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 Council of 31 March 2004 laying down Community procedures for the authorisation and
 supervision of medicinal products for human and veterinary use and establishing a
 European Medicines Agency (OJ 2004 L 136, p. 1), as amended by Regulation (EU)
 No 1235/2010 of the European Parliament and of the Council of 15 December 2010 (OJ
 2010 L 348, p. 1), (‘Regulation No 726/2004’) provides as follows:

‘No medicinal product appearing in the Annex may be placed on the market within the
 Community unless a marketing authorisation has been granted by the Community in
 accordance with the provisions of this Regulation.’

4        Article 10 of Regulation No 726/2004 provides that the European Commission is to issue
 marketing authorisations on the basis of that regulation.

5        Article 14(1) of that regulation states that ‘[w]ithout prejudice to paragraphs 4, 5 and 7 a
 marketing authorisation shall be valid for five years’.

 Regulation No 469/2009

6        Recitals 3 to 5 and 7 to 9 in the preamble to Regulation No 469/2009 are worded as
 follows:

‘(3)      Medicinal products, especially those that are the result of long, costly research, will
 not continue to be developed in the Community and in Europe unless they are
 covered by favourable rules that provide for sufficient protection to encourage such
 research.

(4)      At the moment, the period that elapses between the filing of an application for a
 patent for a new medicinal product and authorisation to place the medicinal product
 on the market makes the period of effective protection under the patent insufficient
 to cover the investment put into the research.

(5)      This situation leads to a lack of protection which penalises pharmaceutical research.

…

(7)      A uniform solution at Community level should be provided for, thereby preventing
 the heterogeneous development of national laws leading to further disparities which
 would be likely to create obstacles to the free movement of medicinal products
 within the Community and thus directly affect the functioning of the internal
 market.

(8)      Therefore, the provision of a supplementary protection certificate granted, under
 the same conditions, by each of the Member States at the request of the holder of a
 national or European patent relating to a medicinal product for which marketing
 authorisation has been granted is necessary. A regulation is therefore the most
 appropriate legal instrument.

(9)      The duration of the protection granted by the certificate should be such as to
 provide adequate effective protection. For this purpose, the holder of both a patent
 and a certificate should be able to enjoy an overall maximum of 15 years of
 exclusivity from the time the medicinal product in question first obtains
 authorisation to be placed on the market in the Community.’

7        Article 3 of Regulation No 469/2009, entitled ‘Conditions for obtaining a certificate’, is
 worded as follows:

‘A certificate shall be granted if, in the Member State in which the application referred to in
 Article 7 is submitted and at the date of that application:

(a)      the product is protected by a basic patent in force;

(b)      a valid authorisation to place the product on the market as a medicinal product has
 been granted in accordance with 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 (OJ 2001 L 311, p. 67)] …;

(c)      the product has not already been the subject of a certificate;
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