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Application of three main components to indicate the reliability

of Qizhenjiangtang Granules concentration process
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Abstract: Objective To explore the stability of Qizhenjiangtang Granules concentration process by using 3 main components as the in-
dex. Methods Citric acid, specnuezhenide and calycosin-7-glucoside were chosen as the detection indicators to display the thermal

stability during the concentration process. The concentrated solution were prepared under both the atmospheric and vacuum conditions.
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The concentration of the 3 components were determined at different time points and at different bath temperature, so as to select the suit-

able process parameter in this step. Results In both atmospheric and vacuum conditions, citric acid was stable between 60 C and 80

°C and the transfer rate decreased by 15% at 90 °C in 8 hours. Calycosin-7-glucoside kept stable for 8 hours between 60 °C and 90 C.

In the atmospheric condition, the transfer rate of specnuezhenide decreased by no more than 13% between 60 °C and 80 °C while it de-

creased by 25% at 90 °C. In the vacuum condition, the transfer rate of specnuezhenide decreased by no more than 11% between 60 C

and 80 °C while it decreased by about 20% at 90 °C. So the concentration temperature should be controlled no more than 80 “C. The

thermal stability of the 3 components and the optimal concentration parameters were validated by 3 batches of product via pilot magnifi-

cation. Conclusions The parameters obtained from the stability study of citric acid, specnuezhenide and calycosin-7-glucoside are suit-

able for the quality control of Qizhenjiangtang Granules concentration process.
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