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 :ʭʩʰʥʬʲ ʯʥʫʣʲ ʬʲ ʤʲʣʥʤ 
Truvada film coated tablets 

(emtricitabine / tenofovir disoproxil fumarate) 

ʠʴʥʸʭʩʧʷʥʸʥ ʭʩ ʣʡʫʰʭʩ,   

.ʯʥʣʰʡ ʸʩʹʫʺʤ ʬʹ ʠʴʥʸʬ ʯʥʬʲʡ ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧ 

ʤʩʥʥʺʤʤ ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ:  

 
 

ʭʩʩʥʰʩʹʤ ʭʩʰʮʥʱʮ ʯʥʬʲʡ ʳʸʥʶʮʤ ʸʹʠʫ ʨʱʷʨʤ ʹʢʣʥʮʤ ʭʥʣʠʡ ʳʱʥʤ ʯʥʬʲʬ ʥʬʩʠʥ ʨʱʷʨʤ ʷʥʧʮʤ   ʥʷʡ

ʤʶʥʧ ʲʸʢʰ ʥʰʮʮ . ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ ʺʥʸʮʧʤ ʲʣʩʮʡ ʩʺʥʧʩʨʡʤ.   

 .ʭʩʴʱʥʰ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ ʭʩʰʥʫʣʲʤ 

ʭʩʰʥʬʲʤ ʠʴʥʸʬ ʯʫʸʶʬʥ ʥʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ :

https://israeldrugs.health.gov.il/#!/byDrug 

ʥʮʫ ʯʫ, ʯʺʩʰ ʭʬʡʷʬ ʭʩʱʴʣʥʮ ʬʲ ʩʣʩ ʤʩʩʰʴ ʬʲʡʬ ʭʥʹʩʸʤ: 

,ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ  ʹʸʧʤ ʡʥʧʸ4  .ʣ.ʺ,6090ʣʥʤ ʭʩʷʱʲʤ ʷʸʠʴ ,  ʯʥʸʹʤ4524075ʬʠʸʹʩ ,.

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

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. 

https://israeldrugs.health.gov.il/#!/byDrug
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 :ʠפʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 
 

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).  

 

Tenofovir disoproxil may also cause a reduction in bone mineral density (BMD). 

 

If bone abnormalities are suspected or detected then appropriate consultation should be obtained. 

 

Treatment of HIV-1 infection 

In a 144-week controlled clinical study (GS-99-903) that compared tenofovir disoproxil with stavudine in 

combination with lamivudine and efavirenz in antiretroviral-naïve patients, small decreases in BMD of 

the hip and spine were observed in both treatment groups.  Decreases in BMD of spine and changes in 

bone biomarkers from baseline were significantly greater in the tenofovir disoproxil treatment group at 

144 weeks.  Decreases in BMD of hip were significantly greater in this group until 96 weeks.  However, 

there was no increased risk of fractures or evidence for clinically relevant bone abnormalities over 

144 weeks in this study. 

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 

are at a high risk for fractures. 

 
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 

...   

 
 

 :ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 
 
2.  ʹʥʮʩʹ ʩʰפʬʡ ʤʣʡʥʸʨ 

... 
ʡ ʬʥפʩʨʬ ʤʣʡʥʸʨ ʺʬʩʨʰ ʯʮʦʡ-HIV   ʡ ʷʡʣʤʬ ʯʥʫʩʱʤ ʺʺʧפʤʬ ʥʠ-HIV:     

 
• ʺʥʩʬʫʡ ʲʥʢפʬ ʤʬʥʬʲ ʤʣʡʥʸʨ.    ʺʬʩʧʺ ʩʰʴʬ ʪʹʮʥ  ʪʺʥʰʴʤʬ ʩʥʹʲ ʠʴʥʸʤ ʬʥʴʩʨʤ  ʩʣʫ ʭʣ ʺʥʷʩʣʡʬ

.ʺʥʩʬʫʤ ʣʥʷʴʺ ʺʠ ʪʩʸʲʤʬ    ʺʥʩʲʡ ʬʲ ʥʲʩʡʶʤ ʺʥʷʩʣʡʤ ʭʠ ʥʠ ,ʺʥʩʬʫ ʺʬʧʮ ʪʬ ʤʺʩʩʤ ʭʠ ʠʴʥʸʬ ʸʴʱ
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 .ʺʥʩʬʫʡ  ,ʺʥʩʬʫʡ ʺʥʩʲʡ ʪʬ ʹʩ ʭʠ  ʩʥʹʲ ʠʴʥʸʤ  ʠʹʰ ʪʰʤ ʭʠ ʥʠ ,ʤʣʡʥʸʨ ʬʥʨʩʬ ʷʩʱʴʤʬ ʪʬ ʵʩʬʮʤʬ
HIV  ʪʺʥʧʰʤʬ ʩʥʹʲ ʠʴʥʸʤ ʬʥʨʩʬʤʣבʥרʨ  תʥרʩʣבתʫʥנמ  ʤ y ʺʥʩ.   ʸʹʠʫ ʵʬʮʥʮ ʥʰʩʠ ʤʣʡʥʸʨʡ ʬʥʴʩʨʤ

