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JEVT-IV-60MG-PIL-3.0 

 

ʥ"ʮʹʺʤ )ʭʩʸʩʹʫʺ( ʭʩʧʷʥʸʤ ʺʥʰʷʺ ʩʴʬ ʯʫʸʶʬ ʯʥʬʲ - 1986 

 ʭʹʸʮ ʩʴ ʬʲ ʺʷʥʥʹʮ ʤʴʥʸʺʤ ʣʡʬʡ ʠʴʥʸ 
 

ʨʡ'ʢʠʤʰ  
 ʤʱʩʮʺ ʺʦʫʥʸʮ ʱʮʮʥ ʩʥʸʩʲʬ ʤʱʩʮʺ ʺʰʫʤʬ 

 
ʬʩʲʴ ʸʮʥʧ ʥʦʥʫʩʸʥ  : 

 ʬʫ ʬʹ ʯʥʷʥʡʷʡ1.5  ʸʨʩʬʩʬʩʮ  ʺʦʫʥʸʮ ʤʱʩʮʺ ʬʩʫʮ06   ʢ"ʮʬʱʷʨʩʦʡʷ  
((cabazitaxel 
 

ʭʩʬʩʲʴ ʩʺʬʡ ʭʩʸʮʥʧ ʭʩʩʰʢʸʬʠʥ:  ʷʸʴ ʤʠʸ2 "ʤʴʥʸʺʤ ʬʹ ʭʩʡʩʫʸʮʤʮ ʷʬʧ ʬʲ ʡʥʹʧ ʲʣʩʮ" ʳʩʲʱ ʷʸʴʥ 6  
"ʳʱʥʰ ʲʣʩʮ" . 

 
 ʤʴʥʸʺʡ ʹʮʺʹʺ ʭʸʨʡ ʥʴʥʱ ʣʲ ʯʥʬʲʤ ʺʠ ʯʥʩʲʡ ʠʸʷ ʤʴʥʸʺʡ ʳʱʥʰ ʬʥʴʩʨ ʬʡʷʮ ʤʺʠʹ ʩʰʴʬ ʭʲʴ ʬʫʡʥ  . 
ʥʬʠʹ ʪʬ ʹʩ ʭʠ .ʤʴʥʸʺʤ ʬʲ ʩʺʩʶʮʺ ʲʣʩʮ ʬʩʫʮ ʤʦ ʯʥʬʲʠʴʥʸʤ ʬʠ ʤʰʴ ,ʺʥʴʱʥʰ ʺ  ʥʠ  ʬʠʧʷʥʸʤ.    

  ʭʡʶʮ ʩʫ ʪʬ ʤʠʸʰ ʭʠ ʥʬʩʴʠ ʭʤʬ ʷʩʦʤʬ ʤʬʥʬʲ ʠʩʤ .ʭʩʸʧʠʬ ʤʺʥʠ ʸʩʡʲʺ ʬʠ .ʪʸʥʡʲ ʤʮʹʸʰ ʥʦ ʤʴʥʸʺ
.ʤʮʥʣ ʩʠʥʴʸʤ 

 
ʤʩʰʴʥʸʨʩʥʰ ( ʸפʱʮʡ ʤʣʩʸʩʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʭʣʡ)  .ʺʥʥʮʬ ʬʩʡʥʤʬʥ ʭʩʸʥʮʧ ʭʩʮʥʤʩʦʬ ʭʥʸʢʬ ʤʬʥʬʲ :

  ʤʰʠʨʡ'ʢʡ ʹʮʺʹʤʬ ʯʩʠ .ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱ ʺʠ ʺʥʲʩʡʷʡ ʷʥʣʡʩ ʠʴʥʸʤ
 ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱ ʭʠ  31500 cells/mm  ʭʹʡ ʤʴʥʸʺ ʪʬ ʭʥʹʸʬ ʩʥʹʲ ʠʴʥʸʤ .CSF-G   ʺʲʩʰʮʬ

ʤʫʥʮʰ ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱ ʭʠ ,ʭʩʫʥʡʩʱ   .ʩʣʮ 
ʤʸʥʮʧ )ʤʩʢʸʬʠ( ʸʺʩ ʺʥʹʩʢʸ  ʺʥʩʮʥʮʣʠ ,ʤʧʩʸʴ ʬʥʬʫʬ ʺʥʩʥʹʲʥ ʹʧʸʺʤʬ ʺʥʬʥʬʲ ʸʺʩ ʺʥʹʩʢʸʬ ʺʥʡʥʢʺ :

ʺʺ ,ʸʥʲʡ-( ʺʥʰʥʴʮʱ ʺʩʥʥʲ ,ʭʣ ʵʧʬbronchospasm ʩʣʩʩʮ ʷʥʺʩʰ ʺʹʸʥʣ ʤʸʥʮʧ ʸʺʩ ʺʥʹʩʢʸ ʬʹ ʤʡʥʢʺ .)
ʤʰʠʨʡ'ʢ ʩʥʸʩʲ ʬʹ    ʭʠ ʤʰʠʨʡ'ʢʡ ʹʮʺʹʤʬ ʯʩʠ .ʩʥʸʩʲʤ ʯʺʮ ʩʰʴʬ ʤʴʥʸʺ ʪʬ ʯʺʩʩ ʠʴʥʸʤ .ʭʩʠʺʮ ʬʥʴʩʨʥ

 ʨʡʸʥʱʩʬʥʴ ʺʥʬʩʫʮʤ ʺʥʸʧʠ ʺʥʴʥʸʺʬ ʥʠ ʬʱʷʨʩʦʡʷʬ ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ ʸʡʲʡ ʪʬ ʤʺʩʩʤ80 . 
 
1 . ʺʣʲʥʩʮ ʤʮʬ ʤʴʥʸʺʤ ? 

 ʭʲ ʡʥʬʩʹʡ ʺʰʺʩʰ ʤʰʠʨʡ'ʢ ʯʥʦʩʰʣʸʴ(ʺʩʣʩʠʥʸʨʱ ʤʴʥʸʺ) ʣʩʮʲʤ ,ʩʺʸʥʸʢ ʺʩʰʥʮʸʲ ʯʨʸʱ ʩʬʥʧʡ ʬʥʴʩʨʬ ,
 ,)ʯʥʸʨʱʥʨʱʨʤ ʺʺʧʴʤʬ ʭʩʩʢʸʥʸʩʫ ʥʠ ʭʩʩʺʴʥʸʺ ʭʩʬʥʴʩʨʬ ʣʩʮʲ( ʱʥʸʩʱʬʬʬʥʫʤ ʬʥʴʩʨ ʺʥʲʶʮʠʡ ʥʬʴʥʨʹ  

ʥʣʱ.ʬʱʷʨ 
 

ʺʩʨʩʥʴʸʺ ʤʶʥʡʷ : 
ʢ'ʤʰʠʨʡ  ʤʴʥʸʺ ʠʩʤ ʺʣʢʥʰ .ʭʩʰʱʷʨʤ ʺʶʥʡʷʬ ʺʫʩʩʹʤ ,ʭʩʬʥʣʩʢ 
 

 ʤʬʥʲʴʤ ʯʥʰʢʰʮ 
ʢ'ʤʰʠʨʡ  ʺʸʩʶʲ ʩʣʩ ʬʲ ʺʬʲʥʴʤ ʤʬʩʣʢʥʺʥʡʸʺʤʤ  ʭʩʠʺʤ ʬʹ.   
 
