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Quality standard for Qingchang Suppository

HAN Zhu', CUI Bo', LU Jing', ANRui'*, XU Li-wen’*,  WANG Xin-hong'
(1. Shanghai University of Traditional Chinese Medicine, Shanghai 201203, China; 2. Longhua Hospital Affiliated to Shanghai University of Tradi-
tional Chinese Medicine, Shanghai 200032, China)

ABSTRACT ; AIM To establish the quality standard for Qingchang Suppository (a medication for ulcerative coli-
tis, made from Notoginseng Radix et Rhizoma, Indigo Naturalis, Rhois Chinensis Galla , etc. ). METHODS
TLC was adopted in the qualitative identification of Notoginseng Radix et Rhizoma , Indigo Naturalis, Rhois Chinen-
sis Galla and Portulacae Herba. HPLC was applied to quantitatively determining the contents of notoginsenoside R, ,
ginsenosides Rg, and ginsenosides Rb,. RESULTS The TLC spots were clear and well-separated. Notoginsen-
oside R, , ginsenosides Rg, and ginsenosides Rb, showed good linear relationships within the ranges of 1.007 5 —
8.06 pg (r=0.9999), 0.99 -7.92 ug (r=0.999 1) and 1.012 5 -8.1 pg (r=0.999 1), respectively,
with all the average recoveries of more than 95% . CONCLUSION With good specificity, this reliable and accu-
rate method can be used for the quality control of Qingchang Suppository.

KEY WORDS: Qingchang Suppository ; Notoginseng Radix et Rhizoma ; Indigo Naturalis; Rhois Chinensis Galla

Portulacae Herba; notoginsenoside R, ; ginsenosides Rg, ; ginsenosides Rb,
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R\ AZRH Rg, MAZ R R, EAE, "H
ke B P M — 5 AR AU, RISt n] £

UEILIE R 2454 42
1 UE5R%
1.1 L% Agilent 1260 =545 W AH A 351 (10 &

G1311B AU PYJCHS % . G1329B Al [ sh ik ke 4% .
GI316A BRI fE iR 4F . G1314F & VWD £ I £5% )
BT125D HL 7K (0.000 01 ~120 g, ZELFIHF
FALASA PR 7] ) 5 KUDOS HKS200H % i 8 7 %
TEVEIE (200 W, 59 kHz, iRl S IEA R
NH]) 5 Centrifuge 5424R B0 #HL (1 [E Eppendorf
IHE)) 5 70061887 i 5 IR A #%  ( Labnet /23 #] ) ;
HSG )2 M. HSGy, v )Z MR (M & VLA RE BT &
ABRAF]) o

1.2 X% AZEHRb, . AZEH Rg . WET
fR . BEWE. BE K LLXREY (dit5 40 5 A 110704-
201424 . 110703-201530 . 110831-201204 . 110716-
201111, 110717200204, [ £ 5 24 & A < 5T
Be); =L R, XFHG (it B21099, LigJE
AR AR AR o AT DU xS B 2544
(4IL2 43 531 & 121078-201103 , 121598-201302,
E gy i e spe) s =LA gy
WRARAT; HAET . Dk, HEMKA WA
AR IR R B IR T, R 2 Y A PR
IS E IR e TE MR (JEARBE B Be N R,
HEE4 54 20140513, 20140516, 20140521) . Z,
okl (FERRRIIR [ ] BHEATR]) 5 K
ek HA Y Ry s Hr At

2 FHESHER

2.1 TLC %5

2.1.1 =+t BUEME 3 H, SRR, BRmA
15 mL7K, KIEHInIERL, A 15 min, & 3
W, B, W WS, KM ANE T 25 mL,
FE, PREE 10 min, HCE 2 h, B0, BEIEWR
AN 3 A KRN IE TS, #2750, B0, BUET R
2, ZET, BRIEINHEE S mL, 1R A
W WL BAR 0.5 ¢, Ik S W, MK
FUIETEES mL, %3, HABAIEFE 1, 5% H
g 1 mL, YEAZMALLTIER . = LB R, .
NS RAF Rg, KIS T Rb, XIS, i B sl
1 mL % 0.5 mg X RS ATR GV, 1E ARG XS
PRI IR o BUSR =LA LM 2 bF, 4247 Lt K
TN =L BIHERES, [R5 B X
VSR

