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Erelzi® 50  

 

etanercept 50 mg / 1 ml 
 
Solution for injection in pre-filled syringe 
Solution for injection in pre-filled pen 

Erelzi® 25  

 

etanercept 25 mg / 0.5 ml 
 
Solution for injection in pre-filled syringe   

 

 :  ם תכ            ת   ת  ת   

Rheumatoid arthritis 

Erelzi is indicated for the treatment of active rhematoid arthritis in adults when the response to 

disease-modifying antirheumatic drugs (DMARDs) including methotrexate (unless contraindicated) 

has been inadequate. Erelzi can be used in combination with methotrexate in patients who do not 

respond adequately to methotrexate alone. Reducing signs and symptoms and inhibiting the 

progression of structural damage in patients with moderately to severely active rheumatoid arthritis. 

Etanercept, alone or in combination with methotrexate, has been shown to reduce the rate of 

progression of joint damage as measured by X-ray and to improve physical function. 

Juvenile idiopathic arthritis 

Treatment of polyarthritis (rheumatoid factor positive or negative) and extended oligoarthritis in 

children and adolescents from the age of 2 years who have had an inadequate response to, or who 

have proved intolerant of, methotrexate.  

Treatment of psoriatic arthritis in adolescents from the age of 12 years who have had an inadequate 

response to, or who have proved intolerant of, methotrexate.  

Treatment of enthesitis-related arthritis in adolescents from the age of 12 years who have had an 

inadequate response to, or who have proved intolerant of, conventional therapy.  

Psoriatic arthritis 

Treatment of active and progressive psoriatic arthritis in adults when the response to previous 

disease-modifying antirheumatic drug therapy has been inadequate. Etanercept has been shown to 

improve physical function in patients with psoriatic arthritis, and to reduce the rate of progression of 

peripheral joint damage as measured by X-ray in patients with polyarticular symmetrical subtypes of 

the disease. 



 

Axial spondyloarthritis 

Ankylosing spondylitis (AS) 

Treatment of adults with severe active ankylosing spondylitis who have had an inadequate response 

to conventional therapy. 

Non-radiographic axial spondyloarthritis 

Treatment of adults with severe non-radiographic axial spondyloarthritis with objective signs of 

inflammation as indicated by elevated C-reactive protein (CRP) and/or magnetic resonance imaging 

(MRI) evidence, who have had an inadequate response to non-steroidal anti-inflammatory drugs 

(NSAIDs). 

Plaque psoriasis 

Treatment of adults patients (18 years or older) with moderate to severe plaque psoriasis who are 

candidates for systemic therapy or phototherapy.  

Paediatric plaque psoriasis 

Treatment of chronic severe plaque psoriasis in children and adolescents from the age of 6 years 

who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies. 

    ן              ם        ם   

 ... 

4.8 Undesirable effects 

 ... 

 

Tabulated list of adverse reactions 

The following list of adverse reactions is based on experience from clinical trials in adults 

and on postmarketing experience. 

 

Within the system organ classes, adverse reactions are listed under headings of frequency 

(number of patients expected to experience the reaction), using the following categories: 

very common (≥1/10); common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare 

(≥1/10,000 to <1/1,000); very rare (<1/10,000); not known  

 ... 

System Organ 

Class 

Very Common 

≥ 1/10 

Common 

≥ 1/100 to 

< 1/10 

Uncommon 

≥ 1/1,000 to 

< 1/100 

Rare 

≥ 1/10,000 to 

< 1/1,000 

Very Rare 

< 1/10,000 

Frequency Not 

Known 

(Cannot be 

Estimated 

from Available 

Data) 

Renal and 

urinary 

disorders 

   Glomeruloneph

ritis 

 Glomerulonephr

itis 



 

        כן       ,      כן               ם        ם       ם    כן: 

 ... 