2 ʩʰʴʬ .ʤʹʩ ʮʥʡ ʹ  ʤʴʥʸʺ 

:ʭʠ ʤʴʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ 
- ʩʣʮ ʤʫʥʮʰ )ʭʩʬʩʴʥʸʨʩʥʰ( ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱ ʬ ʤʥʥʹ ʥʠ ʤʫʥʮʰ ʤʸʩʴʱ(-3mmcells/1,500   .) 
-  ʪʬ ʹʩ ʸʡʲʡ ʪʬ ʤʺʩʩʤ ʥʠʬʱʷʨʩʦʡʷʬ ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ  ʨʡʸʥʱʩʬʥʴ ʺʥʬʩʫʮʤ ʺʥʸʧʠ ʺʥʴʥʸʺʬ ʥʠ80  ,

 ʤʠʸ( ʤʴʥʸʺʤ ʬʹ ʭʩʴʱʥʰʤ ʭʩʡʩʫʸʮʤʮ ʣʧʠ ʬʫʬ ʥʠʷʸʴ 6  .)ʺʠ ʬʠʹ ,ʧʥʨʡ ʪʰʩʠ ʭʠ  ʠʴʥʸʤ. 
-   .ʺʥʸʥʮʧ ʣʡʫ ʺʥʩʲʡ ʪʬ ʹʩ 

 
ʺʥʸʤʦʠ  ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ 

ʤʰʠʨʡ'ʢ ʺʥʸʥʮʧ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʤʬʥʬʲ  :ʬʬʥʫ 

•   ʬʹ ʤʫʥʮʰ ʤʮʸ ʺʸʩʴʱ:ʭʩʰʡʬ ʭʣ ʩʠʺ  ʬʹ ʤʫʥʮʰ ʤʮʸ ʺʸʩʴʱʭʣ ʩʠʺ  ʭʩʰʡʬ  ʪʬʤʮʡ ʤʧʩʫʹ
,ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʤ ʥ ʭʩʸʥʮʧ ʭʩʮʥʤʩʦʬ ʭʥʸʢʬ ʤʬʥʬʲʹʬʥʬʲʭʩ  ʬʩʢʡ ʭʩʸʡʢ .ʺʥʥʮʬ ʬʩʡʥʤʬ65   ʤʬʲʮʥ

   .ʥʬʬʤ ʺʥʩʲʡʬ ʸʺʥʩ ʭʩʴʥʹʧ ʺʥʩʤʬ ʭʩʬʥʬʲ 
   :ʠʴʥʸʤ 

-  .ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʪʬʹ ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱ ʺʠ ʺʥʲʩʡʷʡ ʷʥʣʡʩ 



 

2 

-   ʷʩʱʴʤʬ ʥʠ ,ʤʰʠʨʡ'ʢ ʬʡʷʮ ʤʺʠ ʤʡ ʺʥʸʩʣʺʤ ʺʠ ʥʠ ʤʰʠʨʡ'ʢ ʬʹ ʤʰʮʤ ʺʠ ʺʩʧʴʤʬ ʩʥʹʲ
ʩʬʧʩ ʠʥʤʹ ʣʲ ,ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʤ ʺʠ .ʭʩʰʡʬ ʭʣ ʩʠʺ ʷʩʴʱʮ ʪʬ ʹʩʹ ʨ 

-   ʭʹʡ ʤʴʥʸʺ ʪʬ ʭʥʹʸʬ ʩʥʹʲG-CSF ʺʲʩʰʮʡ ʲʩʩʱʺʹ  ʭʩʫʥʡʩʱ ʭʠ  ʭʣʤ ʩʠʺ ʺʸʩʴʱ
.ʩʣʮ ʤʫʥʮʰ ʭʩʰʡʬʤ 

ʮ ʠʴʥʸʬ ʸʴʱʩʩʣ  ʭʥʤʩʦ ʬʹ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʪʬ ʹʩ ʭʠ  ʷʸʴ ʤʠʸ("ʩʠʥʥʬ ʺʥʲʴʥʺ") . 
ʧʥʥʣ  ʠʴʥʸʤ .ʤʫʥʮʰ ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱʹ ʯʮʦʡ ʥʤʹʬʫ ʬʥʹʬʹ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬʯʺʩʩ   ʬʥʴʩʨ ʪʬ

.ʪʸʥʶʤ ʩʴ ʬʲ 
• ʸʥʮʧ )ʤʩʢʸʬʠ( ʸʺʩ ʺʥʹʩʢʸ ʬʹ ʺʥʡʥʢʺ:ʤ   ʤʸʥʮʧ ʸʺʩ ʺʥʹʩʢʸ ʬʹ ʺʥʡʥʢʺ  ʪʥʺ ʹʧʸʺʤʬ ʺʥʬʥʬʲ

 ʺʬʩʧʺʮ ʺʥʷʣ ʸʴʱʮʩʥʸʩʲʤ ʺʬʡʷ ʬʹ ʤʰʠʨʡ'ʢ, ʠʴʥʸʤ ʬʲ .ʩʰʹʤ ʥʠ ʯʥʹʠʸʤ ʬʥʴʩʨʡ ʣʧʥʩʮʡ   ʭʥʹʸʬ
 ʬʫ ʩʰʴʬ ʺʥʴʥʸʺ ʪʬʩʥʸʩʲʺʥʸʥʮʧ ʤʩʢʸʬʠ ʺʥʡʥʢʺ ʲʥʰʮʬ ʸʥʦʲʬ ʺʰʮ ʬʲ , .ʤʰʴ ʮ ʺʥʧʠʬ ʥʠ ʠʴʥʸʬʩ ʣʩ

 ʷʸʴ ʤʠʸ( ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ ʬʹ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʪʬ ʹʩ ʭʠ"ʩʠʥʥʬ ʺʥʲʴʥʺ" )ʪʬʤʮʡ   ʩʸʧʠ ʥʠ
 ʺʬʡʷʩʥʸʩʲʤ  .ʤʰʠʨʡ'ʢ ʬʹ 

• ( ʩʲʮʡʥ ʤʡʩʷʡ ʺʥʸʥʮʧ ʺʥʩʲʡgastrointestinal)  : 
-   .ʺʥʥʮʬ ʬʩʡʥʤʬ ʭʩʬʥʬʲʤ ,ʭʩʸʥʮʧ ʭʩʬʥʹʬʹʥ ʺʥʠʷʤʬ ʭʥʸʢʬ ʤʬʥʬʲ ʤʰʠʨʡ'ʢ ʬʥʴʩʨʡ

ʤʰʠʨʡ'ʢʡ ʳʥʢ ʩʬʦʥʰ ʩʣʮ ʸʺʥʩ ʬʹ ʣʥʡʩʠʬ ʭʥʸʢʬ ʭʩʬʥʬʲ ʭʩʸʥʮʧ ʭʩʬʥʹʬʹʥ ʺʥʠʷʤ ,
 ʥʠ ,)ʺʥʹʡʩʩʺʤ(ʬʹ   ʭʩʧʬʮʥʢʡʳ   .ʤʦ ʡʶʮʮ ʤʠʶʥʺʫ ʺʥʥʮ ʬʹ ʭʩʸʷʮ ʥʧʥʥʣ .)ʭʩʨʩʬʥʸʨʷʬʠ(

 ʯʫʺʩʩʹ ʷʷʣʦʺ ,ʪʸʥʶʤ ʩʴʬ ,ʪʬ ʭʥʹʸʩ ʠʴʥʸʤ .ʬʥʴʩʨ ʺʬʡʷ ʪʸʥʶʬ ʭʩʬʥʧʤ ʺʩʡʬ ʺʹʢʬ
 .ʭʩʬʥʹʬʹʡʥ ʺʥʠʷʤʡ ʬʥʴʩʨʬ ʥʠ ʤʲʩʰʮʬ ʤʴʥʸʺ ʠʴʥʸʬ ʸʴʱʣʩʩʮ ʭʠ   ʥʠ ʺʥʠʷʤ ʧʺʴʮ ʤʺʠ

