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Generics and Bioequivalence provides a clear, insightful, and in-depth analysis of the many

complex issues encountered in the determination of drug bioequivalence. Included are timely

updates on many controversial and newly emerging areas in the design and analysis of

bioavailability and bioequivalence studies. This new reference was prepared by a group of

authorities from academe, industry, and government and can be easily understood by students and

experienced scientists alike. Topics presented include the role of single and multiple dosing in the

determination of bioequivalence, the role of metabolites in assessing bioequivalence,

stereochemical considerations in bioequivalence evaluation, uses of animal models,

pharmacodynamics, and statistics. The analysis of pharmacodynamic data (especially when plasma

levels are unavailable) is covered, and the nascent importance of individual bioequivalence is

examined.
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