
1 

 

CABL‐INJ‐10mg‐ PIL‐4.0 
  

      

)"  ( - 1986 

        

 

 10   "  
      /    

  
 :         caplacizumab 10 mg .  

 
 -    : 6. 

 
         .  

  .         
 ,      ,     .    

    .     .           
.  

 
 

   ,    ,       .     
    ,         .       

        .        
 .  

 
  

1 .   ? 

    12    40 ",       
     

thrombocytopenic purpura) (aTTP - acquired thrombotic        
 .  

  
aTTP                   .
   .     ,  ,            

  .          aTTP     .  
  

 :    .  

2     .  
  

 :     
   ( )           )6.(  

  
        

  
   :  

  

              ,  ,   ,   
    .         .      

   . 

            , ,,    .
   . 



2 

 

    -     ,   )    (  . 
     . 

     .          . 

       .         . 

    .                 
.        

  
  

   

         12   40   " . 

             18.   

  
  

/      

  ,    ,           ,     
     .   :    

      K   , ,  -,   - 
        ,   .  

,    
  

    
                .     
.  

  
   

       .            ,
       .    

  
  

      
          .  

  
         

   ( )     -1 mmol  )23  "(    ,'  '  .  
  
  

3.   ?  
 

       .  
             .  

      .    
          .  

  
     :  

    
 -            . 
 -      . 

   
 -     )     (. 
 -           . 
 -         ,   30     

  .   



3 

 

            28     .  

    .  
  

       /      .   ,   
       /     .  

  
  

     
             .    

           .  
  

 ,              .      
            .      .  

  
 1 -  

       . 

         . 

      .  
  

 2 -   

  .     

          .. 

              . 

          . 

          ,       
(15°C – 25°C)      .           

.  
  

 3 -      

        .       . 

                .   

   ,         .    
  
  

                                
  
  

 4 -     

            .     .
   .   

  
  



4 

 

  
  

              . 

         ,     
      .   ,   .  

  

  
  
  

 5 -      

   ,         .   

        ,  . 
  
  

  
  
  

             . 

        . 
  
  

 6 -       

       . 

  ,                  
      . 

    .  
  
  
  



5 

 

  
  

  
  

        .          
. 

             .    
  
  

  
  
  
  
  

 7 -      

             . 

             .  . 

  ,               
  .    .    .  

  
  
  
  

            
  
  
  



6 

 

            5     
     .     –  . 

   8  .       
  
  

 8 -     

          .     .   

          . 

    -  ,   -   . 

       ,         .      
. 

  

   
  
  
  

 9 -      
  

  
  
  
  
  

    -   ,  - .(    )   
                  

.  

        .   

            .      .  
  
  

   10          . ,   
    , .    

  
  

 10 -     

                .    
  
  



7 

 

               
  
  
  

    ,         .        

  .        

         . ,         
    .       .    

  
  

 11 -          
  

            
  
  

  

   .      ('  ')      .   

                .    

       .      
  
  
 12 –    

      .         .    

        .    

                     .   
 ,            . 

          .    
  
  



8 

 

          
  
  

         . 

             . 

         .  
  
  

  
  
  

    .      .        
  
 13 -    

   ,    ,           . 
  
  
  

  
  
  

         .  
  
  

  
       

         .           .  
 ,                  .  

  



9 

 

  
      

     ,       12     .   - 
12       ,         ,    

   .  
      .     

  
      

     ,             
      .           

.  
  
  

   !          .        
 .  

  
            .  

  
  

4 .      
  

  ,         .       
 .   .     

  
          :  

.      
       .      

  
        :  

  
     (very common) ,    -1  10 :  

    

   

    

     

      

    
  

    )common( ,     1  10 :  

   

    

    

   , 

    

   

    

    ,  :   

       ,  ,        ,  ,
      

    

    

    

     

    



10 

 

    

    

  ) (  ,    
  
  

     ,      ,        
.     ,  

           "       

 "         )www.health.gov.il(       

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

  

  

5 .       
  

  !                 /
.       .         

  
      (exp. date)          . 

     .    
  

  :  

   ) 2°C-8°C  .( .   

          .  

 

       25°C     ,     

 .         .    

  

               .  

  
     )(reconstitution  :  

    4    25°C,    ,    

       ,   (reconstitution)       

.  

        ,     . 
  

        .            
   .      .  

  
  

6.    

   ,   ,       :    

Sucrose, trisodium citrate dihydrate   )   2 "       "(  
, citric acid anhydrous, and polysorbate 80. 

    :  

1 "    Water for injections 

 

      :     

           



11 

 

 Water for injections        
     ,    ,.    

 
  

            ,,       
  ,     , 

   7     ,7     ,7    ,7   
-14   . 
  

     .  
  

           .  ,        .     

   : - , "      10.  , 

  :       165-25-36110 . 

      ,    .   ,      .  

  2024     .  

  

The following information is intended for healthcare professionals only  : 

The intravenous bolus injection of Cablivi given at the start of the treatment must be administered by a 

healthcare professional. Preparing a dose of Cablivi for intravenous injection should be done in the same 

way as for a subcutaneous injection (see Instructions for Use, steps 1 to 9, in section 3)  . 

Cablivi can be intravenously administered by connecting the prepared syringe to standard Luer locks of 

intravenous lines or using a suitable needle. The line can be flushed with sodium chloride 9 mg/ml (0.9%) 

solution for injection . 


