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MEDICAL PRODUCTS AGENCY







	Send the form to:
	Läkemedelsverket
Box 26

S-751 03 Uppsala
Sweden
	Application for renewal of a marketing authorisation for nationally approved medicinal products at least once renewed


	Information:

	Name of medicinal product
	Strength and pharmaceutical form

	     
	     

	Asp number and marketing authorisation number
	ATC-code

	Asp number:  
	

	MA number:  
	

	Approved pack sizes

	


	Marketing authorisation holder:
	Local representative:

	Name
	Name

	     
	     

	Address
	Address

	     
	     


	Manufacturer responsible for batch release:

	Name
	Address

	     
	     


	Attachments, other information

	 FORMCHECKBOX 

Braille introduced/will be introduced on the label in connection with the renewal with the text:

     
 FORMCHECKBOX 

Braille is not introduced. Indicate the reason:

     
 FORMCHECKBOX 

We refer to approved Summary of product characteristics dated      
 FORMCHECKBOX 

We refer to approved Package leaflet dated      
 FORMCHECKBOX 

We confirm that documentation according to ”Guideline on the processing of renewals in the mutual and decentralised
 
procedure” is available within the marketing authorisation holder and can be submitted on request.
 FORMCHECKBOX 

PSUR-period included in the Renewal application (compulsory)       (YYMMDD-YYMMDD)


The applicant confirms that all changes made have been approved by the Medical Products Agency

	Contact person:

	Name
	Company

	     
	     

	Address
	Fax
	Telephone

	     

	     
	     

	
	e-mail

	
	     


	Signature

	Signature
	Clarification of signature
	Date
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