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Pharmaceutical Water Systems must be appropriately maintained in order to produce high quality water. USP General
Chapter <1231> Water for Pharmaceutical Purposes provides detailed information about nearly every aspect of
maintaining, qualifying, and monitoring a pharmaceutical water system. Microbial control is unarguably the most
challenging aspect of operating a pharmaceutical water system, which is why it is discussed extensively in <1231>
along with how to monitor it. This webinar specifically addresses microbial monitoring issues, including biofilm
development, microbial test methods, water sampling purposes and procedures, the “trigger levels” associated with
the test results, and microbial identification. Other elements of the USP Chapter <1231> will be discussed in future
webinars.

By taking this course, you will
* Understand the basics of water system biofilm growth
* Understand the available test method options for determining the microbiome in your system
* Learn the process control and quality control uses of the micro data, including Alert and Action Levels and
Specifications

* Understand the importance of proper and consistent sampling technique and locations
* Learn when and why microbial identification is needed
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Analytical microbiologists, Microbiology lab managers, QA/QC managers, Water system engineers, owners, and
users, Production managers, Compliance managers, Regulatory affairs specialists
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HIFAE Instructor:

Teri C. Soli {1, EEHMEFRRTSLSRR Teri C. Soli, Ph.D., USP Consultant & Expert Committee Member

T.C.Soli R MEMSZ, Soli Pharma Solutions AR, EH KRG K. LHEMIEL
W 3 S AR50 = DL A AN B — N 5 4% ) Qs S (i B HERR A B ) B b iR . A 40 4
B2 24 i ) 2256, B 4E DSM Pharmaceuticals. Glaxo Wellcome. Burroughs Wellcome Fll Pfizer Z5/\A4E
HR

Soli THAAE USP MIZG K E XL REMSTH) 18 ik, Z5ILFES=E | USP b 5K RH A =15 .
b ¥ A2 S [ 24 W B FUANRIE R P4 (PhRMAD KB EE R A SR HR 18 4F, Humi GG E 1 USP 4l K Mk
SERUKHIK i 2R A A HURANE, JRE R BRVE B N BCR .

Soli L2 B 25, BT BeA AN NAP 3™ S AT b i R G AN A= W s il 7 T A3k 52
fib A USP 24 iRty i 24 AR AN 25 1R LA A AR TP 3R T 2/ SC®, 09 PDA A1 ISPE HE R 22
FEEAT A RS BT At B L T 3 VR SO RS:, AE R S e e T L
T.C. Soli is a Ph.D. Microbiologist and President of Soli Pharma Solutions, Inc. offering troubleshooting and training
expertise covering water systems, sterilization, sterile and non-sterile manufacturing, microbiological laboratories,
and microbial and beta-lactam contamination control. He has 39 years of pharmaceutical experience as a consultant
and with operating companies including DSM Pharmaceuticals, Glaxo Wellcome, Burroughs Wellcome, and Pfizer.
He is in his 18th year on USP Expert Committees responsible for Pharmaceutical Water and has co-authored
everything related to water in USP. He previously served for 18 years on the PhRMA Water Quality Committee whose
achievements included creating the Water Conductivity and TOC specifications used in USP Purified Water and Water
for Injection and adopted world-wide.
Dr. Soli is a recognized global expert in contamination and biofilm control in the Biopharmaceutical, Medical Device,
and Personal Care Product Industries and has authored numerous articles in Pharmacopeial Forum, Pharmaceutical
Engineering, and Pharmaceutical Technology, as well as other publications and has authored chapters in many books

and industry guides published by PDA and ISPE. He’s Ph.D., Microbiology and Immunology, graduated from
University of Arizona.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.

BB A Fee: 350 ;U AT/ AN RMB 350/attendee
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2. REEGIEL. Hih/mEEr 7424t Invoice is available by express after successful registration.
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