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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

TITLE III

PLACING ON THE MARKET

[F'[F"CHAPTER 4

Mutual recognition and decentralised procedure]]
Article 35

1 Any application by the marketing authorization holder to vary a marketing
authorization which has been granted in accordance with the provisions of this Chapter shall
be submitted to all the Member States which have previously authorized the medicinal product
concerned.
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... ]
2 In case of arbitration submitted to the Commission, the procedure laid down in Articles

32, 33 and 34 shall apply by analogy to variations made to marketing authorizations.

Textual Amendments
F1  Deleted by Directive 2009/53/EC of the European Parliament and of the Council of 18 June 2009
amending Directive 2001/82/EC and Directive 2001/83/EC, as regards variations to the terms of
marketing authorisations for medicinal products (Text with EEA relevance).
F2  Deleted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
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