REQUEST FORM

Proposed Invented Name(s) 
This form should be read in conjunction with the ‘Guideline on the Acceptability of invented names for human medicinal products processed through the centralised procedure (CPMP/328/98)
Date:      
Applicant’s Details:

	Applicant/ MAH Name 
	:
	     

	
	
	

	Applicant/ MAH Address 
	:
	     

	
	
	

	Contact Person Details (inc. Fax Number)
	:
	     


Product information:

	Proposed Invented Name 1

	:
	     


	
	
	

	Proposed Invented Name 2
	:
	     

	
	
	

	Proposed Invented Name 3
	:
	     

	
	
	

	Proposed Invented Name 4
	:
	     


	INN

	:
	     

	
	
	

	Intended Indication(s)
	:
	     

	
	
	

	Strength(s)
	:
	     

	
	
	

	Pharmaceutical Form (including medical device)
	:
	      

	
	
	

	Route(s) of Administration
	:
	     

	
	
	

	Scope
	:
	Mandatory FORMCHECKBOX 



 FORMCHECKBOX 

  FORMCHECKBOX 

Optional  FORMCHECKBOX 
     FORMCHECKBOX 

Orphan Drug Designation  FORMCHECKBOX 


 FORMCHECKBOX 

(Granted on:      )

	
	
	

	Legal basis for submission

(According to Directive 2001/83/EC, as amended)
	:
	 FORMDROPDOWN 


	
	
	

	Change in the Invented Name
	:
	Not applicable  FORMCHECKBOX 
  FORMCHECKBOX 
  FORMCHECKBOX 

Current name:      

	
	
	

	Proposed Legal Status

(According to Directive 2001/83/EC, as amended, Title VI)
	:
	Subject  FORMCHECKBOX 
 to Medical Prescription  FORMCHECKBOX 
  FORMCHECKBOX 

Not subject  FORMCHECKBOX 
 to Medical Prescription  FORMCHECKBOX 
  FORMCHECKBOX 

If Subject to Medical Prescription: 

Product on special medical prescription  FORMCHECKBOX 


 FORMCHECKBOX 

Product on restricted medical prescription  FORMCHECKBOX 


 FORMCHECKBOX 


	
	
	

	Intended 

Submission Date
	:
	      

	
	
	

	Multiple applications
 
	:
	Not applicable  FORMCHECKBOX 
  FORMCHECKBOX 
  FORMCHECKBOX 

Indicate  FORMCHECKBOX 
 number:      

	
	
	

	Generic/ hybrid/ similar biological medicinal product
	:
	Not applicable  FORMCHECKBOX 
  FORMCHECKBOX 
  FORMCHECKBOX 

Reference medicinal product:      

	
	
	

	Invented Names previously reviewed
/ outcome date
	:
	     

	
	
	

	Justification for deviation from the Guideline
	:
	     

	
	
	

	Other relevant Information
	:
	     


� Please note that the invented name will be reviewed as written (e.g. upper case, sentence case…)


� If not available, please state INN applied for with WHO or scientific name 


� Where proposed invented names are intended for use in the context of multiple marketing authorisation applications, the applicant shall specifically request the NRG to consider potential risks of confusing of these invented names with each other.


� For the same medicinal product
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