
 ґ҇ҎҔ   ґҍҚҘҎ   ҋҖҎ   Ҝ҇ҒҙҜ   ҏҋ҉ҙ҇Қ҆   ( ҏҋҚҋқҍҜ  ) ҐқҜ҆ " ҇   -  1986 
҅҃Ҏ҃ ҂Җ҇Қ ҏқҚҐ ҋҖ ҎҔ Ҝҙ҇҇қҐ ҆Җ҇ҚҜ҆ 

 

 ̓ ҊғҋҎҒ҃   Ҍ҇Ҝ - ҋ҅ҋҚ҇  120   Ґ " ҄ 
 ̓ ҙ҃҂   ҜҒҍ҆Ҏ   ̓ ғҋҐҜ   Ҝ҈ҍ҇ҚҐ   ҜҒҍ҆Ҏ   ̓ ғҋҐҜ   ҋ҇ҚҋҔҎ 

ҎҋҍҐ ґ҇ҙ҇҃ҙ҃ Ҏҍ: 
120 ҃҂Ґ҇ҐҋҎ҃ Ҏқ ҄"Ґ (80   Қ҉҂Ҏ Ҏ"Ґ/҄"ҐҚ҇҈҉қ ) 

belimumab 120 mg (80 mg/ml after reconstitution) 

 
 ̓ ҊғҋҎҒ҃   Ҍ҇Ҝ - ҋ҅ҋҚ҇  400   Ґ " ҄ 

 ̓ ҙ҃҂   ҜҒҍ҆Ҏ   ̓ ғҋҐҜ   Ҝ҈ҍ҇ҚҐ   ҜҒҍ҆Ҏ   ̓ ғҋҐҜ   ҋ҇ҚҋҔҎ 
ҎҋҍҐ ґ҇ҙ҇҃ҙ҃ Ҏҍ: 

400 ҃҂Ґ҇ҐҋҎ҃ Ҏқ ҄"Ґ (80   Қ҉҂Ҏ Ҏ"Ґ/҄"ҐҚ҇҈҉қ ) 
belimumab 400 mg (80 mg/ml after reconstitution) 

 

Ғ҄ҚҎ҂҇ ҏҋҎҋҔҖ ҋҜҎ҃҆ ҏҋҚҐ҇҉҆ ҜҐҋқҚҎҋ  ҏҋ  ,ҚҋқҍҜ҃  ҕҋҔғ ҆҂Қ2  -    ҎҔ ҃҇қ҉ Ҕ҅ҋҐ"
҉ ҕҋҔғ҇ "҆Җ҇ҚҜ҆ Ҏқ ҏҋ҃ҋҍҚҐ҆Ґ ҙҎ6 - ."ҕғ҇Ғ Ҕ҅ҋҐ" 

.҆Җ҇ҚҜ҃ қҐҜқҜ ҏҚҊ҃ ҇Җ҇ғ ҅Ҕ ґ҇ҎҔ҆ Ҝ҂ ґ҇ҋҔ҃ ҂Қҙ  ґ҇ҎҔ  ҆҈  ҎҋҍҐ   Ҕ҅ҋҐ  ҋҜҋҘҐҜ  ҎҔ 
҆Җ҇ҚҜ҆ .ҏ҂ қҋ ҌҎ Ҝ҇Ҏ҂қ Ҝ҇Җғ҇Ғ ,҆ҒҖ Ҏ҂  ҂Җ҇Қ҆ ҇҂ Ҏ҂ ҉ҙ҇Қ҆ . 

 ҏ҂ ҇ҎҋҖ҂ ҏ҆Ҏ ҙҋ҈҆Ҏ ҆Ҏ҇ҎҔ ҂ҋ҆ .ҏҋҚ҉҂Ҏ ҆Ҝ҇҂ Қҋ҃ҔҜ Ҏ҂ .ҌҚ҇҃Ҕ ҆ҐқҚҒ ҇҈ ҆Җ҇ҚҜ
 .҆Ґ҇҅ ҋ҂҇ҖҚ҆ ҏ҃ҘҐ ҋҍ ҌҎ ҆҂ҚҒ 

 
1.   Ҏ ?҆Җ҇ҚҜ҆ Ҝ҅Ҕ҇ҋҐ ҆Ґ 

҆ҊғҋҎҒ҃    Ҏҋ҄Ґ  ҏҋҎҖ҇ҊҐ҃  Ҏ҇ҖҋҊ  ҜҖғ҇Ҝҍ  Ҝ҅Ҕ҇ҋҐ5    )ғ҇Җ҇Ҏ(  Ҝ҃҂҈  ҏҔ  ҆ҎҔҐ҇  ҏҋҒқ
ҜҋҜҍҚҔҐ  ҜҋҜҒҐ҅҂  (SLE  )  Ҝ҇ҎҋҔҖ  ҜҐҚ  ҏҔ  ,ҏҋҋҒ҇Ґҋ҂҇Ҋ҇҂  ҏҋҒ҅҄҇ҒҎ  Ҝҋ҃҇ҋ҉  ,҆ҎҋҔҖ

(  ҋҎҋ҅҄  ҇҅  ҂''Ғ҅  ҅҄Ғ  ҏҋҒ҅҄҇Ғ  Ҝ҇҉ҍ҇Ғ  ҎқҐҎ(  ҆Ҏ҉Ґ҆ Ҏқ ҆҆҇҃҄dsDNA  ҏҋҎқҐ ҜҐҚ҇  )
҆ҍ҇ҐҒ (low complement)),  .Ҏҋ҄Қ҆ Ҏ҇ҖҋҊ҆ Ҝ҇ҚҐҎ   

 
  ҃҇Ҏҋқ  ҃҆ҎҋҔפ ғҋҊҋҚפҒ )ғ҇҇פҎ( Ҝ҃҂҈ ҏҔ ҏҋҚ҄҇҃Ґ ҏҋҎ҇פҊҐ  ҃Ҏ҇פҋҊҎ Ҝ҅Ҕ҇ҋҐ ҆ҊғҋҎҒ҃

  .ґ҇ғҋ҉ ҜҍҚҔҐ ҋ҂ҍ҅Ґ ҏҋҎ҇פҋҊ ҏҔ 

 
 ̓ Ҙ҇҃ҙ   ҜҋҊҋ҇ҖҚҜ :   .ҋ҃ҋҊҙҎғ ґ҇ғҋ҉ ҂ҍ҅Ґ 

  ҏҋ҂Ҝ҆ Ҝ҂ ҜҖҙ҇Ҝ )ҏ҇҆ҋ҈҃ ҜҐ҉ҎҒқ ҜҍҚҔҐ҆( ґ҇ғҋ҉҆ ҜҍҚҔҐ ҆҃қ ҆Ҏ҉Ґ ҂ҋ҆ Ҝ҃҂҈
 Қ҃ҋ҂ Ҏҍ  ҃ҊҔҐҍ Ҕ҇҄ҖҎ ҆Ҏ҇ҍҋ ҆Ҏ҉Ґ҆ .ҏҋҚ҃ҋ҂҃ ҆Ҕҋ҄ҖҎ҇ ҜҙҎ҅Ҏ ҜҐҚ҇҄҇ ,ҌҎқ Ҝ҇ҐҙҚ҆҇

 ҋ҂Ҝ ҏҋ҂ҚҙҒ҆ ,ҏҋҒ҃Ҏ ҏ҅ ҋ҂Ҝ Ҏқ ҄҇ғҎ ҆Қ҇қҙ ҂ҋ҆қ ҏҋ҃қ҇҉҇ ҕ҇҄҃B. 

