הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך ____14.3.2012_________________

שם תכשיר באנגלית______Batrafen nail laq____

מספר רישום____________1212927875_______

שם בעל הרישום_____________sanofi-aventis Israel ltd.._____
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology and method of administration
	
	טקסט שהוסף מסומן בצהוב  ( יש להדגיש כי  מוזכר כאן רק המידע העיקרי הנוסף, מידע מלא של סעיף זה ניתן למצוא בעלון המלא):
Do not use nail polish or other nail cosmetic products on the treated nails.
…

Pediatric Patients

Safety and efficacy in children under 12 years old has not been studied



	Special warnings and precautions for use
	
	טקסט שהוסף מסומן בצהוב 

So far there is no relevant clinical experience with patients with insulin dependent diabetes or who have diabetic neuropathy. The risk of removal of the unattached, infected nail, by the health care professional and trimming by the patient should be carefully considered before prescribing to patients with a history of insulin dependent diabetes mellitus or diabetic neuropathy.
Caution is advised in patients who 
• Are immunocompromised (e.g., received an organ transplant, were HIV positive etc.)or had a history of immunosupression
• Require medication to control epilepsy

• Use or require topical corticosteroids on a repeated monthly basis

• Use steroid inhalers on a regular basis

Since ciclopirox has not been studied in those populations


	Special precautions for disposal and other handling
	
	טקסט שהוסף מסומן בצהוב 

To prevent the solution from drying up, Nail Batrafen A should be tightly sealed after use.
To prevent the screw cap from sticking to the bottle, avoid spilling solution on the screw

thread.


