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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

Bone effects

Bone abnormalities such as osteomalacia which can manifest as persistent or worsening bone pain and,
which can infrequently contribute to fractures may be associated with tenofovir disoproxil-induced
proximal renal tubulopathy (see section 4.8).

Reductions of bone mineral density (BMD) have been observed with tenofovir disoproxil in randomized

controlled clinical trials of duration up to 144 weeks in HIV or HBV-infected patients. These BMD
decreases generally improved after treatment discontinuation.

In other studies (prospective and cross-sectional), the most pronounced decreases in BMD were seen in
patients treated with tenofovir disoproxil as part of a regimen containing a boosted protease inhibitor.
Overall in view of the bone abnormalities associated with tenofovir disoproxil and the limitations of long
term data on the impact of tenofovir disoproxil on bone health and fracture risk, alternative treatment
regimens should be considered for patients with osteoporosis or with a history of bone fractures.that
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4.8 Undesirable effects
Table 3: Tabulated summary of adverse reactions associated with the individual components of Truvada
based on clinical study and post-marketing experience

Frequency | Emtricitabine | Tenofovir disoproxil
Musculoskeletal and connective tissue disorders:
Common bone mineral density decreased
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