הודעה על החמרה ( מידע בטיחות) בעלון לרופא
(מעודכן 05.2013)  

תאריך 02.07.2014
שם תכשיר באנגלית ומספר הרישוםXolair 150mg, powder for solution for injection, 132 61 31124  
שם בעל הרישום: נוברטיס פארמה סרויסס איי ג'י
טופס זה מיועד לפירוט ההחמרות בלבד!
	
ההחמרות המבוקשות

	
פרק בעלון

	
טקסט נוכחי
	
טקסט חדש
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	-
	-
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	-

	Fertility,   Pregnancy and Lactation
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	Adverse events
	-
	-

	Non-Clinical Safety - Carcinogenesis, Mutagenesis, Impairment of Fertility

	Carcinogenesis, Mutagenesis, Impairment of Fertility

…….

תוספת
	Non-Clinical Safety - Carcinogenesis, Mutagenesis, Impairment of Fertility
……
Chronic administration of omalizumab at dose levels of up to 250 mg/kg (at least 14-fold the highest recommended clinical dose in mg/kg) was well tolerated in non-human primates (both adult and juvenile animals), with the exception of a dose-related decrease in platelet counts that occurred in several non-human primate species, at serum concentrations generally in excess of maximum human exposure in pivotal clinical trials. Juvenile monkeys were more sensitive to the platelet effects than adult monkeys. In addition, acute hemorrhage and inflammation were observed at injection sites in cynomolgus monkeys, consistent with a localized immune response to repeated subcutaneous administration of a heterologous protein. 
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