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Member State Comments Paediatric Work Sharing
on Day <85>/<115> <Preliminary PdAR>/<Finalised PdAR > 
1. This document is sent by:
	MS (please insert abbreviation) 

	

	Contact point, project team leader (name)
phone
email
	(  
(   

	Names of the assessors (if applicable):
phone
email

	(  

(


	Date of MS comments
	


2. This document concerns:
	Procedure type 
	<Article 45><Article 46>

	Name of the substance
	

	Procedure number
	

	Dosage form and strength
	


3. Comments, general

We fully endorse the Rapporteur assessment and have no further comments 
 FORMCHECKBOX 

We endorse the Rapporteur assessment, but also have additional comments
 FORMCHECKBOX 

We do not fully endorse the Rapporteur assessment, and have other comments
 FORMCHECKBOX 

4. Specific comments
(List specific comments with numbers in order to facilitate review)
Clinical data

	


Non-clinical data

	


Pharmaceutical data

	


SmPC/PL
	


Other 
	


.

Day <85><115> Comments from MS
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