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  2022פברואר 
              הנדון:  

  Requip Modutab 2 mg,    מ"ג 2רקוויפ מודוטאב 
  Requip Modutab 4 mg,   מ"ג 4  רקוויפ מודוטאב

  mg Requip Modutab 8,  מ"ג 8 רקוויפ מודוטאב 
  

  רופא/ה נכבד/ה 
  רוקח/ת נכבד/ה, 

  
  התכשירכלל מינוני  של ולצרכן לרופא    נים) מבקשת להודיע על עדכון העלוGSKחברת גלקסוסמיתקליין ישראל בע"מ ( 

 Requip Modutab  .  
  

  מרכיבים פעילים וחוזקם: 
Requip Modutab 2 mg: Ropinirole (as Hydrochloride) – 2 mg 
Requip Modutab 4 mg: Ropinirole (as Hydrochloride) – 4 mg 
Requip Modutab 8 mg: Ropinirole (as Hydrochloride) – 8 mg 

 
  :  שאושרה ע"י משרד הבריאות תוויה ה ה
  

Treatment of Parkinson’s disease under the following conditions: 
 

 Initial treatment as monotherapy, in order to delay the introduction of levodopa 
 In combination with levodopa, over the course of the disease, when the effect of levodopa wears off or 

becomes inconsistent and fluctuations in the therapeutic effect occur (“end of dose” or “on-off” type 
fluctuations). 

  . שבוצעו לעלון   המהותיים  השינוייםזו מצויינים  בהודעה 
  

  מקרא לעדכונים המסומנים : 
  מסומן בקו אדום חוצה   – מידע שהוסרXXX 
  כחולכתב  – תוספת    
  מסומן בצהוב מרקר  –  כחולכתב  - תוספת החמרה 
  כתב ירוק   -טקסט שינוי מיקום    

  
 עדכונים מהותיים נעשו בסעיפים הבאים  בעלון לרופא :  

… 

4.4 Special warnings and precautions for use 
………. 
Mania 
Patients should be regularly monitored for the development of mania. Patients and carers should be made aware that symptoms of mania can occur 
with or without the symptoms of impulse control disorders in patients treated with Requip Modutab. Dose reduction/tapered discontinuation should 
be considered if such symptoms develop. 
Impulse control disorders were reported especially at high doses and were generally reversible upon reduction of the dose or treatment 
discontinuation. Risk factors such as a history of compulsive behaviours were present in some cases (see section 4.8). 
………. 
 
Dopamine agonist withdrawal syndrome (DAWS) 
DAWS has been reported with dopamine agonists, including ropinirole (see section 4.8). To discontinue treatment in patients with Parkinson’s 
disease, ropinirole should be tapered off (see section 4.2).  
Limited data suggests that patients with impulse control disorders and those receiving high daily dose and/or high cumulative doses of dopamine 
agonists may be at higher risk for developing DAWS. 
Non-motor adverse effects may occur when tapering or discontinuing dopamine agonists including ropinirole. Withdrawal Ssymptoms may include 
apathy, anxiety, depression, fatigue, sweating and pain and do not respond to levodopa which may be severe. Patients should be informed about 
this before tapering the dopamine agonist, and monitored regularly thereafter.  Prior to tapering off and discontinuing ropinirole, patients should be 
informed about potential withdrawal symptoms. In case of persistent symptoms, it may be necessary to increase the ropinirole dose temporarily 
(see section 4.8). 
Patients should be closely monitored during tapering and discontinuation. In case of severe and/or persistent withdrawal symptoms, temporary re-
administration of ropinirole at the lowest effective dose may be considered. 
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………. 
Excipients 
………. 
Sodium 
Each Requip Modutab prolonged-release tablet (2, 4 and 8 mg) contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially 
‘sodium free’. 
 

4.5 Interaction with other medicinal products and other forms of interaction 
……. 
In patients receiving the combination of vitamin K antagonists and ropinirole, cases of unbalanced INR have been reported. Increased clinical and 
biological surveillance (INR) is warranted. 
  

