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ESTABLISHMENT OF THE QUALITY STANDARD FOR
GUNQILE-13 WEI WAN

WANG Qiu-tong, CUI Yuan—yuan, WANG Yu-hua

( Institute of Drug Clinical Trials, affiliated hospital of Inner Mongolia Medical University, Hohhot 010050 China )

Abstract: Objective: To establish the quality standard of Gunqile—13 Wei Wan. Methods: Using microscopic identifi—
cation to statutorily identify Terminalia chebula, Choerospondiatis axllaris (Roxb.) Burrt et Hili, Carthamus tinctorius, CaSO4
2H20, Punica granatum, Aucklandia lappa Decne, Myristica fragrans Houtt., Aquilaria sinensis of the prescription. Using thin
layer chromatography to identify Liquidambar Formosana Hance and Aucklandia lappa Decne. Using HPLC to determinate the
content of hydroxysafflor yellow A in Gungile—13 Wei Wan. The chromatographic column was Agela Venusil XBP C18 (250
mm X 4.6 mm ,5um), the mobile phase was acetonitrile—methanol-0.7% phosphoric acid solution (adjusted the pH to 6.04 with
triethylamine) (2:28:70), the flow rate was 1.0 mL*min™', the column temperature was 30° C, the detection wavelength was
403nm, and the injection volume was 10 pL. Results: Microscopic identification has achieved ideal identification results. The
TLC spots was fairly clear, and the Negative control has no interference. Hydroxysafflor yellow A had a good linear relationship.
The regression equation was y=3228006.9390x— 116997.8884, r =1.0000. The average recovery rate was 101.1% (RSD =
1.9%). Conclusion: The qualitative and quantitative analysis methods established were simple, accurate and sensitive, and
can be used for the quality control of Gungile—13 Wei Wan.

Key words: Gungile—13 Wei Wan; Microscopic identification; Hydroxysafflor yellow A; TLC; HPLC

s HHA : 2021-07-30; fE[E HHEE: 2021-08-29

BEEWMB: N FEPAiimidikmi A (JYCZ18-027-3)

PEE R ERM(1985-), 95, PNSEH AL =Bt B2 B 25 0 i RIS L 3787 240l
BIES: £ EME Mt # %, E-mai: yuhuawang59@163.com P 5% i R K22 2522 B¢ , 010050



NEFEARFFR 20214E10 4 5435 H5H

M- 13 BR AL I & 2008 A A
R AR e TR B AR
B UUE T RGN B R o Im IR IR
BEUBRAR , ¥ 108 5 T B P A A4 L AR <Ak
ORI M o) R AR o AR H-13 JUPE W52
P B 52 BE 2256 )5, H RSO AR Y. 1Y) 3 & A o
XP AT i o S T S A AR R Y BT
L, ARSI R - 13 BRI T T M S I A
HIE R

ZLAE BAT I L3828, OB IR 1 2h s 215
I JUAE TR 2 2T AE R BIF 9T SR, 2 2 A il o 2
B A IR WU R ER AR bk
DL A A AR A IR 288 J 70 L1 AR B 48 3R 4L
FE AR © A T 206 Py, AR B R A 1A ]
ARG 53 AL AE T (R A FNLZIAE B (5 3 B I
B4, R FE A B 0 K A (hydroxysafflor yellow A,
HSYA) & LLAE e B 23S M 1K i v Ly, 245
ke — BRI PR IR R BIF ST B, BAT Hi e
I AFCAAA TS NG ke T DR A A8 oA B 200 i A 22
SEVERT L 0 2015 Rt [ 24 OSSR 2T AB 25 b 1 o 1t 428
TR R 2 — HE HSY A VE N8R o7
K HPLC 35 5% ik 7 2T AR I 48 At A 4 HSY A F

o RtIE

1 NHB5LH

1.1 B
& k=) %
ERORAR IS Waters €2695 TR BIE AR A
- Mettler—Toledo  HEEEI—FCHI A HS A
TR MS105DU FRZH]
- Mettler-Toledo  AFEEEN—FCHI Z (a4
CEES XPR10 WA
oy TWH 2 AR Oy
R ERR SBL-22DT e
Heal Force WA TR A B
HHK R NW15UV NG|
ZIRER AL FW400A LM R A R A F
FEAERIZN GoodSee—10 R AR AT BR
s /|
MU UIS A4 W 2 e R il
XSP-BM=30AD " fur AR

1.2 XA 55X

78 G HSYA (111838-201403) , EA K E N

fi5(111525-201912)

X HEZG 0 A AE (121637-201201) , B Frh

. 467 -

MR G AR - 13 HL.(201908001 . 201908002
201908003 ) , FH P& D1 JR T 5¢ B B2 e A= ™ 5 B il A
§h(201908010) .

