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Determination of Dissolution of Eight Active Ingredients in
Guizhi Fuling Capsules by UPLC

HE Yan-mei, LIN Xiao, WANG Xue, LI Jia-chun, HUANG Wen-zhe, XIAO Wei"
( State Key Laboratory of Pharmaceutical New-Tech for Chinese Medicine, Jiangsu Kanion
Pharmaceutical Co. Ltd. , Lianyungang 222001, China)

[ Abstract ] Objective; To establish a method for the determination of dissolution of 8 active ingredients in
Guizhi Fuling capsules. Method: UPLC was employed, mobile phase of gallic acid, paeoniflorin, benzoic acid,
benzoylpaeoniflorin, paeonol, cinnamic acid and cinnamaldehyde was 0.02% trifluoroacetic acid aqueous
solution-acetonitrile for gradient elution, their detection wavelengthes were 230 nm and 275 nm. The mobile phase
of amygdalin was water-methanol (80:20) and its detection wavelength was 218 nm. Result; The soluble medium
was determined to be 0.1 mol - L' hydrochloric acid, the rotation speed was 50 r-min~', the solubility
measurement was carried out by the basket method. The linear ranges of gallic acid, paeoniflorin, benzoic acid,
benzoylpaeoniflorin, paeonol, cinnamic acid, cinnamaldehyde, amygdalin were 0.097 6-24.389 9, 0.097 1-
24.275 4, 0.052 6-5.262, 0.053-5.295 6, 0.108 3-27.062 9, 0.050 1-5.005, 0.052 4-5.236 4, 0.096 6-
24.139 5 mg-L~", their average recovery rates were 102.3% , 97.3% , 99.3% , 97.9% , 97.8% , 95.8% ,
97.0% and 100.4% , respectively. The dissolution rate of samples was good, and the dissolution rate of each

component in 45 min could reach >80% . Conclusion: This method is simple, accurate and reproducible, and it
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can be used for determination of dissolution of Guizhi Fuling capsules.
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benzoic acid; paeoniflorin
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Fig.1 UPLC chromatograms of eight components in Guizhi Fuling

capsules
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Fig.2 Dissolution curves of various components in Guizhi Fuling capsules at different speed
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Fig. 3 Dissolution curves of various components from Guizhi Fuling capsules in different medium
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Table 1 Dissolution of various components in 3 batches of Guizhi Fuling capsules within 45 min %
it BEFR AP AR A EEAT 251 P B B PR EE R e B WA
20130501 97.73 98.30 90. 67 97. 41 98. 47 96.73 84.98 98. 69
20131223 94. 68 93.63 85.44 93.22 93.87 90.76 80. 34 94.15
20140202 97.77 97. 80 90. 34 97.55 98.07 95.91 84. 68 97.58
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ZV B FE5) RS I 10 mL F 100 mL ) 1T, Jin
50% HBE 2 45, 5 s 0 KG9 FR IBCRE Bz I X BB
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BRI RS K% R 2 mL T 100 mL & 1T,
i 50% O EERG R R 2L R AT, Ay S B LS L4,
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AAAFRE RS AW, % 2.1 TR (A% &I E 3D
SR VAR TG RRL, AT o vk R SRy A A A 0 1T AR R N A A
A Lo T A AR, WL 2,
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Table 2 Study on linear relationship of each index component in

Guizhi Fuling capsules

ARy EYEY¥ r LN /mg- L'
BET] Y=20.423X+0.758 6  1.000 0 0.097 6 ~24.389 9
AT Y=12.184X +2.0178  0.9998 0.097 1 ~24.275 4
AR Y =46.556X +1.8620  0.9999 0.052 6 ~5.262 0
HHEEATZIHF ¥ =19.444X +0.748 6 0.999 8  0.053 0~5.295 6
FH i Y=30.547X +2.940 4  0.9998 0.108 3 ~27.062 9
HEERR Y=71.953X +2.9670  0.999 8 0.050 1 ~5.005 0
e g7 Y=72.92X+0.686 8  0.9995 0.052 4 ~5.236 4
A Y =6.357X +2.654 1 0.9993  0.09 6 ~24.139 5
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0.7% , 7 pH 4.0 £ T2 #5 2% vpl i 1 11 AR 1Y RSD 43
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0.8% ,0.7% , 7K & T ALY RSD 423K 1.7%
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g R WR | IRRE IR SRR B I AR E PR 2%
2.10 FHEEMIKE T & B A E LI 6 &
(AR 0. 1 mol- L™ Eh R ) 4 2. 1 T T (533% 45 ¢4
BRI R E TR AT R R R
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4%k 2.70,8.41,0.31,0.72,4.41,0.25,0.64,
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0.6% ,1.8% ,0.9% ,1.0% , 3 B % J = & &
g d O
2,11 [l RS PRIBCE AR AR A Y
FEARE 7 2 I 4 (b5 20130501 ) 24 0.245 g, F-3 9
0,8 3 0y 14, 43 ) B SE RO, AR U RE
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R A HYEAT 2451 P R W P RE TR R B L A A
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W% 4y B R 102.3% , 97.3% , 99.3% , 97.9% ,
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