Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on veterinary medicinal products

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles

114 and 168(4)(b) thereof,

Having regard io the proposal from the European Commission,

After transmission of the draft legislative act to the national Parliaments,

Having regard to the opinion of the European Economic and Social Committee .

Having regard to the opinion of the Committee of the Regions ,

Acting in accordance with the ordinary legislative procedure,

Whereas:

(1) Directive 2001/82/EC of the European Parliament and of the Council and Regulation (EC)
No 726/2004 of the European Parliament and of the Council constitute the Union regulatory
framewaork for the placing on the market, manufacture, import, export, supply,

pharmacovigilance, control and the use of veterinary medicinal products,

(2)  In the light of the experience acquired and following the assessment by the Commission of the
functioning of the market for veterinary medicinal products, the legal framework for
veterinary medicinal products should be adapted to scientific progress. the current market
conditions and economic reality while continuing to ensure a high level of protection of
animal health, animal welfare and environment and safeguarding public health.

(3)  The legal framework should take into account the needs of the businesses in the veterinary
pharmaceutical sector and trade in veterinary medicinal products within the Union. It should
also integrate the major policy objectives set out in the Communication from the Commission

of 3 March 2010 "Europe 2020 A Strategy for smart, sustainable and inclusive growth".



