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Determination of related substances in gatifloxacin by HPLC

ZHANG Lin, YUAN Wen-wei, CAO Xiao-yun
Tianjin Institute for Drug Control, Tianjin 300070, China

Abstract: Objective To establish a method for the determination of related substances in gatifloxacin by HPLC. Methods The
separation was performed on a Agilent HC-C,g column (250 mm X 4.6 mm, 5 pm). using triethylamine-phosphoric acid solution
[triethylamine solution (1—100), adjusted to pH 4.3 by phosphoric acid]-acetonitrile (87:13) as mobile phase. The column temperature
was 30 ‘C and detective wavelength was 225 nm. Results The resolutions between gatifloxacin and its nine known impurities could

meet the requirement. The sensitivity of the method was acceptable. Conclusion The method is sensitive, accurate, and specific, and

can be used for the quality control of product effectively.
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Fig. 1 Chemical structures of gatifloxacin and its known impurities
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Fig. 2 Chromatogram of test of systematic applicability
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Table 1 Results of samples
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0805002 0.08 0.06 0.11 0.31
0805010 0.09 0.06 0.10 0.32
0805011 0.10 0.06 0.06 0.30
3
Ly

| A__a, A
0 10 20 30 40 50 60 70 80

t/ min

1- 8- ANV &y 2- 8RB R IbE; 3- BV E,: 4-InEvp
A2 2-HIREDR R AL )
1 - 8-fluoro gatifloxacin; 2 - 8-hydroxy gatifloxacin; 3 - gatifloxacin;

4 - gatifloxacin 2-methyl piperazine compound

4 HilmBsReitE

Fig. 4 Chromatogram of sample solution
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