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 2024 אפריל 

                                                                                                     ʤ/ʣʡʫʰ  ʺ/ʧʷʥʸ ,ʤ/ ʠפʥʸ 

 ʯʥʬʲʡ ʭʩʠʡʤ ʭʩʰʥʫʣʲʤ ʬʲ ʤʲʩʣʥʮ ʲʡʨ ʺʸʡʧʬʬʥ ʠפʥʸʯʫʸʶ   y ʩʹʫʺʤ ʬʹ  : 

 FENTORA®                            ®פנטורה

Contains:  FENTANYL ( AS CITRATE ) 

100/200/400/600/800 mcg 

  

 רופא עדכונים בעלון ל
----------------------------------------------------------------------------------------------------------- 

  :ʭʥʹʩʸʤ ʺʣʥʲʺʡ ʤʸʹʥʠʹ ʩפʫ ʤʩʥʥʺʤ 

Fentora is indicated for the treatment of breakthrough pain (BTP) in adults with cancer who are 

already receiving maintenance opioid therapy for chronic cancer pain. 

BTP is a transitory exacerbation of pain that occurs on a background of otherwise controlled 

persistent pain. 

Patients receiving maintenance opioid therapy are those who are taking at least 60 mg of oral 

morphine daily, at least 25 micrograms of transdermal fentanyl per hour, at least 30 mg of oxycodone 

daily, at least 8 mg of oral hydromorphone daily or an equianalgesic dose of another opioid for a week 

or longer. 

ʬ ʯʥʬʲʤʹ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡ ʯʫʸʶʬʥ ʠפʥʸ ʫʣʥʲ ʥʰ  ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʭʩʬʥʬʫ ʯʬʤʬʹ ʨʥʸʩפʡ , ʣʡʬʡ  
 ʺʥʰʮʥʱʮ ʺʥפʱʥʺ(ʭʥʣʠʡ   :)ʷʥʧʮ ʨʱʷʨʫ ʲʣʩʮ ʺʥʸʱʤʥ 

   רופאעדכונים בעלון ל
----------------------------------------------------------------------------------------------------------- 

 ]...[ 
4.4 Special warnings and precautions for use 

Because of the risks, including fatal outcome, associated with accidental exposure, misuse, and 

abuse, patients and their carers must be advised to keep Effentora in a safe and secure place, not 

accessible by others. 

 ]...[ 
 

Tolerance and opioid use disorder (abuse and dependence) Drug dependence and potential for 

abuse 

Tolerance, physical dependence and psychological dependence may develop upon repeated 

administration of opioids. Introgenic addiction following opioid administration may occur. Fentanyl 

can be abused in a manner similar to other opioids and all patients treated with opioids require 

monitoring for signs of abuse and addiction. Patients at increased risk of opioid abuse may still be 
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appropriately treated with opioids; however, these patients will require additional monitoring for 

signs of misuse, abuse, or addiction.  

Repeated use of Fentora may lead to Opioid Use Disorder (OUD). A higher dose and longer duration 

of opioid treatment, can increase the risk of developing OUD. Abuse or intentional misuse of Fentora 

may result in overdose and/or death. The risk of developing OUD is increased in patients with a 

personal or a family history (parents or siblings) of substance use disorders (including alcohol use 

disorder), in current tobacco users or in patients with a personal history of other mental health 

disorders (e.g. major depression, anxiety and personality disorders). 

Treatment duration and goals  

Before initiating treatment with Fentora, a treatment strategy including treatment duration and 

treatment goals, and a plan for end of the treatment, should be agreed together with the patient, in 

accordance with pain management guidelines. Before and during treatment the patient should also 

be informed about the risks and signs of OUD. Patients should be advised to contact their physician 

if these signs occur. During treatment, there should be frequent contact between the physician and 

the patient to evaluate the need for continued treatment, consider discontinuation and to adjust 

dosages if needed. In absence of adequate pain control, the possibility of hyperalgesia, tolerance 

and progression of underlying disease should be considered (see section 4.4). Fentora should not be 

used longer than necessary. 

