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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
[ Article 13a

1 By way of derogation from point (j) of the first subparagraph of Article 12(3), and
without prejudice to the law on the protection of industrial and commercial property, the
applicant shall not be required to provide the results of safety and residue tests or of pre-clinical
tests or clinical trials if he can demonstrate that the active substances of the veterinary medicinal
product have been in well-established veterinary use within the Community for at least ten years,
with recognised efficacy and an acceptable level of safety in terms of the conditions set out in
Annex I. In that event, the applicant shall provide appropriate scientific literature.

2 The assessment report published by the Agency following the evaluation of an
application for the establishment of maximum residue limits in accordance with Regulation
(EEC) No 2377/90 may be used in an appropriate manner as literature, particularly for the safety
tests.

3 If an applicant makes use of scientific literature to obtain authorisation for a food-
producing species, and submits, in respect of the same medicinal product and with a view to
obtaining authorisation for another food-producing species, new residue studies in accordance
with Regulation (EEC) No 2377/90, together with further clinical trials, it shall not be
permissible for a third party to use such studies or such trials pursuant to Article 13, for a period
of three years from the grant of the authorisation for which they were carried out.]

Textual Amendments
F1  Inserted 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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