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	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.6 Pregnancy and Lactation 


	During worldwide marketing experience, rare cases of various congenital anomalies, including cleft palate and limb defects have been reported in the offspring of patients being treated with salbutamol.  Some of the mothers were taking multiple medications during their pregnancies.  Because no consistent pattern of defects can be discerned, and baseline rate for congenital anomalies is 2 to 3%, a relationship with salbutamol use cannot be established.


	Studies in animals have shown reproductive toxicity (see section 5.3).  Safety in pregnant women has not been established.  No controlled clinical trials with salbutamol have been conducted in pregnant women.  Rare reports of various congenital anomalies following intrauterine exposure to salbutamol (including cleft palate, limb defects and cardiac disorders ) have been received.  Some of the mothers were taking multiple medications during their pregnancies.  Ventolin Inhaler should not be used during pregnancy unless clearly necessary


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות בטקסט אדום. שינויים שאינם בגדר החמרות סומנו (בעלון) בטקסט ירוק.
