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Regulation (EU) 2019/6 of the European Parliament and of the
Council of 11 December 2018 on veterinary medicinal products
and repealing Directive 2001/82/EC (Text with EEA relevance)

CHAPTER II

MARKETING AUTHORISATIONS – GENERAL
PROVISIONS AND RULES ON APPLICATIONS

Section 7

Examination of applications and basis for granting marketing authorisations

Article 36

Decisions granting marketing authorisations

1 Decisions granting marketing authorisations referred to in Article 5(1) shall be taken
on the basis of the documents prepared in accordance with Article 33(1) and shall set out any
conditions attached to the placing on the market of the veterinary medicinal product and the
summary of the product characteristics (‘terms of the marketing authorisation’).

2 Where the application concerns an antimicrobial veterinary medicinal product, the
competent authority or the Commission, as applicable, may require the marketing authorisation
holder to conduct post-authorisation studies in order to ensure that the benefit-risk balance
remains positive given the potential development of antimicrobial resistance.


