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	CMS COMMENTS
MUTUAL RECOGNITION PROCEDURE


1
Day       Comments from the      
	Product name:
	     

	Procedure No.:
	     

	Dosage form and strength:
	     

	Date:
	     


The       agrees with the overall conclusion of the RMS and is therefore prepared to grant a marketing authorisation for       provided that satisfactory responses are given to the Other concerns list of questions.
.

alt:
The       is of the opinion that there are potential serious risks to public health related to the use of this product (see below) and is, at present, not prepared to grant a marketing authorisation.
2
Potential serious risk to public health 
2.1
SmPC, PL and labelling
     
2.2
Module 3 – Quality
     
2.3
Part III/Module 4 – Non-clinical
     
2.4
Part IV/Module 5 – Clinical
     
3
Other concerns
3.1
Module 1 – Application related comments and SmPC, PL and labelling (including product name)

     
3.2
Module 3 – Quality

     
3.3
Part III/Module 4 – Non-clinical

     
3.4
Part IV/Module 5 – Clinical

     
4
Renewal

If not declared otherwise below, the marketing authorisation will be issued with a validity of 5 years, and a renewal will be required in accordance with Directive 2001/83/EC.

We accept the previously granted unlimited validity in the RMS and do not require a renewal.

5
Practical information to the applicant
Please note that any responses that are submitted by email should be sent to our general email address      @      and not to any personal email addresses. The size limitation for emails is 2 Mb. A hard copy should also be sent to the following address:      . (to be adapted according to the requirements for each CMS)

	Name of the project manager/ contact person in the CMS
	     
(
     
· 


	Names of the assessors (if applicable):

	Quality (Module 3): 

     
(
     
Non-clinical (Module 4): 

     
(
     

	Clinical (Module 5):

Pharmacokinetics 

     
(
     
(


Efficacy and Safety

     
(
     
(



� Please note that for 10.1 applications with a centrally authorised product as reference product, the product name in RMS and all CMS must be the same. It is therefore important that comments on the product name are sent early in the procedure in order to reach agreement before day 210/90.
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