הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

תאריך : 05.2015
שם תכשיר באנגלית: Requip Modutab 2mg; Requip Modutab 4 mg; Requip Modutab 8 mg 
מספר הרישום:  01-141-62-318380-01; 141-64-31839-01; 141-63-31840
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd : 
טופס זה מיועד לפרוט ההחמרות בלבד !
בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Warnings and Precautions
	Patients with a history or presence of major psychotic disorders should only be treated with dopamine agonists if the potential benefits outweigh the risks (see also section 4.5).


	Psychotic-like Behavior
Postmarketing reports indicate that patients may experience new or worsening mental status and behavioral changes, which may be severe, including psychotic-like behavior during treatment with ropinirole or after starting or increasing the dose of ropinirole. Other drugs prescribed to improve the symptoms of Parkinson’s disease can have similar effects on thinking and behavior. This abnormal thinking and behavior can consist of one or more of a variety of manifestations including paranoid ideation, delusions, hallucinations, confusion, psychotic-like behavior, disorientation, aggressive behavior, agitation, and delirium. 

Patients with a major psychotic disorder should ordinarily not be treated with Requip Modutab because of the risk of exacerbating the psychosis. In addition, certain medications used to treat psychosis may exacerbate the symptoms of Parkinson’s disease and may decrease the effectiveness of Requip Modutab (see section 4.5).



	
	-----------------------
	Elevation of blood pressure and changes in heart rate

In the placebo-controlled trial in advanced Parkinson’s disease, there were no clear effects of Requip Modutab on average changes in blood pressure or heart rate compared with placebo. Elevation of blood pressure and/or changes in heart rate in patients taking Requip Modutab should be considered when treating patients with cardiovascular disease.

	
	-----------------------
	Withdrawal-emergent Hyperpyrexia and Confusion

A symptom complex resembling the neuroleptic malignant syndrome (characterized by elevated temperature, muscular rigidity, altered consciousness, and autonomic instability), with no other obvious etiology, has been reported in association with rapid dose reduction, withdrawal of, or changes in dopaminergic therapy. Therefore, it is recommended that the dose be tapered at the end of treatment with Requip Modutab as a prophylactic measure.

	
	-----------------------
	Melanoma

Epidemiological studies have shown that patients with Parkinson’s disease have a higher risk (2- to approximately 6-fold higher) of developing melanoma than the general population. Whether the increased risk observed was due to Parkinson’s disease or other factors, such as drugs used to treat Parkinson’s disease, is unclear. In the clinical development program (N = 613), one patient treated with Requip Modutab and also levodopa/carbidopa developed melanoma. 

For the reasons stated above, patients and providers are advised to monitor for melanomas frequently and on a regular basis when using Requip Modutab. Ideally, periodic skin examinations should be performed by appropriately qualified individuals (e.g., dermatologists).

	
	-----------------------
	Fibrotic Complications

Cases of retroperitoneal fibrosis, pulmonary infiltrates, pleural effusion, pleural thickening, pericarditis, and cardiac valvulopathy have been reported in some patients treated with ergot‑derived dopaminergic agents. While these complications may resolve when the drug is discontinued, complete resolution does not always occur.

Although these adverse reactions are believed to be related to the ergoline structure of these compounds, whether other, non-ergot‑derived dopamine agonists, such as ropinirole, can cause them is unknown.

Cases of possible fibrotic complications, including pleural effusion, pleural fibrosis, interstitial lung disease, and cardiac valvulopathy have been reported in the development program and postmarketing experience for ropinirole. In the clinical development program (N = 613), 2 patients treated with Requip Modutab had pleural effusion. While the evidence is not sufficient to establish a causal relationship between ropinirole and these fibrotic complications, a contribution of ropinirole cannot be excluded.

	Undesirable effects


	The following adverse events were reported during clinical trials with Requip Modutab up to 24 mg/day.

…

	The following adverse events were reported during clinical trials with Requip Modutab up to 24 mg/day.

