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הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך                        __15.3.2012
שם תכשיר באנגלית__   _VELCADE 3.5MG
מספר רישום                1316031039
שם בעל הרישום_J-C Health care
השינויים סומנו בצהוב
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	2.6 Administration Precautions
	
	VELCADE is authorized for intravenous use only. Intrathecal administration has resulted in death.

	5 WARNINGS AND PRECAUTIONS


	
	There have been fatal cases of inadvertent itrathecal administration of VELCADE.

VELCADE is authorized for IV use only. DO NOT ADMINISTER VELCADE INTRATHECALLY.

	5.1 Use in Pregnancy


	Women of childbearing potential should avoid becoming pregnant while being treated with

VELCADE. Bortezomib administered to rabbits during organogenesis caused post-implantation loss and a decreased number of live fetuses. [See Use in Specific Populations (8.1)]
	Women of childbearing potential should avoid becoming pregnant while being treated with

VELCADE. Bortezomib administered to rabbits during organogenesis at a dose approximately  0.5 times the clinical dose of 1.3 mg/m2 based on body surface area caused post-implantation loss and a decreased number of live fetuses. [See Use in Specific Populations (8.1)]

	HOW SUPPLIED/STORAGE AND HANDLING
	
	There have been fatal cases of inadvertent intrathecal administration of VELCADE.  VELCADE is authorized for IV use only.  DO NOT ADMINISTER VELCADE INTRATHECALLY


















