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Epclusa film coated tablets

(400 mqg sofosbuvir / 100 mqg velpatasvir)
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Epclusa is indicated for the treatment of chronic hepatitis C virus (HCV) infection in adults.
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4.5 Interaction with other medicinal products and other forms of interaction

Table 3: Interactions between Epclusa and other medicinal products

Medicinal product by Effects on medicinal product levels.

therapeutic Mean ratio (90% confidence

areas/Possible interval)™”

Mechanism of Recommendation concerning
Interaction Active Crnax AUC | C.in co-administration with Epclusa
HIV ANTIVIRAL AGENTS: REVERSE TRANSCRIPTASE INHIBITORS

Efavirenz/ Efavirenz x4 x4 & Co-administration of Epclusa
emtricitabine/ tenofovir | Sofosbuvir ™ < with efavirenz/ emtricitabine/
disoproxil fumarate 1.24 tenofovir disoproxil fumarate is
(600/ 200/ 300 mg once (1.1, expected to decrease the
daily)/ sofosbuvir/ 1.7) concentration of velpatasvir.
velpatasvir (400/ Velpatasvir N§ N§ N Co-administration of Epclusa
100 mg once daily)” d 0.53 0.47 0.43 with efavirenz-containing

(0.43, | (0.39, | (0.36, | regimens is not recommended
0.64) | 0.57) | 0.52) | (see section 4.4).

Elvitegravir/ cobicistat/ | Elvitegravir &~ &~ & No dose adjustment of Epclusa

emtricitabine/ tenofovir | Cobicistat & 4 T or elvitegravir/
disoproxil fumarate 12 1.7 cobicistat/emtricitabine/
(150/ 150/ 200/ 300 mg a2 (1.5, tenofovir disoproxil fumarate is
once daily)/ sofosbuvir/ 13} 1.9) required.
velpatasvir (400/ &
100 mg once daily)* Sofosbuvir o o
Velpatasvir < &~ ™
1.4
(1.2,
1.5)

5.3 Preclinical safety data

Velpatasvir

Velpatasvir was not genotoxic in a battery of in vitro or in vivo assays, including bacterial
mutagenicity, chromosome aberration using human peripheral blood lymphocytes and
in vivo rat micronucleus assays.

Velpatasvir was not carcinogenic in the 6-month rasH2 transgenic mouse and 2-year rat
carcinogenicity studies at exposures at least 50-times and 5-times higher than human
exposure, respectively.




