S B E AR R AR HE ST
REE RRELURPES AR, TH 2500052 K FEHKEMBER, @ 250011)

FESES RI1T XEERER A
DOI  10.6039/j.issn.1001-0408.2016.03.36

XE4HS 1001-0408(2016)03-0392-03

B OE AW AIRERTAANNRERE, FxkRAEEEGE(TLC) Fx R A PR gy sir e is, K8 Sa0a4m
&3k E ) R A P B AR 6 A% . & k42 A Zorbax Eclipse XDB-Cs, 2148 4 W BE-/K (25:75, V/V) , ik 4 1.0 ml/min, il 7% &
A 250 nm, ARR A 25 C,#AHEZ A5 ul, 2R . TLC B 5 AW, 5 5 4T, BARTRN R FHELEETEE A 18~198 ug/ml(r=
0.999 9) ;B E A& M T HIXIEM RSD<2% ; mAR eI E 4 99.04% ~99.75% ,RSD=0.28% (n="6) ., %t FrEirfETH
TRB RGN TTTIEH,

KEIE RIREGSN; MERE A EER; SRCRMEE R H N9 BnE

Study on the Quality Standard for Chaige Ganmao Mixture

CHEN Qiangian', SUN Hongsheng” (1.School of Pharmacy, Shandong University of Traditional Chinese Medi-
cine, Jinan 250035, China; 2.The Affiliated Hospital of Shandong University of Traditional Chinese Medicine,
Jinan 250011, China)

ABSTRACT OBIJECTIVE:To establish the quality standard for Chaige ganmao mixture. METHODS: TLC was conducted to iden-
tify the Scutellaria baicalensis and Paeonia lactiflora; HPLC was conducted to determine the content of puerarin. The column was
Zorbax Eclipse XDB-C,s with mobile phase of methanol-water (25:75, V/V) at flow rate of 1.0 ml/min, detection wavelength was
250 nm, and column temperature was 25 “C,and the injection volume was 5 pl. RESULTS: TLC showed clear spots and good sepa-
ration. The linear range of puerarin was 18-198 ug/ml(»=0.999 9); RSDs of precision, stability and reproducibility tests were low-
er than 2% , recovery was 99.04%-99.75% (RSD=0.28% ,n=6). CONCLUSIONS: The standard can be used for the quality con-

trol of Chaige ganmao mixture.

KEYWORDS Chaige ganmao mixture; Quality standard; TLC; HPLC; Scutellaria baicalensis; Paeonia lactiflora; Puerarin

SEES IR E AR HEESCS PR 2545 I (01)FZ009-03] /& LI AR
FP R 2GR I I B e 4 A R P S B R AT
AT A8 S AL 16 WRZGLH AT, AL 7B N FE 545 ) “ 4k
BRI FEE A I IRSE R R, B fR B % 8 A
R, T E RIE AR AL B PR ", ARFFE R
2 3E (TLC) Xt i 8 &F | AT T e 1, IRk
FH RO 3 (HPLC) g il 0] rh 2 MR R ME AT 5 Wb, LA
LEA T R AL

1 ##
1.1 s

1260 %Y HPLC A, f48 — M A& MR 7% (35 [ Agilent 22
Fl D 5 B IVIE IR AR B (db st O I E P AL A IR A A 5
SK5200H AU #R 75 3 35 LA ( R iR S A (AR B BR A F ) 5
CP2250 B L 43 B R [ Sds (i) G R AW .
1.2 #HE5RH

SEERE AR QAR o 2 25 R 2# S BE e B i, $iES
20140401,20140406 20140409, HLH% - 250 mI/AHR ) 5 B2 X} I
i (HiL 45 £ 110715-201318) | %5 4R 28 X A 5 (L5 110752-
201313) AFZ51 XS IR (52 110736-201337) ¥y [ = £
N2 R E RS B, SRR =99 % 5 RERE G T2 MR (FF 5 v v
) s A gk ol HaalHRl 4 o al, Ak alifk K .

