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Biktarvy 30/120/15 mg film coated tablets
Biktarvy 50/200/25 mg film coated tablets

(bictegravir /| emtricitabine / tenofovir alafenamide fumarate)
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Biktarvy 30/120/15 mg is indicated for the treatment of human immunodeficiency virus-1
(HIV-1) infection in adults and paediatric patients at least 2 years of age and weighing at least
14 kg without present or past evidence of viral resistance to the integrase inhibitor class,
emtricitabine or tenofovir (see section 5.1).

Biktarvy 50/200/25 mg is indicated for the treatment of human immunodeficiency virus-1
(HIV-1) infection in adults and paediatric patients at least 6 years of age and weighing at least
25 kg without present or past evidence of viral resistance to the integrase inhibitor class,

emtricitabine or tenofovir (see section 5.1).
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https://israeldrugs.health.qgov.il/#!/byDrug/drugs/index.html
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4.4 Special warnings and precautions for use

Weight and metabolic parameters

An increase in weight and in levels of blood lipids and glucose may occur during antiretroviral
therapy. Such changes may in part be linked to disease control and lifestyle. For lipids and weight,

there is in some cases evidence for a treatment effect;whileforweight-sain-thereisno-strongevidence
relatingthis-to-any-particulartreatment. For monitoring of blood lipids and glucose, reference is made

to established HIV treatment guidelines. Lipid disorders should be managed as clinically appropriate.

Co-administration of other medicinal products or supplements

Biktarvy should not be co-administered simultaneously with antacids, oral medications or
supplements containing magnesium, aluminium, zinc or iron under fasted conditions. Biktarvy should
be administered at least 2 hours before, or with food 2 hours after antacids, oral medications or
supplements containing magnesium, and/or aluminium. Biktarvy should be administered at least

2 hours before iron and/or zinc supplements, or taken together with food at any time (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Table 1: Interactions between Biktarvy or its individual component(s) and other medicinal
products

Medicinal product by
therapeutic areas/possible
mechanism of interaction

Effects on medicinal product
levels.
Mean percent change in AUC,
Cmax, Chin

Recommendation concerning
co-administration with
Biktarvy

ANTACIDS, SUPPLEMENTS AND BUFFERED MEDICINES

Zinc

(Chelation with polyvalent

cations)

Interaction not studied with any of

For non-pregnant patients:

the components of Biktarvy.

Co-administration may decrease
bictegravir plasma concentrations.

Biktarvy should be administered
at least 2 hours before oral

medications or supplements
containing zinc, or taken together
with food at any time.

For pregnant patients:

Biktarvy should be administered
at least 2 hours before or 6 hours
after taking oral medications or

supplements containing zinc.
Alternatively, Biktarvy and oral

medications or supplements
containing zinc can be taken
together with food at any time.

4.6 Fertility, pregnancy and lactation

Breast-feeding

It is not known whether bictegravir ertenefoviralafenamide-is excreted in human milk. Emtricitabine
is excreted in human milk. Based on published data, tenofovir alafenamide is excreted in human milk
at low levels. The relative infant dose (RID) is estimated to be below 0.1% of the maternal weight-




adjusted dose.- In animal studies, bictegravir was detected in the plasma of nursing rat pups likely due
to the presence of bictegravir in milk, without effects on nursing pups.—tanimalstadiesithas-been

4.8 Undesirable effects

Table 2: Tabulated list of adverse reactions!

Frequency | Adverse reaction
Investigations
Common: | weight increased
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