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 :ʭʩʰʥʬʲ ʯʥʫʣʲ ʬʲ ʤʲʣʥʤ 
Gendevra film coated tablets 

(elvitegravir / cobicistat / emtricitabine / tenofovir alafenamide fumarate) 

ʠʴʥʸ ʭʩʧʷʥʸʥ ʭʩʣʡʫʰ ,ʭʩ 

 ʯʥʬʲʡ ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧ  ʬʹ ʯʫʸʶʬ ʯʥʬʲʡʥ ʠʴʥʸʬ

.ʯʥʣʰʡ ʸʩʹʫʺʤ 

 
 :ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ ʤʩʥʥʺʤʤ 

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

ʤʶʥʧ ʥʷʡ ʲʸʢʰ ʥʰʮʮ .ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ ʺʥʸʮʧʤ ʲʣʩʮʡ ʩʺʥʧʩʨʡʤ.   

 .ʩʠʥʴʸʤ ʺʥʥʶʬ ʡʺʫʮ ʳʸʥʶʮ ʤʦ ʭʩʰʥʬʲ ʯʥʫʣʲʬ 

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

 

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 ,  ʯʥʸʹʤ4524075  ,

 ʬʠʸʹʩ  

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

Gendevra is indicated for the treatment of human immunodeficiency virus-1 (HIV-1) 
infection without any known mutations associated with resistance to the integrase 
inhibitor class, emtricitabine or tenofovir as follows: 

• In adults and adolescents aged from 12 years and with body weight at least 35 kg 

• In children aged from 6 years and with body weight at least 25 kg for whom 
alternative regimens are unsuitable due to toxicities. 

 

https://israeldrugs.health.gov.il/%23!/byDrug
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:ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 
4.8 Undesirable effects 

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 : 
 
1. ʤʮʬ ʺʣʲʥʩʮ ʢʤʸʡʣʰ'? 
 

ʤ ʤʸʡʣʰ'ʢʠʩ  ʤʩʬʡʨ ʤʣʩʧʩ   ʬʥʴʩʨʬ ʭʥʤʩʦʡ  ʳʩʢʰʡ   ʬʹʫʤ  ʩʰʥʱʩʧʤ   ʩʹʥʰʠʤ 1 (HIV-1 )   ʭʩʸʢʥʡʮʡ,   ʭʩʸʢʡʺʮʡ  
 ʩʰʡ ʭʩʣʬʩʡʥ6  ʭʩʬʷʥʹʤ ʤʬʲʮʥ ʭʩʰʹ25  .ʺʥʧʴʬ ʢ"ʷ 

 
  ,ʪʣʬʩ ʸʥʡʲ ʭʹʸʰ ʤʸʡʣʰ'ʢ ʭʠ ( ʪʣʬʩʬ ʣʲʥʩʮ ʤʦ ʯʥʬʲʡ ʭʩʩʷʤ ʲʣʩʮʤ  ʤʬʩʮʡ "ʪʬ" ʤʬʩʮʤ ʺʠ ʳʬʧʤ ʠʰʠ

"ʪʣʬʩʬ" )  . 
 

 ʤʶʥʡʷ  ̋ ʩʨʩʥʴʸʺ : 
ʮ ʤʸʡʣʰ'ʢʤʬʩʫ  ʤʲʡʸʠ ʭʩʸʮʥʧ ʭʩʬʩʲʴ : 

 

•  y ʩʡʠʸʢʨʩʡʬʠ (elvitegravir) ,ʤʴʥʸʺ ʺʣʢʥʰ  ʩʴʩʢʰ ʥʸʨʸ  ʺʸʫʥʮʤ ʡʫʲʮʫ   ʦʠʸʢʨʰʩʠ 

• ʨʠʨʱʩʱʩʡʥʷ  (cobicistat ,) ( ʵʩʠʮ ̋ ʲʴʹʤ ʺʠ ʸʩʡʢʮʥ )  ʬʹ   y ʩʡʠʸʢʨʩʡʬʠ 

•  ʯʩʡʠʨʩʶʩʸʨʮʠ (emtricitabine ) ,ʤʴʥʸʺ  ̋ ʣʢʥʰ  ʩʴʩʢʰ ʥʸʨʸ  ̋ ʸʫʥʮʤ  ʡʫʲʮʫ ʦʠʨʴʩʸʷʱʰʸʨ  ʩʫʴʥʤ  ʬʹ  
ʣʩʦʥʠʬʷʥʰ  (NRTI ) 

• ʸʩʡʥʴʥʰʨ   ʣʩʮʠʰʴʠʬʠ  (tenofovir alafenamide ) ,ʤʴʥʸʺ  ̋ ʣʢʥʰ ʩʴʩʢʰ  ʥʸʨʸ  ̋ ʸʫʥʮʤ ʡʫʲʮʫ  
ʦʠʨʴʩʸʷʱʰʸʨ ʩʫʴʥʤ  ʬʹ ʥʠʬʷʥʰʦʨ ʣʩ (NtRTI ) 

 
ʮ ʤʸʡʣʰ'ʢ ʤʺʩʧʴ  ̋ ʠ ʺʥʮʫ  ʤ-HIV  r ʥʢʡ .ʠʩʤ  y ʴʹʺ  ʣʥʷʴʺ ʺʠ ʺʫʸʲʮ  ʯʥʱʩʧʤ  ʪʬʹ ʺʠ ʺʩʧʴʺʥ  ʯʥʫʩʱʤ  

ʧʺʴʺʹ  ̋ ʥʬʧʮ ʺʥʸʥʹʷʤ ʭʥʤʩʦʡ  ʡ-HIV . 
 
 
4.ʺʥʲʴʥʺ  ʩʠʥʥʬ 
 

 ʧʥʥʩʣ  ʬʲ ʺʥʲʴʥʺ   ʩʠʥʥʬ 
 

  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   . 
 

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