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Research and evaluation on stability of traditional Chinese medicine (TCM)
preparations based on TCM characteristics and regulatory science
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Abstract: Stability studies serve as a critical foundation for evaluating the quality of traditional Chinese medicine (TCM) and constitute
an indispensable component in quality control research for TCM. Most TCM preparations are characterized by complex components,
undefined active ingredients, and unclear mechanisms of action, compounded by insufficient fundamental stability research, poses
significant challenges to the scientific and rational evaluation of TCM preparations stability. Given the unique attributes of TCM
preparations and integrating current achievements in quality control research on TCM preparations, this paper investigates the evaluation
indicators, evaluation methods and result evaluation of the stability studies on TCM preparations by referencing the stability study
requirements for chemical drugs and international understanding of botanical drug stability testing. Furthermore, it discusses and analyzes
the key issues of widespread concern in the industry within the field of TCM preparation stability research. The analysis indicates that
stability studies of TCM preparations necessitate specialized considerations in the selection of test indicators, evaluation criteria, and study
requirements at the current stage. Marketing Authorization Holders (MAHs) should be encouraged to assume primary responsibility to
strengthening fundamental research at this stage, adopting multi-perspective and multi-dimensional selection of test items to
comprehensively reflect the overall quality of TCM preparations and monitor their quality variations. Proactive efforts should focus on
establishing indicators reflecting the quality of TCM preparations, conducting targeted studies to mitigate potential risks, so as to better

promote the improvement of TCM quality and truly exert and reflect the value and significance of TCM preparation stability studies.
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Fig.1 Research and evaluation on stability of TCM preparations based on characteristics of TCM and regulatory science
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