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ABSTRACT

A bioequivalence study of two oral formulations of 250 mg cefuroxime axetil
was performed in 12 healthy Thai male volunteers following a single dose, randomized
balance two-way crossover design. The two formulations used were Furoxime® (Siam
Bheasach, Thailand) as the test and Zinnat® (GlaxoSmithKline, England) as the
reference product. Both test and reference tablets were administered to each subject
after an overnight fast on two treatment days separated by a 1-week washout period.
After dosing, serial blood samples were collected prior to and at 0.5,1.0, 1.5, 2.0, 2.5,
3.0, 3.5, 4.0, 5.0, 6.0, 8.0, 12.0 and 15.0 hr. Plasma cefuroxime concentrations were
détermined by high-performance liquid chromatography method. Individual
concentration-time profiles were depicted and the pharmacokinetic parameters were
analyzed by noncompartment pharmacokinetic method with the use of TOPFIT, a

pharmacokinetic data analysis program.. The pharmacokinetic parameters were tested
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for statistical difference by two-way analysis of variance (ANOVA). The results
indicated that C_,, and AUC, ., of the generic product were not significanily different
from those of the innovator product. The means and 90% confidence intervals of the
Test/Reference ratio of AUC,, and the C_, were 1.08 (0.98-1.20) and 1.12 (1.02-
1.24), respectively. These values were within bioequivalence acceptance range of 80—
125%. Although the test was considered bioequivalent to the reference regarding the
rate of absorption (C__ ) and the extent of absorption (AUC, ), but the mean and 90%
confidence interval of difference in T __ between the two products were ~0.5 {(-1.01)~
0.01] hr. This value was outside the stipulated bioequivalence range of = 0.43 hr (£
20% of the T__ of the reference formulation), thus the bioequivalence with regard to

the T could not be concluded.
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