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application for renewal of a marketing authorisation
Human        FORMCHECKBOX 
       veterinary       FORMCHECKBOX 

	community authorisation
 FORMCHECKBOX 






national authorisation
 FORMCHECKBOX 

for national mas:  is the product within mutual recognition? Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
  

If yes, state the route used:

Mutual recognition procedure






 FORMCHECKBOX 

Referral [Art. 11, 12 (Dir 75/319/EEC) or Art. 19, 20 (Dir 81/851/EEC)]
 FORMCHECKBOX 

Ex-concertation product 






 FORMCHECKBOX 

and state MR procedure renewal number:  
Reference Member State 
Is the product currently marketed?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, in which member States? 


	Product name: 
Active substance(s)/quantitative: 
Pharmaceutical form and strength: 
Route of administration: 
Pharmacotherapeutic classification (ATC code): 
MA number: 
Applicant's reference: 
	
	Name and address of MA holder:





Contact: 





Telephone number: 
Fax number:  


	Date of first authorisation in Reference Member State: 
Date of expiry of current authorisation in Reference Member State: 
	
	Date of first authorisation in Concerned Member States: 
Date of expiry of current authorisation in Concerned Member States: 


(For Official Use Only) notification to applicant

Please quote the MA number and the following reference in any future correspondence:

_______________________________________________  (National reference/European procedure number)
 FORMCHECKBOX 

A valid renewal application has been received by the Competent Authority and where applicable by all Concerned Member States.  Procedure start date is ____________  Fees paid (for National use) ________

 FORMCHECKBOX 

Application invalid (reason)  _____________________________________________________________

 FORMCHECKBOX 

Supplementary information is requested as detailed in the attached document.


Please respond by _____________________________ (date)
 FORMCHECKBOX 

The Competent Authority consents to your request to renew the Marketing Authorisation.

 FORMCHECKBOX 

The Competent Authority refuses your request to renew the Marketing Authorisation (enclosed).

Signed __________________________________

Date ______________________________________

Member State/Agency _____________________

Contact ____________________________________

	Documents appended to this application

Currently-approved SPC

 FORMCHECKBOX 

Proposed SPC, if relevant

 FORMCHECKBOX 

Periodic Safety Update


 FORMCHECKBOX 

Clinical expert statement

 FORMCHECKBOX 

Commitment, if relevant

 FORMCHECKBOX 
 To take account of studies considered necessary by the expert.

Labels




 FORMCHECKBOX 
 For national approval only
Patient leaflet/package insert

 FORMCHECKBOX 
 For national approval only
Statement of GMP certificate

 FORMCHECKBOX 
 From competent authority, not older than three years
The currently-approved (and proposed) SPC should be provided in English, with relevant national translations.  A copy should be provided on disc, as well as a hard copy, if applicable.




	Approved or pending variation application(s) since grant of MA or last renewal

Please provide a chronological list of approved or pending variations or Urgent Safety Restrictions , giving the date of submission, date of approval (if approved) and brief description of the change.

1. Date of submission: 

Date of approval: 
Brief description of change: 
2.
Date of submission: 

Date of approval: 
Brief description of change: 
3.
Date of submission: 

Date of approval: 
Brief description of change: 
4. 
Date of submission: 

Date of approval: 
Brief description of change: 
5.
Date of submission: 

Date of approval: 
Brief description of change: 
6.
Date of submission: 

Date of approval: 
Brief description of change: 
7.
Date of submission: 

Date of approval: 
Brief description of change: 
Further variations can be detailed in the text field below, in the same format as shown above.




	Approved manufacturers of the finished product

Manufacturer(s) of the finished medicinal product and site of manufacture

Name: 
Address: 
Country: 
Telephone: 
Telefax: 
E-mail: 
Description of functions performed by manufacturer of dosage form/assembler, etc 
Location of qualified person: 
Further manufacturers can be detailed in the text field below, in the same format as shown above.


Authorised manufacturer(s) (or importer) responsible for batch release in the EEA (in accordance with article 16 of Directive 75/319) (as shown in the package leaflet and where applicable in the labelling or Annex II of the Decision)

Name: 
Address: 
Country: 
Telephone: 
Telefax: 
E-mail: 
Further manufacturers responsible for batch release can be detailed in the text field below, in the same format as shown above.


Qualified person(s) for batch release in the EEA

Name(s): 
Manufacturer(s) of the active substance

Name: 
Address: 
Country: 
Telephone: 
Telefax: 
E-mail: 
Further active substance manufacturers can be detailed in the text field below, in the same format as shown above.




	Qualitative and quantitative composition in terms of the active substance(s) and the  Excipient(s)
A note should be given as to which quantity the composition refers (e.g. 1 capsule)
List the active substance(s) separately from the excipients



	Name of active substance*(s)



	Quantity


	Unit


	Monograph standard



	Name of excipient*(s)



	Quantity



	Unit



	Monograph standard



	*Note that only one name should be given, in the following order of priority: INN, Ph. Eur., National Pharmacopoeia, common name, scientific name

	 Details of any overages should not be included in the formulation but stated below:

- active substance(s) 
- excipient(s) 



(If a revised SPC is proposed to take account of issues raised by the expert, specify the precise present and proposed wording, underlining or highlighting the changed words. Attach a complete new version.)

	present spc text
	proposed spc text

	

	



	I hereby make application for the above Marketing Authorisation to be renewed.  I declare that the quality of the product, in respect of the methods of preparation and control, has been regularly updated by variation procedure to take account of technical and scientific progress in accordance with article 9a of directive 65/65/EEC or article 14 of directive 81/851/EEC. The product conforms with current CPMP/CVMP quality guidelines.  I confirm that no changes have been made to the product particulars other than those approved by the Competent Authority.

Fees paid or will be paid, if applicable  FORMCHECKBOX 
 Amount/Currency: 


	Main Signatory______________________________


	Status (Job title) 

	Print name 

	Date 

	Second Signatory____________________________

(where appropriate)
	Status (Job title) 

	Print name 

	Date 
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