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https://www. mhlw. go. jp/content/11120000/001104136. pdf
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OEMA DR —LR—
Questions and answers for marketing authorization holders/applicants on the CHMP
Opinion for the Article5(3) of Regulation (EC) No 726/2004 referral on
nitrosamine impurities in human medicinal products
(https://www. ema. europa. eu/documents/referral/nitrosamines—emea—h-a53-1490—qu
estions—answers—marketing—authorisation—holders/applicants—chmp—opinion-articl
e—b3-regulation—ec—no-726/2004-referral-nitrosamine—impurities—human—-medicinal

—products_en. pdf)
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