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Starting from the detection of nitrosodimethylamine(NDMA) in the drug product contained valsartan
in July 2018, it was required to report the presence or absence of generation risk, its justification and
the analytical result of NDMA and nitrosodiethylamine (NDEA) in other sartan products in Japan in
November 2018. Daito decided to investigate and control the risk of contamination of nitrosamine
impurities in sartan APIs and drug products manufactured at our site.

A summary of the control and risk-assessment efforts against nitrosamine impurities for sartan APIs
and drug products at Daito will be explained.

Finally, a draft Japanese guideline for risk assessment of nitrosamine impurities under consideration

will be also introduced.



