BIFRKieiE

Ad1E: 981H 13:30-17:30 iBs: AF%FT

BdE Time EIfER Topic iRiffE=Ee Speaker
13:30-13:35 | JRUDEEE 250 PEEASRMEESSK

Welcome Speech
13:35-14:00 | {NESEGE Fi# THEAmEEEERRIK

Leader Speec AMNTWEX S

Desmond Hunt, EEZHMEZSHRMFEKEA

14:00-14:30 | BmtnERRER SR EHENE K ERDHZRSWBK

Drug standard system development and supervise system

reform
14:30-15:00 | FRMCERITFEALEEE, HENEAFIEFT FRE BERmaEEERGREMERIEK

Deepen the approval system reform, Promote the Pharma




industry innovation

15:00-15:30 | ERHEFAEVIFIFIFIZ5E 47 BiRE PEEFRFARGNRREZARATAK
Biologics and Pharmaceutical Packaging material going global

15:30-15:50 | #X&X Tea Break

15:50-16:20 | FEEH TR EE EFH FEESEEDRREISK
China Pharma industry situation and look forward to the future

16:20-16:40 | ELEWERAMSIRSE EIRME
Pharma enterprises international Acquisition and investment

16:40-17:00 | BESHGEECFT Silvia Forroova, ERi Pharmapack 45
Driving forward packaging and drug delivery innovation

17:00-17:20 | EZGERAMERE T EF SRA B E AN TS Stefan Bauer, B BISKRERS G
How regulatory drives innovation and patient safety

17:20-17:30 | £55R_%EFF Ending Speech 5/ FEEAEENSESSK




A HFliglEz—aNBE

AfiE): 201959 B 2 H 08:30-12:10 &iY=E: F1

B &) W wREA
IR TFIRTIR N BIFNGHIZS AR S ST ®H Bt
08:30-09:10 <CMC Study and Bioequivalence Evaluation of Generic Inhalation Preparations | FEAZSHIATEERSER, Wk
based on QbD> iR ERE RS EFIEHIE, P
IRAFFIN R RS FERNTEZLRARERIVR ST EE HREESRIED
09:10-09:50 < Development of Inhalation Preparations and Analysis of Public awareness of | E84YEH AR ARSE AT (LS
Inhalation Therapy in China > MmEMEZRHFMEHFIL)
Dr Guillaume Brouet
FERZSYIBIER RFTH R N R EE X A iR 5
09:50-10:30 Aptar Pharma £EkOHr. iERFIRIE
<Trends in Pulmonary Drug Devices and Considerations on related E&L study>
B=5E8 Bl
10:30-10:40 ZREX Tea Break




DPI 7= G & PRI AR 7T

FEIE L

10:40-11:20 KESBREARZH AR ERAT
<Study on Powder properties of DPIs R&D >
R RS
IRNZ5H) BE BFUR RIS THALAISE IS T =% Bt
11:20-12:00 | < Case Studies of BE Research and Bioanalytical challenges for Inhalation BERERHESRIEREERE 2

Preparations >

st




RRTUGMNEERS -2 BE

9/2 8:30 - 12:00

R|INE: M1
ERBA: FEF TARERHIZEE
AdE Time EiIHERE Topic imiHEE Speaker
Welcome
8:30-8:40 Dr Fabiano Nicoletti
KR
Regulatory updates in a changing pharmaceutical
Andrea Salmaso
8:40-9:20 scenario
EPrrELEL 1SO / TC76 / WG2 EREZERER
R RIEZS S =PRI E T
Optimized Glass primary packaging solutions for
9:20-10:00 Ale Morandotti j5J887=RE

biologics




IR IBR EMRRTS

10:00-10:20 Tea break %%ER
Integrated solutions for drug delivery systems

10:20-11:00 Paolo Golfetto A RFI S REZTE
BARFNGERRAR
Inspection technologies for highly sensitive drugs

11:00-11:40 Gaetano Baccinelli TFEER| JH5EETE
SERESYIRENEA

11:40-12:00 QA [a)%




HEEI#HE

AdE: 9828 8:30 - 12:00

Innovation seminar of Japan

SiN=E: M3

Ad1E Time iRIHFERR Topic iRiffasEz Speaker
8:30-8:40 FrEssEs
8:40-9:20 AALEHIFIAEs AWK KRB BIR&H
FERTASR
9:20-10:00 KRI FFRAHS 2SR MERE R
KRIBkitt STDBERIARERERK T8t
10:00-10:40 BAARERNES Mm% =E—E BARERI ST
10:40-11:00 | ZEX
11:00-11:25 PTP $ESERRZKIERAEE 'S THAZ (FE) EEERATE
11:25-11:50 @I VIALEX XS &S ESIFIR R REZE RN BEREDRESS (L) BRAE BISEHE
11:50-12:00 | (A




