kA 813 %] (1999), A 29E A 4%
J. Kor. Pharm. Sci., Vol. 29, No. 4, 361-365 (1999)

T EMMFEA 250 mg)oll CHEH HIOMM|ZHo| MBSty SEA

OlgA - Zad - 24 - Ak
Y BLYem ofspe
(19993 10€ 28Y )
Bioequivalence of Bearcef Tablet tbt Zinnat Tablet (Cefuroxime 250 mg)

Yun-Seok Rhee, Chan-Soon Kang;» Euh-Seok Park and Sang-Cheol Chif

College of Pharmacy, SungkyunkWan University, Suwon 440-746, Korea
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ABSTRACT-The bioequivalence of “Bearcef tablet” (Daewoong Pharmaceutical Co.), containing 250 mg cefuroxime (as
cefuroxime axetil), in reference to “Zinnat tablet” (GlaxoWellcome Korea Co.) was evaluated in 16 normal volunteers (age
21~29 yrs) following the oral administration. After one tablet was administered, blood was taken at predetermined time
intervals and the concentration of the drug in plasma was quantitaied with an HPLC method. AUC, Cppyx and Tyyx were
calculated and statistically analyzed for the biocequivalence of the two products. The results showed that the differences in
AUC, Cpx and Ty, between two products were 6.92%, 3.49% and 5.26%, respectively. The powers for AUC, Cy,,x and
Tinax Were >90%, >90% and 89.0%, respectively. Confiderice intervals for these parameters were all within £20%. Judging
based on the above results, “Bearcef tablet” is regarded to be bioequivalent to ‘“Zinnat tablet”.

Keywords—Cefuroxime axetil, Zinnat™, BearcefTM, Bioéquivélence, HPLC
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Figure 1-Representative chromatograms obtained with blank plasma
(A) and plasma from a volunteer after the oral administration of a ce-
furoxime axetil tablet (B). Key : CFX ; Cefuroxime, IS ; Internal standard.
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Figure 2—-Mean plasma concentration-time profile of cefuroxime ob-
tained after the oral administration of cefuroxime axetil tablets to 16
volunteers. Key : O ; Zinnat tablet, @ ; Bearcef tablet. (mean+ S.E.).
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Table I-Bioequivalence Parameters for Each Volunteer Obtained After the Oral Administration of Bearcef and Zinnat Tablets
) Bearcef tablet Zinnat tablet
Age Weight
Volunteer (years) (kg) AUC Crax Tinax AUC Crnax Tonax
(ug + hr/ml) (ug/ml) (hr) (ug -+ hr/ml) (ug/mi) (hr)
A-1l 26 67 8.64 2.88 1.5 9.69 3.27 2.0
A-2 24 63 9.19 354 1.5 8.31 2.79 1.5
A-3 25 62 7.19 2.77 1.5 9.86 3.53 2.0
A-4 24 65 9.82 3.38 1.5 10.32 347 20
A-5 22 62 8.57 2.61 1.5 7.15 242 1.0
A-6 24 61 7.57 2.76 1.5 6.84 272 1.5
A-7 21 63 10.20 4.06 1.5 12.56 4.14 2.0
A-8 22 68 8.15 2.47 30 7.57 2.50 2.5
B-1 29 62 9.65 4.07 1.5 9.65 3.54 1.5
B-2 23 65 10.86 3.89 1.5 10.09 3.25 1.5
B-3 25 66 6.37 1.77 1.0 8.79 2.67 2.0
B-4 22 67 8.94 2.04 2.5 9.74 241 2.0
B-5 21 62 8.43 3.52 1.5 9.49 3.80 2.0
B-6 22 65 8.56 342 1.5 10.32 3.94 1.0
B-7 22 67 6.07 2.24 2.0 7.20 277 2.0
B-8 22 63 8.40 2.76 2.0 9.19 2.70 2.0
Mean 23.38 64.25 8.54 3.01 1.69 9.17 3.12 1.78
(S.D.) 2.13 2.27 1.30 0.71 048 1.49 0.57 0.41
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Table II-Statistical Results of Bioequivalence Evaluation of Cefuroxime Tablets”

Parameters
AUC Conax Tnax
Difference 6.92% 3.49% 5.26%
Fg value® 0.00 0.01 0.03
Power (1-B) >90% >90% 88.95%
" Detectable difference (A) 921% 10.28% 17.26%
~ Confidence interval (8) 072861312 343 < 6 <1040 -6.36 < 6 < 16.88

30=().10, *Fo.1(1, 14)=3.102
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