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Esbriet® 267 mg and 801 mg Tablets (pirfenidone) 

Film coated tablets  

 

,ʤ/ʸʷʩ ʺ/ʧʷʥʸ ,ʤ/ʸʷʩ ʤ/ʠʴʥʸ 

 ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲ ʸʴʱʮ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ )ʬʠʸʹʩ( ʤʷʩʨʡʶʮʸʴ ʹʥʸ ʺʸʡʧ ʯʥʬʲʡʥ
 ʯʫʸʶʬ ʬʹʤʬʲʮ ʭʩʰʩʥʶʮʤ ʭʩʸʩʹʫʺʤ ʸʹʠ ʭʩʰʥʫʣʲʥ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ ʷʸ ʭʩʰʩʩʥʶʮ ʥʦ ʤʲʣʥʤʡ .

 .ʤʸʮʧʤ ʭʩʥʥʤʮ 

ʤʮʥʹʸʤ ʤיʥʥʺʤʤ :ʬʠʸʹיʡ ʸיʹʫʺʬ 

Esbriet is indicated in adults for the treatment of mild to moderate 
Idiopathic Pulmonary Fibrosis (IPF). 

:ʸʡʱʤ 

 ʭʲ ʨʱʷʨʩʺʧʺ ʥʷ .ʯʥʬʲʬ ʳʱʥʤʹ ʨʱʷʨ ʯʩʩʶʮ 

ʤʶʥʧ ʥʷ ʭʲ ʨʱʷʨ .ʯʥʬʲʤ ʯʮ ʸʱʥʤʹ ʨʱʷʨ ʯʩʩʶʮ 

 ʯʩʩʲʬ ʹʩ ʳʱʥʰ ʲʣʩʮʬʭʩʰʥʬʲʡ  ʩʴʫʥʧʬʹʰʹ ʬ .ʺʥʠʩʸʡʤ ʣʸʹʮ 

ʥʬʲʤʭʩʰ ʫʣʥʲʮʤʭʩʰ ʧʬʹʰʥ ʬʡʷʬ ʯʺʩʰʥ ,ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸʴʬʭ 
ʱʴʣʥʮʭʩ ʬʲ- ʣ.ʺ ,ʮ"ʲʡ )ʬʠʸʹʩ( ʤʷʩʨʡʶʮʸʴ ʹʥʸ :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩʣʩ6391 ʯʥʸʹʤ ʣʥʤ , 

4524079  ʯʥʴʬʨ09-9737777 :ʨʰʸʨʰʩʠʡ ʥʰʺʡʥʺʫ .www.roche.co.il. 
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:ʠʴʥʸʬ ʯʥʬʲʡ ʭייʺʥʤʮ ʭייʰʥʫʣʲ 

 ʳיʲʱʡ  4.4 Special warnings and precautions for use:ʠʡʤ ʲʣיʮʤ ʯʫʣʥʲ 

[…] 

Severe skin reactions 

Stevens-Johnson syndrome (SJS) and), toxic epidermal necrolysis (TEN), and drug 
reaction with eosinophilia and systemic symptoms (DRESS), which can be life-
threatening or fatal, have been reported post-marketing in association with Esbriet 
treatment. If signs and symptoms suggestive of these reactions appear, Esbriet should 
be withdrawn immediately. If the patient has developed SJS, TEN or TEN DRESS with 
the use of Esbriet, treatment with Esbriet must not be restarted and should be 
permanently discontinued. 
[…] 

Sodium 

Esbriet contains less than 1 mmol sodium (23 mg) per tablet, that is to say 

essentially ‘sodium-free .’ 

