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Viread film coated tablets

tenofovir disoproxil (as fumarate) 245 mqg
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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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4.4 Special warnings and precautions for use

General
HIV antibody testing should be offered to all HBV infected patients before initiating tenofovir disoproxil
therapy (see below Co-infection with HIV-1 and hepatitis B).

4.6 Fertility, pregnancy and lactation

Breastfeeding
Generally, if the newborn is adequately managed for hepatitis B prevention at birth, a mother with

hepatitis B may breast-feed her infant.

Tenofovir is excreted in human milk at very low levels and exposure of infants through breast milk is
considered negligible. Although long-term data is limited, no adverse reactions have been reported in
breast-fed infants, and HBV-infected mothers using tenofovir disoproxil may breast-feed.

it ormen dedthat H - infected-mothers donotbreastfeed-theirinfantsiln order
to avoid transmission of HIV to the infant it is recommended that women living with HIV do not breast-
feed their infants.
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