115TPDA06018

Pharma Summit : % AArEdsE
i B A R i Eﬁiaﬁwﬁ A S

11T =

% PIC/SGMPAnnex| w2 G% % 24 &G LE %0
RIS RBEGREIKRE  BOQRFTLEH R B L2448
HERERK - Am BAZEER[GEARBETELAZ SO EGHRE
FEREASLHAZE — R4 H F # (Single-Use Systems, SUS ) 4 ik
H N7 AR 3 BB o #lde - USP <665> #HTERMATE H 4
( Extractables & Leachables, E&L ) #J%& & K ' A R A &b 2 LA EH R
Bu (R4 Al e R4 aauiNt L HAERGEAKE
MEEMY RUREARRATAUBBRGCAMAEGER Hlivll
R REA M EIAND T K% (Quality by Design, QbD ) 324 /
B iR LML T4HM (CQAs) Em42 H 248 (CPPs)
ZEGHAMY  EREETHROTEEAGAKSH o

AREGHHEZ #F Merck IBRER ' 2 F2K & F AR
RFEBMBEAGABP LA RRBE R AN TEA QD Z# &
HHEAE - EANEY U qeibies il AR SUS Z#agkst
R E&L #MEL THFAUNQUZ EXREAB RO ELT B R
# E&L B3 R £:518 F o2tk RIS 8 4R I2 M8 %4
B ERels  RPEBRBEAREATHHELA -

B5 B:11527%28p (=)09:00~17:00
 BAREIRBIEEZE P 402 REBE/2LHHRNGE 23 QEERED)

I 2ERE

DAER/SERAGERE T  THETRZBE 100 A o

P AAEAREMUL pdate. org. tw IR B 0 BWAREZ

> T1HA20H12:00 siEEHeEL3RE o
> THA22H12:00 si AR EALL E-mai | FHE -

FETLREARS - BERFHRERIEIKFIRIRE
> AEREREEEFILER -

REPETE

Bk
m
P
I

GNP ¥ B 5ll#k R38R0 ZEASERHBIE

| 6 \B5 | 6 )\B5 | ®

115TPDA06018

Somasundaram G
Principal Consultant,
Scientific Thought
Leadership & Technology
Scouting Process
Solutions, Merck KGaA

Sean Maynard
Vice President Asia
Pacific Sales & Global
Distribution, Rapid Micro
Biosystems

Naoto Ide

Technical Application _
Consultant, Single Use &
Integrated Platform
Solutions, Process
Solutions, Merck.

vy Chiu
Customer Application, Single
Use & Integrated Systems,
Process Solutions, Merck.

@D amE 4 Y R A

Ava Peng
Head of China Operations
Validation Services, Merck.

(02)2550-9301 £ (02)2555-4707
@& www.pdatc.org.tw P< pdatc@ms17.hinet.net

IBIREN © MERRCEK [gmimipg as

480-1150728

480-1150728



1I5TPDADGOLS 115TPDA06018

AGENDA RiBTEE :

Time Topic Speaker ..
ER i 9 oy & \ s
o aXBREIFREZED0 402 EEE
230-09:00 Registration & #{
:00-09:10 Opening B 4% 54 9 Frank Wu / (éjbﬁiq:IE@f/%9‘|‘|ft§ 2 "}E)
) ) Rusty Chen
Cran Quality by Design (QbD) for Sterile Filtration Process
:10-10:50 ASEBHNE (QbD) R & E B EYES KB Somasundaram G Q 1%;5
Zhe Digital Shicftlin l;AS?«ptic Igoge;sin% (L:epvergging . o RKIL|BALR) : AABIRIE ZSEH /517410588
utomation and Robotics to Redefine roductivity SEe . akim ik — R s 1=t
:50-10:30 | and Data Integrity in Sterile Filtration Sean Maynard o REGER)  BEIU_HEO/STH109E
ERAHYEERAEK : AHLRBBARIAKE SR
®QCRERBREHR
:30-10:50 Break & booth tour
Single-Use Final Filtration and Filling design @ : e
:50-11:30 | considerations Naoto Ide ot AN BWSIL
~REGARMBARKE RAR AR E N ¥ : 250
How Automation can Facilitate Annex 1 compliance in @ 2 m—
Final Filtration Ivy Chi — Sr i Rormpl
SUIE g g e fti bl R A R MR E Y2 Annex 1 44 vy QingdaoERd. W B W —
AR
S
:00-13:00 Lunch 4 # 3 % % JinanS.Rd.Sec.1 | —
Navigating USP <665> and Global E&L Standards: Key " “E Xuzhou Rd 2
Concepts and Regulatory Expectations Ava P (il . B E
100-13:45 | g 0 USP<665>% 2 TRIM A EH WBEFE vabeng - = ppre—— BREES H
EEBMAREARE ' 3 ;‘wwg s 2
. ] el Ino.2| & <
Industry Strategies for Single-Use Risk Assessment and 2 5 ) Fﬁp &
:45-14:30 | E&L Implementation Ava Peng # = =r | S
R e LT Hospital | Sessssess AT
— ki B 4 W RN G R4 Ao E&L R 36 K% B n | =B e l <
. Stanon
:30-14:45 Break 4k& : I S Rd
- o ¥H T “L-} =
Workshop session 24 % iR 4. T =X EAC
FRG A F AR RS E&L 94 A% Tl —
® Practical Design Considerations for Final Filtration Assemblies S®RE -5y
:45-16:45 . 3 Xln :
[ Naoto Ide ~ Tvy Chiu] S Y1Rd.
® Component Assessment Strategy for Extractables & Leachables ﬂ
[ Ava Peng] hERSH
Chlang Kal-Shek
:45-17:00 Discussion #p4-3tik o

480-1150728 480-1150728



