Notification of marketing interruption of a medicinal product in Norway, including withdrawal

	Send form and supplementary information to pi@legemiddelverket.no
Detailed instructions are available at www.legemiddelverket.no
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	1. Medicinal product  

	Product name:
	                                           Active substance:        

	Formulation,
	     

	Strenght
	     
	MA number
	     

	Package size (s)
	     
	Nordic product number (s)
	     

	First notification
	 FORMCHECKBOX 
  Yes 
	Subsequent notification
	 FORMCHECKBOX 
  Yes


	2. Important alert 

	Will medicines be unavailable to patients or will patients have to change treatment –  regarding the market situation in general?

Is the medicinal product on the market today?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   


	3. Marketing Authorisation (MA) holder or representative 

	Name and address:


	     

	Contact:


	     

	E-mail: 
	     

	Phone 
	     
	Mobile:
	     
	Fax:
	     


	4. Interruption of supplies to distributors:  

	Cause of interruption:

	     

	Type and period of interruption:
	 FORMCHECKBOX 
 Permanent withdrawal, from date:      

	
	 FORMCHECKBOX 
 Withdrawal from the Norwegian Article Number Registry  from date:                                  

	
	 FORMCHECKBOX 
 Temporary shortage, from date:                                  to date:      

	
	If temporary shortage: 

 FORMCHECKBOX 
 Complete    FORMCHECKBOX 
 Partial   
	Estimated shortage (%):


	5. Consequences and actions 

	Which patients will be affected?
	Disease/condition:      
	Approximate number of patients:      

	Which corrective actions have been taken? 
	     

	What are the suggested solutions? 
	     

	Are alternative treatments available?
	     

	What information should be provided? 
	     

	Are actions from NoMA required?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No
	If Yes – what actions?      


	6. Other relevant information/documentation

	Attachments (number/title)
	Description of content

	      
	     

	     
	     


	7. Signature

	Place:      
	Date:      
	Signature:      



