
 

 
Gilead Sciences Israel Ltd 
Hod Hasharon 
14th Floor 
HaHarash 4 St. 
Israel 4524075  
Tel +972 (0)98802050, Fax +972 (0)98802052 

 ʠʩʱ ʣʠʩʬʩʢ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰ 
 ʹʸʧʤ4  ʤʮʥʷ14 

 ʯʥʸʹʤ ʣʥʤ4524075 
 :ʬʨ09-8802050 , :ʱʷʴ09-8802052 

 
  

         

 ʩʬʥʩ2024 

  ʬʲ ʤʲʣʥʤ ʭʩʰʥʬʲ ʯʥʫʣʲ: 
Stribild film coated tablets 

(elvitegravir, cobicistat, emtricitabine, tenofovir disoproxil (as fumarate) 

ʠʴʥʸ ʭʩʧʷʥʸʥ ʭʩʣʡʫʰ ,ʭʩ 

 ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧʬʧ ʩʫ    ʸʩʹʫʺʤ ʬʹ ʯʫʸʶʬ ʯʥʬʲʡʥ ʠʴʥʸʬ ʯʥʬʲʡ ʯʥʫʣʲ

 .ʯʥʣʰʡ 

 
  :ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ ʤʩʥʥʺʤʤ 

 
ʭʩʩʥʰʩʹʤ ʭʩʰʮʥʱʮ  ʯʥʬʲʡ ʳʸʥʶʮʤ  y ʹʠʫ  ʨʱʷʨʤ  ́ ʢʣʥʮʤ  ʭʥʣʠʡ  r ʱʥʤ  ʯʥʬʲʬ  ʥʬʩʠʥ ʨʱʷʨʤ  ̫ ʥʧʮʤ  ʤʶʥʧ ʥʷʡ 

ʲʸʢʰ  ʥʰʮʮ . ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ  ̋ ʥʸʮʧʤ  ̡ ʣʩʮʡ ʩʺʥʧʩʨʡʤ.   

 .ʭʩʴʱʥʰ ʭʩʩʸʥʰʩʮ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ ʭʩʰʥʫʣʲʤ 

 

 ʭʩʰʥʬʲʤ ʠʴʥʸʬ ʯʫʸʶʬʥ  ʥʧʬʹʰ  ʭʥʱʸʴʬ  y ʢʠʮʡ ʺʥʴʥʸʺʤ  y ʺʠʡʹ 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 ,  ʯʥʸʹʤ4524075 ʬʠʸʹʩ ,  . 

ʤ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺ ʺʸʡʧʠ"ʬʱ . 

 

 ,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

 ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

Stribild is indicated for the treatment of human immunodeficiency virus-1 (HIV-1) 
infection in adults aged 18 years and over who are antiretroviral treatment-naïve or 
are infected with HIV-1 without known mutations associated with resistance to any 
of the three antiretroviral agents in Stribild. 

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 the Phase 3 Study GS-US-236-0103, BMD was assessed in a non-random subset of 120 subjects 

(Stribild group n = 54; ritonavir-boosted atazanavir (ATV/r) plus emtricitabine (FTC)/tenofovir 

disoproxil group n = 66).  Mean percentage decreases in BMD from baseline to Week 144 in the 

Stribild group were comparable to the ATV/r+FTC/tenofovir disoproxil group at the lumbar spine 

(-1.43% versus -3.68%, respectively) and at the hip (-2.83% versus -3.77%, respectively).  In the 

Phase 3 studies GS-US-236-0102 and GS-US-236-0103, bone fractures occurred in 27 subjects (3.9%) 

in the Stribild group, 8 subjects (2.3%) in the EFV/FTC/tenofovir disoproxil group, and 19 subjects 

(5.4%) in the ATV/r+FTC/tenofovir disoproxil group. 

 

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 

randomised 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. 

 

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 Stribild based on experience 

from Phase 3 studies GS-US-236-0102 and GS-US-236-0103 and adverse reactions to treatment 

with emtricitabine and tenofovir disoproxil from clinical studies and post-marketing experience, 

when used with other antiretrovirals 

 

Frequency Adverse reaction 

Musculoskeletal and connective tissue disorders: 

Very common: elevated creatine kinase1 
Common: bone mineral density decreased 

Uncommon: rhabdomyolysis1,3, muscular weakness1,3 

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

fractures)1,3,5, myopathy1,3 



 

3 

1 This adverse reaction was not observed in the Phase 3 clinical studies for Stribild but identified from clinical studies or 

post-marketing experience for emtricitabine or tenofovir disoproxil when used with other antiretrovirals. 
2 Anaemia was common and skin discolouration (increased pigmentation) was very common when emtricitabine was 

administered to paediatric patients. 
3 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. 
4 See section 4.8, Description of selected adverse reactions for more details. 
5 This adverse reaction was identified through post-marketing surveillance for emtricitabine or tenofovir disoproxil but not 

observed in randomised, controlled clinical studies in adults or paediatric HIV clinical studies for emtricitabine or in 

randomised controlled clinical studies or the tenofovir disoproxil expanded access program for tenofovir disoproxil.  The 

frequency category was estimated from a statistical calculation based on the total number of patients exposed to 

emtricitabine in randomised controlled clinical studies (n = 1,563) or tenofovir disoproxil in randomised controlled 

clinical studies and the expanded access program (n = 7,319). 

