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	A.4 Change in the name and/or address of a manufacturer (including where relevant quality control testing sites); or an ASMF holder; or a supplier of the active substance, starting material, reagent or intermediate used in the manufacture of the active substance (where specified in the technical dossier) where no Ph. Eur. Certificate of Suitability is part of the approved dossier; or a manufacturer of a novel excipient (where specified in the technical dossier)
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	B.I.a.5 Changes to the active substance of a seasonal, pre-pandemic or pandemic vaccine against human influenza		
	Q.I.a.5	Changes to the active substance of a seasonal, pre-pandemic or pandemic vaccine against human influenza			

	B.I.b.1 Change in the specification parameters and/or limits of an active substance, starting material / intermediate / reagent used in the manufacturing process of the active substance		
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	Q.I.e.5	Implementation of changes foreseen in a post-approval change management protocol (PACMP)

	B.II.a.1 Change or addition of imprints, bossing or other markings including replacement, or addition of inks used for product marking.		
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	B.II.h.1 Update to the “Adventitious Agents Safety Evaluation” information (section 3.2.A.2)		
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	B.V.a.1 Inclusion of a new, updated or amended Plasma Master File in the marketing authorisation dossier of a medicinal product. (PMF 2nd step procedure)	
	Q.V.a.1	Inclusion of a new, updated or amended Plasma Master File in the marketing authorisation dossier of a medicinal product. (PMF 2nd step procedure)			

	B.V.a.2 Inclusion of a new, updated or amended Vaccine Antigen Master File in the marketing authorisation dossier of a medicinal product. (VAMF 2nd step procedure)	
	Q.V.a.2	Inclusion of a new, updated or amended Vaccine Antigen Master File in the marketing authorisation dossier of a medicinal product. (VAMF 2nd step procedure)			

	B.V.b.1 Update of the quality dossier intended to implement the outcome of a Union referral procedure		
	Q.V.b.1	Update of the quality dossier intended to implement the outcome of a Union referral procedure			

	C.I.1 Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet intended to implement the outcome of a Union referral procedure		
	C.1 Change(s) in the summary of product characteristics, labelling or package leaflet intended to implement the outcome of a Union referral procedure			
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	C.2	Change(s) in the summary of product characteristics, labelling or package leaflet of a generic/hybrid/biosimilar medicinal products following assessment of the same change for the reference product			

	C.I.3 Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet of human medicinal products intended to implement the outcome of a procedure concerning PSUR or PASS, or the outcome of the assessment done by the competent authority under Articles 45 or 46 of Regulation 1901/2006
	C.3 Change(s) in the summary of product characteristics, labelling or package leaflet intended to implement the outcome of a procedure concerning PSUR or PASS, or the outcome of the assessment done by the competent authority under Article 45 or 46 of Regulation (EC) No 1901/2006, or the outcome of a PRAC signal recommendation, or to adapt to a joint recommendation of EU competent authorities (e.g. a Core SmPC, or following the assessment of an Urgent Safety Restriction etc.)				

	C.I.4  Change(s) in the Summary of Product Characteristics, Labelling or Package Leaflet due to new quality, preclinical, clinical or pharmacovigilance data.
	C.4 Change(s) in the summary of product characteristics, labelling or package leaflet due to new quality, preclinical, clinical or pharmacovigilance data.			

	C.I.5 Change in the legal status of a medicinal product for centrally authorised products
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	C.I.6 Change(s) to therapeutic indication(s)
	C.6 Change(s) to therapeutic indication(s)			
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	D.1 Change in the name and/or address of the VAMF certificate holder
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	D.6 Deletion or change of status (operational/non-operational) of establishment(s)/centre(s) used for blood/plasma collection or in the testing of donations and plasma pools	
	M.5 Deletion or change of status (operational/non-operational) of establishment(s)/centre(s) used for blood/plasma collection or in the testing of donations and plasma pools			

	D.7 Addition of a new blood establishment for the collection of blood/plasma not included in the PMF	
	M.6 Addition of a new blood establishment for the collection of blood/plasma not included in the PMF			
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	D.20 Change in storage / transport
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	M.16 Change in the steps that would be taken if it is found retrospectively that donation(s) should have been excluded from processing (‘look-back’ procedure)			



