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Research progress on quality transfer control and consistency evaluation in
whole process of traditional Chinese medicine manufacturing
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Abstract: The consistency of the quality of traditional Chinese medicine (TCM) is the key to ensure the consistency of clinical efficacy,
and also the premise and basis to ensure the safety and controllability of TCM. The quality formation process of TCM preparation is
very complicated and involves multiple transfer links, including Chinese medicinal materials, Chinese herbal decoction pieces,
intermediates and Chinese medicine preparations. The key to successfully transfer the high-quality attribute of TCM to the clinic is to
establish an overall evaluation system for the quality consistency of products in all aspects of TCM manufacturing, and to combine the
evaluation technology to control the quality transfer in the whole process of TCM manufacturing. The existing consistency evaluation
system of TCM quality is mainly based on chemical quality evaluation, which cannot fully characterize the quality of TCM. At present,
the control methods of the manufacturing process of TCM mainly rely on the off-line detection of intermediates or terminal products,
which is difficult to obtain the changes in the manufacturing process of TCM in a timely and effective manner. Therefore, based on the
clinical value of TCM, the quality delivery control and consistency evaluation of the whole process of TCM manufacturing were
reviewed, so as to provide reference for ensuring the high-quality attribute and clinical efficacy of TCM products.
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Fig. 1 Schematic diagram of quality transfer control in

whole process of traditional Chinese medicine manufacturing
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Table 1 Application of spectroscopy technique in quality consistency evaluation of traditional Chinese medicine
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Table 2 Application of spectroscopy in quality consistency evaluation of traditional Chinese medicine
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Fig. 2 Schematic diagram of consistency control strategy for quality delivery of traditional Chinese medicine preparations
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