הודעה על החמרה  ( מידע בטיחות) 
 תאריך:       6.10.2011
שם תכשיר באנגלית:  25MG, 50MG     IMURAN TABLETS
מספר רישום: 034-79-25384, 042-65-22964 
שם בעל הרישום:  פריגו ישראל סוכנויות בע"מ
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Special Warnings and Precautions

	
	Carcinogenicity: (see Adverse Reactions)
Postmarketing cases of hepatosplenic T-cell lymphoma (HSTCL), a rare type of T-cell lymphoma, have been reported in patients treated with IMURAN. These cases have had a very aggressive disease course and have been fatal. The majority of reported cases have occurred in patients with Crohn's disease or ulcerative colitis and the majority were in adolescent and young adult males. Some of the patients were treated with IMURAN as monotherapy and some had received concomitant treatment with a TNFα blocker at or prior to diagnosis. The safety and efficacy of IMURAN for the treatment of Crohn's disease and ulcerative colitis have not been established


	Adverse Reactions 


	
	Neoplasms benign and malignant (including cysts and polyps):

Very rare: Hepatosplenic T-cell lymphoma in patients with IBD when used in combination with anti-TNF agents.



