20209 H HF22% o

FEIAFZ)  Mod Chin Med

gyl

T UPLC &5 & e WA R ) K500 Jd 8 o PEAY

RIRE, HE, JLEFE, x4AH"
B HERBFRK, & KE 050011

[ZE] BR9: LRI 5O P o O R S DK 20 B R S BT, ERR R 557 il 5t
HEHATIEN . ik SRADUGEAHE R AR G 2 2 SR IR T o D N S K 2 BRI S . B A%
£ ACQUITY UPLC BEH Cyg (100 mm x 2.1 mm, 1.7 pm) 63545, DL ZH§-/K O U 2l MBS I VR IE, O O
0.3 mLemin™", £y 30 °C, IMPFAK N 225 nm(FFOENAE) | 254 nm(BUKZFOENER) . BR: - AHG T
FUET, FOIENBR R K S0 3 A R 3 RE A B SL LI B, W B R AR VS [ 209 0 0. 082 6 ~2.064 8 (r =
0.9999), 0.040 8 ~1.019 7 ug(r=0.999 9) ; SFIIMIAEE [EULHR S 51H 98.7% | 100.7% (RSD 43514 1.0% | 1.8% ,
n=9) ¢ 27 M CERBERE T, 0 NER S BOK T OE AR S50 0.94 ~7.50 5.62 ~10. 12 mg/$i, 45
W NIRRT AR L DRI, AT T T Y S ) SV

[RBEA] O AR AN, SR FO0ENEE; BKS NS

[FESES] R289 [XHEFRIRAS] A [XEHS]  16734890(2020)09-1545-05

doi: 10. 13313/]. issn. 1673-4890. 20191014001

Evaluation on Quality of Chuanxinlian Capsule from Various Manufacturers
Based on Content Determination of UPLC
ZHAO Zhen-xia, SU Jian, KONG Ya-ping, LIU Yong-li"
Hebei Institute for Drug Control, Shijiazhuang 050011, China

[ Abstract ]
dehyandrographolide in chuanxinlian capsule, and evaluate the quality of chuanxinlian capsule from various manufacturers.
Methods: UPLC method was adopted. The samples were conducted by ACQUITY UPLC BEH Cj, (100 mm x 2.1 mm,

Objective: To establish a method for simultaneously determining the contents of andrographolide and

1.7 pm) and eluted with acetonitrile-water as the mobile phase with gradient elution and the flow rate was 0.3 ml-min~'. The
column temperature was 30 °C and the detection wavelength was set at 225 nm ( andrographolide ), 254 nm
(dehyandrographolide) . Results; Under this condition, andrographolide and dehyandrographolide could be separated in
baseline. The linear range of them were 0. 082 6-2. 064 8(r=0.999 9)and 0. 040 8-1.019 7 pg(r=0.999 9). The average
recovery rates were 98.7% and 100.7% (RSD = 1.0% and 1.8%, n =9). The content of andrographolide and
dehyandrographolide in sample of 27 batches were 0.94-7.50 and 5.62-10. 12 mg/capsule. Conclusion; The established

method is simple and rapid, and can be used for the quality control and evaluation of chuanxinlian capsule.
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FE: 99.4% ) ; ZROIERCTERE S A A E 2y A
g8 MHPB A, PEE. OIF (B354, Merck,
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2 miEEHER