 .ʭʩʸʴʺʹʮ ʭʰʩʠ ʥʠ ʭʩʸʩʮʧʮ ʪʬʹ ʭʩʰʩʮʱʺʤ ʭʠ ʥʠ ,ʬʥʹʬʹ 
-  ʭʥʮʩʣʥ ʺʷʬʣ ,ʭʩʩʲʮ ʺʮʩʱʧ ,ʩʲʮʡ ʥʠ ʤʡʩʷʡ ʤʴʩʬʣʬ ʭʥʸʢʬ ʤʬʥʬʲ ʤʰʠʨʡ'ʢ   ʥʠ ʤʡʩʷʡ

ʩʲʮʡ,   .ʺʥʥʮʬ ʬʩʡʥʤʬ ʬʥʬʲʹ ʤʮ 
 ʺʥʬʲʬ ʬʥʬʲ ʪʫʬ ʯʥʫʩʱʤʤʠʶʥʺʫ  ʮʬʩʢ ,ʤʩʰʴʥʸʨʩʥʰ ʬʴʥʨʮʤ  ʹʥʮʩʹ ,ʭʩʣʩʠʥʸʨʱʡ ʹʥʮʩʹ ,
 ʢʥʱʮ ʺʥʴʥʸʺʡ ʬʩʡʷʮʡNSAID  ʥʠ ʺʥʩʱʨ ʩʣʢʥʰʡ ʬʥʴʩʨ ,)ʭʩʣʩʠʥʸʨʱ ʭʰʩʠʹ ʺʷʬʣ ʩʣʢʥʰ(

 ,ʤʹʩʸʷ ʩʣʢʥʰʥʡ ,ʯʢʠʡ ʺʥʰʸʷʤ ʬʥʴʩʨ ʬʹ ʺʮʣʥʷ ʤʩʸʥʨʱʩʤ ʩʬʲʡ ʭʩʬʴʥʨʮʺʥʩʥʷʡʣʩʤ  ʭʩʡʩʫ ,
  .ʬʥʫʩʲʤ ʺʫʸʲʮʡ ʭʩʮʥʮʩʣʥ 

 ʷʸʴ ʤʠʸ( ʩʲʮʡʥ ʤʡʩʷʡ ʺʥʩʲʡʬ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʧʺʴʮ ʤʺʠ ʭʠ ʠʴʥʸʬ ʸʴʱ"  ʺʥʲʴʥʺ
ʩʠʥʥʬ".)   

•  ʩʠʺʥʩʬʫ ʺʷʩʴʱ: ʬʥʬʲʤ   ʤʠʶʥʺʫ ʤʰʠʨʡ'ʢ ʭʲ ʹʧʸʺʤʬʭʥʤʩʦʮ    ʳʥʢ ʩʬʦʥʰ ʩʣʮ ʸʺʥʩ ʬʹ ʣʥʡʩʠ ,ʸʥʮʧ
ʺʥʴʱʥʰ ʺʥʡʩʱʥ )ʺʥʹʡʩʩʺʤ(, ʥ ʩʴʬ ʬʴʨʩʥ ,ʥʦʤ ʤʩʲʡʬ ʺʥʷʩʣʡ ʪʬ ʪʥʸʲʩ ʠʴʥʸʤ .ʺʥʥʮʬ ʬʩʡʥʤʬ ʬʥʬʲ

 ʤʺʠ ʭʠ ʠʴʥʸʬ ʸʴʱ .ʪʸʥʶʤ ʧʺʴʮ  ʬʹ ʭʩʰʩʮʱʺ ʥʠ ʭʩʰʮʩʱ ʺʥʩʬʫ ʺʷʩʴʱ ʩʠ  ʷʸʴ ʤʠʸ("  ʺʥʲʴʥʺ
ʩʠʥʥʬ" .) 

•  ̋ ʹʡ ʭʣʥ ʯʺʹʤ ʺʩʧʥʴʬʹʡ ʺʷʬʣ:ʯ  ʬʥʬʲ ʭʩʮʩʥʱʮ ʭʩʸʷʮʡ ʪʠ ,ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʡ ʵʥʴʰ ʯʺʹʡ ʭʣ
  ʯʺʹʡ ʭʣʥ ʯʺʹʤ ʺʩʧʥʴʬʹʡ ʺʷʬʣ ʧʺʴʬ ʭʩʬʥʬʲ ʸʡʲʡ ʯʢʠʡ ʺʥʰʸʷʤ ʥʸʡʲʹ ʭʩʹʰʠ .ʸʥʮʧ ʺʥʩʤʬ

ʭʩʸʥʮʧ, ʲʴʥʺ ʷʥʣʡʩ ʠʴʥʸʤ .ʧʥʺʩʰ ʥʠ ʩʠʥʴʸ ʬʥʴʩʨʬ ʦʥʴʹʠ ʺʹʸʥʣʤ ʤʣʩʮʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʥʬʠ ʺʥ
  ʺʷʬʣ ʧʺʴʺ ʭʠ ʺʥʺʩʮʶʬ ʥʠ ʸʶʷ ʯʮʦʬ ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʤ ʺʠ ʷʩʱʴʤʬ ʩʥʹʲ ʠʴʥʸʤ .ʤʰʠʨʡ'ʢʡ

ʭʩʸʥʮʧ ʭʩʮʥʮʩʣʥ ʯʺʹʤ ʺʩʧʥʴʬʹʡ. ʯʺʹ ʯʺʮ ʺʲʡ ʡʠʫ ʥʠ ʤʡʩʸʶ ,ʯʺʹʡ ʭʣ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬ ʸʴʱ  ,
 .ʯʺʹ ʯʺʮʬ ʳʥʧʣ ʥʠ ʳʥʫʺ ʪʸʥʶ ʥʠ   

• :ʤʮʩʹʰʡ ʥʠ ʺʥʠʩʸʡ ʺʥʩʲʡ   ,ʺʥʠʩʸ ʺʷʬʣ( ʺʥʠʩʸʡ ʺʥʩʲʡʯʩʡ ʤʬʧʮ-ʤʠʩʸʤ ʬʹ ʺʩʺʮʷʸ  ʤʮʩʹʰʡ ʥʠ )
 ʬʥʴʩʨʤ ʩʰʴʬ ʤʠʩʸ ʺʥʬʧʮʡ ʭʩʬʥʧʤ ʭʩʸʡʢ .ʺʥʥʮʬ ʬʩʡʥʤʬ ʺʥʬʥʬʲʥ ,ʤʰʠʨʡ'ʢ ʭʲ ʹʧʸʺʤʬ ʺʥʬʥʬʲ

  .ʤʰʠʨʡ'ʢʡ ʬʥʴʩʨʡ ʤʮʩʹʰʡ ʥʠ ʺʥʠʩʸʡ ʺʥʩʲʡ ʺʥʧʺʴʺʤʬ ʸʺʥʩ ʤʥʡʢ ʯʥʫʩʱʡ ʺʥʩʤʬ ʭʩʬʥʬʲ ,ʤʰʠʨʡ'ʢʡ
ʡ ʪʬ ʪʥʸʲʩ ʠʴʥʸʤ  ʹʣʧ ʯʩʮʱʺ ʧʺʴʮ ʤʺʠ ʭʠ ʣʩʩʮ ʠʴʥʸʬ ʧʥʥʣ .ʪʸʥʶʤ ʩʴʬ ʬʴʨʩʥ ,ʥʦʤ ʤʩʲʡʬ ʺʥʷʩʣ

 ʷʸʴ ʤʠʸ( ʭʩʰʩʮʱʺʤ ʣʧʠ ʸʩʮʧʤ ʭʠ ʥʠ"ʩʠʥʥʬ ʺʥʲʴʥʺ".) 
 

