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Improvement of the Method for Content Determination of Main Component and Related Substances in Fa-
motidine Injection

SU Yan-bin',ZHANG Feng-rong®, SU Yan-wen'(1.Jilin Institute of Chemical Technology, Jilin Jilin 132022, Chi-
na; 2.Jilin Institute for Food & Drug Control, Changchun 130033, China)

ABSTRACT OBIJECTIVE: To establish the method for the content determination of main components and related substances in
Famotidine injection. METHODS: HPLC method was adopted. The determination was performed on Wasters Cis column with mo-
bile phases consisted of acetate buffer-acetonitrile (93:7, V/¥) at the flow rate of 1.1 ml/min. The detection wavelength was set at
267 nm, and the column temperature was 30 “C. The sample size was 20 pul. RESULTS: The linear range of famotidine were
0.02-0.20 pg/ml (»=0.999 9) with an average recovery of 99.92% (RSD=1.16 %, n=9). The RSDs of precision, stability and
repeatability tests were all lower than 0.54% . The lowest limit of detection was 0.5 ng, and the limit of quantity was 2 ng. The
main component famotidine and impurity substances were well separated. CONCLUSIONS: The method is specific, accurate and
reproducible for quality control for Famotidine injection.
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Fig 1 HPLC chromatograms
A. famotidine control; B. test sample; C. negative control; D. treated
with acid; E. treated with alkali; F. treated with oxidation; G. treated
with light; H. treated with heat
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