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	Please send this form together with your application to:
	Medical Products Agency

Registration and Information Management

P.O. Box 26

SE-751 03 Uppsala
Sweden
	Statement for duplicate applications


	Appendix to application for medicinal product for:

	Proposed name in SE:
	Pharmaceutical form:

	     
	     

	Strength:
	MRP/DCP number (if applicable):

	      
	     


	[image: image1.wmf]No, the application is NOT a duplicate application




	[image: image2.wmf]Yes, the application is a duplicate application according the definition in the CMD(h) document 

“

Recommendations on 

multiple/duplicate application in Mutual Recognition Procedures and Decentralised Procedures”.

 Definition of a duplicate application:

For practical purpose, a duplicate application is defined by reference to the first application or marketing authorisation as follows:

· Same dossier (copy of modules 1, 2, 3, 4 and 5)

· Same legal basis according to Directive 2001/83/EC, as amended
· Different tradename

· Same or different applicant/marketing authorisation holder



	The application is a duplicate application to:

	Product name in SE:
	Pharmaceutical form:
	Strength:

	     
	     
	     

	Asp number (if applicable):
	MRP/DCP number (if applicable):

	     
	     

	We confirm that the first application referred to is in compliance with the current legislation*):

	[image: image3.wmf]By the time of submission of first application referred to (date of submission):   

By the time of submission of first application referred to (date of submission):   


	     

	[image: image4.wmf]Trough a type II variation (date of approval of variation application):

Trough a type II variation (date of approval of variation application):


	     

	*) In order to comply with current legislation, as amended 2006-05-01, the dossier has to be uppdated with the following documents:

· Pharmacovigilance system (Module 1.8.1)

· Risk-management plan (Module 1.8.2) 

· Consultation with target patient groups for the package leaflet (Module 1.3.4) 
· Proposed implementation of Braille on the packaging (Module 1.3.6) 
· Environmental risk assessment (Module 1.6) 

· QP declaration concerning GMP compliance of manufacturing of the active substance




	Signature

	Name of company (MAH/applicant):
	Date:

	     
	     

	Person representing MAH/applicant (name, title):
	E-mail address:
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