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 ၶၧၰၸ ၵၧၯၤၸ - Oxycontin Controlled Release Tabletsיၱ

Oxycontin 10 #28431, Oxycontin 20 #28432, Oxycontin 40 #29255, 

Oxycontin 80 #29256 

 ̋ ʹʷʡʮ ʠפʸ ʺʥʣʡעʮ   ʯʥʫʣע ʬע ʪעʩʣʥʤʬ  ʬʹ ʯʫʸʶʬʥ ʠפʥʸʬ ʭʩʰʥʬעʡʸʩʹʫʺʤʭʩ   ʯʥʣʰʡʹ. 

 Oxycodone HCL : ၰיၸפ ၢיၯמר 

:ၿၨၧၩ 10 ,20 40 ,80 ʢ"ʮ 
 ၥיၧၧתၥ :For the relief of moderate to severe chronic pain 

 
:ၱၶיၥ ၱרייၿיၸၥ ၵၧၯၤၸၥ יၪפר 

)ʨʱʷʨ ʨʮʹʥʤʹ  ʯʮʥʱʮ ʡʭʥʣʠ  ʭʲ  ʥʷ ʤʶʥʧ  ,ʨʱʷʨ  r ʱʥʰʹ  ʯʮʥʱʮ ʡʬʥʧʫ ,ʨʱʷʨ  ʤʥʥʤʮʤ  ʤʸʮʧʤ ʹʢʣʥʮ  
ʡʥʤʶʡ .( 

 

 :ၰ ၵၧၰၸרၧפא
Sleep related breathing disorders 

Opioids can cause sleep-related breathing disorders including central sleep apnoea (CSA) 
and sleep-related hypoxemia. In patients who present with CSA, consider decreasing the 
total opioid dosage. Opioid use increases the risk of CSA in a dose-dependent fashion.   
Opioids may also cause worsening of pre-existing central sleep apnoea (see section 4.8). 
In patients who present with CSA, consider decreasing the total opiod dosage. 

… 

If opioid treatment is considered appropriate for the patient, then the main aim of treatment is 

not to minimise the dose of opioid but rather to achieve a dose which provides adequate pain 

relief with a minimum of side effects. There must be frequent contact between physician and 

patient so that dosage adjustments can be made. It is strongly recommended that the physician 

defines treatment outcomes in accordance with pain management guidelines. The physician 

and patient can then agree to discontinue treatment if these objectives are not met. 

Tolerance, Dependence and Opioid Use Disorder   

Tolerance and physical and/or psychological dependence may develop upon repeated 

administration of opioids such as oxycodone. Iatrogenic addiction following therapeutic use of 

opioids is known to occur. 

Repeated use of OxyContin tablets 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 OxyContin tablets 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 OxyContin tablets and during the treatment, treatment goals and 

a discontinuation plan should be agreed with the patient. Before and during treatment the 



 

 

patient should also be informed about the risks and signs of OUD. If these signs occur, patients 

should be advised to contact their physician. 

… 

Fertility 

No human data on the effect of oxycodone on fertility are available. In rats there was no effect on 

mating or fertility with oxycodone treatment (see section 5.3) 

… 

Opioid Tolerance and Opioid Withdrawal Syndrome 

The frequency of opioid tolerance and the frequency of opioid withdrawal syndrome cannot be 

estimated from available evidence (e.g. clinical trials, spontaneous reporting, and the medical 

literature) and therefore is classified as “not known” (see section 4.8). 'Not known' should not be 

interpreted as an indication of the rarity of the occurrence of opioid tolerance and opioid withdrawal 

syndrome, but a reflection of the limitations in the available evidence that do not support a precise 

estimate of frequency. 

Drug dependence 

The frequency above regarding drug dependence reflects the current evidence, including 

cumulative data from clinical trials and additional post marketing sources, and indicates that the 

risk of drug dependence with opioids is highly variable depending upon: definition of drug 

dependence; duration of treatment; dose; individual patient risk factors; and clinical settings. 'Not 

known' should not be interpreted as an indication of the rarity of occurrence of drug dependence, 

but a reflection of the limitations in available evidence that do not support a precise estimate of 

frequency. 

