
Application For Changes To Labels And Patient Information Leaflets 

(Not Accompanying A Variation Change)

	Product name:

Name and address of MA holder:


Active substance(s)/quantitative:





Contact:


Pharmaceutical form:




MA number:

Telephone number:


Applicant's reference:

Fax number:




E-mail address:



Changes Proposed To  (Please select ALL that apply)

	1
MAH LABEL 
	
	4       OWN LABEL
	

	2
MAH LEAFLET 
	
	5       OWN LEAFLET
	

	3
MAH LABEL/LEAFLET 
	
	6       OWN LABEL/LEAFLET
	

	
	
	(Please specify Own Label company)
	


(Note: Change to different versions of the packaging components should be submitted on separate application forms).

	Related Application(S)  (Please provide brief information on any ongoing renewal or variation application(s)) 




	Background (Please give brief background explanation for the proposed changes to your Label/Leaflet.  Provide a copy of the current approved version with changes highlighted and attach clean actual size mock-ups in full colour)





Signatory

Status (Job title)


	Print name

Date





L&L Application Form

