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Regulation (EC) No 141/2000 of the European Parliament and of
the Council of 16 December 1999 on orphan medicinal products

[FArticle 7

Community marketing authorisation

1 The person responsible for placing on the market an orphan medicinal product may
request that authorisation to place the medicinal product on the market be granted by the
Community in accordance with the provisions of Regulation (EEC) No 2309/93 without having
to justify that the medicinal product qualifies under Part B of the Annex to that Regulation.

2 A special contribution from the Community, distinct from that provided for in Article
57 of Regulation (EEC) No 2309/93, shall be allocated every year to the Agency. The
contribution shall be used exclusively by the Agency to waive, in part or in total, all the fees
payable under Community rules adopted pursuant to Regulation (EEC) No 2309/93. A detailed
report of the use made of this special contribution shall be presented by the Executive Director
of the Agency at the end of each year. Any surplus occurring in a given year shall be carried
forward and deducted from the special contribution for the following year.

3 The marketing authorisation granted for an orphan medicinal product shall cover
only those therapeutic indications which fulfil the criteria set out in Article 3. This is without
prejudice to the possibility of applying for a separate marketing authorisation for other
indications outside the scope of this Regulation.]
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2012/1916, Sch. 33A); 2020 c. 1, Sch. 5 para. 1(1)
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