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Simultaneous Determination of the Content of Ethinylestradiol and Norelgestromin in Hormonal Patches by
RP-HPLC

ZHANG Lin-jie, LIU Jing-bin, ZHANG Qi, WANG Lin, ZHAO Yong-liang, XIE Yin-zhi(Tianjin Meilen Pharma-
ceutical Group Co., Ltd., Tianjin 300400, China)

ABSTRACT OBIJECTIVE: To establish a method for simultaneous determination of ethinylestradiol and norelgestromin in hor-
monal patches. METHODS: RP-HPLC method was performed on column of WondaCract ODS-2 with mobile phase of metha-
nol-0.5% phosphoric acid (68:32,7/V) at a flow rate of 1.0 ml/min, the detection wavelength was 220 nm, the detection tempera-
ture was 25 °C, and sample volume was 20 pl. RESULTS: The linear relationship was 0.872-130.8 pg/ml for ethinylestradiol (»=
0.999 6) and 0.880-132.0 pg/ml for norelgestromin (#=0.999 7); RSDs of precision, reproducibility and stability tests were no
more than 1.03% , average recoveries were resectively 101.50% (RSD=0.99% ,n=9) and 101.68% (RSD=0.95% ,n=9). CON-
CLUSIONS: The established method is simple and accurate, and can be used for the content determination of ethinylestradiol and
norelgestromin in hormonal patches.
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Fig1l HPLC chromatograms
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F1 MERKRREER(n=9)
Tab 1 Results of recovery tests(n=9)
s CaeE, g MAGR, pg WEE, pg MR, % FEMEMICE, % RSD, %

MR 12.55 1036 2310 101.88 10150 0.99
1255 1036 Bl 10197
1255 1036 2326 10345
1255 13.08 2587 10185
1255 13.08 2584 10161
1255 13.08 2579 101.22
1255 156 27.84 10020
1255 15.26 2783 100.10
1255 15.6 28.00 101.2
it 7340 60.50 13455 101.08 101.68 095
7340 6050 13485 10158
7340 6050 13540 10247
7340 7150 14547 100.80
7340 7150 146.74 10257
7340 7150 14552 100.86
7340 88.00 161.68 100.32
7340 88.00 163.49 10238
7340 88.00 164.12 103.09

2 HREENELER(n=3,mg/g)
Tab 2 Results of content determination of samples (n=3,

mg/g)
ik Hux iR
20140703 05579 3672
20140816 0.562 4 3726
20140908 05598 3.689
3 Wit
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Study on the Quality Standard of Root of Urtica dioica and Different Harvest Periods
QIU Hong', DAI Bing’, PAN Yong-xue'(1.Dept. of Pharmacy, 44 Military Hospital of China, Guiyang 550009,
China; 2.Dept. of Drug and Device, 273 Military Hospital of China, Xinjiang Korla 841000, China)

ABSTRACT OBIJECTIVE: To study the quality standard of root of Urtica dioica and investigate the sample’s content in different
harvest periods. METHODS: TLC was conducted to identify the scopoletin in the root of U. dioica with the developing agent of
hexane-dichloromethane - ethyl acetate - formic acid (6:10:7: 1.2, V/V/V/V) ; alcohol-hot dipping was used to determine the con-
tent; and the root of U. dioica in different harvest periods were comparatively researched. RESULTS: The lactone thin-layer chro-
matogram feature was obvious, alcohol-hot dipping showed the contents of root of u. dioica was relatively high(RSD<\1% ), the ex-
tract content of root of U. dioica was the highest from late fall to early spring, and the stage was suitable excavation period. CON-
CLUSIONS: The established quality standard can be used for accurately qualitative and quantitative, and studying different harvest
periods is conducive to effectively control the quality of root of U. dioica.

KEYWORDS Root of Urtica dioica; Scopoletin; TLC; Extract
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