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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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USP Perspectives on Pharmaceutical Waters

I E] /b & Time/Location:

2018 4% 11 A56 H HHE L
November 5-6, 2018  Shanghai, China

PRFEM /T Course Description:
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This course provides comprehensive and specific compendial requirements for USP Purified Water, Water for
Injection, Pure Steam, Water for Hemodialysis, Sterile Water for Injection, and several other Sterile waters. Course
includes pharmaceutical waters usage, chemical and microbial testing requirements, testing strategies, water
purification unit operations, conductivity measurement, total organic carbon measurement, biofilm, current EP and
JP requirements, and pending USP initiatives.

It is intended for the professional responsible for regulatory review, compendial affairs, water treatment/operations,
maintenance, water system design, and quality. This coursw will help you understand the official requirements in
water monographs and related general chapters, Understand the impact of unit operations on water quality and

chemistry, ldentify signs and symptoms indicating potential contamination, Discuss potential solutions, evaluating the
pros and cons of each solution, Know the current and future water initiatives.

254 Who Should Attend:
il 25 B A I K RGBT, @ELEY 5 1. 3 TAEIM. A L. QA & QC A, TIHAH, B8

B, TZITRIM. 2y TRk 5.

Water system designers, facility maintenance staff, facility/utility engineers, regulatory authorities, project managers,
operations managers, QA & QC staff, process engineers, and pharmaceutical engineering students in the
pharmaceutical and allied industries.

WM Instructor:

Antonio Hernandez-Cardoso 18+, 3¢/ 24 L Z 5 238 W R 7501 s e B2 55 55 BREs N
Antonio Hernandez-Cardoso, Ph.D., Senior Scientific Liaison, Science-General Chapters, USP.
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WM Instructor:

Antonio Hernandez-Cardoso 1§+, £EZHE RSB N2 IE R FESEEA

15 N3 [ 24 2% D1 208 R 430 1) s B 22 FH 45 k4% N, Hernandez-Cardoso 18 = 4 &k FE 1] 36 [ 24 #
M bR AL R 22 . ZEINN USP 21, Hernandez-Cardoso 181 &40 T By aF 24 % B2 R F4F, ST
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BFEHNE Course Outline

e Introduction to USP and Expert Committee USPHIERZRENA
o USP and Expert Committees Description USPHI%L R % i & /44
o Water Historical Background K 5275 5%
o Relevant Pharmaceutical Water Monographs, Chapters, and General Notices
MRIHIZ K& T8I K AL
e Water, Water Systems and Water Chemistry 101 K. KBRS KiLZ101
o Water Properties and Impurities 7K i 145 F1 2% 5
o Water system Design Factors /K &% EE
o Overview of Unit Operations % H.ciz/EME I
e Purified Water and Water for Injection Monograph Requirements  #ifb /K RIESH /KSR ER
o Purified Water Monograph ~ #lifk 7k %

=  Feed or source water 45 7K/JE/K
= Usage MHi&
* Packaged vs bulk water 1% vs K&K
o WFI Monograph ¥ 8 H/K &8
= Feed or source water 257K/ 7K
= Usage MHi&
= Packaged vs bulk water 1% vs KAEK
=  Methods of production #4572
o Key comparisons to EP and JP and ChP  5EP. JPHIChP {5 & L%

