הודעה על החמרה  ( מידע בטיחות)  

 תאריך :  05.10.2011
שם תכשיר באנגלית : Zofran Injection & Tablets
מספר רישום : Zofran Injection 2mg/ml 049-94-26548 
                            Zofran Tablets 4mg 049-96-26549      
Zofran Tablets 8mg 049-95-26560                               
שם בעל הרישום      GlaxoSmithKline (ISRAEL) Ltd.               : 
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Contraindications


	
	Based on reports of profound hypotension and loss of consciousness when ondansetron was administered with apomorphine hydrochloride, concomitant use with apomorphine is contraindicated.

	Warnings and Precautions
	Very rarely and predominantly with intravenous ondansetron, transient ECG changes including QT interval prolongation have been reported. Therefore caution should be exercised in patients with cardiac rhythm or conduction disturbances, in patients treated with anti-arrhythmic agents or beta-adrenergic blocking agents and in patients with significant electrolyte disturbances.


	Very rarely and predominantly with intravenous ondansetron, transient ECG changes including QT interval prolongation have been reported seen in patients receiving ondansetron. In addition, post-marketing cases of Torsade de Pointes have been reported in patients using ondansetron. Avoid ZOFRAN in patients with congenital long QT syndrome. ECG monitoring is recommended in patients with electrolyte abnormalities (e.g., hypokalemia or hypomagnesemia), congestive heart failure, bradyarrhythmias, or patients taking other medicinal products that lead to QT prolongation. Therefore caution should be exercised in patients with cardiac rhythm or conduction disturbances, in patients treated with anti-arrhythmic agents or beta-adrenergic blocking agents and in patients with significant electrolyte disturbances.



	Interactions
	
	Apomorphine
Based on reports of profound hypotension and loss of consciousness when ondansetron was administered with apomorphine hydrochloride, concomitant use with apomorphine is contraindicated.

	Adverse Reactions
Cardiac disorders
	
	Rare: QTc prolongation (including Torsade de Pointes).


