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Time (min) % Mobile 

phase B

0 1

1 1

5 100

5.4 100

5.5 1

7.8 1

NMDA 2

NDMA 1

NDEA 2

NDEA 1

NMBA 2

NMBA 1

NEIPA 2

NEIPA 1

NDIPA 2

NDIPA 1

NMPA 2

NMPA 1

NDPA 2

NDPA 1

NDBA 2

NDBA 1

DMF 2

DMF 1





https://www.ema.europa.eu/en/documents/report/lessons-learnt-presence-n-nitrosamine-impurities-sartan-medicines_en.pdf
https://database.ich.org/sites/default/files/M7_R1_Guideline.pdf
https://www.fda.gov/media/141720/download
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-assessment-report_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://database.ich.org/sites/default/files/ICH_Q3C-R8_Guideline_Step4_2021_0422_1.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m7r1-assessment-and-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://uk.vwr.com/cms/ace_knowledge_notes
https://uk.cmd.vwr.com/bin/public/idoccdownload/10213981/35444_Nitrosamines_WhitePaper_Final_MR.pdf

