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Study on the Improvement of Quality Standard for Kirin Pill

CHEN Xiao-kai', DUAN Qi’,HE Wei', LI Yong',ZHU Yi-jie',ZHUANG Yi-xiu*( 1. Medicine Institute of Guang-
dong Pharmaceutical University, Guangdong Key Laboratory of Advanced Drug Delivery, Guangzhou 510006,
China; 2. Guangdong Food and Drug Vocational College, Guangzhou 510520, China)

ABSTRACT OBIJECTIVE: To improve the quality standard of Kirin pill. METHODS:: Salvia miltiorrhiza, Citrus reticulata, Lyci-
um barbarum and Cynomorium songaricum in this prescripition were identified by TLC. The concent of stilene glucoside in Polygo-
num multiflorum was determined by HPLC. The determination was performed on Kromasil 100-5 C (250 mmx4.6 mm,5 pm) col-
umn with mobile phase consisted of acotonitrile-water (15 : 85, V/F) at the flow rate of 1.0 ml/min. The column temperature was
maintained at 25 °C, and detection wavelength was set at 320 nm. RESULTS: TLC spots were clear and well-separated without in-
terfence from negative sample. The linear range of stilene glucoside were 0.040 04-0.600 60 ug(»=0.999 9) with an average recov-
ery of 96.40% (RSD=0.93% ,n=6). The RSDs of precision, stability and reproducibility tests were all lower than 2%. CONCLU-
SIONS:: Established standard is suitable for the quality control of Kirin pill.
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Fig1 TLC of Salvia miltiorrhiza
1-3. test samples; 4. salvianolic acid B control; 5. Salviae Miltiorrhizae

Radix et Rhizoma reference substance; 6. negative control
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Fig2 TLC of Cynomorium songaricum
1-3. test samples; 4. ursolic acid control; 5. Cynomorii Herba reference
substance; 6. negative control

R (8 B A it TR 25 B X e R 5 IR S ik
o R O B, IR R AR 1 mil 5 2.0 mg (X IR SRR . 18
TLC 0 , W b3 3 R 25 6 pl, 233 s T 1A —fERE G
WA b, LA R-JEK 2 BE-ER R (10:6: 1, V/V/V) R JR T
N JRETT U T, AR B B O, T 105 CmFA R BE
SR AT, HOET R, 450, i el eh 78 5 0 B
AR N AL b, A [ 0 A BRE R s I X BETE T4 . #
TR TLC B WL 3.

23 45
B3 #IEFH TLC B
1~ 3 At s 4. SRR IR i 5 5. B X R
Fig3 TLC of Lycium barbarum
1-3. test samples; 4. betaine control; 5. negative control
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Fig4 TLC of Citrus reticulata
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Fig5 Absorption spectrum of stilene glucoside
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Fig6 HPLC chromatograms
A. stilene glucoside control; B. test sample; C. negative control; 1.stilene
glucoside
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55 fiki,g  HiGRmg  MARmg  WHEmg FIKR% X% RSD,%
1 02310 0.2186 0.2002 04108 96.01
2 02295 02172 0.2002 04112 96.92
3 02312 02188 0.2002 04102 95.61 9640 093
4 02325 0.2200 0.2002 04117 95.75
5 02308 02184 0.2002 04109 96.15
6 02285 0.2162 0.2002 04124 97.99
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W OB B I ARBSE R T IR A RN A E 0 ik, ik R A SRR Gk, &34 Intersil ODS-3
(150 mmx4.6 mm,5 pum) , . 3h 48 T -7k -50 mmol/L Na,HPO,(32:59:3, V/V/V) , ik 4 1.0 ml/min, 3% % 30 °C, #&m % Kk %
200 nm, 25 R ¢ B 6 g Ae A5 1 ARG HEAE B 5 A A2 0.18~5.76.,0.203~6.496 pg iL Bl N 5 & A @ AR SME E RAFEI L £
Z(r53 40999 5.0.999 9) ; #5585 F A8 E M F H X0 RSD 3 <29% ; - 3 e if w0l & 551 4 94.76 % F2 95.17 % ,RSD 4
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Content Determination of Solasonine and Solamargine in Longkui Yinxie Tablets by HPLC
XU Jian-dong, SHEN Min, LI Ying, CHEN Ping,JIANG Hai-ping(Dept. of Pharmacy, Shanghai Dematology Hos-
pital, Shanghai 200443, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of solasonine and solamargine in Longkui yinxie
tablets. METHODS: HPLC method was adopted. The determination was performed on Intersil ODS-3 column (150 mmx4.6 mm, 5
um) with mobile phase consisted of acetonitrile-water-50 mmol/L Na,HPO.(32:59:3, V/V/V) at the flow rate of 1.0 ml/min. The de-
tection wavelength was set at 200 nm, and the column temperature was 30 °C. RESULTS: The linear ranges of solasonine and sola-
margine 0.18-5.76 pg (»=0.999 5) and 0.203~6.496 pg(r=0.999 8); RSDs of precision, stability and reproducibility tests were
all lower than 2% ; average recoveries were 94.76% (RSD=1.76% ,n=9) and 95.17% (RSD=1.57% ,n=9), respectively. CON-
CLUSIONS: This method is simple and accurate, and could be used to determine the contents of solasonine and solamargine in
Longkui yinxie tablets.

KEY WORDS Longkui yinxie tablets; HPLC; Solasonine; Solamargine; Content determination
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Tab 2 Results of content determination of samples
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