1750

FeiR (b 24 ) 2010 4F i — R B 5% VI B,
MR RIS 1 L, 230 T R — R G )R
M b, DKM ANIE T BE-vKEERR-/K (4:1:1) R
JEFFFI T, B, B, WELL 10% B AR I W,
105 CHIAERE R B ATEM . 4558, Hhila ik fe
55X B S S A N B B AR R SR B, B
T, WK1,

1~3. Wte 4. =1L 5. IRAXEGS 6. PIEXHEM
1 -3. Qingchang Suppository 4. Notoginseng Radix el Rhizoma
5. mixed reference substance 6. negative reference substance
1 =+ TLC &R
Fig.1 TLC chromatogram of Notoginseng Radix et Rhizo-

ma

2.1.2 FE BEMAE 1K, 10 mL =& BT
SRR, W2 mL, BTFE.LET, 12 000 r/min 5
OS5 min, W BVEW, AR AR R,
HHE S0 mg, =W %5 mL, FE-HHE, I,
UEWANE R M BRI . D IGHE R . BE RLDX IR
o, R T mL 235 10 0.5 mg X R A Y
RETW, TERIREX IR . BT BAM YL
fhZiht, $Ab T il B T2 A N 5 1 B B PR R
i, R A B M RV

e (b [ 25 L) 2010 4F R — AR B 5% VI B,
W IR WAS S L, 230 s TRl —REE G )R
Mk, DIHZR-= W Ee-INIR (5 :4:0.5) A&
TERRTE, Wl , B, 452R, e @i TE St
R Sl AT AR P A B L, S A ) W € R SR 21 A
M BT, WK 2,
2.1.3 TfET BUERE 1RGO INHEE S mL,
1S min, PE, UEWAPEHR A AR O
55 0.5 g, [k p Al W, o3 A%
TXHR 0.5 g, [A) 7 25 X B2 M Lt i i V. 19
IO -0 R I, F A A 1 mg/mT
MRSV o MRS LA AN M 24, 4k J7 el
K TR G TG RIS, [a] kil 2 B
Xof AT
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1

1~3. Wt 4. HH S REXIM 6. BRI

1 - 3. Qingchang Suppository 4. Indigo Naturalis 5. mixed

reference substance 6. negative reference substance

2 B8 TLC &itE
Fig.2 TLC chromatogram of Indigo Naturalis

e (rp E 25 L) 2010 AF i — FB B ¢ VI B,
M RS 2w, S0l d TR — R G R
b, A=W Ee-H IR OBR-HIR (55 1.5)
RIS, W, B, SAMDEAT (254 nm)
TR SR, KAl Gk e S IR R | X R
I AAE L, BARRBERSED, AT
e, WIE 3,

1~3. ke 4. T 5. TG TR 6. R TR R
7. MRS IR
1-3. Qingchang Suppository

4. Rhois Chinensis Galla 5. Rhois

Chinensis Galla reference substance 6. gallic acid reference substance

7. negative reference substance

B3 #HfEFTLC &ifE
Fig.3 TLC chromatogram of Rhois Chinensis Galla

2.1.4 g0 BUSAE 4 H, ok 20 mL, H
MRV pHAEHZE 3 ~4, WiZ3 h, ki, wEWlzT,
FRHTINOK 5 mL A, A 50 B h i i,
e 2 g, [k A 250 KA I o3 U 14 0
X2 g, TRl A Xk R 254 (s il 3 . IER o
WA AL, FALTT LB K T2 A& o
TSR BATERE A, ()35 A B 1 o B A

IR (Pl 2yde) 2010 4F i — R R VI B st
5, WHC RIS 1 ~2 ub, 2058 T A — R
G =M L, DK AIE T BE-0KEEAR-K (421
1) HJEITRIETT, By, B, milLo0.2% Bi=
M S, 110 COm 2= BE 0 (i i, 4528,
(T G Z R DO WIEE Y v RN o VA O VAT il S T
FIBE B, AT, W4,

