KIRT=WIWISE 5T % Nat Prod Res Dev 2017 ,29:129-134 151

X E%S:1001-6880(2017)1-0129-07

P\EEFINFREEF KX HPLC 358 B =
oW LE B AR UL FR A

R B 5150 B 257 SR 2 ) = e BRI 430014 % WL EE 25 K BRI 430065

W OE AW SRS EARNEN ) HPLC 45 SR E o 4 B L BTyl o s . M2 5 2 e @Rk il
S WM SR PO TE MRS R . R RO 5 - A R 5 A6 I B R (HPLC-DAD) #E47 46, R F Wonda-
sil C3 (250 mm x 4.6 mm,5 pm) @R, DL ZNE-0. 1% B2 /K% W (50: 50) (4 100 mL i+ ke SEAR R 44 0. 2
g) R AN, R 4 265 nm , AR 30 °C, P ER AR/ NBERRY 2 i 5 LA S -7K (0. 3% SRR TN 0. 3% — 2 1) ik
SIAFRR VR, A K 284 nm A3 30 °C, @57 AR A HPLC F8CRIRE . 45 R 2 (1% T B s v M,
FIPETC T4 . #hme/INEERITE 132. 40 ~ 662. 00 ng 35 Fil N ST A RAFHIZME R (r =0.9999) , -3 ik mIik
22 100.97% 10 HLEARNAF A8 SCE 4> B AURAE B8 15 A28 06 ARUE Y > 0.9, TF5ERM, Bk
B PR R R AT, L B ko, ST N SO T A AR A A R PPN SRR | BT 4

7R
KRR IR Eh AR/ NRERR; TLC s HPLC; 15 50 [ %
B4 %5 R284 SCERFRIAED : A DOI:10. 16333/j. 1001-6880.2017. 1. 025

Quality Control and Fingerprint Analysis of Gynecological
Lotion Using High Performance Liquid Chromatography

YANG Liu',LI Ting'* ,HE Zhi-wei’,ZHANG Yi-sheng' , SHI Xin-hua'
"Wuhan Hospital of traditional Chinese Medicine , Traditional Chinese medicine pharmaceutical
laboratory of State Administration of Traditional Chinese Medicine , Wuhan 430014 ,China;
> Graduate student in 2015 , Hubei University of Traditional Chinese Medicine ,Wuhan 430065 , China

Abstract; This study aims to establish quality-control method for gynecological lotion using thin-layer chromatography
(TLC) , high-performance liquid chromatography (HPLC) fingerprint analysis. TLC was used to qualitatively identify the
main ingredients of Sophorae flavescentis radix , Phellodendri chinensis cortex and Cnidii fructus. HPLC was applied to de-
termine berberine hydrochloride in gynecological lotion. HPLC was used with Wondasil C (250 mm x4.6 mm,5 pum)
as the analytical column. The mobile phase was composed of acetonitrile-0. 1% phosphric acid solution (50:50) (0.2 g
sodium dodecylsulphate was added into the 100 mL mobile phase). The detection wavelength was set at 265 nm and the
column temperature was 30 °C. The same analytical column was selected for the HPLC fingerprint analysis. The mobile
phase was composed of acetonitrile-0. 3% phosphric acid and 0.3% diethylamine solution. The detection wavelength was
set at 284 nm and the column temperature was 30 °C. Ten batches of gynecological lotion sample were detected by the
HPLC method and evaluated with Similarity Evaluation System ( SES) for chromatographic fingerprint of Traditional Chi-
nese Medicine ( Version 2004A). The corresponding spots in gynecological lotion were clear and had no interference in
the negative control. The calibration curve of berberine hydrochloride was in good linearity , ranging from 132.40-662. 00
ng (r=0.9999). The average recovery rate was 100.97% (RSD =2.76% ). Fifteen characteristic peaks were illustra-
ted on HPLC fingerprints. The similarities of 10 batches of gynecological lotion range from 0. 949-0. 998. HPLC finger-
print analysis was a feasible quality-control method for gynecological lotion as it provided quantitative data,higher resolu-
tion and better separation performance than TLC and HPLC. It is a promising complementary quality-control method for

gynecological lotion.
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Fig. 1 TLC of Sophorae flavescentis ,Phellodendri chinensis and Cnidii fructus
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Fig.2 HPLC chromatograms of reference substances (A) ,sample (B) ,negative sample without Phellodendri amurensis Cortex (C)
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Table 1 Results of precision, reproducibility and stability tests

Fis ik HENE FasETE

No. Precision Reproducibility Stability
1 0.998 0.997 0.992
2 0.998 0.998 0.993
3 0.998 0.998 0.980
4 0.999 0.998 0.985
5 0.999 0.998 0.996
6 0.998 0.998 0.995
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Fig. 3 HPLC chromatograms of chlorogenic acid (6) ,hydrochloride phellodendrine (8),
berberine hydrochloride (13) and 10 batches of gynecological lotion (B)
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Table 2 Similarity evaluation of 10 batches of gynecological lotion

No. S1 S2 S3 S4 S5 S6 S7 S8 S9 S10 XTI (RF)
S1 1.000 0.992 0.990 0.988 0.986 0.976 0.927 0.990 0.971 0.973 0.992
S2 0.992 1.000 0.997 0.996 0.995 0.987 0.935 0.991 0.977 0.978 0.997
S3 0.990 0.997 1.000 0.995 0.998 0.985 0.944 0.991 0.973 0.972 0.998
4 0.988 0.996 0.995 1.000 0.996 0.987 0.953 0.987 0.965 0.967 0.997
S5 0.986 0.995 0.998 0.996 1.000 0.987 0.953 0.987 0.968 0.967 0.997
S6 0.976 0.987 0.985 0.987 0.987 1.000 0.963 0.977 0.961 0.963 0.992
S7 0.927 0.935 0.944 0.953 0.953 0.963 1.000 0.920 0.874 0.877 0.949
S8 0.990 0.991 0.991 0.987 0.987 0.977 0.920 1.000 0.976 0.974 0.992
S9 0.971 0.977 0.973 0.965 0.968 0.961 0.874 0.976 1.000 0.995 0.977
S10 0.973 0.978 0.972 0.967 0.967 0.963 0.877 0.974 0.995 1. 000 0.978

oy 0.992 0.997 0.998 0.997 0.997 0.992 0.949 0.992 0.977 0.978 1.000
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