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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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4.5 Interaction with other medicinal products and other forms of interaction

Table 1
Pharmacokinetic Interaction Data
Medicinal products by Interaction Recommendations
therapeutic area (mechanism, if known) concerning

co-administration

Other METAL CATION
Iron salts Expected: Given simultaneously iron

Raltegravir AUC { salts are expected to reduce

raltegravir plasma levels;

) . taking iron salts at least two
(chelation of metal cations) | hours from the

administration of raltegravir
may allow to limit this
effect.

4.8 Undesirable effects

Adverse reactions considered by investigators to be causally related to raltegravir (alone
or in combination with other ART), as well as adverse reactions established in post-
marketing experience, are listed below by System Organ Class.
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5.1 Pharmacodynamic properties

Pharmacotherapeutic group: antivirals for systemic use, other antivirals, ATC code:

JOSAXORJOSAJO01.
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