Abstract

Methylprednisolone is a memberane of synthetic glucocorticosteroid.
It iswell absorbed from the gastrointestinal tract; metabolism is primarily
in the liver and excretion is via the kidney. In this study, two commercial
methy!prednisolone tablets, Medrol® and Menisone®, were compared in
twelve normal, hedthy Taiwanese male volunteers participated in a

single-dose, two-period, two-sequence, two-treatment crossover study.

Methylprednisolone plasma concentrations were analyzed with a
validated high performance liquid chromatographic method. It was
performed on a RP-18e column usng a mobile phase of 61% water
(pH4.28, by glacial acetic acid), 39% acetonitrile with ultraviolet dection
(244nm). This method uses triamcinolone as the internal standard for the

determination.

After oral administration of Methylprednisolone 5x4 mg/tablet in
the healthyl volunteers, the peak serum concetration of 0.144 pg/ml were
achieved about 1.67hrs, the mean area under the serum concetration-time
curve (AUC,.») was 0.582+0.096 pg- hr/ml, the mean terminatial half-life

was 2.709+0.553 hrs

There are no significant statistic different between pharmacokinetic
parameter (p 0.05) of the two different products, including the peak
serum concentration (C,.5), time to peak level (T &) and area under the
curve (AUC). Base on the result obtained in this study, bioequivalence
between these two different products was demonstrated.
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