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W OE AN EIRINOIRNGREAAE, Fik R EEEE(TLC) ST 7l F B A A ASATE A F]; KR & aikAn
&3 ik ) A P el ek 68 4%« &% 4 b Kromsail Cs, 530484 T -0.1% #8272 3% (15: 85, V/V) (4F 100 mL #n e 5555 85 4% 0.1
g), ik A 1.0 mL/min, %0 % % % 220 nm, A£iR A 25 C,#HHF A 10 uL, &R EAE B 456 TLC B 55, 5 8 F5F, ik
SRR AT A R B R KT B A 15.13~242.08 pg/mL(7=0.999 9) ;45 % | E M A5 MK I 69 RSD<2.0% ; it
EDIKCF A 97.80% ~102.10% (RSD=1.57% ,n="6) ., #&#:i%HF % FF AR T T30l 2 IRk e R34,
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Study on the Quality Standard for Tongkuaixiao Oral Liquid
LIANG Yingying, ZHANG Shujun, HE Jun, ZHANG Dan, LIU Xiao, WANG Xiaoxing, MA Bingzhi (Dept. of
Pharmacy, China-Japan Friendship Hospital, Beijing 100029, China)

ABSTRACT OBJECTIVE: To establish the quality standard for Tongkuaixiao oral liquid. METHODS: TLC was used for the
qualitative identification of Prunella vulgaris and Polygonum bistorta in the preparation; HPLC was used for the content-determina-
tion of morphine: the column was Kromsail C,; with mobile phase of acetonitrile-0.1% phosphoric acid (15,85, VIF)\ (each” 100
mL added sodium heptanesulfonate 0.1 g) at a flow rate of 1.0 mL/min, detection wavelength was 220 nm, eolumin temperature
was 25 “C, and injection volume was 10 L. RESULTS: The TLC spots of P. vulgaris and*P, bistorta'were clear and well-separat-
ed, negative control without interference. The linear range of morphine was 15.134242.08, jig/mL (7=0.999 9) ; RSDs of precision,
stability and reproducibility tests were lower than 2.0% ; recoveryswas 97.80%-102.10% (RSD=1.57% ,n=6). CONCLUSIONS:

The establish standard can be used for the quality control of Tofigkuaixiao oral’ liquid.
KEYWORDS Tongkuaixiao oral liquid; TLC; HPLC; Quality._standard; Morphine
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2.5 g, I 70% 2 1 30 mL, #7543 30 min, 3E1t, UE
WFET BRI N L WE 5 mL (A R, 1 Rkt BE 24 M VA
FEIF I 11 R AL Jr 0 T2 A SR A B B PR
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:[2015 AF B [ 25 300 (U8 ) 198, W B -3 3 i
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A.Prunella vulgaris; B.Polygonum bistorta; 1-3.test samples; 4.reference
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Fig1 TLC chromatograms
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Fig2 HPLC chromatograms
Fot-SE N BRI (92 1, VIV ) PRFEFRIS I, BRI 40 mL, &
FEIREUR , 75T, 5k L) 20 % PR RV (5 5 % RS IR ) Vs fift
JEEZE 25 mL, F85], U, B, 1.
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(x, pg/mL) A AL bR I TATFR (1) A A AR AR E A 7 42 1 [
U, A5 e ] 7 FE O py=26.769 6x — 46.791 7 (r=
0.999 9) ., Z5GL M, N0 ARG I 5T A v B 2 1 v [
15.13~242.08 pg/mL.
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“2.2.17 N A AR SEHERE I E 6 UK, i SR IE TR .
2k L N RIS T AR Y RSD=0.67% (n=6) , & BI{Y 254
BRE AT
2.2.7 FaEMERES  HUe2.2.37 R AR AT (S
20150123)i& i, 0 5 F &R T A& 0.2.4.6.8.10.12 h
B2 “2.2.17 TR 0% A5 R EAR I 2 SR T R . 4
B MU T AR RSD=1.18% (n=7) , 3 W 4 i 1%
W AE 2R S 12 h N AT .
228 FEREMIE K& FRECE —HERE S (S
20150123)1& &, #42.2.3" i F )y il 4 bk ih i, 3
61y, 4% 2. 2. 17T B (g 25 (R AR S , 1 SR 0 TR
A AR 58, WSS 0.015 5 mg/mL,
RSD=0.06% (n=6) , RMAA I LR LRI
2.29 AR BRC M S A (S
201501233 it , 26 3, B0 20 mL, 53N A — € i it
A IS X Lt ¢ 2.2, 37 301 J vk il 48 sk S T T, P
F52.2.17 W 5 S HERE N E 10 SR TR AR IR
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W E AN .RIVMKRZZFHREIRE, 7k R AR SRR E %5 A % (UPLC-MS) X 3 4 7 7 69 TR« &35 42 A
Acquity UPLC BEH-Cys, & 31484 THE-0.1% F BR 7k (6 2R BE) , iik 4 0.3 mL/min, ##HZ A5 uL, B FRACRF B TR, £
wE B EA 35KV, E B W EA 120 V, 43U E A 50 V, BLIE B E A 400 °C, TR A% 4 10 L/min, 54422 & 4 40 psi,
B AL B A 10~45 V, 324558 B m/z 200~ 1 500, %) 7 X A iE 5 F 42 X (ESI+) , % & & Yol (MRM) ; 5K A & 2k A8 &3 % )
SR A 4K R R B 6 A8 . &5 42 4 Agela Venusil XBP-Cys, #3048 A 4 T -0.1 mol/L Z 8 4h 75 % (36 % L8238 pH £
6.5)(7:93,V/V), "4 B % 80% T M 7 ik (A FE 2R L) , ik % 1.0 mL/min, # Jk K % 254 nm, A B A 43 C, 4R T
UPLC-MS B9 8, & B ik, IR Tk, L-F2 M 28 H 200 W AR | L- I 2B AR ) 3t 4 5 &0 78 B 450 4 0.081 9~
0.655 2 ng(r=0.9999) .0.186 2~1.489 6 pg(r=0.999 8) .0.070 3~0.562 0 ug(r=0.999 9) .0.124 2~0.993 6 ug(r=0.999 9) ; 4%
S M F A3 69 RSD<<2.0% ; An Bk % 55 4 99.85% ~103.69% (RSD=1.35% ,n=6) .99.91% ~103.93% (RSD=
1.46% ,n=6) .96.86% ~101.27% (RSD=1.69% ,n=6) .97.44% ~101.45% (RSD=1.54% ,n="6) , %3t .3 5 F 4L F I 2
WA B TR ZEF A%

S S S S S SN

FEENR, R LR 1,
F1 MEREKZEIRILER (n=06)
Tab 1 Results of recovery test(n=06)

i mg AR, mg MiE,mg  IEEREMCR, % FIIEENCR, % RSD,%
0.309 8 0.2999 0.603 1 97.80

0.309 8 0.2999 0.6160 102.10

03098 0.2999 0.6092 99.83 9068 157
0.309 8 0.2999 0.606 8 99.03

0.309 8 0.2999 0.6120 100.77

0.309 8 0.2999 0.605 4 98.57
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F2 HREENELER(n=3,mg/mL)
Tab 2 Results of content determination of samples
(n=3, mg/mL)

Himits T A TG
20150123 0.0155

20150205 0.0191 00145
20150219 0.0102
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