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BWE.BY 2SR BENREREFE RAMEGCERTRENFATHAE FHE G5 %7 3ok, LR &30
EkEm B AP Y 3 AR G E R A E, &S Agilent S5TC - C A2 (150 mm X 4. 6 mm, 5 wm) , im0 H TH - 0. 1%
B BRIk (6 2 h) iRk A 1.0 mL/ min, M sk K 4 245 nm, B A 30 C.ER £% L H¥E a8 %3 AgwbEe
WAL AN, B R, R RE TG S TRR G EFRHEZ S A E 0.6200~5.850 0 pg.0. 1120~ 1. 008 0 pg.
0.1333~1.200 1 pg SE A N 5% @mREME KX R BRIF(r>0.9995,n=6) ;W EFE B T EHRIBLERG RSD /T 4.0%;-F3
A AR EDICF 5B A 93. 24%,90. 83%,94. 54% ,RSD % #1 # 0.94%,1.35%,0. 92%(n = 6) A& P B 2535 408 HEF W TFH LS
251 A4 0.8817,0.0776,0.261 3mg/ g(n=3) 45 #ZARE T T RIERBALG T FIEH) .
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Quality Standard of Dingxuanyin Granules
TIAN Huan',QI Qingrui’, WANG Kexin’,HUI Rong’*,ZHAI Bingtao’,TANG Yuanshan',YUE Baosen'

(1. Xi'an Hospital of Traditional Chinese Medicine,Xi'an,Shaanxi,China 710021; 2. Shaanxi University of Chinese Medicine,Xi'an,Shaanxi,China 712046)
Abstract: Objective

Glycyrrhizae Radix Et Rhizoma Praeparata Cum Melle, Paeoniae Radix Alba, Angelicae Sinensis Radix and Rehmanniae Radix

XEHS 1006 — 4931(2023)05 - 0088 — 05

To establish the quality standard of Dingxuanyin Granules. Methods Notopterygii Rhizoma Et Radix,
Praeparata in the preparation were identified qualitatively by the thin — layer chromatography (TLC) method. The contents of
paeoniflorin, ferulic acid and liquiritin were determined by the high — performance liquid chromatography (HPLC) method. The
chromatographic column was Agilent 5 TC — C,; column (150 mm X 4.6 mm,5 pm) ,the mobile phase was acetonitrile — 0. 1%
acetic acid solution (gradient elution) , the flow rate was 1.0 mL/ min, the detection wavelength was 245 nm, and the column
temperature 30 °C. Results The TLC chromatograms of Notopterygii Rhizoma Et Radix, Glycyrrhizae Radix Et Rhizoma Praeparata
Cum Melle, Paeoniae Radix Alba, Angelicae Sinensis Radix and Rehmanniae Radix Praeparata had clear spots, good seperation, and
the negative reference had no interference. The linear ranges of paeoniflorin, ferulic acid and liquiritin were 0.620 0 -5.850 0 pg,
0.112 0 - 1.008 0 pg and 0.133 3 = 1.200 1 pg (r > 0.999 5,n = 6) respectively. The RSDs of precision, stability and
repeatability tests were all lower than 4.0%. The average recoveries were 93.24%,90.83% and 94.54% with RSDs of 0.94%,
1.35% and 0.92% respectively (n=6). The average contents of paeoniflorin,ferulic acid and liquiritin in the samples were 0. 881 7,
0.077 6 and 0.261 3 mg/g respectively (n=3). Conclusion This standard can be used for the quality control of Dingxuanyin Granules.
Key words:Dingxuanyin Granules; TLC; HPLC; quality standard
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201910) , A7 2517 X BR i (45 4 110736 — 201943, 4li Ji
H96. 5%) , BT AR R Xt B (k252 110773 - 201915, 41
JER 99, 4%) , H FH X HE AL (A5 111610 - 201908,
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D. Rehmanniae Radix
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A. Paconiae Radix Alba B. Glycyrrhizae Radix Et Rhizoma Praeparata Cum Melle C. Notopterygii Rhizoma Et Radix

2 — 4. B SR IER

TN mL Z A A, A A A ot Y VAR5 () o 8 i A
(149 BF 1A XoF A TR 5 5 BT 2 X6 B I 2 e ) ol
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0. 5 mg [, 1E R Xl RE S 75 T BR 2020 48 i ([ 24
HIL(PUHS ) )0502 TLC i 5, B ik 3 B i o0 il 5 1
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Praeparata E. Angelicae Sinensis Radix

