הודעה על החמרה  ( מידע בטיחות)  

 תאריך    09.09.11
שם תכשיר באנגלית     Stabilanol Solution for Injection
מספר רישום  134.81.31179.00   

שם בעל הרישום    Trima Trading (1961) Ltd
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Pregnancy and lactation
	Use during pregnancy
There is little 

experience of fluconazole use in human pregnancy. Adverse effects on the embryo have been observed on laboratory animals only at high doses, which are associated with toxic effects on pregnant laboratory animals. These findings are not thought to be correlated to fluconazole use at therapeutic doses. However, the use of fluconazole during pregnancy should be avoided, apart from in patients with severe and life-threatening fungal infections, in which fluconazole may be used if the expected benefits from treatment exceed the potential risk of toxic effects on the embryo
	Use during pregnancy
The pregnancy category for fluconazole use for indications other than vaginal candidiasis is category D. A few published case reports describe a rare pattern of distinct congenital anomalies in infants exposed in utero to high-dose maternal fluconazole (400-800 mg/day) during most or all of the first trimester.
The features seen in these infants include brachycephaly, abnormal facies, abnormal calvarial development, cleft palate, femoral bowing, thin ribs and long bones, arthrogryposis, and congenital heart disease. These effects are similar to those seen in animal studies.
If fluconazole is used during pregnancy, or if a patient becomes pregnant while taking fluconazole, the patient should be informed of the potential risk to the fetus.


	Special Precautions for Storage of the product

	Store in a cool and dry place (temperature < 25º C) and keep out of the reach of children. 


	Store in a cool and dry place (temperature < 25º C). Do not freeze. and Keep out of the reach of children. 



	Marketing authorization holder
	Trima Marketing (1961) Ltd,

Maabarot 40230

	Trima Marketing Trading (1961) Ltd, Maabarot 40230, Israel



	Manufacturer
	Pharmathen S.A. – Site: Dervenakion 6, Pallini 15351 Attiki, 

Tel.: 210-6665067


	Pharmathen S.A. – Site: Dervenakion 6, Pallini 15351 Attiki, Greece

Tel.: 210-6665067



















