SCHEDULING STATUS: S2

PROPRIETARY NAME: (AND DOSAGE FORM):
SUPRAGESIC SYRUP

COMPOSITION:

Each 5 ml contains:

Paracetamol 150 mg
Codeine phosphate 4 mg
Nipastat 0.1 % miv
Contains Alcohol 10.37 % viv

Contains sugar and glucose

PHARMACOLOGICAL CLASSIFICATION:
A 2.9 Other Analgesics

PHARMACOLOGICAL ACTION:

Paracetamol has analgesic and antipyretic actions, and is a suitable alternative for
patients sensitive to aspirin.

Codeine phosphate is an analgesic with a mild hypnotic action and is often used
in combination with antipyretics and with other analgesics.

INDICATIONS:
For the relief of mild to moderate pain and fever.

CONTRA-INDICATIONS:

Hypersensitivity to any of the ingredients.

Codeine must be used with caution in any situation in which there is decreased
respiratory reserve such as emphysema, kyphoscoliosis and including severe
obesity; after operations in the biliary tract; in the presence of acute alcoholism,
head injuries and conditions in which intracranial pressure is raised; during an
attack of bronchial asthma or in heart failure secondary to lung disease.

The depressant actions of codeine are exaggerated and prolonged by
phenothiazines, monoamine oxidase inhibitors and imipramine-like drugs.

WARNINGS:

SUPRAGESIC SYRUP should be used with caution in patients with impaired
renal and liver function. Liver necrosis is the common manifestation of
paracetamol overdosage. SUPRAGESIC SYRUP must not be used continually
for more than 10 days without consulting a doctor.

Codeine should be given with extreme caution in patients taking monoamine
oxidase inhibitors or within 14 days of stopping such treatment.

Exceeding the prescribed dose, together with prolonged and continuous use of
this medication, may lead to dependency and addiction.

DOSAGE AND DIRECTIONS FOR USE:

Infants 6 months to 1 year: 2,5 ml (', medicine measure)
Children 1 to 3 years: 5 ml (1 medicine measure)
Children Older than 3 years: 5-10 ml (1-2 medicine measures)
Adults: 10-20 ml (2-4 medicine measures)

Three to four times a day.

SIDE EFFECTS AND SPECIAL PRECAUTIONS:

Warning:

Dosages in excess of those recommended may cause severe liver damage.

Special precautions:

1. Consult your doctor if no relief is obtained with the recommended dosage.

2. Do not use continuously for longer than 10 days without consulting your
doctor.

3. Store in a safe place, out of reach of children.

4. Patients suffering from liver or kidney disease should take paracetamol under
medical supervision.

Side-effects:

Sensitivity reactions resulting in reversible skin rash or blood disorders may occur,

but these are rare.

Rarely, patients taking paracetamol have been known to suffer from slight nausea,

dizziness and mild gastro-intestinal disturbance. Skin eruptions may occur.

Codeine may produce nausea, vomiting, mental clouding, dysphoria,

constipation, increased pressure in the biliary tract, drowsiness, dry mouth,

sweating, facial flushing, vertigo, circulatory failure, hypotension, deepening

coma, muscle rigidity, bradycardia, palpitations, orthostatic hypotension,

hypothermia, changes of mood and miosis. Micturation may be difficult and there

may be ureteric or biliary spasm. Raised intracranial pressure may occur.

Reactions such as urticaria and pruritis may occur.

Codeine may have an antidiuretic effect.

Codeine should be given with caution to patients with hypothyroidism,
adrenocortical insufficiency, myasthenia gravis, impaired renal function, impaired
liver function, prostatic hypertrophy or shock. It should be used with caution in
patients with inflammatory or obstructive bowel disorders. The dosage should be
reduced in elderly or debilitated patients.

The depressant effects of codeine are enhanced by depressants of the central
nervous system such as alcohol, anaesthetics, hypnotics and sedatives,
phenothiazines and tricyclic antidepressants. The prolonged use of high doses of
codeine has produced dependence of the morphine type.

The administration of codeine during labour may cause respiratory depression in
the new born infant.

