הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך  10 בדצמבר 2012  ​​​​​​​​​
שם תכשיר באנגלית ומספר הרישום Foscavir, 0681628118
שם בעל הרישום: טק-או-פארם ליברה
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Special Warnings and Special Precautions for Use
	Foscavir has local irritating properties and when excreted in high concentrations in the urine it may induce genital irritation or even ulcerations. Close attention to personal hygiene is recommended after micturition to lessen the potential of local irritation.


	Foscavir is deposited in teeth, bone and cartilage. Animal data show that deposition is greater in young animals. The safety of Foscavir and its effect on skeletal development have not been investigated in children. Please refer to Section 5.3 Preclinical safety data.
Foscavir is excreted in high concentrations in the urine and may be associated with significant genital irritation and/or ulceration. To prevent irritation and ulceration, close attention to personal hygiene is recommended and cleaning of the genital area after each micturition is recommended.

	1.1. Pre-clinical Safety Data


	--
	Foscarnet sodium has been demonstrated to adversely affect development of tooth enamel in mice and rats. The effects of this deposition on skeletal development have not been studied.


