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Viread film coated tablets

tenofovir disoproxil (as fumarate) 245 mq
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HIV-1 infection
Viread is indicated in combination with other antiretroviral medicinal products for the treatment

of HIV-1 infected adults and paediatric patients 12 years of age and older.

The choice of Viread to treat antiretroviral experienced patients with HIV-1 infection should be
based on individual viral resistance testing and/or treatment history of patients.

Hepatitis B infection

Viread is indicated for the treatment of chronic hepatitis B in adults with:

e compensated liver disease, with evidence of active viral replication, persistently elevated
serum alanine aminotransferase (ALT) levels and histological evidence of active
inflammation and/or fibrosis (see section 5.1).

o decompensated liver disease.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each film-coated tablet contains 245 mg of tenofovir disoproxil (as fumarate).

Excipient with known effect
Each tablet contains 464-156 mg lactose (as monohydrate).

For the full list of excipients, see section 6.1.
4.2 Posology and method of administration

Method of administration

Viread tablets should be taken once daily, orally with food.

However, in exceptional circumstances Viread can be administered following disintegration of the tablet
in at least 100 ml of water, orange juice or grape juice.

6.1 List of excipients

Tablet core

Croscarmellose sodium

Lactose monohydrate
Magnesium stearate (E572)
Microcrystalline cellulose (E460)
Starch pregelatinised

Film-coating

Glycerol triacetate (E1518)
Hypromellose (E464)

Indigo carmine aluminium lake (E132)
Lactose monohydrate

Titanium dioxide (E171)
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