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B R H IR sl R A P 2 &35 s B s A B IR R 40 (2012 BR) BEAT AR IR, A R SE RSN R A BRI T T 3R,
SHA T ER OI0MRAL S EARAISLEEAME A 0.992~1.000, 5 FE T 17 ANERAME, 350 5 MRS, 2 A ER
B (4 59%) BARE (S 59%).2,3,5,4 - WHRK SR THH (9 54%) FIA8 (10 5%) (E 2 (16 54%) . L3 R4 09 2R L 55
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95.87%,98.20%, 98. 57% , 98. 89%, 99. 67% , RSD % % A 2.25%, 1. 40%, 3. 84%, 2. 71%, 0. 94% (n = 6) ;5 # B2 89 & F % A A
0.522~0.552 mg/ g.8.801~8.993 mg/g.0.496~0.518 mg/g.0.888~0.903 mg/g.3.011~3.057 mg/g(n=10). 55t Mz
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Establishment of HPLC Fingerprint and Content Determination of Five Components in

Shenwu Yizhi Capsules
HAN Shuang',BAN Wenming',BENG Shujuan®,CHEN Li*,PENG Can’,LI Guiping'
(1. Taihe Hospital of Traditional Chinese Medicine Affiliated to Anhui University of Chinese Medicine ,Fuyang,Anhui,China 236600; 2. School of
Pharmacy ,Anhui University of Chinese Medicine Hefei,Anhui,China 230012)
Abstract: Objective To establish a high — performance liquid chromatography (HPLC) fingerprint of Shenwu Yizhi Capsules, and
to evaluate their quality. Methods The chromatographic column was Dalian Yilite SinoChrom ODS — BP column (250 mm X 4.6 mm,
5 pm),the mobile phase was acetonitrile — 0. 1% formic acid aqueous solution (gradient elution),the flow rate was 1.0 mL / min,
the detection wavelength was set at 315 nm for ferulic acid, chlorogenic acid, puerarin,2,3,5,4 ' — tetrahydroxystilbene glycoside
(8.1 - 20 min) and 254 nm for curcumin (22 - 65 min),the column temperature was 30 ‘C,and the injection volume was 10 pL.
The fingerprints of 10 batches of Shenwu Yizhi Capsules were established, and the Traditional Chinese Medicine Chromatographic
Fingerprint Similarity Evaluation System (2012 Version) was used for similarity evaluation to identify common peaks, and the

content of identified components was determined. Results The similarity of fingerprints of 10 batches of Shenwu Yizhi Capsules

"EEWH e A AR AT R E AT A E TR B [202304295107020116 5 % 4 40+ F4F B 2545 K 4] 37 X R HF 5 R
B [2021ZYYB23]; % #F & 25 X 3206 R AH#F 3 B (% =3t)[2021LCTHO7 ],
F—EE S, B MR A, AL R T @A FHRMNTLS ERA, (8-F45H )hs_220@126. com,
CEEMER L, B AR A B BT R A @ A F B B S R, (BT 15 )bwm5789@163. com,

IIIIFIIIIIIIIFIIFIIFIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII>D

[11] WOAR, AR AT #%,% . (PRARIFE L L)2020 4
B B R B EBIREARENREK[T]. B o
2 %,2020,40(11) :2075 - 2081.

[12] P Bk, Eoesf, 208,50 £ B P M b a2 FasrL[]].
IR R L 3k,2019,40(1):31 - 32.

[13] £, ke, T &3, 5 . FEF 54 o @adey B iR
W ARAEL]]. PRI P ,2018,20(2):217 - 223.
[14] & R, #Re, 00 #,5 . JFAP 33 HRHBH G LC-
MS/MS 5 GC - MS/MS %l 7 i:aF7[)]. BRERES,

2022,18(9):50 - 56.

[15] 4% 4x,shshsh o 2% AT(PHRARKAEG L)

68

BRALFT AP 33 A 2R R AR 25 5%, 58 He ) 09 AT AL FE ik [T ].
BT E K FR,2022,41(6) :82 - 88.

