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Intervening party: Grindeks AS

Operative part of the judgment

1) The concept of ‘reference medicinal product’ within the meaning of Article 10(2)(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 Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007, must be
interpreted as encompassing a medicinal product for which the marketing authorisation was granted on the basis of Article 10(a) of
the directive.

2) On a proper construction of Article 10 of Directive 2001/83, as amended by Regulation No 1394/2007, read in conjunction with
Atrticle 47 of the Charter of Fundamental Rights of the European Union, the holder of a marketing authorisation for a medicinal
product used as a reference product in an application for a marketing authorisation under Article 10 of the directive for a generic
product of another manufacturer has the right to a judicial remedy enabling him to challenge the decision of the competent authority
which granted the marketing authorisation for the generic product, provided that that holder is seeking judicial protection of a right
conferred on him by Article 10. Such a judicial remedy exists, inter alia, where the holder demands that his medicinal product is not
to be used for the purpose of obtaining, under Article 10, a marketing authorisation for another medicinal product in relation to
which his own product cannot be regarded as a reference product within the meaning of Article 10(2)(a) of the directive.
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Operative part of the judgment

The Court of Justice of the European Union has no jurisdiction to answer the questions referred by the Teleklagenevnet (Denmark) in its
decision of 22 April 2013.
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