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Annex to 126(a) application forms and parallel import applications forms

In line with Strategic Plan 2016 – 2020 of the Malta Medicines Authority, access to health products is a key strategic goal. Mitigation strategies in light of Brexit, Protection of Public Health, patient supply and availability of quality products remain at the forefront. 
Authorisation holders of Article 126(a) authorisations or parallel import authorisations with UK as the country of source are advised to identify alternative source countries in the EU as a measure for continued supply of medicines to patients. 

Where the authorization holder of an authorisation in accordance with article 126(a) of Directive 2001/83/EC is the Marketing Authorization Holder, the MRP Day 0 should be used. If this is not possible, to facilitate this situation, the Malta Medicines Authority, is giving the possibility of reduced fees for alternative products applied for as a result of Brexit (Refer to Fees guideline) as alternatives to products sourced from the UK.
This annex is to be filled in and submitted with the 126(a) and parallel import application forms for products not from the United Kingdom in order be avail of the reduced fees. 

I would like avail myself of the reduced fees for Proposed Name of Product, Strength and Form with the following Authorisation number Authorisation number in the source country originating from Source Country. 
My application satisfies the definition of a:

1. product which is equivalent (falls under the same Global Marketing Authorisation and is of the same strength and pharmaceutical form) to the one currently authorised sourced from the UK – fee per product €100 (*
or
2. product which is a different product (having same active substance, pharmaceutical form and strength but different brand/MAH i.e. different dossier, different product information) to the one in the UK currently authorised – fee per product €250 (*
The aforementioned product application is being submitted in view of risk of supply of Name of Product, Strength and Form with AA / PI number which is being sourced from the United Kingdom.

Justification for the reduced fee (in line with Fee guideline):
Information/documentation justifying the reduced fees to be provided here    

*tick as applicable
_______________________________





_________________
Signature of Authorisation Holder / 






Date

Parallel Importer
(or person authorised to sign on behalf*)

*provide letter of authorisation
Sir Temi Zammit Buildings, Malta Life Sciences Park, San Gwann SGN 3000, Malta
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