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Biktarvy film coated tablets

(bictegravir / emtricitabine / tenofovir alafenamide fumarate)
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Biktarvy is indicated for the treatment of adults infected with human

immunodeficiency virus-1 (HIV-1) without present or past evidence of viral

resistance to the integrase inhibitor class, emtricitabine or tenofovir.
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https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html
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4.4 Special warnings and precautions for use

Nephrotoxicity

Post-marketing cases of renal impairment, including acute renal failure and proximal renal
tubulopathy have been reported with tenofovir alafenamide-containing products. A potential risk of
nephrotoxicity resulting from chronic exposure to low levels of tenofovir due to dosing with tenofovir
alafenamide cannot be excluded (see section 5.3).

It is recommended that renal function is assessed in all patients prior to, or when initiating, therapy
with Biktarvy and that it is also monitored during therapy in all patients as clinically appropriate. In
patients who develop clinically significant decreases in renal function, or evidence of proximal renal
tubulopathy, discontinuation of Biktarvy should be considered.

4.6  Fertility, pregnancy and lactation
Breast-feeding

There is insufficient information on the effects of all the components of Biktarvy in newborns/infants,
therefore Biktarvy should not be used during breast-feeding.

In order to avoid transmission of HIV to the infant it is recommended that B \/-infected-women living
with HIV do not breast-feed their infants-underany-cireumstances.

4.7  Effects on ability to drive and use machines

Biktarvy may have minor influence on the ability to drive and use machines. Patients should be

informed that dizziness has been reported during treatment with the components of Biktarvy (see
section 4.8).

6.1 List of excipients

Tablet core

Microcrystalline cellulose (E460)
Croscarmellose sodium (E468)
Magnesium stearate (E470b)

Film-coating

Polyvinyl alcohol (E203)
Titanium dioxide (E171)
Polyethylene glycol (E1521)

Talc (E553b)
Iron oxide red (E172)

Iron oxide black (E172)
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