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ABSTRACT OBJECTIVE: To evaluate the clinical comprehensive value of Xiaozheng pills in the treatment of
hyperplasia of mammary gland and hysteromyoma. METHODS; Taking Xiaozheng pills as the evaluation object and the
Guidelines for Clinical Comprehensive Evaluation of Chinese Patent Medicines (2022 Trial Version) as the criterion,
comprehensive evaluation was carried out around six dimensions of effectiveness, safety, economy, inheritance and
innovation, suitability and accessibility by sorting out literature and other relevant materials. RESULTS: In terms of
effectiveness, Xiaozheng pills could improve the total effective rate of hyperplasia of mammary gland and
hysteromyoma. In terms of safety, Xiaozheng pills had low incidence of adverse drug reactions, mainly for
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gastrointestinal tract and skin reactions. In terms of economy, the incremental cost-effectiveness of Xiaozheng pills was

superior to that of the control drugs such as Rupixiao capsules. In terms of inheritance and innovation, Xiaozheng pills

had obtained national second-class protected varieties and three invention patents. In terms of suitability, Xiaozheng

pills was easy to use and the drug instructions met the current regulations. In terms of accessibility, Xiaozheng pills

was available for sale in multiple provinces, municipalities directly under the Central Government and autonomous

regions, and the raw materials were consistently available. CONCLUSIONS: Xiaozheng pills demonstrates multi-

dimensional advantages of “efficacy, safety and economy” in the treatment of hyperplasia of mammary gland and

hysteromyoma, with significant clinical comprehensive value. Future large-scale real-world studies and long-term cost-

utility modeling are recommended to strengthen evidence quality and inform clinical decision-making.
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