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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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Essentials of USP Microbiological Testing

i 6] / H 5 Time/Location:
20174 11 A 13-14 H Nov. 13-14, 2017
¥ Shanghai, China

PRFEM /T Course Description:
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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 <51>, <61>, <62>, <71>, <85>, <1111>, <1112>, <1115>, <1116>,
<1117>, <1227>, <1229>, Variability in Plate Count Methods, etc.

254 Who Should Attend:
Hl25. WA SR RAT AL QA/QC/ VRS 53 seiG =4 . F8 . MR R, ket A+,

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.

WM Instructor:
Radhakrishna Tirumalai f# 1=, [ 2573 Gt R0 T 2R E SN

Radhakrishna Tirumalai, Ph.D., Principal Scientific Liaison, Science Division, USP

FEIES Language:
P GRS, BUEE R U SO
English (provide Chinese Oral translation and bilingual printed teaching material)
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PHFAE Instructor Introduction:
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USP ML EIIER VN, Tirumalai 148 T2 AN E N AW ERER L BUEDE, FFERRS AT HhBEEZ
S A R IR AE
Radhakrishna Tirumalai, Ph.D., Principal Scientific Liaison, Science Division, USP
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 committees related to Microbiology and Sterility Assurance and on AAMI expert Working groups
related to Microbiology, Sterility Assurance and Biocompatibility.
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.

B:1%%H Fee: 2,500 st AR M/ A\ RMB2,500/attendee
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Including training, teaching materials, and food indicated in the agenda only.
2. R 2R BALEIR 3 4 0L E ARSI EE I, 3 = N5 50%40.
The 3rd and more people from the SAME COMPANY can get 50% discount.
3. BURZK RGERITBER, 1 2 AR FTE% 20%3r41, =4 &K LUsHrnE E.
20% discount will be offered to the 1st and 2nd applicants from Government Labs and Institutes;
discount for the 3rd one or more is the same as point 2.

|4 3 Register Procedures:

1.

EIR 4. 2% (kibH: 2017411 H6 H)  Make online registration and payment by Nov. 6, 2017.
USP-China iz f':  USP-China account

KA Beneficiary: EZGHIREFEBARS (L¥) FRAH
S Account No.: 6841 12464 120

4T Bank: RERTHRAT LT

2. REGHL: URAE RSB G, SR A tRi% SR A

Invoice is available at the Registration Desk of training room or after the course.
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H#E® Agenda:
P [E] Time R Topic
8:30-9:00 | &7 Registration
A Y EREER Overview of Micro Basic
0:00.12:00 <1117> B4t ST <1117> Microbiological Best Laboratory Practices
' ' PR AR S I B Ty A Variability of Microbiological Data
ERFFEERER Basics of Laboratory Investigations
12:00-13:00 | #4 Lunch
B—-X <61> FEXEH =R KAEMBN: | <61> Microbiological Examination of Nonsterile Products:
Day 1 SR Microbial Enumeration Tests
<62> ELW =M AR : | <62> Microbiological Examination of Nonsterile Products:
Nov. 13 P81 fa AR M, Tests for Specified Microorganisms
13:00-17:00 | <1111> L EWHIFIMMZB A | <1111> Acceptance Criteria for Nonsterile Pharmaceutical
BB Z A R A YIS 423 | Preparations and Substances for Pharmaceutical Use, and
Hl. <1115>JE LB 25 E R AZE | Control of Micro Contamination, <1115> Bioburden
o P ke A 32 1] Control of Non-Sterile Drug Substances and Products
<1112>JE LB 4 & H K 4335 HE#E | <1112> Application of Water Activity Determination to
ERIMNHA Nonsterile Pharmaceutical Products
17:00-17:30 | H%& Q&A
<1115>FE LA E AL Z B B | <1115> Bioburden Control in Nonsterile Drug Substances
et and Products
9:00-12:00 | <71>TEWR <71> Sterility Tests
. . <1227> Validation of Microbial Recovery from
£—X <1227>EA) BB R Pharmacopeial Articles
Day 2 | 12:00-13:00 | ##& Lunch
Nov. 14 <85> HFB R ALK <85> Bacterial Endotoxins Test
ov.
13:00-17:00 | <1229>Z4 B4R K& <1229> Sterilization of Compendial Articles
<1116>KH T ZHHEH MMEY | <1116> Microbiological Control and Monitoring of Aseptic
Fa2 501 0 1 Processing Environments
17:00-17:30 | A& Q&A

This agenda is subject to change. MR AEZ%, HikH R LURERACHHE
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