  ҋ҂Ҝ ҚҖғҐ Ҝ҂ ҆Ҝҋ҉ҖҐ ҂ҋ҆ .)ҋқ҇Ғ҂ ҋҎ҂Ғ҇Ҏҙ҇Ғ҇Ґ ґ҅҄҇Ғ( ҃҂Ґ҇ҐҋҎ҃ ҆ҎҋҍҐ ҆ҊғҋҎҒ҃B  
  Ҏқ Ҝ҇ҎҋҔҖ҆ ҜҐҋғ҉ Ҝ҇ҔҘҐ҂҃ ҌҐ҅҃BLyS  ҋ҂ҜҎ Қ҈҇Ҕ҆ ґ҇҃Ҏ҉ ,B   ҚҜ҇ҋ ҃Қ ґҐ҈ Ҝ҇ҋ҉Ҏ

 .Ҝ҃҂҈ ҏҔ ҏҋқҒ҂҃ Ҝ҇҆҇҃҄ Ҝ҇ҐҚ҃ ҂ҘҐҒ҇ 



.Ҝ҃҂҈Ҏ ҌҎқ Ҏҋ҄Қ҆ Ҏ҇ҖҋҊҎ ҕғ҇Ғ҃ ҆ҊғҋҎҒ҃ Ҏ҃ҙҜ ҆Ҝ҂ 
 
2  .  ҋҒҖҎ ̓ ̓ Җ҇ҚҜ҃ қ҇Ґҋқ 
 

 :ҏ҂ ҆Җ҇ҚҜ҃ қҐҜқ҆Ҏ ґҋ҂ 
∙   ҆Ҝ҂қҋ҄Қ  ( ҋ҄ҚҎ҂)   ̓ Ґ  ҅҉҂  ҎҍҎ  ҇҂  ҃҂Ґ҇ҐҋҎ҃Ҏ Ґ ҆ҎҋҍҐ  Ққ҂  ҏҋҖғ҇Ғ҆  ҏҋ҃ҋҍҚ

( ҆Җ҇ҚҜ҆ҊҚ҇ҖҐ  ҕҋҔғ҃6 .) 
 ←  ҚҖғ   ҂Җ҇ҚҎ  .ҌҋҎҔ Ҏ҉ ҆Ҏ҂Ґ ҅҉҂қ ҃қ҇҉ ҆Ҝ҂ ҏ҂ 

 
 ̓ Җ҇ҚҜ҃ қ҇ҐҋқҎ Ҝ҇Ҕ҄҇Ғ҆ Ҝ҇҅҉҇ҋҐ Ҝ҇Қ҆҈҂ 

 :ҏ҂ ҂Җ҇ҚҎ ҚҖғ ,҆ҊғҋҎҒ҃҃ Ҏ҇ҖҋҊ҆ ҋҒҖҎ 
∙   Ҕ҄Қҍ ҌҎ қҋ ҏ҇҆ҋ҈    Ҏ҃҇ғ ҆Ҝ҂ ҏ҂ ҇҂ ҌқҐҜҐ ҏ҇҆ҋ҈ ҌҎ қҋ ҏ҂ ҇҂  ҏҋҜҋҔҎ ҏҋҐ҇҆ҋ҈Ґ

Ҝ҇҃҇Қҙ  ҕҋҔғ ҆҂Қ(4) ҏ҂ ҊҋҎ҉ҋ ҂Җ҇Қ҆ . ҚқҖ҂҆ҊғҋҎҒ҃ ҌҎ ҜҜҎ 
∙   ҆Ҝ҂ ґҒҍҜҐ   ґғ҉Ҝ҆Ҏ   ҇҂   ҜҒғ҉Ҝ҆қ ҃- 30    ҜҜҎ ґҋ҂қ ҏҋҒ҇ғҋ҉ ҏҒқҋ .ҏҋҒ҇Қ҉҂҆ ҏҋҐҋ҆

 ҇ҍҎ҆Ґ҃ ҇҂ ҆ҊғҋҎҒ҃҃ Ҏ҇ҖҋҊҎ Ҍ҇Ґғ҃ ҏҜ҇҂ 
∙   Ҝ҃҂҈҆ ̓ ҔҋҖқҐ   ҎҔ   ҜҍҚҔҐ   ҏҋ҃ҘҔ҆   ҌҎқ 
∙ ҆Ҝ҂    Ҏқ  ҂қҒHIV   Ҏқ  Ҝ҇ҍ҇ҐҒ  Ҝ҇ҐҚ  ҌҎ  қҋ  ҏ҂  ҇҂  )ҋқ҇Ғ҂҆  ҋҒ҇ғҋ҉҆  Ҏқҍ҆  ҕҋ҄Ғ(

 ҏҋҒҋҎ҇҃҇Ҏ҄҇Ғ҇Ґҋ҂ 
∙   ҌҎ ҆Ҝҋҋ҆ ҇҂ ҌҎ қҋ  ҄҇ғҐ ҜҋҖҋ҄Ғ ҅҃ҍ ҜҙҎ҅B    ҇҂C 
∙  ҜҚ҃Ҕ ҏҋҚ҃ҋ҂ ҜҎҜқ҆    ҇҂ Ҕ҈҄ ҋ҂Ҝ ҇҂ ҏҘҔ ҉Ґ 
∙  ҌҎ ҆ҋ҆ґҊҚғ . 

 ←  ҚҖғ    ҂Җ҇ҚҎҋ ҏ҂ ҋ.ҌҋҎҔ Ҏ҉ ҆Ҏ҂Ґ ҅҉҂қ ґҍҜ 
 

 ̔ ҋ Ҝ҇҅҃҂Ҝ҆҇ ґ҇҂ҍ 
  Ҝ҇҅҃҂Ҝ҆ Ҝ҇҃ҚҎ Ҝ҇҅҃҂Ҝ҆ Ҝ҇Ғ҇ҋғҋҒ҇  Ҝ҇ҋҒ҅҃҇҂  Ҝ҇҃қ҉Ґ ,ґ҇҂ҍҋ҅  ҎҔ  ҏҋ҉҇҇ҋ҅  ҏҋҐҋҋҙ

҂Җ҇ҚҎ ҚҖғ .҆ҊғҋҎҒ҃ ҏҔ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃    ҏ҂ .҆Ҏ҂ ҏҋ҃ҘҐ Ҏқ ҆ҋҚ҇Ҋғҋ҆ ҌҎ қҋ ҏ҂ ̓ Ҝ҂  
 :҂҇҆қ ґҐ҈ Ҏҍ҃ ҏҋҒҋҐғҜ҃ ҆ҚҐ҉҆ ҇҂ ҏҋқ҅҉ ҏҋҒҋҐғҜ҃ қ҉ 

 ←  .ҏҋҎ҇҉҆ Ҝҋ҃Ҏ ҅ҋҋҐ қ҄ ҇҂ ҂Җ҇ҚҎ ҆ҒҖ 
  қҋқ ҇҂ ҂ҍ҇҅Ґ ҆Ҝ҂ ҏ҂ҋ ,҅҃҂Ҝ҆Ҏ ҇҂ ҌҐҘҔ҃ Ҕ҇҄ҖҎ Ҝ҇҃қ҉Ґ ҌҎҋ  ґҍҜқ  ҆҈қ ҂ҘҐҜ

  ҏ҆Ґ қҙ҃Ҏ Ҏҍ҇Ҝ .҆҈ ґ҇ҎҔ ҂҇ҚҙҎ ҏ҆Ґ қҙ҃Ҏ҇ ҃҇Қҙ Қ҃҉ ҇҂ ҆҉ҖқҐ ҃҇ҚҙҎ ҚҖғҎ ҎҋҔ҇Ґ
 ҇҂ ҉҇Қ҆ ҃ҘҐ҃ ҏҋҋ҇Ғҋқ ҋ҃҄Ҏ ҏҋ҄҂҅҇Ґ ҏ҆ ҏ҂ ҌҎ ҚҐ҇Ҏ҃.ҌҎқ Ҝ҇҄҆ҒҜ҆ 

