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Reference Member State

Day 180 Report for CMD
 (Only to be prepared if there are still potential serious risks to public health)
1. This document is sent by:
	RMS
	

	Contactpoint projectteam leader (name/E-mail/phone)
	

	Date/Day of procedure
	


2. This document concerns:


	Name of the product
	

	Name of the active substance
	

	Applicant
	

	Procedure number
	


3. Conclusion of the RMS

3.1 Conclusion on response document

Our conclusion on the response of the applicant is

We fully endorse the response of the applicant and have no comments



 FORMCHECKBOX 

We do not endorse the response of the applicant and have potential serious risks to public health (see attached overview)









 FORMCHECKBOX 

We do not endorse the response of the applicant and have points for clarification (not attached)
 FORMCHECKBOX 

3.2 Conclusion on the product
Our conclusion is that the product is 

Approvable










 FORMCHECKBOX 

Approvable, if SPC/PIL/labelling is changed according to the comments and/or the applicant commits to perform post-authorisation follow-up measures





 FORMCHECKBOX 

Non-approvable









 FORMCHECKBOX 

4. Overview of discrepancies between RMS and CMS

The following CMS are in agreement with the RMS



…………………..
The following CMS are in disagreement with the RMS



…………………..

An overview of discrepancies with regard to potential serious risks to public health is attached to this letter











 FORMCHECKBOX 

5. SPC, PIL and labelling with RMS comments included 
SPC

SPC proposed by the applicant in their Day ….. response document with RMS comments to be included in text boxes
PIL

PIL proposed by the applicant in their Day ……response document with RMS comments to be included in text boxes
Labelling

Labelling proposed by the applicant in their Day ……. response document with RMS comments to be included in text boxes
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