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FORM FOR THE ADDITION OR MODIFICATION OF A STANDARD TERM / COMBINED TERM 
IN THE LIST OF STANDARD TERMS
1. List of Standard Terms
	 FORMCHECKBOX 

	addition
	 FORMCHECKBOX 

	dosage form
	 FORMCHECKBOX 

	human/veterinary use

	 FORMCHECKBOX 

	modification
	 FORMCHECKBOX 

	route/method of administration
	 FORMCHECKBOX 

	veterinary use only

	
	
	 FORMCHECKBOX 

	container/closure/delivery device
	
	

	
	
	 FORMCHECKBOX 

	combined term
	
	


2. Proposal for addition/modification

Current name: 


Proposed name (in English and/or French or if relevant, in any other European language): 

3. Reason (give a description and propose a definition corresponding to the new term)
N.B. Please attach the relevant Summary of Product Characteristics (SmPC)
4. Regulatory status
Type of application (national procedure, MRP, centralised procedure): 


Product (proposed name(s) of the finished medicinal product(s), active substance(s)): 


Contact person and details: 


Crucial date: 


5. Name of the applicant
Member State: 

EU Commission: 


EMA: 


Date of submission to the EDQM: 


Submission to the ad hoc Working Party: 


Deadline for comments by the ad hoc Working Party: 
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Address: 7 allée Kastner – CS 30026 – F-67081 STRASBOURG

Website: www.edqm.eu
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