 
 ҏҋ҃҇қ҉ ҏҋҒҋҐғҜҎ ҃Ҏ ҏҋқ 

  ҜҍҚҔҐ ҎҔ Ҝ҇ҔҋҖқҐ҆ Ҝ҇Җ҇ҚҜ ҏҋҎҊ҇Ғ҆ ҏҋҎҖ҇ҊҐ  ґ҇ҍҋғ҃ Ҝ҇ҋ҆Ҏ ҏҋҎ҇ҎҔ ҏ҆Ҏқ ґ҇ғҋ҉҆
҆Ҏ Қ҃҄҇Ґҋ  ҃Қ ҆ҋҜҖ҇ҎҖҘҒ҂҇ҙҋ҇Ҏ ҋ҇Қҙ҆ Қ҇Ґ҉ Ҍ҂ Қҋ҅Ғ ҋ҉҇Ґ ҏ҇҆ҋ҈҃ ҎҎ҇ҍ ,ҏҋҐ҇҆ҋ҈҃ ҙ҃҅

ҜҐ҅ҙҜҐ Ҝҋ҅ҙ҇Ґ  ((PML – Progressive Multifocal Leukoencephalopathy . 
 ←   ҕҋҔғ҃ "ҋ҉҇Ґ ҏ҇҆ҋ҈Ҏ Қ҃҄҇Ґ ґ҇ҍҋғ" ҎҔ ҂Қҙ ҕғ҇Ғ Ҕ҅ҋҐҎ4   .҆҈ ґ҇ҎҔ҃ 
 

 ҏҋ҅Ҏҋ   ҏҋҚ҄҃ҜҐ҇ 
қ҇ҐҋқҎ Ҝ҅Ҕ҇ҋҐ ҆Ғҋ҂ ҇҈ ҆Җ҇ҚҜ : 

∙   Ҏҋ҄Ҏ Ҝ҉ҜҐ ҏҋ҅Ҏҋ҃5 ҏҋҒқ  ҏҔҜҋҜҍҚҔҐ ҜҋҜҒҐ҅҂ )ғ҇Җ҇Ҏ( Ҝ҃҂҈  (SLE) . 



∙  ҇ ҏҋ҅Ҏҋ҃҃ Ҏҋ҄Ҏ Ҝ҉ҜҐ( ҏҋҚ҄҃ҜҐ18 ҏҔ ))ғ҇Җ҇Ҏ( Ҝ҃҂҈ .҆ҎҋҔҖ ғҋҊҋҚҖҒ 
 

 Ҝ҇ҋҜҖ҇ҚҜ ґҋ҃ Ҝ҇҃҇҄Ҝ/Ҝ҇ҋҘҙ҂ҚҊҒҋ҂ 
 ҏ҂   ̓ Ҝ҂   ҉ҙ҇Ҏ   ҇҂   ҏ҂   Ҝ҉ҙҎ   ̓ Ғ҇Қ҉҂Ҏ   Ҝ҇Җ҇ҚҜ   Ҝ҇Қ҉҂,   ҎҎ҇ҍ   Ҝ҇Җ҇ҚҜ   ҂ҎҎ   ҏқҚҐ   ҋҖғ҇Ҝ҇  

 ̓ Ғ҇҈Ҝ  , ҚҖғ   ҎҔ   Ҍҍ   ҂Җ҇ҚҎ   ҇҂   ҉ҙ҇ҚҎ .    ҎҔ  Ҝ҇ҔҋҖқҐ҆ Ҝ҇Җ҇ҚҜ  ҉ҙ҇Ҏ  ҆Ҝ҂ ҏ҂  ҅҉҇ҋҐ҃
ґ҇ғҋ҉҆  ҜҍҚҔҐ  ҎҎ҇ҍ  ,  ҋ҂Ҝ  ҎҔ  ҆ҔҋҖқҐ҆  ҆Җ҇ҚҜ  ҎҍB    ҇҂  ґҊҚғ҃  Ҏ҇ҖҋҊҎ  ҜқҐқҐ(

 .)Ҝ҇ҋҜҙҎ҅ Ҝ҇Ҏ҉Ґ҃ 
 ← ҆ҊғҋҎҒ҃ ҏҔ ҃҇Ҏҋқ҃ ҇Ҏ҂ҍ Ҝ҇Җ҇ҚҜ҃ қ҇Ґҋқ҆    Ҝ҇ҋ҆Ҏ ґ҇ғҋ҉҆ ҜҍҚҔҐҎ ҏ҇Қ҄Ҏ Ҏ҇ҎҔ

҆Ҏ ґ҇ҍҋғ҆ Ҝ҂ Ҝ҇ҎҔ҆Ҏ Ҏ҇ҎҔ Қ҃҅҆ .҆ҎҋҔҋ Ҝ҇҉Җҋ .Қ҇Ґ҉ ҏ҇҆ҋ҈҃ ҙ҃҅ 
 

 ̓ ҙҒ҆҇ ґ҇ҋҚҋ҆ 
 ҋҔҘҐ҂   ̓ ҔҋҒҐ   ҏҋқҒ҃   Ҝ҇ҋҚ҇Җ҆ Ҏҋ҄҃ 

 ҋқҐҜқ҆   ҋҔҘҐ҂҃   ̓ ҔҋҒҐ   ҎҋҔҋ    ҌҎ҆Ґ҃҇  ҆ҊғҋҎҒ҃҃  Ҏ҇ҖҋҊ҆  ҌҎ҆Ґ҃4    ҏҋқ҅҇҉  Ҝ҇҉ҖҎ
 .҆Ғ҇Қ҉҂҆ ҆ҒҐ҆ Қ҉҂Ҏ 

 ґ҇ҋҚҋ҆ 
 ҌҚ҅҃   ҎҎҍ  , ̓ ҊғҋҎҒ҃   ̓ Ғҋ҂   ҜҘҎҐ҇Ґ   ҏ҂   Ҝ҂   ґ҇ҋҚҋ҆҃ . 

∙  ҋҚҖғ   ҂Җ҇ҚҎ   ҏ҂   Ҝ҂   ґ҇ҋҚҋ҆҃,   .Ҝ҇Қ҆Ҏ ҜҒҒҍҜҐ Ҝ҂ ҏ҂ ҇҂ ґ҇ҋҚҋ҆҃ Ҝ҂қ Ҝ҃қ҇҉ Ҝ҂ ҏ҂
  ҏ҂ ҊҋҎ҉ҋ ҂Җ҇Қ҆ҚқҖ҂  .҆ҊғҋҎҒ҃ ҌҎ ҜҜҎ 

∙  ҏ҂    ҜғҒҍҒ ґ҇ҋҚҋ҆Ҏ   ґҐ҈҃   Ҝ҂қ   ҜҎҖ҇ҊҐ   ̓ ҊғҋҎҒ҃҃,  .҂Җ҇ҚҎ Ҍҍ ҎҔ ҋҚҖғ 
 ̓ ҙҒ҆ 
 ҋҚҖғ   ҂Җ҇ҚҎ   ҏ҂   Ҝ҂   ̓ ҙҋҒҐ.    ҉ҋҒ҆Ҏ Қҋ҃ғ  ҂Җ҇Қ҆ .ҏ҂҆ ҃Ҏ҉Ҏ Қ҇҃ҔҎ ҆Ҏ҇ҍҋ ҆ҊғҋҎҒ҃қ

  ҌҋҋҎҔ ҏ҂҆ ҇҂ ҆ҙҋҒҐ Ҝ҂қ ґҐ҈  ҃҆ҊғҋҎҒ҃  ҃Ҏ҇ҖҋҊ҆ Ҝ҂ ҙҋғҖ҆Ҏ ҌҋҋҎҔ ҏ҂҆ ҌҜҋ҂ ҉҉҇қҋ
.ҙҋҒ҆Ҏ ҙҋғҖ҆Ҏ 