 ʩʰʴʬʬʥʴʩʨʤ  ʡʤʰʠʨʡ'ʢ  ʠʴʥʸʬ ʸʴʱ :ʭʠ 
•  ʬ ʬʲʮ ʪʬʩʢ65 . 

• ʩʤʩ  .ʸʡʲʡ ʺʩʢʸʬʠ ʤʡʥʢʺ ʪʬ ʤʺ 

•  ʪʬ ʹʩ ʺʥʩʲʡʡ ʥʠ ʺʥʩʬʫʡʣʡʫ. 

•  ʪʬ ʹʩʺʥʠʩʸʡ ʺʥʩʲʡ  . 

• ʠʺ ʤʡʩʤ ʺʰʰʫʺʮ ʥʠ ʯʥʩʸʩ .ʯʥʩʸʤʰʠʨʡ'ʢ  ʸʡʥʲʬ ʷʦʰʬ ʭʥʸʢʬ ʤʬʥʫʩ(ʤʬʴʤ) . 
•  ʪʢʥʦ ʺʡʩʸʥʴʩʤʬ ʱʰʫʩʤʬ ʺʬʢʥʱʮ( ʤʩ)ʯʥʩʸ ʪʬʤʮʡ ʭʩʬʩʲʩ ʤʲʩʰʮ ʩʲʶʮʠʡ ʹʮʺʹʤʬ ʭʩʫʩʸʶ ʭʩʸʡʢ .

ʡ ʹʥʮʩʹʤʤʰʠʨʡ'ʢ ʥ  ʪʹʮʡʤʲʡʸʠ  ʬʹ ʤʰʥʸʧʠʤ ʤʰʮʤ ʺʬʡʷ ʸʧʠʬ ʭʩʹʣʥʧʤʰʠʨʡ'ʢ . 
 

 :ʭʩʸʢʡʺʮʥ ʭʩʣʬʩ 
 ʠʬʡ ʹʥʮʩʹʤ ʺʥʬʩʲʩʥ ʺʥʧʩʨʡ ʩʡʢʬ ʲʣʩʮ ʭʩʩʷ ʤʰʠʨʡ'ʢ ʭʩʣʬʩʡ.    

 
 ʡʷʲʮʥ ʺʥʷʩʣʡ: 



 

3 

ʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʤʰʠʨʡ'ʢʭʣʤ ʩʠʺ ʺʸʩʴʱ ʺʠ ʷʥʣʡʬ ʺʰʮ ʬʲ ,ʲʥʡʷ ʯʴʥʠʡ ʭʣ ʺʥʷʩʣʡʬ ʤʰʴʥʺ ʪʬʹ.     
 

ʺʥʩʺʴʥʸʺ ʯʩʡ ʺʥʡʥʢʺ/ʺʥʩʶʷʠʸʨʰʩʠ:     
 ʥʠ ʤʰʥʸʧʠʬ ʺʧʷʬ ʭʠ ʥʠ ʧʷʥʬ ʤʺʠ ʭʠ ʩʥʹʲ  ʤʰʥʦʺ ʩʴʱʥʺʥ ʭʹʸʮ ʠʬʬ ʺʥʴʥʸʺ ʬʬʥʫ ʺʥʸʧʠ ʺʥʴʥʸʺ ʺʧʷʬ   ʥʠ

ʭʩʰʩʮʨʩʥ.ʧʷʥʸʬ ʥʠ ʠʴʥʸʬ ʪʫ ʬʲ ʸʴʱ ,    
ʤʰʠʨʡ'ʢ   ʬʠ .ʺʥʡʸ ʺʥʸʧʠ ʺʥʴʥʸʺ ʭʲ ʤʡʥʢʺ ʸʥʶʩʬ ʤʬʥʫʩʬʡʮ ʤʹʣʧ ʤʴʥʸʺ ʳʠ ʧʷʩʺ .ʯʫ ʩʰʴʬ ʠʴʥʸʤ ʺʠ ʬʥʠʹʬ ʩ

 ʤʦ ʭʠʤ ʪʬ ʸʮʠʩ ʠʴʥʸʤʧʩʨʡ  ʭʲ ʤʹʣʧ ʤʴʥʸʺ ʬʥʨʩʬ ʩʺʥʤʰʠʨʡ'ʢ . 
 :ʧʷʥʬ ʤʺʠ ʭʠ ʣʧʥʩʮʡ ʠʴʥʸʬ ʧʥʥʣʬ ʹʩ 

-  ,ʬʥʦʰʥʷʥʨʷʬʥʦʰʥʷʠʸʨʩʠʬʥʦʠʰʥʷʩʸʥʥ ,  ʬʥʴʩʨʬ(ʡ ʭʥʤʩʦʩʸʨʴʩʺʩ.) 
- ʩʸʬʷʺʯʩʶʩʮʥʸʨ ,ʩʬʺʯʩʶʩʮʥʸ )ʭʩʮʥʤʩʦʡ ʬʥʴʩʨʬ ʺʥʷʩʨʥʩʡʩʨʰʠ(. 
- ʸʩʡʰʩʥʷʠʱ ,ʸʩʡʥʰʨʩʸ ,ʸʩʡʰʩʴʬʰ ,ʸʩʡʠʰʩʣʰʩʠ ,ʸʩʡʰʠʦʠʨʠ  ʡ ʬʥʴʩʨʬ(HIV). 
- )ʯʥʠʫʩʣʡ ʬʥʴʩʨʬ( ʯʥʣʥʦʠʴʰ. 

ʬ ʺʥʩʥʹʲ ʥʬʠ ʺʥʴʥʸʺʤʥʬʲʺ  ʦʥʫʩʸ ʺʠʤʰʠʨʡ'ʢ ʴʡʱʬ  .ʤʮ 
-  )ʺʴʧʹʡ ʬʥʴʩʨʬ( ʯʩʶʩʴʮʴʩʸ– ʬʴʡ ʤʰʠʨʡ'ʢ ʦʥʫʩʸ ʺʠ ʣʩʸʥʤʬ ʤʩʥʹʲʱʤʮ . 

 
ʤʩ ,ʯʥʩʸʤʷʰʤ  ̋ ʥʩʸʥʴʥ 

ʠʬ  .ʭʩʹʰʡ ʤʰʠʨʡ'ʢʡ ʹʥʮʩʹʤ ʺʥʬʩʲʩʥ ʺʥʧʩʨʡ ʩʡʢʬ ʲʣʩʮ ʭʩʩʷ 
ʯʥʩʸʩʤ  ʤʷʰʤʥ 

ʤʰʠʨʡ'ʢ  ʤʬʥʬʲʠʬ ʭʥʸʢʬ ʥʠ ʸʡʥʲʬ ʷʩʦʤʬʥʤʤ ʯʣʡʩ.ʯʥʩʸ  ʲʣʩʮ ʯʩʠ ʩʡʢʬ ʹʥʮʩʹʡʤʰʠʨʡ'ʢ    .ʤʷʰʤʡ 
 

 ̋ ʥʩʸʥʴ 
o  ʭʩʸʡʢʭʲ ʢʥʦ ʺʥʰʡ ʺʥʸʤʬ ʺʬʥʫʩ ʺʥʬʲʡ  ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʩʬʩʲʩ ʤʲʩʰʮ ʩʲʶʮʠʡ ʹʮʺʹʤʬ ʭʩʫʩʸʶ

ʡʤʰʠʨʡ'ʢ ʪʹʮʡʥ ,ʤʲʡʸʠ   ʬʹ ʤʰʥʸʧʠʤ ʤʰʮʤ ʺʬʡʷ ʸʧʠʬ ʭʩʹʣʥʧ ʤʰʠʨʡ'ʢ   . 
o ʡ ʬʥʴʩʨʤʰʠʨʡ'ʢ  ʺʥʩʸʥʴ ʺʥʩʲʡʬ ʭʥʸʢʬ ʬʥʬʲʡ ʭʩʸʡʢʹ ʺʥʬʥʬʲ ʺʬʥʫʩʤ ʬʲ ʲʩʴʹʤʬ ʪʬʹ  ʣʬʩ ʠʩʡʤʬ

ʭʬʥʲʬ .ʠʹʥʰʡ ʺʥʹʹʧ ʪʬ ʹʩ ʭʠ ʠʴʥʸʤ ʭʲ ʧʧʥʹ . 
 

