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 y ʡʥʨʷʥʠ 2023 

 
ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ 

 ̋ /ʧʷʥʸ  ʤ/ʣʡʫʰ , 

 :ʭʩʠʡʤ ʭʩʸʩʹʫʺʤ ʬʹ ʯʥʰʩʮʤ ʸʨʹʮʡ ʩʥʰʩʹ ʬʲ ʭʫʲʩʣʥʤʬ ʩʰʩʸʤ 

 
ʤʷʸʦʤʬ ʤʱʩʮʺ ʱʷʰʥʥʠ Avonex Solution for Injection 

 
 ʬʩʲʴ ʡʩʫʸʮ  : Intereferon Beta 1A 

 
 

ʺʸʹʥʠʮ ʤʩʥʥʺʤ   : 

Treatment of relapsing forms of multiple sclerosis to slow the accumulation of physical disability 

and to decrease the frequency of clinical exacerbations  . 

Treatment of patients who have experienced a single demyelinating event with an active 

inflammatory process if it is severe enough to warrant treatment with intravenous corticosteroids 

if alternative diagnosis have been excluded, including the prescence of MRI abnormalities 

characteristic of MS and if they are determined to be at high risk of developing clinically definite 

multiple sclerosis  . 

Safety and efficacy in patients with chronic progressive multiple sclerosis has not been 

evaluated. 

 ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ  ʭʩʰʮʥʱʮ(דוםʠʡ ) :  

4.4  Special warnings and precautions for use 

 

Traceability 

 

In order to improve the traceability of biological medicinal products, the name and the batch number 

of the administered product should be clearly recorded. 

 

[…] 

In post marketing experience, cases of injection site necrosis have been reported (see section 4.8). To 

minimise the risk of injection site reactions, patients should be advised to use an aseptic injection 

technique and rotate the injection sites with each dose. 
 

 

The procedure for the self-administration by the patient should be reviewed periodically especially if 

injection site reactions have occurred. If the patient experiences any break in the skin, which may be 

accompanied by swelling or drainage of fluid from the injection site, the patient should be advised to 

speak with their doctor. Whether to discontinue therapy following a single site of necrosis is 

dependent on the extent of necrosis. For patients who continue therapy with AVONEX after injection 

site necrosis has occurred, avoid administration of AVONEX into the affected area until it is fully 

healed. If multiple lesions occur, change injection site, or discontinue therapy until healing occurs. 

[…] 
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  ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ ʯʫʸʶʬ  ʭʩʰʮʥʱʮ(דוםʠʡ ) :  

2  . :ʤʴʥʸʺʡ ʹʥʮʩʹ ʩʰʴʬ 
 ]...[ 

 
ʮ ʸʡʲʡ ʺʬʡʱ ʥʠ ʬʡʥʱ ʪʰʩʤ ʭʠ ʠʴʥʸ ʭʲ ʵʲʥʥʩʤʬ ʹʩ : 

 ]...[ 
•   ʸʶʥʷ ,ʭʩʩʬʥʱʸʷʡ ʺʥʧʩʴʰ ,)ʤʰʩʢʰʠ( ʺʥʬʩʲʴ ʸʧʠʬ ʸʷʩʲʡ ʤʦʧʡ ʡʠʫ ʯʥʢʫ ʭʩʮʥʨʴʮʩʱʡ ʺʥʠʨʡʺʮʤ ʡʬʡ ʺʥʩʲʡ

( ʤʮʩʹʰCongestive Heart Failure  ʺʥʩʲʡ ʥʠ )ʡʡʶʷ ʡʬʤ  .)ʤʩʮʺʩʸʠ( 
ʤ ʸʥʦʠʡ ʩʥʸʩʢ ,ʤʷʸʦʤ ( ʺʥʮʷʸʬʥ ʸʥʲʬ ʷʦʰʬ ʬʩʡʥʤʬ ʬʥʬʲʹ  ,ʷʩʸʦʤʬ ʯʫʥʮ ʤʺʠ ʸʹʠʫ .)ʤʷʸʦʤʤ ʸʺʠʡ ʤʦʥʸʷʰ

 ʳʩʲʱʡ ʺʥʠʸʥʤʤ ʸʧʠ ʤʣʩʴʷʡ ʡʥʷʲ6  "  ?ʤʷʸʦʤʬ ʤʱʩʮʺ ʱʷʰʥʥʠ ʷʩʸʦʤʬ ʣʶʩʫ ʳʥʱʡ  ʯʥʬʲ  ʤʦ .ʺʠʦ ʩʣʫ  
ʺʩʧʴʤʬ  ʺʠ ʯʥʫʩʱʤ  ʤʡʥʢʺʬ   y ʥʦʠʡ  ʤʷʸʦʤʤ . 

 
4  . :ʩʠʥʥʬ ʺʥʲʴʥʺ 

 ]...[ 
 

ʺʥʲʴʥʺ ʩʠʥʥʬ ʯʺʥʧʩʫʹʹ ʤʰʩʠ  ʤʲʥʣʩ ) ̋ ʥʲʴʥʺ ʯʺʥʧʩʫʹʹ ʭʸʨ ʤʲʡʷʰ( : 
 ]...[ 

• ʤʷʸʦʤʤ ʭʥʷʮʡ ʭʥʮʩʣ ʥʠ ʺʥʧʩʴʰ ,  )ʤʦʥʸʷʰ( ʺʥʮʷʸ ʱʸʤ ʤʷʸʦʤʤ ʩʸʧʠ ʤʦʧ ʡʠʫ ʥʠ 
 ]...[ 

 
 
 

 ʭʩʮʱʸʥʴʮ ʯʫʥ ,ʸʥʹʩʷʡ ʭʩʠʶʮʰ ʯʫʸʶʬ ʯʥʬʲʤʥ ʠʴʥʸʬ ʯʥʬʲʤ    ʺʥʴʥʸʺʤ ʸʢʠʮʡʹʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡ ,   ʯʺʩʰʥ
 ʭʩʱʴʣʥʮ ʭʬʡʷʬ  .ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʰʴ ʩʣʩ ʬʲ 

 ,ʤʫʸʡʡ 

  ʤʮʸʠʴ ʯʥʱʩʣʮ ʮ"ʲʡ 
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