 ]...[ 
 

4.8 Undesirable effects 

 ]...[ 
 

Description of selected adverse reactions 

Tolerance, physical and/or psychological dependence may develop upon repeated administration of 

opioids such as fentanyl (see section 4.4) . 

Tolerance 

Tolerance can develop on repeated use . 
 

Drug dependence   
Repeated use of Fentora lead to drug dependence, even at therapeutic doses. The risk of drug 

dependence may vary depending on a patient's individual risk factors, dosage, and duration of 

opioid treatment (see section 4.4). 

 ]...[ 
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4.9 Overdose 

Symptoms 

 ]...[ 
Toxic leukoencephalopathy has also been observed with fentanyl overdose. 

 ]...[ 
 

 

 

 

 

 עדכונים בעלון לצרכן  
----------------------------------------------------------------------------------------------------------- 

 ]...[ 
2 ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ . 

 ]...[ 
 

 ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ ʬ ʤפʥʸʺʡ ʹʥʮʩʹ 

ʪʩʬʲ    ʪʩʹʮʤʬ ̋ ʠ ʬʥʨʩʬ ʥʫʩʹʬ ʺʣʲʥʩʮʤ ʤʴʥʸʺʤ ʪ  ʡʠʫ ʤ .ʤʸʥʨʰʴʡ ʹʥʮʩʹʤ ʩʣʫ ʪʥʺ ʪʹʮʺʮʤ ʯʨʸʱ 

  ʹʮʺʹʤʬ ʯʩʠ  ʤʸʥʨʰʴʡ  ʬʥʴʩʨʤ  ʺʴʥʷʺʡʺʥʸʧʠ  ʺʥʴʥʸʺʡ  ʬʩʫʮʤʺʥ   ʬʩʰʨʰʴ    ʪʥʫʩʹʬ  ʸʡʲʡ  ʪʬ  ʥʮʹʸʰ  ʸʹʠ
ʡʠʫ ʵʸʴʺʮ ʪʺʥʹʸʡ ʭʠ . ̋ ʥʴʥʸʺ  ʧʷʥʸʡ ʵʲʥʥʩʤʬ ʪʩʬʲ ʤʬʠʫʪʸʥʶ ʯʤʡ ʯʩʠʹ ʺʥʴʥʸʺ ʪʩʬʹʤʬ ʣʶʩʫ . 

  ʺʠʦ  ʤʴʥʸʺ  ʯʱʧʠ ʥ  ʧʥʨʡ  ʭʥʷʮʡ  ʭʩʸʧʠ  ʭʩʹʰʠʬʹ  ʸʥʮʹ  .ʥʩʬʠ  ʤʹʩʢ  ʯʩʠ  ʳʱʥʰ  ʲʣʩʮʬ  ʳʩʲʱ  ʤʠʸ5-    ʪʩʠ"
 ."?ʤʴʥʸʺʤ ʺʠ ʯʱʧʠʬ 

 ]...[ 
ʸʠ ʧʥʥʨʬ ʹʥʮʩʹʥ ʤפʥʸʺʬ ʺʥʬʩʡʱʥ ʪ 

  ʥʦ ʤʴʥʸʺ ̋ ʩʣʩʠʥʩʴʥʠ ʤʴʥʸʺ ʠʩʤʹ ʬʩʰʨʰʴ ʤʬʩʫʮ  .  ʸʦʥʧ ʹʥʮʩʹ  ʤʰʹʰʥ  ʭʥʸʢʬ ʬʥʬʲ ʭʩʣʩʠʥʩʴʥʠ ʭʩʡʠʫ ʩʫʫʹʮʡ
  ,ʤʩʬʠ  ʬʢʸʺʮ  ʤʺʠ(  ʤʬʩʲʩ  ʺʥʧʴ  ʤʩʤʺ  ʤʴʥʸʺʤʹ  ʪʫʬ  ʤʲʴʥʺ  ʭʢ  ʬʥʬʲ  ʤʺʠ  .)ʺʥʴʥʸʺʬ  ʺʥʬʩʡʱ  ʤʰʥʫʮʤ

