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FIEER B AR AT T ER T RAFET k., ik I ERAR B ERME FLME, TR TERAMTFEEMN
MRk = BN A B E M TR

KR SHRURMEE R AR R A R AENE

Content Determination and Related Substances of Azithromycin Sodium Dihydrogen Citrate for Injection by
HPLC
BAI Da-wei, CHEN Jia(Taizhou Institute for Food and Drug Control, Jiangsu Taizhou 225300, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of azithromycin and its related substances in
Azithromycin sodium dihydrogen citrate for injection. METHODS: HPLC method was adopted and compared with the results of
standard method for content determination of the preparation (antibiotic microbiological assay) and TLC for related substances. The
determination was performed on C;s MG Il column with mobile phase consisted of phosphate buffer (pH 8.2)-acetonitrile (45:55,
V/V) at flow rate of 1.0 ml/min. The detection wavelength was set at 215 nm and column temperature was 35 °C. RESULTS: The
linear range for azithromycin was 0.5-3.0 mg/ml (r=0.999 9) with average recovery of 100.2% (RSD=0.7% , n=9). The results
of content determination of main component are concordant with those of standard method. The method for the determination of re-
lated substance was better than previous method. CONCLUSIONS: The method is simple, accurate, specific and reproducible, and
suitable for the content determination of azithromycin and its related substances in Azithromycin sodium dihydrogen citrate for injec-

tion.
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Tab 1 Results of recovery tests(n=9)

e A, mg MAR,mg  WfEE,mg  FICE, % FEEICE, % RSD,%

10.05 1.998 12.048 99.99
10.05 1.998 12.034 99.32
10.05 1.998 12.056 10038
10.05 3.996 14.031 99.62
10.05 3.996 14.040 99.86 100.2 0.7
10.05 3.996 14.050 100.09
10.05 5.994 16.146 101.70
10.05 5.994 16.098 100.89
10.05 5.994 16.040 99.94
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Fig1 HPLC chromatograms of main components
A. substance control; B. test samples; 1. azithromycin; 2. citric acid
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Tab 2 Results of content determination of azithromycin in 2
batches of samples

o THARS
HPLCTE RERRERRE.

201012108 100.4 99.9

20080702 99.8 99.2
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Fig 2 HPLC chromatograms of destroyed test
A. samples destroyed by high temperature; B. samples destroyed by ac-
id; C. samples destroyed by alkali; D. samples destroyed by oxidation;
E. samples destroyed by light; 1. azithromycin; 2. citric acid
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