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Abstract: The purpose of biowaiver based on biopharmaceutical classification system (BCS) is to replace in vivo bioequivalence
study by in vitro evaluation method, which can reduce the consumption of clinical resources and accelerate the progress of drug
marketing. With the rapid development of generic drugs in China, there is an increasingly demand for sponsors to apply for
biowaiver based on BCS classification. The biowaiver based on BCS is applicable if the active ingredients of the drug meet the
solubility and permeability (BCSI and III) standards, and the drug preparation is a general oral preparation with systemic effect, and
the dosage form and specification of the test preparation are the same as the reference preparation. This paper summarizes the
research progress and regulations of biowaiver based on BCS classification at home and abroad, and puts forward some thoughts on
the specific operation and application requirements.
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Table 1 Definition and determination method of high solubility of API
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Table 2 Definition and determination method of high permeability of API
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Table 4 Permeability involved in ICH M9 requires interpretation
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