4.7 Effects on ability to drive and use machines 
Ropinirole may have a major effect on the ability to drive and use machines. 
Patients being treated with ropinirole and presenting with hallucinations, somnolence and/or sudden sleep episodes must be informed to refrain 
from driving or engaging in activities where impaired alertness may put themselves or others at risk of serious injury or death (e.g. operating 
machines) until such recurrent episodes and somnolence have resolved (see also section 4.4). 

4.8 Undesirable effects 
……. 

 In monotherapy In adjunct therapy 

Immune system disorders 

Not known Hypersensitivity reactions (including urticaria, angioedema, rash, pruritus). 

Psychiatric disorders 

Common Hallucinations 

Hallucinations 

 Confusion 

Uncommon Psychotic reactions (other than hallucinations) including delirium, delusion, 
paranoia. 

Not known 

 

Impulse control disorders: pathological gambling, increased libido, 
hypersexuality, compulsive spending or buying, binge eating and compulsive 
eating can occur in patients treated with dopamine agonists including Requip 
Modutab (see section 4.4.). 

Mania (see section 4.4.) 

Aggression* 

Dopamine dysregulation syndrome 

Nervous system disorders 

Very common Somnolence Somnolence** 

 

Syncope Dyskinesia*** 

In patients with advanced 
Parkinson’s disease, dyskinesias can 
occur during the initial titration of 
ropinirole. In clinical trials it was 
shown that a reduction of the 
levodopa dose may ameliorate 
dyskinesia (see section 4.2). 

Common Dizziness (including vertigo) 

sudden onset of sleep 

Somnolence, dizziness (including 
vertigo), sudden onset of sleep 

Common Dizziness (including vertigo), sudden onset of sleep 

Uncommon excessive daytime somnolence 

Vascular disorders 

Common  Postural hypotension, hypotension  

Uncommon Postural hypotension, hypotension  

Gastrointestinal disorders 

Very common Nausea Nausea**** 

Common Constipation,  heartburn 

Vomiting, abdominal pain  

Common Constipation Nausea, constipation 

Hepatobiliary disorders 

Not known Hepatic reactions, mainly increased liver enzymes 
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General disorders and administrative site conditions 

Common Oedema peripheral Oedema peripheral 

Common Oedema peripheral 

Leg oedema  

Not known Dopamine agonist withdrawal syndrome (including apathy, anxiety, 
depression, fatigue, sweating and pain) ***** 

 

*Aggression has been associated with psychotic reactions as well as compulsive symptoms. 
** Somnolence has been reported very commonly in the adjunct therapy immediate- release clinical trials, and commonly in the adjunct therapy 
prolonged-release clinical trials. 
*** In patients with advanced Parkinson’s disease, dyskinesias can occur during the initial titration of ropinirole. In clinical trials it was 
shown that a reduction of the levodopa dose may ameliorate dyskinesia (see section 4.2). 
****Nausea has been reported very commonly in the adjunct therapy immediate- release clinical trials, and commonly in the adjunct therapy 
prolonged-release clinical trials. 

***** Non-motor adverse effects may occur when tapering or discontinuing dopamine agonists including ropinirole (see section 4.4). 

 
……… 
 

 :   צרכןעדכונים מהותיים נעשו בסעיפים הבאים בעלון ל 
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  .ניםהמעודכ ולצרכן  . למידע נוסף יש לעיין בעלון לרופא  נוספים עדכונים קיימים
  

  .זו  להודעה  מצורפים ולרופא  לצרכן  העלונים 
  :לפרסום במאגר התרופות שבאתר משרד הבריאות ו נשלח לצרכן ולרופאהעלונים  

 afa=hhttps://www.old.health.gov.il/units/pharmacy/trufot/index.asp?s   ידי פניה לחברת  - על ים מודפס ם לקבלוניתן
 . 03-9297100פתח תקוה בטלפון:   25גלקסוסמיתקליין רח' בזל 

 
  בברכה, 

  ליליאנה בלטר  
    רוקחת ממונה

  


