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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

TITLE VI

CLASSIFICATION OF MEDICINAL PRODUCTS

[F1Article 74a

Where a change of classification of a medicinal product has been authorised on the basis
of significant pre-clinical tests or clinical trials, the competent authority shall not refer to
the results of those tests or trials when examining an application by another applicant for
or holder of marketing authorisation for a change of classification of the same substance
for one year after the initial change was authorised.]

Textual Amendments
F1 Inserted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

http://www.legislation.gov.uk/id/eudr/2004/27
http://www.legislation.gov.uk/id/eudr/2004/27