Repeated use of OxyContin tablets may 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 for monitoring and risk reduction interventions). 

Overdose 

…Toxic leukoencephalopathy has been observed with oxycodone overdose. 

 

 ၵၯרၾၰ ၵၧၰၸ: 
 ၵၧၯၤၸ פרၿ אၥၨרၧת:

 ၢၷיၧၰת תၧၰת ၥၧתמၯרၧת 
•  ʺʥʩʬʡʨ ,)ʩʣʩʠʥʩʴʥʠ ʡʩʫʸʮ( ʯʥʣʥʷʩʱʷʥʠ ʺʥʬʩʫʮ ʯʩʨʰʥʷʩʱʷʥʠʯʰʩʤʥ  ʺʥʬʲʡ    ʺʺʬ ʯʩʠ .ʤʲʸʬ ʹʥʮʩʹʬ ʬʠʩʶʰʨʥʴ

ʯʩʨʰʥʷʩʱʷʥʠ   .ʬʴʥʨʮʤ ʥʰʩʠʹ ʭʣʠʬ ʤʴʥʸʺʤ ʺʲʢʤ ʲʥʰʮʬ ʺʰʮ ʬʲ ʺʥʸʩʤʦ ʩʲʶʮʠ ʬʫ ʨʥʷʰʬ ʹʩ .ʸʧʠ ʭʣʠʬ 

•  !ʺʥʬʺʬ ʭʥʸʢʬ ʬʥʬʲ ʪʹʥʮʮ ʹʥʮʩʹ 

•   ʺʥʬʩʡʱ ʧʥʺʩʴʥ ʺʥʬʢʸʺʤ ʡʷʲ ,ʤʴʥʸʺʤ ʺʥʬʩʲʩ ʺʠ ʣʩʸʥʤʬ ʬʥʬʲ ʭʩʣʩʠʥʩʴʥʠʡ ʳʥʫʺ ʥʠ ʸʦʥʧ ʹʥʮʩʹ
 .ʤʴʥʸʺʬ 

•   ʭʥʸʢʬ ʤʬʥʬʲ ,ʪʥʸʠ ʯʮʦ ʷʸʴʬ ʣʧʥʩʮʡ ʺʥʲʩʡʷʡ ʥʦ ʤʴʥʸʺ ʺʬʩʨʰʬ ,ʺʥʬʺʺʥʸʫʮʺʤ   ʤʲʸʬ ʹʥʮʩʹʥ .  ʸʡʣʤ
  ʭʲ ʵʲʩʩʺʺʹ ʡʥʹʧ ,ʤʴʥʸʺʡ ʩʥʬʺ ʪʥʴʤʬ ʬʥʬʲ ʤʺʠʹ ʹʹʧ ʪʬ ʹʩ ʭʠ .ʭʩʩʧ ʯʫʱʮ ʸʺʩ ʯʥʰʩʮʬ ʭʥʸʢʬ ʬʥʬʲ

.ʪʬʹ ʠʴʥʸʤ    ʤʺʬʩʨʰ ʺʠ ʷʩʱʴʤʬ ʭʩʠʺʮ ʩʺʮ ,ʤʴʥʸʺʡ ʬʥʴʩʨʤ ʪʹʮ ʬʲ ʠʴʥʸʤʮ ʸʡʱʤ ʺʬʡʩʷʹ ʠʣʥʥ
 .ʤʧʨʩʡʡ ʺʠʦ ʺʥʹʲʬ ʣʶʩʫʥ 

