הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

תאריך 11.2016
שם תכשיר באנגלית Augmentin 500 mg Injection; Augmentin 1 g Injection
מספר הרישום 026-29-25089; 026-30-25090
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd : 
טופס זה מיועד לפרוט ההחמרות בלבד !
בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology and method of administration
	Children < 40 kg
Recommended doses: 

· Children aged 3 months and over: 25 mg/5 mg per kg every 8 hours 

· Children aged less than 3 months or weighing less than 4 kg: 25 mg/5 mg per kg every 12 hours.


	Children < 40 kg

Recommended doses: 

· Children aged 3 months and over: 25 mg/5 mg per kg every 8 hours 

· Children aged less than 3 months or weighing less than 4 kg: 25 mg/5 mg per kg every 12 hours.

· For very young children (including preterm newborns) in the first week of life the interval of administration should not exceed twice daily administration due to immaturity of the renal pathway of elimination.

	Fertility, pregnancy and lactation
	…

Lactation 
Both substances are excreted into breast milk (nothing is known of the effects of clavulanic acid on the breast-fed infant).  Consequently, diarrhoea and fungus infection of the mucous membranes are possible in the breast-fed infant, so that breast-feeding might have to be discontinued. Amoxicillin/clavulanic acid should only be used during breast-feeding after benefit/risk assessment by the physician in charge.


	…
Breastfeeding
Both substances are excreted into breast milk (nothing is known of the effects of clavulanic acid on the breast-fed infant).  Consequently, diarrhoea and fungus infection of the mucous membranes are possible in the breast-fed infant, so that breast-feeding might have to be discontinued.  The possibility of sensitisation should be taken into account. Amoxicillin/clavulanic acid should only be used during breast-feeding after benefit/risk assessment by the physician in charge.




מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.
שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 


