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Abstract: The establishment of a quality monitoring system for the pharmaceutical process that meets the characteristics of traditional
Chinese medicine (TCM) is a key measure to improve the quality of TCM. The initiation of the innovative concept of TCM quality marker
(Q-Marker) made a new mode for quality characterization of TCM. The industrial big data generated in the intelligent transformation of
the TCM industry will become the core assets of enterprises, and the full mining of these data will provide powerful support for the
development of quality monitoring technology. Relying on the results of previous research, a method for monitoring Q-Markers in the
manufacturing process of TCM based on data-driving was proposed in this paper. The technical route of the method with three key steps
was presented, which included the identification of Q-Markers as process monitoring indications, quality data mining in pharmaceutical
industries, and building process analytical technology system. The key technologies for each step were introduced. Finally, the method was
applied to the process quality monitoring in TCM manufacturing, in the case of the ultrafiltration process in the production of Yiqi Fumai
Lyophilized Injection. This paper provided reference for TCM industry to establish quality control technologies with its own characteristics.
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Fig.1 Technical route of method for monitoring Q-Marker in manufacturing process of TCM based on data-driving
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*1 YQFM REREINESNRFET S EAITHIIRIE
Table 1 Control limits of ginsenoside contents in quality
standard of YQFM product

TiH Pl PR mg ") A2 PR (mg i)
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NS (Rgi+Re) 0.9 0.5
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Fig. 4 Control limits and 95% predicted interval of
content of ginsenoside Rb: in YQFM product
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