Fig.1 TLC chromatograms of Dingxuanyin Granules
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%A« Agilent 5 TC — C g 7 (150 mm X 4. 6 mm,
5 wm) ;WM CHE(A) - 0. 1% BEBR /K IR (B) , 16 &
YEML (0 ~ 15 min I 3%A ~ 10%A, 15 ~ 22 min i} 10%A ~
12%A, 22 ~30 min I 12%A ~ 13%A, 30 ~ 60 min I}
13%A, 60 ~70 min I} 13%A ~ 18%A, 70 ~ 73 min i}
18%A ~3%A ,73 ~ 88 min i} 3%A ) ; Jii# : 1. 0 mL / min;
FEIR :30 C R4 : 245 nm,
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TEATH BB PERE S & 1.0 g S B FRE , B AR,
FE2IMA 60% H 5 mL, %5 € , FE BT, #8745 30 min,
VS, PR T, FH 60% FFBEAN A2 0k 2 1) o L $E 5
FE I VAW, DR, IS, RIASH AL i A
P XS HE S VAT
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1. Paeoniflorin = 2. Ferulic acid 3. Liquiritin
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Fig.2 HPLC chromatograms
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R1 ERRBHFIMESEMEXRERER (n=6)

Tab.1 Results of the linear relation test of three components in

Dingxuanyin Granules (n = 6)

B )3 75 A2 r S (pg)
HhHEF Y=482881X-15840.0 0.9999 0.6200~5.8500
FTaA8  Y=3014340X-22888.0 0.9999 0.1120 ~1.0080
HEF Y=795485X+3514.9 0.9995 0.1333~1.2001

K2 BE 0 RS WG 2. 2. 2 301 YR A % I A VA TR
T HE 2. 2. VI S S SRR A 6 IR, T sl
TR A ST 2 BT BRAR R 4 E B RSD 435I R
0.04%,0. 10%,0. 11%(n = 6) , FEW{LEKE B FE R 1T

e PR IR - BORE i (L5 R 20211201) 38 2, 4%
2. 2. 230 Oy gkl & S T, B IR S 0, 4,8,
12,16,20,24 h 4% 2. 2. 1 0 F {438 544 gERE 2 L 30
SRV THT R 25 AT 2G0T BT BRR | H R i AR RSD
354 0. 61%,0.91%,0. 80% (n = 7) , B A1t 5 % W
24 h MRS EHE R AT
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®2 EEERBAIH 3IMB S MERRIREER (n = 6)

Tab.2 Results of the recovery test of three components in Dingxuanyin Granules (n =6)

BT oA (mg) AAE(mg) WA Z(mg) B (%) X(%) RSD(%)

() %% FaR® HEF 5HF FMas HEF ASF FaR 4R 58% mas 4E% S8F mam 43 98 AR 4
1000 0.8505 0.0771 0.2472 0.8990 0.0840 0.2800 1.6746 0.1542 0.5079 9167 91.79 93.11

1003 0.8522 0.0772 0.2477 0.8990 0.0840 0.2800 1.6944 0.1535 0.5145 93.68 90.83  95.29

1005 0.8539 0.0774 0.2482 0.8990 0.0840 0.2800 1.6900 0.1530 0.5137 93.00 90.00  94.82

1.004 08531 0.0773 0.2480 0.8990 0.0840 0.2800 1.6943 0.1519 0.5115 93.57 88.81  94.11 RS R0 L0
1007 0.8556 0.0775 0.2487 0.8990 0.0840 0.2800 17027 0.1545 05131 9423 9L67 94.43

1002 0.8514 0.0772 0.2475 0.8990 0.0840 0.2800 16901 0.1544 0.5148 93.29 9190  95.46

A MK BCR] —E (HE 5 20211202) £ i
61, B 1. 0 g K BEFRAE 4% 2. 2. 200 Ty il A& it ik
AU 4 2. 2. 1T Ak S A I A SR AT Y
BTRRR HRH P4 S 0 0. 85,0. 08,0. 25 mg/ g,
RSD 43 51°H 3. 36%,2. 56%,2.89% (n = 6) , W 5 ¥k E
BRI

JnRE e B 2 B R A (ke
20211203)6 17y, B4 1. 0 g, WG BEFRE , 70 WA — & i
VR AR I 40, A SR BRI U, 6 2. 2. 2 R T
Pethl £ B SRR, $ 2. 2. 1 TR (i A UE AR 22
TE SR TR AR, I H A IR RS A5 R L3R 2.

2.2.4 HEEENE

B3I (15435112 20211201,20211202,20211203)
FEAAS 1.0 g KB FRAE , 35 2. 2. 2100 5 ik il 25 1
VSR, 6 2. 2. 130N (g S R D e S 45 2R L3R 3

3 ERREHPIMESLBNEER (mg/g,n=3)
Tab.3 Results of the content determination of three components

in Dingxuanyin Granules (mg/g,n =3)

PR 20211201 20211202 20211203 X
GEERS 0.897 6 0.897 8 0.849 7 0.8817
GE A 0.0799 0.076 0 0.0770 0.077 6
HEF 0.266 7 0.270 1 0.2470 0.2613
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3.1 TLC %3l

S ) TLC S50 v, L 2020 4F i ¢ Fp [ 24 8 (—
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5 TLC %51, 7] gt T 52 RE AR 0RL v 22 2 B AL J7 i 55
I, HA HAL R > T4, T 2B A e T, &
AN 2220 5 B ROBORL ) TLC 551 1 o 2% )11 55
ZYREIT 7 AT TLC 2251, S ow B BEAT T4,
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