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Bioequivalence Studies of TOARASET® Combination Tablets “KYORIN”

Kazuhiko TAkANO M.D. ¥/ Shinji Minami M.D.,Ph.D ? /" Yoshihiro SHIGEKURA® / Kouji Saca®
Hiroshi WATABE® / Machiko SuNaDA® /" Hirokatsu NORIYASU?

1) Utsukushigaoka Hospital (Principal Investigator)
2) Nanto Municipal Hospital, Internal Medicine (Medical Expert)
3) Kyorin Rimedio Co., Ltd. Takaoka Pharmaceutical Technology Innovation Center

Summary

The aim of this study is to evaluate the bioequivalence between TOARASET * combination
tablets "KYORIN" as the test formulation and Tramcet®™ combination tablets as reference tablet

in healthy Japanese adult male volunteers.

This study was carried out open-label, 2-period crossover and it was judged according to the
guideline for bioequivalence studies of generic products that the test formulation was

bioequivalent to the reference formulation.

As a result, the 90% confidence intervals for the difference between mean values of logarithmic
transformed bioequivalence parameters (AUCo and Cuw) with the reference formulation and
test formulation were computed, and were all falling within the range of log (0.80) to log (1.25)
and therefore both formulations were determined to be biologically equivalent. No serious
adverse events were observed in any subjects administered the investigational formulations.

In conclusion, TOARASET ® combination tablets "KYORIN" could be expected to be equivalent
therapeutic effect correspondingly to Tramcet” combination tablets in clinical treatments.




