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https://www.pmda.go. jp/safety/info-services/drugs/0371.html

Assessment report Nitrosamine impurities in human medicinal products.
Questions and answers for marketing authorisation holders/applicants
on the CHMP Opinion for the Article 5(3) of Regulation (EC) No
726/2004 referral on nitrosamine impurities in human medicinal
products.

Guidance for Industry Control of Nitrosamine Impurities in Human
Drugs.



https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-
procedures/nitrosamine-impurities https://www.fda.gov/drugs/drug-

safety-and-availability/information-about-nitrosamine-impurities-medications



