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B E B .REEHATASHRETABRBEBATONE T X, Fik kA SRMEMEE, &4 A Hypersil ODS Cys,
FENAR A T B T - BR-K (30:10: 1:59, VIVIVIV), i#iE 2 1.0 ml/min, %@ 5% K 4 286 nm, 484 25 °C, #4454 10 pl, % E.
FF B B B A R B R KM B A 0.1~3.2 mg/ml (=0.999 6) ; 45 % B A8 F B MK IR 49 RSD<<2.0% ; An HE = I & A
98.15%~100.23% (RSD=0.58% ,n=9) . 4t &t eh 7 H I HE 2 & FLW 24F, 0 Tl 240 A4 % ok 2P JH i
B#4E,
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Content Determination of Salvianolic Acid B in Salvianolate Injection by Improved HPLC
WU Yan, GENG Kuikui, DENG Xiaomei, MA Yini, CHEN Chen, LIU Sheng(Dept. of Pharmacy, Anhui Provin-
cial Hospital, Hefei 230001, China)

ABSTRACT OBIJECTIVE: To improve the method of content determination of salvianolic acid B in Salvianolate injection.
METHODS: HPLC method performed on the column of Hypersil ODS C;s with mobile phase of methanol-acetonitrile-methanoic ac-
id-water (30:10:1:59, V/V/V/V) at a flow rate of 1.0 ml/min, detection wavelength was 286 nm, column temperature was 25 °C,
and injection volume was 10 pl. RESULTS: The linear range of salvianolic acid B was 0.1-3.2 mg/ml(r=0.999 6) ; RSDs of preci-
sion, stability and reproducibility tests were lower than 2% ; recovery was 98.15% -100.23% (RSD=0.58% , n=9). CONCLU-
SIONS: The improved method is more sensitive and reproducible, and suitable for the content determination of salvianolic acid B

in Salvianolate injection.
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LC-2010A HT % HPLC Y, (35 8 /MG 5 L PUTTAR R
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14 : Hypersil ODS Cis (250 mm=4.6 mm, 5 pm) ; i 5l
A -2 G- ER-7K (30:10: 1: 59, VIVIVIV) ; 3k . 1.0
ml/min; KPR : 286 nm; FEIRL: 25 °C; PERER: 10 ul.
2.2 BiEEEE
221 XTHESHATR  FEEFRIUTEN R B X eI, BT 15
mlZ0 A8, I 75% H Y 1.0 mi, L1 000 /min$%3% 4 min
J5, Lh2EAR R 5.9 em ., 3 1000 r/min 2.0 1 min, BI85 &
W Sk 32 mg/ml B X R I8 R G 2 I AR I8 100
ul, B F 1.5 ml B0, N 75% IR ORI F R B2 1.0
ml, {727, A5,
222 HPEASAEWR IR 100 me, B F 125 ml & fiHe,
0.9 % F AN FHRE B 25 15T, RS .
2.2.3  PHMECHIRATE  BRO.9% AAENTT SRR RATE REA .
2.3 REERAMELE

P 2,27 T Xof BEG TR VA Bt T R B X B
TRAE I, 2.1 WU A AR UEREIE 0 S, T ILIE
Lo FESLETESAIET PR B 5 HoAth s o373 B 4 dy , B AR AL
F PR B U1 =2 000, H. 4 X6 B Xof HAL il = R 07 174 1
PR ] Ak (7.48 min) Jo S0 H 3, FEHHIE T T4k
24 ZMEXRER

FERL IR “2.2.17 15 F %P S 86 0.1.0.2.0.4.0.8.1.6.3.2
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Fig1l HPLC chromatograms

A. reference substance; B. test sample; C. negative control; 1.salviano-
lic acid B
Jo it Ve (x, mg/ml) Ry il A6 A TR AR () R AR A iR AT 4k
PR A5 P R B Y [ )y #2 h y=1T 202 620x+30 990
(r=0.999 6) ., S5HRFH, PHI IR BRI T B 2R i [
0.1~3.2 mg/ml,
2.5 TEEEIRRE
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I RSD=0.91% (n="6) , RHUUZAEE E R AT
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FER T CE 0.1.2.4.6.8 hife 2,175 T (o 3% S5 AR bR 22
TORWETE AR . 255, PR B W& TRIAR Y RSD=0.42% (n=6) ,
FEIA ML A TR A 2R T i E 8 h AR E M R AT
2.7 EEEMHAK

HU]— RS (L5 1507132) 1, 2 6 40y, $52.2.27 371
TPl R A T, AR 2.7 I (s A AR E L il
SRWET AU AR A, A5 PR B O S E
78% ,RSD=1.35% (n=6) , LIAA T L EE VR .
2.8 IR R

B A RAORES (5. 1507132) 10 mg, K% FRE , 319
By, &5 T 10 mEIEH, 20 BUIMAAR b s T B R B
KRR #22.2.27 00 N vk A i AR, TR 2. N
TS EREI A T SR TR AT R EIOR 25 R L3R 1,
29 HREENE

