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Optimization of Danmu Gel Prescription and Content Determination of Strictosamide

LIANG Hui,FU Xiujuan,LIN Lizhen,TAN Linyan ,HU Weili,CHEN Junbo,WU Jiangsen
(Hainan College of Vocation and Technique ,Haikou ,Hainan ,China 570216)

Abstract: Objective To optimize the prescription of Danmu Gel, and to establish a high — performance liquid chromatography
(HPLC) method for the content determination of strictosamide. Methods The dosages of Carbom — 940, glycerin, propylene glycol
and polysorbate 80 were taken as the investigation factors, and the appearance, spread, formability and centrifugality of gel were
taken as the evaluation indexes. The prescription was optimized by the L,(3*) orthogonal test. The chromatographic column was
Waters Symmetry Shield™ RP C, column (250 mm X 4.6 mm,5.0 um),the mobile phase was acetonitrile — 0.1% phosphoric
acid solution (gradient elution) ,the flow rate was 1.0 mL / min,the detection wavelength was 227 nm,the column temperature was
30 ‘C,and the injection volume was 10 pL. Results In the optimal prescription,the dosages of Carbom — 940, glycerin, propylene
glycol and polysorbate 80 were 3.5,7,8,and 3 g, respectively. The linear range of strictosamide was 0.019 48 - 0.584 4 pg
(R* = 1.000 0,n = 7). The limit of detection was 0.35 wg / g,and the limit of quantification was 1.17 pg / g The RSDs of
precision, stability,,and repeatability test results were all lower than 1.40%. The average recovery rate of strictosamide was 108.03%,
with an RSD of 3.29% (n = 6). The content of strictosamide in the three batches of samples was 425.43,435.90,and 441.81 pg / g,
respectively. Conclusion The established preparation process of Danmu Gel is simple, and all the indexes meet the quality
requirements of gel. The content determination method is accurate and reliable, which can be used for the content determination of
strictosamide in the preparation.
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Tab.1 Scoring criteria of the gel preparation process
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Tab.2 Factors and their levels (g)

KAAMINRE 2B

7 HEA A#%B BEC AED
1 2.0 5 6 1

2 3.5 7 8 2
3 5.0 9 10 3
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Tab.3 Design and results of the L,(3*) orthogonal test
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Tab.4 Results of the analysis of variance
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Tab.5 Results of the verification test
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1. Strictosamide

A. Blank matrix solution B. Test solution C. Reference solution

Fig.1 HPLC chromatograms
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Tab. 6 Results of the recovery rate(n = 6)

RES() BH4E() MAZ(g) WEE() =E%)  X(%)  RSD(%)
2.2901 998.25 973.80 208361 111.46
2.2147 965.39 973.80  2069.17  113.35
19593 854,06 973.80 188339 105.70
108.03  3.29
2.049 882. 65 973.80 190678 105.17
1.9584 853.67 973.80  1900.31  107.48

2.0931 912.38 973.80
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