1.             ?       ʤ ʥʥ ʤʤ ʧʱʥʰ  ʥʰ  ( )ʯʫʥ   ʥʰ       

ʣʲʥʩʮ ʩʦʬʸʠ ̋ ʡ ʬʥפʩʨʬ :ʺʥʠʡʤ ʺʥʩʥʥʺʤʬ ʭʩʸʢʥʡʮ 

• ( ʺʩʰʥʸʢʹ ʭʩʷʸפʮ ʺʷʬʣrheumatoid arthritis ) ʤʬʩʲפ ʭʩʸʢʥʡʮʡ  ʬʲ ʺʥʲʩפʹʮʤ ʺʥʩʨʮʥʠʸ ʩʨʰʠ ʺʥפʥʸʺ ʭʲ ʬʥפʩʨ ʭʤʡ
( ʤʬʧʮʤ ʪʬʤʮDMARDS ʸʹʠ ʭʩʬפʥʨʮʡ ʨʠʱʷʸʨʥʺʮ ʭʲ ʡʥʬʩʹʡ ʩʦʬʸʠʡ ʹʮʺʹʤʬ ʯʺʩʰ ;ʷפʱʮ ʥʰʩʠ ,ʨʠʱʷʸʨʥʺʮ ʬʬʥʫ ,)

.ʣʡʬʡ ʨʠʱʷʸʨʥʺʮ ʭʲ ʬʥפʩʨʬ ʺʷפʱʮ ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ 

• ( ʺʩʺʧפʱ ʭʩʷʸפʮ ʺʷʬʣpsoriatic arthritis  ) ʤʬʩʲפ  ʺʥʲʩפʹʮʤ ʺʥʩʨʮʥʠʸ ʩʨʰʠ ʺʥפʥʸʺ ʭʲ ʬʥפʩʨ ʭʤʡ ʭʩʸʢʥʡʮʡ ʺʮʣʷʺʮʥ
( ʤʬʧʮʤ ʪʬʤʮ ʬʲDMARDS)  .ʷפʱʮ ʥʰʩʠ 

• ( ʺʥʩʬʥʧ ʺʷʬʣaxial spondyloarthritis:) 

o ʥʩפʸʢʥʩʣʸ ʺʥʩʥʣʲ ʠʬʬ ʺʥʩʬʥʧ ʺʷʬʣ( ʺradiographic axial spondyloarthritis-non ) ʤʸʥʮʧʥ ʤʬʩʲפ
 ʤʸʥʶʡ ʥʡʩʢʤ ʠʬʹ ʭʩʸʢʥʡʮʡ( ʭʩʣʩʠʥʸʨʱ ʭʰʩʠʹ ʺʷʬʣ ʩʣʢʥʰ ʭʩʸʩʹʫʺ ʭʲ ʬʥפʩʨʬ ʺʷפʱʮSteroidal Anti -Non

Inflammatory Drugs) 

o  ʧʹʷʮ ʺʥʩʬʥʧ ʺʷʬʣ( ʺankylosing spondylitis  ) ʺʷפʱʮ ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ ʸʹʠ ʭʩʸʢʥʡʮʡ ,ʤʬʩʲפʥ ʤʸʥʮʧ
.ʸʧʠ ʬʡʥʷʮ ʬʥפʩʨʬ 

• ( ʺʩʣʡʥʸ ʺʧפʱplaque psoriasis) .ʸʥʠʡ ʬʥפʩʨ ʥʠ )ʩʺʫʸʲʮ( ʩʮʨʱʩʱ ʬʥפʩʨʬ ʭʩʣʮʲʥʮ ʸʹʠ ʭʩʸʢʥʡʮʡ ʤʸʥʮʧ ʥʠ ʤʰʥʺʮ 

ʣʲʥʩʮ ʩʦʬʸʠ ̋  ʬʥפʩʨʬ :ʺʥʠʡʤ ʺʥʩʥʥʺʤʬ ʭʩʸʢʡʺʮʥ ʭʩʣʬʩʡ 

 :ʮ ʺʷʬʣ ʨ ʩ( ʺʥʣʬʩʤ ʬʩʢ ʬʹ ʺjuvenile idiopathic arthritis)פʥʩʣʩʠ ʭʩʷʸפ  •

o  ʯʥʸʢʩʹ ʡʸ(polyarthritis)  ʥʢʩʬʥʠʥ ]ʩʬʩʬʹ ʥʠ ʩʡʥʩʧ ʩʨʮʥʠʸ ʭʸʥʢ[-( ʺʡʧʸʰ ʱʩʨʩʸʺʸʠextended oligoarthritis) ,
 ʬʡʷʬ ʭʩʬʥʫʩ ʭʰʩʠʹ ʥʠ ʨʠʱʷʸʨʥʺʮ ʭʲ ʬʥפʩʨʬ ʺʷפʱʮ ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ ʸʹʠ ʭʩʩʺʰʹ ʬʩʢʮ ʭʩʸʢʡʺʮʥ ʭʩʣʬʩʡ

