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TR ) TEEREAE | R Cpre-filled syringef AR | B A B
FPDA R £ FMEATR 4T HIRK B fEEPDABUHA & 5 K - Samsung Biologics -
BD~NNE-~Merck ~ Nelson laboratories ~ Steris Corporation ~ Barush+Strobel - Fedegari

Group ~ Robert Bosch Packaging Technology GmbH -~ Wilco AG -~ Lighthouse

Instruments ~ Stevanato Group ~ Terumo Furope N.V. ~ Zwick GmbH & Co KG~ SHL
Group AB - Vetter Pharma International GmbH - 511635 - SAMUFEE B(&E
2 ~ HAEMY) > HBTA -
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4 H 17 H/Imperial Palace Seoul

e ]
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8:00~18:30

Registration =

9:00~9:15

Welcome and Opening Remarks Bf 52505
Woo-Hyun Paik, PhD, President, PDA Korea Chapter

0:15~9:45

“Current Issues on GMP Inspections and the New Annex 1

GMP FEF YA IR Annex 1 F7EH

Georg Roessling, PhD, Senior Consultant, Business Development, PDA

9:45~10:15

Process Validation-A new perspective:Updates from PDA TR42:Process

Validation of Biopharmaceutical Drug substance Manufacturing
PHEHERGHTERBE-PDA BT (No. 42) BT RR AL P[RR 2 2 SRR

Udesh de Silva, Lead Scientist, Samsung Biologics

11:00~11:30

Trends in Biopharmaceuticals: Impact on Drug Development and

Commercialization
VB L BN b B
Marie-Liesse Le Corfec, Director, Global Marketing, PFS, BD

11:30~12:00

Data Integrity Integration and the Power of ALCOA

FRISERNL B ST ALCOA AR

Nick Beaumont, MBA, Vice President, Quality and Compliance, Samsung

Biologics

12:00~12:30

Pharmaceutical Facilities: Flexibility by Design Options for Incorporating

Flexibility in the Conceptual Design Phase
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R T S T P B A SR MR e
Morten Munk, Global Technology Partner, NNE

14:00~14:30 | PDA Technical Report on Single-Use Systems
PDA SR S A A
Morten Munk, Global Technology Partner, NNE
14:30~15:00 | Next Generation Technologies to Support Downstream Process
Intensification
Fr— (R L TR
Takao Ito, Head of Manufacturing Sciences & Technology (MSAT) Japan and
Korea, Process Solutions, Merck Ltd, Japan
15:00~15:30 | Extractables and Leachables: What Needs to be Considered When Using
SUS
E AR S450F - fE% 8 Extractables K/ Leachables?
Karen Pieters, Team Responsible Extractables and Leachables, Nelson
Laboratories, LLC
16:30~17:00 | Fungal and Bacterial Spore Excursion: Case Studies
ZEBIET - IR B R B B T T R B
Jim Polarine, MA, Senior Technical Service Manager, STERIS Corporation
17:00~17:30 | Flexible and Modular Production System
SEME ARSI SR
Markus Hoersch, Sales and Marketing director, Bausch+Strobel
17:30~18:00 | Case Study: Multi-Format Flexible Filling Line Isolator for All
Containers-Design, Workflow, and Validation Approach
FEB=T: BTS2 SR TR AR T TREEhg
HESAESE ik
Sergio Mauri, MSc, Director, Marketing and Business Intelligence, Fedegari
Group
H HA/fh BE 4 F] 18 H/Imperial Palace Seoul
HF R BRI
8:00~8:30 Material transfer into RABS and Isolator-Closed Systems?

FRYpR4nful 3% 4 A RABS J% Isolator
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Matthias Angelmaier, Product Management Pharma

8:30~9:00

CCIT Technology and 100% Inspection Supporting USP<1207>
AT R E R
Jaime Cobo Velez, Sales and Marketing Director, Wilco AG

9.00~9:30

Head Space Applications in Pharma

TS B R FE R B i AR
Derek Duncan, PhD, Director and vice President, Marketing, Lighthouse
Instruments

10:30~11:00

How to Mitigate and Control Biodrug Challenges for Glass Primary
Packaging: A manufacturing Approach

WA D B PR AR 25 5 B0 A A D B o PR

Alessandro Morandotti, Product Manager, Ompi-Stevanato Group

11:00~11:30

Polymer-Based Pre-fillable Syringes Designed to Minimize the Aggregation
Risk Of Sensitive Biodrugs

Polymer FURLHY pre fillable syringes L{rIsk/ G50 R M AL P28 o RE SR Y [
Philippe Lauwers, Director, Technology Development, Terumo Europe N.V.

