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

תאריך 23/04/2014
שם תכשיר באנגלית ומספר הרישוםIlaris 150mg/ml, powder for solution for injection, 144 60 32964     
שם בעל הרישום: נוברטיס פארמה סרויסס איי ג'י
טופס זה מיועד לפירוט ההחמרות בלבד!
	
ההחמרות המבוקשות

	
פרק בעלון

	
טקסט נוכחי
	
טקסט חדש

	Indication
	-
	-

	
contraindications
	-
	-

	Posology, dosage  & administration (Dosage for Gouty Arthritis)
	(תוספת)
	……
Ilaris should be used as an on-demand therapy to treat gouty arthritis attacks. Management of hyperuricemia with appropriate urate lowering therapy (ULT) should be instituted or optimized. 
……


	Special Warnings and Special Precautions for Use (Gouty arthritis indication) 
	…..
Isolated cases of unusual or opportunistic infections were reported during ILARIS treatment. 

The causal relationship of ILARIS to these events is unknown.
……. 

	……
Isolated cases of unusual or opportunistic infections (including aspergillosis, atypical mycobacterial infections, herpes zoster) have been reported during ILARIS treatment. 
A causal relationship of ILARIS to these events cannot be excluded. 
……

	Interaction with Other Medicaments and Other Forms of Interaction
	-
	

	Fertility,   pregnancy and Lactation
	9  Fertility, pregnancy and breast feeding 


Pregnancy
There is a limited amount of data from the use of canakinumab in pregnant women. Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 13 Non-clinical safety data). The risk for the fetus/mother is unknown. Women should use effective contraceptives during treatment with ILARIS and for up to 3 months after the last dose. Because animal reproduction studies are not always predictive of the human response, canakinumab should be given to a pregnant woman only if clearly needed.
	[bookmark: _Toc257094617]9  Women of child-bearing potential,  pregnancy, breast-feeding and fertility

Women of child-bearing potential  and pregnancy
There is a limited amount of data from the use of canakinumab in pregnant women or women of child-bearing potential. Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 13 Non-clinical safety data). The risk for the fetus/mother is unknown. Women should use effective contraceptives during treatment with ILARIS and for up to 3 months after the last dose. Because animal reproduction studies are not always predictive of the human response, canakinumab should be given to a pregnant woman only if clearly needed.

	Adverse events
	(תוספת)
	…..
Opportunistic infections have been reported in patients treated with ILARIS (see section 6 Warnings and precautions). 
……
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