
 

 ʸʡʮʶʣ2023 
   :ʯʥʣʰʤ ̋ ʥʩʬʡʨ ʯʢʠʩʦ   ̋ ʥʴʥʶʮ 

Film Coated Tablets Ziagen 
 

 ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ 
 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ 

 
 ( ʮ"ʲʡ ʬʠʸʹʩ ʯʩʩʬʷʺʩʮʱʥʱʷʬʢ ʺʸʡʧGSKʥʬʲʤ ʯʥʫʣʲ ʬʲ ʲʩʣʥʤʬ ʺʹʷʡʮ )ʭʩʰ    ʠʴʥʸʬ ʯʫʸʶʬʥ ʬʹ  y ʩʹʫʺʤ :Ziagen tablets.   

 ʥʦ ʤʲʣʥʤʡʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʩʥʰʩʹʤ ʭʩʬʥʬʫʭʩʰ  ʠʴʥʸʬ  ʯʫʸʶʬʥʥʬʲʡ . ʭʩʰ  .ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʭʰʹʩ 
 

 :ʭʷʦʥʧʥ ʭʩʬʩʲʴ ʭʩʡʩʫʸʮ 
Abacavir (as sulfate) - 300 mg 

  :ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ ʤʩʥʥʺʤ 
 

Ziagen is indicated in antiretroviral combination therapy for the treatment of Human 
Immunodeficiency Virus (HIV) infected. 

  : ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʠʡʤ ʭʩʴʩʲʱʡ ʥʹʲʰ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ 
 

4.4 Special warnings and precautions for use 
… 
Myocardial InfarctionCardiovascular events  

Observational studies have shown an association between myocardial infarction and the use of abacavir. 
Those studied were mainly antiretroviral experienced patients. Data from clinical trials showed limited 
numbers of myocardial infarction and could not exclude a small increase in risk.  Overall the available data 
from observational cohorts and from randomised trials show some inconsistency so can neither confirm nor 
refute a causal relationship between abacavir treatment and the risk of myocardial infarction.  To date, there 
is no established biological mechanism to explain a potential increase in risk.  WhenAlthough the available 
data from clinical and observational studies with abacavir show inconsistent results, several studies suggest 
an increased risk of cardiovascular events (notably myocardial infarction) in patients treated with abacavir.  
Therefore, when prescribing Ziagen, action should be taken to minimize all modifiable risk factors (e.g. 
smoking, hypertension, and hyperlipidaemia). 

In addition, alternative treatment options to the abacavir containing regimen should be considered when 
treating patients with a high cardiovascular risk. 
… 

   ʥʹʲʰ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲʬ ʯʥʬʲʡ  ʭʩʠʡʤ ʭʩʴʩʲʱʡ ʯʫʸʶ  : 
 

2 ʤʴʥʸʺʡ ʹʥʮʩʹ ʩʰʴʬ . 
 ... 
ʬ ʯʥʫʩʱ ʡʬ ʳʷʺʤ ʭʩʩʸʬʥʷʱʥʥʩʣʸʷ ʭʩʲʥʸʩʠ  )ʭʣ ʩʬʫʥ ʡʬ( 

ʬ ʯʥʫʩʱʤ ʺʠ ʸʩʡʢʤʬ ʬʥʬʲ ʸʩʥʷʡʠ ʩʫ ʬʥʬʹʬ ʯʺʩʰ ʠʬʡʬ ʳʷʺʤʡ ʺʥʷʬ ʭʩʩʸʬʥʷʱʥʥʩʣʸʷ ʭʩʲʥʸʩʠ . 
ʪʬʹ ʠʴʥʸʬ ʸʴʱ    ʺʥʩʲʡ ʪʬ ʹʩ ʭʠ ʡʬʺʥʩʸʬʥʷʱʥʥʩʣʸʷ   )ʭʣ ʩʬʫʥ ʡʬ(  ʥʠ ʯʹʲʮ ʤʺʠ ʭʠ ,  ʺʠ ʸʩʡʢʤʬ ʺʥʬʥʬʲʤ ʺʥʸʧʠ ʺʥʬʧʮ ʹʩʹ
ʬʧʮʬ ʪʬʹ ʯʥʫʩʱʤʥ ʺ ʡʬʺʥʩʸʬʥʷʱʥʥʩʣʸʷ  ʪʬ ʵʩʬʮʮ ʪʬʹ ʠʴʥʸʤ ʭʠ ʠʬʠ ʯʢʠʩʦ ʺʧʷʬ ʷʩʱʴʺ ʬʠ .ʺʸʫʥʱ ʥʠ ʤʥʡʢ ʭʣ ʵʧʬ ʯʥʢʫ ,

 .ʪʫ ʺʥʹʲʬ 
          ... 

 
 : ʭʩʰʮʥʱʮʤ ʭʩʰʥʫʣʲʬ ʠʸʷʮ 

 ʸʱʥʤʹ ʲʣʩʮ –   ʤʶʥʧ ʭʥʣʠ ʥʷʡ ʯʮʥʱʮXXX 
 ʺʴʱʥʺ –  ʡʺʫʬʥʧʫ   

 ʤʸʮʧʤ ʺʴʱʥʺ -  ʡʺʫʬʥʧʫ  –   ʸʷʸʮ ʡʥʤʶʡ ʯʮʥʱʮ 
 

 
ʥʬʲʤ  ʭʩʰʠʴʥʸʬ  ʥʯʫʸʶʬ  ʥʧʬʹʰ  ʭʥʱʸʴʬ  y ʢʠʮʡ ʺʥʴʥʸʺʤ  y ʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ: 

 https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h   ʯʺʩʰʥ ʭʩʱʴʣʥʮ ʭʬʡʷʬ ʬʲ -  ʺʸʡʧʬ ʤʩʰʴ ʩʣʩ
 ʬʦʡ 'ʧʸ ʯʩʩʬʷʺʩʮʱʥʱʷʬʢ25   :ʯʥʴʬʨʡ ʤʥʷʺ ʧʺʴ03-9297100 . 

 
 

 ,ʤʫʸʡʡ 
 ʯʡʥʷʹʸ ʤʩʰʨ 

ʤʰʥʮʮ ʺʧʷʥʸ   

https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h