'.
) w9 -

: & @ (

L~3. it 40 AT 5. DWTEXTIRA 6. BRI G
1-3. Qingchang Suppository 4. Portulacae Herba 5. Portulacae Her-

ba reference substance 6. negative reference substance
B4 D53 TLC &iLE
Fig.4 TLC chromatogram of Portulacae Herba

2.2 HPLC &
2.2.1 {aigsft Agilent TC-Cq {0 FEAE: (4.6 mm x
250 mm, 5 pm); WAIFHAK (A) -2 (B), #
FEWEDE (0 ~12 min, 81% A; 12 ~35 min, 81%
~70% Aj; 35 ~50 min, 70% ~55% A); Kl
£ 203 nm; AFREE 1.0 mL/min; #7827 °C,
2.2.2 RAXISERMATHE BEKRR LR
R, ASRAF Rg. ASRAF Rb XI5 &
JIEF 4] % 0. 403 . 0.396 . 0.405 mg/mL & 4 %t
HEA R o
2.2.3 MBS BOE AR 10 B, B
W, WH), KWEEEPRE 3.8 g, MUK 15 mL, ZKIEM
Pupsmh, & (200 W, 59 kHz) 15 min, Y4 |
W, RIS TR, BIK 15 mL, /I 1
W, IETEEAER3 K, K20 mL, BT, 7
T, HEEAZE25 mL, JAERTZ0.45 wm fHfLuE
g, RIS,
2.2.4 LREMRE WEmRL T ek T2,
IR & =B AR S, 4% “2.2.37 R
T4 SRR W, R BT A X IR L it
B MBI PERE i A 10 pl, SR AT . S52R,
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C. BATEXS
I =tER#FR, 2.
1. notoginsenoside R, 2.

E5 HPLC @it
Fig.5 HPLC chromatograms

ANSRF Rg,

ginsenosides Rg;

3. AZmAF Rb,

3. ginsenosides Rb,;

2.2.5 KMECHRFL KEWE “2.2.27 T
RO MM EW 2.5, 5, 10, 15, 20 pL, 7F
“2.2.17 WAGERME MR, DIERIAL (V) Xk
B (g, X) ZRMERNE, Z5R0E 1,

®1 3MESMEMEXER

Tab.1 Linear relationships of three constituents

ERBIFR, . ASEHF Rg, . AZE1F Rb, RSD 43l
F1.32% . 1.04% . 1.04% , B HLE 5 7 W 7

% fo] )= 7 LNV g r
“LEHR, Y=41.12X-5.49 1.0075~8.06 0.999 9
ANZHBHA Ry V=190.38X -58.68 0.99 ~7.92 0.999 1
ANBHEIFRb,  Y=88.54X-30.73 1.0125~8.1  0.999 1

2.2.6 KB OREHIEC “2.2.27 TR
GRS TR, BRI 6 R, AR = LR R, .
ANZRBAT Rg, . AZ AT Rb, W RSD 43 5]
0.55% . 0.99% . 1.18% , F2WI{N ek % i RAT
2.2.7 BmEMRE HBUEHREA (£493.8 g, it
H20140513 ), 4% “2.2.3” Wi F i FA7H 4 6
I EEA S W, SR, DA = LR R A
ZEH Rg . ASRAY Rb, FX¥ &4 57058
3.50, 3.35. 3.26 mg/g, RSD 4» % K 1.98% .
2.53% . 1.80% , RUZITEEEMRL

2.2.8 faEtEEe  BUEWRemA (£493.8 g, it
5 20140513) , ##¢ “2.2.37 WU 5 ik A Ak
W, T0,2, 4,8, 12, 48 h yilllE, M=
1752

48 h Ij\j%z'g%m\/_\r‘éo

2.2.9 AR

WCE A BB BN ke

(415 20140513 ) 6 {7y, HEOINATR A XS B8 5
(=t®BH R . ASRH Rg . ASRE Rb, B

R SE S 1372

1.264, 1. 156 mg/mL), #%

“2.2.37 TR 7k A I AR U, BERE 2T,

LRI 2.