11:30~12:00

Silicone Oil-Related Challenges for Biopharmaceuticals and Potential

Solutions
Silicone oil {F#43& A: YEE iRy HRER
Sebastien Jouffray, Director, R&D, PDL, BD

13:30~14:00

How to Test Primary Containers and Assembled Devices for Parenteral
Drug Delivery

W HEC R BN e Bl e B

Erik Berndt, Industry Manager, Medical/Pharmaceutical, Zwick GmbH & Co
KG

14:00~14:30

Device Development and Lifecycle Management in Modern Drug Delivery:
Options to Differentiate with a Market-Accepted Platform
IR R B R e A ay A e

Thomas Schoenknecht, PhD, Exceutive Director, Business Development, SHL
Group AB

15:30~16:00

Product Development with a Pre-filled Syringe

54\ pre-filled syringe & S

Michael Vetter, Strategic Market Development, Vetter Pharma International
GmbH '

16:00~16:30

Competitive Advantage for Biosimilars through Combination Products and

Life cycle Management




Y AT E R T SR GRS
Tony Ye, MA, Business Director, BD

17:00~17:30 | BAFEL,

& - GRNTENNE

~

PIC/S GMP JAHER (Regulatory Updates )

(—) HEEPE S EEIAE R R A1FE 1SO 14644-1 ~ US FDA Guidance for

Industry k2 PIC/S GMP Annex 1 E 1 PIC/S € 5 B HI| 3 B %% PIC/S
AHE 2013 S0 AT AY Annex | {E R B REDGATHT - 1£ 2016
FEJE PIC/S SHARA THTRRAT Annex | B3 » FFNFMAI AT I
IBEEAE TR » AEELZESRTR A PIC/S HERNWS B - BlS
R HBERI A E - BRSNS s
PIC/S 7ERGIE/ NE » R AIRIER AT 255 -

() BRRAY Annex 1 55 16 H 127 { topic: JTARAIEY Annex 1 7 50 H 269

{ topic » HANATPIAER T HE A 16 SO SEARATRREASS - S4hset
T ICH Q10 83 » 1)1 Pharmaceutical Quality System S {H 25 -
Foh - AKFHFEEEFERBRIER - AFEEA Quality Risk
Management ( QRM ) HIBEE: + SFAMRIA T4 BRI SRS DR S5 17
SRR T PR AT QRM BRI o Hoh s AR I 51
EHTESE /\FERY Production and Specific Technologies » FREIHY PR 25
JOHYEEYZ > 646 1. Terminally sterilized products - 2.Aseptic
preparation ~ 3.Finishing of sterile products + 4.Sterilization -
5.Sterilization by heat ~ 6.Moist heat sterilization * 7.Dry heat
sterilization ~ 8. Sterilization by radiation ~ 9. Sterilization with ethylene
oxide - 10.Filtration of medicinal products which cannot be sterilized in
their final container ~ 11.Form-Fill-Seal ~ 12.Blow-Fill-Seal technology
13.Lyophilization ~ 14.Close system - 15.Single use system °

() BHRITAZE - PDA BIS50/ I T A8 % TE I E RN

R BRARE
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1. {7575 1 laminar flow air flow BY{ A% unidirectional air flow » {F

HITRREEINELE - AR E R EEERRERRBE
YRS AN R P TR RS B DU e R R T - RS
FEAGHE > M H I REELEEA LR - BRRE TR
AR RFEE T A —ERBRN A - ERE M2 fREY
B B R PR A R AR R AH (- 2 R Y AR R aida s R ey 22
FoPsE 0 AR ZRIEE R RIEBE EE RS, - B
A2 R B R EORIG A 5 IR BT - I B R AR
BAEFEAEHE -

2IERAENFR L R ERERIFETL Grade A/B/C/D Fl

ISO 5/6/7/8 f—EALHYFHAT - AR BRE A B HARHAE — b
B PAPTRE R AT DU D 2 B B9 5 B th T DURE RIR B IS R RIEE -

BRI R (APS) BYRRGIME - R4 APS FHEMAR

RARREREBENE—FIEr - APS AV T RS 2R ARR
so i BEAEPEREEFF DUR BRI A RIRE - BRRIVER
FERAB FE A APS RUAS IR & E RGBSV R DL B RERE PR
NEHEHEY: - BB EEEZ K B BB R B AR BRI

A.}"LJ-
a¥al °

. fEsE R TEIIRE (action limits ) R B (alert limits ) HY

FURCATTENE A (action level ) TSR (alert level ) - {EFEEE
HyFeiE FARBIEEIRBAKATEF - R F SR 1T » f24t
R B AR M E A R H B E - FREFRE—HE5E
AR -

. B{EFEERBIEE SAL . sterility assurance level TR &Y

HH B E S AL PNSU  (probability of a non-sterile unit )
FEMEET BT ATEER - TERU _ABmE AR A M A 2 SR RERE IR
fERy AL -

a7 @184 (Trends in Biopharmaceuticals )

(—) EIREVEEM ARSI ABIE 57 B/ Ny FE R EE A TR T A
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BE > RS AE IR B S S B L SRR S P B e, - Bl
ARERAFRI - AR LT EE TS WERE
BERERBHEE ~ S — R AR LB E BLE R Y B A1 &
& BRSSO o BRE T ARSI 2P kA
SERVETTRADE - WS > — HAh L AT A AR AT
SRR o IRLLIRS [ IR ESR BRI A - M EYIBEAERE
MHERR - EBNeEIT I T S RIS S S ES - Rt
Rt ETEE - TR AR ISR - fE S A
W HVIERIRCR  BMERRIRIMA - PR SRR SRR - s
LV (APIBER AL ) - (RS SME R B LR NG T 5E
Vi o B LR - MEEHEFFE SR v ER IS - RibE
Vit DI SER T th pl R M EE L\ ST A e — 28 -

