) GILEAD

Advancing Therapeutics.
Improving Lives.

2019 "
1017y [1DTY 7V AYTID

Gendevra film coated tablets

(elvitegravir / cobicistat / emtricitabine / tenofovir alafenamide fumarate)

,0'T21 D'NPINI D'RON
2w DOXYT 1721 ko7 [7v2 (1DTY 7V DDY'TING Nwpan n"yva 7RW TOIR'O TR NNaN

2019 211 ma r'wonin

NV Y'WUONY NnIvAn AliNNN

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 Inadults and adolescents aged from 12 years and with body weight at least 35 kg

¢ 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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https://data.health.gov.il/drugs/index.html#/byDrug
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4.5 Interaction with other medicinal products and other forms of interaction
Table 1: Interactions between the individual components of Gendevra and other medicinal
products
Medicinal product by Effects on medicinal product Recommendation concerning
therapeutic areas levels. co-administration with Gendevra
Mean percent change in AUC,
Cmax, Cminl
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Undesirable effects

Summary of the safety profile

Table 2: Tabulated list of adverse reactions
Frequency | Adverse reaction
Psychiatric disorders
Common: abnormal dreams
. suicidal ideation and suicide attempt (in patients with a pre-existing history of
Uncommon:

depression or psychiatric illness), depression?

Skin and subcutaneous tissue disorders

Common: rash

U

ncommon: angioedema®*, pruritus, urticaria®

This adverse reaction was not observed in the Phase 3 clinical studies for Gendevra but identified from clinical studies or
post-marketing experience for emtricitabine when used with other antiretrovirals.

This adverse reaction was not observed in the Phase 3 clinical studies for Gendevra but identified from clinical studies for
elvitegravir when used with other antiretrovirals.

This adverse reaction was identified through post-marketing surveillance for emtricitabine-containing products. but-was

This adverse reaction was identified through post-marketing surveillance for tenofovir alafenamide-containing products.
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