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Deter mination of azithromycin and its related substances by HPLC

JIANG Jiamr guo, ZHANG Xrru, YANG Liang, WU Ruijin ( Hebei Provincial Institute for Drug Control, Shiji-
azhuang 050011 , China)

ABSTRACT :OBJECTIVE To develop a HPLC method for the determination of azithromycin and its related substances . METHOD

Chromatographic condition included LunaCg(,) column and the mobile phrase consisted of methanol water(92:8) . The detection
wavelength was at 215nm . RESULTS 'The number of theoretical plates calculated for azithromycin peak was 3000 . The linearity
ranges were 9.3 ~41 .9mg/ mL, r=0.9999; the RSD of the repcatability test was not more than 1 .0 % . CONCLUSION This
method is simple , rapid, accurate and practicable for the quality control of azithromycin .
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Fig 1 Chromatogram of azithromycin and related substances
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7.0,8.0 9.0mL 10mL ,
; ; ; (A)
(0 , :C=7.965x10"*-
A+0.1287, r=0.99992
) 9.3~41 9mg/ mL
2.3
> I mL
lng , 10pL , ,
10ng .
2 .4
5.0,6.0,7.0mL, 10mL
, , 3, 1.
RSD 0.47%. 28 mg/
mL , 1,2,4,8h L 8h
1
Tab 1 Results of azithromycin repeated test
RSD
(mg/ mL) (%)
23 .3 28964 .7 29092 .3 28791 .4 0.52
28 .0 35104 .6 34942 .1 34893.5 0.32
32.6 40793 .8 41132 .2 40684 .6 0.57
0.47
2.5 ( )
3mg/ mL N 10pL s
20 % ~ 25 %;
louL ,
2 , >
2.
2.6 ( )
60 C ,
1.3 s s s
s 2.
2 (n=3)
Tab 2 Results of azithromycin and related substances
(%) (%) (%)
990601 96 .57 2.37 3.61
990602 96 .85 2.26 3.56
011207 96 .73 2.07 2.83
010201 97 .24 2.43 3.49
010202 96 .64 2.19 3.34
010203 96 .81 2.32 3.43
3
3.1 s (LunaCg(5)

(250mmx4.6mm Sum;150mm X 4.6mm Sum)
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