

	Applicant’s/marketing authorisation holder’s request for re-examination 




Section 1-2 should be filled in and submitted within 15 days of receipt of the RMS Assessment report and the Outcome of Procedure email.
Within 60 days of circulation of the RMS Assessment report and Outcome of Procedure email, the form should be fully completed (sections 1 – 3) and re-submitted.
1. This document is sent by
	Applicant / MAH
	     

	Contact point during re-examination
Name 

Phone number 

E-mail 

	     
(
     
·      

	Date of the request
	     


2. The request concerns
	Name of the product in the RMS
	     

	Procedure number
	     

	Date of end of procedure
	     


3. Detailed ground for the request of a re-examination of the RMS assessment report 

	Date of sending the detailed
	     


	The request for the re-examination concerns 



	
Quality 
	
 SPC

	 Safety and residue
	
 Package Leaflet

	
Efficacy
	  Labelling

	
Bioavailability/Bioequivalence
	
Regulatory


Enviromental risk 


	The detailed grounds for the request

	     


.

<Invented name>, <Procedure number>
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