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Abstract: Objective To establish a UHPLC-DAD method for the simultaneous determination of sibiricose A5, sibiricose A6,
polygalaxanthone III, 3,6'-disinapoyl sucrose, tenuifoliside A, ginsenoside Rgi, ginsenoside Re, B-asarone and a-asarone in the
extract of Kaixin Powder (FF/02#%), and compare the effect of different steam autoclaving temperatures on the content of nine index

components in Kaixin Powder extract, to provide reference for the selection of sterilization process for Kaixin Powder. Methods
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High pressure steam sterilization method (sterilization temperature 111, 121, 131 °C; holding time 60 s) was performed for the
sterilization process of Kaixin Powder. The chromatographic separation was achieved on a Acquity UPLC® BEH Cig column (100
mm X 2.1 mm, 1.7 pm) with acetonitrile-0.05% phosphoric acid solution as mobile phase at the flow rate of 0.3 mL/min for gradient
elution. The column temperature was maintained at 30 ‘C. The wavelength was set at 203 nm. Results The results showed that the
separation of the nine index components was good, and each component had a wide linear range and a good linear relationship (2 >
0.999), with good precision, stability, repeatability and sample recovery. Through the detection and comparison of the content of the
nine index components in Kaixin Powder after different sterilization conditions, the autoclave sterilization sterilization was optimized
at 111 °C for 60 s. The bacterial test met the requirements of Pharmacopoeia, and the content change of each component had the
smallest difference with the sample before sterilization. Conclusion The established UHPLC method can be used to simultaneously
determine the contents of nine index ingredients in Kaixin Powder. The method is simple to operate, highly sensitive, accurate,
practical, and reliable, which provides theoretical basis for the quality control of Kaixin Powder.
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Table 1 Microbial limit test results of samples treated by

different sterilization methods (n = 3)

K71 MEEH  HEEEE BEEHEH
RKH 40 000 4000 40
111 C. 60s <100 <10 <10
121 'C. 60s <100 <10 <10
131 °C. 60s <100 <10 <10
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Fig. 1 UHPLC-DAD of mixed reference substances (A) and
samples (B)
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Table 2 Results of linear ranges of nine constituents in Kaixin Powder

% it 22 r 25V B/ (mg-mL )
PEAA R HhE AS Y=1937.3 X+8.8217 0.999 9 0.022 7~0.727 2
PEAARIEIZE ERE A6 Y=4738.7 X+5.0809 0.999 8 0.009 7~0.311 6
ize &n [ EHTI Y=9904.5 X—3.845 1 0.999 9 0.006 1~0.194 9
3,6"- T T B R Y=6494.8 X+29.513 0.999 9 0.026 3~0.842 3
YT S A Y=14959 X+40.818 0.999 7 0.015 6~0.499 8
NZBH Rgl Y=2340.2 X+2.627 0.999 8 0.0192~0.613 5
NS B Re Y=2112.1 X+0.355 6 0.999 8 0.009 6~0.306 4
B-4H 3 ik Y=58206 X+380.57 0.999 1 0.042 1~1.346 0
-4 3 ik Y=31787 X+3.505 0.999 8 0.011 3~0.360 6
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Table 3 Content determination results of nine components at different sterilization temperatures (n = 3)

5y 8/ (mg-g ")

KEHE  POAME POAFE 2SN 3,6- 577 4HiEE NS 2H NS 2H

R E /%
B-AIEE o Rk M

TOEME AS mERE A6 T MR  HA Rgi Re
KK 05526 02038 0.1478 0.5890 0.3881 04871 02264 1.1032 0.2651 3.963 1
111°C. 60s 05336  0.1891 0.1070 05212 03650 0.5030 02319 1.0456 02746 3.7710  4.85
121°C. 60s 05216  0.1894 0.0932 05243 03713 04967 02313 10469 02358 3.7105  6.37
131°C. 60s 04706 0.1668 0.1101 04703 03238 04465 02087 09597 02188 33753 14.83
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Table 4 Variation range of nine index components under different high-pressure steam sterilization temperature conditions

BRI
FAER FEAAFDE  PEAAFRDE  EnER 3,6-—JF 7 4irbmE ASRif Aé%ﬁ:&%$w§w%$ﬁ
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131 °CH5 111 Cxitk  11.81 11.79 -2.90 9.77 11.29 11.23 10.00 8.22 20.32
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11.23%; NZ 24 Re i A 0.26%F1 10.00%:;
ZEENIEE 10 & &2 121 C RN 12.90%,
131 CHININ 2.90%; 7 ESEHEARI S 3,6'-—FF
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