 
 Ҝ҇Ғ҇ҍҐ҃ қ҇Ґҋқ҇ ҆҄ҋ҆Ғ 

  қҐҜқ҆Ҏ  ҇҂  ҄҇҆ҒҎ  ҌҜҎ҇ҍҋ҃  Ҕ҇҄ҖҎ  Ҝ҇Ҏ҇ҎҔ҆  ҋ҂҇҇Ҏ  Ҝ҇ҔҖ҇ҜҎ  ҏ҇Қ҄Ҏ  ҆Ҏ҇ҍҋ  ҆ҊғҋҎҒ҃
 .Ҝ҇Ғ҇ҍҐ҃ 

 
  ҙҎ҉ ҎҔ ҃҇қ҉ Ҕ҅ҋҐ ̓ Җ҇ҚҜ҆ Ҏқ ҏҋ҃ҋҍҚҐ҆Ґ 

 :҆ҊғҋҎҒ҃ ҜҎ҇ҍҜ ҎҔ ҃҇қ҉ Ҕ҅ҋҐ 
҆ҊғҋҎҒ҃  Ґ Ҝ҇҉Җ ҆ҎҋҍҐ-  1  ( ґҚҜҒ Ҏ҇ҐҋҎҋҐ23    ,҆ҒҐҎ )҄"ҐҜ҃қ҉Ғ ҆Җ҇ҚҜ҆ ґҍҎ    ҜҎ҇ҊҒ

.ґҚҜҒ 
 
3.   ?҆Җ҇ҚҜ҃ қҐҜқҜ ҅Ҙҋҍ 

.҂Җ҇Қ҆ Ҝ҇҂Қ҇҆Ҏ ҏ҂Ҝ҆҃ ҅ҋҐҜ ҚҋқҍҜ҃ қҐҜқ҆Ҏ қҋ    ҉ҙ҇Қ҆ ҇҂ ҂Җ҇Қ҆ ҏҔ ҙ҇҅҃Ҏ ҌҋҎҔ
 ґ҇ҒҋҐҎ Ҕ҄҇Ғ҃ ҉҇Ҋ҃ ҌҒҋ҂ ҏ҂.ҚҋқҍҜ҃ Ҏ҇ҖҋҊ҆ ґҖ҇҂҇ 

ҎҔ ҇Ҕ҃ҙҋ Ҏ҇ҖҋҊ҆ ґҖ҇҂҇ ґ҇ҒҋҐ҆ .҅҃Ҏ҃ ҂Җ҇Қ҆ ҋ҅ҋ 
 

  ҌқҐ҃ )ҋ҅ҋҚ҇ Ҍ҇Ҝ ҋ҇ҚҋҔ( ҅ҋҚ҇҇҆ Ҍ҇ҜҎ ҋ҇ҚҋҔ Ҝ҇ҔҘҐ҂҃ ҆ҊғҋҎҒ҃ ҌҎ ҇ҒҜҋ ҂Җ҇Қ ҇҂ Ҝ҇҉҂
 .Ҝ҉҂ ҆Ҕқ 

 ҋҐ҆ ҆Ғҍ҆ Ҝ҇҂Қ҇҆ҕҋҔғ҃ Ҝ҇҂ҘҐҒ ҋ҂҇ҖҚ҆ Ҝ҇҇ҘҎ Ҝ҇҅Ҕ҇ "Instructions for use and 

handling .҆҈ ґ҇ҎҔ ҕ҇ғ҃ ҜҋҎ҄Ғ҂҃ " 



 
  Ҏҋ҄Ґ( ҏҋ҅Ҏҋ҇ ҏҋҚ҄҇҃Ґ5   )҆ҎҔҐ҇ ҏҋҒқ 

 ҂҇҆ ҎҎҍ ҌҚ҅҃ Ҏ҃҇ҙҐ҆ ґ҇ҒҋҐ҆ .ҌҎқ ҕ҇҄҆ ҎҙқҐ ҋҖҎ ҆Ғ҇ҍҒ҆ ҆ҒҐ҆ Ҝ҂ Ҕ҃ҙҋ ҂Җ҇Қ҆10  
 .ҌҖ҇҄ ҎҙқҐҐ )҄"ҙ( ҏҚ҄҇Ҏҋҙ ҎҍҎ ҄"Ґ 

 ҃҇қ ҈҂҇ Ҏ҇ҖҋҊ҆ Ҏқ ґ҇қ҂Қ҆ ҏ҇ҋ҃ ҆ҊғҋҎҒ҃ Ҏ҃ҙҜ ҎҎҍ ҌҚ҅҃14 ҇- 28   .ґҍҐ Қ҉҂Ҏ ҏҋҐҋ
 ҆ҊғҋҎҒ҃ ҌқҐ҆҃ ҜҒҜҋҒ ҎҎҍ ҌҚ҅҃.Ҝ҇Ҕ҇҃қ ҆Ҕ҃Қ҂҃ ҏҔҖ 

 
 ҋ҇ҚҋҔ҆ ҋҒҖҎ Ҝ҇ҒҜҋҒ҆ Ҝ҇Җ҇ҚҜ 

ҋҋ  ҋҒҖҎ  ,ҋ҇ҚҋҔҎ  ґ҆қҎҍ  Ҝ҇҃҇҄Ҝ  Ҝҋ҉Җ҆Ҏ  ҇Қ҈Ҕҋқ  Ҝ҇Җ҇ҚҜ  ҌҎ  ҜҜҎ  ҊҋҎ҉ҋ  ҂Җ҇Қ҆қ  ґҍҜ
  ґҋҐҊғҋ҆ҋҊҒ҂ Ҝ҂ҚҙҒ҆ ҆Җ҇ҚҜ Ҏқ ҄҇ғ Ҏ҇ҎҍҎ Ҝ҇ҋ҇қҔ ҆Ҏ҂ Ҝ҇Җ҇ҚҜ .҆ҊғҋҎҒ҃ Ҏ҃ҙҜқ
  ,ґ҆қҎҍ Ҝ҇҃҇҄Ҝ ҌҎ ҇ҋ҆ҋ ґҍ҂ ҏ҂  ҇,҆҅҇ҐҘ ҆҉҄қ҆  ҃҆ҋ҆Ҝ ҆Ҝ҂ .҆҇҃  ҄ҏ҇҉ ҜҔҋҒҐҎ ҆Җ҇ҚҜ҇

 .҇ҎҖ҇Ҋҋ ґ҆ 
 

 ̓ ҊғҋҎҒ҃҃ Ҏ҇ҖҋҊ҆ ҜҙғҖ҆ 
ҙҋғҖ҆Ҏ ґҋ҂ ,ҌҜ҇҂ҋҚ҃ ҃ҘҐ҃ Қ҇Җҋқ Ҏ҉ ҏ҂ ҏ҄  Ҝ҂    ҏҔ Ҝ҇ҘҔҋҋҜ҆ ҂ҎҎ ҆Җ҇ҚҜ҃ Ҏ҇ҖҋҊ҆

.҂Җ҇Қ҆ 
.҆ҊғҋҎҒ҃ Ҏ҃ҙҎ ҙҋғҖ҆Ҏ ҌҋҎҔ ҏ҂ ҊҋҎ҉ҋ ҂Җ҇Қ҆ 

 ґҋ҂   Қ҇҃ҔҎ   ҎҔ   ̓ ҒҐ҆   ҜҘҎҐ҇Ґ҆ . 
  ҏ҂ ҜҎҊҒ    ҅ҋҋҐ ҆ҒҖ ,҆Җ҇ҚҜ҆ ґҐ ҅Ҏҋ ҔҎ҃ Ҝ҇ҔҊ҃ ҏ҂ ҇҂ ҚҜҋ ҜҒҐ  ґ҇ҋҐ Қ҅҉Ҏ ҇҂ ҂Җ҇ҚҎ

