
	NAME OF THE PRODUCT 
     


	NAME OF THE PHARMACEUTICAL COMPANY 
     
Contact person:

	TYPE OF PROCEDURE 
	Procedure number
	Record number(s)

(NL or EH or EP)
	CIS number(s)

	 FORMCHECKBOX 
 Centralised (CP)

 FORMCHECKBOX 
 Mutual Recognition (MRP)

 FORMCHECKBOX 
 Decentralised (DCP)

 FORMCHECKBOX 
 National
	
	
	

	ATC CODE 

	TYPE OF DOSSIER

	 FORMCHECKBOX 
 New application for marketing authorisation

 FORMCHECKBOX 
 Type IA variation

 FORMCHECKBOX 
 Type IB variation

 FORMCHECKBOX 
 Type II variation

 FORMCHECKBOX 
 Extension of indications

 FORMCHECKBOX 
 MA Transfer

 FORMCHECKBOX 
 Change of name/ address of the MA holder and/or distributor (“exploitant”)
	 FORMCHECKBOX 
 Change of distributor (“exploitant”)
 FORMCHECKBOX 
 Renewal

 FORMCHECKBOX 
 Two-yearly renewal

 FORMCHECKBOX 
 Specific obligation–annual revaluation

 FORMCHECKBOX 
 Follow-up measure

 FORMCHECKBOX 
 Pharmacovigilance report

 FORMCHECKBOX 
 Homeopathic registration

 FORMCHECKBOX 
 Other (specify):

	 FORMCHECKBOX 
 Additional documentation within the

framework of the above-mentioned procedure

Specify:
 FORMCHECKBOX 
 Written response to a “contradictory”

procedure within the framework of the above-mentioned procedure

Specify:
 FORMCHECKBOX 
 Dossier requested by the person in charge of the dossier at ANSM

 FORMCHECKBOX 
 "Recours gracieux" within the above-mentioned procedure

	Concerned product department :

 FORMCHECKBOX 
 DP1 : oncology , haematology, immunology, nephrology

 FORMCHECKBOX 
 DP2 : cardiology, endocrinology, gynaecology, urology

 FORMCHECKBOX 
 DP3 : neurology, psychiatry, pain relief, rheumatology, pneumology, ENT, ophthalmology, drugs

 FORMCHECKBOX 
 DP4 : anti-infectives, hepatology, gastroenterology, dermatology, rare metabolic disorders

 FORMCHECKBOX 
 DP5 : generics, homeopathic and herbal medicinal products, hospital preparations

 FORMCHECKBOX 
 DP6 : advanced therapies, products derived from human body, vaccines



	TYPE OF PRODUCT
	FEES

	 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Biological

 FORMCHECKBOX 
 Generic

 FORMCHECKBOX 
 Radiopharmaceutical

 FORMCHECKBOX 
 Homeopathic

 FORMCHECKBOX 
 Herbal medecines

 FORMCHECKBOX 
 Others (specify):
	Transmission of receipt(s) : 

 FORMCHECKBOX 
 yes

 FORMCHECKBOX 
 no

If yes, number of receipt(s) =
All sections related to the Receipt deposit slip must be fully completed.



  IDENTIFICATION FORM to fill and append to any correspondence or submission in the context of MA





Dossier to be sent to ANSM - DQFR - PGF AMM - envelope code


143/147 Boulevard Anatole France - F-93285 Saint-Denis Cedex


or to be submitted from Monday to Friday: 8.00 am to 5.00 pm 