2.1 AiEE5MF

fajERE A ACQUITY UPLC BEH C o4 (100 mm x
2.1 mm, 1.7 pm); LACHERIBIAH A, K AR SIAH
B, BEEVEM (0 ~5 min, 10% ~15% A; 5 ~ 15 min,
15% ~22%A; 15 ~20 min, 22% ~25% A; 20 ~30 min,
25% ~35% A); FEiE: 30 °C, Ji#: 0.3 mLemin~';
K. 225 nm(AP) | 254 nm( DAP)
2.2 WA
2.2.1 RA XS WA H A o iR B AR
AP XFHE N . DAP XFHE S, 10,45, 10. 90 mg, 433
BT 50 mL R, 0 HY R O R OB 2 40 B
R R e B4y 9 4 0.208 4, 0.216 7 mg-mL ™!
HYIR A X B AR, BPAS.
2.2.2 MRl s O RS RO A
i, BRAH, HXZY 1 ORI, REEAOE, BHIEHE
b, R EE 50 mL, %%, FREmE, @
FEANE (T 250 W, #5340 kHz) 30 min, B,
B, FPRERTE, R EEAMEIRR R, Y,
UL, WEET, RIAE
2.2.3 PAMERESE AT A OO SE R RE B PERE
a Y AGE B (P T e T2, A AN & 2 W B
Feah) , FEMoE, EHREIEHEIRHS, RS inA i
50 mL, #3E, FRERE, @ALE(IIF250 W, 4
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. 1. AP; 2. DAP,
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by, hlbrdEmh gk, A LERT 7R, g5,
AP 7£0.082 6 ~2.064 8 ng 2 RIFMLMCHR, FIH
JifE: ¥V =7.863 x 10°X +6.103 x 10* (r =0.999 9);
DAP 7£0.040 8 ~1.019 7 pg & REFAILIERZ, ]
. Y=6.239 x10°X +5.327 x10*(r=0.999 9) ,
2.4.2 FEAEMERES  BU% 2.2 TR H R — 1 5
O VERE R AW, BB 201 TR 1 e 25 14 1)
O, 1,2, 4,8, 16, 24 h #FFEI &, i W TH
B, AP i1 DAP % i@ B (% RSD 43 %4 0.85% .
1.24% , KU IEATE 24 h NWEEPE R 4T .
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4, H0.15, 0.30, 0.45 g, % 3 iy, KEpE, 25l
Fie 2.2 WUR il ks A R, M2 1 Rt
TEARMFHAEINE , ORI AR, THEA53] AP
DAP 13- ) Jii 5 43 5053 51 Ry 46.64. 17.99 mg-g™',
RSD 2351 1.1% . 1.6% , FHZEEEHRIT
2.4.4 AR REE PRI IS SR S0
WCHERER 2 0.15 g, 29 6y, SpRlmALR, F. &34
W PEFRTR A AT IR TR, 2 2.2 T9 il 46 7 il 4t
AR, PR 201 WUT TSR , TR R
JILRSD, Z50LF 1, FREFZ kSRR

F1 FOERED AP 5 DAP MERKEABER(n=9)

S fk Eu”u oot H; mon AR EeR/ ?ﬂj [l RSD/
PE/mg  Af/mg mg % =/ % %
AP 7.091 6 3.6927 10.683 5 97.27 98.7 1.0
7.203 6 3.6927 10.834 5 98.33
7.086 0 3.6927 10.775 8 99. 92
7.153 2 7.3854 14.5217 99.77
7.253 9 7.3854 14.498 5 98. 09
7.102 8 7.3854 14.3325 97. 89
7.024 5 11.078 1 18.003 7 99. 11
7.147 6 11.078 1 18.122 7 99. 07
7.080 4 11.078 1 18.115 4 99. 61
DAP 27358 1.411 9 4.1325 98. 92 100. 7 1.8
2.779 0 1.4119 4.159 8 97. 80
2.733 6 1.4119 4.1712  101.82
2.759 6 2.8239 5.596 4  100. 46
2.798 4 2.8239 5.567 9 98.07
2.740 1 2.8239 5.573 8  100. 35
2.709 9 4.2358 6.9532 100.18
2.757 4 4.2358 6.997 8 100. 11
2.7315 4.2358 6.9847 100. 41

2.5 fEARINE
R IBUE: 2. 2 TR 75 vk 1 45 1 2 O R e 1
AR, TR 2.1 TR (Y @ AR IOCHERRIN E , $R 5k

PRETTRLAFE S AP FI DAP % &, 450K 2,
ANE A= Al 2Z I E 45 5 AR AR 2N LI 2.

®2 FOERED AP 5DAPHEEMNESER

mg/ K

KSR P 3/ S AP DAP
1 EEEEA AT B T 170404 282 6.0l
2 A A AT 170403  2.89  6.38
3 EREAZMARRA ] 170301  2.98  6.56
4 FRUEAZMATRAF 170102 2.00  6.77
5 FRREAZIARRAE 170103  2.03  7.15
6 FRREAZARRAE 170202 2.37  7.41
7 EEREAEZARRA 170402 2.67 5.84
8  FRUREAEZARRATH 170302 3.26  7.36
9 PUIFEAZEAARIUEAR 1706008 3.39  5.62
10 PUIBFEAZPA R EAR 170007 2.8 6.23
1 PUINFEAZEP AR EAR 170609 426 6.84
2 WIEFEASAARTUEAR 170606 3.16 613
13 PUISFEAEZER I ABRTHE AR 170206 0.94 7.05
14 PUIFEAZEPMAARSHEAW 160502 1.78 5.74

—_
W

PN B PR EAR 170002 4.43 7.15
16 VIVEIEREZ LA BRAR] 20170802 2.32  8.37
17 YLVGIEBRZDLAT IR F] 20170502 1.65 10.12

18 VLV TERRZG VA BRA ] 20170504 1.12  7.57
19 VLG TERREZY VAT BRA ] 20170801 1.85 7.3l
20 TLPGTERREZY VAT BR A ] 20170901 2.44 7.64

21 VLG TERREZG LA BRA ] 20170505 1.00 7.77

|
|
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25 T TBHAARAR 170501 7.02 10.11
26 JETEBHAERAR 170901 5.24 8.33
27 PVETRHZARRAT 171101  5.63 8.73
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