  .ʤʸʥʨʰʴʡ ʹʥʮʩʹʤ ʯʮʦʡ  ʡʠʫʬ  ʸʺʥʩ  ʹʩʢʸ  ʺʥʩʤʬ  ʥʦ  ʤʲʴʥʺʲʥʣʩʤ  ʢʬʠʸʴʩʤ ʭʹʡ ʦ  ʤʸʥʨʰʴ  ʯʥʰʩʮ  ʺʬʣʢʤ .ʤʩ
  ʸʥʦʲʬ ʤʩʥʹʲʺʺʧʴʤʡ    ʺʥʧʴ ʺʫʴʥʤ ʤʴʥʸʺʤʹ ʡʬ ʭʹ ʤʺʠ ʭʠ .ʷʩʦʤʬ ʤʬʥʬʲ ʭʢ ʠʩʤ ʪʠ ,ʤʮ ʯʮʦʬ ʡʠʫʤ

  ,ʤʬʩʲʩʵʲʩʩʺʤ    ʹʥʮʩʹʤ  ʺʠ  ʤʢʸʣʤʡ  ʺʩʧʴʤʬ  ʥʠ  ʯʥʰʩʮʤ  ʺʠ  ʺʥʬʲʤʬ  ʳʩʣʲ  ʭʠ  ʨʩʬʧʩ  ʠʴʥʸʤ  .ʠʴʥʸʤ  ʭʲ
 .ʤʸʥʨʰʴʡ 
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 ̋ ʥʸʫʮʺʤʥ ʺʥʬʺ 

  ʸʦʥʧ ʹʥʮʩʹ  ʤʰʹʰʥʡʤʸʥʨʰʴ    ʭʸʥʢ  ,ʺʥʬʺʬʬ ʭʥʸʢʬ ʬʥʬʲ ʯʫʥ  ʹʥʮʩʹʸʺʩ   ʥʬ ̋ ʥʸʫʮʺʤ,    ʯʥʰʩʮʬ ʭʥʸʢʬ ʭʩʬʥʬʲʹ
  ʥʠ ʺʥʬʺ .ʸʺʥʩ ʪʥʸʠ ʹʥʮʩʹ ʪʹʮʥ ʸʺʥʩ ʤʥʡʢ ʯʥʰʩʮ ʭʲ ʺʥʬʲʬ ʬʥʫʩ ʥʬʠ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʯʥʫʩʱʤ .ʭʩʩʧ ʯʫʱʮ ʸʺʩ

ʹʮʺʹʤʬ  ʪʩʸʶ  ʤʺʠʹ  ʤʴʥʸʺʤ  ʺʥʮʫʡ  ʨʬʥʹ  ʠʬ  ʸʡʫ  ʤʺʠʹ  ʹʩʢʸʤʬ  ʪʬ  ʭʥʸʢʬ  ʭʩʬʥʫʩ  ʺʥʸʫʮʺʤ  ʤʡ    ʥʠ
  ʪʩʹʮʤʬ ʪʩʸʶ ʤʺʠʹ ʹʩʢʸʤʬ ʩʥʹʲ ʤʺʠ .ʤʡ ʹʮʺʹʤʬ ʪʩʸʶ ʤʺʠ ʺʥʸʩʣʺ ʥʦʩʠʡ ʥʤʴʥʸʺʡ ʹʮʺʹʤʬʢ ,  ʭ

 ʤʦ ʸʹʠʫ  ʤʡ ʹʥʮʩʹ ʸʦʥʲ ʠʬ  ʪʬ .ʡʠʫʤ ʬʲ ʬʷʤʬ 

ʸʫʮʺʤʬ  ʥʠ  ʺʥʬʺʬ  ʯʥʫʩʱʤʺʥ    ʸʥʫʮ  ʥʠ  ʩʥʬʺ  ʺʥʩʤʬ  ʸʺʥʩ  ʬʥʣʢ  ʯʥʫʩʱ  ʪʬ  ʹʩʹ  ʯʫʺʩʩ  .ʭʣʠʬ  ʭʣʠʮ  ʤʰʺʹʮ
 :ʭʠ ʤʸʥʨʰʴʬ 

