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

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

	הנושא
	רק אישור מחלקת הרישום
	אישור מחלקת הרישום וגם המכון
	VNRA/ VRA

	A.1 Change in the name or address or contact details of:
	
	
	

	a — the marketing authorisation holder
	X
	
	VNRA

	b — a manufacturer or supplier of the active substance, starting material, reagent or intermediate used in the manufacture of the active substance or a quality control testing site (where specified in the dossier) where no European Pharmacopoeia (Ph. Eur.) Certificate of Suitability (CEP) is part of the approved dossier.
	
	X
לתכשירים כימיים אישור המכון בלבד ולתכשירים ביולוגיים אישור המכון ומחלקת רישום
	VRA

	c —  an active substance master file (ASMF) holder
	
	X
	VNRA

	e — a manufacturer or importer of the finished product (including batch release or quality control testing sites)
	
	X
	VRA

	A.2 Change in the (invented) name of the veterinary medicinal product
	X
	
	VNRA

	A.3 Change in name of the active substance or of an excipient
	
	X
	VRA

	A.4 Change in ATCvet Code
	X
	
	VNRA

	B.3 Deletion of:
	
	
	

	a — a manufacturing site for an active substance, intermediate or finished product, packaging site, manufacturer responsible for batch release, site where batch control takes place, or supplier of a starting material for an active substance, reagent or excipient (when mentioned in the dossier)
	
	X
	VRA

	f — one of the authorised bulk or final containers (including packaging of an active substance) or immediate packaging of the finished product that does not lead to the complete deletion of a strength or pharmaceutical form
	
	X
	VNRA

	i — a component or components of the flavouring or colouring system
	
	X
	VRA

	j — a solvent or diluent container from the pack
	X
	
	VNRA

	o — a measuring or administration device
	X
	
	VNRA

	 p — a non-significant specification parameter (e.g. deletion of an obsolete parameter) of a measuring or administration device
	X

	
	VNRA

	q — a test procedure of a measuring or administration device
	X

	
	VNRA


   
	r — pack size(s) of the finished product
	
	X
	VNRA

	v — a pharmaceutical form or strength
	X
	
	VNRA

	
	

	B.16 Change or addition of imprints, bossing or other markings including replacement, or addition of inks used for product marking of the finished product
	
	X
	VRA

	B.17 Change in the shape or dimensions of the pharmaceutical form for immediate release tablets, capsules, suppositories and pessaries
	
	X
	VNRA

	B.18 Change(s) in the composition (excipients) of a non-sterile finished product
	

	a — increase or reduction of a component or components of the flavouring or colouring system
	
	X
	VRA

	b — any minor adjustment of the quantitative composition of the finished product with respect to excipients
	
	X
	VRA

	c — addition or replacement of a component or components of the flavouring or colouring system
	
	X
	VRA

	B.19 Change in coating weight of oral dosage forms or change in weight of capsule shells for a solid oral pharmaceutical form
	
	X
	VRA

	B.20 Replacement or addition of a primary packaging site of a non-sterile finished product
	
	X
	VRA

	B.21 Replacement or addition of a secondary packaging site of a finished product
	
	X
	VRA

	B.22 Change to importer, batch control arrangements and quality testing (replacement or addition of a site) for a finished product
	
	X
עבור המכון רק אתרים שאינם מופיעים בתעודת איכות
	VRA

	B.23 Replacement or addition of a manufacturer of a finished product responsible for importation
	X
	
	VNRA

	B.24 Replacement or addition of a manufacturer responsible for: 
	

	a – batch release including batch control or testing of a sterile or non-sterile finished product
	
	X
	VRA

	b – batch release not including batch control or testing of a sterile or non-sterile finished product
	
	X
	VRA

	B.37 Change in shape or dimensions of the container or closure (immediate packaging) of a non-sterile finished product
	
	X
	VNRA

	B.38 Change in pack size (number of units e.g. tablets, ampoules, etc. in a pack) within the range of the currently approved pack size
	X
	
	VNRA

	B.39 Change in any part of the primary packaging material not in contact with the finished product formulation (such as change of colour due to different plastic used for flip-off caps, colour code rings on ampoules or change of needle shield)
	
	X
	VNRA

	B.40 Replacement or addition of a supplier of packaging components or devices (when mentioned in the dossier)
	
	X
במקרה של device אין צורך בדיווח למכון
	VNRA

	B.41 Change in the shelf-life or to an approved stability protocol of the finished product:
	

	a — reduction of the shelf life of the finished product as packaged for sale, after first opening or after dilution or reconstitution
	
	X
	VNRA

	B.48 Addition or replacement of a measuring or administration device which is not an integrated part of the primary packaging
	X
	
	VNRA

	F.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, where no Ph. Eur. Certificate of Suitability is part of the approved dossier
	
	X
לתכשירים כימיים אישור המכון בלבד ולתכשירים ביולוגיים אישור המכון ומחלקת רישום
	VRA

	F.II.a.1 Change or addition of imprints, bossing or other markings including replacement, or addition of inks used for product marking.
	
	X
	VRA

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

	F.II.a.3 Changes in the composition (excipients) of the finished product
	
	X
	VRA

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

	F.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
	VRA

	F.II.a.6 Change in concentration of a biological/ immunological multi-dose, parenteral product, where the amount of active substance per unit dose (i.e. the strength) remains the same.
	
	X
	VRA

	F.II.b.1 Replacement or addition of a manufacturing site for part or all of the manufacturing process of the finished product
	
	X
a-d
	VRA

	F.II.b.2 Change to importer, batch release arrangements and quality control testing of the finished product
	
	X
	VRA

	F.II.e.1 Change in immediate packaging of the finished product
	
	X
b
	VRA

	F.II.e.4 Change in shape or dimensions of the container or closure (immediate packaging)
	
	X
	VRA

	F.II.e.5 Change in pack size of the finished product
	
	X
	VRA

	F.II.e.6 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, change of needle shield (different plastic used))
	
	X
	VRA

	I. CHANGES OF ACTIVE SUBSTANCE(S), STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION OR FOOD PRODUCING TARGET SPECIES
	

	I.I.1 Changes to the active substance(s)
	
	X

	VRA

	I.II.1 Changes to strength, pharmaceutical form and route of administration
	X
	
	VRA

	I.III.1 Other changes specific to veterinary medicinal products to be administered to food-producing animals
	X
	
	VRA


                                                        