[16] & 14,38 &, &4 4,5 . QuEChERS - &A48 &% - &
KR EMNERF P B AREEGI]. RHFFR,
2017,19(3):366 - 373.

[17] Z&W, 5k #F,ZH/R, 5. BAFER - A ME#H - $3%
FEgxEm e R g 126 FFRBAG([]]. RBHFFM,
2021,23(2):405 - 413.

[18] Mk ¥ . A&k - = F WA B Bk Fal 2 Kot f
63 ARG S EG[]]. IARLE,2021(16):176 - 183.

(ki H 1 :2024 - 02 - 21 ;& [ H 111 :2024 - 08 - 03)



IR -

Inspection and Test

&%

China Pharmaceuticals

202541 A S H 23455 1)
Vol. 34,No. 1, January 5,2025

was in the range of 0.992 - 1.000. Seventeen common peaks were identified, and five components were identified, namely
chlorogenic acid (peak 4),puerarin (peak 5),2,3,5,4 ' — tetrahydroxystilbene glycoside (peak 9),ferulic acid (peak 10),and
curcumin (peak 16). The linear ranges of the above five components were 5.80 — 58.80 pg / mL,37.10 - 371.00 pg / mL,
12.40 - 124.00 pg / mL,2.75 - 27.50 pg / mL,12.00 - 120.00 pg / mL (r 2 0.999 0,n = 6). The RSDs of precision,
stability,and repeatability test results were all lower than 5.0% (n = 6).The average recoveries of the above five components were
95.87%,98.20%,98.57%,98.89%, and 99. 67%,with RSDs of 2.25%,1.40%,3.84%,2.71%,and 0.94% (n = 6),respectively.
The contents of the above five components were in the ranges of 0.522 - 0.552 mg / g,8.801 - 8.993 mg / g,0.496 -
0.518 mg / ¢,0.888 — 0.903 mg / g,and 3.011 — 3.057 mg / ¢ (n = 10),respectively. Conclusion The established method is

simple, fast, stable,and reliable,which can be used for the quality evaluation of Shenwu Yizhi Capsules.

Key words:Shenwu Yizhi Capsules; HPLC;fingerprints;content determination;quality control

Z OB RERRTTE S AS NS HEAE A
B AR AR A B VRS 9 sk rh 24 Uy, R AL TR
PAR & FRIG YT i s RN SR i 20 56 S BRI 45 M
S (VaD) STk R 25 FLAE P42 4 2 -8 L R B TiRYT
VaDU) U A RUS B0 ik A3 | B R SR E R
DLAR IR BE S R e GR % B T 5 58
S Sy 12 Bt o ), e = R o 4 o) R o) R R M A
FIWETE , FES 5 R TOE S Tl kA = . 5 5
fi B DRI LAk Ty v 2 h A 2 O TR o O ] A
Gt A 5 5ORR €6 3 (HPLC) B30k 1 3k TE 3250 28 BT A3 A
51 IEAER  HPLC 8 8C B3 4 AR & s, AT [w] B
LGRS, BE T AER PRS2 R AR
WF5E Rk I HPLC 8 S0 BHE 45 & 2 08 8 A
LR S 5 25 580 e 2 19 Joi o, Ay JHG I s o4 1) ) 3T 42
W% FRGEWT .

1 UFE5KH
1.1 {4=8

Thermo /5 S0 AH €4 1% 2 4t (36 [E Thermo Fisher 28
A ) 5 YL — 060S 78 75 I 15 UepL (55 ma 0 5 8 75 I8 Rh
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(250 mm X 4. 6 mm, 5 },LHI) ;s 2B (A) - 0. 1% H
PR K 5 (B) , B BE PR B (0 ~ 6 min Bf 10%A — 18%A,
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Tab.1 Similarity of evaluation results of HPLC fingerprints of
10 batches of samples