 ʳיʲʱʡ  4.8 Undesirable effects :ʠʡʤ ʲʣיʮʤ ʯʫʣʥʲ 

Table 1 Adverse reactions by SOC and MedDRA frequency 

[…] 

Skin and subcutaneous tissue disorders 

Very Common Rash  

Common Photosensitivity reaction; pruritus; erythema; dry skin; rash 
erythematous; rash macular; rash pruritic 

Not Known Stevens-Johnson syndrome1; toxic epidermal necrolysis1; drug 
reaction with eosinophilia and systemic symptoms (DRESS)1 

1. Identified through post-marketing surveillance (see section 4.4) 

:ʯʫʸצʬ ʯʥʬʲʡ ʭייʺʥʤʮ ʭייʰʥʫʣʲ 

  ʳיʲʱʡ2 . ʤʴʥʸʺʡ ʹʥʮיʹʤ יʰʴʬ :ʠʡʤ ʲʣיʮʤ ʯʫʣʥʲ 

ʤʴʥʸʺʡ ʹʥʮיʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥיʮ ʺʥʸʤʦʠ: 
[…] 

 ʱʰʡʩʨʱ ʺʰʥʮʱʺ-ʯʥʱʰʥ'ʢ, ʷʮʰ ʩʮʸʣʩʴʠ ʩʰʬʲʸ (ʷʩʱʷʥʨ ʬʮʸʣʩʴʠ ʱʩʦʩʬʥʸʷʰ) ʤʡʥʢʺʥ  ʺʩʺʴʥʸʺ
ʭʲ ʤʩʬʩʴʥʰʩʦʥʠʠ ʭʩʰʩʮʱʺʥ  ʭʩʩʺʫʸʲʮ(DRESS) ʥʧʥʥʣ  ʭʲ ʸʹʷʡʬʥʴʩʨ ʨʩʩʸʡʱʠʡ .ʭʠ ʤʺʠ 

ʯʩʧʡʮ  ʺʥʡʥʢʺʡ ʭʩʸʥʹʷʤ ʭʩʰʩʮʱʺʤʮ ʣʧʠʡʸʥʲʤ ʺʥʸʥʮʧʤ ʺʥʸʠʥʺʮʤ ʳʩʲʱʡ 4 ,ʷʱʴʤ 
ʹʮʺʹʤʬ ʨʩʩʸʡʱʠʡ .ʩʠʥʴʸ ʬʥʴʩʨʬ ʣʩʮ ʤʰʴʥ 
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  ʳיʲʱʡ4 . יʠʥʥʬ ʺʥʲʴʥʺ :ʠʡʤ ʲʣיʮʤ ʯʫʣʥʲ 

 ʥʮʫʡʡ ʹʥʮʩʹʤ ,ʤʴʥʸʺ ʬʫʨʩʩʸʡʱʠ  ʬʤʡʩʺ ʬʠ .ʭʩʹʮʺʹʮʤʮ ʷʬʧʡ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʬʥʬʲ
 .ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʮʩʹʸ ʠʸʷʮʬʩ ʯʫʺʩʹ.ʯʤʮ ʺʧʠ ʳʠʮ ʬʥʡʱʺ ʠʬ 

ʴʤʱ ʬʥʨʩʬ ʷʨʩʩʸʡʱʠ ʠʴʥʸʤ ʺʠ ʲʣʩʥ ʥʤʰʴ ʺʬʡʷʬ ʬʥʴʩʨ ʩʠʥʴʸ ʩʣʩʩʮ ʯʴʥʠʡ ʤʺʠ ʭʠ ʬʡʥʱ ʯʩʧʡʮ 
ʺʥʠʡʤ ʺʥʲʴʥʺʤʮ ʭʩʠʡʤʮ ʥʤʹʬʫ ʯʩʮʱʺ ʥʠ ʯʮʩʱʡ: 

  ,ʭʩʰʴʡ ʺʥʧʩʴʰʡ ʭʩʩʺʴʹ/ʥ ʥʠʡ ,ʯʥʹʬ ,ʺʣʴʸʱ ,ʣʸʢʭʩʴʥʶʴʶ ʥʠ ʤʮʩʹʰ ʩʩʹʷ ,ʯʥʴʬʩʲ ʺʹʥʧʺ ʥʠ ,
ʬ ʭʩʰʮʩʱ ʭʤʹʤʮʣʠʥʩʢʰʠ .ʱʩʱʷʬʩʴʰʠ ʥʠ ʤʸʥʮʧ ʺʩʢʸʬʠ ʤʡʥʢʺ , 

