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Determination of the Related Substances in Metadoxine by HPLC-ELSD

YANG Weifengl, LIN Yiz(l.Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China; 2.Zhejiang Zhenyuan

Pharmaceutical Co., Ltd., Shaoxing 312000, China)

ABSTRACT: OBJECTIVE To establish a method for determination of related substances in metadoxine. METHODS The
HPLC-ELSD method was performed on Agilent Zorbax SB-Cig column(250 mmx4.6 mm, 5 um) with the mobile phase of 0.2
mol-L™! trifluoroacetic acid-methanol(92 : 8), the folw rate was 1.0 mL-min"' and the drift tube temperature of the detector was
55 C(low temperature design), the gas pressure was 420 Pa. RESULTS The main impurities and the metadoxine had a good
separation, the established method was effective to detect the non-UV-absorbing impurities. CONCLUSION The method is
simple, fast, accurate, and may be used in quality control of metadoxine.
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Fig 1 HPLC chromatogram of long-term stability test

sample (stored for 1 year)
1-pyroglutamate; 2—vitamin Bs; 3—metabisulfite; 4—impurity
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Fig 2 HPLC chromatogram of accelerated test sample

(stored at 40 C for 6 months)
1-pyroglutamate; 2—vitamin Bs; 3—metabisulfite; 4—6—impurities
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Tab 1 The determination result of related substances
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