 .ҌҜҋ҂ ҆Җ҇ҚҜ҆ Ҝ҈ҋҚ҂ ҂҃҆҇ ҏҋҎ҇҉ Ҝҋ҃ Ҏқ 
ҎҔ җҎҐ҇҆қ ҋҖҍ Ҏ҇ҖҋҊ҃ ҅ҋҐҜ҆Ҏ қҋ  .҂Җ҇Қ҆ ҋ҅ҋ 

  ҆ҒҐ҆҇  Ҝҋ҇҇Ҝ҆  ҙ҇҅҃  !Ҍқ҇҉҃  Ҝ҇Җ҇ҚҜ  Ҏ҇ҊҋҎ  ґҋ҂ ҏҔҖ  Ҏҍ҃   қ ̓  ҃ҍҚ҆  .҆Җ҇ҚҜ  ҎҊ҇Ғ  ҌҒ
 .ҏ҆Ҏ ҙ҇ҙ҈ ҌҒ҆ ҏ҂ ҏҋҋҖҙқҐ 

  ҇҂ ҂Җ҇Қ҃ җҔ҇҇ҋ҆ ,҆Җ҇ҚҜ҃ қ҇ҐҋқҎ Ҕ҄҇Ғ҃ Ҝ҇Җғ҇Ғ Ҝ҇Ҏ҂қ ҌҎ қҋ ҏ҂ .҉ҙ҇Қ҃ 
 
4  . ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ 

  .ҏҋқҐҜқҐ҆Ґ ҙҎ҉҃ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇ҜҎ ҏ҇Қ҄Ҏ Ҏ҇ҎҔ ҆ҊғҋҎҒ҃҃ қ҇Ґҋқ҆ ,҆Җ҇ҚҜ Ҏҍ҃ ҇Ґҍ
ҋ .ҋ҂҇҇Ҏ҆ Ҝ҇ҔҖ҇Ҝ ҜҐҋқҚ ҂ҚҙҐҎ Ҏ҆҃ҋҜ Ҏ҂ҋ ґҍҜқ ҂Ҏ .ґ҆Ґ Ҝ҉҂ ҕ҂Ґ Ҏ҇҃ғҜ 

 
  Ҝ҇ҋ҄ҚҎ҂ Ҝ҇҃҇҄Ҝ -   ҋ҂҇ҖҚ Ҕ҇ҋғ ҜҎ҃ҙҎ ҅ҋҋҐ ҆ҒҖ 

҆ҊғҋҎҒ҃    Ҝ҇ҔҖ҇Ҝ ҇Ҏ҂ .)ҚҜҋ Ҝ҇қҋ҄Қ( Ҝҋ҄ҚҎ҂ ҆҃҇҄ҜҎ ҇҂ ,ҋ҇ҚҋҔҎ ҆҃҇҄ҜҎ ҏ҇Қ҄Ҏ ҆Ҏ҇ҎҔ
 ҋ҂҇҇Ҏ Ҝ҇҉ҋҍқ ҃ ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ(-  ҅Ҕ1   Ҍ҇ҜҐ10  ҏҋқҒ҂ .) 

  ,Ҝ҇҉ҋҍқ  ґҒҋ҂қ  ҋ҂҇҇Ҏ  Ҝ҇ҔҖ҇Ҝ(  Ҝ҇Қ҇Ґ҉  Ҝ҇ҋ҆Ҏ  Ҝ҇Ҏ҇ҎҔ  ҇Ҏ҂  Ҝ҇ҔҖ҇Ҝ  ҏҋҜҋҔҎ  Ҝ҇Ҏ҇ҎҔ
 ҔҋҖ҇҆Ҏ  ҃-  ҅Ҕ  1    Ҍ҇ҜҐ100   ҏҋқҒ҂Ҝ҇ҒҍғҐ  Ҝ҇ҋ҆Ҏ  Ҝ҇Ҏ҇ҎҔ  ґ҆҇  ,)    ҚҜ҇ҋ  Қҋ҃ғ  .ҏҋҋ҉

  Ҝ҇Ҏ҇ҍҋ ґ҆ ҏҎ҇҂ ,ҋҒқ҆ ҇҂ ґ҇қ҂Қ҆ Ҏ҇ҖҋҊ҆ Ҏқ ҏ҇ҋ҃ ҆Ғқ҉ҚҜҜ ҇Ҏ҂ Ҝ҇Қ҇Ґ҉ Ҝ҇ҔҖ҇Ҝқ
 .Ҍҍ Қ҉҂ ҏҋҐҋ ҚҖғҐ қ҉ҚҜ҆Ҏ҇ ҃ҍҔҜ҆Ҏ 

 

  ҂Җ҇ҚҎ ҅ҋҋҐ ҚҖғ ґ҇ҋҐ Қ҅҉Ҏ ҆ҒҖ ҇҂ ,Ҝ҇҉҂Ҏ ҇҂   ҏ҂ ,҃҇Қҙ҆ ҏҋҎ҇҉  ̓Ҝҋ҃҃ ̓ Ҝ҂    ҅҉҂҃ қ҉
 ̓ Ґ ҏҋҒҋҐғҜ   :ҋ҇ҚҋҔҎ ҆҃҇҄Ҝ ҇҂ Ҝҋ҄ҚҎ҂ ҆҃҇҄Ҝ Ҏқ ҏҋ҂҃҆ 

∙  ґ҇қҎ҆ ҇҂ ҆Җ҆ ,ҏҋҋҜҖқ҆ ,ҏҋҒҖ҆ Ҏқ Ҝ҇҉ҋҖҒ 
∙  ̓ ҐҋқҒ ҚҘ҇ҙ ҇҂ ҆ҐҋқҒ҃ ҏҋҋқҙ ,҆ҐҋқҒ҃ ҏҋҖ҇ҘҖҘ 
∙ ҆҉ҋҚҖ 



∙  ҜҎҚ҉ ҇҂ Қ҇Ҕ҃ Ҝ҇҅Қ҄Ґ Ҝ҇ҋқ҇қ҃҄ 
Ҝ҇Қ҉҇҂Ґ Ҝ҇҃҇҄Ҝ ,Ҝ҇Қҋ҅Ғ ҏҋҜҋҔҎ  ҆ҊғҋҎҒ҃Ҏ,  Ҝ҇Қ҇Ґ҉ Ҝ҇҉Җ,    Ҝ҇Ҏ҇ҎҔҏ҄    ґҍ  ,қ҉ҚҜ҆Ҏ

  ҎҎҍ ҌҚ҅҃  ,҆Ҏҋ҉  ҃,҆҉ҋҚҖ ґ҇҄ҍ ҏҋҒҋҐғҜ Ҝ҇ҎҎ҇ҍ ґ  ̓.ҋ҇ҚҋҔ  ̓Қ҉҂Ҏ ҏҋҐҋ ҆ҚқҔ ҅Ҕ ҆қҋҐ҉
 .ҏҋҒҖ҆ Ҏқ Ҝ҇҉ҋҖҒ ҇҂ ,қ҂Қ ҋ҃҂ҍ ,ҏҋҚҋҚқ ҋ҃҂ҍ ,Ҝ҇ҖҋҋҔ 

  ҏ҂ ̓ Ҝ҂  ,҇Ҏ҂ ҏҋҒҋҐғҜ ҆҇҇҉  :ҚҜ҇ҋ ҇҂ ҏҋҒҋҐғҜ ҋҒқ ҅҉ҋ ҆҇҇҉ ҆Ҝ҂ ҏ҂ ҅҉҇ҋҐ҃ 
 ←  .Ҝ҇҉҂Ҏ ҇҂ ҂Җ҇ҚҎ ҚҖғ 
 

