הודעה על החמרה  ( מידע בטיחות)  

 תאריך : 12.11.2012
שם תכשיר באנגלית : ZofranTM Injection 2mg/ml
מספר רישום :   049-94-26548
שם בעל הרישום      GlaxoSmithKline (ISRAEL) Ltd               : 
בעלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.2.
Posology and Method of Administration
	
	Chemotherapy and Radiotherapy, Adults:

A single intravenous dose of 16mg diluted in 50-100ml of saline or other compatible infusion fluid (see Pharmaceutical Precautions) and infused over not less than 15 minutes immediately before chemotherapy. A single dose greater than 16 mg must not be given due to dose dependent increase of QT-prolongation risk (see sections 4.4, 4.8 and 5.1)

	4.2.
Posology and Method of Administration
	
	Chemotherapy and Radiotherapy, Paediatric population:

Dosing by BSA & bodyweight:

The intravenous dose must not exceed 8 mg

	4.4 Special Warnings and precautions for use
	
	Respiratory events should be treated symptomatically and clinicians should pay particular attention to them as precursors of hypersensitivity reactions.

	4.4 Special Warnings and precautions for use
	
	In patients with adenotonsillar surgery prevention of nausea and vomiting with ondansetron may mask occult bleeding. Therefore, such patients should be followed carefully after ondansetron.

	4.4 Special Warnings and precautions for use
	
	Paediatric patients receiving ondansetron with hepatotoxic chemotherapeutic agents should be monitored closely for impaired hepatic function.



	4.5 Interactions with other Medicaments and other forms of Interaction
	
	Use of Zofran with QT prolonging drugs may result in additional QT prolongation. Concomitant use of Zofran with cardiotoxic drugs (e.g. anthracyclines) may increase the risk of arrhythmias (section 4.4).

	4.9 overdose
	There is limited experience of ondansetron overdose.  In the majority of cases, symptoms were similar to those already reported in patients receiving recommended doses (see Adverse Reactions).


	Manifestations that have been reported include visual disturbances, severe constipation, hypotension and a vasovagal episode with transient second degree AV block








