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Retrovir IV for infusion
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Zidovudine — 200 mg/20 ml
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Retrovir IV for infusion is indicated for the short term management of serious manifestations of Human
immunodeficiency Virus (HIV) infection in patients with Acquired Immuno Deficiency Syndrome (AIDS) or AIDS
who are unable to take Retrovir oral formulations.

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. Retrovir I.V. should only be used when oral treatment is not possible (except during labour and
delivery).
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4.4 Special warnings and precautions for use

Immune Reactivation Syndrome

Relevant examples are cytomegalovirus retinitis, generalized and/or focal mycobacterial infections and
Pneumocystis earinii jirovecii pneumonia. Any inflammatory symptoms should be evaluated and treatment
instituted when necessary. Autoimmune disorders (such as Graves’ disease and autoimmune hepatitis) have
also been reported to occur in the setting of immune reactivation; however, the reported time to onset is more
variable and can occur many months after initiation of treatment.

4.8 Undesirable effects
Immune reactivation syndrome

In HIV-infected patients with severe immune deficiency at the time of initiation of combination antiretroviral
therapy (CART), an inflammatory reaction to asymptomatic or residual opportunistic infections may arise.
Autoimmune disorders (such as Graves' disease and autoimmune hepatitis) have also been reported; however,
the reported time to onset is more variable and these events can occur many months after initiation of treatment
(see section 4.4).
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