
 

1 

ʸʮ ʵ2024 

 :ʭʩʰʥʬʲ ʯʥʫʣʲ ʬʲ ʤʲʣʥʤ 
Viread film coated tablets 

tenofovir disoproxil (as fumarate) 245 mg 

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: 

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

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

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: 

• 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). 

• decompensated liver disease. 

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). In HIV infected patients, 

in a 144-week controlled clinical study that compared tenofovir disoproxil with stavudine in combination 

with lamivudine and efavirenz in antiretroviral-naïve adult 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 (see section 4.8 and 5.1). 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. 

 

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

 

4.8 Undesirable effects 

... 

Table 2: Tabulated summary of adverse reactions associated with tenofovir disoproxil based on 

clinical study and post-marketing experience 

 

Frequency Tenofovir disoproxil  

....  

Musculoskeletal and connective tissue disorders: 

Uncommon: rhabdomyolysis1, muscular weakness1 

Rare: 
osteomalacia (manifested as bone pain and infrequently contributing to 

fractures)1, 2, myopathy1 

Common: bone mineral density decreased 3 

.....  
1 This adverse reaction may occur as a consequence of proximal renal tubulopathy. It is not considered to be causally associated 

with tenofovir disoproxil in the absence of this condition. 
2 This adverse reaction was identified through post-marketing surveillance but not observed in randomised controlled clinical 

trials or the tenofovir disoproxil expanded access program. The frequency category was estimated from a statistical calculation 

based on the total number of patients exposed to tenofovir disoproxil in randomised controlled clinical trials and the expanded 

access program (n = 7,319). 
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3 The frequency of this adverse reaction was estimated based on safety data derived from different clinical studies with TDF in 

HBV infected patients. See also sections 4.4 and 5.1. 

... 
Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance of the medicinal product.  

You can report any side effects to the Ministry of Health by clicking on the link "Report side effects due 

to medical treatment" that is located on the Ministry of Health homepage (www.health.gov.il) which 

redirects to the online form for reporting side effects or by clicking on the link: 

https://sideeffects.health.gov.il .  

 

You can also report any side effects directly to the registration holder via email: 

DrugSafety.Israel@gilead.com.  

 
 ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤʯʫʸʶʬ : 

 
2.  ʣʠʸʩʥʡ ʹʥʮʩʹʤ ʩʰפʬ 

!    ʤפʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ 
 

 ʺʸʡʲʤʬ ʯʥʫʩʱʤ ʺʠ ʤʺʩʧʴʮ ʤʰʩʠ ʣʠʸʩʥHBV    ʨʥʷʰʬ ʪʩʹʮʤʬ ʡʩʩʧ ʤʺʠ .ʭʤʥʦʮ ʭʣ ʥʠ ʩʰʩʮ ʲʢʮ ʪʸʣ ʭʩʸʧʠʬ
 .ʺʠʦ ʲʥʰʮʬ ʩʣʫ ʺʥʸʩʤʦ ʩʲʶʮʠ 

 
  ʠʴʥʸʡ ʵʲʥʥʩʤʬ ʹʩ  ʧʷʥʸʡ ʥʠ ʣʠʸʩʥ ʺʬʩʨʰ ʩʰʴʬ . 

 

•  ʺʸʡʲʤʬ ʯʥʫʩʱʤ ʺʠ ʤʺʩʧʴʮ ʤʰʩʠ ʣʠʸʩʥHBV   .ʭʤʥʦʮ ʭʣ ʥʠ ʩʰʩʮ ʲʢʮ ʪʸʣ ʭʩʸʧʠʬ   ʪʩʹʮʤʬ ʡʩʩʧ ʤʺʠ
 .ʺʠʦ ʲʥʰʮʬ ʩʣʫ ʺʥʸʩʤʦ ʩʲʶʮʠ ʨʥʷʰʬ 

 

•   ʧʷʥʸʬ ʥʠ ʠפʥʸʬ ʧʥʥʣ  ʭʠ  ʤʺʩʩʤ.ʺʥʩʬʫʡ ʺʥʩʲʡ ʥʠʶʮʰ ʺʥʷʩʣʡʡ ʭʠ ʥʠ ,ʺʥʩʬʫ ʺʬʧʮ ʪʬ    ʺʺʬ ʯʩʠ
 .ʺʥʩʬʫ ʺʥʩʲʡ ʭʬʶʠ ʺʥʮʩʩʷʹ ʭʩʸʢʡʺʮʬ ʣʠʸʩʥ   ʩʣʫ ʭʣ ʺʥʷʩʣʡʬ ʪʺʥʰʴʤʬ ʩʥʹʲ ʠʴʥʸʤ ʬʥʴʩʨʤ ʺʬʩʧʺ ʩʰʴʬ

