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

XEAHHRETES TEAYNHMENREIEH SRNEE
Essentials of Control and Testing of Microbial Quality of
Nonsterile and Sterile Products

IS i) / #1 A Time/Location:
2019 £ 11 A 18-19 H FHE M
November 18-19, 2019 Guangzhou, China
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This two-day course provides an in-depth understanding of microbiological practices in the pharmaceutical industry
and gives an overview of the USP General Chapters that address microbiological testing, validation of microbiological
methods and Sterilization, e.g. General Chapters <61>, <62>, <71>, <85>, <1111>, <1116>, <1117>, revision <1227>
(to be official on 1-Dec-2019), <1229>, Variability in Plate Count Methods, etc. And the course will also introduce two
new General Chapters: <60> Microbiological Examination of Nonsterile Products Tests for Burkholderia Cepacia
Complex, <1071> Rapid Sterility Testing of Short Life Products A Risk Based Approach (to be official on 1-Dec-2019).

F/p 577 Host and Co-host:

AR E I Host: 35 [E 258125 Tt 2 iR 4B XU USP-China
PRFEA MM Organizer: b5t & DI YIWE R CIMI

REHMZ R & X HHE USP-China Empowering a healthy tomorrow
pE (R BB SR X SR 520 5 (200131)

Tel: (86) 21-68619800, Fax: (86) 21-68619810

E-mail: uspcn@usp.org, Website: www.usp.org


mailto:uspcn@usp.org
mailto:uspcn@usp.org
http://www.usp.org/
http://www.usp.org/

USP Education

XEHHELTES TEAYNNEDREREZHSHMEE

Essentials of Control and Testing of Microbial Quality of
Nonsterile and Sterile Products

2019411 818-198 M

2R Who Should Attend:
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This course will benefit Q.A, Q.C, R.A Managers, Scientists, Investigators and other professionals who work or
interact in a microbiology environment in Pharmaceutical, Biotech, Excipients or Allied Industries.

BIRiES Language:
FEL CPICH R XGES T HEO
English (provide Chinese Oral translation and bilingual printed teaching material)

HWIHAE Instructor Introduction:
Radhakrishna Tirumalai {1+, EEZGRRZRLSPETEERSZEREA

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.
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Essentials of Control and Testing of Microbial Quality of
Nonsterile and Sterile Products

2019411 B 18-19 8B M

B3 Fee: 2,800 7t ARfi/ A RMB2,800/attendee
1. PHAEEIg. TR, OfRERPRANER Y, HERHaH.
Including training, teaching materials, and food indicated in the agenda only.
2+ HFE— AT /AR 3 A4 A E NGBS IR, BE = AT =% 20%3T40 .
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZIKGE RGBS, S22 10%4 3.

10% discount will be offered to applicants from Government Labs and Universities.

4 5 Register Procedures:

1. fEZiR4. 2% (BubH: 2019411 A 15 H)  Make online registration and payment by Nov. 15, 2019.
WREXE (IR #TEERABERH U TME R EIRAER o 1aeymiis)
Bill& A5 7Sk P . Education Course Organizer Account
Wk N Beneficiary: bt TALAE 0T 52 B
k5 Account No.: 1109 2627 5310 301
AT Bank: FHRIEAT AL A AT

2. RESUIG VREE S RAE SN S, BRSSP i fit .
Invoice is available at the Registration Desk of training room or after the course.
JHBEINESE: K FIFRAET 15 N T/EHRR ER BRI

Training Hotel in Guangzhou: Will send hotel info to attendees’ E-mail within 15 working days before training.

3. KAZELFR I Contact Information
by R R & LT
MAEKRN: Tl
Hiif: 010-80338393 69383722
FHl: 18612222891
HEFH: cimi@cncimi.org

Mdk: www.cncimi.org
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Essentials of Control and Testing of Microbial Quality of Nonsterile and Sterile Products

2019 411 B 18-19 B M

H#E® Agenda:
P [E] Time /& Topic
8:30-9:00 | &3 Registration
<1117> B STE <1117> Microbiological Best Laboratory Practices
9:00-12:00 | FHAEYISEIHIE KR 2P Variability of Microbiological Data
ERFHEERER Basics of Laboratory Investigations
12:00-13:00 | F#& Lunch
<61> FELH= M M AEYRN: 4 | <61> Microbiological Examination of Nonsterile Products:
mR B ER Microbial Enumeration Tests
Day 1 <62> JETLH= SRR : ¥ | <62> Microbiological Examination of Nonsterile Products:
B AP Tests for Specified Microorganisms
Nov. 18 w | <1111> Acceptance Criteria for Nonsterile Pharmaceutical
I R ) )
13:00-17:30 ;ggﬁ%?ﬁﬁgﬁgﬁﬁﬁ BR Preparations and Substances for Pharmaceutical Use, and
> 135 Control of Micro Contamination
o S <60> Microbiological Examination of Nonsterile Products
<60?f|f/36'%?‘nnjﬁ’l§é%%‘dﬂﬂ ﬁ«ﬁﬂﬁ Tests for Burkholderia Cepacia Complex (to be official on
TEREEBERI AR e,
1-Dec-2019)
<1227>f A EN R R B0IE <1227> Validation of Microbial Recovery from
(RFIELT ) Pharmacopeial Articles (revision)
17:30-18:00 | % Q&A
<7T1>TTHE W, <71> Sterility Tests
9:00-12:00 — T : — : :
<1071>JE A F A= M PGETLE | <1071> Rapid Sterility Testing of Short Life Products A
BW-ETF R TE (A5 4-3¢) | Risk Based Approach (to be official on 1-Dec-2019)
FER | 12:0013:00 | £ Lunch
Day 2
<85>HE N B R RL <85> Bacterial Endotoxins Test
Nov. 19 | 13.00-17:30 | <1229>%4 $L¥1 5 KB <1229> Sterilization of Compendial Articles
<1116>FTH T2 FMENTE | <1116> Microbiological Control and Monitoring of Aseptic
ik kAl Processing Environments
17:30-18:00 | % Q&A

This agenda is subject to change. StF# X 2%, AlkHELRERAF M
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