat.), ren insuffic., liv.impairm., febr.ilness.

Drug interactions: Decr.eff.with CYP 1A2 inhibits., incr.eff.with CYP 1A2 induc.

Warnings: Incr.ALT appear within 3 mnths.aft start of ther., usual.trans.& levs.return.below 2XULN aft.2-6 mnths.with contin.treatm., incr. assoc. with jaund., meas.serum transaminas. incl. ALT bef.,every mnth dur.1st 3 mnths, every 3 mnths. dur.remain.of 1st yr.& period.thereaft., freq. monit. of ALT.levs.in pts who develop.elev.ALT lev.