.ʨʠʱʷʸʨʥʺʮ 

o ( ʺʩʺʧפʱ ʭʩʷʸפʮ ʺʷʬʣpsoriatic arthritis ʬʩʢʮ ʭʩʸʢʡʺʮʥ ʭʩʣʬʩʡ )12  ʸʹʠ ʭʲ ʬʥפʩʨʬ ʺʷפʱʮ ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ
.ʨʠʱʷʸʨʥʺʮ ʬʡʷʬ ʭʩʬʥʫʩ ʭʰʩʠʹ ʥʠ ʨʠʱʷʸʨʥʺʮ 

o ( ʱʩʨʩʦʺʰʠʬ ʺʩʥʥʬʰ ʭʩʷʸפʮ ʺʷʬʣenthesitis related arthritis ʬʩʢʮ ʭʩʸʢʡʺʮʥ ʭʩʣʬʩʡ )12  ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ ʸʹʠ
.ʸʧʠ ʬʡʥʷʮ ʬʥפʩʨ ʬʡʷʬ ʭʩʬʥʫʩ ʭʰʩʠʹ ʥʠ ʬʥפʩʨʬ ʺʷפʱʮ 

•  ɦ( ʺʩʣʡʥʸ ʺʧפplaque psoriasis)  ʬʩʢʮ ʭʩʸʢʡʺʮʥ ʭʩʣʬʩʡ ʺʩʰʥʸʫ ʤʸʥʮʧ6   ʭʩʬʥʫʩ ʭʰʩʠʹ ʥʠ ,ʺʷפʱʮ ʤʸʥʶʡ ʥʡʩʢʤ ʠʬ ʸʹʠ
.ʸʥʠʡ ʬʥפʩʨ ʥʠ ,)ʩʺʫʸʲʮ( ʩʮʨʱʩʱ ʬʥפʩʨʬ ʬʡʷʬ 

 

  ( ʺʥʣʬʩʤ ʬʩʢ ʬʹ ʺʩʺפʥʩʣʩʠ ʭʩʷʸפʮ ʺʷʬʣ ,juvenile idiopathic arthritis  )ʭʩʸʢʡʺʮʡʥ ʤʬʲʮʥ ʭʩʩʺʰʹ ʬʩʢʮ ʭʩʣʬʩʡ ʺʷʬʣ ,
 ( ʺʩʺʧפʱ ʭʩʷʸפʮpsoriatic arthritis ʬʩʢʮ ʭʩʸʢʡʺʮʡ )12  ʺʷʬʣ :ʤʸʣʹʤ ʣʥʮʲ ʺʥʩʬʥʧ ʬʹ ʺʥʩʺʷʬʣ ʺʥʬʧʮʡ ,ʭʩʸʢʥʡʮʡʥ

( ʺʧʹʷʮ ʺʥʩʬʥʧankylosing spondylitis ʥ ʭʩʸʢʥʡʮʡ ʤʸʥʮʧ ʤʢʸʣʡ ) – radiographic axial spondyloarthritis-non 
( ʺʩʣʡʸ ʺʧפʱʡ ʬʥפʩʨʬʥ ʭʩʸʢʥʡʮʡ ʤʸʥʮʧ ʤʢʸʣʡplaque psoriasis  ʤʢʸʣʡʥ ,ʭʩʸʢʥʡʮʡ ʤʹʷ ʣʲ ʺʩʰʥʰʩʡ ʤʸʮʥʧ ʺʢʸʣʡ )

  ʤʸʥʮʧʭʩʸʢʡʺʮʡʥ ʤʬʲʮʥ ʹʹ ʬʩʢʮ ʭʩʣʬʩʡ. 
... 
         ת    ת .4
 ... 

