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Abstract: The development for the researches of quality evaluation and monitoring technologies for Yiqi Fumai Lyophilized
Injection (YQFM) targeting on quality marker (Q-marker) were presented, created the condition for the overall quality evaluation
and control of YQFM, and provided inference for the transformation from Q-marker theory achievement to traditional Chinese
medicine industrial quality control. The technical chart for the construction of quality evaluation and monitoring system in product
lifecycle based on Q-marker was showed. The analytical methods of Q-markers in raw materials, intermediates, and products were
introduced, which provided technical tools for quality evaluation in manufacturing process. The process quality monitoring system
using near infrared spectroscopy technology was established, and quality models for determining Q-markers in critical process were
developed, which were applied to monitor Q-markers in manufacture.
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Fig.1 Design chart of quality evaluation and monitoring system in YQFM lifecycle based on Q-marker
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