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Impurities in Drug Substances and Drug Products — A USP Approach

2R Course Duration: #Z15/NiF  about 5 hours
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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.

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.

2N Who Should Attend:
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Lab scientists, supervisors and managers, QA/QC, Formulators, Manufacturing scientists, CMC submission and
review scientists, Regulatory professionals

i8S Language:
B (S CFHE)  English (with Chinese subtitles)
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Impurities in Drug Substances and Drug Products — A USP Approach

HHMA4 Instructor:
Christian Zeine i+, EEHUZRASRFZHLHHEE

Christian Zeine Ph.D. Senior Manager Scientific Affairs, USP
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Dr. Christian Zeine is Senior Manager in the Scientific Affairs Group for the EMEA region, with a focus on Small
Molecules, USP’s General Chapters and Biologics. Dr. Zeine collaborates with scientific experts and stakeholders
and is responsible to protect and grow USP’s scientific reputation in the region and globally. Before joining USP, Dr.
Zeine worked for seventeen years in the field of pharmaceutical reference standards with a focus on impurities, and
before that in the IVD (In Vitro Diagnostic) industry. His scientific expertise includes impurity testing, reference
standards characterization and adjacent fields. Dr. Zeine has published several articles and white papers on topics

such as impurities, overview about (certified) reference materials, and the use of reference standards in method
development and validation.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.

FIZRF Fee: 1,200 st AEKM/A RMB 1,200/attendee
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