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Material Attribute Research in Quality Control of Traditional Chinese Medicine Pills:

A Review
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[ Abstract] As intelligent production of traditional Chinese medicine (TCM) has been inevitable,
informatization and automation of the production process have become the precondition for realizing intelligent
manufacturing of TCM, of which the accumulation of critical material attribute and the critical quality attribute
are the basis. The study of material properties is of great significance to achieve the quality control of the final
product in the process, but there is a lack of systematic induction and summary of the research on the attribute of
TCM pills. Therefore, the authors analyzed and summarized the attributes of raw materials, excipients and
intermediates in the pill unit process according to the classification of powder properties, rheological properties
and texture properties. What’ s more, the impact of material attributes on the quality of the final product was
summarized. Besides, this review summarized the attribute characterization techniques involved in the pill
process and provided some suggestions for the characterization of product quality attributes. Finally, based on

the concept of quality by design (QbD) , the authors proposed that the study of material attribute should be
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combined with process analytical technology (PAT) , and the focus of drug quality control should be moved

forward to guide equipment upgrading, so as to realize intelligent continuous manufacturing of TCM pills.
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Table 1 Material types, critical attributes, instruments and characterization methods, factors affecting attributes involved in production

process of traditional Chinese medicine pills
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