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[Abstract] Objective: To determine the extraction process parameters of Shenhuang Granules (53 #i)
based on the concept of material basis consistency and Quality by Design (QbD). Methods: Failure Mode and
Effects Analysis (FMEA) was employed to screen critical process parameters (CPPs). With the extract yield and
contents of marker compounds (including stilbene glycoside, hyperoside, resveratrol, and icariin) as critical
quality attributes (CQAs), and the ranges of these indicators in clinical decoctions as targets, Box—Behnken
response surface methodology was used to establish models and construct a multi-index overlapping design
space for optimizing CPPs, followed by validation. Results: (1) The CPPs screened by FMEA were water volume,
soaking time, and extraction time; (2) The optimized extraction process for Shenhuang Granules was as follows:
water volume 8.4-9.9 times, soaking time 96-156 min, and extraction time 31-41 min. Under these conditions,
the extract yield was 24.23% -34.99% , with contents of stilbene glycoside 1.058%0—1.528%0, hyperoside
0.131%0—0.189%0, resveratrol 0.077%0—0.112%o, and icariin 0.229%0—0.331%c. Conclusion: The QbD concept
facilitates the improvement of the extraction process for Shenhuang Granules, and the material basis obtained
under these conditions is consistent with that of clinical decoctions.
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8 180 9 90 35312 1.853 0.167 0.080 0.428
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275 (] N 9.0,100,40 33.47 1.348 0.152 0.080 0.303
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