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Suggestion on the Revision of Determination for Related Substances in Metacycline
Hydrochloride and its Preparations

Liu Yin g( H enan Provincial Institute for Drug Control, Zheng z hou 450003)

Abstract  Objective: T o improve the related substances standard of Metacycline Hydrochloride and its preparations in
ChP2005. Method: T he HPLC was carried out with column Alltech Alltima™Cg( 250><4. 6mm, 5um) set at 35 and the mobile
phase consisted of 0. 05 mol - ml™ 'ammonium oxalic acid-N, N-dimet hy [formamide-0.2 mol - ml™ 'diammonium phosphate acid
(65 27 7)with flow rate of 1 ml - min” '. The detection wavelength was 210 nm. Results: T here were several related
impurities in the Metacycline Hydrochloride and its preparations. Conclusion: Related revision of ChP is suggested.
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