R2 MELKRRBER (n=6)

Tab.2 Results of recovery tests (n =6)

ket JEA/ AR PR/ IR/ SR i RSD/

g mg

mg mg % /% %

1.964 3 6.875 1
1.9875 6.956 3
1.9123 6.693 1
1.9547 6.8415
1.9389 6.786 2
1.999 3 6.997 6
NS R Ry 1.9643 6.580 4

1.9875 6.658 1

1.9123 6.406 2

1.9547 6.5482

1.9389 6.4953

1.9993 6.6977
ASBIFRb, 1.9643 6.403 6
1.9875 6.476 3
1.9123 6.234 1
1.9547 6.3723
1.9389 6.3208
1.9993 6.5177

6.860 0 13.664 0 98.96
6.8600 13.7720 99.35
6.860 0 13.3410 96.91
6.8600 13.476 0 96.71
6.860 0 13.5650 98.82
6.860 0 14.013 0 102.3

6.3200 12.869 0 99.50
6.3200 12.9630 99.76
6.3200 12.5310 96.91
6.3200 12.680 0 97.02
6.3200 12.768 0 99.25
6.3200 13.152 0 102. 1

5.7800 12.0220 97.20
5.7800 12.1590 98.32
5.780 0 11.725 0 95.00
5.7800 11.8820 95.32
5.7800 11.9130 96.75
5.780 0 12.394 0 101.7

98.84 2.05

99.10 1.95

97.38 2.51

2.2.10 FEMEASME B3 #HE (20140513,
20140516, 20140521) #£5, 4% “2.2.3” Wi F

V) A5 B
W3,

SibRikat RS AR, 45R

x3 SHAENELER (mg/g, n=3)

Tab.3 Results of content determination (mg/g, n=3)

M5 LR ABGFRy  ABERD
20140513 3.47 3.33 3.25
20140516 3.71 3.56 3.48
20140521 3.98 3.81 3.75

EHIE 3.72 3.57 3.49
3 i

E=-E TLC %5l R, DL (R E 2y i)
2010 B 1y & JF 7 = S H Le-4 R 4 BR-H EE-OK
(15:40:22:10) JBIF, KRBBESBR, o855
Rk, 2% 3CHk [5-6], LIIE T BE-2 R 4 -7k
(4:1:5) LEER. A0-HEE-K (13:7:2)
KAKMANIE T B-vK B fR-/K (42 1: 1) HIRIF%
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PF, BRI ANE T BE-vKBR-K (4:1:1) B
MW, Y BSREYS, AR A

TR TLC St Bk ™, R TR A
BT & AR, LR [RETT R 26 1F R 4% B AY
Or B ERIANEIAL o R LA A o W 2 R IR AR AL
FERAHSCIE TS 2 B, P LA - = G W e -9
(5:4:0.5) REIFIEI, KRIERBIEWT, W
Hor e R

FETAS T TLC %)t A eh ™ L (P E 2
#) 2010 J Y e IT 50 = S W - R £ 1R-H R
(5:5:1) JBIT, RMBAEITATES, A —
SEMIHERE LG o K ORI 5 o R B L9 2 o LA 46
IR, L= W k- PR L BR- AR (5 ¢ 5 ¢
1.5) SMRIFFHIEI, K BUBE S0, 7 88 R AL
by, T EBITETG T

S 3CHK [13-14], XM i 4 A0 R =
MRt . KU IE T REARAE I s, (HACRY
ANPRAR . e 2 R Ak B 5k O K I ke B R,
K, KIEIPERL, A, O TR, IE T AR
W, B RzE T, ER, XA RCE BRI A
JRA MR . AT AR BN, BRI,
ORI [T

1£ HPLC 73 Hrad #e v, 73l LAK-F i (85 -
15) . 0. 1% BEMRIEW-LN0E (75 : 25) FK-& M
(81 :19) S sh AHREAT B VEME, A BLK-H B
(85:15) HI0.1% BERRIFW-LNE (75 :25) il
BORKIAHE, RIKPIEL I E . RAHE, K-
LN (81:19) Jifishitl, 7 EACR RAf.

S 3Lk
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