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Abstract

This study aimed to evaluate the bioequivalence of the orally disintegrating (OD)

10-mg rivaroxaban tablet “Nipro,” which is currently being developed as a generic

drug. A pharmacodynamic study was conducted on a rat AV shunt model, and a

pharmacokinetic study was conducted on healthy adults to evaluate the bioequivalence
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of “Nipro.”

In the pharmacodynamic study, the carotid arteries and jugular veins of anesthetized
rats were connected to polyethylene tubing. The weight of a silk thrombus fixed in
the tube was measured to indicate thrombus formation.

The weights of the thrombi in the groups administered 1 and 3mg/kg of reference
drug were 35.8+1.6mg and 29.2+1.4mg, respectively, which were significantly lower
than those observed in the control group. The weights of the thrombi in the groups
administered 1 and 3mg/kg of the rivaroxaban OD tablet “Nipro” were 34.5*34mg
and 28.2+1.8mg, respectively, which were similar to those observed with the
reference drug.

The pharmacokinetic bioequivalence was evaluated on healthy adult males by
performing a two-drug, two-period crossover study, which included fasting-administration
tests with and without water since the 10-mg rivaroxaban tablet “Nipro” is an OD
tablet. In all studies, the 90% confidence intervals for the differences in the mean
values of bioequivalence evaluation parameters (Cmax and AUCt) between the OD
10-mg rivaroxaban tablets “Nipro~ and the reference drug were between log (0.80)
and log (1.25), and the differences in mean values were within the range of log (0.90)
and log (1.11). These studies demonstrated the therapeutic equivalence of the OD

10-mg rivaroxaban tablet “Nipro” and the original drug.
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