הודעה על החמרה  ( מידע בטיחות)  

תאריך: 1.5.13
שם תכשיר באנגלית:
Ocsaar 12.5mg, 50 mgTablets
מספר רישום:  29410, 28344

שם בעל הרישום: Merck, Sharp & Dohme (Israel-1996) Company Ltd.
השינויים בעלון מסומנים על רקע צהוב
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	Contraindications
	
	OCSAAR should not be administered with aliskiren in patients with diabetes (see DRUG INTERACTIONS).


	Drug Interactions
	It has been reported in the literature that in patients with established atherosclerotic disease, heart failure, or with diabetes with end organ damage, dual blockade of the renin-angiotensin-aldosterone system is associated with a higher frequency of hypotension, syncope, hyperkalemia, and changes in renal function (including acute renal failure) as compared to use of a single renin-angiotensin-aldosterone system agent. Dual blockade (e.g., by adding an ACE inhibitor to an angiotensin II receptor antagonist) should be limited to individually defined cases with close monitoring of renal function.
	Dual blockade of the renin-angiotensin-aldosterone system (RAAS) with angiotensin receptor blockers, ACE inhibitors, or aliskiren is associated with increased risks of hypotension, syncope, hyperkalemia, and changes in renal function (including acute renal failure) compared to monotherapy.  Closely monitor blood pressure, renal function, and electrolytes in patients on OCSAAR and other agents that affect the RAAS.  Do not co-administer aliskiren with OCSAAR in patients with diabetes.  Avoid use of aliskiren with OCSAAR in patients with renal impairment (GFR <60 ml/min).
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	לפני נטילת אוקסאאר: אל תיטול אוקסאאר אם
	
	יש לך סוכרת והינך נוטל תרופה הנקראת אליסקירן להורדת לחץ דם.


