
  

  

  

  

   :ʪʩ2023תאר  

  רופא /ה, רוקח/ת  כבד/ה                                                                                                    

  : התכשיר  של  לרופא ולצרכן  יםחברת טבע מודיעה שמשרד הבריאות אישר את העדכוים הבאים בעלו

Copaxone 40 mg/ ml Solution for injection 

  מ"ג /מ"ל   40קופקסון 

Contains: Glatiramer acetate 40 mg  

‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐  

 : הרישום בתעודת  שאושרה  כפי התוויה

Copaxone 40 mg/ml is indicated for reducing the frequency of relapses in patients with relapsing 
remitting multiple sclerosis. 

  

  ): והסרות מידע כטקסט מחוק באדוםבפירוט שלהלן כלולים העדכוים העיקריים בלבד (תוספות מסומות  

  עדכוים בעלון לצרכן  

‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐  

 ʠפʥʸʬ ʧʥʥʣʬ ʹʩ ʬʥפʩʨʤ ʺʬʩʧʺ ʩʰפʬʭʠ ʧʷʥʸʬ ʥʠ:   

  ,ʡʬʡ ʥʠ ʤʩʬʫʡ ʺʥʩʲʡʮ ʬʡʥʱ ʪʰʤ.ʸʩʣʱ ʯʴʥʠʡ ʡʷʲʮʥ ʺʥʷʩʣʡ ʲʥʶʩʡʡ ʪʸʥʶ ʯʫʺʩʩʥ ʸחʠʮ 

 ʪʰʤ ʬʡʥʱ  ʸʡʲʡ ʺʬʡʱ ʥʠʺʥʩʲʡʮ (ʬʥʤʥʫʬʠ ʺʫʩʸʶ ʬʹʡ ʬʬʥʫ) ʣʡʫʡ . 
  

 ʤʷʰʤʥ ʯʥʩʸʤ  

  ʠʴʥʸʡ ʵʲʥʥʩʤʬ ʪʩʩʬʲʯʥʩʸʤ ʪʬʤʮʡ ʯʥʱʷʴʥʷʡ ʹʥʮʩʹʬ ʱחʩʡ  ʤʷʰʤ ʥʠ /ʥ.  ʬ ʩʰʴʠʴʥʸ      ʺʠ ʭʠ ʯʥʩʸʤʡ  ʤʷʩʰʮ ʥʠ  ,

 ʺʡʹʥח ʺʠ ʭʠ ʯʥʩʸʤʡ ʺʠʹ  ʥʠ  .ʯʥʩʸʤ ʺʰʰʫʺʮ ʺʠ ʭʠ  

ʳʷʩʤ    ʬʡʢʥʮ  ʭʩʰʥʺʰ  ʬʹʷʴʥʷʬʹ  ʤʠʸʤ  ʭʣʠ  ʩʰʡʡ  ʹʥʮʩʹʮʱʲʴʹʤ  ʯʩʠ  ʯʥʺʥ  ʩʬʩʬʹʥ  ʬʲ  ʺʭʩʣʥʬʩʩ/   ̋ ʥʷʥʰʩʺ 

ʥʷʰʩʹʺʩʰ ..ʤʷʰʤ ʪʬʤʮʡ ʯʥʱʷʴʥʷʡ ʹʮʺʹʤʬ ʯ  

4 ʩʠʥʥʬ ʺʥפעʥʺ .  

...  

  ʡʺʥʩ ʣʡʫʡע



  

  

  

ʥʩʲʡʺ    ʬʬʥʫ  ,ʣʡʫʡ  ʺʥʩʲʡ  ʬʹ  ʤʸʮחʤ  ʥʠ  ʣʡʫʡ  ʭʩʸʷʮ  ʸʴʱʮʡ)  ʺʩʣʡʫ  ʤʷʩʴʱ  ʩʠ ʺʬʺʹʤʡ  ʤʮʩʩʺʱʤ
ʬʥʫʩ,(ʣʡʫʭʩ    ʭʩʺʩʲʬ ʸ  ʹʥʮʩʹʡ  ʯʥʱʷʴʥʷʡ  ʩʣʩʩʮחʸʺʤʬʺʥʷʥחʹ   ʯʴʥʠʡ  ʠʴʥʸʤ  ʭʲ  ʸʹʷ  ʸʥʶʩʬ  ʹʩ  .  ʪʬ  ʹʩ  ʭʠ

