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Film coated tablets

Glecaprevir 100 mg / pibrentasvir 40 mg
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Maviret is indicated for the treatment of chronic hepatitis C virus (HCV) infection in adults and in
adolescents aged 12 to <18 years.
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4.2. Posology and method of administration

Hepatic impairment
No dose adjustment of Maviret is required in patients with mild hepatic impairment (Child-Pugh A).
Maviret is contraindicated in patients with moderate or severe hepatic impairment (Child-Pugh B or C) or

those with any hlstorv of prior hepatlc decompensatlon M-aw—ret—#s—net—meemmended—m—paﬂem—wl-th

%p&wmeni—é@h%ugh@}(see sectlons 4, 3 4 4 and 5 2)

4.3. Contraindications
Patients with moderate or severe hepatic impairment (Child-Pugh B or C) or those with any history of prior
hepatic decompensation (see sections 4.2, 4.4, and 5.2).

4.4, Special warnings and precautions for use
Hepatic impairment

Postmarketing cases of hepatic decompensation/failure, including those with fatal outcomes, have been
reported in patients treated with HCV NS3/4A protease inhibitor-containing regimens, including Maviret.
Because these events are reported voluntarily from a population of uncertain size, it is not always possible
to reliably estimate their frequency or establish a causal relationship to drug exposure. The majority of
patients with severe outcomes had evidence of advanced liver disease with moderate or severe hepatic
impairment (Child-Pugh B or C) prior to initiating therapy with Maviret, including some patients reported
as having compensated cirrhosis with mild liver impairment (Child-Pugh A) at baseline but with a prior
decompensation event (i.e., prior history of ascites, variceal bleeding, encephalopathy). Rare cases of
hepatic decompensation/failure were reported in patients without cirrhosis or with compensated cirrhosis
(Child-Pugh A); many of these patients had evidence of portal hypertension. Events also occurred in
patients taking a concomitant medication not recommended for coadministration, or in patients with
confounding factors such as serious liver related medical or surgical comorbidities. Cases typically occurred
within the first 4 weeks of treatment (median of 27 days).

In patients with compensated cirrhosis (Child Pugh A) or evidence of advanced liver disease such as portal
hypertension, perform hepatic laboratory testing as clinically indicated; and monitor for signs and symptoms
of hepatic decompensation such as the presence of jaundice, ascites, hepatic encephalopathy, and variceal
hemorrhage. Discontinue Maviret in patients who develop evidence of hepatic decompensation/failure.

Page 1 0of 2




aobbvie

Maviret is contraindicated in patients with moderate to severe hepatic impairment (Child-Pugh B or C) or
those with any history of prior hepatic decompensation.

4.8. Undesirable effects

Postmarketing Experience

The following adverse reactions have been identified during post-approval use of Maviret. Because these
reactions are reported voluntarily from a population of uncertain size, it is not always possible to reliably
estimate their frequency or establish a causal relationship to drug exposure.

Hepatobiliary Disorders: Hepatic decompensation, hepatic failure (see sections 4.4).
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