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Research progress on NIRS-based process analytical system for production of
Yiqi Fumai Lyophilized Injection
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Abstract: In recent years, near infrared spectroscopy (NIRS) has been considered as an efficient tool for achieving process
analytical technology (PAT) in the manufacture of traditional Chinese medicine (TCM) products. In this article, the NIRS based
process analytical system for the production of Yiqi Fumai Lyophilized Injection (YQFM) was introduced. The design of the process
analytical system was described in detail, including the selection of monitored processes and testing mode. Building the analytical
methods of NIRS based on some of quality markers in YQFM, determining the application mode of PAT based on the process feature
and quality requirement. Based on author's experience on PAT, some issues in the application of NIRS to the process monitoring and
control in TCM production were raised and discussed. That include the preparation for production of PAT system, method
development of NIRS, and improving the management of process analytical system. Finally, the prospect for the application of NIRS
in the TCM industry was put forward.
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