 ʤʢʩʤʰ ̋ ʥʰʥʫʮʡ ʹʥʮʩʹʥ 
 ʯʫʺʩʩʹ ʹʩʢʸʺʡ ʬʥʴʩʨʡ ʺʲʡ ʺʸʥʧʸʧʱ ʥʠ ʺʥʴʩʩʲʤʰʠʨʡ'ʢ  ʭʩʬʫʡ ʹʮʺʹʺ ʬʠʥ ʢʤʰʺ ʬʠ ,ʥʬʠ ʭʩʸʷʮʡ .

 ʣʲ ʺʥʰʥʫʮʥʹʩʢʸʺʹ    .ʸʺʥʩ ʡʥʨ 
 

 ʤʴʥʸʺʤ ʬʹ ʭʩʡʩʫʸʮʤʮ ʷʬʧ ʬʲ ʡʥʹʧ ʲʣʩʮ 
 ʬʹ ʺʥʮʫ ʤʬʩʫʮ ʥʦ ʤʴʥʸʺ573  ʱʮʮ ʬʹ ʯʥʷʥʡʷʡ ʬʫʡ )ʬʥʰʺʠ( ʬʥʤʥʫʬʠ ʢ"ʮ (13% w/w .)  ʬʹ ʤʰʮʡ ʺʥʮʫʤ

ʤʴʥʸʺʤ ʮ ʺʥʧʴʬ ʪʸʲ ʺʥʥʹ-11  ʥʠ ʤʸʩʡ ʬ"ʮ5    .ʺʸʫʩʰ ʤʲʴʹʤ ʬʫ ʯʩʠ ʬʥʤʥʫʬʠ ʬʹ ʥʦ ʤʰʨʷ ʺʥʮʫʬ .ʯʩʩ ʬ"ʮ 
  ʺʠ ʬʨʥʰ ʤʺʠʹ ʩʰʴʬ ʧʷʥʸʤ ʥʠ ʠʴʥʸʤ ʭʲ ʧʧʥʹ ,ʤʩʱʴʬʩʴʠ ʥʠ ʣʡʫ ʺʬʧʮ ʪʬ ʹʩ ,ʬʥʤʥʫʬʠʬ ʸʥʫʮ ʤʺʠ ʭʠ

  .ʤʴʥʸʺʤ 
 
3 ʣʶʩʫ .ʺ ʡ ʹʮʺʹʤʴʥʸʺ ? 
 

 ʹʮʺʹʤʬ ʹʩʠʴʥʸʤ ʺʥʠʸʥʤʬ ʭʠʺʤʡ ʣʩʮʺ ʸʩʹʫʺʡ 
 .ʸʩʹʫʺʡ ʬʥʴʩʨʤ ʯʴʥʠʥ ʯʥʰʩʮʬ ʲʢʥʰʡ ʧʥʨʡ ʪʰʩʠ ʭʠ ʧʷʥʸʤ ʥʠ ʠʴʥʸʤ ʭʲ ʷʥʣʡʬ ʪʩʬʲ 

 
ʢ'ʤʰʠʨʡ ʪʬ ʯʺʰʩʺ ʩʥʸʩʲʡ ʥʤ ʪʥʺʬʥ( ʣʩʸʩʣʩʸʥ ʪʥʺ ʩʥʸʩʲ .)ʬʥʴʩʨʤ ʫ ʪʹʮʩʩ .ʺʧʠ ʤʲʹ   
 

 ʯʥʰʩʮ 
 .ʣʡʬʡ ʠʴʥʸʤ ʩʣʩ ʬʲ ʥʲʡʷʩ ʬʥʴʩʨʤ ʯʴʥʠʥ ʯʥʰʩʮʤʢ'ʤʰʠʨʡ  ʬʫ ʬʬʫ ʪʸʣʡ ʺʰʺʩʰ3  .ʺʥʲʥʡʹ  ʤʦʩʠʡ ʲʡʷʩ ʠʴʥʸʤ

 ʬʡʷʺ ʺʥʸʩʣʺʢ' ʤʰʠʨʡ  . 
ʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʥʩ ʬʫʡ ʤʴʤ ʪʸʣ ʺʧʷʬʰʤ ,ʯʥʦʩʰʣʸʴ ʺʠʸʷʰʤ ʺʴʱʥʰ ʤʴʥʸʺ ʪʬ ʭʥʹʸʩ ʠʴʥʸʤʢ'ʤʰʠʨʡ  .

 ʺʠ ʺʧʷʬ ʩʺʮʥ ʣʶʩʫ ʪʬ ʸʩʡʱʩ ʠʴʥʸʤʯʥʦʩʰʣʸʴ. ʥʹʧ ʺʠ ʧʷʩʺʹ ʡʤ ʯʥʦʩʰʣʸʴ  ʭʠ .ʠʴʥʸʤ ʺʥʩʧʰʤ ʩʴʬ ʷʥʩʣʡ
 ʺʧʷʬ ʺʧʫʹ ʯʥʦʩʰʣʸʴ  .ʺʥʧʠʬ ʥʠ ʠʴʥʸʬ ʧʥʥʣ ,ʯʥʫʰʤ ʯʮʦʡ ʥʺʥʠ ʺʧʷʬ ʠʬʹ ʥʠ 

 ʬʹ ʩʥʸʩʲ ʺʬʡʷ ʬʫ ʩʰʴʬʢ'ʤʰʠʨʡ ʠʥʥʬʤ ʺʥʲʴʥʺʡ ʬʥʴʩʨʬ ʥʠ ʤʲʩʰʮʬ ʺʥʴʱʥʰ ʺʥʴʥʸʺ ʬʡʷʬ ʩʥʹʲ ʤʺʠʩ ,
 ʺʥʬʬʥʫʤ ,ʣʩʠʥʸʨʱʥʷʩʨʸʥʷ ,ʯʩʮʨʱʩʤʩʨʰʠ2H  .ʨʱʩʰʥʢʨʰʠ 

 
ʺʶʬʮʥʮʤ ʤʰʮʤ ʬʲ ʸʥʡʲʬ ʯʩʠ . 

  .ʠʴʥʸʤ ʩʣʩ ʬʲ ʵʬʮʥʤʹ ʩʴʫ ʬʥʴʩʨʡ ʣʩʮʺʤʬ ʹʩ 
 

ʣʡ !ʪʹʥʧʡ ʺʥפʥʸʺ ʬʥʨʩʬ ʯʩʠʥ ʤʰʮʤʥ ʺʩʥʥʺʤ ʷ ʭʲפ ʬʫʡ ʤʹʩ ʧʷʥʬ ʪʰʤ ʭʠ ʭʩʩפʷʹʮ ʡʫʸʤ .ʤפʥʸʺʩ  ʪʰ
ʭʤʬ ʷʥʷʦ. 
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ʠʴʥʸʡ ʵʲʥʥʩʤ ,ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʲʢʥʰʡ ʺʥʴʱʥʰ ʺʥʬʠʹ ʪʬ ʹʩ ʭʠ ʥʠ ʧʷʥʸʡ  . 
 