…
Additional adverse events were reported during clinical trial in advanced stage Parkinson's disease (with L-dopa): abdominal pain/discomfort, diarrhea, dry mouth, fall (dose related), back pain, anxiety, hypertension (dose related), abnormal dreams, chest pain, bronchitis and nasopharyngitis.
Additional adverse events were reported during clinical trial in early stage Parkinson's disease (without L-dopa): abdominal pain/discomfort, headache, vomiting, fall, diarrhea, pyrexia, flatulence, myalgia, sleep disorders, muscle spasms, insomnia, cough and nasopharyngitis.

	
	In addition to the above adverse drug reactions, the following events have been reported with Requip film-coated (immediate-release) tablets in patients with Parkinson’s disease during clinical trials (at doses up to 24 mg/day) and/or post-marketing reports.
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	In addition to the above adverse drug reactions, the following events have been reported with Requip film-coated (immediate-release) tablets in patients with Parkinson’s disease during clinical trials (at doses up to 24 mg/day) and/or post-marketing reports.

…
Additional adverse events observed during clinical trial with Requip film-coated (immediate-release) tablets in patients in early stage Parkinson’s disease: dyskinesia, dizziness, hallucinations, headache and increased sweating.
Additional adverse events observed during clinical trial with Requip film-coated (immediate-release) tablets in patients in advanced stage Parkinson’s disease: dizziness, asthenic condition and viral infection.

	
	Other adverse events were reported but their frequency is not known (see section 4.4. ‘Special warnings and precautions for use’):

· 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.


	Other adverse events were reported but their frequency is not known (see section 4.4. ‘Special warnings and precautions for use’):

· 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.

· Elevation of Blood Pressure and Changes in Heart Rate.

· Withdrawal-emergent Hyperpyrexia and Confusion.

· Melanoma.

· Fibrotic Complications.


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.
שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 
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	ההחמרות המבוקשות 

	פרק בעלון
	טקסט נוכחי
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	לפני שימוש בתרופה

	אזהרות מיוחדות הנוגעות לשימוש בתרופה
לפני הטיפול ברקוויפ מודוטאב, ספר לרופא  אם: ...
	אזהרות מיוחדות הנוגעות לשימוש בתרופה
לפני הטיפול ברקוויפ מודוטאב, ספר לרופא אם: 

· יש לך לחץ דם גבוה או נמוך
· ...

	תופעות לוואי
	תופעות לוואי שכיחות:

אלה עשויות להופיע ב-עד 1 מכל 10 אנשים
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	תופעות לוואי שכיחות:

אלה עשויות להופיע ב- עד 1 מכל 10 אנשים
· תשישות, עייפות, או חולשה
· כאב ראש
· הזעה מוגברת.
· ...

	
	אתה עלול לחוות את תופעות הלוואי הבאות (שכיחות שאינה ידועה):

· חוסר יכולת להתנגד לדחף, למניע או לפיתוי לבצע פעולה שיכולה להיות מזיקה לך או לאחרים, פעולה זו יכולה לכלול: ...
· פנה לרופא שלך אם אתה חווה משהו מהתנהגויות אלה; הוא ידון בדרכים לניהול או להפחתת התסמינים. 
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· עליה בלחץ דם. רקוויפ מודוטאב עלולה לגרום
לעליה בלחץ הדם שלך.
· שינויים בקצב הלב (ירידה או עליה). רקוויפ מודוטאב עלולה לגרום לירידה או לעליה בקצב הלב שלך.
· סיכוי מוגבר לסרטן העור (מלנומה). אנשים עם מחלת פרקינסון עלולים להיות בסיכון גבוה לחלות במלנומה. זה לא ידוע האם טבליות רופינירול בשחרור מיידי ורקוויפ מודוטאב מגדילות את סיכוייך לחלות במלנומה. אתה והרופא שלך צריכים לבדוק את עורך בקביעות. פנה לרופא שלך מיד אם אתה מבחין בשינוי כלשהו בעור שלך כגון שינוי בגודל, צורה או צבע של שומות בעורך.


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.
שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 