WAF: R 2 = 2 ey gkl Hofl Ky 4y
Mradi,

2 FEEER

2.1 ZHEF

BOAS i, B RO S SR - A A TG £ 1 TR
B BEJEL fLimdnss (A1) . NRIIMIE AR Z , K&
SRS WE B RAR S (R T3 ) . %8
BT R A B, A5 s AT 0 e 200 5 S R S0 B (R
). MNUE A6 B 828 BB 9 Ae kb, 5 3B
KAL, BREZE 60pm, IMEA HR R (Z148) . A1
YA AR, R INE KR KARSKITE, L
VR A IS AT ) o SR R 36 K A AR Al 7, R TR
RZMILERIEIE , s N & BRLDIRY (T748) . A
U RS, Tt A B (A E ) o H&E
LS, a2, N IR B AR AR A IR Y (T
) o WERERE R WA 1,

W1 RARERE A
Tab.1 Microscopic feature photos
A O ANE B SRR RRGS & CRTE S0
D. ZIAEAERYRL E. P4 P8R R A
G. A BN ARG S H. DiE RGgadl e



. 468 - Journal of Inner Mongolia Medical University  Oct. 2021

2.2 HEEELR
2.2.1 HAENEH)Z GRS 5

BUAS i 2.0g, B3 B, i 10mL F %, FF R 75 A 3
20 535, B AR A SRS . 3 BURAE N X
WA 2541 0.2g A1 A A3 8 2.0g, [8] 92 - 51) i kg %o et
ZRE S WORT PR X BV T . AR 45 S, T2 AR
HEEE GF254 W24, J FF 50 R 1E O ot - 412 T -
A% (60 ~ 90°C) - UK B R (6:3:2:0.2) , F il =X
HAELRHMT (254nm) TR AL, 2 GG L 2,

B2 a5 B, A g X BE 25 B i T R 1
A FBE AR SV TR G R

B A J A (] 2 R BRE 5 P T G s A
T
2.2.2  ARFEFHEEIE L)

HUAS i 2.5g, B3B8, i 10mL H %, R R 7 Ak B
0.5 /N, 308 VE B A . IR EARE N
T X HEC S o HE B R K 0.5 mag/mL 118 X6 BE St 25 VAR o
IR AR 1A i 2.5, (]9 T RS B PR X B R .
4% S, WEE MO RERE G HE MR, R IF R AR E
Ye—FHIR CBE-F R (15:5: 1), Kl 7 X st 1975
T R VAR, NN B N S T b . 2
LA 3

RNV AT VNS R W e e [P O N G R eas i T4
T VAT S, A A TR R 55 0T B V5 VR RE(ELAR ()
A0 B SR ] B B 3 s 5 (9 e B el g Y A
T

2 WA TLC A A E K3
Tab.2 Liquidambar

AFETLC L5 A
Tab.3 Aucklandia lap—
Formosana Hance TLC Iden— pa Decne TLC Identifica—

tification Chart
1-3. ik fh 4 WFE AR
XFARZGHE 5. B IR

tion Chart
-3, ik dh 4. EE K
AR A 5. BHEXT E

Vol. 43 No.5
2.3 2EMT
2.3.1  EREEM
Bkt ZH
ek Agela Venusil XBP C18
=]

(250 mm x 4.6 mm ,5 p,m)
F - 215 -0.7%BilR (1 = e

LA el pH 4 6.04) (28:2:70)
LioallNES 403 nm
FEIR 30 °C
pimed 1.0 mL*min™
HEREIARFR 10 uL

2.3.2 R

A SRR R 28 PRI 1.7, K % 259% H
25ml, FREE, B 40 2080, B0A  FRPREE , FH 25% T
Hh L B0 543 (5 38 7000r/min) |, B F 37 WA R it
RO VAE R . FEBCHSYA X BR 5, 0 259% B A AR
56.79wg/mL AT RE SE TS o OB 1.7, R
T G B 2 ot BT
2.3.3 HIkEEEE
2.3.3.1 LEMELK

FE“2.3.17 A5 S50 T8 BRI & 1 =i
AR E e R E . EitRILE 4,

0.001
000 050 100 150 200 250 800 350 400 450 500 550 600 650 7.00 750 800 850 9.00 9.50 10
el

K4 £EHRKEeELHE
Tab.4 Exclusive experiment chromatogram

LFRSEeTAb s a2 A KHIRGE: B IS CLBReTAERATE A,

Bl 4 45 5L 7R, 7EAR [R] Al O B3 B ) Ak , (435
XoF B gt 0,5 ] v B8 i 1 O 5 ISk R 3 ]
To i 0de  BH , & & k5
2332 KMEREE

TBC T AR )2 P X R VAT, 49 RS 6 W 2 L
SpL 10wl 15l 20wl 1 25w L 5 B AR 22, DA G
TR A S EA T4, 5 A I3 1 FIIET S



MELFEAHRFFR 20214410 4386 50 . 469 -
F1 fEd&BER
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Fig.2 Test results of Sample recovery test

o fEin(g) &R (mg) MEMMAR (ng)  WiEEE(ng)  BECR(%)  FHEKR(%)  RSD(%)
1 0.8572 0.7458 0.3353 1.089 102.2
2 08601 0.7483 0.3353 1.097 104.1
308588 0.7472 0.3353 1.087 101.2
4 08581 0.7465 0.6707 1.435 102.6
5 08541 0.7431 0.6707 1.424 101.6 101.1 2.05
6 08559 0.7446 0.6707 1.427 101.7
7 08523 0.7415 1.0060 1.732 98.4
8 08517 0.7410 1.0060 1.734 98.7
9 08528 0.7419 1.0060 1.737 98.9
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Fig3 Assay result
v 0 1
W R - R oy (TR ETEE

201908001 1.7028 1743599 1764655 1754127 0.8655 0.8670
1.7033 1761806 1760135 1760971 0.8686

201908002 1.7038 1750251 1749313 1749782 0.8628 0.8629
1.7033 1741767 1757738 1749753 0.8630

201908003 1.7031 1745425 1759227 1752326 0.8644 0.8692
1.7087 1769512 1785266 1777389 0.8739

201908010 1.7035 1839215 1845204 1842210 0.9085 0.9181
1.7084 1887214 1885161 1886188 0.9276
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