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Myozyme (Powder for Concentrate for Infusion) 

 
 

  :ʬʩʲפ ʸʮʥʧ  
Alglucosidase alfa 50 mg/vial 

  
 :ʺʸʹʥʠʮʤ ʤʩʥʥʺʤʤ  

  
Myozyme is indicated for long-term enzyme replacement therapy (ERT) in patients with a 
confirmed diagnosis of pompe disease (acid alfa-glucosidase deficiency). The benefits of 
Myozyme in patients with late-onset Pompe disease have not been established. 
 

ʥʰʠʱ ʺʸʡʧ ʯʥʫʣʲ ʬʲ ʲʩʣʥʤʬ ʺʹʷʡʮ ʱʩʨʰʥʥʠ ʩפʤʥʬʲʠפʥʸʬ ʯʥʬʲ ʺʰʥʫʺʮʡ ʯʫʸʶʬ ʯ.  
  

 :ʭʰʩʤ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ  
  

 
 
4.9 Overdose 
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5.3. Preclinical safety data 



 

  
 

  
 

 

  

ʥʠ ʩפʥʰʠʱʥ ʯʥʠʢ ʩʰʡ 'ʧʸ ,ʬʠʸʹʩ ʱʩʨʰ10 ʥפ ʷʸʠפ , .ʣ.ʺ ,ʢʬ8090 ʭʥʸʣ ʤʩʰʺʰ ,42504  
ʬʨ:' 09-8633700   ʱʷ09-8851444 :פ  

 

….. 

 

Administration of 40 mg/kg Myozyme intravenously once every other day in mice with 
coadministration of diphenhydramine during the period of organogenesis through lactation 
produced an increase in mortality of offspring during the lactation period. There were no other 
effects on any parameter evaluated including clinical observations or body weight gain in F1 
generation pups. Furthermore, no effect on sexual maturation, learning or memory, or the ability 
to produce another generation occurred for the F1 generation mice. 
 

  
ʥʬʲʤʯ ʫʣʥʲʮʤʯ ʬʡʷʬ ʯʺʩʰʥ ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬ ʧʬʹʰʥ ʱפʣʥʮ   ʬʲʡʬ ʤʩʩʰפ ʩʣʩ ʬʲ

ʭʥʹʩʸʤ - ʩפʥʰʠʱ- ʯʥʠʢ ʩʰʡ 'ʧʸ ,ʮ"ʲʡ ʬʠʸʹʩ ʱʩʨʰʥʥʠ10  :ʯʥפʬʨʡ ʥʠ ʤʩʰʺʰ09-8633700 .  
  

:ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʬ ʸʥʹʩʷʤ ʯʬʤʬ https://israeldrugs.health.gov.il/#!/byDrug  
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