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Abstract: At present, due to the lack of in vivo and in vitro evaluation methods that conform to the characteristics of traditional Chinese
medicine (TCM) compound preparations for sustained and controlled release, the in vivo and in vitro evaluation of TCM compound
preparations for sustained and controlled release in recent years is summarized in this paper, and the advantages and disadvantages of
the existing evaluation model are analyzed, and the overall characteristics are emphasized to be reflected in the in vivo and in vitro
evaluation model for the sustained and controlled release of TCM compounds. Therefore, an in vivo and in vitro evaluation method of
TCM sustained and controlled release preparations based on the total statistical moment theory was attempted. The in vitro release of
multiple components of TCM is characterized by the similarity of the fingerprints of slow-release preparations and total dissolved
samples at different time periods. Total pharmacokinetics was used to investigate the total bioequivalence. Combined with the aggregate

statistical moment similarity method, the two mentioned above are correlated. An evaluation model that can reflect the overall release
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dynamics in vitro and in vivo is expected to be established. So that it can meet the overall requirements of the balanced total amount of

the TCM compound sustained-release preparation and the release of the whole dissolved powder with the prescription, which provides

support for the development of TCM multi-component sustained-release preparation.

Key words: sustained-release preparations; total quantum statistical moment; in vivo and in vitro evaluation; traditional Chinese

medicine; multicomponent
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