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Retrovir oral formulations are indicated in anti-retroviral combination therapy for Human
Immunodeficiency Virus (HIV) infected adults and children.

Retrovir chemoprophylaxis is indicated for use in HIV-positive pregnant women (over 14 weeks of
gestation) for prevention of maternal-foetal HIV transmission and for primary prophylaxis of HIV
infection in newborn infants.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
10 ml of solution contains 100 mg zidovudine.
Excipient(s) with known effect:
10 ml of solution contains 6.4 g of maltitol

10 ml of solution contains 20 mg of sodium benzoate
10 ml of solution contains 96 mq of propylene glycol

For a full list of excipients, see section 6.1.

4.4 Special warnings and precautions for use

Excipients:
Maltitol: Patients with rare hereditary problems of fructose intolerance should not take this medicine.

Sodium benzoate: Increase in bilirubinaemia following its displacement from albumin may increase neonatal
jaundice which may develop into kernicterus (non-conjugated bilirubin deposits on the brain tissue).

Sodium: This medicinal product contains less than 1 mmol sodium (23 mq) per dosage unit, that is to say
essentially ‘sodium-free’.

Propylene glycol: Co-administration with any substrate for alcohol dehydrogenase such as ethanol may
induce serious adverse effects in neonates

4.9 Overdose

Symptoms and signs:
No specific symptoms or signs have been identified following acute overdose with zidovudine apart from

those Ilsted as undeswable effects—sueh—as#aﬂgue—headaelw—vemMng—and—eeea&en&Hepeﬁ&eﬁ

Treatment:




Patients should be observed closely for evidence of toxicity (see section 4.8) and given the necessary
supportive therapy.

Haemodialysis and peritoneal dialysis appear to have a limited effect on elimination of zidovudine but
enhance the elimination of the glucuronide metabolite.

Further management should be as clinically indicated or as recommended by the national poisons centre,
where available.
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