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Bioequivalence study of
VORICONAZOLE TABLETS 50 mg “TOWA” and
VORICONAZOLE TABLETS 200 mg “TOWA”

Takanori TANAKA et al., Nishikumamoto Hospital

Summary

VORICONAZOLE TABLETS 200 mg “TOWA” has been developed by Towa Pharmaceutical Co.,
Ltd. as a generic version of VFEND® Tablets 200 mg and the bioequivalence of this preparation to the
generic VFEND® Tablets 200 mg was assessed.

Healthy Japanese adult male volunteers received VORICONAZOLE TABLETS 200 mg “TOWA” as
the test product and VFEND ™ Tablets 200 mg as the reference product in a two-way crossover design
with a washout interval of at least 5 days in a bioequivalence study. After verification of the
bioequivalence between VORICONAZOLE TABLETS 200 mg “TOWA” and VFEND® Tablets 200 mg,
a dissolution test was performed using VORICONAZOLE TABLETS 50 mg “TOWA” as the test
product and VORICONAZOLE TABLETS 200 mg “TOWA” as the reference product to determine
bioequivalence between the two different strengths.

All 24 volunteers completed participation in the study for the 200 mg formulation.The 90%
confidence intervals for the difference between mean values of logarithmic transformed bioequivalence
parameters AUC. and Cmax were computed, and were 10g(0.9994)-1og(1.1383) for AUCz and
1og(0.8772)-log(1.2173) 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. For the 50 mg formulation, dissolution tests demonstrated that the
difference between the mean dissolution rates of the test product and the reference product and the
individual dissolution rates for the test product in each study met the criteria for equivalent specified in
the “Guideline for bioequivalence studies for different strengths.”

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

erapeutically equivalent.

Key words: Voriconazole, bioequivalence, healthy Japanese male volunteers, plasma concentration,
bioavailability, generic drug
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