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Description
This course integrates ICH Guidance and FDA policy for impurities, relevant USP General Chapters about
impurities, and USP's approach to impurities in monographs. It also provides insights to USP-NF General Chapters
<476> and <1086> and include case studies for impurities in the development and revision of USP monographs. ///
Upon completion of this course, you will be able to: Discuss the origin and classification of impurities in
pharmaceuticals. / Explain global guidance's for impurities. / Describe the USP approach to impurities in drug
substances and drug products. / Discuss the USP general chapters on impurities. /Explain the USP approach to
harmonization across pharmacopeia. / Demonstrate knowledge of USP's approach for impurities in documentary
standards via case studies. /// Duration: 3/29/2022, 3:00 AM EDT - 3/31/2022, 5:30 AM EDT


