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Fig. 2 HPLC chromatograms of blank plasma (A), and plasma sample after oral administration of 1g tinidazole
tablets (B) in volunteers
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Fig. 3 Mean plasma captopril concentration-time curve after oral administration of a 1g dose of captopril tablets

m —Control ; —Test



60

t2

Cmax

[7-9]

(fmax)

(6l

1-2a

Tablel Pharmacokinetic parameters after oral administration of the control or test captopril tablets

Pharmacokinetic parameters Reference Test
Ke/(r h™h 0.37+ 0.02 0.36x 0.02
tyoIh 1.89+ 0.11 1.95+ 0.11
tmax /D 0.81+ 0.28 0.83+ 0.23
Cmad(Mg- LY 20.96+ 8.06 22.88+ 13.64
AUCqg/(mg- h- L™) 63.13+ 15.84 65.77+ 14.16
AUC.y/(mg- h- L™ 67.85+ 12.33 66.92+ 11.15
Table2 Variant analysis of main phar macokinetic parameters
Variance SS Df MS F a =0.05
Between bodies  0.0762 17 0.0448 7.09x10° F(18,17)=2.34
AUCo-g 6 6
.. Betweendoses  3.26x10 1 3.26x10 0.294 F(1,16)=4.49
/(mg- h- L™)
Between cycles  3.26x10° 1 3.26x10° 0.142 F(1,16)=4.49
Between bodies  0.867 17 0.051 1.95 F(18,17)=2.34
AUCo.. 7 7
.. Betweendoses  7.5x10° 1 7.5x10 0.032 F(1,16)=4.49
/(mg- h- L™)
Between cycles  7.5x107 1 7.5x107 0.293x10°® F(1,16)=4.49
Between bodies  0.0678 17 0.0040 1.73 F(18,17)=2.34
/(mg- Lt
cmad(Mg- L) Betweendoses  4.77x10° 1 4.77x10° 0.513 F(1,16)=4.49
Between cycles  4.77x10° 1 4.77x10° 0.233 F(1,16)=4.49
Between bodies  7.222 1 0.425 2.72 F(18,17)=2.34
tmadN Betweendoses  0.389 1 0.389 4.45 F(1,16)=4.49
Betweencycles  0.341 1 0.341 2.64 F(1,16)=4.49
) Cmax tmax AUCOﬂB AUCOAm
two one-side test 1-2a
cmax  tmax  AUCp.g AUGCH.« h b 1(1-0.05) XT 1-2a



Table 3 Two one-sidetest and 1-2a confidenceinterval

Two one-side test 1-2a  Confidenceinterval

Parameters —

f ty 1(1-0.05)(16) Low limit High limit X,
AUCy ¢/(mg- h- LY 551 361 1.75 55.35 70.91 65.77
AUCy../(mg- h- LY 559 6.42 1.75 58.23 77.47 66.92
Cmad(Mg- L) 7.94 2.95 1.75 18.12 23.80 22.88
fmax/N 3.64 2.84 175 0.74 0.88 0.83

AUCy.g AUGC)-- 90% 80%~125% Crmax
70%~143% T R
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Abstract  Objective To study the relative bioavailability of captopril tablets in human being. M ethods
The randomized, crossed-over study was conducted in 18 hedthy volunteers. After a single dose
(containing 100 mg captopril), the plasma drug levels were determined by RP-HPL C. Results The main

pharmacokinetic parameters of captopril in the test and reference formulation were as follows: ty.x were
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(0.83+0.23) and (0.81+0.28) h Crax Were (22.88+13.64) and (20.96+8.06) mg-L™, ty, were (1.95+0.11)
and (1.89+0.11) h AUC,. were (66.92+11.15) and (67.85+12.33) mg-h-L™, respectively. Conclusion It
can be showed that the two formulations are bioequivalent.
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