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CMDh:

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human




Request for RMS in a decentralised procedure,
medicinal products for human use

The undersigned wishes to initiate a Decentralised Procedure in accordance with artickel 28 of Directive 2001/83 (as amended) with the Netherlands acting as Reference Member State (RMS)

All details provided to the Medicines Evaluation Board in this request form will be treated as confidential information.
	Requested MS to act as RMS: 

	The Netherlands

	Intended number of CMSs (if known): 
(please list the CMSs at the end of the form)

	      

	Active Substance(s): 

	     

	ATC Code: 

	     

	Proposed Product Name
	Pharmaceutical Form(s)
	Strength(s)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Legal basis of application:

	 FORMCHECKBOX 
 Art.8(3)
	 FORMCHECKBOX 
 Art.10(1)
	 FORMCHECKBOX 
 Art.10(3)
	 FORMCHECKBOX 
 Art.10(4)
	 FORMCHECKBOX 
 Art.10a

	 FORMCHECKBOX 
 Art.10b
	 FORMCHECKBOX 
 Art.10c
	 FORMCHECKBOX 
 Art. 16a
	 FORMCHECKBOX 
 Extension
	

	This is a duplicate of an ongoing or finalised procedure: 

	     

	Indicate the procedure number of the original dossier: 

	     

	Indicate the number of duplicates: 

	     

	For generics only

	Reference medicinal product authorised for not less than 6/10 years in the EEA

	Product name, strength, pharmaceutical form: 

	     

	Marketing authorisation holder: 

	     

	First authorisation date (yyyy-mm-dd): 

	     

	Member State (EEA)/Community: 

	     

	Reference medicinal product in the proposed RMS

	Product name, strength, pharmaceutical form: 

	     

	Marketing authorisation holder: 

	     

	Reference medicinal product is/has been authorised in all proposed CMSs

(Please complete the information at the end of the form re. the reference medicinal product in each CMS)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	For bioequivalence study, name and address of the site: 

	     

	The new product will be marketed in the proposed RMS:
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Name(s) and address(es) of the manufacturer(s) of active substance: 

	     

	Has a Ph.Eur. Certificate of suitability (CEP) been issued for the active substance and/or will an Active Substance Master File (ASMF) be used? 
	 FORMCHECKBOX 
 CEP
	 FORMCHECKBOX 
 ASMF
	 FORMCHECKBOX 
 N/A

	Applicant´s preferred submission date: 

	     

	Other information: 

	     

	Person/company authorised for communication on behalf of the applicant before and during the procedure 
	Name:      
Position contact person:      
Phone:      
E-mail address:      

	I herewith declare that no other Member State has agreed to act as Reference Member State for a Decentralised Procedure for the above mentioned product.

	Future Applicant (i.e. not the Marketing Authorisation Holder) in the Netherlands: 

	Name:      
Position:      

	Address: 

	     

	Phone: 

	     

	E-mail address: 

	     

	Signature:
	

	
	

	
	


List of Concerned Member States:

 FORMCHECKBOX 
 AT
 FORMCHECKBOX 


 FORMCHECKBOX 
 BE
 FORMCHECKBOX 


 FORMCHECKBOX 
 BU 
 FORMCHECKBOX 


 FORMCHECKBOX 
 CY
 FORMCHECKBOX 


 FORMCHECKBOX 
 CZ
 FORMCHECKBOX 
  FORMCHECKBOX 
DE

 FORMCHECKBOX 


 FORMCHECKBOX 
 DK
 FORMCHECKBOX 
  FORMCHECKBOX 
EE
 FORMCHECKBOX 


 FORMCHECKBOX 
 EL
 FORMCHECKBOX 


 FORMCHECKBOX 
 ES
 FORMCHECKBOX 
  FORMCHECKBOX 
FI
 FORMCHECKBOX 
  FORMCHECKBOX 
FR

 FORMCHECKBOX 
 HU FORMCHECKBOX 

 FORMCHECKBOX 
IE
 FORMCHECKBOX 


 FORMCHECKBOX 
 IS
 FORMCHECKBOX 
  FORMCHECKBOX 
IT
 FORMCHECKBOX 


 FORMCHECKBOX 
 LI
 FORMCHECKBOX 
  FORMCHECKBOX 
LT

 FORMCHECKBOX 
  FORMCHECKBOX 
LU
 FORMCHECKBOX 
  FORMCHECKBOX 
LV
 FORMCHECKBOX 


 FORMCHECKBOX 
 MT
 FORMCHECKBOX 
  FORMCHECKBOX 
NO
 FORMCHECKBOX 
  FORMCHECKBOX 
PL
 FORMCHECKBOX 
  FORMCHECKBOX 
PT

 FORMCHECKBOX 
 RO
 FORMCHECKBOX 


 FORMCHECKBOX 
 SE FORMCHECKBOX 

 FORMCHECKBOX 
 SI 
 FORMCHECKBOX 


 FORMCHECKBOX 
 SK 
 FORMCHECKBOX 
  FORMCHECKBOX 
UK

	In case of an application according to 10(1) or 10(3), the reference medicinal product in each CMS should be listed


	CMS:      
Product name, strength, pharmaceutical form:      
MA holder:      
MA number:      
CMS:      
Product name, strength, pharmaceutical form:      
MA holder:      
MA number:      
CMS:      
Product name, strength, pharmaceutical form:      
MA holder:      
MA number:      
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