הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
 תאריך _20/03/2013_

שם תכשיר באנגלית ומספר הרישום KETALAR INJECTION 10MG/ML 110-91-21856-00
KETALAR INJECTION 50MG/ML 110-99-21857-00

שם בעל הרישום _ Pfizer Pharmaceuticals Israel Ltd.
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Special Warnings and Special Precautions for Use
	Ketamine is metabolized in the liver and hepatic clearance is required for termination of clinical effects. A prolonged duration of action may occur in patients with cirrhosis or other types of liver impairment. Dose reductions should be considered in these patients.


	Ketamine is metabolized in the liver and hepatic clearance is required for termination of clinical effects. Abnormal liver function tests associated with ketamine use have been reported, particularly with extended use (>3 days) or drug abuse. A prolonged duration of action may occur in patients with cirrhosis or other types of liver impairment. Dose reductions should be considered in these patients.



	Adverse events
	N/A
	4.8  Undesirable effects
Addition of Hepatobiliary disorders, Liver function test abnormal