(=) TE35E] FDA MBI S EACE » 2006 FEUETEEES ST 29
{8 - &P 4 BR4VEE > 2013 4F FDA 1204 35 (B EE - L4p4s 5
T 10{E > 2014 £E FDA H5+8204 41 (EREE - & PAVE e
114 - 2015 SRt T 11 {EAR12E - FRRAHG & 5 %2 e
BRI - ATHEIR > SERAY R B ENRREEHEN
R TR PR AR A YR S A 0 ) P s s - T B
BHAEVEEANER M AR ISR - BTSSRl
4\ H] + 4% Novartis ~ Roche ~ Pfizer ~ Merck » Sanofi Bristol-Myers
Squibb ~ AbbVie - Eli Lilly - Abbott Laboratories  Glaxo Smith Kline..
o TR SR A Y EE S, - HHP Novartis EEFER 2020 4 L=
BEHEMNEYEEIZE . HIET4Y Sandoz W IEEMFIRNE 1.5 [BEOT
SRR R AR - NS (5 B R D R SR A A Y
BREEY) -

(=) EVERESTRERETUEAE=EREE > $§—E22RA0E
B AEARIEEES > 55 IR AR B R O ~ B nfs -
LOBR  BERRE B REYHCIEERER - B e
AR GRS - EAEER L BRI RS>
Sl RSP S IR R A B B BN T RV - DR
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S EIRIRAVRS I B0 auto-injectors BT AT IRV E i -
BRI FAS IR AR B T FT S TR B8 B - B R B AR E HHYIE
SR el o DAE R BT -

=~ HEREFASERE F> A (Single-Use Systems (SUS) and Their Role in
Manufacturing )

(—) BRMEFHASNES - — B ERENBIEs AR BEE
BB AR RS » TR S —EAGEETT » {ER—RMHY
RS EF U HARY{E A - 1E PDA HTIRY Technical Report No.66 Apphcatidn
of Single-Use Systems in Pharmaceutical Manufacturing FHEE] » FE24%)
BUEEEFE T B EEECE A FE A 2R OE FIR A R R 55
SRR IE B S R R A RS BR RN 7 S FR T il B B
g1 > BEHILURBEIRT GMP R ~ 58— S M REfI R B M
R RS BT BB LE AT R T AHES &
AR EEENERE - B HAGESEEE - &
FREBIGEC A4 - RS - BRSNS - FEIMErE A
TEPEZER ~ DO K pH R HIERSE » DVHIE B SR B RE T A
FERER A KABHYRER: -

() BEREREAHHVES:

1. Frevsli AT AR b o4 R A FR s R
2. B SOF AN g

3: W RS RN BRI S B AR RO

4, J/V change over time

5. FlaER A 5

6. NETBTTHE R

(=) BREH RS EERYHEE
. BRERBNEEYREBREA
2. WHIE LI T8I - B3R EEAVEER

3, (B TR R EE 4 T Extractables ; A1 T Leachables | HJREHIE
==,

=

4, B A E R B YRR
5. BREFLRAASET B 2 T Ae S A MURAY A IE
8



6. iR Rt YA B TR E N
() B BEH] S et ATaHER

FECET TS BB P S R TR BT A S MRS - FESTRA R i A L
ZWTE > AT BUEE R YRR f T -

Is SUS Technically Feasible?

Business Case Acceptable?

Product Risk Acceptable?

Process Risk Acceptable? -» NO

Process Control Strategy SUS may not be applicable

Acceptable?

Implementation Strategy
Acceptable?

Logistic Control Strategy
Acceptable?

l YES

SUS is feasible

() Bl TEESE | (TR — MR S A T DR T
EEETERIBSIEIR M E AR > B FEEERTSEES
Bl - EEAFEN o F RS R EA R DR S 14y
#7 > EREAEIE ACAR AR « [ & A BLIERG I E T SUS SBIEY
4R 0 E AR FEATIAY AR BERITIO A HT > B T8 SU Fefi
FIBRASERER » DR SRR B AR A B 5 el T P A S AR
Z EHFIERE S IR » BRI AE e ZO S T — 2OV 2
SRR T BB A A IR -

VB IR BRI ITIE/E# (Aseptic Processing and Fill Finish

Operations )



(—) BEMBUREGIURA S —ERFFENERZL AL
EEFLAE » £ 820 Contract manufacturing organization
(CMO) (A8 IE — [P AR EE S P » E MG H O SR EE -
HATe R A RREE A ENLIZSMUTICMO) R T » ERaTHSEE
TR R B BN —IR > (R R v DANDEREE Sy b il AR T B
A [EEFETLARRFER] -
() scmitiE R ECE Ay e
. O EH PR R RS R - RS TR
AT IIRY RGOy AR SR B R E R RIS ECRE - &
B~ R~ JEHLED)

