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ABSTRACT

The Dbioequivalence of two 4 mg triamcinolone tablets (Dong-Kwang
Triamcinolone® vs. Wyeth Korea Ledercoat®) was assessed in healthy male
Korean volunteers after oral administration of 16 mg triamcinolone in a
randomized crossover study. Blood samples were collected at specified time
intervals, and plasma was analyzed for triamcinolone using a validated HPLC
method. The pharmacokinetic parameters of Tmax, Cmaxs, AUCo-ast, AUCo-inr, and
Tie s were determined from plasma concentration-time profile of two formulations.
The pharmacokinetic parameters were statistically compared to evaluate
bioequivalence between two formulations, according to the United State or Korea
Food and Drug Administration Guidelines. The analysis of variance did not show
any significant difference between the two formulations and 90% confidence limits
fell within the acceptable range (80-120%) for bioequivalence. Based on these data
it was concluded that the two products showed comparable pharmacokinetic
profiles and that the Dong-Kwang triamcinolone® tablet is bioequivalent to the
Ledercoat® tablet produced by Wyeth Korea.
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