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MEDICAL PRODUCTS AGENCY





	Submit the notification to:

	Läkemedelsverket

Box 26

S-751 03 Uppsala
Sweden
RIC@mpa.se

	Notification of a new / removal of /
change of local representative 
Medical Products Agency's aims to process these cases within 90 days.
The notification must be issued by the Marketing Authorisation Holder and the new local representative. The notification may be submitted together or in two separate letters. The following must be included: the products involved, a company certificate, the wholesale license. The product information should be included if any changes affect.



	Notification Information


	 FORMCHECKBOX 
 Notification of new local representative
 FORMCHECKBOX 
 Notification of removal of local representative
 FORMCHECKBOX 
 Notification of change of local representative


	The change applies to the following product. 
Several Products see separate list.

	Name of the medical product

	     


	Dosage form
	Strength

	     

	     

	Asp no
	MT-no

	     

	     

	Requested effective date for change:      


If a specific date for the change is requested the notification must be submitted 3 months in advance.



	Other information 

	     


	If available the following enclosures should be enclosed, please confirm


	 FORMCHECKBOX 
 Package leaflet with changes highlighted is enclosed

 FORMCHECKBOX 
 Package leaflets is not enclosed, stating reason for not enclosing:      


	 FORMCHECKBOX 
 Mock-ups with changes highlighted, currently approved and new printed in colour are enclosed.

 FORMCHECKBOX 
 Mock-ups will be submitted later. 

 FORMCHECKBOX 
 Mock-ups not affected.



	 FORMCHECKBOX 
 Certificate of registration enclosed.


	 FORMCHECKBOX 
 Wholesale license enclosed.



	 FORMCHECKBOX 
 We confirm that no other changes have been made to the PIL and mock-ups, beside the changes related to the local representative.



	Marketing  Authorization  Holder (MAH) 


	MAH (name and address)
	Local representative (name and address)

	     
	     


	Telephone
	Telephone

	     

	     

	Fax
	Fax

	     

	     

	E-mail

	E-mail

	     

	     



	Signature of the MAH 

	

	Signature


	Print name
	Place, town
	Date 

	     

	     

	     



	Signature of the local representative

	

	Signature


	Print name
	Place, town
	Date 
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