  .ʤʦʩʬʠʩʣʡ ʬʴʥʨʮʹ ʩʮʬ ʥʠ ʤʸʥʮʧ ʺʥʩʬʫ ʺʬʧʮ ʺʮʩʩʷ 
 

•  ʭʠ ʪʬʹ ʠפʥʸʬ ʸפʱʱʩʦʥʸʥפʥʠʨʱʥʠʮ ʬʡʥʱ ʪʰʤ ʬʹ ʤʩʸʥʨʱʩʤ ʪʬ ʹʩ , ʺʥʮʶʲʡ ʭʩʸʡʹ  ʥʠ  ʪʰʤ ʭʠ
 .ʪʬʹ ʺʥʮʶʲʡ ʺʥʩʲʡ ʤʥʥʧ 

 
 ̋ ʥʮʶʲʡ ʺʥʩʲʡ (  ʸʹʠ ʭʩʸʩʮʧʮ ʥʠ ʭʩʫʹʮʺʮ ʺʥʮʶʲ ʩʡʠʫʫ ʺʥʲʩʴʥʮʤ  )ʭʩʸʡʹʬ ʺʥʮʸʥʢ ʭʩʮʲʴʬ

( ʤʩʬʫʤ ʺʩʡʥʡʠ ʩʠʺʬ ʷʦʰ ʬʬʢʡ ʭʢ ʲʩʴʥʤʬ ʺʥʬʥʬʲ ʤʠʸʳʩʲʱ 4 , ʩʠווʬ ʺופעוʺ.)   ʭʠ ʪʬʹ ʠʴʥʸʬ ʸʴʱ
 .ʺʥʮʶʲʡ ʭʩʸʡʹ ʥʠ ʺʥʮʶʲ ʩʡʠʫ ʪʬ ʹʩ 

 
 ʭʶʲʤ ʯʣʡʥʠ .ʭʶʲ ʺʱʮ ʺʣʩʸʩʬ ʭʥʸʢʬ ʭʢ ʬʥʬʲ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨ  ʤʴʶʰ ʸʺʥʩʡ ʩʺʥʲʮʹʮʤ

 ʬ ʥʬʴʥʨʹ ʭʩʬʴʥʨʮ ʡʸʷʡ ʭʩʩʰʩʬʷ ʭʩʩʥʱʩʰʡ-HIV    ʦʠʨʥʸʴ ʡʫʲʮ ʭʲ ʡʥʬʩʹʡ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨ ʭʲ
 .ʵʠʥʮ 

 
  ʩʣʩʺʲ ʸʡʹʬ ʯʥʫʩʱʥ ʷʥʧʸ ʧʥʥʨʬ ʭʶʲʤ ʺʥʠʩʸʡ ʬʲ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨ ʬʹ ʺʥʲʴʹʤʤ ,ʺʥʩʬʬʫʡ

 .ʺʥʩʠʣʥ ʩʺʬʡ ʯʰʩʤ ʭʩʸʢʥʡʮʡ 
 

 ʱʩʦʥʸʥʴʥʠʨʱʥʠ ʭʲ ʭʩʬʴʥʨʮ .ʱʩʦʥʸʥʴʥʠʨʱʥʠʮ ʬʡʥʱ ʪʰʤʹ ʲʣʥʩ ʤʺʠ ʭʠ ʪʬʹ ʠʴʥʸʬ ʸʴʱʭʩʠʶʮʰ  
ʡʬ ʺʸʡʢʥʮ ʤʰʫʱ .ʭʩʸʡʹ 

... 

 
 
4. ʺ ʩʠʥʥʬ ʺʥʲפʥ 

  :ʺʥʩʸʹפʠ ʩʠʥʥʬ ʺʥʲפʥʺ 
 

... 
 ʩʠʥʥʬ ʺʥʲפʥʺ ̋ ʥʧʩʫʹ 

( ʣעʡ ועʢפʬ ʺוʬוʬע ʬופʨʮ1   ʪוʺʮ10 ʭʩʹנʠ :) 

•   ʩʡʠʫ ,ʭʩʡʠʫ ʯʨʡ 

•  ʭʩʢʩʸʧ ʺʥʮʥʬʧ ,ʤʰʩʹ ʩʣʥʣʰ 

•  ʯʨʡʡ ʭʩʦʢ ,ʺʥʧʩʴʰ ʺʹʥʧʺ ,ʺʥʧʥʸʠ ʩʸʧʠ ʺʥʧʥʰ ʩʠʬ ʺʥʮʸʥʢʤ ʬʥʫʩʲʡ ʺʥʩʲʡ 

•   ,)ʸʥʲʤ ʬʹ ʺʥʧʩʴʰʥ ʺʥʩʧʥʴʬʹ ʭʲ ʭʩʮʲʴʬ ,ʭʩʮʥʣʠ ʭʩʬʥʣʢ ʭʩʮʺʫ ʥʠ ʺʥʮʥʣʠ ʺʥʣʥʷʰ ʬʬʥʫ( ʺʥʧʩʸʴ
ʮʺʫ ʺʥʸʶʥʥʩʤ ʬʬʥʫ ʸʥʲʤ ʲʡʶʡ ʭʩʩʥʰʩʹ ,ʣʸʢ ,ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ ʺʥʩʤʬ ʺʥʬʥʬʲʤ y ʥʲʡ ʭʩʤʫ ʭʩ 

•  ʤʬʷ ʸʥʸʧʱ ʺʹʥʧʺ ʥʠ ʺʥʧʩʴʰ ,ʭʩʴʥʶʴʶ ʥʮʫ ,ʺʥʸʧʠ ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ 

•  ʭʶʲ ʺʱʮ ʯʣʡʥʠ 
 

 
 


