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Viread film coated tablets

tenofovir disoproxil 245 mq (as fumarate)
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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 245 mg film-coated tablets are 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.

e decompensated liver disease (see sections 4.4, 4.8 and 5.1).
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https://data.health.gov.il/drugs/index.html#/byDrug
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4.4 Special warnings and precautions for use

Co-administration of other medicinal products

- Viread should not be administered concomitantly with other medicinal products containing tenofovir
disoproxil or tenofovir alafenamide.

- Viread should not be administered concomitantly with adefovir dipivoxil.

Excipients

This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-free’.

4.5 Interaction with other medicinal products and other forms of interaction

Medicinal Effects on drug levels Recommendation concerning co-administration with
product by Mean percent change in AUC, Crnax, Ciin 245 mg tenofovir disoproxil
therapeutic
areas
(dose in mg)
ANTI-INFECTIVES
Antiretrovirals
NRTIs
Didanosine Co-administration of tenofovir disoproxil Co-administration of tenofovir disoproxil and
and didanosine results in a 40-60% didanosine is not recommended (see section 4.4).
increase in systemic exposure to Increased systemic exposure to didanosine may
didanosine-that-may-inerease-therisk-for increase didanosine related adverse reactions.
didanosine-related-adversereactions. Rarely, pancreatitis and lactic acidosis, sometimes
Rarelypancreatitisandlacticacidosis; fatal, have been reported. Co-administration of
sometimes-fatal-have beenreported: tenofovir disoproxil and didanosine at a dose of

Ceadminisintien-etionelavisdisenredl 400 mg daily has been associated with a significant
ancdichnesineatadese et 00 s daily decrease in CD4 cell count, possibly due to an

hasbeonassedatedithasignificant intracellular interaction increasing phosphorylated
deerease-in-CD4-cell-countpossibly-duete | (i.e. active) didanosine. A decreased dosage of
an-intracelularinteractionincreasing 250 mg didanosine co-administered with tenofovir

phoesphorpated-{i-e—active)-didanesine—A | disoproxil therapy has been associated with
decreased-dosage-of 250-meg didanosine reports of high rates of virological failure within
co-administered-with-tenofevirdisoproxit | several tested combinations for the treatment of
therapy-has-been-associated-with-reperts | HIV-1 infection.

4.6 Fertility, pregnancy and lactation
Pregnancy

In the literature, exposure to tenofovir disoproxil in the third trimester of pregnancy has been shown to reduce the
risk of HBV transmission from mother to infant if tenofovir disoproxil is given to mothers, in addition to hepatitis B
immune globulin and hepatitis B vaccine in infants.
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In three controlled clinical trials, a total of 327 pregnant women with chronic HBV infection were administered
tenofovir disoproxil (245 mg) once daily from 28 to 32 weeks gestation through 1 to 2 months postpartum; women
and their infants were followed for up to 12 months after delivery. No safety sighal has emerged from these data.

4.8 Undesirable effects
Summary of the safety profile

Lactic acidosis

Cases of lactic acidosis have been reported with tenofovir disoproxil alone or in combination with other
antiretrovirals. Patients with predisposing factors such as patients with decompensated liver disease, or patients
receiving concomitant medications known to induce lactic acidosis are at increased risk of experiencing severe
lactic acidosis during tenofovir disoproxil treatment, including fatal outcomes.
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