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ABSTRACT

The obj‘ective of the study was to assess the bioequivalence of two tablet
formulations of meloxicam, a nonsteroidal anti-inflammatory drug (NSAID) in healthy
Thai male volunteers. The study was designed as an open, randomized balance two-
way crossover trial with 2 weeks washout period. A single oral dose of 15 mg
meloxicam of the reference formulation (Mobic®) or the test formulation (Melobic®)
was given to 12 subjects after overnight fasting. Blood samples were collected before
and at 1, 2, 3, 4, 5,6, 7, 8,9, 10, 15, 24, 36, 48, 72, 84 and 96 h after drug
administration. Plasma meloxicam concentrations were determined by using high
performance liquid chromatography (HPLC) with UV detection. From the plasma
meloxicam concentration-time profiles, pharmacokinetic parameters were estimated
using the TopFit version 2.0 software with noncompartmental model analysis.

Pharmacokinetic parameters were analyzed for testing of bioequivalence by using



A%

three-way ANOVA. The T, of the test formulation (Melobic®, 6.25+2.63 h) was
longer than that of the reference formulation (Mobic®, 5.33+2.53 h) with the mean
difference [90% CI] of 0.92 h {(-0.999)-2.83], outside the bioequivalence range of +
1.07 h.  Whereas, the AUC, of the test (62338.88+21423.50 ng.h/ml) and the
reference formulations (57752.81+17912.97 ng.h/ml) were comparable with the mean
ratio (LL; /LLg) and its 90% CI of 1.07 and 1.02-1.12, respectively. Similarly, the C,__
of the test and the reference formulations were not significantly different
(1509.80+347.39 VS 1379.94+280.61 ng/ml) with the mean and 90% CI of 1.09 and
0.97-1.22, respectively. The values of the AUC and C__ were well within the
acceptable ranges of 0.8-1.25, thus, the study demonstrated the bioequivalence of

® ®
Melobic  and Mobic  with respect to the rate (C_ ) and extent of absorption

max

(AUC, o).
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