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Gendevra film coated tablets

(elvitegravir 150 mg, cobicistat 150 mg, emtricitabine 200 mg, tenofovir alafenamide 10 mg)
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Gendevra is indicated for the treatment of human immunodeficiency virus-1 (HIV-1) infection
without any known mutations associated with resistance to the integrase inhibitor class,
emtricitabine or tenofovir as follows:

e In adults and adolescents aged from 12 years and with body weight at least 35 kg

e In children aged from 6 years and with body weight at least 25 kg for whom alternative

regimens are unsuitable due to toxicities.
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4.3 Contraindications

Hypersensitivity to the active substances or to any of the excipients listed in section 6.1.

Co-administration is contraindicated with medicinal products that are highly dependent on CYP3A for clearance
and for which elevated plasma concentrations are associated with serious or life-threatening adverse reactions.
Therefore Gendevra should not be co-administered with medicinal products that include, but are not limited to,
the following (see sections 4.4 and 4.5):

. alpha 1-adrenoreceptor antagonists: alfuzosin
antiarrhythmics: amiodarone, quinidine
ergot derivatives: dihydroergotamine, ergometrine, ergotamine

. gastrointestinal motility agents: cisapride

° HMG Co-A reductase inhibitors: lovastatin, simvastatin

. neuroleptics/ antipsychotics: pimozide, lurasidone

. PDE-5 inhibitors: sildenafil for the treatment of pulmonary arterial hypertension
) sedatives/hypnotics: orally administered midazolam, triazolam

4.4 Special warnings and precautions for use
Immune Reactivation Syndrome

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 these events can
occur many months after initiation of treatment.

4.5 Interaction with other medicinal products and other forms of interaction

Concomitant use contraindicated

Co-administration of Gendevra and some medicinal products that are primarily metabolised by CYP3A may result
in increased plasma concentrations of these products, which are associated with the potential for serious or
life-threatening adverse reactions such as peripheral vasospasm or ischaemia (e.g., dihydroergotamine,
ergotamine, ergometrine), or myopathy, including rhabdomyolysis (e.g., simvastatin, lovastatin), or prolonged or
increased sedation or respiratory depression (e.g., orally administered midazolam or triazolam).
Co-administration of Gendevra and other medicinal products primarily metabolised by CYP3A such as
amiodarone, quinidine, cisapride, pimozide, lurasidone, alfuzosin and sildenafil for pulmonary arterial
hypertension is contraindicated (see section 4.3).

4.8 Undesirable effects
Description of selected adverse reactions

Immune Reactivation Syndrome

In HIV infected patients with severe immune deficiency at the time of initiation of 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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