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Study on the Calculation Model of Finished Product Sampling
Quantity for Traditional Chinese Patent Medicine Preparations
Based on the Chinese Pharmacopoeia (2025 Edition)
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Abstract

Objective: To investigate the formation logic of finished product sampling quantity for traditional Chinese patent medicine
preparations under the framework of the Chinese Pharmacopoeia (2025 Edition), and to establish a calculation model applicable to
regulatory sampling and inspection practice.Methods:Based on the monographs and general chapters of traditional Chinese patent
medicine preparations in the Chinese Pharmacopoeia (2025 Edition), together with statistical data on sampling quantities, the
sample consumption characteristics of inspection items for different dosage forms were analyzed. The formation basis of the “total
quantity” and “double quantity” was clarified, and a calculation model for sampling quantity was established.Results:The finished
product sampling quantity of traditional Chinese patent medicine preparations is not a fixed empirical value, but a cumulative result
of statutory inspection item consumption, further adjusted by parallel tests, reinspection, retained samples, minimum package
conversion, and operational loss. Considerable differences were observed among dosage forms. Tablets and capsules mainly relied
on cumulative unit dosage numbers, pills were characterized by mixed conversion between mass units and dosage units, while liquid
preparations were primarily based on cumulative volume with consideration of transfer losses.Conclusion:The determination of
sampling quantity for finished traditional Chinese patent medicine preparations should shift from empirical judgment to an item-
driven calculation model based on pharmacopoeial quality standards. Establishing a unified calculation framework is conducive to
improving the scientific validity, standardization, and traceability of sampling practice.

Keywords

Chinese Pharmacopoeia (2025 Edition); Traditional Chinese patent medicine preparations; Finished product sampling; Sampling
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