Changes to legislation: There are outstanding changes not yet made to Commission Regulation
(EC) No 847/2000. Any changes that have already been made to the legislation appear in the content
and are referenced with annotations. (See end of Document for details) View outstanding changes

Commission Regulation (EC) No 847/2000 of 27 April 2000 laying
down the provisions for implementation of the criteria for designation
of a medicinal product as an orphan medicinal product and definitions

of the concepts ‘similar medicinal product’ and ‘clinical superiority’

Article 1 Purpose

Article 2 Criteria for designation

Article 3 Definitions

Article 4 Entry into force
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