
הודעה על החמרה  ( מידע בטיחות)  

 תאריך:   7/12/2011
שמות התכשירים באנגלית:     Multibic Potassium Free  /  2/3/4 mmol Potassium
מספרי רישום  :136 15 31270 00 / 136 17 31272 00 / 136 16 31271 00 / 136 18 31273 00
שם בעל הרישום :  Cure Medical & Technical Supply.
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.4 Special warnings and precautions for use
	The haemofiltration solution should be warmed prior to infusion with appropriate equipment to approximately body temperature and must not be infused under any circumstances below room temperature.
	The haemofiltration solution should be warmed prior to infusion with appropriate equipment to approximately body temperature and must not be infused under any circumstances below room temperature.
טקסט עבר מסוף הפסקה לתחילת הפסקה

	
	_____________
	The warming of this solution to approximately body temperature must be carefully controlled verifying that the solution is clear and without particles.



	
	Such precipitations specifically can occur if the multiBic solution is warmed upstream of the pump. 
	Precipitations particularly can occur if the temperature of the multiBic solution at the inlet of the pump unit is already higher than 25°C.

	6.3
Shelf Life
	From a microbiological point of view, once connected to the haemofiltration circuit, the product shall be used immediately. 

Other in-use storage times and conditions (longer than 48 hours, higher than 25°C) are the responsibility of the user.
	Other in-use storage times and conditions prior to use (longer than 48 hours including the duration of the treatment, higher than 25°C prior to the inlet of the pump unit) are the responsibility of the user.
 From a microbiological point of view, once connected to the haemofiltration circuit, and as hydrogen carbonate is present, the product shall be used immediately. 

Other in-use storage times and conditions are the responsibility of the user.




