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Request for RMS in MRP
To be sent to slot.france@ansm.sante.fr
	PROCEDURE  MRP
	

	   ( initial application

   ( repeat-use application


	


	APPLICANT
	

	Company Name
	

	Contact person
	

	Telephone
	

	Fax
	

	Email
	

	MAH in France 
	


	THE PRODUCT
	

	Name of the product
	

	NL number
	

	Procedure Number if repeat-use
	

	Active(s) substance(s) (preferably INN)
	

	Pharmaceutical form and strength
	

	Route of administration
	

	Therapeutic indication
	

	ATC Code
	

	Prescription status (OTC/POM)
	In the RMS: 

In the CMS ( indicate only the CMS in which the status will be different):


	REGULATORY-PROCEDURAL ASPECTS
	

	Legal Basis of Application : 8(3), 10(1), 10(3), 10(4), 10(a), 10(b) or 10(c) please specify
	

	Concerned Member States (CMS)
	

	Planned Submission date
	

	Reference Product in EU Member States
	Product’s Name: 

MAH’s name:

Date of First MA

	Reference Product in France
	Product’s Name: 

MAH’s name:

Date of First MA

	In the case of repeat-use, any referral during the previous MRP should be indicated including the reason leading to the referral and the outcome of this referral (withdrawal of CMS, commitments etc)

Has the dossier been updated in CTD format?
	

	Is there any pending post approval commitments? 


	

	Is there any pending European procedure (community referrals: art 30, 31, 107…) for products with the same active substance?

	

	Submission format (eCTD, NeeS, Paper)

	


	PHARMACEUTICAL INFORMATION
	

	Active substance Master File (ASMF) or Certificate of Suitability (CEP): please specify version and date
	

	Is there any variation on going, or national clarifications? Please specify 


	

	Is there any variation planned before the procedure? Please specify 


	


	CLINICAL INFORMATION
	

	Do other products with the same active substance exist in the CMSs?

	If yes, please specify in which Member States



	Specify if there are major differences in Sections 4.1; 4.2 and 4.3 of the SPCs compared to the SPCs approved in France



	Comparative table should be provided

	Is there any variation on going, or national clarifications?


	

	User test 
	

	Environmental risk Assessment


	

	Paediatric Investigation Plan  (PIP)

(If applicable)



	PIP Submitted:

If “yes” PIP procedure number :

If “no” date of planned submission:

Waiver:



	
	


	PHARMACOVIGILANCE INFORMATION
	

	Proposed Common Renewal
	

	Summary of Pharmacovigilance system (PSMF) 


	For the MAH in France

Version:

Date: 

If Already approved, please specify by which Member State (declaration form to be submitted in the dossier).

For future MAHs in the CMSs:

Version:

Date: 

If Already approved, please specify by which Member State (declaration form to be submitted in the dossier).



	Risk management plan
	

	PSUR -  next data lock point (year and month)
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