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MULTIPLE DOSE PHARMACOKINETIC AND BIOAVAILABILITY STUDIES OF ORAL
SUSTAINED RELEASE AND CONVENTIONAL FORMULATIONS OF ISOSORBIDE-5-
MONONITRATE IN HEALTHY VOLUNTEERS

Zhang Qiang; Huang Xiaofang; Ji Ping; Fu Lihui; Yan Baoxia and Wei Shuli

Abstract:

The pharmacokinetics of a new sustained release tablets (40 mg, gqd) of isosorbide-5-mononitrate (I1S-5-
MN) was investigated together with a conventional preparation (20 mg, bid) after multiple oral
administration in ten healthy human subjects using an open, randomized two-way crossover
experimental design. Based on three statistical analyses of the area under the plasma concentration
time curve (AUC), the two tablet formulations are judged to be bioequivalent (P>0.1), with a relative
bioavailability of 108.95% for the 1S-5-MN sustained release formulation. Pharmacokinetic data showed
that the sustained release formulation reached mean peak plasma levels significantly later and lower
minimum plasma concentration (C_. ), compared with the conventional preparation. But no statistically
significant difference was found for other pharmacokinetic parameters including peak plasma levels
(Cmax
two preparations (P>0.05).
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