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Critical Dissolution Tests of Gliclazide in the Development of in vitro/in vivo Correlation
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The purpose of this research project is to establish in vitro /in vivo correlation (IVIVC) of Gliclazide. IVIVC refer to relationships

between in vitro dissolution and in vivo input rate. As is well known, in vitro dissolution testing is a powerful and useful method for
determining product quality and sometimes to evaluate the clinical performance of dosage forms. The utility of in vitro dissolution as

a surrogate for in vivo bioavailability is very attractive and has been demonstrated for several products. Four categories ? JLevel A,




Level B, Level C and Multiple level C ? “of IVIVCs have been described in the 1997 FDA guidance. Gliclazide is an insoluble drug,
in this study SLS or other proper solubility enhancer will be used to improve its solubility and then use the osmotic pump capsules to
control the drugs release rate. Finally, three release rate formulations which dissolution profiles are fast, medium and slow will be
established. The three formulations will be ingested with 18 volunteers in a three-way cross over design to get plasma concentration
profiles, from which the pharmacokinetic data will be deduced. Through the appropriate methods, the dissolution rate and plasma
concentration profiles will be established to construct Level A or Level C in vitro/in vivo correlation. An IVIVC shall be verified to
demonstrate that the predictability of the in vivo performance of a drug product from the in vitro dissolution characteristics of the
drug product formulations. In cases where a meaningful IVIVC can be developed, this can be used as a surrogate for bioequivalence
and can minimize the number of the bioequivalence studies needed.