BE S0 0B M S %% ST 88 %9 S0 R
S 1,000 0.996 0.995 0.999 0.997 0.998 0.999 0.998 0.998 0.994 0.998
S20.999 1.000 0.997 0.992 0.995 0.997 0.998 0.995 0.998 0.996 0.992
S30.998 0.998 1.000 1.000 0.997 0.998 0.994 0.999 0.998 0.995 0.999
S40.998 1.000 0.998 1.000 0.998 0.999 0.996 0.998 0.996 0.996 0.998
S5 0.997 0.999 0.997 0.996 1.000 0.993 0.997 0.995 0.994 0.998 0.994
S6 1.000 0.999 0.998 0.999 0.999 1.000 0.996 0.998 0.996 0.997 0.99%6
ST 0.999 0.993 0.999 0.998 0.998 0.999 1.000 0.998 0.996 0.995 0.998
S8 0.995 0.996 0.999 0.998 0.999 0.997 0.998 1.000 0.997 0.998 0.997
59 0.998 0.998 1.000 0.998 0.999 0.996 0.998 1.000 1.000 0.994 0.995
SI0 0.994 0.999 0.994 0.992 0.995 0.997 0.998 0.993 0.995 1.000 0.997
R 0999 1.000 0.98 0.995 0.997 0.994 0.997 0.996 0.99%6 1.000 1.000
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Fig.1 HPLC overlay fingerprints of 10 batches of samples
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9.2,3,5,4 ' - Tetrahydroxystilbene

A BHR R IE IR

SRR

4. Chlorogenic acid 5. Puerarin
glycoside  10. Ferulic acid 16. Curcumin

A. Test solution B. Mixed reference solution C. Chlorogenic acid refer-
E.2,3,5,4 " — Tet-

F. Puerarin reference so-

ence solution D. Ferulic acid reference solution

rahydroxystilbene glycoside reference solution

lution  G. Curcumin reference solution

Fig.2 HPLC chromatograms of the reference solution
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4. Chlorogenic acid 5. Puerarin 9.2,3,5,4 '
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4. BRER

- Tetrahydroxystilbene
glycoside 16. Curcumin
A. Blank solvent peak B. Test solution C. Mixed reference solution

Fig.3 HPLC chromatograms of the specificity test
At , 7% 2. 2 00T I ik il g R A TR, 95 2. 1T T 3K
FAFREREIE T R0 SR LR 2, R W7

SE AT 6007, HiRE A L B I 100% ITAKE R X SR ERG B R AT .
%2 FELERER(n=6)

Tab.2 Results of the methodological investigation (n = 6)
) . L EE RSD(%) A EDR I (%)

R =375 42 .
(pg/mL) WEARE RBTHRE TEEXE PFHwKkFE RSD
FRBR Y=280.38 X-1721.7 0.9995 5.80~58.80 4.59 3.55 4.04 95.87 2.25
Bk Y=193.37 X-5992.5 0.9991 37.10~371.00 3.83 1.10 3.57 98.20 1.40
G Y=861.15X-897.79 0.9990 2.75~27.50 1.70 1.22 1.33 98. 89 2.71
2,3,5,4 -w@HEAZRKLHF V=386.74 X+669.92 0.9990 12.40~124.00 1.84 1.34 1.45 98.57 3.84
ES ¥3 Y=251.13 X-266.83 0.9997 12.00~ 120.00 1.69 1.31 1.73 99. 67 0.94
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Tab.3 Results of the content determination of five components

in samples (mg / g,n = 10)

2,3,5,4 -w@mHpA=

%% GRE BAE " EE A ST S 3
R

sl 0.529  8.899 0.893 0.512  3.011
s2 0.552  8.902 0.897 0.496  3.041
3 0.538  8.897 0.903 0.514  3.044
84 0.548  8.916 0. 899 0.516  3.012
S5 0.522  8.801 0. 888 0.512  3.040
s6 0.544  8.898 0.903 0.514  3.057
7 0.549 8.913 0.899 0.518  3.047
S8 0.546  8.812 0. 896 0.506  3.056
9 0.547  8.993 0.902 0.513  3.038
S10 0.530  8.898 0.893 0.505  3.049
3 Tt
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