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O&5x. 82

O 2016 E AKREESTHDEEDA

i

OSRDFE

51

B :BCS, N ADTA/3—IZDWLT

[(RFNDWNFLEE., RRERRDEZ]
RAIELTERERRELI-EYFHIRIEFE (BE) RERICIYRIIEN D,

e BEZRERD IR (/N\A1A ™A /\—:Biowaiver)
[REOMHE. HAEEERER. EbEXREL-BEHES
FBRL. in viroT—2 (&Y EYEMNRIEFEERIET 5,

» Biopharmaceutics Classification System (BCS)
AR, BEEEEICKY. REX4DIZHEE,
4~52 1 RUIIIZBiowaiver= @ AR ReEE Z 5N D,

52

26



BCS (Biopharmaceutics Classification System)
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EX#M:  Guideline on the investigation of bioequivalence (2010)

KE: Waiver of in vivo bioavailability and bioequivalence studies for immediate-
release solid oral dosage forms based on a biopharmaceutics
classification system guidance for industry (draft 2015)

#7F4: Guidance document: biopharmaceutics classification system based
biowaiver (2014)

WHO: WHO Technical Report Series 992. WHO Expert Committee on

specifications for pharmaceutical preparations, 49th report, Annex 7.

(BA: Guideline for bioequivalence studies of generic products (2012))
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