e Overview of "Sterile Water" Monograph Requirements “THK” ZFHRER
o Sterile Purified Water Requirements  J& 5 44k /K Zsk
=  Sterile Water for Inhalation  JC A FH 7K
= Sterile Water for Irrigation ¢ I #E W FI /K
o Sterile Water for Injection Requirements  J& #7144 FH /K E sk
o Bacteriostatic Water for Injection  #lITEV:4f FH /K
e Overview of Pure Steam and Water for Hemodialysis Monograph Requirements 2l 2 AZEHTH KA A
o Pure Steam 4i7%%
o Water for Hemodialysis %7K
e Biofilm and Its Effect on Water System Purification Operations =¥ K Hx} K R G2tk BRI
o Biofilm basics and how it develops &4 it A H A {ar Ji il
Environmental resistances of biofilm A= 45 % 155 i 52 7%
Biofilm impact on “active” surfaces ZEWEXT “Ih 1k T 50
Biofilm impact on purification unit operations A= ¥fi5 %t 44k B CiE Ve 5
Good design practices to control biofilm — #fl| A=W BEf FLAF B TE
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e Water System Microbial Control and Sanitization Methods 7K 28 ZoisAE M543 H R I 5 1=
o Impediments to effective microbial control 3 2 A Was il i) ks
o Basic water system sanitization concepts /K R Gt i i AN &
o Common microbial control strategies that work (or don’t work) to control biofilm development
25 ] EAN T 1) A= O R 3 PR Bl A A ok s R SR
Sanitization triggers and role of action levels & i 1S AL & AT Bh 2% 3K f €6
Recognizing and solving microbial problems originating from poor sanitization practices
W IHA IR B A R IE 17 S BRI B T AR A7) i)
e Microbial Test Methods for Water 7K FISAEMITRR 722
o Biofilm organism diversity in water systems 7K %4t HHAEVI I 1 2 FEME
o Enumeration challenges  i+-%fkik
o Microbial Test Method options  fA=#illiaf J7 %1% 3%
o The good and bad of Microbial Test Method harmonization for water 7K 1) K &7 FIAS B Ak A= 2 7 vk i
o “Validating” the Microbial Test Method ~ “3&1iE” i ZEMIIR J5 1%
e Conductivity HSZ
o Basice knolodge of conductivity —Hi 5 3R FE 7]
o How to calibrate? ik
o Special properties of pharmaceutical waters il 24 F 7K F8 5 3 fO4RF R 1 5
o Temperature Compensation i & kM
e (645) Water Conductivity ~USP@N|<645>7K B, 5%
o (645) Conductivity Stage 1, 2, 3 limits  i# I|<645>H S KA B 1,2,3
o Instrumentation and calibration requirements X #% A #E B 5K
o Official changes coming soon 1EAEREATHIE AT
o Comparisonto EP/JP 5 EP Al JP i th%
e (643) Total Organic Carbon USPi&EN|<643>=H8 Hlk
o Methods and limits 757k & JRi B 14
o Instrumentation and calibration requirements {3 AR HEE R
o Official changes coming soon #HTHHIE 5 1ET
o Comparisonto EP/JP 5 EP Al JP [ tb#k
e USP Chapter (1231) Water for Pharmaceutical Purposes  USPiENI|<1231>#lZGH K
o Revised <1231> chapter organization/outline  &11 [J3f M <1231> ) 25 #) F1 A ZN
Explanation for no microbial specs for USP PW, WFI and Pure Steam
R NTUSPAI LK, WFILE 425535 A T Wokr e
Explanation of chemical purity specifications it At 240 b itk
Starting water issues  Jii 7K ] &
Microbial concepts and misunderstood issues clarified 757 i A5 4 AN e 15 B AR X Mg 2
Suggested microbial test methods & W AR ik
o Alert and Action Levels and Specifications 4R [R. 175hIR K& brdE

e Pending Pharmaceutical Water Initiatives  #E4TH B3 28 /K 83T &1
o Monograph/GC revisions in process  IEEBET [ &L ABENETT
o Stimuli Articles 135 3 3CHik
o Harmonization activities 2 # bR TAE
o Other opentopics  HiAth A
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BIRiES Language:
JEC, FCIZ T OCEE R IECRTH SO
English with Chinese interpretation (provide bilingual printed teaching material)

H#& Agenda:
iy [F] Time F/ Topic
8:30-9:00 | BidvM Registration
USP MERBRENH Introduction to USP and Expert Committee
9:00-12:00 | 7K+ /KRS, /K 101 Water, Water Systems and Water Chemistry 101
BB \ < Purified Water and Water for Injection Monograph
. SR AR ERER | Rofed W
Dav 1 12:00-13:00 | ## Lunch
Y “THWK” FRER Overview of "Sterile Water" Monograph Requirements
Nov. 5 SR W Overview of Pure Steam and Water for Hemodialysis
SRARIAET I AR Monograph Requirements
13:00-17:00 | A=y 7 Ho K R 2EALIE/E | Biofilm and Its Effect on Water System Purification
saj=A] Operations
K B G s RIS VS T i \l(/lvgﬁcr)dSSystem Microbial Control and Sanitization
17:00-17:30 | M%& Q&A
TR A A v Microbial Test Methods for Water
9:00-12.00 | &Hx Conductivity
USP 3@ <645> 7K B & (645) Water Conductivity
FoR 12:00-13:00 | F£&° Lunch
Day 2
USP 3@ MI<643> M B HLER (643) Total Organic Carbon
Nov. 6 .
13:00-16:45 11 : USP Chapter (1231) Water for Pharmaceutical
USP 3@ MI<1231>%I 24 K PUrposes
HEAT I 25 F K BAT TR Pending Pharmaceutical Water Initiatives
16:45-17:15 | % Q&A
This agenda is subject to change. MFZ K%, AMkHFELURGRAAME
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USP Perspectives on Pharmaceutical Waters
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B3 Fee: 2,500 5t AT/ A RMB 2,500/attendee

de 1. RHAESE I, RS, HERPRANER S, e e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL E ARSI RESN, BB = NETEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BURZiE RARAHBIRL, 52 20%874.

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

# 4 5 R Register Procedures:

1. L4, 242t (BukH: 2018 4210 H 30 H) Make online registration and payment by Oct. 30t 2018.
BREXE RERS) #ITELRSA

USP-China gkl f*:  USP-China account

WK Beneficiary: RIGHAFEFFKEARRS (L) FRAF
5 Account No.: 6841 12464 120

#3447 Bank: EEBTHERAF LEST

2. REGHL: PREEZRZERIN U sRE tRI% SR

Invoice is available at the Registration Desk of training room or after the course.
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