• ʺʥʬʺ  .ʺʬʨʩʰʹ ʤʴʥʸʺʤ ʺʥʸʩʣʺʡʥ ʺʥʮʫʡ ʤʨʩʬʹ ʸʱʥʧ ʬʹ ʤʹʥʧʺʬ ʭʥʸʢʬ ʭʩʬʥʬʲ ʺʥʸʫʮʺʤ ʥʠ  ʩʥʹʲ ʤʺʠ
  ʺʮʶʥʲʡ ʤʬʷʤʬ ʸʹʷ ʠʬʬ ʯʥʰʩʮ ʺʠʬʲʤʡ ʪʸʥʶ ʥʠ ,ʸʺʥʩ ʡʸ ʯʮʦ ʪʹʮʬ ʤʴʥʸʺʤ ʺʠ ʬʥʨʩʬ ʪʸʥʶ ʹʩʢʸʤʬ

 .ʡʠʫʤ 

•   ʺʥʬʺ ʧʺʴʬ ʸʺʥʩ ʤʥʡʢ ʯʥʫʩʱ ʪʬ ʹʩʥ ʯʫʺʩʩ .ʭʣʠʬ ʭʣʠʮ ʤʰʺʹʮ ʺʥʸʫʮʺʤ ʥʠ ʺʥʬʺ ʧʺʴʬ ʯʥʫʩʱʤ
 :ʭʠ ʺʥʸʫʮʺʤʥ 

•  .ʭʩʮʱ ʥʠ ʺʥʴʥʸʺ ,ʬʥʤʥʫʬʠʬ ʥʸʡʲʡ ʺʥʬʺ ʧʺʩʴ ʥʠ ʤʲʸʬ ʹʮʺʹʤʹ ʪʺʧʴʹʮʮ ʥʤʹʩʮ ʥʠ ʤʺʠ 

•  .ʯʹʲʮ ʤʺʠ 

•   ʸʨʠʩʫʩʱʴ ʩ"ʲ ʺʬʴʥʨ ʭʠ .)ʺʥʩʹʩʠ ʺʥʲʸʴʤ ,ʤʣʸʧ ,ʯʥʠʫʩʣ( ʪʬʹ ʩʹʴʰʤ ʡʶʮʡ ʺʥʩʲʡ ʸʡʲʡ ʪʬ ʥʩʤ ʭʠ
  .ʺʥʸʧʠ ʺʥʩʹʴʰ ʺʥʩʲʡʬ 



 

 

•   ʬʥʬʫʬ ʭʩʬʥʫʩ ʤʬʩʮʢ ʩʰʩʮʱʺ .ʤʴʥʸʺʤ ʺʬʩʨʰ ʺʠ ʷʩʱʴʮ ʤʺʠ ʸʹʠʫ ʤʬʩʮʢ ʩʰʩʮʱʺʬ ʭʥʸʢʬ ʤʬʥʫʩ ʺʥʸʫʮʺʤ
 ʬʲ ,)ʺʥʩʶʨʩʴʬʴ( ʡʬ ʺʥʷʩʴʣ ʺʹʢʸʤ ,ʤʣʸʧ ,ʨʷʹ ʩʠ ,ʺʥʰʡʶʲ ,ʤʰʩʹ ʩʩʹʷ ,ʤʧʥʰʮ ʸʱʥʧʩ  ,ʭʣʤ ʵʧʬʡ ʤʩ

 ,ʭʩʬʥʹʬʹ ,ʺʥʠʷʤ ,ʺʥʬʩʧʡʣʥʡʩʠ ,ʺʥʸʥʮʸʮʶ ,ʣʲʸ ,ʯʥʡʠʺ  .ʤʲʦʤ  ,ʥʬʬʤ ʭʩʰʮʩʱʤʮ ʣʧʠʡ ʯʩʧʡʮ ʤʺʠ ʭʠ
  ʺʷʱʴʤ ʬʲ ʺʥʩʧʰʤ ʺʬʡʷ ʬʬʥʫ ,ʪʸʥʡʲ ʺʥʰʥʫʰʤ ʬʥʴʩʨʤ ʺʥʩʥʸʹʴʠʡ ʯʥʣʬ ʩʣʫʡ ʠʴʥʸʤ ʭʲ ʵʲʩʩʺʺʹ ʡʥʹʧ