4.   ʩʠʥʥʬ ʺʥʲʴʥʺ 

ʫ ʥʮʤʴʥʸʺ ʬʫʡ  , ʹʥʮʩʹʤʡʤʰʠʨʡ'ʢ  ʬʥʬʲʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʺ ʬʠ .ʭʩʹʮʺʹʮʤʮ ʷʬʧʡ  ʠʸʷʮʬ ʬʤʡʩ
.ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʮʩʹʸ ʩʯʫʺʩ ʹ ʠʬ ʳʠʮ ʬʥʡʱʺ.ʯʤʮ ʺʧʠ    

 
ʤʰʠʨʡ'ʢ ʴʥʺʬ ʭʥʸʢʬ ʤʬʥʬʲ ̡ :ʺʥʬʬʥʫʤ ʺʥʸʥʮʧ ʩʠʥʥʬ ʺʥ 

•  ʤʫʥʮʰ ʭʩʰʡʬ ʭʣ ʩʠʺ ʺʸʩʴʱ ʲʣʩʮ ʤʠʸ()"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ"ʥ ʯʥʬʲʤ ʺʬʩʧʺʡ. 
 ʠʴʥʸʬ ʤʰʴʩʮʩʣ ʪʬ ʹʩ ʭʠ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʥʨʴʮʩʱ(ʭʩʮ  ) ʭʩʠʡʤ ʬʹ ʭʥʤʩʦ ʢʡ ʬʥʴʩʨʤ ʪʬʤʮʡ' :ʤʰʠʨʡ 

o ʭʥʧ  –  ʣʥʣʮʬ ʪʩʬʲʡ ʬʥʴʩʨʤ ʪʬʤʮʡ ʺʥʡʥʸʷ ʭʩʺʩʲʬ ʭʥʧʤʰʠʨʡ'ʢ  . 
o  ʬʥʲʩʹ 
o  ʯʺʹ ʯʺʮʡ ʤʡʩʸʶ 
o ʭʩʸʩʸʹ ʩʡʠʫ 

 ʬʥʴʩʨ ʪʬ ʯʺʩʩ ʠʴʥʸʤ .ʤʫʥʮʰ ʪʬʹ ʭʩʰʡʬʤ ʭʣʤ ʩʠʺ ʺʸʩʴʱʹ ʯʮʦʡ ʥʤʹʬʫ ʬʥʹʬʹ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬ ʧʥʥʣ
.ʪʸʥʶʤ ʩʴ ʬʲ 

• ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ   ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ"ʥ ʯʥʬʲʤ ʺʬʩʧʺʡ ʲʣʩʮ ʤʠʸ()"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ . 
 ʤʰʴ ʣʩʩʮ  ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ ʬʹ ʭʩʠʡʤ )ʭʩʮʥʨʴʮʩʱ( ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʪʬ ʹʩ ʭʠ ʺʥʧʠʬ ʥʠ ʠʴʥʸʬ

ʮ ʥʠ ʪʬʤʮʡʩ ʬʹ ʩʥʸʩʲ ʺʬʡʷ ʩʸʧʠ ʣʩʤʰʠʨʡ'ʢ : 
o  ʣʥʸʩʢ ʥʠ ʤʧʩʸʴ 
o  ʥʠ ʺʸʥʧʸʧʱ ʺʹʢʸʤ ʯʥʴʬʩʲ 
o  ʯʥʸʢʡ ʥʠ ʤʦʧʡ ʵʧʬ 
o ʸʥʲʡ ʺʥʩʮʥʮʣʠ 
o  ʤʮʩʹʰʡ ʭʩʩʹʷ 
o  ʭʩʰʴʡ ʺʥʧʩʴʰ 

• ( ʩʲʮʡʥ ʤʡʩʷʡ ʺʥʸʥʮʧ ʺʥʩʲʡgastrointestinal) )"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ" ʤʠʸ(: 
o ʭʩʸʥʮʧ ʭʩʬʥʹʬʹʥ ʺʥʠʷʤ ʹʬʥʬʲʭʩ ʺʥʥʮʬ ʬʩʡʥʤʬ 

 ʸʴʱ ʣʩʩʮʭʠ ʠʴʥʸʬ   ʭʰʩʠ ʥʠ ʭʩʸʩʮʧʮ ʪʬʹ ʭʩʰʩʮʱʺʤ ʭʠ ʥʠ ,ʬʥʹʬʹ ʥʠ ʺʥʠʷʤ ʧʺʴʮ ʤʺʠ
 .ʭʩʸʴʺʹʮ 

o   .ʺʥʥʮʬ ʬʩʡʥʤʬ ʬʥʬʲʹ ʤʮ .ʩʲʮʡ ʥʠ ʤʡʩʷʡ ʭʥʮʩʣʥ ,ʺʷʬʣ ,ʭʩʩʲʮ ʺʮʩʱʧ ,ʩʲʮʡ ʥʠ ʤʡʩʷʡ ʤʴʩʬʣ 
 :ʭʩʠʡʤ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʧʺʴʮ ʤʺʠ ʭʠ ʠʴʥʸʬ ʸʴʱ 

- ʯʨʡʤ ʸʥʦʠʡ ʭʩʸʥʮʧ ʭʩʡʠʫ 
-  ̋ ʥʸʩʶʲ 
-  ʭʥʧ 
-  .ʤʠʥʶʤ ʲʡʶʡ ʭʩʩʥʰʩʹ ʥʠ ʤʠʥʶʡ ʭʣ 

• ʺʥʩʬʫ ʺʷʩʴʱ ʩʠ  ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ" ʤʠʸ()"ʤʴʥʸʺʡ: 
 ʭʠ ʠʴʥʸʬ ʸʴʱʤ ʺʠ ʧʺʴʮ ʤʺʠ :ʭʩʠʡʤ ʭʩʰʩʮʱʺʤ ʥʠ ʭʩʰʮʩʱ 

-  ʭʩʰʴʡ ʺʥʧʩʴʰ r ʥʢʡ ʥʠ 
- ʢʤʹ ʯʺʹʤ ʺʥʮʫʡ ʤʣʩʸʩʥʭʥʩ ʬʫ ʪʹʮʡ ʸʶʩʩʮ ʳ 
-  ʯʺʹʡ ʭʣ 

•  .ʯʺʹʡ ʭʣʥ ʯʺʹʤ ʺʩʧʥʴʬʹʡ ʺʷʬʣ)"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ" ʤʠʸ(.  ʠʴʥʸʬ ʸʴʱ
  ʺʲʡ ʡʠʫ ʥʠ ʤʡʩʸʶ ,ʯʺʹʡ ʭʣ ʪʬ ʹʩ ʭʠ .ʯʺʹ ʯʺʮʬ ʳʥʧʣ ʥʠ ʳʥʫʺ ʪʸʥʶ ʥʠ ,ʯʺʹ ʯʺʮ 

•  .ʤʮʩʹʰʡ ʥʠ ʺʥʠʩʸʡ ʺʥʩʲʡ)"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ" ʤʠʸ(: 
 ʧʥʥʣ ʣʩʩʮ :ʬʬʥʫ ,ʭʩʰʩʮʱʺʤ ʣʧʠ ʸʩʮʧʤ ʭʠ ʥʠ ʹʣʧ ʯʩʮʱʺ ʧʺʴʮ ʤʺʠ ʭʠ ʠʴʥʸʬ 

