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Study on the Quality Standard of Xianrengu Oral Liquid

LE Jia-mei"*, XIONG Xiao-juan’, LU Wen-quan', PIAO Shu-juan',ZHANG Feng'(1.Dept. of Pharmacy, Shanghai
Changzheng Hospital, Shanghai 200003, China;2.College of Chemical and Biological Engineering, Yichun Uni-
versity, Jiangxi Yichun 336000, China)

ABSTRACT OBIJECTIVE: To establish the quality standard for Xianrengu oral liquid. METHODS: Thin layer chromatography
(TLC) was used for qualitative identification of Epimedii Folium, Astragali Radix, lycium barbarum, Atractylodes macrocephala
and Panax ginseng in Xianrengu oral liquid; RP-HPLC was preformed on the column of Dikma Diamonsil Cis with the mobile
phase of acetonitrile-0.1% phosphoric acid (30:70, F/V)at the flow rate of 1.0 ml/min, the detection wavelength was 270 nm, the
temperature was 30 °C and the volume was 10 pl. RESULTS: TLC identification had good separation, clear spots and high specifica-
tion. The linear range of icariin was 7.97-510.00 ug/ml(=0.999 3) ; RSDs of precision, stability and reproducibility tests were no
more than 0.83% ; and the average recovery was 97.69% (RSD=1.30% ,n=6). CONCLUSIONS: This method is simple, accu-

rate and simple, which can be used for the quality control of Xianrengu oral liquid.
KEYWORDS Xianrengu oral liquid; Quality standard; TLC; RP-HPLC; Icariin
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VIV) R JEFFR, R  BUH BT BT AT (365 nm) A
M 55 S 3k e 705 0 BR 2R RS B G A 4
PLE L, A R A BT . BT 10 % BiiR I T, T
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Fig1 TLC chromatogram of Epimedii Folium

A.TLC of 365 nm fluorescence; B.TLC of 10% H,SO. ethanol solution;
1-3.test sample solutions(Batch No.130806,No.130807 and No.130808) ;
4.reference medicinal materials; 5.reference substance solution; 6.nega-

tive control solution
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Fig2 TLC chromatogram of Astragali Radix

1-3.test sample solutions(Batch No. 130806, No.130807 and No.130808);
4.reference medicinal materials; 5.reference substance solution; 6.nega-

tive control solution
2.1.3  MkE B3 HEEE AR A WA 50 ml, 435 LR C BRI 3
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Fig3 TLC chromatogram of lycium barbarum
1-3.test sample solutions(Batch No.130806,No.130807 and No.130808) ;
4.reference medicinal materials; 5.negative control solution
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PR 5wl BREXT BT 10wl 4330 05 F Rl — Rk A G )2
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Fig4 TLC chromatogram of Atracty lodes. macrocephala
1-3.test sample solutions(Batch No.130806,No.130807 and No.130808) ;

4.reference medicinal materials; 5.negative control solution
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Fig5 TLC chromatogram of Panax. ginseng
1-3.test sample solutions(Batch No.130806,N0.130807 and No.130808) ;

4.reference medicinal materials; 5.reference substance solution; 6.nega-

tive control solution
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Fig6 HPLC chromatograms
A.reference solution; B.test sample solution (Batch No. 130806) ; C.
negative control solution; l.icariin
226 ZRMERFRFZE 2227 T IR A 25 BR ALV R
&, A B A B B 4 1 ml & 510.00 . 255.00, 127.50 .
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RSD 4 0.55% (n=6) , ZIAHEA AL 24 h NESEER I .
229 BEEMWEE  IE—FE S (HES : 130806) i & , ##%
“2.2.37300 Ry ik AR A TR 6 0, 76 2.2. I i Ak
PERENE ORI A, &50R, IR A 1 ik 305.98 ng/
ml,RSD 4 0.45% (n=06) , FEWZ Jr i B 1k LAY«
2.2.10  JnFEmIEEIREE  BUE S (S0 130806 ) T A
TERE S A IE B, L6 0y, A BIRE B I SRS TR R T
T AF A ) IR VA TR, 4522217 T T (3 A5 PR R R 2 314
JEEE s 25 R 1,

F1 EERKRRELER (n=06)

Tab 1 Result of recovery tests(n=06)
FERE, LA WAR,  WEE, IR PMEEE RSD,
ml T, g g g R, % I, % %
5 1525.28 1530.00 3010.06 97.04
5 1525.64 1530.00 3015.94 9741
5 1521.79 1530.00 298437 95.59
97.69 130
5 153121 1530.00 304138 98.70
5 1535.86 1530.00 3043.34 98.53
5 1539.59 1530.00 305239 98.88

2211 MRS ERDE BRSNS L $K2.2.37 T Y
el A A A, TR 2.2, 17 0 RS A5 R AR I 2 IR
B AR LR 2,
*2 HmEENELER(n=3)
Tab 2 Result of content determination of samples(n=3)

