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An improvement method of pre-column derivatization LC-UV for assaying kana-

mycin in amikacin sulfate injection
ZHANG Ming-yuan', CHANG Liang’, LIU Chang-hai’, CHEN Qiu-fen’ ,ZHANG Jun-dong®, LU Feng' (1. School of Pharmacy,Second
Military Medical University ,Shanghai 200433, China ;2. Shanghai Sine Pharmaceutical Laboratories Co. ,Ltd,Shanghai 201206, China)

[ Abstract] Objective To develop and evaluate the stable method for the determination of impurity D ( kanamycin) in amika-
cin sulfate injection with pre-column derivatization HPLC. Methods The lower concentration of sample was used. An Agilent ZORB-
AX SB - C; column(4.6 mm x 150 mm, 5 wm) was used for the chromatographic separations. The mobile phase consisted of mixture
of a2.7% solution of potassium dihydrogen phosphate adjusted to pH 6.5 (using 22 g/L solution of potassium hydroxide) and metha-
nol (30 : 70, v/v). The flow rate was 1 ml/min. A 50p] volume of each sample was injected. The column temperature was main-
tained at 30 °C . Results

clusions

The linear range of kanamycin was 2 ~ 80 pg/ml (r=0.999 8), accuracy was (93.08 +9.65)% . Con-
The development method was successfully applied to the quantitative determination of kanamycin in amikacin sulfate injection
and also offered a new perspective for safety evaluation of amikacin sulfate injection.
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