 ̋ ʥʩʬʫʤ ʣʥʷʴʺ ʺʠ ʪʩʸʲʤʬ ʪʬʹ . .ʬʥʴʩʨʤ ʪʬʤʮʡ ʺʥʩʬʫʡ ʲʥʢʴʬ ʤʬʥʬʲ ʣʠʸʩʥ   ʠʴʥʸʤ  ʪʺʥʰʴʤʬ ʩʥʹʲ
ʺʥʩʬʫʤ ʣʥʷʴʺ ʸʧʠ ʡʥʷʲʬ ʩʣʫ ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʣ ʺʥʷʩʣʡʬ ʪʬʹ .   ʵʩʬʮʤʬ ʩʥʹʲ ʠʴʥʸʤ ,ʸʢʥʡʮ ʤʺʠ ʭʠ

 .ʸʺʥʩ ʤʫʥʮʰ ʺʥʸʩʣʺʡ ʺʥʩʬʡʨʤ ʺʠ ʬʥʨʩʺʹ ʴʥʸʤ ʯʫ ʭʠ ʠʬʠ ,ʭʥʹʸʤ ʯʥʰʩʮʤ ʺʠ ʺʩʧʴʺ ʬʠ ʠ   ʪʬ ʸʮʠ
 .ʺʠʦ ʺʥʹʲʬ 

 
 ʣʠʸʩʥ ʭʩʬʨʥʰ ʠʬ ʬʬʫ ʪʸʣʡ  ʣʧʩʢʴʬ ʺʥʬʥʬʲʤ ʺʥʸʧʠ ʺʥʴʥʸʺ ʭʲʤʠʸ( ʺʥʩʬʫʡ ʲʥ ʣʠʸוʺ וויʸחʠ ʺופוʸʺ.)  

 .ʲʥʡʹʡ ʭʲʴ ʪʩʺʥʩʬʫ ʣʥʷʴʺ ʸʧʠ ʡʥʷʲʩ ʠʴʥʸʤ ,ʲʰʮʰ ʩʺʬʡ ʸʡʣʤ ʭʠ 
 

• ʱʩʦʥʸʥפʥʠʨʱʥʠʮ ʬʡʥʱ ʪʰʤ ʭʠ  ʺʥʮʶʲʡ ʺʥʩʲʡ ʤʥʥʧ ʪʰʤ ʭʠ ʥʠ ʺʥʮʶʲʡ ʭʩʸʡʹ ʬʹ ʤʩʸʥʨʱʩʤ ʪʬ ʹʩ ,
.ʪʬʹ .ʺʥʮʶʲʡ ʺʥʩʲʡ  ʭʲ ʭʩʸʢʥʡʮʤ ʭʩʬʴʥʨʮʤʮ ʷʬʧ ʬʶʠHIV  ʬʥʴʩʨ ʭʩʬʨʥʰʤ ʡʬʥʹʮ  ʥʸʨʸ ʩʴʩʢʰ ʣʢʥʰ

ʭʸʢʰʤ ʭʶʲ ʺʮʷʸ ʬʹ ʺʥʥʮ ]ʱʩʦʥʸʷʰʥʠʨʱʥʠ[( ʭʶʲ ʷʮʰ ʺʠʸʷʰʤ ʭʶʲ ʺʬʧʮ ʧʺʴʺʤʬ ʤʬʥʬʲ   ʤʠʶʥʺʫ  
.)ʭʶʲʬ ʭʣ ʺʷʴʱʠ ʯʣʡʥʠʮ   ʪʹʮ ʺʠ ʺʥʰʮʬ ʯʺʩʰ ʥʦ ʤʬʧʮ ʺʥʧʺʴʺʤʬ ʭʩʡʸʤ ʭʩʩʸʹʴʠʤ ʯʥʫʩʱʤ ʩʮʸʥʢ ʯʩʡ