*ALARTELE . BEETT ) 2SR 5B R B . E-mail:
92591255@4qq.com

#AAEVER : FATZHI0, B AE 0 S5 5 1) o 2 50 0 2
A, E-mail:shs7777@163.com

- 392 - China Pharmacy 2016 Vol. 27 No. 3

2 HES5ER

2.1 TEMHES5

211 #X BURESL 30 mi, FH 4R L BRRFE LI 2 1%, BRIR
30 ml, A IR MR, 25T, FRis I F B 2 mi 30 , /g it
T A . B S T I R R R A 1 ml 1
mg FEASTF AT BV TR . FR S8 B E G Ak Jr Fnilil & T 25
P v 5 B B PR A, e A3 A Vs TR % T vk A B A o
W o i TLC 74 [2010 4F R ¢ H 1) 24 M) (—356 ) B 5% VIB] ™k
6 W HR F AR 3 RIS 10 ul, 20 S TRl —rk e G2
PIZ TR G- T - -7k (5:3: 1: 1, VIVIVIV) R, B FF,
B BT WELL 1% FeCl, LEEAW, Bl WG FAGIL. 453
7, AR G v 0T W (0 R AR A B AR R B Y
B, ELRAYE B G, PR LR 1.
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IR 53 BONS 25 X B ol ik, i Bl B 1 ml 5 1
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Fig1 TLC chromatograms of Scutellaria baicalensis
1-3.test samples; 4.reference substance; 5.negative control
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Fig2 TLC chromatograms of Paeonia lactiflora

1-3.test samples; 4.reference substance; 5.negative control
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Fig3 HPLC chromatograms

A. reference substance; B. test sample; C. negative control; 1.puerarin
222 XFHRELVEMAOTI A ORE R ARIBCE LR X B 5.40 mg,
BT 10 ml =i, 0 30% S BRI 2 45 5250, AR 1 ml
540 pg B MXS IR AL IR -

2.2.3 PSRl R RIS 1 ml, BT 25 mi i
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A, T 309% CBEERS  FR5T, kit ISR, B15
224 BAMEXTHRIA A HI4  Hebe s E AR A il 45 T
A BB M A B B H 2,237 TR ikt 45 BF A X B
a8
225 RMECRFE Sy HIKE R R 2.2.27 N X IR LA
i8S, TR B ) BB ik vk B 430 R 18.54.,90, 126,162
198 pg/ml (1 R F0 X IR SR - R 25 R B Tk R4 BRI TR
255 ul, 2.2, 17T S AR E il SR A, DL
HREZ TV (o, pg/ml) R AR AR W TR (1) I NARFR R T2k
PN, A5 B 5 o y=21.071x+0.502 9(+=0.999 9) , %k
FEW] , B AR ZAGI BT F v 2 Pk 1y 18~ 198 pg/ml,
2.2.6 FEHEAE  BU2.2.27 TR IR A TOE L $2.2.17
TR O35 A5 Sl R 6 e , e SR T A, S5, BAR R
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2.2.7 FEMERE  H2.2.37 0 R 64 B0 HER AR (S
20140401) 3% &, 4351 F il E 0.2.4.6.8 .10 h iF BEFENE L i
SRUETHIAY, 455, BRI H ALY RSD=0.75% (n=6) ,
HER S VARAE 10 h NEEATAE .
228 HEMEE AR PR HERE A (S0 20140401)
IhE H2.2.37 T T kA SRR 3 6 4y, R 2.2.17
TR S S5 AR A O SRR TR, 255, B AR R T ALY
RSD=1.02% (n=6) , R I L E LR LT
2.2.9  IRERICRIRE  IRC S AR (5 20140401) iE
a2, 60y, A —E T i B AR T R He2.2.37 I
05 B A B T AR, T 2.2, 17 T (4 3 A5 AR BEREIN 1 3
TR R S BRI SR MR, S5 R 1.
F1 MEEKRRELER (n=6)
Tab 1 Results of recovery tests(n=06)

