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Construction and Implementation Difficulties of Quality Standard System for
Traditional Chinese Medicine Manufacturing Process
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Abstract : The construction of a quality standard system for the manufacturing process of traditional Chinese
medicine is an important foundation for ensuring stable product quality and reliable clinical efficacy.
This system requires the establishment of full process control standards from raw material harvesting,
production processes to finished product inspection, and achieves quality control through standardized
management. The current system construction faces three core challenges: component fluctuations
caused by differences in medicinal material sources, difficulties in standardizing complex production
processes, and limitations in quality evaluation methods for multi—-component systems. To solve these
problems, it is necessary to combine modern analytical technology, intelligent manufacturing concepts,
and scientific management methods to promote the transformation of traditional Chinese medicine
quality control from empirical judgment to data—driven, and provide technical support for the high—
quality development of the industry.
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