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 :ʯʥʣʰʤ ʠפʥʸʬ ʯʥʬʲʥ ʯʫʸʶʬ ʯʥʬʲ ʯʥʫʣʲʬʹ ʱʥʠʰʡʨ Tavneos 

ʥʬʲʤ ʩʫ ʭʫʲʩʣʥʤʬ ʭʩʹʷʡʮ ʥʰʠʬ ʯʠפʥʸ  ʯʫʸʶʬ ʯʥʬʲʤʥʫʣʥʲ ʯʥʣʰʡʹ ʸʩʹʫʺʤ ʬʹʥʰ.   
ʯʥʬʲʤ ʯʥʫʣʲ .ʺʥʸʮʧʤ ʬʬʥʫ  

  
:ʺʸʹʥʠʮʤ ʤʩʥʥʺʤʤ  

Tavneos, in combination with a rituximab or cyclophosphamide regimen, is indicated for the 
treatment of adult patients with severe, active granulomatosis with polyangiitis (GPA) or 
microscopic polyangiitis (MPA) 

:ʬʩʲפ ʸʮʥʧ ʷʦʥʧʥ ʡʫʸʤ  
  

Avacopan 10 mg 
  

 ʥʲʶʥʡ ʥʡ ʲʣʩʮʤ ʠʡʥʮ ʯʬʤʬʹ ʨʥʸʩפʡʣʡʬʡ ʭʩʩʺʥʤʮ ʭʩʩʥʰʩʹ.  
 ʩʥʰʩʹ ʬʲʡ ʨʱʷʨ ʥʠ ʨʱʷʨ ʺפʱʥʺ ʩʺʥʲʮʹʮʮʥʱʮʯ .ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ .ʲʡʶʡ  

  
ʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤʠפʥʸ :ʭʩʠʡʤ ʭʩפʩʲʱʡ ʥʹʲʰ  

 

 

 

 



4.8        Undesirable effects  

System Organ Class 
Common  

(≥1/100 to <1/10) 
Uncommon (≥1/1,000 to 

<1/100) 
Rare  

(≥1/10,000 to <1/1,000) 

Frequency not 

known(1) 

Hepatobiliary disorders .... 

  

   Drug-induced liver 

injury1 , Vanishing bile 

duct syndrome1
 

 

Drug-induced liver injury and vanishing bile duct syndrome (VBDS) have been reported 

in the post-marketing setting (see section 4.4). 
  

 

 ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʫʸʶʬ:ʭʩʠʡʤ ʭʩפʩʲʱʡ ʥʹʲʰ  

:ʤפʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ  
 ʬʥפʩʨʤ ʩʰפʬʥʫʬʤʮʡʥ ʱʥʠʰʡʨʡʭʠ ʠפʥʸʬ ʸפʱ , ʪʬ ʹʩ ʥʠ ʥʩʤ:  

ʭʩʰʩʮʱʺ ʬʹ ʤʲʩʢפ ʺʩʣʡʫ  ʯʥʢʫʺʹʥʧʺ ʤʬʩʧʡ ʥʠ ʺʥʠʷʤ ,ʺʹʢʸʤ ʺʥפʩʩʲ ,ʸʱʥʧ ʯʥʡʠʩʺ ,ʤʡʤʶʤ ʬʹ 
ʸʥʲʤ ʥʠ ʬʹ ʭʩʩʰʩʲʤ ,ʯʺʹ ʤʤʫ ,ʣʥʸʩʢ ,ʡʠʫ ʯʨʡ ʤʰʥʩʬʲ ʡʥʤʶʤ ʷʥʸʩפʤ ʸʮʥʧ ,ʩʬʬʫ ʯʩʡʥʸʩʬʩʡ ʺʥʮʸʡ ʤʩʩʬʲ ,

 ʯʥʢʫ ʣʡʫ ʩʮʩʦʰʠʡ ʤʩʩʬʲ ʥʠ ,ʭʣʡ ʨʰʮʢʩפʤ ʬʹʦʠʰʩʮʠʱʰʸʨʺʥ  

  
4:ʩʠʥʥʬ ʺʥʲפʥʺ .  

:ʺʥʠʡʤ ʺʥʸʥʮʧʤ ʩʠʥʥʬʤ ʺʥʲפʥʺ ʺʥʲʩפʥʮ ʭʠ ʩʣʩʩʮ ʯפʥʠʡ ʠפʥʸʬ ʺʥʰפʬ ʹʩ  

  ʩʠʥʥʬ ʺʥʲפʥʺ ʯʺʥʧʩʫʹʹ ʤʲʥʣʩ ʤʰʩʠ)ʤʲʡʷʰ ʭʸʨ ʯʺʥʧʩʫʹʹ ʺʥʲפʥʺ:(  
 - ʤʲʩʢפ ʺʩʣʡʫ ʤʸʥʮʧ ʤʲʩʢפʥ ʩʫʸʣʡ ʤʸʮʤ ) ʭʩʰʩʮʱʺʭʩʬʥʫʩ ʺʥʩʤʬ ʺʥʠʷʤ ʥʠ ʤʬʩʧʡ ʺʹʥʧʺ ,

ʺʥפʩʩʲ ʺʹʢʸʤ ,ʯʥʡʠʩʺ ʸʱʥʧ ,ʭʩʩʰʩʲʤ ʬʹ ʥʠ ʸʥʲʤ ʬʹ ʤʡʤʶʤ ,ʤʤʫ ʯʺʹ ,ʣʥʸʩʢ , ʥʠ ʯʨʡ ʡʠʫ
ʤʰʥʩʬʲ ) ʷʸפ ʤʠʸ2.( 

 
  
  
 

 ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ
http://www.health.gov.il.  
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