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Bioequivalence study of
RALOXIFENE HYDROCHLORIDE TABLETS 60 mg “TOWA”

in healthy Japanese postmenopausal women volunteers

Fumimasa NoBuoka et al., AGEO MEDICAL CLINIC

Summary

RALOXIFENE HYDROCHLORIDE TABLETS 60 mg “TOWA” has been developed by Towa Pharmaceutical Co., Ltd. as a
generic version of Evista® Tablets 60 mg and the bioequivalence of this preparation to the generic Evista® Tablets 60 mg was
assessed.

Healthy Japanese postmenopausal women volunteers received RALOXIFENE HYDROCHLORIDE TABLETS 60 mg
“TOWA” as the test product and Evista® Tablets 60 mg as the reference product in a two-way crossover design with a washout
interval of at least 8 days in a bioequivalence study.

All 48 volunteers completed participation in the study. The 90% confidence intervals for the difference between mean values
of logarithmic transformed bioequivalence parameters AUCu and Cmax were computed, and were log (0.9009)-log (1.0047) for
AUCu and log (0.8861)-log (1.0942) for Cmax, all falling within the range of log (0.80)-log (1.25) and therefore meeting the
criteria for bioequivalence. No serious adverse events were observed in any subjects given the investigational products.

In conclusion, the test product and the reference product were bioequivalent, and appeared to be therapeutically equivalent.
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