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USP General Chapter <905> Uniformity of Dosage Units is internationally harmonized and has been official since

USP 34-NF 29 (2011). A “Test by Values” approach is used in this harmonized chapter to assess the uniformity of

dosage units. This webinar will explain, through various case studies, the calculation of the Acceptance Value, which

is a critical step of the “Test by Values” approach—this webinar will also discuss the application of USP General

Chapter <905> to various dosage forms.

Upon completion of this course, you will:

. Explain the rationale of the current harmonized compendial approach to the problem of uniformity of dosage
units; Calculate the Acceptance Value in determining conformance with the acceptance criteria;

. Describe and use the concepts of the Acceptance Value, L1 and L2, Target Value, Reference Value, and
Acceptability Constant;

*  Apply USP-NF General Chapter <905> to various types of formulations;

*  Determine when to use the “Weight Variation Test” and when to use the “Content Uniformity Test”.

. Understand how to extend USP <905> to large sample sizes.

. Determine a batch release strategy to ensure compliance with USP <905>

ZiE% R Who Should Attend:
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Analytical chemists, QC managers, QA managers, Compliance managers, Lab managers, Production managers,
Regulatory affairs specialists, R&D scientists.
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Steven Walfish, Former Sr. Principal Scientist, Science-General Chapters, USP
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Mr. Steven Walfish was the former Principal Science & Standards Liaison at United States Pharmacopeia (USP)
responsible for the Statistics Expert Committee. Mr. Walfish has held roles at Becton Dickinson GE Healthcare,
Human Genome Sciences and Chiron. Steven was President of Statistical Outsourcing Services, a consulting
company that provides statistical analysis and training to the FDA regulated industries. Steven brings over 30 years
of industrial expertise in the development and application of statistical methods for solving complex business issues.
Steven has experience applying statistical methods to analytical method verification and validation and stability
analysis. Steven holds a Bachelors of Arts in Statistics from the University of Buffalo, Masters of Science in Statistics
from Rutgers University and an Executive MBA from Boston University.
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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.

BI%RF Fee: 450 st AR M/ A RMB 450/attendee

##4 5\ Register Procedures:
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USP-China ik~ :  USP-China account

WX A Beneficiary: RZHIMET REARRS (L) FRAFH
S Account No.: 6841 12464 120

44T Bank: EEBRITHERAF LT

2. REZANEL: Puh/HmEEF 7R Invoice is available after registration
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