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The contents of

Abstract: Objective

vitamin B, vitamin B and hydrochlorothiazide in Compound Luobuma Tablet I were determined by the high — performance liquid

To establish a quality evaluation method for Compound Luobuma Tablet 1 . Methods

chromatography (HPLC) method. The content uniformity of each component in the sample was determined according to the general
rule 0941 of the Chinese Pharmacopoeia (2020 Edition, Volume IV). The chromatographic column was Inertsil C,; column (250 mm X
4.6 mm,5 pum),the mobile phase was 0.01 mol /L sodium heptanesulfonate solution — acetonitrile — methanol — diethylamine (400:
80:20:0.5,V/ V/V/V,the pH was adjusted to 3.5 with 20% phosphoric acid solution) , the flow rate was 0.8 mL/ min, the
detection wavelength was 270 nm,and the injection volume was 20 pL. The content and content uniformity of vitamin B,,vitamin B
and hydrochlorothiazide were analyzed by the technique for order preference by similarity to an ideal solution (TOPSIS) method,
The linear ranges of vitamin B,, vitamin B¢ and

and the quality of Compound Luobuma Tablet I was evaluated. Results
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hydrochlorothiazide were 0.926 — 18.523 g/ mL,1.030 - 20. 608 g/ mL,3.966 — 59. 488 pg/mL (r=0.999 9,0.999 9,0.999 5,
n=6).The RSDs of precision,repeatability,and stability tests results were all lower than 3.0%. The average recoveries of vitamin B,
vitamin B, and hydrochlorothiazide were 100.52%, 98.84%, and 99.58%, with RSDs of 1.43%, 1.36%, and 1.05% (n = 6),
respectively. The TOPSIS method results show that the comprehensive score of vitamin B, was the lowest in the three
manufacturers, and the process was relatively poor, the comprehensive score of the product was the highest and the quality of the
product was the best in manufacturer B. Conclusion The TOPSIS method combined with multi — target ingredients analysis is

accurate, reliable, highly specific, and simple, which can be used for the comprehensive evaluation of the quality of Compound

Luobuma Tablet .
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Fig.1 HPLC chromatograms
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Tab.1 Results of linear relation test,LOD and LOQ

F2 MERKRELER(n=6)

Tab.2 Results of the recovery test (n =6)

BA Ba7 ro &EER(pg/ml) BMR(ug) ZER(pg)

BAEB A=235.000+9.80  0.9999  0.926~18.523 0.154 0.463
BAEB, A=111.9C+15.58 0.999  1.030~20.608 0.171 0.515
SEE% A=517.140+306.97 0.9995  3.966~59.488 0.040 0.119
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Tab.3 Results of the content determination of vitamin B,

vitamin B,,and hydrochlorothiazide in samples(%)
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Fig.2 Scatter plot of the content determination of vitamin B,

vitamin B, and hydrochlorothiazide in samples
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Tab.4 Comprehensive score of content determination and

content uniformity results
AENELAD aCELUELT
hAEB, AAKE BAEB M BAEB ALE% BAER A
0.711 0.811 0.546  0.684  0.795 0.834 0.667  0.759
0.830 0.776 0.834  0.84  0.792 0.759 0.709  0.748
0.702 0.702 0.293  0.557 0.616 0.635 0.499  0.584
it 0.740 0.763 0.546 0.723 0.735 0.629
%5 AELUHD D BEETES

Tab.5 Comprehensive score,D * and D - of different manufacturers

S IR

4>k D* D- C,
A 0.294 0. 364 0.553
B 0. 064 0. 590 0.902
C 0. 606 0. 000 0. 000
3 itig
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