 ʥʹʮʤ ʬʥʴʩʨʤ ʥ ʸʥʮʧ ʩʰʥʱʩʧ ʩʥʫʩʣ ,ʬʥʤʥʫʬʠ ʺʫʩʸʶ ,ʭʩʣʩʠʥʸʨʱʥʷʩʨʸʥʷʡ ʹʥʮʩʹ ,ʥʸʨʸ ʩʴʩʢʰ ʣʢʰ ʡʬ  ʤʩʩʬʲ
ʡ ʺʱʮ ʣʣʮ ʤ.ʳʥʢ  ʮʥ ʭʩʡʠʫ ,ʭʩʷʸʴʮ ʺʥʹʷʥʰ ʭʩʬʬʥʫ ʭʶʲʤ ʷʮʰ ʩʰʮʩʱʩ  ʪʸʡʡ ,ʪʸʩʡ ʣʧʥʩʮʡ( ʭʩʹʥʧ

 .ʤʲʥʰʺ ʩʩʹʷʥ )ʳʺʫʡʥ ʠʴʥʸʬ ʸʴʱ ʥʬʬʤ ʭʩʰʩʮʱʺʤʮ ʣʧʠʡ ʯʩʧʡʺ ʭʠ   ʪʬʹ . 
 

( ʺʥʮʶʲʡ ʺʥʩʲʡ ʭʩʺʩʲʬʥ ʭʩʸʩʮʧʮ ʥʠ ʭʩʫʹʮʺʮ ʺʥʮʶʲ ʩʡʠʫʫ ʺʥʠʨʡʺʮʤ  ̋ ʥʮʸʥʢ   ʺʥʬʥʬʲ )ʭʩʸʡʹʬ
 ( ʤʩʬʫʤ ʺʩʡʥʡʠ ʩʠʺʬ ʷʦʰ ʬʬʢʡ ʭʢ ʲʩʴʥʤʬ  ʤʠʸ r ʩʲʱʡ 4 , יʠווʬ ʺופעוʺ.)  ʪʬʹ ʠʴʥʸʬ ʸʴʱ   ʤʥʥʧ ʤʺʠ ʭʠ

 .ʭʩʸʡʹ ʥʠ ʺʥʮʶʲ ʩʡʠʫ 
 

 ʩʥʨʩʡʤ .ʭʶʲ ʺʱʮʡ ʤʣʩʸʩʬ ʠʩʡʤʬ ʭʢ ʬʥʬʲ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨ  ʤʴʶʰ ʭʶʲ ʺʱʮʡ ʤʣʩʸʩʡ ʩʺʥʲʮʹʮʤ
 .ʵʩʠʮ ʭʲ ʦʠʨʥʸʴ ʡʫʲʮ ʭʲ ʡʥʬʩʹʡ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨʡ ʥʬʴʥʨ ʭʩʬʴʥʨʮ ʸʹʠʫ ʭʩʩʰʩʬʷ ʭʩʩʥʱʩʰʡ 

 

https://sideeffects.health.gov.il/
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  ʭʩʸʡʹʬ ʩʣʩʺʲ ʩʥʫʩʱ ʬʲʥ ʪʥʸʠ ʧʥʥʨʬ ʭʶʲ ʺʥʠʩʸʡ ʬʲ ʬʩʱʷʥʸʴʥʱʩʣ ʸʩʡʥʴʥʰʨ ʬʹ ʺʥʲʴʹʤʤ ,ʩʬʬʫ ʯʴʥʠʡ
 .ʺʥʩʠʣʥ ʯʰʩʠ ʭʩʸʩʲʶ ʭʩʬʴʥʨʮʡʥ ʭʩʸʢʥʡʮʡ 

 
  ʸʴʱ  ʯʥʫʩʱʡ ʭʩʠʶʮʰ ʱʩʦʥʸʥʴʥʠʨʱʥʠ ʭʲ ʭʩʬʴʥʨʮ .ʱʩʦʥʸʥʴʥʠʨʱʥʠʮ ʬʡʥʱ ʤʺʠ ʩʫ ʪʬ ʲʥʣʩ ʭʠ ʪʬʹ ʠʴʥʸʬ

ʭʩʸʡʹʬ ʸʡʢʥʮ .ʷʬʧ  ʭʲ ʭʩʸʢʥʡʤ ʭʩʬʴʥʨʮʤʮHIV   ʧʺʴʬ ʭʩʬʥʬʲ ʡʬʥʹʮ ʩʬʠʸʩʥʥʸʨʸʩʨʰʠ ʬʥʴʩʨ ʭʩʬʨʥʰʤ
  ʬʹ ʺʥʥʮ( ʱʩʦʥʸʷʰʥʠʨʱʥʠ ʺʠʸʷʰʤ ʺʥʮʶʲ ʺʬʧʮ ̋ ʮʷʸ ʭʶʲ  ̋ ʸʮʢʰʤ ʬʲ   ʩʣʩ ʯʣʡʥʠ  ʺʷʴʱʠ  ʭʣ   ʭʶʲʬ)  .