 
 ... 
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 

 
 :ʯʫʸצʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 

2.  ʩʰפʬʤʡ ʹʥʮʩʹʣʬʩʡʩʸʨʱ 

 
! . ʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ ʣʬʩʡʩʸʨʱ 
 

ʴʥʷʺʡ ̋   ʬʥʴʩʨʤ ʣʬʩʡʩʸʨʱʡ   ʸʠʹʩʤʬ ʪʩʬʲʡ ʺʧʢʹʤʤ .ʠʴʥʸ 
ʡ ʭʥʤʩʦ ʺʠפʸʮ ʤʰʩʠ ʥʦ ʤפʥʸʺ-HIV.    ʥʠ ʭʩʮʥʤʩʦ ʧʺʴʬ ʬʥʬʲ ʯʩʩʣʲ ʤʺʠ ,ʣʬʩʡʩʸʨʱʡ ʬʥʴʩʨʤ ʺʴʥʷʺʡ

 ʺʥʸʧʠ ʺʥʬʧʮ ʺʥʸʥʹʷʤ ʡ ʭʥʤʩʦʬ-HIV . 
ʡ ʬʥפʩʨʤ ʺʬʩʧʺ ʩʰפʬ ʣʬʩʡʩʸʨʱ :ʠפʥʸʬ ʸפʱ , 

•   ʭʠʬʡʥʱ ʪʰʤ  ʮʺʥʩʬʫʡ ʺʥʩʲʡ ʥʠ , ̋ ʬʡʱʹ  ʸʡʲʡʮʪʬ ʹʩʹ ʥʠʸʤ ʺʥʷʩʣʡʹ ʥʠ ,ʺʥʩʬʫʡ ʺʥʩʲʡ    ʺʥʩʲʡ
ʬʥʷʹʩ ʪʬʹ ʠʴʥʸʤ .ʺʥʩʬʫʡ   ʤʣʩʴʷʡ ̋ ʠ ʤʨʩʴ ʥ .ʣʬʩʡʩʸʨʱʡ ʬ 

 
ʬ ʬʥʬʲ ʣʬʩʡʩʸʨʱʬʲ ʲʩʴʹʤ  ʤ ʭʣ ʺʥʷʩʣʡ ʲʶʡʬ ʹʷʡʩ ʠʴʥʸʤ ,ʬʥʴʩʨʤ ʺʬʩʧʺ ʩʰʴʬ .ʺʥʩʬʫʺʰʮ ʬʲ    ʪʩʸʲʤʬ

 ʣʥʷʴʺ ʺʠʩ  .ʪʬʹ ʺʥʩʬʫʤ ,ʯʫ ʥʮʫ  ,ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʢ ʭʣ ʺʥʷʩʣʡ ʲʶʡʬ ʹʷʡʩ ʠʴʥʸʤʺʰʮ ʬʲ   ʸʧʠ ʡʥʷʲʬ
 .ʺʥʩʬʫʤ ʡʶʮ 

 
  ʣʬʩʡʩʸʨʱ ʣʧʩ ʯʺʩʰ ʥʰʩʠ ʬʬʫ ʪʸʣʡ ʺʥʸʧʠ ʺʥʴʥʸʺ ʭʲ ̋ ʥʬʥʬʲʤ   ʭʥʸʢʬʬ ʷʦʰʩʺʩʩʬʫ    ʺʥʴʥʸʺ" ʳʩʲʱ ʤʠʸ(

 .)"ʣʬʩʡʩʸʨʱʥ ʺʥʸʧʠʤʥ ʤʣʩʮʡʡʥʬʩʹ   ̡ ʰʮʰ ʩʺʬʡ ʸʧʠ ʡʥʷʲʩ ʠʴʥʸʤ , ʩʣʥʷʴʺ  ʪʬʹ ʺʥʩʬʫʤ  ʭʩʺʲʬ  ʺʥʡʥʸʷ
 .ʸʺʥʩ 

 
•  ,ʱʩʦʥʸʥפʥʠʨʱʥʠʮ ʬʡʥʱ ʪʰʤ ʭʠ  ʺʥʮʶʲʡ ʺʥʩʲʡ ʤʥʥʧ ʪʰʤ ʭʠ ʥʠ ʺʥʮʶʲʡ ʭʩʸʡʹ ʬʹ ʤʩʸʥʨʱʩʤ ʪʬ ʹʩ

