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	Application for a withdrawal of a marketing authorisation or deletion of information from drug catalogues


	


	 FORMCHECKBOX 
 Withdrawal of a marketing authorisation

	 FORMCHECKBOX 
 Deletion of information from drug catalogues

	Marketing authorisation holder
	Local representative

	Name
	Name

	
	

	Address
	Address

	
	

	Medicinal product

	Vnr
	Name
	Strength
	Pharmaceutical form/package

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Requested date of withdrawal of a marketing authorisation or deletion of information from drug catalogues (can only be the first day of each month)

	

	Is the product still available from a wholesaler and for how long will it be available?

	

	Reason for withdrawal of the marketing authorisation/deletion of information from drug catalogues

	 FORMCHECKBOX 

	Insignificant sale
	 FORMCHECKBOX 

	Streamlining of pack sizes

	 FORMCHECKBOX 

	Problems with production
	 FORMCHECKBOX 

	Change in safety/risk balance

	 FORMCHECKBOX 

	Product not needed because of new treatment options
	
	

	 FORMCHECKBOX 

	Other, i.e.
	

	Summary of marketing authorisation holder. for explaining withdrawal or deletion from drug catalogues


	

	 FORMCHECKBOX 

	The product is or has been on the market this year and/or years (please insert sales figures)
	 FORMCHECKBOX 

	The product has neither been on the market this year nor two previous years 

	Sales value – Add number of sold packages and total wholesale value excl. Vat, for this year and 2 previous years.

	Years
	20xx (to this date)

	20xx
	20xx

	Vnr
	Total pack. sold
	Wholesale value
	Total pack. sold
	Wholesale value
	Total pack. sold
	Wholesale value

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Additional information

	Will the marketing authorisation holder inform physicians/pharmacies of this withdrawal/deletion of information

	 FORMCHECKBOX 

	Yes, see enclosed letter
	 FORMCHECKBOX 

	Yes, IMA will receive a sample of the letter later.

	 FORMCHECKBOX 

	No.

	Is a similar product on the market in Iceland?

	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	If yes, please name the product:

	

	

	Is the product available in another country/other countries, in case a special import license would need to be issued for patients/hospitals?

	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	If yes, please state the country/countries:

	

	This withdrawal/deletion from drug catalogues affects the SPC/PIL

	 FORMCHECKBOX 

	Yes, please see enclosed updated text
	 FORMCHECKBOX 

	No

	Please state which measures the marketing authorisation holder will take or intends to take to solve problems which may arise because this product will not be available, e.g. whether the marketing authorisation holder can point out other products which may replace this one or the marketing authorisation holder can provide this product, contingent upon  the Icelandic Medicines Agency granting a special import license on a name -patient -use basis.


	

	Applicant's signature

	Signature
	Name in print
	Date

	
	
	


Edition 1.12.2014
� Only one name (product) pr. form.


� All non-shaded lines must be completed and information should be clear and detailed. Please note that no text is to be added in shaded lines.


� Put “X” in all relevant boxes on this form. This can be done by  double clicking on each relevant box and change “Default value” from “Not checked” to “Checked”, which then should be confirmed by clicking on “OK”.


� Please note that all information in this form may be published on IMA‘s homepage.


� In this line please insert the relevant year instead of “20xx”.


� Please note that all information in this form may be published on IMA‘s homepage.





