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Abstract

The bioequivalence of two oral formulations of 5-mg finasteride were evaluated;
Harifin® (The T.O. Chemicals (1978) Ltd., Bangkok, Thailand), as the test and Proscar®
(Merck Sharp & Dohm, Australia), as the reference. The two products were administered
as a single oral dose according to a randomized two-way crossover design to 12 healthy
Thai male volunteers. The washout period between each treatment was 1 week. After
drug administration, serial blood samples were collected before and at 0.5, 1, 1.5, 2,
2.5, 3,4, 6, 8, 10, 15, 24, and 30 hours after drug administration. Plasma finasteride
concentrations were measured by using high performance liquid chromatography.
Individua! concentration-time profiles were depicted and the pharmacokinetic
parameters were analyzed by noncompartment pharmacokinetic method with the use of
TOPFIT, a pharmaéokinetic data analysis program. Statistical analysis comparing the
parameters between the test and reference preparations was performed by two-way

ANOVA. No significant differences in area under the plasma concenfration-time curves



at time 0 to infinity (AUC,) and maximal finasteride concentrations (C,,) were
observed between the test and reference preparations. The means and 20% confidence
intervals (90% C!) of the Test/Reference ratios of AUC,« and the C,,, were 0.98 (0.81 —
1.17) and 0.99 (0.89 — 1.10), respectively. These values were well within the acceptable
bioequivalence ranges of 0.8 — 1.25. Although the test was considered bioequivalent to
the reference regarding the rate of absorption (C ) and the extent of absorption
(AUC, ), the means and 90% Ci of the difference in T, between the two products
were —0.04 [(-0.58) -0.50] hours. This value was outside the stipulated bioequivalence
range of +0.42 hours (+20% of the T,, of the reference formulation), thus the

bioequivalence with regard to the T, could not be concluded.
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