     ם(:  1,000 כ    1ת    ת            ת )     ת            

•   ʥ ʥʮʧ  ʥ ג     ʥ ʥג  )ʭ ʴʥʶʴʶʥ  ʥʲʤ    ʤ ʥʮʧ   ʮʥʷʮ  ʥʧ ʴʰ   ʥʫ( 

•  )ʭ  ʯʨ ʱ    גʥʱ( ʤʮʥʴʮ   

• )ʭʶʲʤ ʧʮʥ ʭ ʤ  ʫ ʲʮ  ʲ ʲ ʴ ʮʤ ʯʨ ʱ( ʤ ʮʷʥ  

•  ) ʥʲ ʯʨ ʱ    גʥʱ( ʤʮʥʰ ʮ 

•  ʭ ʮʥ   ʭ     ʥ ʭ ʰ   ʭ      , ʥ ʱʨ    ʤʫʥʮʰ ʤ  ʴʱ     ʥ    

•    ʶʲ   ʷ    ʥ  ʤʶʥʴʰ    ʨ  ʭ ʮʥ ʤ ʭ ʰʮ ʱʥ ʭ ʰ ʮʱ ʥ ʤ ʥʮʧ ʭ         ʥʧ   ʥʥ ʮʤ( ʭ  ʶʲʤ  ʫ ʲʮ   ʥʲ ʴʤ
)ʤ   ʤ ʨʥʧ  ʥ  ʤ    ʤ 

•   ʴʧ  



 ʷ ʴʱ       ʤʲʴʥʤ     ג       •

•  ʭ ʱʥʫ ʴ 

• ) ʥʴ  ʲʥ ʭ ʷ ʴʮ    ʫ ,ʭʥʧ , ʫ ʥʮʮ ʤʧ  ʴ ʯʥגʫ ʭ ʰ ʮʱ (    ʦ    ʥʮ   ʰʥʮʱ  ʥ     ʦ 

•   ʥʲʤ ʳʥ  ʷʥ  ʥ ʥʮʧ  ʥ ʧʥʴ       ʥʤ  ʤ ʥ ʲʤ  ʥʲ  ʤʧ  ʴ 

•   ʤ ʥג (  ʴ         ʥʰʫ  - ʤʮ ʮ   ʤʧ  ʴ-ʯ   ʲ ʶ  ʭ ʨʥʧ   ʥʮ  ʭ ʥʥʷ ʥ /ʥ    גʮ ʤ ג גʱ- )     ʭʥ ʷ  ʲ  ʥʴ  

•   ʨʱʷ ʨʥ ʮ ʭג ʭ   ʷʮʤ ʭ  ʥʧ  ,  ʰʥʮ  ʥʨʥ  ʱ ʨ ʨʴʤ( ʳʥגʤ      ʰʥʱ ʧʤ  ʫ ʲʮʤ      ʲ  ʮ גʰʤ   ʫʤ     ʷ  
 )ʤʧ ʫ  ʤʰ     ʥʥ ʤ  ʲʴʥ  

•  )ʱ ʦʥ   ʥʷ ʱ( ʤʴʮ  ʤ  ʥʨʥ   ʥ , ʥʲ  , ʥ     ʲʥגʴ   ʥ ʥ ʲʤ ʯʥʱ ʧʤ  ʫ ʲʮ   ʥʲ ʴʤ 

•    ʥ   ʤ     ʥʷ ʨʶʤʤ ʥ   ʷ  ʤ      ʥʥ ʤ  ʲʴʥ  ʨʱʷ ʨʥ ʮ ʭג ʭ   ʷʮʤ ʭ  ʥʧ (  ʥ   ʤ     ʥʷ ʨʶʤ ʥ   ʷ  
 )ʤʧ ʫ  ʤʰ   

• ʷʦʰ ʭ ʰʰʱʮ  ʭ   ʲʦʤ ʪʥ    ʥ  ʫʤ ʭ ʥגʤ   ʥʷʴ        ʫ   ʥʷ   (ʱ ʨ  ʴʰʥ ʥ ʮʥ ג  , ʷ        ʥ ʲʷʴ ʤ  ʫʤ(  

... 