2. YRR WINY ~ B AEREN - ARERREERN -

3. SR E RS - BE AR R RS R =Y
FEdn ©

(=) EcaftrErgHyRkER -

L A R SR A A A -

2. Ay B B (E F R T Fe s R -

3. RS R ERHY SRR A FEAEIAY -

4. B/ VERE R AVIES: SRR TREEHE 100%

5. W BRI R ZE R -

6. BIERE HIH HAEHA S EES 100%3dT

7. FEIE BRI R A R Y H B LI AR B A [ AV 2588
(RABS or Isolator ) R ARIFEEM: -

(M) EE o4 EFACE R FIREHEEE T &S B =R

1 {HEN 7552 (Conventional cleanroom)

2. BB E M A FEE (Restricted Access Barrier ,RABS)

3. feidsE (Isolator)

EHREEEmAYZ Tl - BIREHSEENY - (PR ERENEIEM DU E
IRy AR » e B RVER st R ke - PR SEE ]
DA 573 R B LAY RREE S B A i o LRV PR BERE E » W fHtbi T »
i e ] 2w v NI w2 2wl e = e S8 (TR E S i
SRR ET DU SRR AGR - BRYLRYRETEY 4-6 {8 F » Bm bRy
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ReHEFREE 1 (A -

Fi~  TPC and Final Product Testing (34f2 th B S 4R FE bR BR)
R R R B R R A NE T BN TSR EN SRR - KitA
B EEN GRS SRR A SRR RS HACR YRR T -
(—)Material Transfer into RABS and Isolator-Closed System
BYTTARBulk SRS SRR A TRIEERY o B PR MR R
HEHEIORE/ FR Oven > SERERAAINES 1 BUEERE] - AT Bl6(Elog fE &
3MElog AFAR o BATERT S WAL F 8 A bR A B B A9 25 83 (400 :Syringe, Vial,
Cartridge) » {EAMEHF ST A R HIEFRABS R Isolatort » B Fy B

|=] &/\ .
TS
Supply of pre-sterilized containers | inerface to Filler RABS,
*  Tub introduction inte a RABS/Cleanroom Cleanroom guarding |

c /B A

_Dgﬁbte Bag

Supply of pre-sterilized containers - Interface to Filler
*  Tubintreduction into an Isalator 'i":_ Isolater

FARICEHE AR YR - REBES © BB SEEIEE N - BEERE N

0 BUTRIEEAR F oyt

1. FERCHE/EER: AU H O EIRAS - 43T el RRaauRa o8 ks

2. BBEE R RS BT (rapid transfer ports) ~ SFHESE A 2k

3. MHE A BB MR BB (M Sartorius, Getinge, %) + H— RSB Az 4
EFEH
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4. THFIUEEEPERTTRS G, PoiEeiEH (rapid transfer ports) - i 1R 2R
T PR T R A R Y M R R A B RS R 4R )

5. 8 TUI5EE P (6 A -8 LA HL O BB A (IR B » SRR B ik e (Short
cycle 49205 5 » BRI S EEE A FRgmkes - 4R e ERas v B ik
RSP MAGS I A -

6. EEEY.£%rHBeta container ~ Beta Bag~ Liner system 3§ Alpha transfer ports
TR B S A L P 25 -

B R e B O] R R R ] R

No treatment No log reduction

Alcohol {-tunnel) Bateh ~ 2-3 log reduction
Pulse light / Uy Bateh ~ 3-4 fog reduction
Plasma chamber Batch > & log reduction
H,Q, transfer chamber Batch > & log reduction
E-Beam Tunnel Contiruous = 6 log reduction
No Touch Transfer (NTT) with Continuous No log reduction
single/doible Bag Automatic or Manual

I ESEMEAEER, » 1B EH5OEB(occupational exposure band)SPA |-+ FHEOEL
B8 B<l ugm’® » 4 7 LR S AU PRER - 2057 ) 38 s\ Material Transfer
Chamber » 335751442 EE{F 3R 2 Isolator » JE B B 75 R W &< ) 7 BR 228 5T
ST AR H AR SRS AR B (R TP connections)i# ¥ » {H A BE -4 @ Ring of
concernfJRIRE - AT ABERERFEETE - FREIEE - PrifiRing of
concern R 1H & 1E i AR A ME YIRS 8518 Lisolator{EIETIHT » BHRE
T SIsolatorBE 19 MR TR IREL RS S BT - 2 Z28HYBeta port 5
IsolatorffYalpha portéhi&i% » FIRESFAWIREEIEEE - /M - EEMES
AVERY AR » s EHIS IS (BRI O - 455 RH — R =
TP A es & MU B R TN MR » S5/ NS w4 -

fhoto: Getinge Group
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(Z=)CCIT Technology and 100% Inspection supporting USP<1207>
HRIFPIC/S GMP HrhRAnnex 1 BLIEMRI > 818 28 DURE! e » HIIE A
e SRIR R IE S BUEHRRIR FRE TN - B L5855 Form-Fill-Seal Small
Volume Parenteral (SVP) & Large Volume Parenteral (LVP) bags, glass or plastic
ampoules » =X EANEEIE A SR AVEEVEG S - BT R SR ILATE -
EREREHERENE © MR ARTEES - BEAFERRE S Al
DL 8 Ry T HE 2RV SC B MERR TR 9702 » IEAD » #rHfAnnex 1 -8.19,8.20 B8
FIFF RS E BB EEOK - USP 12074250 » (s S-S A B S A B P AT A
FREES B AR SR RO B - 2ERE A Ol o > e s s
a7 W] BAT B
Package integrity Testing in the product life cycle

