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Epclusa® film coated tablets

(400 mg sofosbuvir / 100 mg velpatasvir)
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infection in adults.

Epclusa is indicated for the treatment of chronic hepatitis C virus (HCV)
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https://data.health.gov.il/drugs/index.html#/byDrug
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Gilead Sciences Israel Ltd

HaHarash 4 St., 14th Floor

Hod Hasharon 4524075, Israel

Tel +972 (0)98802050, Fax +972 (0)98802052
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4.3 Contraindications
i ind

Medicinal products that are strong P-glycoprotein (P-gp) and/or strong cytochrome P450 (CYP)
mducers (carbamazeplne phenobarbltal phenytom rlfamplcm rlfabutln and St. John’ swort)

ee&le#esulte%les&eﬁetﬁeaeyeﬁ’épemsa (see sectlon 4, 5)

4.8 Undesirable effects

Summary of the safety profile

The safety profile of Epclusa has been determined in pooled Phase 3 clinical studies of patients with
genotype 1, 2, 3, 4, 5 or 6 HCV infection and in the postmarketing setting. No adverse drug reactions
to Epclusa were identified from clinical trials. In the postmarketing setting, cases of severe
bradycardia and heart block have been observed when SOF-containing products are used in
combination with amiodarone, and HBV reactivation has been observed in patients coinfected with

HCV/H BV followmg treatment Wlth DAAs (see sectlon 4. 4) l-n—peeled—Flhase%—ehmeal—studws—e#
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