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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.

B 41 W R E A BiFRE R AR EYI RN A
Effectively Using USP-NF and Reference Standards
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USP41-NF36 was available on Nov. 1%, 2017 and will be official on May 1%, 2018. The new USP41-NF36 features 5 volumes, 11
new or revised general chapters and 85 new or revised 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 types and their practical applications, as well as
information on the science behind Reference Standard development, specific cases, and USP support services.
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Laboratory scientists, lab managers, and compliance staff in the pharmaceutical and allied industries, scientists and
chemists who use USP-NF standards and USP reference standards.

WM Instructor:
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Guohao Lu, Senior Manager, SCD, USP-China; the USP Professional Education Faculty.
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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

* What is the USP-NF?

» Contents of volumes and web site

* FAQs about preface material and
General Notices

» Categories of monographs and how to
find them

* FAQs about General Chapters

* Reagents and reference tables

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

* USP-NF hierarchy

* Clarification of misinterpretations of
key phrases

 Significant figures and tolerances

* Ingredients and processes

* Added substances

* Tests and assays

 Definitions and abbreviations

4. USP-NF General Chapters

» General Chapters sections and types
» Uses of General Chapters
o Research and development
0 Regulatory submission
o Product release to consumer
» Chapters for compendial tests
» Chapters for manufacturing
* New and updated chapters

5. Overview of USP Reference Standards

 Definition(s) and role of reference materials

 Authority to release

» Tests that do not require reference unique
features

* Nomenclature

Diversity of the collection

Compendial tests that require reference
materials not provided by USP

The USP Reference Standards Committee
Other national and international organization
that provide reference materials and
reference documents

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

6. Steps in the Establishment of a USP

Reference Standards

Triggers

Procurement (Setting specifications; driven
by uses)

Testing (Design testing plan; driven by uses)
Internal review

Additional documentation

Reference Standards Expert Committee
approval

Packaging conditions / QC testing

QA release into inventory

7. 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

. Types of USP Reference Standards

Types of compendial USP References
Standards (by use)

Types of analytical methodology in which
USP Reference Standards are used
General Chapters: Dissolution <711>,
Bacterial Endotoxins Test <85>, Total
Organic Carbon <643>, and Particulate
Matter in Injections <788>

Performance Verification Standards
Impurity Standards (USP Related
Compounds)

Botanical Standards

Potency Standards (antibiotics, enzymes,
biologics)
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H#&E Agenda:
iE] Time X/ Topic
8:30-9:00 ZE (FEHRE) Registration
USP 4+ Introduction to USP
bR — i fER (REZH- | An Overview of the Compendium — How to Use the
9:00-12:00 | FFALITE) USP-NF
NBl: USP-NFHIEA General Notices: The Cornerstone of USP-NF
MR — &R USP - NFFEZRHE | An Overview of the Compendium — Monographs
53] and USP-NF Online Tutorial
12:00-13:00 | F& Lunch
WA fER (FHipis) / BITHAE | How to Use the PF/Revision Processes
USP tRvEMI R I K USP Reference Standards- Development
13:00-17:15
tnfa s USP AnuEd i How to Use USP Reference Standards
USP At R 282 Types of USP Reference Standards
17:15-17:30 | [A%& Q&A

This agenda is subject to change. RS, HAkHRE LR & A Vi

BI% A Fee: 1,500 st AR M/ A RMB1,500/attendee

Ee 1 RSN, SRR, HRERTIR AR, et B R,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F—nm]/BALIEYR 3 A LA E NAS I RESN, B = NERT 2 2004741,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZIR RFEFIIRER, =32 20%47 4.

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

R4 = Register Procedures:

1. L4, 4% (HubH: 2018 43 H9 H)  Make online registration and payment by Mar. 9, 2018.
BREXE (FERSL) #ITELRS
USP-China ik iK /" :  USP-China account
WK Beneficiary: RZGHMIREHRHEARRS (L¥E) BRAF
S Account No.: 6841 12464 120
#4T Bank: EERUTERAT LIFHMT

2. REEOEL: PREE SR BN, B E P fit

Invoice is available at the Registration Desk of training room or after the course.
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