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 2024 יוני  

                                                                                                     ʤ/ʣʡʫʰ  ʺ/ʧʷʥʸ ,ʤ/ ʠפʥʸ  

  ʭʩʠʡʤ ʭʩʰʥʫʣʲʤ ʬʲ ʤʲʩʣʥʮ ʲʡʨ ʺʸʡʧʯʥʬʲʡ  ʬʯʫʸʶʬʥ ʠפʥʸ  y ʩʹʫʺʤ ʬʹ 

 ʷʩʨʷʠ1600/1200/800/600/400/200   ʢ"ʷʮ  

/1200/1600 mcgActiq 200/400/600/800  

Contains:  

Actiq 200 mcg contains Fentanyl (as citrate) 200 mcg  

Actiq 400 mcg contains Fentanyl (as citrate) 400 mcg  

Actiq 600 mcg contains Fentanyl (as citrate) 600 mcg  

Actiq 800 mcg contains Fentanyl (as citrate) 800 mcg  

Actiq 1200 mcg contains Fentanyl (as citrate) 1200 mcg  

Actiq 1600 mcg contains Fentanyl (as citrate) 1600 mcg  

  

 ʯʫʸʶʬʥ ʠפʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲ  

------------------------------------------------------------------------------------------------------------  

ʤʩʥʥʺʤ ʩפʫ ʤʸʹʥʠʹ  ʺʣʥʲʺʡ ʭʥʹʩʸʤ : 

Actiq is indicated only for the management of breakthrough cancer pain in patients 16 and 
older with malignancies who are already receiving and who are tolerant to opioid therapy for 
their underlying persistent cancer pain. 

 
 ʯʥʬʲʤʹ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡʠפʥʸʬ  ʺʥפʱʥʺ) ʣʡʬʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʭʩʬʥʬʫ ʯʬʤʬʹ ʨʥʸʩפʡ ,ʯʫʣʥʲ

 ʺʥʰʮʥʱʮʭʥʣʠʡ  :(ʷʥʧʮ ʨʱʷʨʫ ʲʣʩʮ ʺʥʸʱʤʥ  

4.2 Posology and method of administration 
[...] 

Treatment duration and goals  

Before initiating treatment with ACTIQ, 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. 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). ACTIQ should not be used longer than necessary. 
 

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

Tolerance and opioid use disorder (abuse and dependence) 
Drug dependence and potential for abuse 
 
Tolerance, physical dependence and psychological dependence may develop upon 
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repeated administration of opioids. Iatrogenic 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 appropriately treated with opioids; however, these patients will 
require additional monitoring for signs of misuse, abuse or addiction.  
 
Repeated use of ACTIQ 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 ACTIQ 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). 
 

Before initiating treatment with ACTIQ and during the treatment, treatment goals and a 

discontinuation plan should be agreed with the patient (see section 4.2). 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. 

4.8 Undesirable effects 
[...] 

General disorders and administration site conditions 

Not known Freuency: drug tolerance 

Description of selected adverse reactions 

Tolerance 

Tolerance can develop on repeated use. 

Drug dependence 

Repeated use of ACTIQ leads 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). 

4.9 Overdose 
 
Symptoms 
 
The symptoms of fentanyl overdose are expected to be similar in nature to those of 
intravenous fentanyl and other opioids, and are an extension of its pharmacological actions, 
with the most serious significant effects being altered mental status, loss of consciousness, 
coma, cardiorespiratory arrest, respiratory depression, respiratory distress, and respiratory 
failure, which have resulted in death. 
Cases of Cheyne-Stokes respiration have been observed in case of fentanyl overdose, 
particularly in patients with history of heart failure. 
Toxic leukoencephalopathy has also been observed with fentanyl overdose. 
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 ʺʥפʱʥʺ) ʣʡʬʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʭʩʬʥʬʫ ʯʬʤʬʹ ʨʥʸʩפʡ ,ʯʫʣʥʲ ʯʫʸʶʬ ʯʥʬʲʤʹ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡ
 ʺʥʰʮʥʱʮʭʥʣʠʡ :(  

2.  ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ  

 ʤפʥʸʺʬ ʺʥʬʩʡʱʥ ʪʥʸʠ ʧʥʥʨʬ ʹʥʮʩʹ  
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3. ʣʶʩʫ ʹʮʺʹʺ ʤפʥʸʺʡ ?  

[...]  
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 ʺʬʨʰ ʭʠ  ʺʥʲʨʡ y ʺʩ ʺʰʮ  
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4ʩʠʥʥʬ ʺʥʲפʥʺ .  

[...]  

 ʺʥʲפʥʺ  ʩʠʥʥʬ ʯʺʥʧʩʫʹʹ ʤʰʩʠ ʤʲʥʣʩ  
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 ʯʫʸʶʬ ʯʥʬʲʤ ʠפʥʸʬʥʧʬʹʰʥ  ̋ ʥʠʩʸʡʤ ʣʸʹʮ ʬʹ ʨʰʸʨʰʩʠʤ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬ  

https://israeldrugs.health.gov.il .ʲʡʨ ʺʸʡʧʬ ʤʩʰפ ʩ"ʲ ʱפʣʥʮ ʥʬʡʷʬ ʯʺʩʰʥ ,  
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