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Directive 2001/82/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to veterinary medicinal products

TITLE III

MARKETING

CHAPTER 1

Marketing authorization

[F1Article 5

1 No veterinary medicinal product may be placed on the market of a Member State
unless a marketing authorisation has been granted by the competent authorities of that Member
State in accordance with this Directive or a marketing authorisation has been granted in
accordance with Regulation (EC) No 726/2004.

When a veterinary medicinal product has been granted an initial authorisation
in accordance with the first subparagraph, any additional species, strengths,
pharmaceutical forms, administration routes, presentations, as well as any variations
and extensions, shall also be granted an authorisation in accordance with the
first subparagraph or be included in the initial marketing authorisation. All these
marketing authorisations shall be considered as belonging to the same global marketing
authorisation, in particular for the purpose of the application of Article 13(1).

2 The marketing authorisation holder shall be responsible for the marketing of the
medicinal product. The designation of a representative shall not relieve the marketing
authorisation holder of his legal responsibility.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
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