
Evrysdi_PL_Ver 4

     )("-1986

     

0.75" / "
   

:
 :

 60"
risdiplam 60 mg
   "   0.75 "

*        2"       " 6" ."

        .       .     ,

     .

       .    .         

/  .

1.?

)    SMA ( 1 ,2-3.

:     -.

)   SMA (     SMN)survival motor neuron(   .-SMN 
     ,       .     ,

:   
      ,    ,SMN  ,       

     SMA.

2.

:    

   ) (         )  (6.
   ,    .

        .

,     :

            .        
        .""   ,

 ( )



  
   ,    , ,

 .       :

–    2

  )    SMA(

  
    .

,

      . .    

     ,     .      ,

  .      ,    

        .

 
 

  :

  
    

               
  .

 
  ,        .

   :(  )

   

 4.    

       .

   ,          ,      .  

      .      

 
         ,      4    

 ,       ..
      4     .

  

         ,          

  .

      

 ( )      –    5)  "6.6  "0.75  " / "
   (-1) 23 ( "  . ""     

.



  0.375  (    )      . "    "
   )  4(.

 2.97 "".      ( )       
  ,    .

3.?

.       
      .

        )(. ,       
     .

                .  
.    

    -  :      .

    

  0.15" / "
    0.20" / "

    )-20( "0.25" / "
 )  20 " (5"

    .

 

      .

      .      (     ,   )   
      .  

 .       

   .        /     5  
     ,.   

  ( )             ,   
.        .  

  .        ,       

                 
.              .

             ,         
.    

          

     6         ,     
.       .

     -6       ,       
      . .        

           ,   .   
     .

 ,       .        
.

       .                



    .     

 ! ..
 ,.

4.

   ,       .      .

     .

   ) (     :



 



   ) -1-10  100:(


 

  

 

    ,     :  

         ) (

 ,            , 

  .

   

           "       "  

     )www.health.gov.il (        "  :

sideeffects.health.gov.il

5.?

  !              /  -  
  .      .

  )  (:

   25°C.           .

      .  -  .    

     .

 )   ( :

  64        
2°C-8°C. .  



  )            ,  C040    (
   120) 5.(            

.  

   )       C040          ,   .(
 120.

    " "   .  " "
  )  C040    (120 

)5(.

           C040.

     .    

    )   (.     ,

    ,     .    .

)      exp. date    (.
  .      

6.

, :
mannitol, isomalt, strawberry flavour, tartaric acid, sodium benzoate, macrogol/polyethylene glycol 6000,
sucralose, ascorbic acid, disodium edetate dihydrate

?

   ,  ,            
   –2  1, "2  6 "-  12., "

        ,   -  .  
.    


 :) (" , 6 ,.6391 ,4524079.

www.roche.co.il

 :- , "CH-4070 , ,.
  2024

:167-71-36630-99

 . ,.



Evrysdi IFU ver 4.0

  

 0.75  " / "  

             .    

       , ) G (   )  ; NG.(

           ,    .

      .  -  .   

      .

                 

.  

                .

 .       ) (.   

"                   ."

.    

        .

  )       C040       (120 

 )5 .(   )       C040 .(

     ''      ,  

    )C040(      120) 5( .

  ''.       

           C040.

        .

       .

       .       ,      
 .

  ,             .   
        .

          ,     
     ;        

 .          .

   



     )/  :(

1.1     
2   .1   12"
3   .2     6"

4.2     1"

5 .(  )   

6 .(  )  

 

(   / )       

 

   

  "  "    .

 



         

          
0.3 "-1       , "1

 ) ".(

           
1 "-6  , "     6

 .(  ) "

          
 -6  , "     12

 .(  ) "

            
   .

 

     

 

1

          
)  ) (  .(

   .

 (   



 

 2

        
     )  

.(

 

 3

         .
      , 

    )  .(

 

 4
         

    )  .(

 

 5

        
     .

       
    -"     

     ) 
.(

    ,    
      .



 

 6

        
    .    

       
  .       .

         
       ) 

 .(

 

 7

        
  .    

 .      
 )   (      

 ,       
  ,    . 

       
  ,  4 7.

       
     .   

 5 ,    
 .

 "

 8

     .   
 )   (     

)  " .(    .
       

  )   .(



          ,     " (     
  ".

          ,     " (   

   (G-tube)".

          )  ,(     " ( 

      ) NG-tube"(.

          ®ENFit       .

®ENFit ,   ®ENFit        )   tube-G 
NG-tube(.

         .

 "

 1

         
   .

       
      )  ".(

         
 .

 "

 2

        
)  ".(

 "

 3

          ,
        )  

".(

   ' .

 (       



      ,           
 .

 "

 1

       
 .     

       
  )  ".(

 "

 2

        
)  ".(

 "

 3

      10 20
"      )  ".(

   ' .

 (       



      ,           .

 "

 1

        . 
          

  )  ".(

 "

 2

         
)  ".(

 

 3

    10 20"   
   )  .(

   ' .

 (        )  ; NG(



                                                                                             14

 "

 1

       
   ,   

.

      
   )  ".(

 "

 2

       
  )  ".(

 "

 3

     
.

      
       

)  ".(

      .

      ,
       

     
 .

 (      


