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MEDICAL PRODUCTS AGENCY







	Send the form to:
	Medical Products Agency
P.O. Box 26

SE-751 03 Uppsala

Sweden

	Application for withdrawal of the marketing authorisation of medicinal products


	1. Marketing authorisation holder or local representative

	Name of the company

	     

	Address
	Postal Code, City and Country

	     
	     

	Contact person
	E-mail

	     
	     

	Phone
	Fax

	     
	     


	2. Medicinal product

	Name of the medicinal product

	     

	Strength and pharmaceutical form
	Asp No:  

	     
	

	
	MA No:  

	Date for proposed withdrawal of the marketing authorisation (last date of a month)

	


	3. Reasons for withdrawal of marketing authorisation (more than one alternative can be chosen)

	 FORMCHECKBOX 
 Low turnover

 FORMCHECKBOX 
 Production difficulties
 FORMCHECKBOX 
 Changes in therapeutic recommendations/more modern drugs are available 
	 FORMCHECKBOX 
 Rationalisation of assortment
 FORMCHECKBOX 
 Changes in risk-benefit assessment

	 FORMCHECKBOX 
 Other, namely 

	     


	4. Further Information

	Will the marketing authorisation holder/local representative inform the prescribers?

	 FORMCHECKBOX 
 Yes, information is enclosed
 FORMCHECKBOX 
 Yes, information will be submitted later

 FORMCHECKBOX 
 No

	Are there generic alternatives available on the Swedish market?

	 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
 No

	If yes, name the alternative products:

	     

	Are there alternative treatments available on the Swedish market?

	 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
 No


	If yes, name the alternative treatments:

	     

	Is the product available in other countries? (In case of prescription on ”named patient basis”)

	 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
 No


	If yes, state which countries:

	     

	In case the withdrawal has effect on the product information, the SPC with changes highlighted and package leaflet should be enclosed.


	5. Additional information

	     


	6. Signature of the applicant

	Signature
	Clarification of signature
	Date
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