Declaration
(Annex I)

The applicant <name of Marketing-authorisation holder>, Marketing-authorisation holder of the medicinal products:

· <Name of the medicinal product>;

· <Strength>;

· <Pharmaceutical form>;

· <Procedure number>

Confirm that all changes introduced in the SmPC and PIL have been highlighted and correspond to the changes approved with the exception the variation related with the PRAC recommendation submitted in this application <Procedure number>.
	Procedure number
(SMUH-ALTER)
	Type of variation
	Authorization date
	Documents

(if applicable)

	
	
	
	


____________________, __ de ____________________ de 20__
	

	(Signature)


