
MEDICINES ACT

ACT III of 2003

MEDICINES (MARKETING AUTHORISATION) REGULATIONS
DECLARATION OF ACCESS TO THE AUTHORISATION* 
BY THE AUTHORISATION HOLDER

Authorisation Number: AA
     
Product Name:


     
Pharmaceutical form:

     
Strength:


     
Active Substance(s) (INN): 
     
Authorisation Holder (Name):
     
Authorisation Holder (Address): 
     
     





     
I,                            , the 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 authorisation 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.
Signature/s

     
Name (Block Letters)
     
Position

     
Place and Date

     
________________ 

* For the purposes of this letter, “Authorisation” and/or “said Authorisation” means 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. 
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