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WE: B e AR SR E 3 - R 588 H A (Ultra - high performance liquid chromatography — mass spectrometry,
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Abstract ; Objective To investigate the determination of seven active ingredients in Pudilan Anti — Inflammatory Tablets ( 7§}
WTHAR K ) by ultra — high performance liquid chromatography — mass spectrometry ( UPLC — MS) method. Method UPLC - MS
was used to quantitatively analyze the seven main active ingredients in Pudilan Anti — Inflammatory Tablets. The differences in
the contents of these active ingredients in the samples of Pudilan Anti — Inflammatory Tablets from different manufacturers were
compared , aiming to provide scientific basis for the quality evaluation of Pudilan Anti — Inflammatory Tablets. Result A certain a-
mount of standard solution stock solution for each active ingredient was accurately measured and transferred to a 5 mL volumetric
flask. According to the established chromatographic analysis conditions, the measurement results were obtained in the form of
peak area. The peak area data was applied to the corresponding standard curve equations for calculation and recording. The re-
sults indicated that within the studied concentration range , there was a good linear correlation between the peak area of each active
ingredient and its mass concentration. The relative standard deviation( RSD) values of precision in different active ingredients
(chlorogenic acid, caffeic acid, chicory acid, purple violet spirit, baicalin, luteolin and baicalin in the same order of stability, re-
producibility and recovery rate) were 0.99% ,0.31% ,1.20% ,1.47% ,1.31% ,1.29% and 0. 33% , respectively. The RSD

values of chromatographic peak area were all less than 1.46% ,indicating that the instrument had good precision. After recording
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peak areas at 0,3,6,12,24 48 h to evaluate stability,the RSD values of different active ingredients in Pudilan Anti — Inflammato-
ry Tablets were 1.14% ,0.10% ,0.84% ,0.53% ,0.46% ,0.66% and 0. 84% , respectively, indicating that the stability of the
test solution was better within 24 hours. The peak area was measured to evaluate the repeatability ,and the RSD values of different
active ingredients in Pudilan Anti — Inflammatory Tablets were 1.28% ,1.75% ,1.43% ,1.04% ,2.39% ,0.93% and 2.61% ,
respectively , indicating that UPLC — MS/MS technology had good repeatability. The average RSD recovery rates of the active in-
gredients were 99.53% ( RSD 2. 38% ), 100. 63% (RSD 2. 27% ),98.95% ( RSD 2. 29% ), 101. 58% (RSD 1. 38% ),
100.95% (RSD 2.25% ) ,97.26% (RSD 0.91% ) and 98.56% (RSD 1.92% ) ,respectively. There were significant differences

in various effective ingredients in samples of Pudilan Anti — Inflammatory Tablets from different manufacturers. Conclusion

UPLC - MS technology, with its excellent precision, stability and repeatability, can comprehensively reveal the quality status of

Pudilan Anti — Inflammatory Tablets from different batches and manufacturers. This method has important positive effects on ob-

jectively evaluating drug quality, ensuring the drug quality and improving the clinical efficacy.
Keywords : UPLC — MS method ; Pudilan Anti — Inflammatory Tablets ( g #1154 % F°) ; effective ingredients
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mlL Z5 I P AR €0 5 SR T LA A2 , R A5 1) s T AU AR T
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WL R AR

R/ R/ SFEgIYC RSD/

S I e R
(pg/mL)
SRR Y =5 356 100.4X - 10 324 0.9998  0.019~0.378
iR Y =8 340 232X - 41 603 0.9993  0.009 ~0.159
HER Y =20 886 043.5X +86 0.9997  0.039 ~0.689

SR Y =7892993.5X +11.350 0.999 6 0.017 ~0.258
FAEAF Y =10 892 763.2X +11 189 0.999 8 0.268 ~4.482
p N Y =4 950 333X +4 763. 18 0.999 8 0.035 ~0.568
DA Y =5278 109X -7 768.2 0.999 9 0.069 ~1.120
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TR £20.3.6.,12.24 48 h i SR i ARPEA AR 1, A
[F i M AT 2 AT S50 RSD (L 1/NT 1.90% , 32 /8 (1l i
24 h NERENER. LK 3.

A - 0 W TR R R A AN [ T R A R
JI4 RSD {EHIS/NTF 2.59% , #2755 UPLC — MS/MS # R B &
B WK 3.
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SH R 0.99 1.14 1.28
WA R 0.31 0.10 1.75
HETR 1.20 0.84 1.43
BHER 1.47 0.53 1.04
W 1.31 0.46 2.39
KRB Z 1.29 0.66 0.93
P AT 0.33 0.84 2.61

IR [ 5 SRS S 2 B B 0 B S S T R, B
#y0.5 mL, 36 iy, 85085 RSD -3 [mlg 243514 99. 53%
(RSD 24 2.38% ) .100. 63% (RSD 3} 2.27% ) .98.95% ( RSD
}2.29% ) .101. 58% (RSD Jy 1. 38% ) .100. 95% ( RSD X
2.25%).97. 26% (RSD & 0. 91% ) .98. 56% ( RSD Wy
1.92%) ., W#E4,
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i/
Wl () () () (%) %) (%)
SRR 0.5 0.0806 0.0855 0.1678 102.55 99.53 2.38
0.1673 101.89
0.1645 97.54
0.166 3  100.00
0.1642  98.95
0.1682  96.24
IR R 0.5 0.0401 0.0410 0.0812 98.04 100.63 2.27
0.0820 101.97
0.080 1  101.68
0.0830  97.68
0.0820 103.64
0.0817 100.75
HER 0.5 0.3549 0.3454 0.7005 100.10 98.95 2.29
0.6842  95.90
0.6920  97.50
0.6970  98.56
0.6968  98.97
0.7102  102.65
KER 0.5 0.0623 0.0625 0.1267 101.39 101.58 1.38
0.1259 101.90
0.1238  99.48
0.1251 100.76
0.1265 102.49
0.126 8 103.47
WA 0.5 31.1933 3.0975 6.3784 102.90 100.95 2.25
6.2483  98.69
6.3954 105.49
6.3067 100.55
6.2103  97.89
6.2970 100.21
ABEZ 0.5 0.1416 0.1440 0.2789  96.49 97.26 0.91
0.2819  98.19
0.2815 97.88
0.2801  96.28
0.2795  96.70
0.2810  98.03
BESH 0.5 0.2739  0.2785 0.5579 101.89  98.56 1.92
0.5429  96.50
0.5466  97.68
0.5492  99.42
0.5492  98.47
0.5451  97.42
RS AFE)FATWHHETE R 7 A RO ST
HA7 i mg/mL
FEAD SRR MMERR B SER AT OKBRER  DUESTT
S1 0.165 0.083 0.709 0.125 6.398  0.289 0.549
2 0.159 0.087 0.649 0.137 6.283 0.303 0.504
S3 0.167 0.080 0.669 0.131 6.353 0.280 0.539
4 0.162 0.075 0.701 0.142 6.210  0.305 0.558
S5 0.168 0.077 0.649 0.128 6.092  0.277 0.515
S6 0.160 0.081 0.667 0.134 6.172  0.283 0.527
S7 0.169 0.080 0.682 0.137 6.121 0.276 0.534
S8 0.169 0.085 0.674 0.140  6.405 0.270 0.514
S9 0.163 0.073 0.709 0.129 6.374  0.286 0.533
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