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2. The Studio of Famous TCM
Abstract: Objective To optimize the extraction process of Shanshenyin by using the quality by design(QbD) concept. Methods With
Shanshenyin pieces as a model drug,with the content of organic acids,laetrile and extract yield as critical quality attributes, the single
factor experiment design was used to determine the level of each factor;the Plackett — Burman experiment design was used to select the
critical process parameters;and the mathematical model was established to investigate the interaction between key process parameters and
key quality attributes by Box — Behnken experiment design,and the process design space for the extraction of mountain Shanshenyin was
established and optimized. Results The P value of the regression model was less than 0.01 and the lack —of —fit was not significant,
which indicated that the model had good predictive ability. The optimal extraction process was determined as follows:the number of ex-
traction were 2 times,the extraction time was 60 min,and the amount of water addition was 10 times. Conclusion The extraction pro-
cess of Shanshenyin based on QbD concept is stable and reliable,which is conducive to improving the quality stability of the prepara-
tion and providing a basis for production.
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