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Table 1 M ain pham acok inetic param eters for 18 healthy vo lun teers after adm inistra ton of test or reference prepara-

tions

Item P /(Mg L7 4/

AUCs, / AUC . /

tip/h F 1%

(Mg L") (Mgl L7

Breviscap ne dispesible tablet 75. 81£23. 24 6.50%£1. 34 27730 70 454.05£194. 72 460. 09£199. 80 116. 543, 5

B reviscap ne tablet

62 17%17.82 7.78 1. 52 28210 84 403.87%133.28 410. 34 £137. 09

O—Rekrence preparatbn; ¢ —Test preparation
Fig 3 Mean plasna concentratbn- tine curves of bre-
viscapine fran sub jects after oral adm mistration of refer

ence or test preparatins
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B ioequivalence of breviscapine dispersible tablets in
healthy volunteers

YANG Tieyao, WU X iao-m ing', LIHuan-m ng’, L1Q ing’, BIK a+shun’

(L TCM &NaturalProduct Research Center, Shenzhen Research Institue of Tsinghua University, Shenzhen
518057 China; 2 Cardb bgy, Tianjin the Fourth Center Hospital, Tianjn 30014Q China; 3 School of
Phamacy, Shenyang Phama ceutical U niversity, Shenyang 110016 China )

Abstract Objective To evaluate the bioequivaknce of brev iscap ne dispersible tab ks and brev iscap ne tab-
lets M ethods A random ized crossed-over study w as conducted in 18 healhy volunteers A fier a singk dose
of test and reference preparations( contanng 80 mg breviscap ne), the phsma drug kvelsw ere detem ned
by LCM SM S. The related pham acok netic paran eters were calculated by DAS 2 0 and the b vequiavait+
ability of the two preparationsw as evaliated by variance analysis and tw o one siled t tests by 90 conf+
dence ntervalmehod Results The m ain pham acok netic paraneters of the test and reference preparatons
were as follow s Qo was (75. 81 £23.24) and (6217 £17.82) Bg* L™ 1, was (6.50£1.34) and
(7.78 £1. 52)b; AUCy , w as (454. 1£194.7) and (403.9 £133.3) U he L~ | AUCq o was (460.1 &
199. 8) and (410.3*137.1)Ug I L~ ' The rehtive bbavaibbility of breviscapine dispersble tabktsw as
(116. 5%43.5)% asagainst the reference preparation Conchisions The o fomu htbns are non-bioequiv-
alent

Key words breviscapne LCMSMS bioavailability dispersble tab let