Mass spectrometry

Headspace Analysis Headspace Analysis Headspace Analysis
Pressure decay Pressure decay
Vacuum decay Vacuum decay
Deep vacuum decay Deep vacuum decay
Force decay Force decay

BUT R S AR 7 75 b L PR A

1.Headspace Analysis: s B 57 IR0 Y EE SR B A e B B0RIES - flianes
HEYEETE] ~ GRRE T E T AL - B R R IR g B
-

e

Tunable ‘t
g .. Diode Laser )\

AR R

*  Detector

2.Pressure decay BfA A II—EBEST - FREE—ERHERE - ST B ERHGRAME 1T T IE
ELBIRAFIRE R A B0 - B HH S R VP ER - MR ST -> REBHIER > 38 »
B 10 um FURMEUA B 22054065 - |
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i

Fifling Equalizing Testing Venting

3.Standard vaccum decay: B A28 H ZE » BHZEE4Y300~900 mbar » 5FEZ ST
R 1 _EF-EE B BRI A A TP R, » hEZE > >
FRERHA > B EZE - S RIEHIL06FY (B2 10 umFL) -

t

T
i
i
i
i
I
I
3
i
i
i
3
H
i

N

t

l
§
3
4
E
I
I
f
i
i
%
t
F
F
E

Evacuating Equalizing Testing Venting

4 Deep vaccum decay: DB K =B TR S RIB B S - 2R EEH
FURIRIR - RIS S we A SRR A8 » kel S h BT > DI E R -

#

R T R S

B ]

e b L i

Tt oA
= h

— i i e oy

T,

=T

gt
T T -1 Tor T

REREEEERRE R

i R e e e

L e i Tl ke Bt s e e

i
g.

5.NIR: ELART AR R & EE i R L B O T s b RSB - i
# Pltungsten-halogen lampsfERoGIR » A BHEES (GEE— BRI RS
SRIERER) » FIER T AR IR » EADLAIRZS LR A 2 B AT - F
AR AR AT AL NGO GRS » R Rz Pk TRER E -
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(=)Head Space Applications in Pharma

eIl A = VLT B AR B A R S BB FDA M AR IR S —(BIARThiy
HERGET BRI A G S AR S A MIE A T, o 38 ol S R By BT — (I
JARPHERIREE N ST R E RS « B B DERRE S E
ISt NS REEZ ST EIR R —E777% - B EE RNy
LAfSils - R A A R AR R EHIEF AR A B AR - A
BHARAE X 4 DU B B R T 22 [ 2 T i il R RE R 1 -
1. Laser-based headspace technique

E R AR T RO T USSR - /KR - SREEZE) - Z&1k

Iié(mbar) -

EEEe B AR

WIS T-EEE R ~ RT - SRR

BUETFY-At line 37 In line SURZELPE - Atline B¥ Inline FRAXSEEME

QCHERPI- I Talg -« e mlls - 00SHi

2. Application

(1) FERTRERA BT T W B R
Pl E R PSR S F R R > BlE > EOHTHERI4T105y
TN - P SRR - SR L4 HI8~of)
RETT o m] DA e 8 et i 2 X BRI > i N & B LS L -
N RRI FBRIRIETT A TR B TR > SIMERL R ISR/
BEERA 2 RE BRTTR -

(2) B ERY B BRI
B FeBrHYsyringe FREAR (8L TS - BEMABSNE SR M
s {E RSB - HEEBNEAES%UT - HIYE SRS TSR
Zsyringe NEEER8~16% > [ FERFEEHE - hEEflE S
EFERICRE - SR LEE T E TR -

15
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&

Serles

3 8=

Serles 2

EI l” TN TI IR T

5 7 9 " B K W@ M 23N THY
Syringe sample

(3) vialsZ &z 58 S I

B vialsWas ¥ REVRRER » KB RS B RR SRR

i) WEASRER: AR - RV - ORETE - HE
HERF F IR INE T

i) B ERRERUNES - BEUERE - HEFHE - BEHvial
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Headspace oxygen levels ' Headspace moisture levels
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(4) FEAHERBINK S oAl ﬁﬁ‘z TEsE b
B AR SR » T & A R BB L HEZTAR » 5% sucrose
in viai,E;Lg%ﬁ?ﬁ?—’éﬁﬁ#ﬁ%ﬁ%ﬁ*ﬁiﬁﬂgviafﬂﬁ‘éﬁ?ﬁﬁ » GEEAD T

Freeze-dryer Nr i

Freeze-dryer Me 2

® Freeze-dryer Nol: /K43 43#70.8 3 1.4% Karl-Fisher(KF) > BE/70.65 %
2.04 mbar - FEGIIEGETRRE - FIRENEBENAS &