 .ʤʢʸʣʤʡ ʯʥʰʩʮʤ ʺʣʸʥʤʥ ʬʥʴʩʨʤ  ʤʥʥʧʺʹ ʯʥʫʩʱʤ ʦʠ ʩʫ ʺʥʩʮʥʠʺʴʡ ʤʴʥʸʺʤ ʺʠ ʬʥʨʩʬ ʷʩʱʴʤʬ ʠʬ ʡʥʹʧ
 .ʤʬʥʲ ʤʬʩʮʢ ʩʰʩʮʱʺ ʳʩʲʱʡ ʭʢ ʤʠʸ3 ' ʭʠ ̋ ʤ ʺʬʩʨʰ ʺʠ ʷʩʱʴʮ ʤʺʠ  .'ʤʴʥʸ 

•   ʤʴʥʸʺʤ ʯʥʰʩʮ ʺʠʬʲʤ ,ʺʥʸʩʣʰ ʭʩʺʩʲʬ  ʺʥʰʴʬ ʪʩʬʲ ʤʦ ʤʸʷʮʡ .ʡʠʫʬ ʸʺʥʩ ʹʩʢʸ ʺʥʩʤʬ ʪʬ ʭʥʸʢʬ ʤʬʥʬʲ
.ʬʥʴʩʨʤ ʺʥʣʥʠ ʺʥʶʲʩʩʺʤʬ ʠʴʥʸʬ  

• ʭʩʣʩʠʥʩʴʥʠ ʬʹ ʺʥʴʥʫʺ ʥʠ ʺʥʤʥʡʢ ʺʥʰʮ ʺʬʩʨʰ   ʹʥʮʩʹʥ ʸʺʩ ʹʥʮʩʹ .ʺʥʸʫʮʺʤ ʧʺʴʬ ʯʥʫʩʱʤ ʺʠ ʺʥʬʲʮ
 .ʺʥʥʮʬ ʳʠʥ ʸʺʩ ʺʰʮʬ ʬʩʡʥʤʬ ʭʩʬʥʬʲ ʤʲʸʬ 

 
 אၱ ၰၪၶת ၧၸၪၢת מיၥၧၢၣ ၵၧၶ יၧתר

 ...( ʺʩʧʥʮ ʤʲʸʴʤʬ ʭʥʸʢʬ ʤʬʥʬʲ ʸʺʩ ʺʰʮToxic leukoencephalopathy)  ... 
 

 .ၩၧၷיၶၧ ၥၯיႁၸ יၧၶႂי ၧၸၾၧၢ ၹၷၧၶၢ ၱיၶၧၰၸၢ ၵייၸၰ ႂא יၰמၥ ၸၤמיၰ .ၧၨ ၥၸၤၧၥၰ ၤၧמၾၢ ၱמיၷႁၧמפၥ 

ၧמၯ- ၱיၶၧၰၸၢ ၵייၸၰ ၵיתၶ ,ၵၯ תၧיאႁၢၥ ၤႁႂמ ၰႂ תၧפၧႁתၥ ႁၣמאၢ   ၥיၶי פ"ၸ ၱיၷפၤၧמ ၱၰၢၿၰ ၵၯၧ
 :'ၰၪၢ מ"ၸၢ פאႁ תၧၤၢၸת מႁၢၩၰ5ϴϵϯϵϯϵ-0Ϯ  ၰ"אၧၤ תၢၧתၯၢ ၧאRA@rafa.co.il   . 

 

 

 
ၢႁ ၤၧၢၯၢ, 

 ႂ ႁיၥ ၥၶၩ 'ႁၣמ 

ၥၶၧת ממၩၿၧႁ 

https://israeldrugs.health.gov.il/#!/byDrug
mailto:RA@rafa.co.il