  ʪʺʧʴʹʮʮ  ʥʤʹʩʮ  ʥʠ  ʤʺʠ  •  ʹʮʺʹʤʸʺʩʡ    ʥʠʸʫʮʺʤ   ʬ  ʭʩʩʷʥʧ  ʠʬ  ʭʩʮʱ  ʥʠ  ʭʹʸʮ  ʺʥʴʥʸʺ  ,ʬʥʤʥʫʬʠ
 .)"ʺʥʸʫʮʺʤ"( 

 .ʯʹʲʮ ʤʺʠ • 

  ʹʴʰ ʺʥʬʧʮ ʯʩʢʡ ʸʨʠʩʫʩʱʴ ʩʣʩ ʬʲ ʺʬʴʥʨ ʥʠ )ʺʥʩʹʩʠ ʺʲʸʴʤ ʥʠ ʤʣʸʧ ,ʯʥʠʫʩʣ( ʧʥʸʤ ʡʶʮʡ ʺʥʩʲʡ ʪʬ ʥʩʤ •
 .ʺʥʸʧʠ 

 

  ʺʫʴʤʹ ʯʮʩʱ ʺʥʩʤʬ ʬʥʫʩ ʤʦ ,ʤʸʥʨʰʴʡ ʹʥʮʩʹʤ ʯʮʦʡ ʭʩʠʡʤ ʭʩʰʮʩʱʤʮ ʣʧʠʡ ʯʩʧʡʮ ʤʺʠ ʭʠ  ʤʴʥʸʺʡ ʩʥʬʺ
ʤʩʬʠ ʺʸʫʮʺʤ ʥʠ : 

 ʪʩʬʲ • ʠʴʥʸʤ ʩʣʩ ʬʲ ʵʬʮʥʤʹ ʤʮʮ ʸʺʥʩ ʡʸ ʯʮʦ ʪʹʮʬ ʤʴʥʸʺʡ ʹʮʺʹʤʬ . 

 .ʵʬʮʥʮʤ ʯʥʰʩʮʤʮ ʸʺʥʩʡ ʹʮʺʹʤʬ ʪʩʬʲ • 

ʹ  ʺʥʡʩʱʮ  ʤʴʥʸʺʡ  ʹʮʺʹʮ  ʤʺʠ  • ʪʬ  ʤʮʹʸʰ  ʯʬʬʢʡʹ  ʤʬʠʮ  ʺʥʰʥ  ʪʬ  ʸʥʦʲʬ'  ʥʠ  'ʲʥʢʸ  ʸʠʹʩʤʬ'  ,ʬʹʮʬ  ,
 .'ʯʥʹʩʬ 

 .ʤʴʥʸʺʡ ʹʥʮʩʹʡ ʨʥʬʹʬ ʥʠ ʷʩʱʴʤʬ ʥʧʬʶ ʠʬʹ ʭʩʰʹʰʥ ʭʩʸʦʥʧ ʺʥʰʥʩʱʩʰ ʺʩʹʲ • 

  ,ʺʥʣʸʧ  ,ʭʩʬʥʹʬʹ  ,ʺʥʠʷʤ ,ʺʥʬʩʧʡ  ʬʹʮʬ(  ʡʥʨ  ʠʬ  ʹʩʢʸʮ  ʤʺʠ  ʤʴʥʸʺʤ ʺʠ ʬʥʨʩʬ  ʷʩʱʴʮ  ʤʺʠ ʸʹʠʫ  •
 .)'ʤʬʩʮʢ ʺʥʲʴʥʺ'( ʡʥʹ ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʸʧʠʬ ʸʺʥʩ ʡʥʨ ʹʩʢʸʮ ʤʺʠʥ ,)ʤʲʦʤʥ ʣʲʸ ,ʺʥʸʥʮʸʮʶ 

 

