
  
  

 ʨʱʥʢʥʠ2024  

  
  
  

 ,ʤ/ʠפʥʸ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ      
  
  

      

 :ʯʥʣʰʤ ʠפʥʸʬ ʯʥʬʲʥ ʯʫʸʶʬ ʯʥʬʲ ʯʥʫʣʲʬʹ ʯʸʣʥʦיʬ Lysodren 

ʥʬʲʤ ʩʫ ʭʫʲʩʣʥʤʬ ʭʩʹʷʡʮ ʥʰʠʬ ʯʠפʥʸ  ʯʫʸʶʬ ʯʥʬʲʤʥʫʣʥʲ ʯʥʣʰʡʹ ʸʩʹʫʺʤ ʬʹʥʰ.   
ʯʥʬʲʤ ʯʥʫʣʲ .ʺʥʸʮʧʤ ʬʬʥʫ  

  
:ʺʸʹʥʠʮʤ ʤיʥʥʺʤʤ  

Symptomatic treatment of advanced (unresectable, metastatic or relapsed) adrenal cortical carcinoma (ACC). 

  
:ʬיʲפ ʸʮʥʧ ʷʦʥʧʥ ʡʫʸʤ  

  
MITOTANE 500 MG 

  
 ʥʲʶʥʡ ʥʡ ʲʣʩʮʤ ʠʡʥʮ ʯʬʤʬʹ ʨʥʸʩפʡʣʡʬʡ ʭʩʩʺʥʤʮ ʭʩʩʥʰʩʹ.  

 ʩʥʰʩʹ ʬʲʡ ʨʱʷʨ ʥʠ ʨʱʷʨ ʺפʱʥʺ ʩʺʥʲʮʹʮʮʥʱʮʯ .ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ .ʲʡʶʡ  

  
ʬ ʯʥʬʲʡ ʭיʰʥʫʣʲʤʠפʥʸ :ʭיʠʡʤ ʭיפיʲʱʡ ʥʹʲʰ  

4.4 Special warnings and precautions for use  

Hepatotoxicity has been observed in patients treated with mitotane. Cases of liver damage (hepatocellular, 

cholestatic and mixed) and autoimmune hepatitis were observed. Liver function tests (alanine transaminase [ALT], 

aspartate transaminase [AST], bilirubin and alkaline phosphatase [ALP] levels) should be periodically monitored, 

especially during the first months of treatment or when it is necessary to increase the dose. If AST and/or ALT are 

increased > 5 ULN, or ALP or bilirubin > 2 ULN, there is risk of liver injury/failure. In this case, Lysodren 

treatment should be interrupted. Treatment can be resumed at physician’s discretion depending on the severity of 

the event as well as the patient's clinical condition. 

 

 ʯʥʬʲʡ ʭיʰʥʫʣʲʤ ʯʫʸʶʬ:ʭיʠʡʤ ʭיפיʲʱʡ ʥʹʲʰ  

 ! ʺʥʸʤʦʠʤפʥʸʺʡ ʹʥʮיʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥיʮ 

 ʤפʥʸʺʡ ʬʥפʩʨʤ ʩʰפʬʭʠ ʠפʥʸʬ ʸפʱ: 

 - ʣʡʫʡ ʺʥʩʲʡ ʪʬ ʹʩ : ʪʬʤʮʡ ʣʡʫʡ ʺʥʩʲʡ ʬʲ ʭʩʣʩʲʮʤ ʭʩʠʡʤ ʭʩʰʩʮʱʺʤʥ ʭʩʰʮʩʱʤʮ ʣʧʠ ʺʧʺʩפ ʭʠ ʠפʥʸʬ ʸפʱ
ʯʸʣʥʦʩʬʡ ʬʥפʩʨʤ :ʣʸʢ ,ʸʥʲʤ ʥʠ ʭʩʩʰʩʲʤ ʬʹ ʡʥʤʶ ʯʥʥʢ ,ʤʤʫ ʯʺʹ, ʯʨʡʤ ʬʹ ʯʥʩʬʲʤ ʩʰʮʩʤ ʸʥʦʠʡ ʺʥʧʥʰ ʩʠ ʥʠ ʡʠʫ .

ʯʸʣʥʦʩʬʡ ʬʥפʩʨʤ ʪʬʤʮʡʥ ʩʰפʬ ʪʬʹ ʣʡʫʤ ʣʥʷפʺ ʺʠ ʷʥʣʡʬ ʩʣʫ ʭʣ ʺʥʷʩʣʡ ʲʶʡʬ ʪʸʨʶʩ ʠפʥʸʤ , ʭʠʺʤʡʥ ʪʸʥʶʬ
ʩʠʥפʸʤ. .ʯʸʣʥʦʩʬʡ ʬʥפʩʨʤ ʺʠ ʷʩʱפʤʬ ʨʩʬʧʩ ʠפʥʸʤʹ ʯʫʺʩʩ 

  

 ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤhttp://www.health.gov.il.  
 ʹʸʧʤ 'ʧʸ ,ʮ"ʲʡ ʨʶʫ ʺʸʡʧʬ ʤʩʰפ ʩʣʩ ʬʲ ʭʩʱפʣʥʮ ʭʬʡʷʬ ʯʺʩʰ4  ,ʯʥʸʹʤ ʣʥʤ1-700-500-220  
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                                                      ʸʥʨʷפʱ ʤʩʠʮ  
                                                     ʧʷʥʸʺ ʤʰʥʮʮ  
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