 ҏҋҐ҇҆ҋ҈ 
҆ҊғҋҎҒ҃  ҆Ҏ ҌҎ ҏ҇Қ҄Ҏ ҆Ҏ҇ҎҔҋ  ҋҍҚ҅  ҃ҏҋҐ҇҆ҋ҈ ҎҎ҇ҍ ,ҚҜ҇ҋ ҆҆҇҃҄ Ҝ҇Қҋ҃ғ  ҃ҏҋҐ҇҆ҋ҈  ҃ҙ҃҅

҆ҐҋқҒ҆҇ ґҜқ҆.  ҏҋ҅Ҏҋ  ҏҋҚҋҔҘ  ҚҜ҇ҋ  ҏҋҎ҇ҎҔ  Ҝ҇ҋ҆Ҏ  ґ҇ҍҋғ҃  Қ҃҄҇Ґ  ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҆Ҏ҂ .
҇ ҅҇҂Ґ Ҝ҇҉ҋҍқ҃ ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ-    Ґ ҚҜ҇ҋ1    Ҍ҇ҜҐ10  ҏҋқҒ҂ҏҋҐ҇҆ҋ҈ .    ҏҋҎ҇ҎҔ ҏҋҐҋ҇ғҐ

 Ҝ҇҇ҐҎ ҏ҇Қ҄Ҏ ҏҋҎ҇ҍҋ҇ ҏҋҚ҇Ґ҉ Ҝ҇ҋ҆Ҏ҃ ҂Ҏ ґҖ҇҂- ҉ҋҍқ. 
 ҏ҂   ̓ Ҝ҂   ̓ ҇҇҉   ̔ ҉҂   ҏҋҒҋҐғҜ҆Ґ   ҏҋ҂҃҆   Ҏқ   ҏ҇҆ҋ҈ : 

∙ ҏ҇҉ Қ҇ҐҚҐҘ ҇҂/҇ ҇ Ҝ 
∙  ̓ ҐҋқҒ Ҝ҇ҋҔ҃ ,Ҏ҇Ҕҋқ 
∙  ̓ ҂ҙ҆ ,Ҏ҇қҎқ 
∙   Ҝқ҇҉Ҝ ґҜқ ґҜҐ ґҐ҈҃ ҆҃ҋҚҘҜ҇Җ҇ҍҜ ҏҋҜҋҔҎ ґҜқ ґҜҐ ; 
∙ .ҌҖ҇҄҃ ҏҋҔҘҖ ҇҂ ҃҂҇ҍ ҇҂ ҏ҇҅҂ ,ҏ҉ Қ҇Ҕ 

 ←  ̓ ҒҖ   ̔ ҋҋҐ   ҂Җ҇ҚҎ   ҇҂   Ҝ҇҉҂Ҏ . 
 
 ̔ ҋ Ҝ҇҅҃҂Ҝ҆҇ ґ҇҂ҍ 

  ҏҔ Ҏ҇ҖҋҊ҆ ҌҎ҆Ґ҃ Ҝ҇҅҃҂Ҝ҆ Ҝ҇Ғ҇ҋғҋҒ҇ ,Ҝ҇ҋҒ҅҃҇҂ Ҝ҇҃қ҉Ґ ,ґ҇҂ҍҋ҅ ҎҔ ҏҋ҉҇҇ҋ҅ ҏҋҐҋҋҙ
҅ .҆ҊғҋҎҒ҃ҋ  ґ҇҂ҍ  Ҏ҇ҎҔ҃ ҔҋҖ҇҆Ҏ-    ҅Ҕ1    Ҍ҇ҜҐ10  ҏҋқҒ҂  Ҝ҇Ғ҇ҋғҋҒ҇ Ҝ҇ҋҒ҅҃҇҂ Ҝ҇҃қ҉Ґ ,
  Ҝ҇҅҃҂Ҝ҆  ҏҋҎ҇ҎҔ҃ ҔҋҖ҇҆Ҏ-    ҅Ҕ1    Ҍ҇ҜҐ100  ҏҋқҒ҂  Ҝ҇҃қ҉Ґ ҌҎ қҋ ,҂ҍ҇҅Ґ ҆Ҝ҂ ҏ҂ .

  ҌҜқ҄Қ҆қ  ґҋ҉҃Ґ҇  ҂ҍ҇҅Ґ  ҆Ҝ҂  ҏ҂  ҇҂  ,Ҝ҇Қ҉҂  Ҝ҇҅ҋҚҊҐ  Ҝ҇҃қ҉Ґ  ҇҂  ҌҐҘҔ҃  Ҕ҇҄ҖҎ
 ҇҂ ҆ҚҋҐ҉Ґ ҆Ҝ҂қ :ҏҋқ҅҉ ҏҋҒҋҐғҜ ҉ҜҖҐ 

 ←  .ҏҋҎ҇҉҆ Ҝҋ҃Ҏ ҅ҋҋҐ қ҄ ҇҂ ҂Җ҇ҚҎ ҆ҒҖ 
 

 :ҋ҉҇Ґ ҏ҇҆ҋ҈Ҏ Қ҃҄҇Ґ ґ҇ҍҋғ 
  Қ҃҄҇Ґ ґ҇ҍҋғ  ҃ҌҜ҇҂ ҏҋқҎ Ҝ҇Ҏ҇ҎҔ ,҆ҊғҋҎҒ  ҃ґ҇҄ҍ ,ґ҇ғҋ҉  ̓ҜҍҚҔҐ Ҝ҂ Ҝ҇қҋҎ҉Ґ  ̓Ҝ҇Җ҇ҚҜ

҆Ҏҋ  Ҝҋ҅ҙ҇Ґ ҃Қ ҆ҋҜҖ҇ҎҖҘҒ҂҇ҙҋ҇Ҏ ҋ҇Қҙ҆ ҏҋҋ҉ ґҍғҐ҇ Қ҇Ґ҉ Ҍ҂ Қҋ҅Ғ  ҋ҉҇Ґ ҏ҇҆ҋ҈҃ ҙ҃҅
ҜҐ҅ҙҜҐ PML - Progressive Multifocal Leukoencephalopathy) .) 
 ҏҋҒҋҐғҜ ҆ҋҜҖ҇ҎҖҘҒ҂҇ҙҋ҇Ҏ Ҏқ  ҜҐ҅ҙҜҐ Ҝҋ҅ҙ҇Ґ ҃Қ ҏҋҎҎ҇ҍ: 

∙  ґ҇Қҍҋ҈ ґ҅҃҇҂ 
∙  ҃ ҇қ҉Ҏ ҋқ҇ҙ 
∙ ҜҍҎҎ ҇҂ Қ҃҅Ҏ ҋқ҇ҙ 
∙ ҋ҂Қ ґ҅҃҇҂ҋ ̓ 

 ←  ̔ ҋҋҐ ҂Җ҇ҚҎ ҚҖғ    ҏ҂ ̓ Ҝ҂   ҎҔҐ ҇ҍқҐҒқ Ҝ҇Ґ҇҅ Ҝ҇ҋҔ҃ ҇҂ ,҇Ҏ҂ ҏҋҒҋҐғҜҐ ҅҉҂ ҆҇҇҉
.ҏҋҐҋ ҚҖғҐҎ 

 ҏ҂ :҆ҊғҋҎҒ҃ ҏҔ Ҏ҇ҖҋҊ҆ ҜҎҋ҉Ҝ ҋҒҖҎ ҇Ҏ҂ ҏҋҒҋҐғҜ Ҝҋ҇҇҉ Қ҃ҍ 
 ←   ҂Җ҇ҚҎ ҅ҋҋҐ ҚҖғ ҏ҂҆Ҝ҂  .҆Ҏ҂ ҏҋҒҋҐғҜ҃ ҏ҆қҎҍ ҏҋҋ҇Ғҋқ҃ ґҋ҉҃Ґ 
 



