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Determination of nitrite ion in rifampicin and rifapentine capsules

by solid phase extraction-ion chromatography
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[ Abstract] Objective: Different levels of genotoxic impurities 1-methyl-4-nitroso piperazine ( MNP) and
1-methyl-4-nitroso piperazine ( CPNP) were detected in rifampicin and rifapentine capsules. In this study, the
nitrite ions in rifampicin and rifapentine capsules were determined by solid phase extraction-ion chromatography to
explore the relationship between the content of nitrite ions and the formation of above genotoxic impurities. Methods .
The method of solid phase extraction-ion chromatography used for nitrite determination was established and validated.
Results : Nitrite ion was not detected in rifampicin and rifapentine capsules with different levels of MNP and CPNP.
Conclusion ; It is speculated that the origin of MNP and CPNP in rifampin and rifapentine capsules was not from
nitrite ion, but derived from oxidative degradation of API.
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