® Freeze-dryer No2: 7K5353#70.622.2% Karl-Fisher(KF) » Jﬁmfjjo.m ER
3.79 mbar - HEEIEGEITHEE - MRENERENKSESE) -

® R R SR B P B A YRR BN (B A R B vial BB
thotfvial ERIREZRR - EEETEVRE BRI ERT - BILSeRPIaTE
HYEE i Dhaa - INEEE T - BRSPSt BB
B R NHR B -
ElHeadspace moisture Zr#fidn » &EHEZATIR B IHAL - TTB TR
B [FI Y R AT AR R — AR A R -
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. Freeze-drier Nr 1 Freeze-drier Nr 2

75 °  Primary Packaging(—&h U875 8%)
(—)How to mitigate and contrel Biodrug challenges for glass Primary
Packaging: A Manufacturing approach
eGSR R A YR - SRR S RATRS 1201442 2202044E1610
BRI RFI287T0(EFTT » AWM ELE ST R H10.1%(E5bs
B 0n Fsa%) o IRENBEEARGER S AR W R S 7 v ARV EE i 2 Rt D
FrIREE S SR E R R A (BB e - R (R RS RE
BRI B AT At -
RS R BUG BZRE 1B 25 2 P IR A EAR U e v DATE 3 25 Rl Pk
B > NMEBRARE - o SRR ARV RIS -
Sy—J7iH > ReiBERTN A LB R R AV ERIETE M R AR I E
EE SIS EE NS E ST -
Stevanato group Z[:E ZIEESRIA S H TR Nexa(-RZUE)EL Alba(E =
BEEN A — BRIR Y E IR AR o R Em AR -
B 5 BB e n IRE T s R ISR T R - BUATE S Eil(Tungsten) 55
B~ ENZEM silicone oil ~ ZIEERAE - B EIRE - OIIHIT
&~ SRS A RN o BERET AT REE A silicone oil HEEE
EESE ~ BER TR EE AR TINL T BEEE Sy R A H] SR AR P LRSS T
TR E S » S A AR EE I AEE 6 Nexa B2 Alba BI{{R{E 71l 28 m I REHY
] RE I 12
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mr::sten - Aggregation o SEt-3 LI SR
rasldues + Syringe-to-syringe vanabliay of regiduals [ . - : :
- Aggregation o e
SHicane eil + Subrvisipe and visthie partiches g W L L
-« functionality chalfengas : BN FEATE
Multipte - Qrganic and inorganit leachatle - R
(Rubbers of stapper / RNS, naedie ghre) [ R
contact - Latex aflergy & ® L L4
materishe + Compatibliity R
- Product recalt FEEE i
Delamtination + Partcies Y % . ; o
- Glass lameliag B )
Mechanieal rasjseance | | 26k ofbreshiges . & powl s € =
High viscasity + Need of hig volume cantridges bare2l Ca -
high volumas * Integration with EVWI A

EAF 7y AR Nexa 5L Alba i (BB
1~ Nexa TEHf{EHE:
Syringe: {354 ~ [EMIEVERELY) ~ ot PR R
Vials: (S35 57 e 2H 5
WE Y Silicone ZE{fREEIE
BESHEEAH A
yiity 2 waliskatic
AT 100% R AHRE
Alba EHHEES:
Ik FRE
FEH B2 H YD
SEGHE O A
IhREFRTHAR L

F

® & & o o o o o o

(=) Polymer-Based Pre-fillable Syringes désigned to Minimize the
aggregation risk of Sensitive Biodrugs
1. S BEE A B PR B0 25 7 — (B 45 Peginesatide (Omontys
®; Affymax,Inc.)) > L RE4EHIE B FA » PB4 E B4
BOMEARTE > EPTBISETE > HER TR IR R R BB L o e Yy 08
BUSIE -
2. FEHN-FEEHREDERKE » T2%FDA guidance(Guidance for
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Industry; Immunogenicity Assessment for Therapeutic Protein Products
(August 2014)) » §il4N:4E G E G RER S R O ST FE - (L2
B EIE V53 R A8 ~ 0.1~10 um FRL A TRATERERCHEE
R FHESREHATYE AR (e UL SR FEE B R B B S B AR RV S
fz & -

3. USP &= A Y E A2 AN - WUSP <1663>
Extractables good practice~ <1664 Assessment of leachables~ USP <661.1>
and <661.2>¥E 457538 « USP <1787> Measurement of sub-visible

particulate matter in therapeutic protein injections °
4. T HeIBHE P T Bpre filled syringe E MBI » IMIERIEEET) ~
2R DFEGER TR -

Factors potentially affecting biopharmaceutical PFS quality
Various causing factors = need a system approach

Sificone oll -

Sl nggregahon hymngqton Manufacturing process
Physical stress .\ et Dt el .
N T ;--Aggragatsuu bygiue Lo Manufactudng process -
Sl Aggregatlon by excess phy&mistre;s Headspace