Ik, FITH, AR, s, MR FMEER RSD,
ml mg mg mg %% e, % %
0.50 0.5950 05940 1.186 4 99.56

0.50 0.5950 05940 1.1842 99.19

0.50 0.5950 05940 L1839 99.14 936 ™
0.50 05950 0.5940 11875 99.75

0.50 0.5950 05940 11859 99.48

0.50 0.5950 05940 11833 99.04

2210 FESOTREWIE IR 3HERE R 48 L, SM 5% 22,370
T R A, AR 2.2, 17 I (3 A R R I
IR SR, G,
®2 HRAgNELSER(n=3)
Tab 2 Result of contents determination of samples(n=3)

i} BRE A ,mg/ml
20140401 1.20
20140406 119
20140409 121

3 itig

2 I8 2010 4 R 25 80 ) (—350) 3 5 1 2 58 1 vk
IR E-2 R T -F - R (10:3: 122, WIVIVIV) MR 5
Iy B R ERAR . e R SCHR RS, itk 5 2R 1R
G- T HA-HR-/K (5:3: L: 1, VIVIVIV) o JRTFF, 4 F Ao 30
G BE AT, B p VOB LB X BEOC T4 X (AT TR
SO ERT , 22 AR it b PHL S SR I 24 h PR AT T
XFE, S S 24 h ARESHEE R ST, e AR T I
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W OE R AIRHMNZILBEEETERE BRI ER EXFE Tk, Tk RAGRRMEE K, AN
Kromasil Cis, i 3048 24 F 8%-0.2 % B 82 /K 75 (B B 2R L) , ik 4 1.0 ml/min, 4238 24 30 °C, 42 2 K 4 275 nm, #4£2 4 10 pl.
SR HEAE B SER B AR F AR R R R LSS B 4 A 4 10.43~83.44,10.71~85.68 ,12.58~100.64 pg/ml; & E A
b EE MK I 49 RSD<2% ; An B B & 5 8 A 98.25% ~100.87% . 99.41% ~101.40% ,98.13% ~99.76% , RSD 2 #| A
0.92% .0.68% 0.57% (n=9), % %% kAR, 25 RT3, THA TILBIFER G R ZI24 .
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Simultaneous Determination of Puerarin, Berberine Hydrochloride and Baicalin in Erxieting Syrup by HPLC
ZHOU Yue', CHEN Jianwei’(1.Dept. of Pharmacy, Lianyungang Affiliated Hospital of Traditional Chinese Medi-
cine, Nanjing University of Chinese Medicine, Jiangsu Lianyungang 222000, China;2.School of Pharmacy, Nan-
jing University of Chinese Medicine, Nanjing 210046, China)

ABSTRACT OBJECTIVE: To establish a method for simultaneous determination of puerarin, berberine hydrochloride and ba-
icalin in Erxieting syrup. METHODS: HPLC was performed on the column of Kromasil-C;s with mobile phase of methanol-0.2%
Phosphoric acid solution (gradient elution) at flow rate of 1.0 ml/min, column temperature was 30 °C, detection wavelength was
275 nm, and the volume injection was 10 pul. RESULTS: The linear was 10.43-83.44 pg/ml for puerarin, 10.71-85.68 pg/ml for ber-
berine hydrochloride and 12.58-100.64 pg/ml for baicalin (#=0.999 3); RSDs of precision, stability and reproduciblity tests were
lower than 2% ;recoveries were 98.25%-100.87% (RSD=0.92% ,n=6),99.41%-101.40% (RSD=0.68% ,n=6) and 98.13%-99.76 %
(RSD=0.57% ,n=6), respectively. CONCLUSIONS: The method is simple, reliable,can be used for the quality control of Erxiet-
ing syrup.

KEYWORDS Erxieting syrup; Puerarin; Berberine hydrochloride; Baicalin; HPLC
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