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USP-China sincerely invites you to attend the following USP Live Webinar Education course.
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Effectively Using USP-NF and Reference Standards

2 B Date:
202141 A 19 H 1:00 PM-4:30 PM Section |
202141 A 20 H 1:00 PM -4:00 PM Section Il
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USP-NF 2021 Issue 1 was available on Nov. 1%t, 2020 and will be official on May 15!, 2021. The new USP-NF 2021 Issue 1 features
about 5,400 Monographs and 412 General Chapters, including 41 new or changed General Chapters, 21 new or changed Reagent
and 203 new or changed Monographs. As a very popular classical USP course, it provides focused, relevant instruction on the
effective use of the USP-NF, USP-NF Supplements and Pharmacopeial Forum, along with the most important and latest
information from USP.

Reference Standards play a very important role in regulatory compliance and analysis methods in pharmaceutical and allied
industries. USP Reference Standards are highly characterized chemical specimens required for use in USP-NF compendial
methods. This course offers an in-depth overview of Reference Standards development process and their practical applications,
as well as information on the science behind Reference Standard development, specific cases, and USP support services.

Zh%t4% Who Should Attend:
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Laboratory scientists, lab managers, QA/QC staff and regulatory professionals in pharmaceutical and allied
industries, scientists and chemists who use USP-NF standards and USP reference standards.

#tIf USP Qualified Instructors:

Bl v, S 25 R b R IX G R P R R R4 Guohao Lu, Senior Manager, SCD, USP-China
WRMZE, EFEZGIMFE RSP EX IR R EFEHRETE  Hejun Yuan, Senior Manager, SCD, USP-China
W, EEGIMBRSPEX ISR SR ESHRZLHE Wenjun Cao, Senior Manager, SCD, USP-China
BE 7, EEAME D SHPEX KR P KBS E R Xiaoyun Cai, Senior Specialist, SCD, USP-China
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1. History and Organizational Overview
» Definitions, brief history and legal status
* USP governance
» Standards development and revision process
» USP programs and products

2. How to Use the USP-NF

* Available formats of the USP—NF
* How to use USP-NF online version — General
Chapters, Resources, Feature, Admin Tool...
* FAQs about preface material and
General Notices
» Categories of monographs and how to
find them
* FAQs about General Chapters
» Reagents and reference tables

3. USP-NF Online

e USP-NF Online Structure and Interface
e Create Access Point account and Admin Tool

4. Dissecting the Information—
Interpreting the Contents of the
General Notices

* USP-NF hierarchy

» Section 1-10 introduction

* Clarification of misinterpretations of
key phrases

« Significant figures and tolerances

* Ingredients and processes

* Added substances

* Tests and assays

» Definitions and abbreviations

5. USP-NF General Chapters

» General Chapters sections and types
» Uses of General Chapters — R&D, Regulatory

6.

7.

8.

9.

submission, Product release to consumer

* New and updated chapters

» Chapters for Tests and Assays - General
Requirements, performance tests,
Microbiological Tests,
Biological/Chemical/Physical, etc.

» Chapters for manufacturing

Monographs

* Drug Substance / Drug Product / Excipients /
Other Specialized Monographs
* FAQ about monographs

USP’s Revision Process
* New Monograph/Revision Proposal
Submission

USP Reference Standards and
Development Process

 Definition(s) and role of reference materials

« Official status (FDA compliance) and
international recognition, use, and
requirements

* USP RS Development Process

* Types of USP Reference Standards

Correct and Efficient Use of USP
Reference Standards

Correct use of USP Reference Standards

Previously open vials and storage of standard
solutions

Solutions when Reference Standards are not
available or cannot be developed

Shipping condition

Technical service and other resources
Continued-suitability-for-use program
Frequently asked questions
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H#&E Agenda:
H#i Date A8 Time F/& Topic
13:00-13:05 | kit Welcome
><F USP Introduction to USP
13:05-14:00 ZigMtiR— fIfER (REZ#- | An Overview of the Compendium — How
’ ’ ESESIE:Y) to Use the USP-NF
Section | USP-NF FE£R IR /48 USP-NF online introduction
1 )j% 19H | 14.00-14:10 | it Break
14:10-15:00 | fLBl: USP-NFEGET Sgr;(iﬁI:Notlces: The Cornerstone of
15:00-15:10 | itk e Break
15:10-16:15 | 3@ General Chapters
16:15-16:30 | % Q&A
HRR— 2% Qr;r%vigniw of the Compendium -
13:00-14:15 graphs
USP BT AR USP’s Revision Processes
Section Il | 14:15-14:30 | &/t E Break
1H20H
— Sy USP Reference Standards and
A= USP FRiEI AT SR Development Process
14:30-15:45
— Correct and Efficient Use of USP
IEFH A USP ARt Reference Standards
15:45-16:00 | % Q&A
This agenda is subject to change. UtF X 127, AMkHFEL A
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¥VI%F Fee: 1,500 EARM/A RMB 1,500/attendee

A 1. WHEEEINZ. AU,
Including training and printed teaching materials only.
2+ A [F—nm]/BALEYR 3 AL ENRAS I ESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZI RAERIIERS, 32 20%440.

20% discount will be offered to applicants from Government Labs and Universities.

# 45 R Register Procedures:

1. L4 242 (BukH: 202141 H 12 H)  Make online registration and payment by Jan.12, 2021.
BRETXE GRERS) #MTELRSE

USP-China A HYGERIKS":  USP-China account (RMB)

WRKA: FEHHERETFRFEARS (L) FRAF
SR 6841 12464 120
BT EZEBITERAF LEMT

Bank Account No.: 12464120
Account Name; UNITED STATES PHARMACOPEIA STANDARD R N D AND TECHNICAL
SERVICES SHANGHAI CO LTD.

Name of Bank: Bank of America, Shanghai Branch

Address: 16/F, AZIA Center, 1233 Lujiazui Ring Road, Shanghai 200120, China
SWIFT Code: BOFACN3X

CNAPS: 532290010011

2. RIS BRI/ A S T AR

Invoice WI|| be sent to attendees by express after the course.

HEREF R How to Access:
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Access information (including link and password) will be sent to attendee’s email address about one week
before the webinar. The live webinar will only be available for access in course duration.
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