 .ʪʬʹ 
 

• ʺʥʩʲʡ  ̋ ʥʮצʲʡ ʺʥʲʩʴʥʮʤ( ʩʡʠʫʫ   ̋ ʥʮʶʲ  ʭʩʫʹʮʺʮ ʥʠ  ʭʩʸʩʮʧʮ ʸʹʠ  ʭʩʮʲʴʬ   ̋ ʥʮʸʥʢ  )ʭʩʸʡʹʬ ̋ ʥʬʥʬʲ  
ʲʩʴʥʤʬ  ʭʢ  ʬʬʢʡ ʷʦʰ  ʩʠʺʬ  ʺʩʡʥʡʠ ʤʩʬʫʤ   ʤʠʸ(ʳʩʲʱ 4   , ̋ ʥʲʴʥʺ  ʩʠʥʥʬ .) y ʴʱ  ʠʴʥʸʬ ʪʬʹ  ʭʠʹʩ   ʪʬ  ʩʡʠʫ  
 ̋ ʥʮʶʲ  ʥʠ  ʭʩʸʡʹ  ̋ ʥʮʶʲʡ . 

 
 y ʩʡʥʴʥʰʨ ʬʩʱʷʥʸʴʥʱʩʣ   ʬʥʬʲ ʭʢ  ʭʥʸʢʬ   ̋ ʣʩʸʩʬ  ̋ ʱʮ  ʭʶʲ  . 

http://www.health.gov.il/
https://sideeffects.health.gov.il/
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 ʩʬʬʫ ʯʴʥʠʡ , ̋ ʥʲʴʹʤʤ ʬʹ ʸʩʡʥʴʥʰʨ   ʬʩʱʷʥʸʴʥʱʩʣ ʬʲ  ʺʥʠʩʸʡ  ʭʶʲʤ  ʧʥʥʨʬ  ̫ ʥʧʸ  ʯʥʫʩʱʥ  y ʡʹʬ  ʩʣʩʺʲ  

ʡ ʭʩʸʢʥʡʮ  ʭʩʣʬʩʥ ʯʰʩʠʺʥʩʠʣʥ . 
 

ʸʴʱ  ʠʴʥʸʬ   ʪʬʹ  ʭʠ  ʤʺʠ ʲʣʥʩ  ʪʰʤʹ  ʬʡʥʱ ʱʩʦʥʸʥʴʥʠʨʱʥʠʮ .ʭʩʬʴʥʨʮ  ʭʲ  ʱʩʦʥʸʥʴʥʠʨʱʥʠ ʤʰʫʱʡ ʭʩʠʶʮʰ 
 ̋ ʸʡʢʥʮ   ʭʩʸʡʹʬ.  

 

4. ʩʠʥʥʬ ʺʥʲפʥʺ   

.… 
  ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʲפʥʺ 

 ʬʶʠ ʲʩʴʥʤʬ ʺʥʬʥʫʩ(1  ʣʲ10   ʯʩʡʮ100  )ʭʩʬʴʥʨʮ 
•  ʯʥʡʠʩʺʡ ʤʣʩʸʩ 

• ( ʭʣʸʩʤʬ ʩʹʥʷʤʰʩʹ ʩʣʥʣʰ ʺʥʮʥʬʧ ,)ʬʮʸʥʰʡʠ( ʭʩʸʦʥʮʩ )ʭʩ 

•  ʯʨʡ ʡʠʫ ,ʡʠʫ 

• ( ʺʥʧʥʸʠ ʸʧʠʬ ʺʥʧʥʰ ʩʠʬ ʺʥʮʸʥʢʹ ʬʥʫʩʲ ʺʥʩʲʡdyspepsia  –  )ʤʩʱʴʴʱʩʣ 

•  ʺʹʥʧʺ ̋ ʥʧʩʴʰ 

• ( ʬʥʫʩʲʤ ʺʫʸʲʮʡ ʭʩʦʢ ,ʺʥʸʩʶʲflatulence ) 

• ʭʩʮʥʣʠ ʭʩʮʺʫ ʥʠ ʺʥʣʥʷʰ ʬʬʥʫ( ʸʥʲʡ ʺʥʧʩʸʴ    ʺʥʩʤʬ ʺʥʬʥʫʩʹ ,)ʸʥʲʤ ʬʹ ʺʥʧʴʰʺʤʥ ʺʥʩʧʥʴʬʹ ʭʲ ʭʩʺʲʬ
 ʺʲʴʥʤ ʬʬʥʫ ʸʥʲʤ ʲʡʶʡ ʭʩʩʥʰʩʹ ,ʣʥʸʩʢ ,ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ ʭʩʲʢʰ  y ʥʲʤ ʩʰʴ ʬʲ ʭʩʤʫ 

•  ̋ ʥʸʧʠ ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ 

•  ̋ ʥʴʩʩʲ 

•   ʺʱʮ ʯʣʡʥʠ ʭʶʲ 
… 

 
 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 ʺʥʲʴʥʺ ilhttps:/sideeffects.health.gov. 
 

 ʬ"ʠʥʣ ʺʥʲʶʮʠʡ ʭʥʹʩʸʤ ʬʲʡʬ ʩʠʥʥʬ ʺʲʴʥʺ ʬʫ ʬʲ ʧʥʥʣʬ ʳʱʥʰʡ ʯʺʩʰ: DrugSafety.Israel@gilead.com 
  .ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʩʣ ʺʥʲʶʮʠʡ ʤʴʥʸʺʤ ʺʥʧʩʨʡ ʬʲ ʳʱʥʰ ʲʣʩʮ ʷʴʱʬ ʸʥʦʲʬ ʬʫʥʺ 
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