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ʤ/ʣʡʫʰ ʤ/ʠפʥʸ 
 ,ʷʥʸ ʤ/ʣʡʫʰח/ʺ

 :ʯʫʣʥʲ ʸיʹʫʺʤ ʬʹ ʠפʥʸʬ ʯʥʬʲʤ יʫ ʭʫʲיʣʥʤʬ יʰיʸʤ 

 
 

 ʤʦʸʰפיʱ 
 

SPINRAZA 

SOLUTION FOR INJECTION 

 
 

ʬיʲפ ʡיʫʸמ   :NUSINERSEN 
 
 

ʺʥʸʹʥʠמ ʺʥיʥʥʺʤ  : 

Spinraza is indicated for the treatment of 5q Spinal Muscular Atrophy except type 0 and type 
IV. 

 
 

ʺʥʸʮחʤ ʭיʥʥʤʮʤ ʠפʥʸʬ ʯʥʬʲʡ ʭיʰʥʫʣʲʤ ʯʬʤʬ  -  

5.3 Preclinical safety data 

Genotoxicity/Carcinogenity 

Carcinogenesis 

term studies in animals to evaluate the carcinogenic potential of nusinersen have not -Long

. been performed 

 

was not carcinogenic in a  Nusinersen. Nusinersen demonstrated no evidence of genotoxicity

fold higher than in patients receiving 12 -year study in mice at plasma exposure levels 104-2

mg of maintenance nusinersen 

ʭʱʸʥפʮ ʯʫʥ ,ʸʥʹיʷʡ ʠʶʮʰ ʠפʥʸʬ ʯʥʬʲʤ  ʺʥפʥʸʺʤ ʸʢʠʮʡʹʺʥʠיʸʡʤ ʣʸʹʮ ʸʺʠʡ,  ʯʺיʰʥ ʥʬʡʷʬ
ʱפʣʥʮ .ʭʥʹיʸʤ ʬʲʡʬ ʤיʰי פʣי ʬʲ 
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 ʮ"ʲʡ ʤʮʸʠפ ʯʥʱיʣʮ 
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