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USP General Chapter <477> which becomes official on May 1, 2024, provides users a risk-based, flexible approach
for determining the reporting thresholds for organic impurities, aligned with their product-specific implementation of a
monograph test procedure. Detailed information in USP General Chapter <477> will be discussed on the topics below:
e Alignment with International Council for Harmonization of Technical Requirements for Pharmaceuticals for
Human Use (ICH) Q3A and Q3B guidelines expectations
Product considerations

Routes of administration
e Maximum daily dose
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Users of chemically synthesized DS and/or DP Monographs, Analytical Chemists, Laboratory managers, QA/QC
staff/managers, Managers, Directors, Production Managers, Compliance managers, Compendial affairs personnel,
All pharmaceutical professionals/academicians interested in organic impurities in DS and Drug Products
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Nick Garito, Senior Principal Scientist, Small Molecules, USP
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Mr. Nick Garito is a Senior Principal Scientist in USP’s Small Molecules Department where he collaborates with
scientific staff and expert volunteers to develop and maintain documentary standards for small molecule drug
substances and drug products. Previously, Nick served as a manager with USP’s Verification Programs where he
was primarily responsible for guiding manufacturers through USP’s dietary supplement product verification process.
Before joining USP, Mr. Garito worked as an independent consultant focused on pharmaceutical quality assurance
following a 19 year career serving in various positions with two pharmaceutical companies based in the Washington
D.C. area. His industry experience includes pharmaceutical analysis (analytical method development and validation),
QC management, QA management, and regulatory support for Chemistry, Manufacturing and Controls (CMC)
changes. His primary focus while working in industry was in the analytical and regulatory compliance support of small
molecule solid oral, controlled-release formulations from early stage product development through commercialization.
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Antonio Hernandez-Cardoso, Senior Principal Scientist General Chapters, USP
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Since July 2005, Antonio has worked at USP providing general scientific support within the Global Science and
Standards Division (GSSD), specifically in the General Chapters Department, coordinating the volunteer experts
works for the development and revision of general chapters by supporting Expert Panels and Subcommittees of the
Physical Analysis, Chemical Analysis, Dosage Forms, and Measurement and Data Quality Expert Committees,
assisting in the development and revision of general chapters and responding to internal and external queries related
to USP-NF. Specific areas of expertise include impurities in drug substances and drug products and water for
pharmaceutical and analytical purposes. He is member of the AAPS and the USP liaison to the ISPE. Antonio brought
fourteen years’ experience in pharmacopeial issues working for the Mexican Pharmacopeia developing the Allopathic,
Homeopathic, and Herbal Pharmacopeias, and special publications for medical devices and drugstores. Also, Antonio
has taught compendial topics to the pharmaceutical industry and general pharmaceutical topics at the National
Autonomous University of Mexico for over twelve years.
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This course will only be available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.

B #F Fee: 350 st AT/ AN RMB 350/attendee

# 4 5= Register Procedures:
1. EREXE (EERA) #TEKRE

USP-China ik f*:  USP-China account

WEK A Beneficiary: EZHMIFEFRBARS (1) FRAH
S Account No.: 6841 12464 120

HR4T Bank: RERTHRAF EEST

2. REAEL: TR ZEEN B FRRLE A% e-Invoice is available by email after successful registration.
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