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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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4.4  Special warnings and precautions for use
Epclusa should not be administered concurrently with other medicinal products containing
sofosbuvir.

Severe bradycardia and heart block

Cases of severe bradycardia and heart block have been observed when sofosbuvir-containing
regimens are used in combination with anether-directacting-antiviraAH{BDAA)Hs-used-with

concomitant amiodarone with or without other medicinal products that lower heart rate. The
mechanism is not established.

The concomitant use of amiodarone was limited through the clinical development of
sofosbuvir plus-BAAs. Cases are potentially life threatening, therefore amiodarone should
only be used in patients on Epclusa when other alternative anti-arrhythmic treatments are not
tolerated or are contraindicated.

Use in diabetic patients

Diabetics may experience improved glucose control, potentially resulting in symptomatic
hypoglycaemia, after initiating HCV direct-acting antiviral treatment. Glucose levels of
diabetic patients initiating direct-acting antiviral therapy should be closely monitored,
particularly within the first 3 months, and their diabetic medication modified when necessary.
The physician in charge of the diabetic care of the patient should be informed when direct-
acting antiviral therapy is initiated.

4.8 Undesirable effects

Description of selected adverse reactions

Cardiac arrhythmias

Cases of severe bradycardia and heart block have been observed when sofosbuvir-containing

regimens are used in combination with aretherdirectacting-antiviraHBAA)Hs-used-with

concomitant amiodarone and/or other medicinal products that lower heart rate (see
sections 4.4 and 4.5).

Skin disorders

Frequency Not known: Stevens-Johnson syndrome
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