 ת    ת         כ ח תן           :

• (  ʷ ʮ ʭ   ʲ ʤʮʥʰ ʶ ʷ גʥʱʮ  ʥʲ ʯʨ ʱMerkel cell carcinoma ) 
•   ʥʴʷ ʭ   ʲ ʤʮʥʷ ʱ  (Kaposi’s sarcoma)    ʥʰ ʤ ʱʴ ʤʤ ʳ גʰ  ʭʥʤ ʦ   ʥ ʷʤ    ʰ ʯʨ ʱ ,8 .    ʭ   ʲ ʤʮʥʷ ʱ

  ʥʲʤ  ʲ ʭ  ʥגʱ ʭ ʲגʰʫ  ʥ   ʤʲ ʴʥʮ   ʥʴʷ 

•   ʭ            גʥʮ  ʥ  ʲʴ(  ʷ    ʭ  ʥ ʷʤ ʭ ʰ  macrophage activation syndrome ) 

•   ʱ ʨ ʨʴʤ    ʤ ʦʧB 

• ʷʦʰ ʭ ʰʰʱʮ  ʭ   ʲʦʤ ʪʥ    ʥ  ʫʤ ʭ ʥגʤ   ʥʷʴ        ʫ   ʥʷ   (ʱ ʨ  ʴʰʥ ʥ ʮʥ ג  , ʷ        ʥ ʲʷʴ ʤ  ʫʤ(  

•  )   ʥʲ ʤʧ  ʴ  ʤʥʥ ʮʤ ʤ  ʥʧʥ ʭ       ʷ  ( ʱ ʨ ʱʥ ʮʥʨʮ     ʷʰʤ  ʶʮ  ʤ ʮʧʤ 

 .... 

  כת  ת :       ן      ם    

 . .  ,ʮ"ʲ        ʤʷ ʨ ʶʮ ʴ ʦʥ ʰʱ9015 .      ,        ,ʱ ʨ  ʥʰ  ,ʮ"ʲ         . .7126 ,        . 

 
 
 
 

 ʥʲʶʥ  ʭʤ  ʭ ʴ ʲʱʤ ʷ  ʭ ʰ  ʥʶʮ ʥʦ ʤʲ ʥʤ ʭ   ʥʤʮ ʭ  ʥʰ      ʥ ʲ  ʯ  ʭ ʰʥ ʲ ʥ  ʴʥ     .ʯʫ ʶ 

 ʭ ʮ  ʷ ,ʭ ʨ ʥʴʮʤ ʭ  ʥʰ  ʤ    ʮ  ,ʭ ʴʱʥʰ ʭ ʰʥʫ ʲ ʯʥ ʲ  .ʭʥ   ʤ  ʲ  ʯʥʫ ʲ   ʥʫ 

 .ʥʦ ʤʲ ʥʤ  ʳ ʥʶʮʤ ʯʫ ʶ  ʯʥ ʲ  ʯ  ʲ  ʯ  ʰ ,ʳʱʥʰ ʲ  ʮ  

 : ʥ    ʤ    ʮ        ʥʴʥ  ʤ  ג ʮ  ʭʥʱ ʴ  ʧ  ʰ ʯʫ ʶ  ʯʥ ʲʤ 

.health.gov.il/#!/byDrugisraeldrugshttps:// 

 ʭʥ   ʤ  ʲ   ʤ ʰʴ      ʲ ʱʴ ʥʮʤ ʯʥ ʲʤ      ʷ  ʯ  ʰ ʯʫ ʥʮʫ – ʤʷ ʨ ʶʮ ʴ ʦʥ ʰʱ  ʮ"ʲ        

 

  ,ʤʫ    ʭʫʰʥʫ ʲ  

 ʷʱ ʥ ʰʱ ʤʰʴ  ' גʮ , 

 ,ʤʰʥʮʮ  ʧʷʥ  

ʤʷ ʨ ʶʮ ʴ ʦʥ ʰʱ  "ʲ       ʮ 

 

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

