USP Education

£ G #% # & % 5 F R E USPOn-Demand Webinar
HIZ5RK RGRIEIE: USP i@M<1231>

Validation of Pharmaceutical Water System:
USP General Chapter <1231>

BFERHE Course Duration: 904348t 90 minutes

BENH 5B Course Description and Objectives:

NAFEER IR, LA Z K RET AT BB MY . “USP @123 Z5 K
AL T T IUE AR 2 FK R G VEANME B . W0 UE R UE B 245 K R Gt vt Rs A7 e 4 n—
Hi = A 5 A USP SR /K 13 FE . USPABIC123 10T 3238 TAE M AR TER, HT4ed SIE s HPbREs.
AR GRS 1) 24 F K RGE R SR AR A VR AT 78 T8, AR RIERAE . ACRFER B AT, 5
WG BA ) R LIS . (USP 3 M<1231> HIH A5 P B4 7 o fils iR R i 7 i i )

IS S ARURAR, K T RE K RAME R, WIEMTRESR CELHE FDA FIRKEE GMP 48R % 15) 5
5% )25 K RAMBAFIIRAE 7730, HE e e i FEEs A AR A 7 & XIEAETF R 4k O
BIE 42 HRES B R BVE BT R

Pharmaceutical water systems must be appropriately designed, operated, and 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, validating, and monitoring a pharmaceutical water system. Validation is the
process to demonstrate that the design and operation of a pharmaceutical water system consistently produces water
that meets USP requirements. General Chapter <1231> provides extensive discussion of the life cycle elements to
maintain a validated state of control. This webinar specifically addresses validation and qualification approaches,
including design and operation, water sampling purposes and procedures, the “trigger levels” associated with test
results, and microbial identification. Other elements of USP Chapter <1231> will be discussed in future webinars.
By taking this course, you will

* Understand the elements to validate water systems

* Compare the regulatory requirements for validation including FDA and the new EU GMP Guidelines Annex 15

* Qualification and Validation

» Develop a sample plan for validation, process control, and quality control

* Identify the ongoing activities needed to maintain a validated state of control
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Water system engineers, owners, and users; Production managers; Analytical chemists and microbiologists;

Chemistry and microbiology lab managers; Validation managers; QA/QC managers; Compliance managers;
Regulatory affairs specialists
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Rosty Slabicky is a member of the USP General Chapters - Chemical Analysis Expert Committee and serves on
several Expert Panels, including Combined Pharmaceutical Waters. He has been involved in developing the
contemporary pharmaceutical water standards and associated with USP for over 25 years as an advisor, and USP
Pharmaceutical Waters expert during three consecutive cycles as a volunteer. He also served as Chairman of the
PhRMA Water Quality Committee that proposed the contemporary water standards.

Mr. Slabicky is Director of Regional Quality, Compliance and Audits with Boehringer Ingelheim Pharmaceuticals Inc.
since 1986. He earned the degree of Bachelor of Science in Chemical Engineering from the Polytechnic Institute of
New York, now part of New York University
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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.

BI% A Fee: 600 Tt AR/ A RMB 600/attendee
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