  ,ʥʬʬʤ ʭʩʰʮʩʱʤʮ ʣʧʠʡ ʯʩʧʡʮ ʤʺʠ ʭʠʲ ʵʲʩʩʺʤ  ʬʬʥʫ ,ʪʸʥʡʲ ʸʺʥʩʡ ʡʥʨʤ ʬʥʴʩʨʡ ʯʥʣʬ ʩʣʫ ʪʬʹ ʠʴʥʸʤ ʭ
ʡ ʷʩʱʴʤʬ ʣʶʩʫʥ ʷʩʱʴʤʬ ʯʥʫʰ ʩʺʮ ʤʸʥʶ ʨʡʥ .ʤʧ 

 ]...[ 
3ʣʶʩʫ .   ʤפʥʸʺʡ ʹʮʺʹʺ 

 ]...[ 
  ʪʺʩʠ  ʯʥʣʩ  ʠʴʥʸʤ  ,ʬʥʴʩʨʤ  ʪʬʤʮʡ  ʲʥʡʷ  ʯʴʥʠʡʥ  ʬʥʴʩʨʤ  ʺʬʩʧʺ  ʩʰʴʬʤʮ ʬʲ  ʭʢ    ʤʺʠʬʥʫʩ    ʹʥʮʩʹʮ ʺʥʴʶʬ

  ʺʠ ʺʧʷʬ ʪʩʬʲ ʯʮʦ ʤʮʫʥ ʩʺʮ ,ʤʸʥʨʰʴʡʤʴʥʸʺʤ  ʺʠ ʷʩʱʴʤʬ ʪʩʬʲ ʩʺʮʥ ʠʴʥʸʬ ʺʥʰʴʬ ʩʺʮ ,ʤʴʥʸʺʤ    ʤʠʸ(
 ʳʩʲʱ ʭʢ2- "ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ" .) 

 ]...[ 
  ʺʥʲʨʡ ʺʬʨʰ ʭʠʸʺʥʩ ʤʥʡʢ ʯʥʰʩʮ   

 ]...[ 
• ʤʰʥʫʮʤ ʺʩʧʥʮ ʤʲʸʴʤʬ ʭʢ ʭʥʸʢʬ ʤʬʥʬʲ ʸʺʩ ʺʰʮ   ʤʬʩʲʸ ʤʩʺʴʥʬʴʶʰʠʥʷʩʥʬ . 

 ]...[ 
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4 . ʩʠʥʥʬ ʺʥʲפʥʺ 
 ]...[ 

 
•  ʺʥʬʺ ̋ ʥʴʥʸʺʡ  )ʺʥʸʫʮʺʤ(.   ʳʩʲʱ ʤʠʸ2  -  "ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ" . 

•  ʹʥʮʩʹʸʺʩ  ʺʥʴʥʸʺʡ .  ʳʩʲʱ ʤʠʸ2 - "ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ" . 

• ʥʬʩʡʱʤʴʥʸʺʬ ʺ .  ʳʩʲʱ ʤʠʸ2 -  "ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ" . 

 ]...[ 
5 ʤפʥʸʺʤ ʺʠ ʯʱʧʠʬ ʪʩʠ . 

•   ʺʠʦ ʤʴʥʸʺ ʯʱʧʠʥʩʬʠ ʤʹʩʢ ʯʩʠ ʭʩʸʧʠ ʭʩʹʰʠʬʹ ʸʥʮʹʥ ʧʥʨʡ ʭʥʷʮʡʤʴʥʸʺʤ .   ʬʥʫʩʤ    ʷʦʰʬ ʭʥʸʢʬ
ʩʰʬʨʷ ʺʥʩʤʬʥ  ʸʥʮʧ ̋    ʤʮʹʸʰ ʠʬ ʠʩʤ ʸʹʠʫ ʤʰʥʥʫʡ ʥʠ ,ʺʥʲʨʡ ʥʦ  ʤʴʥʸʺ ʺʧʷʬ ʭʩʬʥʬʲʹ ʭʩʹʰʠʬ

 .ʭʸʥʡʲ 
 

 לפרסום במאגר התרופות שבאתר האינטרנט של משרד הבריאות ו נשלח ולרופא העלון לצרכן
ps://israeldrugs.health.gov.ilhttע"י פניה לחברת טבע.   םימודפס ם, וניתן לקבל 

http://www.tevapharm.com/
https://israeldrugs.health.gov.il/