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS
TREATMENT:

Paracetamol:

In the event of overdosage with paracetamol consult a doctor or take the patient
to the nearest hospital immediately. Specialized treatment is essential as soon as
possible. The latest information regarding the treatment of overdosage can be
obtained from the nearest poison centre. Symptoms of overdosage include
nausea and vomiting. Liver damage which may be fatal may only appear after a
few days. Kidney failure has been described following acute intoxication.

Codeine:

Symptoms include restlessness, excitement, respiratory depression and
hypotension with circulatory failure and coma. In children convulsions may occur.
The specific antagonist, naloxone hydrochloride is used to counteract the severe
respiratory depression. In the event of overdosage, consult a doctor or take the
patient to the nearest hospital immediately. Treatment is symptomatic and
supportive.

IDENTIFICATION:
Pale, straw-coloured, mobile syrup, faint menthol-like odour and taste.

PRESENTATION:
100 ml amber glass bottle in a unit carton.

STORAGE INSTRUCTIONS:
Store in a cool place, at or below 25 °C, protected from light.
KEEP OUT OF REACH OF CHILDREN
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SKEDULERINGSTATUS: S2

EIENDOMSNAAM (EN DOSEERVORM):
SUPRAGESIC STROOP

SAMESTELLING:
Elke 5 ml bevat:

Parasetamol 150 mg
Kodeienfosfaat 4 mg
Nipastat 0.1 % miv
Bevat alkohol 10.37 % viv

Bevat suiker en glukose

FARMAKOLOGIESE KLASSIFIKASIE:
A 2.9 Ander analgetika

FARMAKOLOGIESE WERKING:

Parasetamol het 'n pynstillende en 'n koorswerende werking, en is 'n geskikte
alternatief vir pasiénte wat sensitief is vir aspirien.

Kodeienfosfaat is 'n pynstiller met 'n ligte slaapwekkende werking en word dikwels
saam met koorswerende middels en ander pynstillers gebruik.

INDIKASIES:
Vir die verligting van ligte tot matige pyn en koors.

KONTRA-INDIKASIES:

Oorsensitiwiteit vir enige van die bestanddele.

Kodeien moet met versigtigheid gebruik word in enige geval van verminderde
respiratoriese reserwe byvoorbeeld emfiseem, kofoskoliose en ook ernstige
vetsug; na operasies aan die galweé; in die teenwoordigheid van akute
alkoholisme, kopbeserings en gevalle van verhoogde binneskedeldruk; tydens 'n
aanval van brongiale asma of tydens hartversaking sekondér aan longsiektes. Die
depressante werking van kodeien word deur fenotiasiene, monoamien oksidase
remmers en middels soortgelyk aan imipramien vererger en verleng.

WAARSKUWINGS:

SUPRAGESIC STROOP moet in die geval van pasiénte met verswakte nier- en
lewerfunksie met versigtigheid gebruik word. Lewer nekrose is die algemene
manifestering van 'n oordosis parasetamol. SUPRAGESIC STROOP mag nie vir
meer as 10 dae ononderbroke gebruik word sonder om 'n geneesheer te
raadpleeg nie.

Kodeien moet met uiterse versigtigheid toegedien word aan pasiénte wat
monoamien oksidase remmers gebruik of binne 14 dae nadat sodanige
behandeling gestaak is.

Oorskryding van die voorgeskrewe dosis tesame met langdurige en
aanhoudende gebruik van hierdie medisyne mag lei tot afhanklikheid en
verslawing.

DOSIS EN GEBRUIKSAANWYSINGS:

Kleuters: 6 maande tot 1 jaar: 2,5 ml (', medisynemaat)
Kinders: 1 tot 3 jaar: 5 ml (1 medisynemaat)

Kinders:  Ouer as 3 jaar: 5 ml - 10 ml (1-2 medisynemate)
Volwassenes: 10ml - 20 ml (2-4 medisynemate)

Drie- of viermaal per dag.

NEWE-EFFEKTE EN SPESIALE VOORSORGMAATREELS:

Waarskuwing:

Die gebruik van meer as die aanbevole dosis kan ernstige lewerskade

veroorsaak.

