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Determ ination of Related Substance in Azathioprine by HPLC

ZHUANG lJian-fen, ZENG Huan-qun(Zhe jang Chengyi Phamaceutical Co. Ltd., Dongtou 325700, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for the detem ination of related substance in Azathioprine. METHODS

Phenomenex Cz (4.6 mm X200 mm,5 Hm') column was used, the mobile phase consisted of methanol-0. 05% sodium acetate(18
:82), at flow mte of 1.2 mL+* min ', detection wavelength was set at 240 nm. RESULTS On the selection chromatogram ic
condition, related substances of Azathioprine, starting material, intemediate and etc were separated completely. The linear ranges
were 0.45 - 1.125 Bge mL (r=0.999 9) for Mercaptopurine and 0.3 - 0.75 Hg* mL™' (r=0.999 9) for5-chloro-1-methyl-4-
Nitroim idazole. The average recoveries( n =9) of Mercaptopurine and 5-chloro-1 -me thyl-4-Nitroim idazole were 100. 1% and 99. 7%
respectively. The limit of quantitations were 3 ng* mL™" and 2 ng* mL'. CONCLUSION The method proposed for the
dete nm ination of the related substances of Azathioprine is simple, accurate and specific.

KEY WORDS: HPLC; azathioprine; 6-mercaptopurine; 5-chloro-1-methyl-4-nitroim idazole
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1

(n=2)

Tab 1 Results of sample detem ination (n =2)

1% 1% 1% 1% 1% 1%
2006-0901 0 0.02 0 0 0.02 0.03
2006-0902 0 0.03 0.04 0 0.05 0.06
2007-0906 0 0.02 0.04 0 0. 06 0.06
2007-0907 0 0102 0.03 0 0.04 0.05
4
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