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Checklist for requesting new EU sub-numbers 
(Type IAIN and Type IB lead procedures only
)

	
	YES
	NO

	The new presentation(s) is/are in addition to the currently approved presentation(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The new presentation(s) is/are replacing the currently approved presentation(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A draft Annex A with the proposed presentation(s) marked in tracking mode is attached
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The font used for the text is Verdana, size 9

The font used for the page number is Arial, size 8
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Multipack presentation(s) is/are proposed

Note: To fall under the definition of a “multipack”, the inner single packs must be authorised presentations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Unit dose presentation(s) is/are proposed
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Advice on classification is required
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The new presentation(s) is/are a consequence of a change in immediate packaging
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The new presentation(s) is/are a consequence of a change in container type
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Implementation of new presentation as foreseen in the Post Approval Change Management Protocol (approved with variation <insert variation #>, eCTD seq. <insert sequence #>)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	<Addition> <Deletion> <Change> of a measuring or administration device is proposed
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Useful guidance

Type-IA variations: questions and answers

8. What fee do I have to pay for a type-IA or -IAIN variation?
10. What changes will trigger new EU number(s) (additional presentation(s))?
11. How do I obtain new European Union sub-numbers for a type-IAIN variation concerning an additional presentation (e.g. new pack size)?
12. When do I have to submit revised product information? In all languages?
Type-IB variations: questions and answers

8. What fee do I have to pay for a type-IB variation? Rev. August 2016
10. How should I submit revised product information? In all languages? Rev. April 2016
11. What changes will trigger new EU number(s) (additional presentation(s))?
12. How do I obtain new EU sub-numbers for a type-IB variation concerning an additional presentation (e.g. new pack size)?
Classification of changes: questions and answers

2.6. When applying for a new pack size, what is considered to be within /outside range? (Classification category B.II.e.5) New Jun 2017
Packaging information 

Guideline on the packaging information of medicinal products for human use authorised by the Union


� Allocation of EU #s in case of new presentations triggered as part of higher lead procedures (i.e. Type IIs or Extension applications) will take place prior to CHMP opinion.
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	Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5520
Send a question via our website www.ema.europa.eu/contact
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