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A separate application form needs to be completed for each product – (for each strength, pharmaceutical form and in the case of a parallel import licence withdrawal, also for each source country).  Annexes have to be sent with the application form for the application to be deemed valid.
An electronic copy of the application form and pertaining documentation should be also submitted on CD/DVD.
(a) Name of product to be withdrawn:

     
(b) MA/AA/PI number:


     


                                
(c) Marketing Authorisation/Licence Holder: 
     
              
(d) Proposed date of withdrawal
:
     
     


(e)  Pharmaceutical form:
     
       
      
 

(f)  Active substance(s):

     
                   


1. Are there other products containing the same active substance/s authorised to be placed on the Maltese market in the same pharmaceutical form and strength?

 FORMCHECKBOX 


Yes


 FORMCHECKBOX 


No


2. Is the Summary of Product Characteristics (SmPC)/package leaflet (PL) of the product for which the marketing authorisation/licence is to be withdrawn combined with the SmPC of one or more strengths or forms of the product?

 FORMCHECKBOX 


Yes
(Go to question 3)


 FORMCHECKBOX 


No
(Go to section 4)
3.
Is it still possible to comply with the dosage schedule given in the SmPC using the remaining products stated therein following withdrawal of the marketing authorisation/licence for this product?

 FORMCHECKBOX 


Yes


(Provide as enclosures a new version of the SmPC and package leaflet (as applicable) and a notification that only text is deleted related to the product withdrawn)

 FORMCHECKBOX 


No, but a request for withdrawal of the marketing authorisation/licence for all other products mentioned in the SmPC (and package leaflet, if applicable) has been submitted simultaneously

4.
Reason/s for withdrawal

 FORMCHECKBOX 
 Low sales




 FORMCHECKBOX 
 Change in risk-benefit assessment

 FORMCHECKBOX 
 Production difficulties



 FORMCHECKBOX 
 Others, namely

_____________________________________________________________________________

5.
Current usage data for the product in the past two years (volume of sales in units):

Last year: ___________
Government Health Procurement Services:  ____________

Private Market: ___________
Current year (to date):___________

Government Health Procurement Services:  ___________

Private Market: ___________

6.
Will the MAH/local representative inform the prescribers/pharmacists/other health care professionals?
 FORMCHECKBOX 
 Yes





 FORMCHECKBOX 

No


This will be done by:  (specify how relevant health care professionals will be informed)

______________________________________________________________________________________
7.
Signature


I, the undersigned declare, on behalf of the Marketing Authorisation/Licence Holder that I have answered the above questions to the best of my knowledge and that all of the required additional information is enclosed with this form. 

Name:
     
E-mail address:      


     Signature:   _____________________________
Date:  ___________________________

8.    Appendices to be attached to application form:

Annex 1

Original Authorisation for the product (MA/AA/PI) granted by the Medicines Authority


 FORMCHECKBOX 

Annex 2

Declaration by Marketing Authorisation/Licence Holder





 FORMCHECKBOX 

Annex 1

Original Authorisation (MA/AA/PI) granted by the Medicines Authority
Annex 2

Declaration by Authorisation/Licence Holder requesting withdrawal
[image: image2.emf]
Name of the Licence/Authorisation Holder: ___________________________________

Signature of the Licence/Authorisation Holder: ________________________________
       

Date: ____________________________



Request for withdrawal of a marketing authorisation, an authorisation in accordance with article 126(a) of Directive 2001/83/EC or a parallel import licence








� After this date no further importation of the product should take place and available stocks should be sold out within 6 months





Medicines Authority

203, Level 3, Rue D'Argens, Gzira, GZR 1368 – Malta.

Tel. (+356) 23439000   Fax. (+356) 23439161   www.medicinesauthority.gov.mt






AL01.03
June 2011
PAGE  
2