 :Ҝ҇Җғ҇Ғ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ 
 Ҝ҇ҔҖ҇Ҝ   ҋ҂҇҇Ҏ   Ҝ҇҉ҋҍқ   ̔ ҇҂Ґ   

 ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ ҆Ҏ҂ ҃-   Ґ ҚҜ҇ҋ  1   Ҍ҇ҜҐ  10   :ҏҋқҒ҂ 
∙  )ҎҋҔҎ "ҏҋҐ҇҆ҋ҈" ҆ҙғҖ ҆҂Қ( ҏҋҋҙ҅ҋҋ҉ ҏҋҐ҇҆ҋ҈ 
 

 Ҝ҇ҔҖ҇Ҝ   ҋ҂҇҇Ҏ   Ҝ҇҉ҋҍқ   
 ҔҋҖ҇҆Ҏ Ҝ҇Ҏ҇ҎҔ ҆Ҏ҂ ҃-    ҅Ҕ1   Ҍ҇ҜҐ  10   :ҏҋқҒ҂ 

∙  ̓ ҇҃҄ ҏ҇҉ 
•  ҆҉ҋҚҖҜҋқ҇қ҃҄  .Қ҇Ҕ҃ ҆҉ҋҚҖ ,)ҜҎҚ҉( Ҝ҅Қ҄Ґ҇ 
∙   ҏҋҒ҃Ҏ ҏ҅ ҋ҂Ҝ Ҏқ ҆ҍ҇ҐҒ ҆ҚҋҖғ )ҏ҅ Ҝҙҋ҅҃҃ ґҋ҉҃҆Ҏ ґҜҋҒ( 
∙  ̓ ҃ҋҙ҃ ҇҂ ґ҇Қ҄҃ ,ҕ҂҃ ҏ҇҆ҋ҈ 
∙  ҏҋҋҎ҄Қ҆ Ҝ҇Җҍ҃ ҇҂ ҏҋҋ҅ҋ҃ ҃҂ҍ 
∙  ̓ ҒҚ҄ҋҐ 
∙  ,҆Ҏҋ҉҃ .Ҏ҇қҎқ 
 
 

 ҏ҂   ̓ ҔҋҖ҇҆   ҜҔҖ҇Ҝ   ҋ҂҇҇Ҏ  , ҏ҂   Ҝ҉҂   Ҝ҇ҔҖ҇ҜҐ   ҋ҂҇҇Ҏ҆   ̓ ҚҋҐ҉Ґ   ҇҂   Ққ҂ҍ   ̓ Ҝ҂   Ҏ҃҇ғ  
 ҜҔҖ҇ҜҐ   ҋ҂҇҇Ҏ   ҂Ҏқ   ̓ Ғҋ҇Ҙ   ґ҇ҎҔ҃  , ҌҋҎҔ   җҔҋҋҜ҆Ҏ   ҏҔ   ҂Җ҇Қ҆ . 

 ҉҇҇ҋ҅   ҎҔ   Ҝ҇ҔҖ҇Ҝ   ҋ҂҇҇Ҏ 
 ҎҔ ҉҇҇ҋ҅" Қ҇қҋҙ҆ ҎҔ ҆Ҙҋ҉Ҏ Ҝ҇ҔҘҐ҂҃ Ҝ҇҂ҋҚ҃҆ ҅ҚқҐҎ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ ҎҔ ҉҇҇҅Ҏ ґҜҋҒ

  Ҏ҇ҖҋҊ  ҃ҙҔ  ҋ҂҇҇Ҏ  Ҝ҇ҔҖ҇Ҝ  Ҝ҇҂ҋҚ҃҆  ҅ҚқҐ  ҚҜ҂  Ҏқ  Ҝҋ҃҆  ҕ҅҃  ҂ҘҐҒқ  "ҋҜҖ҇ҚҜ
(www.health.gov.il  ҆ғҋҒҍ  ҋ"Ҕ  ҇҂  ,ҋ҂҇҇Ҏ  Ҝ҇ҔҖ҇Ҝ  ҎҔ  ҉҇҇ҋ҅Ҏ  ґ҇҇ҙҐ҆ ғҖ҇ҊҎ ҆ҒҖҐ҆ )

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

 

5  . ?҆Җ҇ҚҜ҆ Ҝ҂ ґғ҉҂Ҏ Ҍҋ҂ 
∙   җ҇҉Ґ Қ҇҄ғ ҏ҇ҙҐ҃ Қ҇ҐқҎ қҋ ҜҚ҉҂ ҆Җ҇ҚҜ Ҏҍ҇  ҇҈  ҆Җ҇ҚҜ !҆ҎҔҚ҆ ҔҒҐ  ҏ҅ҋ  ҄қҋ҆Ҏ

ҎҔ҇ Ҝ҇ҙ҇ҒҋҜ ҇҂/҇ ҏҋ҅Ҏҋ Ҏқ ҏҜҋҋ҂Қ ҉҇҇Ҋ҇    ҂ҎҎ ҆҂ҙ҆Ҏ ҏ҇Қ҄Ҝ Ҏ҂ .҆ҎҔҚ҆ ҔҒҐҜ Ҍҍ ҋ҅ҋ
 .҂Җ҇Қ҆Ґ ҜқҚ҇ҖҐ ҆҂Қ҇҆ 

∙ (  ҆҄҇ҖҜ҆ ҌҋҚ҂Ҝ  ҋҚ҉҂ ҆Җ҇ҚҜ҃ қҐҜқ҆Ҏ ґҋ҂date  .exp )  ҆  ҋ҃҄  ҎҔ  ҔҋҖ҇Ґ҆҆҈ҋҚ҂ .
.қ҅҇҉ ҇Ҝ҇҂ Ҏқ ґ҇Қ҉҂҆ ҏ҇ҋҎ ғ҉ҋҋҜҐ ҆҄҇ҖҜ҆ ҌҋҚ҂Ҝ 

∙  ҚҚҙҐ҃ ґғ҉҂Ҏ қҋ ґҋ҃( 2°CҎ- 8°C .) 
∙  .҂ҋҖҙ҆Ҏ ґҋ҂ 
∙  .҅҃Ҏ҃ ҋҐҔҖ ҅҉ қ҇ҐҋқҎ 
∙ .Қ҇҂ ҋҒҖҐ ґ҄҆Ҏ ҋ҅ҍ ҜҋҚ҇ҙҐ҆ ҆҈ҋҚ҂҃ ґғ҉҂Ҏ қҋ 
• ґҋ҂  ҌҋҎқ҆Ҏ  Ҝ҇Җ҇ҚҜ  ҃҇ҋ҃Ҏ  ҇҂  ҜҎ҇ғҖҎ  ҜҋҜҋ҃҆  .җҔҋҋҜ҆  ҏҔ  ҉ҙ҇Қ҆   ̔ Ҙҋҍ  ҙ҇Қ҈Ҏ   Ҝ҇Җ҇ҚҜ  

ґҒҋ҂қ қ҇Ґҋқ҃ .ҏҋ҅ҔҘ  ҇Ҏ҂ ҇Ҕҋҋғҋ ҆Ғ҄҆Ҏ ҎҔ ҆҃ҋ҃ғ҆. 
 
6.   ҕғ҇Ғ Ҕ҅ҋҐ 
•  ҎҋҔҖ҆ ҃ҋҍҚҐ҆ ҎҔ ҕғ҇Ғ :ҏ҄ ҆ҎҋҍҐ ҆Җ҇ҚҜ҆ 

sucrose ,sodium citrate dihydrate ,polysorbate and citric acid monohydrate . 



