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 ʩʬʥʩ2024  

 

 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ ,ʤ/ʠʴʥʸ 
 ʯʥʫʣʲ ʬʲ ʪʲʩʣʥʤʬ ʥʰʰʥʶʸʡʥʬʲʡʭʩʰ   ʠʴʥʸʬʥ ʬʹ ʯʫʸʶʬ  Bosulif 400 ,Bosulif 100 mgʥ- Bosulif 500 mg : 

 
 :ʬʩʲʴʤ ʡʩʫʸʮʤ 

Bosutinib 100 mg; Bosutinib 400 mg; Bosutinib 500 mg 

 

 :ʯʥʰʩʮ ʺʸʥʶ                            Film coated tablets                                                                                                    
 

 :ʤʩʥʥʺʤ 
Bosulif is indicated for the treatment of adult patients with: 

• newly-diagnosed chronic phase (CP) Philadelphia chromosome-positive chronic myelogenous 

leukaemia (Ph+ CML). 

• chronic phase (CP), accelerated phase (AP), and blast phase (BP) Philadelphia chromosome positive 

chronic myelogenous leukaemia (Ph+ CML) previously treated with one or more tyrosine kinase 

inhibitor(s) [TKI(s)] and for whom imatinib, nilotinib and dasatinib are not considered appropriate 

treatment options. 

 :ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 
 

4.4 Special warnings and precautions for use 

Cardiovascular Toxicity  

BOSULIF can cause cardiovascular toxicity including cardiac failure, left ventricular dysfunction, and 

cardiac ischaemic events. Cardiac failure events occurred more frequently in previously treated patients than 

in patients with newly diagnosed CML and were more frequent in patients with advanced age or risk factors, 

including previous medical history of cardiac failure. Cardiac ischaemic events occurred in both previously 

treated patients and in patients with newly diagnosed CML. Monitor patients for signs and symptoms 

consistent with cardiac failure and cardiac ischaemia and treat as clinically indicated. Interrupt, dose reduce, 

or discontinue BOSULIF as necessary. 

… 

4.8 Undesirable effects 

… 

Description of selected adverse reactions 

 

Cardiac disorders 

Seven patients (0.5%) experienced QTcF prolongation (greater than 500 ms). Eleven (0.8%) patients 

experienced QTcF increase > 60 ms from baseline. Patients with uncontrolled or significant cardiovascular 

disease including QTc prolongation, at baseline, were not included in clinical studies (see sections 5.1 and 

5.3).  

 

Cardiovascular toxicity including cardiac failure, left ventricular dysfunction and cardiac ischaemia have 

been reported in patients receiving bosutinib. 

… 

 :ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

2 . ʩʰʴʬʤ ʤʴʥʸʺʡ ʹʥʮʩʹ 
 

ʤʴʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ 
ʭʠ ʠʴʥʸʬ ʸʴʱ ʳʩʬʥʱʥʡʡ ʬʥʴʩʨʤ ʩʰʴʬ: 
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•  ʺʥʩʲʡ ʪʬ ʹʩʡʬʡ.  ʪʬ ʹʩ ʭʠ ʪʬʹ ʠʴʥʸʬ ʸʴʱ ʤʲʸʴʤʡʬʡ ʯʥʢʫ  ʩʠ  ̋ ʷʩʴʱ ʡʬ, ʥʠ ʡʶʷ ʺʥʲʸʴʤ ʺʥʠ  ʯʩʷʺ ʠʬ ʩʬʮʹʧ ʠʸʷʰʤ   ʺʫʸʠʤ
 ʲʨʷʮQT.  ʭʠ ʣʧʥʩʮʡ ʪʠ ,ʣʩʮʺ ʡʥʹʧ ʤʦ ʬʡʥʱ ʤʺʠ ʮ ʩʴʫ ʭʩʫʹʥʮʮ ʥʠ ʭʩʴʥʫʺ ʭʩʬʥʹʬʹʸʠʥʺʹ  ʤʸʷʮʡ .ʤʬʲʮ  ̡  ʬʹʩʯʥʴʬ ʠ( ʥ  ʯʣʡ
)ʤʸʫʤ   ʺʥʸʩʣʱ ʠʬ ʡʬ ʺʥʮʩʲʴ ʥʠʪʬʤʮʡ  .ʡʬʡ ʤʸʥʮʧ ʤʩʲʡ ʬʲ ʣʩʲʤʬ ʭʩʬʥʫʩ ʤʬʠʹ ʯʥʥʩʫʮ ,ʠʴʥʸʬ ʣʩʮ ʤʰʴ ,ʳʩʬʥʱʥʡ ʺʬʩʨʰ 

… 
4 ʩʠʥʥʬ ʺʥʲʴʥʺ . 

  ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʮʩʹʸ ʠʸʷʮʬ ʬʤʡʩʺ ʬʠ .ʭʩʹʮʺʹʮʤʮ ʷʬʧʡ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʬʥʬʲ ʳʩʬʥʱʥʡʡ ʹʥʮʩʹʤ ,ʤʴʥʸʺ ʬʫʡ ʥʮʫ 
ʩʩ ʯʫʺʹ.ʯʤʮ ʺʧʠ ʳʠʮ ʬʥʡʱʺ ʠʬ 

 

ʹʩ  ʠʴʥʸʬ ʣʩʮ ʺʥʰʴʬʺʥʠʡʤ ʺʥʸʥʮʧʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺʧʠ ʤʥʥʧ ʤʺʠ ʭʠ : 
• ʡʬʡ ʺʥʩʲʡ.  ʭʠ ʠʴʥʸʬ ʸʴʱʬʡʥʱ ʤʺʠ ʤʲʸʴʤʮ  ʡʬʡ ʫʢ ʯʥʩʠ  ʺʷʩʴʱ ʡʬ ,ʺʥʲʸʴʤ  ʥʠ ʡʶʷʺʥʠ  ʬ ʩʬʮʹʧʠ  ʯʩʷʺ  ʲʨʷʮ ʺʫʸʠʤ ʠʸʷʰʤ

QT ʥʠ ,)ʺʥʴʬʲʺʤ( ʤʸʫʤ ʯʣʡʥʠ ʬʹ ʤʸʷʮʡ ʳʩʬʥʱʥʡ ʺʬʩʨʰ ʪʬʤʮʡ. :ʭʩʠʡʤ ʭʩʰʩʮʱʺʤʮ ʣʧʠ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬ ʣʩʮ ʤʰʴ ʡʠʫ ʥʠ  
ʵʧʬ ʤʦʧʡ ,ʡʠʫ  ʥʲʥʸʦʡʺ ,ʡʢʡ ,ʸʠʥʶʡ ʥʠ ʺʱʬʡ  ,ʸʶʥʷ ʤʮʩʹʰ ʩʺʬʡʥ ʤʸʩʤʮ ʤʩʬʲ ,ʤʩʥʴʶ  ̫ ʹʮʡʬ  ʺʥʴʫʡ ʣʧʥʩʮʡʤʭʩʩʬʢʸ  ,

ʭʩʩʬʥʱʸʷʡ, .ʯʨʡʡʥ ʭʩʩʬʢʸʡ   

... 
 

ʩʴʥʤ ʭʠ  ʪʩʬʲ ,ʯʥʬʲʡ ʤʰʩʥʶ ʠʬʹ ʩʠʥʥʬ ʺʲʴʥʺʮ ʬʡʥʱ ʤʺʠ ʸʹʠʫ ʥʠ ,ʤʸʩʮʧʮ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺʧʠ ʭʠ ,ʩʠʥʥʬ ʺʲʴʥʺ ʤʲ 
.ʠʴʥʸʤ ʭʲ ʵʲʩʩʺʤʬ 

 

 ʭʩʩʥʰʩʹʤʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ   .ʤʸʮʧʤ ʭʩʥʥʤʮʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ ,ʯʫ ʥʮʫ ʭʩʢʶʥʮ ʭʰʩʠ ʸʹʠ   ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ
 ʭʩʥʥʤʮ ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ ʲʣʩʮ .ʤʸʮʧʤ 

 :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ 
ʺʥʠʩʸʡʤ ʣʸʹʮ | ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʹʥʴʩʧ (www.gov.il)  

 
 ʸʷʰʹ  ,ʮ"ʲʡ ʬʠʸʹʩ ʤʷʩʨʡʶʮʸʴ ʸʦʩʩʴ ʺʸʡʧʬ ʺʥʰʴʬ ʯʺʩʰ ʱʴʣʥʮ ʠʬʮ ʯʥʬʲ ʺʬʡʷʬ ,ʯʩʴʥʬʩʧʬ9 .ʣ.ʺ ,12133   

 ,ʧʥʺʩʴ ʤʩʬʶʸʤ46725 . 
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https://www.gov.il/he/service/israeli-drug-index

