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MEDICINES ACT III of 2003

MEDICINES (MARKETING AUTHORISATION) REGULATIONS

DECLARATION OF ACCESS TO THE MARKETING AUTHORISATION BY THE MARKETING AUTHORISATION HOLDER 

Marketing Authorisation Number: MA      
Product Name:      
Pharmaceutical form:      
Strength:      
Marketing Authorisation Holder 
Name: 
     
Address: 
     


     
I,      , the Marketing Authorisation Holder for the product whose details are listed above, declare that I give access to NAME AND ADDRESS OF LICENSED WHOLESALE DEALER (PHARMACEUTICALS) IN MALTA to use the attached authenticated, stamped copy of the authorization granted to place the medicinal product on the market in Malta.  This access will remain valid until revoked by me in writing to the Medicines Authority, Malta.  

The proposed date of marketing (placing on the market) of the product is dd/mm/yyyy.  If this proposed date changes, I will inform the Medicines Authority (Inspectorate Directorate), in writing, of the date of actual placing on the market.  I abide by regulation 19 (4), (5) and (6) of the Medicines (Marketing Authorisation) Regulations to ensure that this is implemented by the wholesale dealer mentioned above.  I will also inform the Medicines Authority when the product ceases to be on the market temporarily or permanently.
Signature/s


_____________________________________________

Name (Block Letters)
_____________________________________________

Position


_____________________________________________

Place and Date

_____________________________________________

Medicines Authority

198, Rue D'Argens, Gzira, GZR 1368 – Malta.

Tel. (+356) 23439000   Fax. (+356) 23439161   www.medicinesauthority.gov.mt
VAT No. 1715 7330
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