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Truvada film coated tablets

(emtricitabine / tenofovir disoproxil fumarate)
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Treatment of HIV-1 infection:

Truvada is a fixed dose combination of emtricitabine and tenofovir disoproxil fumarate.
It is indicated in combination with other anti-retroviral medicinal products for the
treatment of HIV-1 infected adults over 18 years of age.

Pre-exposure prophylaxis (PrEP):

Truvada is indicated in combination with safer sex practices for pre-exposure

prophylaxis to reduce the risk of sexually acquired HIV-1 infection in adults at high risk.
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4.4 Special warnings and precautions for use

4.6 Fertility, pregnancy and lactation

Breast-feeding

Emtricitabine and tenofovir have been shown to be excreted in human milk. There is insufficient
information on the effects of emtricitabine and tenofovir in newborns/infants. Therefore Truvada
should not be used during breast-feeding.

As-a-generalrule; In order to avoid transmission of HIV to the infant -it is recommended that

H\-infeeted-women living with HIV do not breast-feed their infants-underany-circumstancesin-orderte
. o Ty nfant.

6.1 List of excipients

Tablet core:

Microcrystalline cellulose (E460)
Lactose monohydrate
Croscarmellose sodium_(E468)
Pregelatinised starch

Magnesium stearate (E572)

Film-coating:

Lactose monohydrate

Hypromellose (E464)

Titanium dioxide (E171)

Glycerol triacetate (E1518)

Indigo carmine aluminium lake (E132)
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Microcrystalline cellulose (E460), lactose monohydrate, croscarmellose sodium_(E468),
pregelatinised starch and magnesium stearate (E572).
Film-coating: lactose monohydrate, hypromellose (E464), titanium dioxide (E171), glycerol
triacetate (E1518), indigo carmine aluminium lake (E132).



