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Improved Determination Method of Related Substances in Ebastine and Ebastine Tablets

LIN Qiongl, YANG Weifengl’z*, CHEN Shuangz(I.Zhejiang University of Technology, Hangzhou 310014, China;
2.Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To improve the method of related substances determination of ebastine and ebastine tablets.
METHODS Chromatography was carried on YMC-pack ODS-A Cig column (150 mmX4.6 mm, 5 pm) with the column
temperature at 35 °C, using the acetonitrile-phosphate buffer (pH 7.0) as the mobile phase at a flow rate of 1.0 mL-min™'. the
detective wavelength was set at 210 nm. RESULTS The method was effective for determination of related substance in
ebastine and ebastine tablets. The detection limit and the calibration factor both of impurity C and impurity D were 0.11 pg-mL™"
and 1.4 respectively. CONCLUSION The method proposed for determining the related substances determination of ebastine
and ebastine tablets is quick, accurate and reliable.
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Fig. 1 HPLC chromatogram of system suitability of related

substances determination
1—ebastine; 2—impuriuty C; 3—impurity D.
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Fig.2 HPLC chromatogram of specificity test
1—ebastine; A-blank; B-destroyed by acid; C—destroyed by alkali;
D—destroyed by oxidant; E—destroyed by light; F—destroyed by heat.
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Fig.3 UV spectra of Ebastine and impurities
1—ebastine; 2—impuriuty C; 3—impurity D; 4—the main impurity(Rt=0.4).
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Tab. 1 Results of related substances determination of sample

o MESERIE 1,

E #t5 FR C/% 25 D/% ik};;\ %%‘f%/
YB201307006  ND ND <0.1 <0.1
i YB201307007  ND ND 1.6 1.6
[ YB201307008 ND ND 03 03
# 120301 ND ND <0.1 <0.1
gl 131102 ND ND 0.5 0.5
131212 ND ND 1.0 1.0
20130203 0.1 0.1 0.1 03
20130601 <0.1 0.1 ND 0.1
w2010 0.1 0.1 ND 0.1
m 120309 ND ND <0.1 <0.1
i 131204 ND ND 0.1 0.1
’T 131205 ND ND 0.1 0.2
4 14H ND ND ND <0.1
16H ND ND ND <0.1
18H ND 0.1 ND 0.1

E: ND—RAH .

Note: ND—not detected.
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Fig. 4 Typical HPLC chromatogram of related substances
determination of ebastine
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