הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 
תאריך _07/08/2013

שם תכשיר באנגלית ומספר הרישום: 
NovoSeven® RT 1 mg 142-63-32929-00

NovoSeven® RT 2 mg 142-64-32930-00
NovoSeven® RT 5 mg 142-65-32931-00

שם בעל הרישום  :נובו נורדיסק בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	The risk of thrombosis in factor VII deficient patients treated with NovoSeven® RT is unknown.
	Thrombosis has been reported in FVII deficient patients receiving NovoSeven during surgery but the risk of thrombosis in factor VII deficient patients treated with NovoSeven is unknown (see section 5.1).

	Interaction with Other Medicaments and Other Forms of Interaction
	
	Based on a non-clinical study (see section 5.3) it is not recommended to combine rFVIIa and rFXIII. There are no clinical data available on interaction between rFVIIa and rFXIII.

	Fertility,  pregnancy and Lactation
	
	

	Adverse events
	In post-marketing experience, there have been no reports of antibodies against NovoSeven or FVII in patients with haemophilia A or B. 
	In post-marketing experience, there have been no reports of inhibitory antibodies against NovoSeven or FVII in patients with haemophilia A or B. Development of inhibitory antibodies to NovoSeven has been reported in a post-marketing observational registry of patients with congenital FVII deficiency.
A potential synergistic effect of combined treatment with rFXIII and rFVIIa in an advanced cardiovascular model in cynomolgus monkey resulted in exaggerated pharmacology (thrombosis and death) at a lower dose level than when administering the individual compounds.


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