Denaturation by Ieachables !rom

Sono : R  contalner closlre = g Leachablas
Ch?’f“‘_.“‘ Stmss : Oxidation by dissolved oxygen Dissoived oxygen
G Gidation by remalning ragicals wndiation
Breskage Cumponenl
Others Dalarmlnation 1 DR '.':Com;mnent
Particlas Manufactring process

Polymer based pre-filled syringes 5 £&{E555:

Polymer #1H » RS

o 2 BB (syringe AR Silicone ofl) + ARV B
AR B AL B TR RN A g EEE A CREEIIAS

BRI E R A LR EHEEY

® R D (PZEURE TV E )

The de-oxygenated package system

OOO.U‘

Muiti-layer film

~%# (3as barrier layer

Cxygen absorber
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(=) Silicone Oil-related challenges for Biopharmaceuticals and potential
Solutions
EHEFRB RSO0 & VB s M prefilled syringe FHIEBUEE - 1REH18
PERGHI A BT G - |
P 2 EROE AR - SRR F s iprefilled syringesHT 41 E -
AN SN B R fiEYsilicone oilfE R BIEE > (T — LB - DUTF

- EETfEdsilicone oil B4R AVEEEE:

1. A BB fl:silicone  HAEBERG M T 5E 22 42 B0k (sub-visible particles) » Sl B
PRTE RS P S B E R - B0 TR B 0 e

2. FF & B BOR B : silicone B B B 5 Bl T £ BE 4 AR (sub-visible
particles) - i BT FEBBCR 7 &USP 788 S5 ek TRR8 - BdE 5
LR RIS B 25 R Hageressive formulation(331AIEE J7) -

3. HEAE SR KN Silicone B B SR M ¥l syringe JEBh R 2 5 B
AR ERRIURANE BRI - Silicone [EGPEZIFIAM  THEETE -
FIHEZE B ERan R S S A RREREE - 52 HR Fageressive formulationffJ4E
LT

4. FEHIRIE R 2 :SiliconeE 4 FYA0RL T T BE (B4 5 B B Bl 40 e A IRt - 13
WAEHHEA R - B ER TSR e PrvEs: -

5. Immuno-genicity S0 REJFRVECEMFIEE H S SE YA B ST &R A Py
SHERY R [ 00 FZ 1 )Silicone {0k 8 H 28 8y o 8 4 3 5 i o
silicone FEEFH /A LR IEHHUEGE -

R e % DAL EERE > BD o) ) 8 @t 4% 1l 2 fff silicone(BD  XSiTM

technology) > (EHHRF i silicones R PAMEAMHILE - 34 IR R 4SHETRE - R

Dsilicone HFREL: » REBEMNISES, B2 SRR -

T Wiy CT0S5-Mkad chialiss
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1~  Devices (EF)

(—)How to Test Primary containers and assembled devices for parenteral
drug delivery

bbby,

Hypodermic N

needies f

et

Syringes Pen needles Pre-filed syringes

Drug pens

1 AETERIE LB LN S SO T RN - IR &
A ~ syringe ~ prefilled syringe ~ %% Syringe - $UHAEIEITH - K7 T8t
Eﬁ @

2. JEETE SR OB A 2R T A R EISOf g » 07T

® SO 11040-4: Prefilled syringes — Part 4: Glass barrels for injectables
and sterilized subassembled ready for filling _

® SO 11040-8: Prefilled syringes — Part 8: Requirements and test
methods for finished prefilled syringes

® [SO 80369-7: Small-bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic
applications

© ISO 80369-20: Small-bore connectors for liquids and gases in healthcare
applications — Part 20: Common test methods(ISO 594-2: Cbnical
fittings with 6 % (Luer) taper for syringes, needles and certain other
medical equipment —Part 2: Lock Fittings)

3. ISO 11040-4/-8: Mechanical characterizationBE 2L FIE H:

® (1 Flange breaking resistance
® (2 Luer cone breaking resistance

® E Glide force test method to evaluate syringe lubrication
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F Needle penetration test

G1 Needle pull-out force

G2 Closure system liquid leakage test

G3 Luer lock adaptor collar pull-off force
G4 Luer lock adaptor collar torque resistance
G5 Luer lock rigid tip cap unscrewing torque

G6 Pull-off force of the tip cap or the needle shield

4. Pen/Auto-injector Systems > 15 DL N B (VR HERL IS - R IE
BRI A AR E AR TR 5‘]1

insulin Pens Auto-injectors Mititary Variants

® [50 11608-1: Needle-based injection systems for medical use -
Requirements and test methods - Part 1: Pen-injectors

® [SO 11608-2: Needle-based injection systems for medical use -
Requirements and test methods - Part 2: Needles

® |50 11608-3: Needle-based injection systems for medical use -
Requirements and test methods - Part 3: Finished cartridges

® IS0 11608-4: Pen-injectors for medical use - Requirements and test
methods - Part 4: Needle-based injection systems containing electronics

® I50 11608-5: Needle-based injection systems for medical use —
Requirements and test methods - Part 5: Automated functions

® ISO/DIS 11608-6: Needle-based injection systems for medical use —
Requirements and test methods - Part 6: On-body delivery systems

(Z)Device development and lifecycle management in modern drug delivery:
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options to differentiate with a market-accepted platform

