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 ʥʰʰʥʶʸʡʲʩʣʥʤʬ  ʯʥʫʣʲ ʬʲʥʬʲʡʭʩʰ ʠʴʥʸʬ ʯʫʸʶʬʥ  ʬʹIbrance capsules 75 mg, 100 mg, 125 mg and 

Ibrance tablets 75 mg, 100 mg, 125 mg : 
 

ʬʩʲʴʤ ʡʩʫʸʮʤ: 

 

Palbociclib 75 mg, Palbociclib 100 mg, Palbociclib 125 mg  

:ʯʥʰʩʮ ʺʸʥʶ 
 Capsule; film coated tablets 

 
ʤʩʥʥʺʤ: 

IBRANCE is indicated for the treatment of adult patients with hormone receptor (HR)-positive, 

human epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast cancer in 

combination with: 

• an aromatase inhibitor as initial endocrine-based therapy; or 

• fulvestrant in patients with disease progression following endocrine therapy. 

 

ʯʬʤʬ ʭʩʰʥʫʣʲʤ ʭʩʩʸʷʩʲʤ ʯʥʬʲʡ  ʠʴʥʸʬ : 
5 WARNINGS AND PRECAUTIONS 

VENOUS THROMBOEMBOLISM  

Venous thromboembolic events were reported in patients treated with IBRANCE (see section 

ADVERSE REACTIONS). Patients should be monitored for signs and symptoms of deep vein 

thrombosis and pulmonary embolism, and treated as medically appropriate.  

 

6 ADVERSE REACTIONS 

6.2 POSTMARKETING EXPERIENCE 

 

The following adverse reactions have been identified during post-approval use of IBRANCE.  

Because these reactions are reported voluntarily from a population of uncertain size, it is not always 

possible to reliably estimate their frequency or establish a causal relationship to drug exposure. 

… 

Vascular disorders: Venous thromboembolism - Venous thromboembolism includes the following 

PTs: pulmonary embolism, embolism, deep vein thrombosis, peripheral embolism, thrombosis. 

 

:ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 
2 .ʩʰʴʬ ʤʹʥʮʩʹ  ʤʴʥʸʺʡ 

ʺʥʸʤʦʠ ʺʥʣʧʥʩʮ ʺʥʲʢʥʰʤ ʹʥʮʩʹʬ ʤʴʥʸʺʡ: 
ʩʰʴʬ  ʬʥʴʩʨʤʱʰʸʡʩʩʠʡ  ,ʸʴʱʩ  :ʭʠ ʠʴʥʸʬ 
… 

• ʺʠ  ʤʥʥʧʭʩʰʮʩʱ  ʬʹ ʭʩʰʩʮʱʺ ʥʠʩʹʩʸʷ ʭʣ ʥʡʥʭʩʣʩʸ  ʯʥʢʫʡʠʫ  ,ʺʥʹʷʥʰ ʥʠʺʥʧʩʴʰ  ʺʥʩʮʥʮʣʠʥʬʢʸʡ ʤʲʥʢʴʤ  ʥʠ(ʲʥʸʦʡ) ,
  ʥʠ ʤʮʩʹʰ ʸʶʥʷ ,ʤʦʧʡ ʡʠʫʺʸʥʧʸʧʱ .ʱʰʸʡʩʩʠ ʤʬʥʫʩ ʭʥʸʢʬ  ʩʹʩʸʷʬ ʭʣ ʡʥʭʩʣʩʸʥ  . 
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… 
 

4 .ʺʥʲʴʥʺ   ʩʠʥʥʬ 
ʥʮʫ   ʹʥʮʩʹʤ ,ʤʴʥʸʺ ʬʫʡʡʱʰʸʡʩʩʠ ʬʥʬʲ ʢʬʭʥʸ  ʷʬʧʡ ʩʠʥʥʬ ʺʥʲʴʥʺʬʺʥʹʮʺʹʮʤʮ .ʬʠ ʬʤʡʩʺʩ ʹʸ ʠʸʷʮʬʺʮʩ ʺʥʲʴʥʺ  

ʩʠʥʥʬʤ .ʩʯʫʺʩ ʠʬʹ ʡʱʺʬʩ ʯʤʮ ʺʧʠ ʳʠʮ. 
 

ʹʩ ʺʥʰʴʬ ʣʩʮ ʠʴʥʸʬ ʤʸʷʮʡ ʬʹ:  

… 
• ʡʠʫ  ,ʤʮʩʹʰ ʸʶʥʷ ,ʤʦʧʡ ʡʠʫ ,ʬʢʸʡ ʺʥʧʩʴʰʥʤʮʩʹʰ  ʥʠ ʤʸʩʤʮʷʡʶ  ʸʩʤʮ ʡʬʯʥʥʩʫ ʤʬʠʹ ʭʩʬʥʫʩ ʺʥʩʤʬ ʭʩʰʮʩʱ ʬʹ  

ʩʹʩʸʷ ʭʣ ʡʥʭʩʣʩʸʥ . 

… 
ʭʠ ʤʲʩʴʥʤ ʺʲʴʥʺ  ʩʠʥʥʬ , ʭʠ ʺʧʠ ʺʥʲʴʥʺʮ ʩʠʥʥʬʤ ʤʸʩʮʧʮ ,ʥʠ ʸʹʠʫ ʺʠ ʬʡʥʱʺ ʺʲʴʥʺʮ ʩʠʥʥʬ ʠʬʹ ʤʰʩʥʶ  

ʯʥʬʲʡ  ,ʪʩʬʲ  ʵʲʩʩʺʤʬ ʭʲ ʠʴʥʸʤ . 
 

 ʭʩʩʥʰʩʹʤʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ ʤʸʮʧʤ ʭʩʥʥʤʮ . ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ ,ʯʫ ʥʮʫ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ
 .ʤʸʮʧʤ ʭʩʥʥʤʮ ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ 

ʯʥʬʲʤ ʯʫʣʥʲʮʤ ʧʬʹʰ   :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ 
ʺʥʴʥʸʺʤ ʸʢʠʮ(health.gov.il)  

 
ʮ"ʲʡ ʬʠʸʹʩ ʤʷʩʨʡʶʮʸʴ ʸʦʩʩʴ ʺʸʡʧʬ ʺʥʰʴʬ ʯʺʩʰ ʱʴʣʥʮ ʠʬʮ ʯʥʬʲ ʺʬʡʷʬ ,ʯʩʴʥʬʩʧʬ  , ʸʷʰʹ9 .ʣ.ʺ ,12133  ʤʩʬʶʸʤ

 ,ʧʥʺʩʴ46725 . 
 

 ,ʤʫʸʡʡ 
ʤʨʩʸʢʸʮ ʯʥʱʡʩʬʥʠ  ̫ ʥ'ʶʹʩʬʥʴ 

 ʤʰʥʮʮ ʺʧʷʥʸ 

https://israeldrugs.health.gov.il/#!/byDrug