 :ʥʮʫ ʭʩʰʩʮʱʺ  

  ʤʬʩחʡ 
  ʯʥʡʠʩʺ ʯʣʡʥʠ 
  ʤʠʥʶʥ ʤʤʫ ʲʡʶʡ  ʯʺʹʩח ʲʡʶʡ y ʥʥ 
  ʸʥʲʤ ʬʹ ʤʡʤʶʤʭʩʩʰʩʲʡ ʯʡʬʤ ʷʬחʤ ʬʹ ʥʠ 
 ʥʮʩʣʭʩʮ ʹחʸʺʮʤʭʩ  ʺʥʬʷʡ ʸʺʥʩʬ ʤʠʥʥʹʤʡ ʬʩʢʸʫ  

  

  ʥʨʮפʪʥʺʮ10  : (ʭʩʬ  1עʬ עʥʺʺʥ   ʣפעʮ) ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʹפʩע

 ʭʩʬʥʣʩʢ  ʭʩʸʩʠʮʮ ʠʬ ʸʥʲʡ , ʤʮʷʸʡ ʭʩʬʥʣʩʢ.  

  ʥʨʮפʪʥʺʮ100 (ʭʩʬ  1עʬ עʥʺʺʥ   ʣפעʮ)   ʺʥʧʩʫʹ ʯʰʩʠʹ ʩʠʥʥʬ ʺʥʹפʩע

 ʤʬʴʤ  

  

    לרופאעדכוים בעלון 

‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐  

The CSYNC device is a multiple use autoinjector that can be used with Copaxone pre-filled 

syringes and it has not been tested with other pre-filled syringes. The CSYNC device should 

be used as recommended in the information provided by the device manufacturer. 

4.4 Special warnings and precautions for use 

Rare cases of severe liver injury have been observed (including hepatitis with jaundice, liver 

failure, and in isolated cases liver transplantation). Liver injury occurred from days to years 

after initiating treatment with Copaxone. Most instances of severe liver injury resolved with 

discontinuation of treatment. In some cases, these reactions have occurred in the presence of 

excessive alcohol consumption, existing or history of liver injury and use of other potentially 

hepatotoxic medication. Patients should be regularly monitored for signs of hepatic injury 

and instructed to seek immediate medical attention in case of symptoms of liver injury. In 

case of clinically significant liver injury, discontinuation of Copaxone should be considered. 

4.6 Fertility, pregnancy and lactation 

Breastfeeding 

 

It is unknown whether glatiramer acetate or its metabolites are excreted in human milk. In 

rats, no significant effects on offspring were observed except for a slight reduction in body 



  

  

  

weight gains in the offspring of mothers dosed during pregnancy and throughout lactation 

(see section 5.3) 

 

A risk to the newborns/infants cannot be excluded. A decision must be made whether to 

discontinue breast-feeding or to discontinue/abstain from Copaxone therapy taking into 

account the benefit of breast feeding for the child and the benefit of therapy for the woman. 

 

The physico-chemical properties and low oral absorption suggest that exposure of 

newborns/infants to glatiramer acetate via human breast milk is negligible. A non-

interventional retrospective study in 60 breastfed infants of mothers exposed to glatiramer 

acetate compared to 60 breastfed infants of mothers not exposed to any disease modifying 

therapy and limited post-marketing human data showed no negative effects of glatiramer 

acetate. 

Copaxone can be used during breast-feeding. 

4.8 Undesirable effects 
 

System Organ 

Class (SOC) 

Very Common 

(≥1/10) 

Common 

(≥1/100 to <1/10) 

Uncommon 

(≥1/1,000 to 

<1/1,00) 

Rare 
(≥1/10,000 to 
<1/1,000) 

Not known (cannot 
be estimated from 
the available data) 

Hepatobiliary 

disorders 

 Liver Function Test 

Abnormal 

Cholelithiasis, 

Hepatomegaly 

Toxic 

hepatitis,

Liver 

injury 
 

 
Hepatic 

failure# 
 

# Few cases were reported with liver transplantation 

 

 

  

  

  

  

  

  

  

  

  לפרסום במאגר התרופות שבאתר האיטרט של משרד הבריאות   ו שלחים  העלו

https://israeldrugs.health.gov.il  ,יתן לקבל  יה לחברת טב  את העלון לצרכןעמודפס ע"י פ . 