-  ʤʮʩʹʰ ʺʥʩʲʡ 
- ʤʮʩʹʰ ʸʶʥʷ 
-  ʤʦʧʡ ʭʩʡʠʫ 
-   ʬʥʲʩʹ 
-   .ʭʥʧ 

 
 ʺʥʲʴʥʺʤ ʩʠʥʥʬʤ ̋ ʥʧʩʫʹ ʸʺʥʩʡ  ʲʩʴʥʤʬ ʺʥʬʥʬʲ( ʮ ʸʺʥʩʡ-1  ʪʥʺʮ10 ʭʩʹʰʠ):   
o  ʺʸʩʴʱʩʠʺ ʮʥʣʠ ʭʣ ʭʩ  ʡʶʮ .)ʤʩʮʰʠ( ʤʫʥʮʰ ʤʦʢʡ ʬʥʴʩʨʡ ʧʩʫʹ'ʬ ʬʥʬʲ ʪʠ ,ʤʰʠʨʡʬ ʭʩʺʩʲ ʺʥʩʤ  ʭʢ

 ʷʥʣʡʩ ʠʴʥʸʤ .ʸʥʮʧʺʥʲʩʡʷʡ ʪʬ   ʺʸʩʴʱ ʺʠʩʠʺ ʮʥʣʠʤ ʭʣʤʭʩ ʸʶʥʷ ʭʩʬʬʥʫ ʤʩʮʰʠ ʬʹ ʭʩʰʩʮʱʺ .
 .ʺʥʴʩʩʲʥ ʤʮʩʹʰ 

o   ʡʶʮ .ʤʫʥʮʰ ʭʣ ʺʥʩʱʨ ʺʸʩʴʱ ʤʦʢʡ ʬʥʴʩʨʡ ʧʩʫʹ'ʬ ʬʥʬʲ ʪʠ ,ʤʰʠʨʡʬ ʭʩʺʩʲ ʺʥʩʤ ʭʢ  ʧʥʥʣ .ʸʥʮʧ
  .ʭʩʬʩʢʸ ʠʬ ʭʩʮʥʮʩʣ ʥʠ ʺʥʸʥʡʧ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬ 

o ʬʥʹʬʹ 
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o  ʤʬʩʧʡ 
o  ̋ ʥʴʩʩʲ 
o  ʤʹʬʥʧ 
o  ʤʠʷʤ 
o  ̋ ʥʸʩʶʲ 
o ʺʡ ʤʣʩʸʩʩʯʥʡʠ 
o ʡʢ ʡʠʫ 
o ʯʨʡ ʡʠʫ 

 
 ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺ( ̋ ʥʬʥʬʲ   ʣʲʡ ʲʩʴʥʤʬ1   ʪʥʺʮ10  )ʭʩʹʰʠ  : 

o )ʸʩʣʱ ʩʺʬʡ ʥʠ ʸʩʤʮ ʡʬ ʡʶʷ( ʡʶʷ ʺʲʸʴʤ 
o ʩʩʹʷ  )ʤʩʱʴʴʱʩʣ( ʬʥʫʩʲ 
o  ̋ ʩʴʷʩʤ ʺʷʶʡ 
o  ̋ ʥʹʡʩʩʺʤ 
o )ʤʩʢʬʸʺʸʠ( ʭʩʷʸʴʮ ʩʡʠʫ 
o  ʭʩʸʩʸʹ ʺʥʺʩʥʥʲ 
o ʺʩʴʷʩʤ ʤʩʺʴʥʸʩʥʰ 
o )ʤʩʦʥʠʢʱʩʣ( ʭʲʨʤ ʹʥʧʡ ʩʥʰʩʹ 
o  ́ ʠʸ ʡʠʫ 
o  ʸʲʩʹ ʺʸʩʹʰ( ʺʥʧʸʷʺʤ)ʧʥʥʨ ʺʸʶʷ 
o ʺʺ-  ʭʣ ʵʧʬ 

 
 ʭʠ ʭʠ ,ʩʠʥʥʬ ʺʲʴʥʺ ʤʲʩʴʥʤ  ʠʬʹ ʩʠʥʥʬ ʺʲʴʥʺʮ ʬʡʥʱ ʤʺʠ ʭʠ ʥʠ ,ʤʸʩʮʧʮ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺʧʠ

ʤʰʩʥʶ  .ʠʴʥʸʤ ʭʲ ʵʲʩʩʺʤʬ ʪʩʬʲ ,ʯʥʬʲʡ 
 

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

ʩʠʥʥʬ ʺʥʲʴʥʺ, ʲ ʥʠ"ʸʥʹʩʷʬ ʤʱʩʰʫ ʩ: https://sideeffects.health.gov.il 
 
5. ʪʩʠ  ʯʱʧʠʬʤʴʥʸʺʤ ʺʠ ?   

  ʭʩʣʬʩ ʬʹ ʭʺʩʩʠʸ ʧʥʥʨʥ ʭʣʩ ʢʹʩʤʬ ʵʥʧʮ ʸʥʢʱ ʭʥʷʮʡ ʸʥʮʹʬ ʹʩ ʺʸʧʠ ʤʴʥʸʺ ʬʫʥ ʥʦ ʤʴʥʸʺ !ʤʬʲʸʤ ʲʰʮ
  .ʠʴʥʸʤʮ ʺʹʸʥʴʮ ʤʠʸʥʤ ʠʬʬ ʤʠʷʤʬ ʭʥʸʢʺ ʬʠ .ʤʬʲʸʤ ʲʰʮʺ ʪʫ ʩʣʩ ʬʲʥ ʺʥʷʥʰʩʺ ʥʠ/ʥ 

( ʤʢʥʴʺʤ ʪʩʸʠʺ ʩʸʧʠ ʤʴʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠexp. dateʴʥʮʤ )ʩʲ   ʱʧʩʩʺʮ ʤʢʥʴʺʤ ʪʩʸʠʺ .ʤʦʩʸʠʤ ʩʡʢ ʬʲ
  .ʹʣʥʧʤ ʥʺʥʠ ʬʹ ʯʥʸʧʠʤ ʭʥʩʬ 

 
  ʯʥʱʧʠ ʩʠʰʺ 

ʬ ʺʧʺʮ ʤʸʥʨʸʴʮʨʡ ʯʱʧʠʬ ʹʩ- 30C .ʸʸʷʮʡ ʯʱʧʠʬ ʯʩʠ . 
 ʩʡʢʬ ʲʣʩʮʠʴʥʸʬ ʯʥʬʲʡ ʠʶʮʰ ʸʩʹʫʺʤ ʬʥʤʩʮ ʸʧʠʬ ʯʥʱʧʠ ʩʠʥʴʸʤ ʺʥʥʶʬ ʹʥʮʩʹʤ ʺʥʠʸʥʤʡʥ . 

 ʺʬʥʱʴʬ ʥʠ ʭʩʫʴʹʬ ʤʴʥʸʺʤ ʺʠ ʪʩʬʹʤʬ ʯʩʠ  ʤʴʥʸʺʤʮ ʸʨʴʩʤʬ ʹʩ ʣʶʩʫ ʧʷʥʸʤ ʭʲ ʵʲʩʩʺʤ .ʺʩʺʩʡʤ
 .ʤʡʩʡʱʤ ʬʲ ʤʸʩʮʹʬ ʲʩʩʱʩ ʤʦ .)ʣʥʲ ʹʥʮʩʹʡ ʯʰʩʠʹ ʺʥʴʥʸʺ( 

 

6. ʳʱʥʰ ʲʣʩʮ 

 :ʭʢ ʤʬʩʫʮ ʤʴʥʸʺʤ ,ʬʩʲʴʤ ʸʮʥʧʤ ʬʲ ʳʱʥʰ 
polysorbate 80 

 
 :ʱʮʮ 

ethanol 96%, water for Injection. 
 

