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For office use only: Renewal Application Form received on: __ / __ / __
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Renewal form for an Authorisation* in line with regulation 4(2) of the Medicines (Marketing Authorisation) Regulations in accordance with article 126(a) of Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community Code relating to medicinal products for human use, as amended by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

A separate application form needs to be completed for each product, for each strength and for each pharmaceutical form.

Version 02

July 2009
_______________ 

* For the purpose of this application “An Authorisation” or “said Authorisation” shall be taken to refer to an Authorisation granted in line with regulation 4(2) of the Medicines (Marketing Authorisation) Regulations.
Section A

Name of the product, pharmaceutical form and strength:

     
Authorisation Holder:        
(Name and address)

AA Number:       
Section B

Are there any changes to the details specified in the application form submitted for this Authorisation and any supporting documentation submitted in support of the application form for such Authorisation?

Yes
 FORMCHECKBOX 




      
No
 FORMCHECKBOX 

If yes, kindly list the details of the application form submitted for this Authorisation, any changes, and attach the most recently approved summary of product characteristics (SmPC), package leaflet (PL) and labelling (immediate and outer), together with this renewal application form. 
(N.B. such changes must have already been approved in the EU/EEA Member State
):

     
Section C

I,       [the Authorisation Holder], hereby notify the Medicines Authority, that the documentation submitted in support of this Renewal Application Form reflects the changes, if any, in the product currently licensed in Malta with Authorisation Number     . 
I declare that the product being applied for renewal is the product which is currently approved in [the EU/EEA Member State].







     

___________________________


Name (in block letters) of the Authorisation Holder

                                                                                   

___________________________

Date
Signature of the Authorisation Holder

Annex 1

EU/EEA Countries

EU Country 

Austria

Belgium

Cyprus

Czech Republic

Denmark

Estonia

Finland

France

Germany

Greece

Hungary

Ireland

Italy

Latvia

Lithuania

Luxembourg

Malta

Poland

Portugal

Slovakia

Slovenia

Spain

Sweden

The Netherlands

United Kingdom 

EEA Country
Iceland

Liechtenstein

Norway 

� For the purpose of this application, “Member State” shall be taken to refer to the member state in which the medicinal product concerned is authorised. The medicinal product placed on the market in Malta should be exactly the same as that authorised to be placed on the market in the Member State. Only a product with a valid marketing authorisation in the said Member State shall be eligible to be authorised in Malta.
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