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This course will explore the nature of excipients and how they differ from active pharmaceutical ingredients and pharmaceutical
finished products. An introduction to excipients and review of USP—NF General Chapters related to pharmaceutical excipients will

be covered. An explanation of recent updates and developments to excipient GMP chapters will also be covered. Real-world
scenarios will be used to apply USP General Chapters information along with some industry best practices and guidance.

Upon completion of this course, you will be able to:
e Demonstrate knowledge of what pharmaceutical excipients are and what they are not.

o Identify differences and diversities associated with pharmaceutical excipients.

e Describe reasons for using pharmaceutical excipients.

e Explain the significance of USP General Chapters relevant to excipients.

e  Summarize important elements of:
o USP-NF General Chapters <1078> Good Manufacturing Practices for Bulk Pharmaceutical Excipients
o  USP-NF General Chapter <1195> Significant Change Guide for Bulk Pharmaceutical Excipients
o  USP-NF General Chapter <1080> Bulk Pharmaceutical Excipients — Certificate of Analysis
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Analytical scientists, Excipient manufacturers, Compounding pharmacy staff, Quality assurance, Quality unit personnel,
Pharmaceutical scientists, Regulatory professionals, Chemistry and manufacturing control Reviewers.
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Overview of USP-NF GMP General Chapters Relevant to Excipients
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Irwin Silverstein, Ph.D. USP General Chapters-Excipients Expert Committee; USP Verification
Program Auditor
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Dr. Silverstein is a consultant in Quality and regulatory compliance with an emphasis on pharmaceutical excipients. Formerly the ISP
Corporate QA Director, he has worked since 1991 with IPEC to develop appropriate GMP requirements for excipients. He was VP and
COO of International Pharmaceutical Excipients Auditing (IPEA) and achieved ANSI accreditation in 2010 for the Excipient GMP
Certification program. He was also a subcontracted expert consultant to pharmaceutical companies involved in Consent Decree with

the FDA.Dr. Silverstein currently conducts audits under the USP Verification program and is a member of the NSF committee that
wrote the American National Standard (ANSI) for Excipient GMP.
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript— whichever
occurs first.

R %A Fee: 1200 st AR/ A RMB 1200/attendee

# 45 Register Procedures:
1. RExE (REHRL) #ITELRSE.

USP-China &k F*:  USP-China account

KEk A Beneficiary: EZHHAREF KEARS (L) FRAF
k5 Account No.: 6841 12464 120

#347 Bank: ZEBRTHERAR LT

2. REEAE. T RSZE B TR &% e-Invoice is available by email after successful registration.
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