 ,ҕғ҇Ғ Ҕ҅ҋҐҎ ҕҋҔғ҃ ҆҂Қ2  " Ҕ҅ҋҐ   ҃ ҇қ҉   ҎҔ   ҙҎ҉   ҏҋ҃ҋҍҚҐ҆Ґ   Ҏқ   ̓ Җ҇ҚҜ҆ " . 
•  :҆҈ҋҚ҂҆ ґҍ҇Ҝ ҆Ґ҇ ҆Җ҇ҚҜ҆ Ҝҋ҂ҚҒ ҅Ҙҋҍ 

  ґ҃Ҏ ҆Ҕ҃Ҙқ ,҆ҙ҃҂ҍ Ҝҙ҇҇қҐ ҆ҊғҋҎҒ҃ ̔ Ҕ    ґ҇ҙ҇҃ҙ҃҃ ,ҋ҇ҚҋҔҎ ҆ғҋҐҜ ҜҒҍ҆Ҏ ,Ҋҋ҇҇ ҕ҇҂
 .ґ҇ҙҋҎҋғ ҙҙҖ҇ ҏ҇ҋҒҋҐ҇Ҏ҂҃ ҏ҇Ҋ҂҆ Ҝҋҍ҇ҍ҈ 

 .҅҉҂ ґ҇ҙ҇҃ҙ҃ ҆ҎҋҍҐ ҆҈ҋҚ҂ Ҏҍ 
•  Ҏ҈҃ '҉Қ ,Ґ"Ҕ҃ )Ҏ҂Ққҋ( ґҋҋҎҙҜҋҐғ҇ғҙҎ҄ :ҏ҇қҋҚ҆ ҎҔ҃25 .҆҇ҙҜ ҉ҜҖ , 
•  .҆ҋҎ҄Ғ҂ ,҅Қ҇ҖҊҒҚ҃ ,Ґ"Ҕ҃ Җ҇Қ҄ ҇ғҙҎ҄ :ґҚҘҋ 
•  :Ҝ҇҂ҋҚ҃҆ ҅ҚқҐ҃ ҋҜҍҎҐҐ҆ Ҝ҇Җ҇ҚҜ҆ ғҙҒҖ҃ ҆Җ҇ҚҜ҆ ҏ҇қҋҚ ҚҖғҐ 

҆ҊғҋҎҒ҃ Ҍ҇Ҝ-ҋ҅ҋҚ҇ 120  :҄"Ґ147-37-33499 
҆ҊғҋҎҒ҃ Ҍ҇Ҝ-ҋ҅ҋҚ҇ 400  :҄"Ґ147-38-33510 

•   Ҝ҅Ҕ҇ҋҐ ҆Җ҇ҚҜ  ̓,Ҝ҂҈ ҕ҂ ҎҔ .Қҍ҈ ґ҇қҎ  ҃҉ғ҇Ғ ҆҈ ґ҇ҎҔ ,҆҂ҋҚҙ  ̓ҜҎҙ҆Ҏ  ҇Ҝ҇ҊқҖ  ̓ҏқҎ
 .ҏҋҒҋҐ҆ ҋҒқ ҋҒ҃Ҏ 

 
 ҌҚҔҒҗҚҐ҃ 2024. 

 
 Ҏқ Ҝ҇Қ҃҉҆ ҜҘ҇҃ҙ Ҏқ Ҝ҇Ғҋҋҍ҈҃ ҇҂ Ҝ҇ҎҔ҃҃ ҏҒҋ҆ Қ҉ғҐ ҋҒҐҋғGSK. 
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Ben PT v8C  



The following information is intended for healthcare professionals only: 

Instructions for use and handling –  

reconstitution, dilution and administration 

1) How to reconstitute Benlysta 

Reconstitution and dilution needs to be carried out under aseptic conditions. 

Allow 10 to 15 minutes for the vial to warm to room temperature (15°C to 25°
C). 

It is recommended that a 21-25 gauge needle be used when piercing the vial 

stopper for reconstitution and dilution. 

WARNING: The 5 mL and 20 mL vials are reconstituted with different volumes 

of diluent, see below: 

120 mg vial 

The 120 mg single-use vial of Benlysta is reconstituted with 1.5 mL of water 

for injections to yield a final concentration of 80 mg/mL belimumab. 

400 mg vial 

The 400 mg single-use vial of Benlysta is reconstituted with 4.8 mL of water 

for injections to yield a final concentration of 80 mg/mL belimumab. 

 

Amount of  

Benlysta 

 

Vial size 

 

Volume of  

diluent 

 

Final  

concentration 

 

120 mg 5 mL 1.5 mL 80 mg/mL 

400 mg 20 mL 4.8 mL 80 mg/mL 

The stream of water for injections should be directed toward the side of the 

vial to minimize foaming. Gently swirl the vial for 60 seconds. Allow the vial to 

sit at room temperature (15°C to 25°C) during reconstitution, gently swirling 

the vial for 60 seconds every 5 minutes until the powder is dissolved. Do not 

shake. Reconstitution is typically complete within 10 to 15 minutes after the 

water has been added, but it may take up to 30 minutes. Protect the 

reconstituted solution from sunlight. 

If a mechanical reconstitution device is used to reconstitute Benlysta it should 

not exceed 500 rpm and the vial should be swirled for no longer than 30 



minutes. 

2) Before diluting Benlysta 

Once reconstitution is complete, the solution should be opalescent and color-

less to pale yellow, and without particles. Small air bubbles, however, are ex-

pected and acceptable. 

120 mg vial 

After reconstitution, a volume of 1.5 mL (corresponding to 120 mg belimumab) 

can be withdrawn from each 5 mL vial. 

 

400 mg vial 

After reconstitution, a volume of 5 mL (corresponding to 400 mg belimumab) 

can be withdrawn from each 20 mL vial. 

3) How to dilute the solution for infusion 

The reconstituted medicinal product is diluted to 250 mL with sodium chloride 

9 mg/mL (0.9%), sodium chloride 4.5 mg/mL (0.45%), or Lactated Ringer’s 
solution for injection. For patients whose body weight is less than or equal to 

40 kg, infusion bags with 100 mL of these diluents may be considered 

providing that the resulting belimumab concentration in the infusion bag does 

not exceed 4 mg/mL. 

5% glucose intravenous solutions are incompatible with Benlysta and must 

not be used. 

From a 250 mL (or 100 mL) infusion bag or bottle of sodium chloride 9 mg/mL 

(0.9%), sodium chloride 4.5 mg/mL (0.45%), or Lactated Ringer’s solution for 

injection, withdraw and discard a volume equal to the volume of the 

reconstituted Benlysta solution required for the patient’s dose. Then add the 
required volume of the reconstituted Benlysta solution into the infusion bag or 

bottle. Gently invert the bag or bottle to mix the solution. Any unused solution 

in the vials must be discarded. 

Inspect the Benlysta solution visually for particulate matter and discoloration 

prior to administration. Discard the solution if any particulate matter or 

discoloration is observed. 

The reconstituted solution, if not used immediately, should be protected from 

direct sunlight and stored refrigerated at 2°C to 8°C. Solutions diluted in 



sodium chloride 9 mg/mL (0.9%), sodium chloride 4.5 mg/mL (0.45%), or 

Lactated Ringer’s solution for injection may be stored at 2°C to 8°C or room 

temperature (15°C to 25°C). 

The total time from reconstitution of Benlysta to completion of infusion should 

not exceed 8 hours. 

4) How to administer the diluted solution 

Benlysta is infused over a 1 hour period. 

Benlysta should not be infused concomitantly in the same intravenous line 

with other agents. 

No incompatibilities between Benlysta and polyvinylchloride or polyolefin 

bags have been observed. 

 

 

 

 

 


