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ORPHAN MEDICINAL PRODUCTS
QUALITY SHOULD BE EQUIVALENT TO OTHER MEDICINES

(7

REGULATION (EC) No 1412000 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL

of 16 December 1999

on orphan medicinal products

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

patients with such conditions deserve the same quality, safety and
efficacy in medicinal products as other patients; orphan medicinal
products should therefore be submitted to the normal evaluation
process; sponsors of orphan medicinal products should have the
possibility of obtaining a Community authorisation; in order to
facilitate the granting or the maintenance of a Community author-
isation, fees to be paid to the Agency should be waived at least in
part: the Community budget should compensate the Agency for
the loss in revenue thus occasioned:
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