הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך 12.3.2013
שם תכשיר באנגלית   Rebif 22/44 mcg
מספר רישום 11094.29437 / 11635.29814 
שם בעל הרישוםMerck Serono Ltd. 
השינויים מסומנים על רקע צהוב
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.8 Undesirable effects
	
	Blood and the lymphatic system disorders
Adding: Rare: pancytopenia
Hepatobiliary disorders 
Adding: Very common: Asymptomatic transaminase increase 

Common:Severe elevations in transaminases 
Skin and subcutaneous tissue disorders 

Adding: commen :alopecia*
Musculoskeletal and connective disorders 
Adding: Rare: Drug induced lupus erythematosus
General disorders and administration site conditions 
Adding: Uncommen: injection site infections*, increased sweating*

	4.4 Special warnings and precautions for use
	
	Hepatic dysfunction
In clinical trials with Rebif, asymptomatic elevations of hepatic transaminases (particularly alanine aminotransferase (ALT)) were common and 1-3% of patients developed elevations of hepatic transaminases above 5 times the upper limit of normal (ULN). In the absence of clinical symptoms, serum ALT levels should be monitored prior to the start of therapy, at months 1, 3 and 6 on therapy and periodically thereafter. Dose reduction of Rebif should be considered if ALT rises above 5 times the ULN, and gradually re-escalated when enzyme levels have normalized. Rebif should be initiated with caution in patients with a history of significant liver disease, clinical evidence of active liver disease, alcohol abuse or increased serum ALT (>2.5 times ULN). Treatment with Rebif should be stopped if icterus or other clinical symptoms of liver dysfunction appear. 
Rebif, like other interferons beta, has a potential for causing severe liver injury  including acute hepatic failure (see section 4.8). The majority of the cases of severe liver injury occurred within the first six months of treatment.. The mechanism for the rare symptomatic hepatic dysfunction is not known. No specific risk factors have been identified

	
	
	


