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Reference Member State

Day 105 Clock-stop

1. This document is sent by:

	RMS
	     

	Contact point project team leader 
	          
     
(
     
·      

	Date/Day of procedure
	     


2. This document concerns:


	Name of the product in the RMS
	     

	Name of the active substance
	     

	Applicant
	     

	Procedure number
	     


3. Clock-stop information

Today is day 105 of above-mentioned procedure. 

Comments were submitted by      .

      fully endorsed the conclusions of the RMS and had no additional comments.

No comments were received from      .

Remaining questions after consultation between RMS and CMS are attached to this letter.

OR

The CMS comments have been forwarded to the applicant.  Consequently, the comments are not attached to this letter.  In addition to the CMS comments, the applicant is reminded also to respond to the questions raised by the RMS in the Day 70 assessment report.

      raised concerns relating to the restricted part of the DMF.  The points raised have been forwarded to the active substance manufacturer.

The clock is stopped today <insert date>

The MAH is requested to submit their responses in the required template within 3 months, i.e. before      
The applicant and the RMS should agree on the date of submission of the final response before it is submitted to the RMS and the CMSs. 










<Invented name>, <Procedure number>
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