5 BEETER, pg/ml
130806 32225

130807 319.26

130808 319.35

3 iTig

3.1 TLC3%

ZLHRHE, R AT 0T R S R s L 10 % B R £ BEVS TR
G AT DL B s, ELRSCR He b [ 2 i) Hh B T SR AN AT
(365 nm) T M B9 9 B BE s AT, 5 4k, TLC Hh i Y i
500 v K R B X BRE AT AT RS AR K, Tk 2 B AT AR
PR L A, KRN, ) e R I 5 H e b ) 2
AN T TR S B U RS A (RE) AR S8 A8 Ak
I, ARG B RS R K ) e H BB o SR A TR
BT WA, R 2 AR R F BT P R], AT 5 M B
FTAR NI, D/ NI B80T, {68 BAE s V5 WA 1T O,
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R AR A A R I A I, A i A 190~400 nm 8 KA
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(o0 . R S O (R W 2 B A BT R 1 N | Al B R F] 98 9%, B
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SRR, = YRR by B PR R AR HGIR AT, T
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3.3.2 FERAERE EEEE TAFENR(25.30.35 )Xoy
BB . 25 RARIH 30 CCAAMET B4 B R ML , i
F130 COABIF AL N
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PERFETT MR, {H 0.1% B B2 A1 0.05 % flf B 1Y) 4 5 i 4
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70, VIVIVE R B ShAH , I HLARUR 53 BT 45 A I s X (8 i AT A
ARG PE 4D
3.3.4 AP YRR HUER R AT B I TR o, A
190~400 nm - FBl N 44, & BIAE 270 nm K A0 e K
. SR 2010 AR 2 I (—38) PR 22 T A i 1, -
2EHAAR SE SR, B2 270 nm MAG IR -
34 HHXMBARHEHEHMRL
341 RBOFIERYERE  ORSE I 10 mI QA ZE AR 3,
S LR AR R, DAERGE N LR LR AR FE SR E 3 WK, 1
20 ml, 5 IF LR O FR, 75T, BR8N F B 50 ml s ; Qi
AL BT 50 mU R, I 40 ml, 8 75 AL HE 30 min, B,
TN R 2, bR 5], ki, ISR T @ B R B T 50
ml s, R B A 0 B AT e I, i R R
i BB — 25, W8 M TR AR O B A5O3 TR
o U B 43 1R 262.99.309.01,300.35 pg/ml, 7 B 8 A vk
BRI AL T AR B RN B R R MO PR
3.4.2 RIBUARIMER: A% B0 ml il A ZE 1R 40y,
A3 AR A&7 (50 9% B EE L 100% H R 50 % 1% .95%
Fist ) MEAT R PR R, (b AR AR S BBORE B — 2, T W TR
THEREG O 25, R 3l 252.68 ,267.36,279.23
271.88 pg/ml, 3R W 1 50 % LA R HR G I B A SR OS54
W, WO 50 % 2 FFEAE R $RIGE
3.4.3 PRI LS RS 10 ml Al A % IR 3
By A3 AR AR SR I e (12,124, 1:10, V/V) HEAT M
PR (1R A5 i BORE = — 30, W00 e TR, TR L
o S5 MR RS I 179.69.285.51,274.77 pg/ml, 72 W
MYRBCZYTR LR 1 A B RE A, TR SR AR, IR BUGCR
i ORI Ll 104,
3.4.4  IRIUEHEAYERE ORI L0 mI Qi A ZE ARV 31,
43 2R F A TR 75 s 1) (15,30 .60 min) PEF 78 A 41 i |
T AR il JBORE I — 2, DU e e B AR R . A5 OR R
U 4390 265.89,272.37,270.14 pg/ml, & BT 7 30 min
i EBOsSS S s A LA Fsf i) , Fc R P AR 75 B 30 min
L5 B i D A AR TR, AT MR AL 1R
TR B s R A
Sk
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Residual Determination of 7 Organic Solvents in Picroside [l Raw Material by Head-space GC
WANG Bin, ZHENG Lu, YAO Zhong-qing, LI Peng, XUE Ming, CHEN Wei-wei ( Traditional Chinese Medicine
Research Institute, Yangtze River Pharmaceutical Group, Jiangsu Taizhou 225321, China)

ABSTRACT OBJECTIVE: To establish the method for the residual determination of 7 organic solvents in picroside Il raw materi-
als. METHODS: Head-space GC was performed on the capillary column of 6% cyanopropyl phenyl -94% dimethyl polysiloxane
(DB-624) by temperature programming, the temperature of injector was 200 °C , temperature of flame ionization detector was
250 °C, the flow rate of N, was 35 ml/min, and split ration was 10: 1, headspace sampling was adopted with the volume of 1 ml,
the heating temperature of headspace sampling was 85 “C, heating time was 45 min. RESULTS: The good linear relationship of
methanol , ethanol, ethylacetate , methylbenzene, benzene, phenylethylene and divinglbenzene had been obtained (#=0.999 6-0.999 9);
RSDs of precision stability test were less than 3% ; average recoveries was in the range of 78.0% -104.9% (RSDs were
0.65%-2.47% ,n="6)respectively. CONCLUSIONS: The method is specific, rapid, simple and accurate, and can be used for the
determination of residual organic solvents in picroside Il raw materials.

KEYWORDS Head-space GC; Picroside Il ; Organic solvents; Residual determination
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