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Abstract: The BCS (Biopharmaceutics Classification System)-based biowaiver approach is meant to reduce in vivo bioequivalence
studies. It may represent a surrogate for in vivo bioequivalence. When combined with the dissolution of the drug product, the BCS
takes into account three major factors that govern the rate and extent of drug absorption from IR solid oral dosage forms: dissolution,
solubility, and intestinal permeability. In this article, the test methods of solubility, intestinal permeability and dissolution of the

drugs applied for biowaiver are recommended to establish a series of standard methods for ensuring the accuracy and reliability

of data.
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