המכון לביקורת ותקינה של חומרי רפואה                                                        Form -3 EX-009            

רשימת שינויים הומניים להגשה למכון לביקורת ותקנים של חומרי רפואה ולמחלקת רישום

	
	הנושא
	רק אישור מחלקת הרישום
	אישור מחלקת הרישום וגם המכון

	E.1
	Change in the (invented) name of the finished product 
	X
	

	E.2
	Change in name of the active substance, or excipient, medical device (part), or packaging component 
	
	X

	E.3
	Change in ATC Code
	X
	

	E.4
	 Change in the name and/or address of the marketing authorisation holder, ASMF holder, manufacturing site for an active substance, intermediate or finished product, primary and/or secondary packaging site, manufacturer responsible for batch release, site where quality control takes place, and/or supplier of a packaging component, medical device (part), starting material, reagent and/or excipient (when mentioned in the dossier)
	
	X
שינוים ביצרן התכשיר (MAH) למחלקת רישום בלבד
שינויים בשמות אתרים שאינם מפורטים ברישיון אך מפורטים בתיק האיכות יש להגיש למכון בלבד.

	E.5
	Deletion of manufacturing sites for an active substance, intermediate or finished product, storage of master and/or working cell bank, primary and/or secondary packaging site, manufacturer responsible for batch release, site where quality control takes place, and/or supplier of a packaging component, medical device (part), starting material, reagent and/or excipient (when mentioned in the dossier)
	
	X
עבור אתרי חומרים פעילים לתכשירים כימיים אישור המכון בלבד ולתכשירים ביולוגיים אישור המכון ומחלקת רישום

	Q.I.a.1
	Change in the manufacturer of a starting material/ reagent / intermediate used in the manufacturing process of the active substance or change in the manufacturer (including where relevant quality control testing sites) of the active substance

	
	X
עבור אתרי חומרים פעילים לתכשירים כימיים אישור המכון בלבד ולתכשירים ביולוגיים אישור המכון ומחלקת רישום

	Q.I.a.5
	Changes to the active substance of a seasonal, pre-pandemic or pandemic vaccine against human influenza
	
	X

	Q.I.a.6
	Changes to the active substance of a vaccine against human coronavirus or other vaccine that has the potential to address a public health emergency in the Union
	
	X

	Q.II.a.1
	Change or addition of imprints, bossing (embossing/debossing) or other markings including replacement, or addition of inks used for product marking.
	
	X

	Q.II.a.2
	Change in the shape or dimensions of the pharmaceutical form 
	
	X

	Q.II.a.3
	Change in the composition (excipients)  of the FP
	
	X

	Q.II.a.4
	Change in coating weight of oral dosage forms or change in weight of capsule shells
	
	X

	Q.II.a.5
	Change in concentration of a single-dose, total use parenteral product, where the amount of active substance per unit dose (i.e. the strength) remains the same
	
	X

	Q.II.a.6
	Deletion of the solvent / diluent container from the pack 
	X
	

	Q.II.b.1
	 Change in the manufacturing site for part or all of the manufacturing process of the finished product (except for batch release and batch control testing sites)
	
	X

	Q.II.b.2
	Change to batch release arrangements and batch control testing of the finished product
	
	X

	Q.II.e.1
	Change in immediate packaging of the finished product
	
	X

	Q.II.e.2
	Change in shape or dimensions of the container or closure (immediate packaging) of the finished product
	
	X

	Q.II.e.3
	Change in any part of the (primary) packaging material not in contact with the finished product formulation (such as colour of flip-off caps, colour code rings on ampoules)
	
	X

	Q.II.e.6
	Change in pack size of the finished product
	
	X
סעיפים a,b יש להגיש למחלקת רישום בלבד

	Q.II.e.8
	Change of a secondary packaging component of the finished product (including replacement or addition) when mentioned in the dossier
	X

	

	Q.II.f.1
	Change in the shelf-life or storage conditions of the finished product
	
	X
סעיפים a1, b1, b4, b5, e- 
יש להגיש למכון בלבד


                                                           