S _ Ch L wwif
- Ampouies ¥ l"-. © Pen Injectars i @ i
- Viak & ﬂ ;l {Reusanie & Bisposabie} [ 1 o *
© Disposable syringas i » fulin IR - : a
- 1n?:a:.h\n:‘, Vi Pomei e + Grawih hartranes vy o= Bwogah
© Dsieoporosts
= Prefilled Syringes + GEPL
;

' Anticoagutants

i
i
i
H
i
< VMacines ; ' Interferans
H

Ongoing developments in syringes (safety), needles, prefilled syringes, pens, auta injectors,
pumps and infusers

R AR SRR S DI - fEA Fampoule ~ vials ~ HIEEH syringes - ALY
WAL > F19705{Cprefilled syringes ~ 19804EfREERLLH 5 ~ 20004F
REENEHES  RENEAT BITESSETS2EN > FREOHE T
FIAER:

HEFEEFRHE I Y

BRI IS B BRI R)

LUR A B ERCHLTHAS - BEHE A S

TR Ry B

BT E B 7 ] A T AR B R LR Ul

B Ll R SRR

B A\ BRI 1

® B/ ERRIEE

BTN ERAIREEFTES R » AIAE 7 B TRy -
syringe fitfERs ~ IHENE - HENEEETRY - AN - AE - HEG
HEIRBLIERT ~ IRAVE SRS « B BEANE -

G AT B SRR B S A B AR AR (URS) ~ St ERRAE - 8RR - HF
studies(formative, summative) - Z7EM: - B - 7oE - B8N
b B IRREAR B RN -

PRHEE 50 P A I B A (R 0 B 2 2 T AR A S8 25 B R B RE T Y 1]
RE R EE N B ETAR B EREE -
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UTILIZING PRECONFIGURED DEVICE TECHNOLOGY TO
ADDRESS INDUSTRY NEEDS

§

i £ & %

% b = -

_\)5 B \\s: B8

z%fi; 2 R g

o - a
Preconfigured device program Bespoks industrial design

Bodpgsd ank shmpdified noscbanisrmns Proven sabust rechaniun
Mo witamized design

J\~ Product Development with a Pre-filled Syringe (BA pre filled syringe ¥£f
AT EE AR
(—)Product development with a pre-filled syringe
L. ZREIREE Ry Vetter BUBEMIUE » RBP4 Bk i S 2
W FRREERGZBETRE - REA X T Avial, cartridge,
syringe °
2. Prefilled syringes EY4TRR 151 H PAT 488
() EEREl:
BRI/ B Tk FEE
TR EAR T RiE e
BT SR B SRR
B/ D BB S B R EE T B
BRI ARG E R
HEREREN A SRR
(2) BETE:
® EAAEA TER:
® EIEFRVEMELELERD
& HERHLEYEEHRIEE
® BV IR DU DR E S T RS
3. DAZESERAREAER A FIPE RS - 7R H B8R 3 - mu s,
BREE — BBz Fyvials » 58 PR BUEE —FSEL » WAL Bvials B syringesk %
& e SRR E PSR B ES  EiTE ST A
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vials Hésyringe -
(Z)Competitive advantage for Biosimilars through combination products
and lifecycle management
AfA IO E SR AR DA SIS L - i
HERREIER BRI A FIE S S RIS R B AR S R - TE
FREA S RIEESB » SMEBES: Fiipkevie B2 A n”

innovate & e
Gl
Re-invent \,5‘*

nnovate &

DU S B R > 11 00 RS L B o TS e A R B >
S BRI BT R R A M R R R E - R R e
FRECEDAEE  (B9kE R AR - SR A AN WAER AR
A ~ R A T B A T A0 RO B R A A A R B [ B Y L
% - Lucentis(Ranibizumab injection)

2578 2REZ EE vial EifRlyo prefilled solution » Eif@prefilled B
WHBH © RERRERS - SR AR AREEERFHEY
BEINENS » 4IBydureon -

R = - BB S WS & F A - OSSRt b - )
DECERA ~ SR AR A BET BV EREIRRE - BSE A
WAL DIESIR KBRS -

B~ LRRER

— > BUAYERISRTE - SEERERRNE e

MBS RO - YRS AT B BT
TR » DR A Wdin i SRR » BT DUZ BRI M % S i AT B
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A5 R BEESURBE SRRV - WIS E A BB 23
A (HETEE A SRR, -

- FHETEEN 7 PIC/SGMP e - BEEES MR EIE e S

BEE 4 47 4, T B Rl O B SR o T B BB S O HE - OMP YRS
R EBHRE AR - BB RS H ZEIRRIEK - FCEERSHE T %
B o A T EE R B WWEMRYTE - CMP &
?ﬁ&%mﬁﬁﬁZ% BEPABBGES  BiERED R LRAZ
3 o

LHENER RN ERETRE - RPLURABIERBANSE - GMP
B MERARD - RSB EARIZIEME - PAFTE RSN AR RS
FH AREGHIARABRER 2N NI - ERSREESS2H
THEHZ B Er - e BE IR - DURARE - MEBERED 2T
e
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