PRODUCT INFORMATION SHEET 

Company name :      
Please, fill by product :

	Name of the product, pharmaceutical form, dosage :
	     

	Type of variation :
	     

	Object of the variation :
	     

	ID number (parent) :
	     

	Procedure number :
	     

	Introduction date :
	     

	Asking for priority
	Reason
	Economic issue
	Public health issue

	
	Out of stock : please specify when :

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Significant impact on the economic situation of the company (needs to be documented)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	New licence with therapeutic interest
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	First generic
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	New indication
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	New posology
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Interest for paediatric use
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Safety reasons
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Additional remarks for clarification (optional – max 5 lines) :      
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