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Study on bioequivalent evaluation of Lifu Jiaonang in healthy volunteers

DENG Li-dong' ,JIANG Xue-hua® , CHEN Jun® ,JIA Yumrtao® ,LU Lai chun® , CHENG Qiang’ (1 . Affiliated Hospital of Guilin
Medical College , Guilin 541001 , China ;2 . School of Pharmacy , West China University of Medical Sciences , Chengdu 610041 , China)

ABSTRACT :OBJECTIVE The pharmacokinetics and relative bioavailability of Lifu Jiaonang were studied. METHOD Isoniazid and ri-
fampicin were determined after a single oral dose of testing preparation Lifu Jiaonang and standard preparation Rifinah were given respectively to
24 volunteers in an open randomized cross- over test . Isoniazid and rifampicin concentration in plasma were assayed by RP- HPLC method . REx
SULTS The AUG,. o of rifampicin of the two formations were (62 .28 & 18 .22) pg*h* mL™ ' and (59 .53 =18 .75) pg=h* mL™ ' ; T, were
(2.02£0.38) h and (202 %0 .35) h ;C,py were (13 .20 £2.77) pg* mL™ 'and (13 .23 £3 .55) pg* mL™ ' respectively . The AUC, .  of isoni-
azid of the two formations were (12 .73 £4 .53) ugehe mL™' and (15 .85 £4 .97) ug*h* mL™ ' ; Ty were (1 .71 £0 .25) h and (1 .85 +0 .35)
h ; Cpax Were (4 .39 =1 .47) pge mL™ " and (5 .36 =1 .55) ug* mL™ ' respectively . The result of statistical analysis showed that there were no sig-
nificant difference of the AUC)- o Ty and Cp,, of isoniazid and rifampicin between the two formations( P >0.05) . CONCLUSION Lifu
Jiaonang tablet and Rifinah tablets were bioequivalent using AUC)- o Tpya and C,,, of isoniazid and rifampicin as evaluated factors , the bioe-
quivalence of rifampicin and isoniazid of Lifu Jiaonang were (105 .85 *11 .67) % and (102 .81 £15.42) % using Rifinah tablet as standard

preparation .
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Fig5 Mean plasma concentratiorr time curves of rifampicin after a

single oral of Lifujiaonang and Rifinah tablets in 24 healthy volun-
teers
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Tab 1 Pharmacokinetic parameters of rifampicin after single oral of

Lifujiaonang and Rifinah tablets

A pgemL! 173 .55 £149 .22 159 .17 £138 .73
K,/h"! 0.43%0.16 0.42%0.15
Ka /h™! 0.52%0.16 0.50 £0.15
Tpae/ h 2.02%0.38 2.02%0.35
Ca/ pg® mL™! 13.20 £2 .77 13.23+3 55
AUC, s/ pg*mL"'*h 62 .28 *18 .22 59 .53 *18 .75
CL/F(s) /Leh™! 21 .60 £21 .40 26 .40 =24 .70
V/ F(c) /L 59.80 £74 .60 71 .80 84 .80
MRT/ h 4.09 *0 .64 4.05 %0 .66
3.1.3 s
, F =

AUG) - « / AUG) - x 100 % , 2.
(105 .85 £11 .67) % .

2 2 4

Tab2 Pharmacokinetic parameters of isoniazid after single oral of

Lifujiaonang and Rifinah tablets

A/ pge mL"! 21 .89 *16 .91 20 .41 *£9 .90
K/h! 0.42 20 .21 0.4310.17
K,/h! 0.53%0.24 0.62 %0 .23
Tpae/ h 1.71 £0.25 1.85%0.35
Ca/ pigemL ! 4 .39 £1 .47 5.36 £1 .55
AUCy o/ pgemL™'+h 12.73 £4 53 15.85+4 .97
CL/F(s) /Leh™! 62 .50 £72 .40 59.80 £106 .60
V/ F(e) /L 153 .20 %131 .20 129 .40 £155 .00
MRT/ h 3.30%0.35 3.45 £0.32
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Fig6 Mean plasma concentratiomtime curves of isoniazid after a

single oral of Lifujiaonang and Rifinah tablets in 24 healthy volun-
teers
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Tab 3 Bioequivalence tests for rifampin of Lifujiaonang and Rifinah

tablets after a single oral

In( AUG) - &) In( AUG)-24) Toax In( Cpar)
ta(t-ooszn =1.714)  13.54 12 .97 6.11 14 30
ta(t-gosop =1.714)  8.24 8 .25 6.11 13 .08
90 % 101 93%  101.36%  94.38%  98.23%
90 % 109.34%  108.95% 105.62% 103 .86 %
3223 MARION MERRELL DOW

, F=AUG, . o

D [ AUG) - o D x100 %, 4, 4

(102 .81 15 .42) %.

Tab4 Bioequivalence tests for isoniazid of Lifujiaonang and Rifi-

nah tablets after a single oral

InC AUGy - ) InC AUG -10) Thax In( Chax)
ta (005 =1 .714)  7.90 7.75 2.93 6.21
taCt_gosan =1 .714)  6.93 6 .65 6.73 3.12
90 % 96 .37 % 96 .46 % 85.04 % 99.18 %
90 % 106 .84 % 107 .27 % 99 .23 % 116 .86 %
4
2 4 ,
AUG) - o ~AUC, - ~Crax T SAS
( AUCO-' R ‘AUCn-'\ N Cmax >
) t ,
AUCO - ®© ‘AUCn-'\ N Cmax Tmax
(P>0.05) ; AUG) - o AUGy ., -
Tmax N Cmax t ( AUCO* o
AUC~¢ + Cra ; )
(P<0.05) .
5
[5.6]
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