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ABSTRACT-Bioequivalence study of two cefpodoxime preparations, the test drug (Banan®

: Hanil Pharmaceutical Co.,

Ltd.) and the reference drug (Podox®: Chong Kun Dang Pharmaceutical Co., Ltd.), was conducted according to the guide-
lines of Korea Food and Drug Administration (KFDA). Sixteen healthy male volunteers, 23.814+2.13 years old and 63.34
+4.84 kg of body weight in average, were divided randomly into two groups and administered the drug orally at the dose
of 200 mg as cefpodoxime proxetil in a 2x2 crossover study. Plasma concentrations of cefpodoxime were analysed by HPLC
method for 12 hr after administration. The AUC. 2, was calculated by the linear trapezoidal rule method. The Cyx and Trae
were compiled directly from the plasma drug concentration-time data. Student's t-test indicated no significant differences
between the formulations in these parameters. Analysis of variance (ANOVA) revealed that there were no differences in
AUC, Cp, and Ty between the formulations. The apparent differences between the formulations were far less than 20%
(e.g., 4.31, 1.99 and 4.30% for AUC, Cpax, and Tpa, respectively). Minimum detectable differences (%) between the for-
mulations at o = 0.05 and 1-B = 0.8 were less than 20% (e.g., 13.89, 13.88, and 16.97% for AUC, Cpax, and Ty, respec-
tively). The 90% confidence intervals for these parameters were also within £20% (e.g., -5.58~14.20, -7.89~11.88, and -
7.78~16.38% for AUC, Cyux, and Ty, respectively). These results satisfied the bioequivalence criteria of KFDA guidelines,
indicating that the two formulations of cefpodoxime were bioequivalent.
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Figure 1-HPLC chromatograms of plasma sample. (A) blank plas-
ma, (B) plasma spiked with cefpodoxime (1 pg/mi)
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Figure 2-Mean plasma concentration-time profiles of cefpodoxime
after oral administration of test tablet (O) and reference tablet (@).
Data are expressed as the mean=S.E. (n=16).
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Table I-Physical Data and Bioavailability Parameters of Cefpodoxime in the Individual Volunteers after Oral Administration of
Banan® and Podox® Tablets at the Dose of Cefpodoxime Proxetil 200 mg

. AUC, 1o (g - hr - ml™) Crnx (Mg * ™) Tonax (hr)
Volunteer Age (yr)  Weight (kg) RD ™ R T R T
Al 27- 67" 11.07 8.27 1.53 1.33 4.0 3.0
A2 22 59 8.30 10.05 143 1.93 3.0 2.5
A3 25 60 16.87 14.62 3.25 2.39 3.0 4.0
A4 25 61 11.21 10.32 " 2.00 1.72 3.0 4.0
AS 22 68 14.44 12.16 2.24 2.03 3.0 4.0
A6 25 68 13.27 12.61 2.19 2.15 4.0 4.0
A7 25 64 13.83 12.04 2.57 2.90 2.0 2.0
A8 20 60 9.16 12.51 1.65 ‘ 2.05 2.0 2.5
B1 23 68 9.32 520 1.18 0.68 3.0 3.0
B2 22 57 15.04 13.62 2.64 244 . . 30 4.0
B3 24 62 16.74 13.20 2.65 225 . 30 3.0
B4 27 58 10.72 10.45 2.09 172 S 25 2.0
B5 27 56 12.15 7.75 1.63 1.37 3.0 2.5
B6 22 68 13.71 13.98 251 2.74 , 3.0 2.5
B7 24 65 17.94 10.96 342 345 2.5 3.0
BS 31 73 14.01 11.55 2.19 2.62 3.0 2.5

YR: Reference drug (Banan)
AT: Test drug (Podox)

Comx 2 Top= FAANE Aol gl A= Vet B471E9 20% HY oMZ vepst, 2E4(1-)y2 90%
ogolol 80% olololol ke WESH T34 WA
MESHSESY 4% 712 P=EAAT. B3 AUC i Crox 2 Tma 25 HIRL
Nt Z=A 3} 2 vt Fe) AUChim Coxe  FE1 2olA tizofol tigh AA0l8-5 Zolo] A=A
I T Tl e AT N 23 228 54 OyF 22 -5.58~14.20, -7.89~11.88, 283 -7.78~16.38%
&2 gelElS Table OO YERAATH AUC)pn, Comx 2 BF £20% ollolojof itk AESH 554 W7IEs
Tl B 725 () = 005000 Hazke] Xoiz}t 4z BT BEA T
431%, 1.99% 2 430%% 25 BR7|F2 20% ¥ o
U2 vehgor, fo4F(0) =005, AR )=14, A& | B
o}gt HFX|Y] AolE 028 IAANA AET HAEL)E
Z¥z} 43386, 43401 2 3.55150]0t}. FolF(0) = 0.05904 FAFAL FoFo B RE FEEE AR 2ES Y
ANk} thzto) thek AAAZIHAYY AUCo iy Coe B TURES] ABAEQ vt A-S AESHESH AF7]
T =l thall ZF2F 13.89%, 13.88% 2 1697%= 25 o wah 169 A73 P A9 XdAlA 2X2
Aol we} 2AFZEEA ZE2AE 200 mgy¥ AT T
Table II-Summary of Bioequivalence Test According to KFDA & &, 12X1271A] Al 7+ AEAREY] Y F = U

Criteria OB EHE AUChiom Com B Toms T39emH, olg A
Parameters Aol4E FprlElel tisia EAHEA(ANOVA) 3 459
AUCo e Cow Tox  ofgQbAAe] IAVIE Wt AR JEFHETHE
Difference 431% 1.99% 4.30% 7ksrct.
F value® 0.87 0.19 0.58

XA A3 maAge] H-3 FYEHAS BRI
Power (1-B)° 90.18% 95.61% 93.68% ”?‘Uq T AA AECO’;”'; Cm*”‘_g'g T;mﬁq]% %94;3 =
Detectable difference (A 1389%  1388% 16979 oV BT AFeleREAdd 71e w2} 2} wietrlE
Confidence interval B -5.58-1420 -789~11.88 -778~1638 =) 059 o1¥E FAA A3 5 ALl AUCo1m Crax
0= 0.05, (1, 14) = 4612 "= 005, v= 14, A=Mean X 2,50 =005 > Tmw’} SET} ASHAT weh E52 A v
400 =0.05, 1-B = 0.8, °0. = 0.05. Az YESA o= Tty FerEh

Noncentrality (A)° 4.3386 4.3401 3.5515
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