ʪʹʮ  ʬʥʴʩʨʤ ʩʬʠʸʩʥʥʸʨʸʩʨʰʠʤ ʡʬʥʹʮʤ ʩʰʥʱʩʧ ʩʥʫʩʣ ,ʬʥʤʥʫʬʠ ʺʫʩʸʶ ,ʭʩʣʩʠʥʸʨʱʥʷʩʨʸʥʷʡ ʹʥʮʩʹ , y ʥʮʧ  ,
ʱʷʣʰʩʠ ʺʱʮ   r ʥʢ ʤʥʡʢ   y ʺʥʩ  , ʯʩʡ  y ʠʹʤ , ʭʩʬʥʬʲ ʤʬ ʥʺʥ   ̫ ʬʧ ʤʡʸʤʮ  ʩʮʸʥʢ   ʯʥʫʩʱ   ʧʥʺʩʴʬ  ʤʬʧʮ  ʥʦ . ʭʩʰʮʩʱʤ  

ʬʹ   ɦ ʩʦʥʸʷʰʥʠʨʱʥʠ ʭʰʩʤ  ʯʥʩʹʷ ʭʩʷʸʴʮ ,ʫʭʩʡʠ   ʭʩʹʥʧʩʮʥ  ʣʥʧʩʩʡ( ʬʹ ʪʸʩʤ ,ʪʸʡʤ  ʳʺʫʤʥ ) ʭʩʩʹʷʥ  
ʤʲʥʰʺʡ . ʭʠ ʪʰʤ  ʯʩʧʡʮ  ʬʫʡ  ʣʧʠ  ʭʩʰʩʮʱʺʤʮ  ,ʸʴʱ  ʠʴʥʸʬ  ʪʬʹ . 

 
4.  ʩʠʥʥʬ ʺʥʲפʥʺ 

. .. 
ʺʥʸʧʠ ʺʥʩʸʹפʠ ʩʠʥʥʬ ʺʥʲפʥʺ 

 
 ʺʥʠʡʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʥʧʩʫʹʣʲʡ ʲʥʢʴʬ ʺʥʬʥʬʲ(  ʬ 10   ʬʫ ʪʥʺʮ ʭʩʬʴʥʨʮ100  :)ʭʩʬʴʥʨʮ 

• ʡ ʡʠʫ ,ʹʠʸ ʡʠʫʯʨ  ʺʹʥʧʺ , ʯʨʡʡ ʭʩʦʢ ,ʺʥʧʩʴʰ ʺʹʥʧʺ ,ʺʥʴʩʩʲ , ʁ ʲ ʺʱʮ ʯʣʡʥʠ ʭ 
 

 :ʭʢ וʠʸוʺ ייʷיʣʡʡʹ ןʫʺיי 

•  ʣʡʫ ʺʥʩʲʡ 
 

 ... 
 ʩʠʥʥʬ ʺʥʲפʥʺ ʬʲ ʧʥʥʩʣ 

  ʬʥʴʩʨ ʡʷʲ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʩʣ" ʸʥʹʩʷʤ ʬʲ ʤʶʩʧʬ ʺʥʲʶʮʠʡ ʺʥʠʩʸʡʤ ʣʸʹʮʬ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʣʬ ʯʺʩʰ
( ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠ ʬʹ ʺʩʡʤ ʳʣʡ ʠʶʮʰʹ "ʩʺʴʥʸʺwww.health.gov.il  ʬʲ ʧʥʥʩʣʬ ʯʥʥʷʮʤ ʱʴʥʨʬ ʤʰʴʮʤ )

:ʸʥʹʩʷʬ ʤʱʩʰʫ ʩ"ʲ ʥʠ ,ʩʠʥʥʬ ʺʥʲʴʥʺhttps:/sideeffects.health.gov.il    
 

 ʬ"ʠʥʣ ʺʥʲʶʮʠʡ ʭʥʹʩʸʤ ʬʲʡʬ ʩʠʥʥʬ ʺʲʴʥʺ ʬʫ ʬʲ ʧʥʥʣʬ ʳʱʥʰʡ ʯʺʩʰ: DrugSafety.Israel@gilead.com 
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