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Progress and review requirement for Compound Glycyrrhizin Tablet
bioequivalence study in China
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Abstract: Compound Glycyrrhizin Tablet is mainly used to treat chronic liver disease and improve liver function abnormality, which
is one of the commonly used liver protection drug in clinic. With the domestic market expanding year by year, it has become one of
the hotspot varieties for enterprise consistency evaluation and generic development in recent years. The main active ingredients in
Compound Glycyrrhizin Tablets, glycyrrhizic acid (GL) and its metabolite glycyrrhetinic acid (GA), are both low-solubility
compounds. Furthermore, Compound Glycyrrhizin Tablets is high-risk complex preparations with highly variable pharmacokinetic
characteristics in vivo. The bioequivalence study of this drug has a significant impact on the consistency evaluation of the drug.
Combined with the published guidelines for bioequivalence test of Compound Glycyrrhizin Tablet in China, this paper summarized
and analyzed the results of bioequivalence test of Compound Glycyrrhizin Tablet in recent years, combined with the physicochemical
properties and metabolic processes of GL and GA, put forward general considerations for the study of bioequivalence of this tablet. To
provide reference for the research and development of generic Compound Glycyrrhizin Tablet, and further ensure the clinical
equivalence of generic drugs and original product.
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6 CTR20221485 1 0~72 96
7 CTR20220755 1 0~96 96
8 CTR20211511 1 0~72 64
9 CTR20213139 1 0~72 96
10 CTR20210621 3 0~72 96
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