  ʬʹ ʤʡʤʶʤʭʩʩʰʩʲʤ  ʥʠʤ ʬʹʸʥʲ ,,ʤʤʫ ʯʺʹ ʹʩʩ ʯʫʺʩʢʡ ʭʢ ʥʥʬʩʹʸʥʲʡ ʣʥʸ ʯʥʩʬʲʤ ʷʬʧʡ ʡʠʫ ,
 ,ʯʥʡʠʩʺ ʯʣʡʥʠ ,ʯʨʡʤ ʬʹ ʯʩʮʩ ʣʶʡʭʩʮʥʮʩʣ ʺʲʴʥʤ ʸʡʲʡʮ ʸʺʥʩ ʺʥʬʷʡ ʺʥʸʥʡʧ ʥʠ  ʺʹʥʧʺ ʥʠ

 ʸʹʠ ʺʩʣʡʩʫ ʤʲʩʢʴ ʬʲ ʣʩʲʤʬ ʭʩʬʥʫʩʥ ʩʥʷʬ ʩʣʡʫ ʣʥʷʴʺʬ ʭʩʰʮʩʱ ʺʥʩʤʬ ʭʩʬʥʬʲ ʤʬʠ .ʺʥʴʩʩʲ
 ʤʧʩʫʹ ʤʰʩʠʹ ʩʠʥʥʬ ʺʲʴʥʺ ʤʰʤ.ʨʩʩʸʡʱʠʬ  

 ʭʩʮʺʫ ʭʩʮʣʮʣʠ ʠʬ ʭʩʤʡʢʥʮ ʥʠ ʭʩʬʥʢʲ ʸʥʦʠʡ ʥʢʤ , ʭʩʺʩʲʬʺʥʡʥʸʷ ʭʲ ʺʥʩʧʥʴʬʹ ʭʦʫʸʮʡ ,
ʳʥʬʩʷ ʸʥʲʤ ,ʭʩʡʩʫ ʤʴʡ ,ʯʥʸʢʡ ,ʳʠʡ ,ʩʸʡʩʠʡ ʯʩʮʤ ʭʩʩʰʩʲʡʥ .ʺʥʧʩʸʴ  ʺʥʩʥʹʲ ʥʬʠ ʺʥʸʥʮʧ ʸʥʲ

 ʸʧʠʬ ʲʩʴʥʤʬʭʥʧ ʭʩʰʩʮʱʺʥ ʺʲʴʹ ʩʩʥʮʣ .ʭʩʰʮʩʱ ʭʩʰʩʮʱʺʥ ʥʬʠ ʭʩʩʥʹʲ ʲʩʡʶʤʬ ʬʲ [ ʺʰʥʮʱʺ
ʱʰʡʩʨʱ- ʯʥʱʰʥ'ʢ( ʩʰʬʲʸ ʩʮʸʣʩʴʠ ʷʮʰ ʥʠʷʩʱʷʥʨ ʬʮʸʣʩʴʠ ʱʩʦʩʬʥʸʷʰ.]) 

 ʤʧʩʸʴ ʺʨʹʥʴʮ ,ʺʸʥʨʸʴʮʨ ʳʥʢ ʤʤʥʡʢ ʺʥʨʥʬʡʥ  ʤʴʮʩʬʺʥʬʣʢʥʮ ʺʠʸʷʰʤ ʺʰʥʮʱʺ( DRESS 
.)ʺʥʴʥʸʺʬ ʸʺʩ ʺʥʹʩʢʸ ʺʰʥʮʱʺ ʥʠ 

 

 