B2 A S A5 B, 4 3 2.2.2 7 T J7 i il s ik i v
R, T 2.1 T A3 AR | T SR T AR R P
FR B I o, S55, 2HERES, (L5 : 1507132, 1603091) Fh -}
12 B 44 & B 43 5k 77.73% . 79.21% ,RSD 435l 4 1.33% .
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3 itig
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F1 MEEKRRELER(n=9)

Tab 1 Results of recovery test(n=9)

Tk Bia AR, e, MFER FRMEER RSD,
g g pg Bg EX I, % %
0.0105 8155.34 800.00 8 940.54 98.15

00101 7844.66 800.00 8638.58 99.24

0.0104 8077.67 800.00 8 872.63 99.37

0.0102 792233 1600.00 9505.21 98.93

0.0101 7 844.66 1600.00 9434.10 99.34 99.12 0.58
0.0103 8000.00 1600.00 9571.76 98.61

0.010 6 8233.01 3200.00 11401.97 99.03

0.0109 8 466.02 3200.00 11639.14 99.16

0.0108 838835 3200.00 11595.71 100.23

3.1 RENERERE
A TR 2 A IR 50 B 43 1) R B R -5 mmol/L W i &

BT Z-0.03% IR P BE- 2 - AR Bh AR . 25, AT

PR WAE R 7 S AH TP 19 B VEAEAE S R I , B AR UK

5, FLAR B Bk [ R A 5 T FR - 2 - KA Sy T sl AH s

BEBUIER A Hi R . EH7E G & Za L T, In AR,

SR PR B UG 0 . BRIUL, AR 36 d5 2 B R - 0 -

FR-/K (30:10:1:59, VIVIVIV)VE R SAH

32 WEEMNELERASHT

FHE R B RS+ £, 12 (Salianic acid B)"™, & FE 5 FH T

2 L R EL 1Y R AR (YBZ09012005-2010Z-2013) #4222

BEr RN IK 80.09% ~90.0% , R FF2 L B M FHE R B (BEER

FEEIER, HFFS QIR & i = PR B % 1< 1.03", B0 E 5

TS Z W e 5L P R B ' ik F 77.67% ~87.38% .

MA G AN, SRR S AP FER R B 5 2 AN 25 SR 34

A b e, (0B IR S AR A

25 kR Stk vk R s R M A S T

I 5 P2 2 I Rk v PHB R B 1 2 4k .
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W OE AW RIPREvRERNRERE, Tk RREEEEX(TLO MR A F B FE FEFTHFTREN RS
AR &% % (HPLC ) M 7 4) 7 v 35 %35 45 4% . &.3542 4 Agilent Eclipse Plus-Cs, i Zh 48 4 T B5-0.1 % B 2 7% (48 : 52, V/V) , Ak
i# % 0.8 ml/min, A& % K 4 280 nm, AR A 25 C, #HEFTA20ul, R GH . FX FEFHTLC BEEFW, 5 & E4F, W
MR TF R, R S F LTS 4 0.378 0~3.779 5 ug(r=0.999 9) ; 45 55 & 482 M & A HXI869 RSD<2.0% ; #m
H K FE 4 96.52% ~104.95% (RSD=1.28% ,n=9), it 4% &5t A7 £ L T ey 2bds ) o FBEE o R W 2,

KEEIA PR R AR B A R B F T Rk R ik gk

Study on the Quality Standard of Huxitong Oral Solution
JING Xia, XU Jing,ZHAN Wen, SUN Fang(Nanjing Children’s Hospital Affiliated to Nanjing Medical Universi-
ty, Nanjing 210008, China)

ABSTRACT OBIJECTIVE: To establish the quality standard for Huxitong oral solution. METHODS: TLC was conducted for the
qualitative identification of Stemona japonica, Scutellaria baicalensis and Fructus arctii; HPLC was adopted for the content deter-
mination of baicalin: the column was Agilent Eclipse Plus-Cis with mobile phase of methanol-0.1% phosphoric acid solution (48:52, V/V) at
a flow rate of 0.8 ml/min, the detection wavelength was 280 nm, column temperature was 25 °C, injection volume was 20 pl. RE-
SULTS: TLC spots of S. japonica, S. baicalensis and F. arctii were clear and well separated, with no interference in negative con-
trol. The linear range of baicalin was 0.378 0-3.779 5 pg (»=0.999 9); RSDs of precision, stability and reproducibility tests were
lower than 2.0% ; recovery was 96.52%-104.95% (RSD=1.28% ,n=9). CONCLUSIONS: The improved standard can more effec-
tively control the quality of Huxitong oral solution.

KEYWORDS Huxitong oral solution; Quality standard; Stemona japonica; Scutellaria baicalensis; Fructus arctii; TLC; Ba-
icalin; HPLC
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1260 %Y HPLC X, A48 — 0% AR MR A A I 4 ( 55 [
Agilent 23 F] ) ; MS205DU # #1 F 43 #F K F ( Hi 1 Mettl-
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121221-201003) . B 7. F 0% B 245 #1 (Jit5-: 121588-201101)
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