USP Education

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

£ G 7 & P % BE F R E USP Live Webinar
IE T E R 25 G B0 A M R EIEHI A B E

Essentials of Testing and Control of Microbial Quality of
Nonsterile Drug Substances and Products

PRFERT B Date:
20214 3 A 23. 24 H 4 8:30 am -12:00 pm (AbEERFED
March 23" and 24", 2021, 8:30 AM-12:00 PM

PRFEM A Course Description:
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This course provides a comprehensive understanding of practices in the testing and control of bioburden/contamination of non-
sterile drug substances and products in the pharmaceutical industry. It also gives an overview of the USP general chapters that
address microbiological testing and bioburden control of nonsterile substances and products. USP-NF General Chapters <51>
Antimicrobial Effectiveness Testing, <60> Microbiological Examination of Nonsterile Products—Tests for Burkholderia Cepacia
Complex, <61> Microbiological Examination of Nonsterile Products: Microbial Enumeration Tests, <62> Microbiological
Examination of Nonsterile Products: Tests for Specified Microorganisms, <1111> Microbiological Examination of Nonsterile
Products: Acceptance Criteria for Pharmaceutical Preparations and Substances for Pharmaceutical Use, and <1227> Validation
of Microbial Recovery from Pharmacopeial Articles will be covered.

By taking this course, you will be able to explain the role of USP in microbiology and sterility assurance; summarize the basics of
growth-based compendial microbiology tests, including their variability; explain the details of antimicrobial effectiveness tests,
microbial examination of nonsterile products, enumeration and tests for absence of specified organisms, objectionable
organisms and recommendations on acceptance criteria for microbial quality of non-sterile pharmaceutical products.

ZIXR Who Should Attend:
QA/QC AT ¥EIEF A4, LG, e, ME WA MEMAEZ MY SRS = TR AN+,

QAJQC staff, Regulatory affairs managers, Scientists, Investigators, Regulatory professionals, Other professionals who work or
interact in a pharmaceutical microbiology laboratory environment.
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Essentials of Testing and Control of Microbial Quality of
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2021 4 3 A 23, 24 H L4 8:30 AM-12:00 PM

#HIH Instructor:
Radhakrishna Tirumalai 1, EEARBZ RSB THERFZBREAN

Radhakrishna Tirumalai, Ph.D., Principal Scientific Liaison, Science Division, USP
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Dr. Tirumalai is currently a Principal Scientific Liaison-General Chapters in the Science Division. He is the Staff Liaison
to the USP General Chapters-Microbiology Expert Committee. He works with industry, academia, regulatory agencies
and other external Science based organizations as the USP Expert Committee liaison in the development and revision
of General Chapters in these areas. Dr. Tirumalai represents USP on PDA expert task forces and conference
organizing committees related to Microbiology and Sterility Assurance, on AAMI expert working groups related to

Microbiology, Sterilization, Sterility Assurance and Biocompatibility and on the editorial board of FDA's Pharmaceutical
Microbiology Manual.

Dr. Tirumalai's prior industry experience encompasses process and product research and development, transfer,
and product manufacturing. He has a Ph.D. degree in Biochemistry. His postdoctoral work included studies on HIV
and MuLV reverse transcriptases and bacteriophage lambda integrase. He has authored numerous publications and
review articles. He is a frequent speaker at conferences and has taught Pharmacopeial Microbiology courses at
numerous locations globally.

BHRIES Language:
¥ (FCHCI0i%)  English with Chinese interpretation
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H#& Agenda:
Fof[E] Time /& Topic
8:30-8:35 | Opening Remark F3HNH
8:35-9:30 | MBNI<SI>HEA REdR <51> Antimicrobial Effectiveness Testing
R 9:30-9:40 /954 Break
Day 1 9:40-1040 | <% FEXEHF= R KM EMRE: | <61> Microbiological Examination of Nonsterile Products:
' ' Y HER Microbial Enumeration Tests
Mar. 23 | 10:40-10:50 | #A& Break
10:50-11-30 <62> EL W= S I AEMR W : | <62> Microbiological Examination of Nonsterile Products:
' ' PR A IR Tests for Specified Microorganisms
11.30-12:00 | M%& Q&A
8:30-8:35 | Opening Remark FHNH
8:35.0:5 <60>3E & B 7= & 4k 4E 9 K Wl — | <60> Microbiological Examination of Nonsterile Products
' ' VERAA T IR R Tests for Burkholderia Cepacia Complex
_ 9:25-9:40 Pyt Break
BoF "
Day 2 ' ey | <1111> Acceptance Criteria for Nonsterile Pharmaceutical
9:40-10:30 Eg;;'jéf@*ﬁ@gﬁﬁﬁ S Preparations and Substances for Pharmaceutical Use, and
Mar. 24 gl 3 Control of Micro Contamination
10:30-10:45 | /£ E Break
. . < s <1227> Validation of Microbial Recovery from
10:45-11:30 | <1227>G LW B FKAE Pharmacopeial Articles
11:30-12:00 | [H%¢ Q&A

This agenda is subject to change. stF#X 2%, AlkHFELRERA S
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B A Fee: 2,000 t ARM/A RMB 2,000/attendee

A 1. WHESEINZ. AU,
Including training and printed teaching materials only.
2+ A [F—nm]/BALEYR 3 AL E ARSI RESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZiE REEEWIRAL, 52 20%4T 4.

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

4 5R Register Procedures:

1. L4, 242k (BukH: 2021 43 A 16 H)  Make online registration and payment by Mar.16, 2021.
EREXE GRERSE) HITELMRA
USP-China A [ fYlGERIK F:  USP-China account (RMB)

WRKA: FEHHERETFRFEARS (L) FRAF
SR 6841 12464 120
BT EZEBITHERAF 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. REGH BRI/ A S T AR

Invoice is available after the course.

M2 B3 IRE R 7 How to Access:

WAHI G, ERRERELE CGREETER. B63) MERR T IRIT =R A KIE 2 5 RRAE . T IRYE 0 ARk 2
UR, L B URIETE R B

Access information (including link and password) will be sent to participant’'s email address 3 days before the
webcast after successful registration. The live webcast will only be available for access in the course duration.
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