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Control of nitrosamine impurities in sartan drugs

Abstract

Nitrosamines are classified as probable or possible human carcinogens and referred to as
“cohort of concern” compounds in the ICH M7 guideline. In Japan, several drug products
including valsartan, ranitidine, nizatidine and metformin were recalled because they may have
contained N-nitrosodimethylamine (NDMA) above the acceptable intake limit. Although the
root causes are not fully understood, formation of nitrosamines is possible in the presence of
secondary or tertiary amines and nitrites under acidic conditions. This presentation will
outline risk assessment, analysis (confirmatory testing) and control strategies for nitrosamines,

focusing on sartan drugs, where knowledge on risk assessment is accumulating.



