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Validation

of application for Marketing Authorisation*
Final, July 2010
1. This validation document is sent by:

	Member State
	     

	Person responsible for validation
phone
email
	     
(
     
·      


2. This validation document concerns:


	Procedure number (s)
	     

	Name of the active substance
	     

	Applicant
	     

	National file number(s)
	     


3. Status in Member State
The application is considered valid /alternatively it is stated valid in the CTS


 FORMCHECKBOX 

The application is considered valid and the procedure can start, but the issues in section 5 of this document need to be addressed
before Day 30 / 50 (MRP/DCP)




 FORMCHECKBOX 

The application is considered invalid and the procedure cannot start before the issues in section 4 of this document have been addressed







 FORMCHECKBOX 

4. Validation issue(s) which prevent(s) the procedure from starting
5. Non-validation issue(s) which do(es) not prevent the procedure from starting
	The applicant is reminded that all validation and non-validation issues should be submitted to all Member States concerned by the procedure (excl. specific national requirements) in order to maintain the submitted applications identical.

For MRP and Repeat-use

The applicant has to ensure that all pending non-validation issues have been solved/fulfilled at the latest by Day 30 of the procedure. 

For DCP

The applicant has to ensure that all pending non-validation issues have been solved/fulfilled at the latest by Day 50 of the procedure.

Responses to pending non-validation issues should be submitted by the applicant in accordance with relevant National Competent Authority practice and confirm fulfillment of all pending issues in the following applicant’s response (Day 60 or Day 106 respectively).
If the applicant fails to submit within the timelines given immediately above, the Member State will include the non-invalidation issues in the Day 50/100 comments (or next Assessment Report, if the Member State is RMS in the procedure).


The CMDh will continuously monitor the applicant’s compliance with the above guidance and efforts to submit fully valid applications.

6. Additional information for the Applicant









.

<Procedure number>

Validation comments-<RMS/CMS>
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* The CMDh Procedural Advice Automatic Validation of MR/Repeat-Use/DC Procedures still applies (current version)