Spesiale voorsorgmaatreéls

1. Raadpleeg u geneesheer as geen verligting met die aanbevole dosis verkry
word nie.

2. Moenie vir langer as 10 dae ononderbroke gebruik sonder om u geneesheer
te raadpleeg nie.

3. Bewaar in 'n veilige plek, buite bereik van kinders.

4. Pasiénte wat aan lewer- of niersiektes ly moet parasetamol slegs onder
mediese toesig neem.

Newe-effekte:

Sensitiwiteitsreaksies wat kan lei tot omkeerbare veluitslag of bloedsiektes kan in

buitengewone gevalle voorkom.

Ligte mislikheid, duiseligheid en ligte gastrointestinale versteurings het al by

sommige pasiénte voorgekom wat parasetamol gebruik. Veluitslae kan voorkom.

Kodeien kan lei tot mislikheid, vomering, geestelike beneweling, disforie,

hardlywigheid, verhoogde druk in die galweé, lomerigheid, 'n dro€ mond,

sweetafskeiding, gesigsgloede, duiseligheid, bloedsomloop probleme, lae

bloeddruk, dieper koma, spierstyfheid, bradikardie, hartkloppings, ortostatiese

hipotensie, hipoternie, buierigheid en kykervernouing. Urinering kan bemoeilik

word en spasma van die urienleier of galweé kan voorkom. Verhoogde

binneskedeldruk kan voorkom. Reaksies soos galbulte en gejeuk kan voorkom.

Kodeien kan 'n antidiuretiese uitwerking hé.

Kodeien moet met versigtigheid voorgeskryf word vir pasiénte wat ly aan

skildkliertekort, bynierskorstekort, ernstige spierswakheid,verswakte nierfunksie,

verswakte lewerfunksie, prostaathipertrofie of skok. Dit moet met versigtigheid

toegedien word aan pasiénte met ontsteekte of verstopte ingewande. Die

dosering moet in die geval van ouer en verswakte pasiénte verminder word.

Die depressante uitwerking van kodeien word vererger deur depressante van die
sentrale senuweestelsel soos alkohol, narkose, slaapmiddels, kalmeermiddels,
fenotiasiene en ftrisikliese anti-depressante. Die langdurige gebruik van hoé
dosisse kodeien het al afhanklikheid van die morfien-tipe veroorsaak. Die
toediening van hoé dosisse kodeien gedurende kraam kan respiratoriese
onderdrukking in die nuutgebore baba veroorsaak.

BEKENDE SIMPTOME VAN OORDOSERING EN BESONDERHEDE VAN
DIE BEHANDELING DAARVAN:

Parasetamol:

In die geval van oordosering van parasetamol, raadpleeg 'n geneesheer of neem
die pasiént onmiddellik na die naaste hospitaal. Gespesialiseerde behandeling so
gou moontlik is noodsaaklik. Die jongste inligting met betrekking tot die
behandeling van oordosering kan by die naaste gifsentrum bekom word.
Simptome van oordosering sluit mislikheid en vomering in. Lewerskade, wat
noodlottig kan wees, kan eers na 'n paar dae sigbaar word. Nierversaking kan na
akute vergifting voorkom.

Kodeien:

Simptome sluit in rusteloosheid, prikkelbaarheid, respiratoriese depressie en lae
bloeddruk met bloedsomloop probleme en koma. By kinders kan struiptrekkings
voorkom. Die spesifieke antagonis, naloksoon hidrochloried, word gebruik om die
ernstige respiratoriese depressie teen te werk. In die geval van oordosering,
raadpleeg 'n geneesheer of neem die pasiént onmiddellik na die naaste hospitaal.
Behandeling is ondersteunend en simptomaties van aard.

IDENTIFIKASIE:
'n Ligte strooikleurige, vloeibare stroop wat effens na mentol ruik en smaak.

AANBIEDING:
100 ml amberkleurige glas bottel in 'n karton.

BERGINGSAANWYSINGS:
Bewaar in 'n koel plek by of benede 25 °C, beskerm teen lig.
HOU BUITE BEREIK VAN KINDERS.
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