   :ʤʦʩʸʠʤ ʯʫʥʺ ʤʮʥ ʤʴʥʸʺʤ ʺʩʠʸʰ ʣʶʩʫ 
ʩʬʩʸʨʱ ʩʥʸʩʲʬ ʤʱʩʮʺ ʺʰʫʤʬ ʺʦʫʥʸʮ ʤʱʩʮʺ  .ʱʮʮʥ 

 ʤʱʩʮʺ ʠʩʤ ʺʦʫʥʸʮʤ ʤʱʩʮʺʤ  ,ʺʩʰʮʥʹ ,ʭʩʰʢʥʸʩʴ ʠʬʬ ,ʺʩʬʩʸʨʱ ʡʥʤʶ ʣʲ ʬʥʬʶ ʡʥʤʶ ʲʡʶʡ- .ʭʥʧ 
ʤʬʥʬʶ ʤʱʩʮʺ ʠʥʤ ʱʮʮʤ,  ʲʡʶ ʺʸʱʧ   .ʭʩʰʢʥʸʩʴ ʠʬʬʥ ʺʩʬʩʸʨʱ 

 ʺʩʫʥʫʦ ʯʥʷʥʡʷʡ ʤʬʩʫʮ ʤʦʩʸʠ ʬʫ ́ ʬʩʫʮ1.5  ʺʩʫʥʫʦ ʯʥʷʥʡʷʡʥ ,ʺʦʫʥʸʮ ʤʱʩʮʺ ʬʹ ʬ"ʮʹ ʬʩʫʮ4.5    ʬʹ ʬ"ʮ
  .ʱʮʮ 

 
 ʭʥʹʩʸʤ ʬʲʡ ʯʠʥʡʩʤʥ:ʥʺʡʥʺʫʥ  ,ʮ"ʲʡ ʬʠʸʹʩ ʩʴʥʰʠʱʷʸʥʥʰʩʸʢ ʭʧʺʮ,  .ʣ.ʺ47 ʭʥʷʩ 

http://www.health.gov.il/
https://urldefense.proofpoint.com/v2/url?u=https-3A__sideeffects.health.gov.il&d=DwMGaQ&c=Dbf9zoswcQ-CRvvI7VX5j3HvibIuT3ZiarcKl5qtMPo&r=F84ceBNZNwTeFAUNzKPJkF-v4XF3ZQvTMsngadLFhxk&m=ZCOsxYbShBxWwj_5gYFgV8V8FEFcOjZ6fjIcgfLADig&s=nKrgF3Vppkgn33LYGjp7UTaYezaIg-xN1B4mlogk2Rs&e=
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. 

 
ʰʮʡʥʰʡ ʪʸʲ ʸʡ2023 ʺʥʩʧʰʤʬ ʭʠʺʤʡ ʺʥʠʩʸʡʤ ʣʸʹʮ . 
 

ʯʥʬʲ ʤʦ ʠʬ ʬʬʥʫ ʺʠ ʬʫ ʲʣʩʮʤ ʬʲ ʸʩʹʫʺʤ. ʭʠ ʹʩ ʪʬ ʤʬʠʹ ʩʤʹʬʫ ʥʠ ʪʰʩʠ ʧʥʨʡ ʸʡʣʡ  ʤʮ, ʠʰʠ ʤʰʴ ʠʴʥʸʬ. 
:ʺʥʠʩʸʡʤ ʣʸʹʮʡ ʩʺʫʬʮʮʤ ʺʥʴʥʸʺʤ ʱʷʰʴʡ ʤʴʥʸʺʤ ʭʥʹʩʸ ʸʴʱʮ 1452333286 

 
ʭʹʬ ʺʥʨʹʴʤ ʺʬʷʤʬʥ ʯʥʬʲ ʤʠʩʸʷʤ ʤʦ ʧʱʥʰ ʯʥʹʬʡ ʸʫʦ. ʬʲ ʳʠ ʤʴʥʸʺʤ ,ʺʠʦ ʺʣʲʥʩʮ ʩʰʡʬ ʩʰʹ  .ʭʩʰʩʮʤ 

 

 

 

 

 ʹʥʮʩʹ ʺʥʠʸʥʤ ʩʠʥʴʸʤ ʺʥʥʶʬ  

JEVTANA concentrate and solvent for solution for I.V. infusion 

 

Preparation and Administration 

JEVTANA is a cytotoxic anticancer drug. Follow applicable special handling and 

disposal procedures. If JEVTANA, first diluted solution, or second (final) dilution for 

intravenous infusion should come into contact with the skin or mucous, immediately 

and thoroughly wash with soap and water.   

Do not use PVC infusion containers or polyurethane infusions sets for preparation 

and administration of JEVTANA infusion solution. 

JEVTANA should not be mixed with any other drugs. 

 

Preparation 

Read this entire section carefully before mixing and diluting.  JEVTANA requires two 

dilutions prior to administration.  Follow the preparation instructions provided below, 

as improper preparation may lead to overdose. 

Note:  Both the JEVTANA injection and the diluent vials contain an overfill to 

compensate for liquid loss during preparation.  This overfill ensures that after dilution 

with the entire contents of the accompanying diluent, there is an initial diluted solution 

containing 10 mg/mL JEVTANA. 

Inspect the JEVTANA injection and supplied diluent vials. The JEVTANA injection is 

a clear yellow to brownish-yellow viscous solution.  

Step 1 – first dilution 

Each vial of JEVTANA (cabazitaxel) 60 mg/1.5 mL must first be mixed with the entire 

contents of supplied diluent.  Once reconstituted, the resultant solution contains 10 

mg/mL of JEVTANA. 
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When transferring the diluent, direct the needle onto the inside wall of JEVTANA vial 

and inject slowly to limit foaming.  Remove the syringe and needle and gently mix the 

initial diluted solution by repeated inversions for at least 45 seconds to assure full 

mixing of the drug and diluent. Do not shake. 

Let the solution stand for a few minutes to allow any foam to dissipate, and check 

that the solution is homogeneous and contains no visible particulate matter. It is not 

required that all foam dissipate prior to continuing the preparation process.   

The resulting initial diluted JEVTANA solution (cabazitaxel 10 mg/mL) requires further 

dilution before administration.  The second dilution should be done immediately 

(within 30 minutes) to obtain the final infusion as detailed in Step 2.  

Step 2 – second (final) dilution 

Withdraw the recommended dose from the JEVTANA solution containing 10 mg/mL 

as prepared in Step 1 using a calibrated syringe and further dilute into a sterile 250 

mL PVC-free container of either 0.9% sodium chloride solution or 5% dextrose 

solution for infusion. If a dose greater than 65 mg of JEVTANA is required, use a 

larger volume of the infusion vehicle so that a concentration of 0.26 mg/mL 

JEVTANA is not exceeded. The concentration of the JEVTANA final infusion solution 

should be between 0.10 mg/mL and 0.26 mg/mL.   

Remove the syringe and thoroughly mix the final infusion solution by gently inverting 

the bag or bottle. 

As the final infusion solution is supersaturated, it may crystallize over time.  Do not 

use if this occurs and discard. 

Fully prepared JEVTANA infusion solution (in either 0.9% sodium chloride solution or 

5% dextrose solution) should be used within 8 hours at ambient temperature 

(including the one-hour infusion), or for a total of 24 hours (including the one-hour 

infusion) under the refrigerated conditions. 

Discard any unused portion. 

Administration 

Inspect visually for particulate matter, any crystals and discoloration prior to 

administration. If the JEVTANA first diluted solution or second (final) infusion solution 

is not clear or appears to have precipitation, it should be discarded. 

Use an in-line filter of 0.22 micrometer nominal pore size (also referred to as 0.2 

micrometer) during administration. 

The final JEVTANA infusion solution should be administered intravenously as a one-

hour infusion at room temperature. 


