
Mock-ups and specimens responses form

For applicants when submitting responses/revised mock-ups and/or specimens to the European Medicines Agency

	Product name
	:
	

	
	
	

	Active substance/common name
	:
	

	
	
	

	Procedure number
	:
	

	
	
	

	Status of the application

	:
	

	
	
	

	Date submission

 of responses
	:
	

	
	
	

	Applicant’s details

	:
	


	All comments implemented
	:
	


Tick the box if appropriate 
If not, a justification should be provided stating why certain comments are not reflected in the revised version of the mock-ups/specimens. Please indicate, as presented in the table included in the next page, the labelling item (outer carton, vial label, blister foil etc.) to which the comment relates together with an alternative proposal. 

· <Please specify labelling item>>
	EMA comments
	Alternative proposal

	
	

	
	

	
	


� Only for new marketing authorisation and line extensions applications: day 121, day 181, pre-opinion etc. 


� Including details of applicant’s contact person i.e. name, tel. fax, e-mail etc.
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