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2. BREE 98/44/EC #5-1998 4 7 H 6 HHEOM R & BEUME i = &
#HFEF 7 H 30 BARZ B BV s A AR IRETE <
O8/44/EC » RLE LV irsEIHRY ] A ~ progatfE ~ I (&) 58
HIFZRE K AE IR PR biological materia) IV ERTT ~ FEELRIEHT RIFES
IH « EPO fE1% 25 H P #E B EPC FEfT4HAN 23b-23¢ - sZ AR E
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fak THEfhlE ) 2k TEAEME ) (exclusivity) o THEfME ) A EAEHE
AL EWA LI T AR ES - ERHEA (data exclusivity )
HEEEA (filing exclusivity) ~ Hi355A (market exclusivity) » PARRZ
A (approval exclusivity ) - #aga 1l EEERUL - EAEEGT RdfE b
AVETRARHA

A TERHEA | RISEERUITRE ST » TS IHER R B R E R A
5 FDA b - DISSBHE AR, R T4ett, - BEEiHE—E
HIIN BB e 8a - HAMEE 4 %8R (generic drug manufacturer )
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