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Vosevi film coated tablets

(400 mqg sofosbuvir / 100 mg velpatasvir / 100 mg voxilaprevir)
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Vosevi is indicated for the treatment of chronic hepatitis C virus (HCV) infection in adults.

AR 7INNN VOFLN 17'KRI [I7V7 HOIN DITRA YATINN LOFLN TWKRD QIIXNN |I7VY2 DINION D'11'YUN
JTNIN'VAN YT'N2 NNNANN DN 2IN¥2 D2IN'0N 12N V2]

.0'9011 D' DIIDTY 0'A"7 ,NT 2ANDNA D'Y'DIN NI D' NIYAYAN DIPTYN

NINMAN TIUN ITNRAY NISINNN JAXNA DIONDY IN7W DIX71 X9N7 D2I7VN
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each film-coated tablet contains 400 mg sofosbuvir, 100 mg velpatasvir and 100 mg voxilaprevir.

Excipients with known effect
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Each film-coated tablet contains 1117 mg of lactose (as lactose monohydrate).
For the full list of excipients, see section 6.1.

4.5 Interaction with other medicinal products and other forms of interaction

Impact of DAA therapy on drugs metabolized by the liver

The pharmacokinetics of drugs that are metabolized by the liver (e.g. immunosuppressive agents such as

calcineurin inhibitors) may be impacted by changes in liver function during DAA therapy, related to clearance

of HCV.

Table 2: Interactions between Vosevi and other medicinal products

Medicinal product by
therapeutic areas/Possible

Effects on medicinal product levels.
Mean ratio (90% confidence interval)®"

Recommendation concerning

Mechanism of Interaction Active | Cimax | AUC | Cinin co-administration with Vosevi
ANTICONVULSANTS
Carbamazepine Interaction not studied. Vosevi is contraindicated with
Expected: carbamazepine (see section 4.3).
(Induction of P-gp and CYPs) <-Sofosbuvir
{ Velpatasvir
{ Voxilaprevir
Observed: < <
Sofosbuvir 0.52 | 0.52
0.43 0.46
0.62 0.59)
Rifabutin Interaction not studied. Vosevi is contraindicated with rifabutin
Expected: (see section 4.3).
A Velpatasvir
{ Voxilaprevir
(Induction of P-gp and CYPs) Observed: < <
Sofosbuvir 0.64 0.76
(0.53, | (0.63,
0.77) | 0.91)
Rifabutin Interaction not studied. Vesevi-is-contraindicated-with-rifabutin
Rifapentine Expected: lseeseeten20-

(Induction of P-gp and CYPs)

{ Sofosbuvir
{ Velpatasvir
{ Voxilaprevir

Co-administration of Vosevi with
rifapentine is not recommended (see
section 4.4).
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HMG-CoA REDUCTASE INHIBITORS

Atorvastatin Interaction only studied with sofosbuvir/ Atorvastatin may be administered with
velpatasvir. Vosevi at a dose that does not exceed
Expected: atorvastatin 20 mg.
&> Voxilaprevir
Atorvastatin (40 mg single Observed: 1T 1T
dose) + sofosbuvir/ velpatasvir | atorvastatin | 1.7 15
(400/100 mg once daily)f 1.5 1.5
19) |1.6)
Tacrolimus Effect on velpatasvir or voxilaprevir exposure No dose adjustment of Vosevi or
not studied. tacrolimus is required_at initiation of co-
Expected: administration. Afterwards, close
&> Velpatasvir monitoring and potential dose
<> Voxilaprevir adjustment of tacrolimus may be
Tacrolimus (5 mg single dose)® | Observed: required.
+ sofosbuvir (400 mg single Tacrolimus | ™
dose)f 0.73 | 1.09
(0.59, | (0.84,
0.90) | 1.40)
Sofosbuvir J T
0.97 1.13
(0.65, | (0.81,
1.43) | 1.57)
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