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Latest News

https://www.mhlw.go.jp/content/11120000/000855225.pdf

© 19 December, 2023 - 10:20 (CET)

WHO Public Assessment Reports

Update on N-nitrosamine impurities
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WHO Public Assessment Reports
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New approaches have been developed by medicines regulatory authorities collaborating under the Nitrosamines International
Technical Working Group (NITWG) and Nitrosamines International Strategic Group (NISG).
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The European Medicines Agency (EMA) has assessed the risk of nitrosamine formation or presence
during the manufacture of human medicines and has provided guidance to marketing authorisation
holders to avoid the presence of nitrosamine impurities.

Page contents

Scientific review on the risk of
nitrosamine impurities in human Nitrosamines are chemical compounds classified as probable human carcinagens on the basis of animal studies.
medicines

EU regulators first became aware of nitrosamines in medicines in mid-2018 when nitrosamine impurities,

RIEED Nitrosamine Implementatior including N-nitrosodimethylamine (NDMA), were detected in blood pressure medicines known as 'sartans’.
5 on
(ICH-IMDRF) Oversight Group

There is a very low risk that nitrosamine impurities at the levels found in medicines could cause cancer in humans.
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