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Dosage Form: Film-Coated Tablets
Composition: Raltegravir (as potassium) 400mg
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Isentress is indicated in combination with other anti-retroviral medicinal products for
the treatment of human immunodeficiency virus (HIV-1) infection in adult patients.
This indication is based on safety and efficacy data from two double-blind, placebo-
controlled trials in treatment-experienced patients and one double-blind, active-
controlled trial in treatment-naive patients.
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4.6 Fertility, pregnancy and lactation

Pregnancy
A large amount of data on pregnant women with exposure to raltegravir 400 mg twice daily

during the first trimester (more than 1,000 prospective pregnancy outcomes) indicates no
malformative toxicity. Animal studies have shown reproductive toxicity (see section 5.3). A
moderate amount of data on pregnant women with exposure to raltegravir 400 mg twice daily
during the second and/or third trimester (between 300-1,000 prospective pregnancy
outcomes) indicates no increased risk of feto/neonatal toxicity.

Raltegravir 400 mg twice daily can be used during pregnancy if clinically needed.

Breast-feeding
Raltegravir/metabolites are excreted in human milk to such an extent that effects on the

breastfed newborns/infants are likely. Available pharmacodynamics/toxicological data in
animals have shown excretion of raltegravir/metabolites in milk (for details see section 5.3).

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: antivirals for systemic use, integrase inhibitors, ATC code: JOSAJO1.
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