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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 VIII

SUPERVISION AND SANCTIONS

Article 81

1 Member States shall take all appropriate measures to ensure that the marketing
authorization holder and, where appropriate, the holder of the manufacturing authorization
furnish proof of the control tests carried out on the veterinary medical product and/or on the
constituents and intermediate products of the manufacturing process, in accordance with the
methods laid down for the purposes of marketing authorization.

2 For the purposes of implementing paragraph 1, Member States may require the
marketing authorization holder for immunological veterinary medicinal products to submit to
the competent authorities copies of all the control reports signed by the qualified person in
accordance with Article 55.

The marketing authorization holder for immunological veterinary medicinal products
shall ensure that an adequate number of representative samples of each batch of
veterinary medical products is held in stock at least up to the expiry date, and provide
samples promptly to the competent authorities on request.


