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Abstract: Objective To establish an HPLC fingerprint determination method of Compound Shiwei Tablets (CST), and apply it to
the quality control during its preparation. Methods Agilent 5 TC Cis (2) (250 mm < 4.6 mm, 5 um) column was used for HPLC
with a gradient elution of acetonitrile-0.2% phosphoric acid in mobile phase at a flow rate of 1.0 mL/min. The wavelength was 235
nm, the column temperature was 25 “C, and the injection volume was 10 uL. A total of 14 batches of CST and three batches of CST
intermediates (extracts and granules) were measured. Results A common pattern of HPLC fingerprints of CST was established, and
18 common peaks were demarcated and five of them were identified. The relative peak retention time RSD of each batch was <
0.3%, and the similarity between batches was > 0.990. The similarity between the same batch of CST intermediate and its preparation
was > 0.990, and the correlation was good. Conclusion The established HPLC fingerprint of CST is simple, effective, and
reproducible, and can be applied to the quality control of intermediates in the preparation process of the preparations, which provides
a basis for the overall quality control of CST.
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Agilent 1200 4 = BORUAH (4 1% A-VWD o 25
Agilent 1260 7 = R AH 4 14 -DAD 2%, 55 [
Agilent A & ; MS204TS/02 %! Hi 7K XSE205DU
T HaZ— B Rr, R -ER 2 A (E
) AMRAT,; KQ-500DE #f&imiEriss, B
TR AR PR A ] Milli-Q #E4liK 248, £E
Millipore A #] .
1.2 iK%

SR AR R ER (b5 110753-201716, &4
% 099.3%). EEREIEEEE (5 111920-
201606, JRE /2% 97.6%). KT (L5 0831-
950, Jii 5441 100%) . ¥ F (fit5 111860-201102,
JRESTE 93.8%), I rh E A 52 R e AT
Biis X HE BAS T 0 (b5 151208, FiESH=
98%) T BRI R A B ARA IR AR LM
g, ik, S£E Mreda A7) R, #r4d,
RETH RS WAL= AFIG R AR B, fideal,
RER I TAHRAF; AN Milli Q H4iK.

CST, #BERRINVAERAR AR, #57050H
630286 630076. 730381, 730385. 730389. 730390
730391. 730425. 730428, 830117. 830118. 830121.
830122. 830182, Z3Jll%i'5 Ny S1~S14; CST Hi[A]
W QRE. BkD, SERIVERARAR, it
43529 730389, 730390, 730391; £ ¥ MK EH R
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TE . MR T RHEY X & E i Astragalus
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21 ik Y

iRy Agilent 5 TC Cig (2) fhifif: (250
mmXx4.6 mm, 5um), MM NZHE (A) -0.2%H
fR/K (B) ¥, BREEPEME: 0~30 min, 3%~11%
ZNE; 30~45min, 11%~16%ZJE; 45~90 min,
16%~30% ZJiE; i 25 °C; AR & 1.0 mL/min;
K%K 235 nm; HEFEE 10 pl.
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ug/mL YR A5 R VAT
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CST Fe s A TG T4k
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Fig. 1 Fingerprint of 14 batches of CST and its reference fingerprint (R)
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Fig. 2 Common peak attribution map in fingerprint of CST
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Fig. 4 Batch No. 730389, 730390, and 730391 of CST
finished product-granules-extracts fingerprint
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F 1 CST pim-Fhi- 2R EEHEINE

Table 1 Similarity of CST finished product-granules-
extracts fingerprint
X — *EM\E -
=HE kL i
730389 0.998 0.998 0.999
730390 0.998 0.997 0.999
730391 0.997 0.996 0.999

3k CST ML W=H J it it SC L 1] FR ARABL 2 3
KT 0.990, AHEBUEES, $iW] CST il L2
FasE, & F B HRE . R B T AR e R AT
3 g

31 i miaisl & F e

311 REUARIFESE  ABAHEL T ARSEEAF
(IR, 80% M EE. 60% . 40%HIIE. LB, 80%
LB 60% 0 40% 1) X CST AT ib#E,
P itk ], 45 5L R A8 60% FHBEAE 9 H B
A, &Rk sy B RUR G, WETRUR, $REUR e 4
312 HEUTEEL  AHFFLHE S [ R AN
[ 2 PP EU7 0, 4550 2 Py vk i) (it ] e i R
K EH T EZES, HEIEAEERIEREE, W
1M 338 FH R P

313 fRHUN[aIEE AW HE L T AR
/A (30, 40. 50. 60 min), 5% E/R#EA 50 min
I 5 60 min &AL A g HFC R 225, B m T
#E A 30 40 min, UiHIHE A 50 min ATPEELSE 4,
LG 75 B[] 5 24 50 min.

32 BIEFHMML

321 (IEREMEEE 3% T Agilent 5 TC Cis
(2) (250 mmXx4.6 mm, 5 pum), Agilent 5-HC Cys
(2) (250 mmX4.6 mm, 5 um), Intersil ODS-3 (250
mm>x4.6 mm, 5um), 3 FARFEES @R, 243
F WK Agilent 5 TC Cig (2) it (250 mm X
4.6 mm, 5um) B, ZREHEIREOE E ) kg
T T 53 8 P 55 7 T A T HAR B S i i, e
O TE AT PR SIS AT

322 KK RLERE S DAD A&t ik
FEMEEAT 190~400 nm 4K, EE 225,
235. 265. 285. 300. 320 nm &5 &b A i i K k4T
FLi o dr, 45 SRBHIZE 235 nm KR BT Ok ) £
WE(E B E, RSy B U LB B HL
T Aa, WeERTIE A e S 235 nm.

3.3 HWHTHEER

CST (R I ATERr s 9 T HERRIEAD X
IR, R H A2 S R 2% 7R R B ok
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A AL PR 2% U, BRI B 6 CST A i Fia S0 i
HRE B o 7/
3.4 HIEIEREREHIRINE

¥ CST Hhfalfk CRTRL. WHED B0 LR i
SO AT R A, Herp ST IE 2, HLREIX
H TR AR RSE st (10 €6 3% LA AU SE 5, 08 P 22 ST
CST i S B 7 i 8L FH T Lt 7R R 1) Jo B A
JEN AT H TSR, e RN
AAe, DI ZCE 2 A A R R S IR it LA
NARVT CST il )i # A B A o ], AT SE
. ARt AR CST R .
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