201744 H19% 44 HEIAETHZS Mod Chin Med Apr. 2017 Vol. 19 No. 4

SEAhT ST -

YA IR D

il WA, FBT, AR
(L #TIHVEAARAE BXFEAECRRFPHRELEALRE, TH &M 225321
2. #EFH AT, x 100195)

[(AE] B89 R OO L Ie s S50 dsm s L5 M i BT bniE, 2 252 55 05
B EINET k. Tk WREERIE A BVE ARy, AR Cbe- LR LR (4:1) W RETTH, REIT e s LABR
MR CEFRBOMAA B, BT RAMT 365 nm FAHL; &R E R ] YMC-Pack ODS-A (&34, HIEE-/K i, &6
JEVEME, FRIR: 35 °C, W 0.8 mLemin™', KRR : 220 nm, B5HR: WR LA LR, FRUN RN
W, BERE R s i R A R R WA TITE 3. 074 ~153. 7 pg-mL ™ NRMESC R RAF(r=0.999 9) , PNk
#999.9% (RSD =2.0% ), |AEVE, PIEAEEE . fE r%&fﬁﬁﬁﬁfi%m RSD ¥J/NF2.0% o ZRik: AHFTEH A
P18 9 2 0, 6 31 R U A O KA A T A B i, O (RN 2 ) B kﬁﬂ’? AR AT 5T

[KR] FATE; BRI, FACH; WZER; SRz

Research on Quality Standard of Farfarae Flos for EP Monograph
XIANG Ting', WU Lizhen', ZHENG Lu'*, ZHOU Haiyan’
[ 1. Yangtze River Pharmaceutical( Group) Co. , Ltd. , The National Key Institute of TCM Quality Control, State
Administration of Traditional Chinese Medicine of the P. R. China( NKI-TCM) , Jiangsu Taizhou 225321, China;
2. China National Traditional Chinese Medicine Corp. , Beijing 100195, China]

[ Abstract] Objective: To establish the quality standard of Farfarae Flos mainly including TLC method and HPLC
determination method, according to the technical guide for the elaboration of EP monographs. Methods: Tussilagone was
selected as the marker constituent in the TLC identification method. After developing with cyclohexane-ethyl acetate(4:1), the
plate was sprayed with alcoholic solution of sulfuric acid Reagent and heated, and then examined under 365 nm UV light. In the
HPLC determination method, a YMC-Pack ODS-A chromatographic column was used for the separation, with the mobile phase of
methanol-water in a gradient elution procedure. The column temperature was set at 35 °C , the flow rate was set as 0. 8 mL-min ™'
and the wavelength was set at 220 nm. Results: The TLC identification method was established with good specificity, and the
fluorescent zone of tussilagone was clearly detected with high distinguishing degree. Results: of HPLC method validation
showedthat the determination method kept good linearity(r =0. 999 9)in the concentration range of 3. 074-153. 7 pg-mL ™" for
tussilagone. The average recovery was 99.9% (RSD =2.0% ), RSDs of repeatability, intermediate precision, stability and
robustness test were no more than 2. 0% . Conclusion: In this paper, a sensitive TLC identification method and an accurate
HPLC determination method were established for the quality control of Farfarae Flos, which provided useful research data for
EP monograph.
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S01 Tussilago farfara Hk 20131102
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S15 Open flowers of Tussilago farfara At 201311
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