HHEXBSRERNERARRES

BSE: 9828 8:30 - 12:00 SiNE: M5
A &) RSB EHA

08:30-09:10 hEZSHIGBEMARREIRIRE e BExRSHERZ
Construction of Chinese pharmacopoeia package material  Chinese pharmacopoeia commission
system

09:10-09:50 T—RRES A KR NHIFIRIEZZ SKIERR FERmIAmIGEN 7
The next edition of pharmacopoeia deals with major Zhang Qiming National institutes for food and drug control
changes in inhaled preparations

09:50-10:30 1CIEETHAYR] WS iR ERVANS| A= PSR vEvizis
Study on the monitoring of visible foreign body in injection  Yu Li  Beijing institute for drug control

10:30-10:40 ®RE2

10:40-11:20 R B IR SN ER TIHEIRRAASR I B (TE) REBRAE
Study on infusion quality tracking and standard Wang Biao VP Government Affairs & Pharma Policy
implementation evaluation system Baxter (China) Investment Co., Ltd

11:20-12:00 ISR TR A RN IER £56h  FEESEEDS

Development and function of standardization work of

association

Cai Hong  China Pharmaceutical Packaging Association




RBARESRE FiPEen CEaElE MM RRERPE s

A Giant Leap for Humanity—-How you can benefit from a premium packaging?

AdE: 9828 8:30-12:00 S|INE: M6

BJE Time EHER Topic WiHZ=E Speaker
08:30-08:40 £EIEGA Opening speech Mr. Peter Scherer

BRACLZ2-RETZAIFHIMC

08:40-09:20 ] . ) Dr. Folker Steden
perfeXion®- The New Era of Quality Processing

ST\ S mERIBZ B P25 ?
09:20-10:00 Dr. Folker Steden
How to benefit from good pharmaceutical glass?




BEANZE: RIFAIXEEERAnInE RN THREHIEES

Patient Safety: Proper risk management and Zero Defect

10:00-10:50 Dr. Stefan Bauer
approach in Manufacturing of Primary packaging
containers
SNMEIET I (R —RB ) -Fr—UiE5I7UAR
10:50-11:30 How to package biologics (Part1) — The Next Generation of | Dr. Bernhard Hladik
Vials
A AR mAIETE--- B RitRI A £S5 AR adaptiQ®
SRR EECERE Ms. Feiyan Li
11:30-12:00
Datwyler solution to support parenteral drug development, | Datwyler

features SCHOTT adaptiQ® vials

10




MiERF" BEFORHFIRIMEIRICIFIR L REES

“Let's talk about future ” solid dosage packaging innovation and future trend

BdE: 9 B2 H9:00-12:10 SIE: M7
Time/R3IE Speaker/if& Topic/@EH
09:00-9:15 | Kumpol Nateethanasarn (Marketing Director | iGIZFFEREEE
APAC) Opening Speech

9:15-10:00 | Dr. Ajith (Sr VP Packaging Solutions, PPI Global) | i £EIR S H—FiRiEH BEESHINRER
A reliable and faster approach to qualify a new primary packaging
material

10:00-10:10 | #XEX Tea Break

10:10-10:55 | Dr. Desmond (Principal Scientific Liaison ZEEN LR ERNIMERET E AR

Pharma)

How US regulatory faster the packaging change process

11




10:55-11:05 | #8X Tea Break
11:05-11:50 | fhilE  (TIRE R RARR ) BEAENERR RIRAFER B A RN RES
Qiu Ruquan (CTO of APP Paper ) Technical Data of High Speed Pharma Packaging line Specialized White
Card & Pharma Packaging White Card Development Trend
11:50-12:00 | fRIE3TMRIATS Q&A
12:00-12:10 [ Kumpol Nateethanasarn (Marketing Director | iSIziEHEE Closing Speech

APACQ)

12




haXtiEPharmapack €15 BRMEIFiEESLAZ583

AdE: 982H8:30 - 12:00 SNE: M2
A= R EE wHA

8:30-9:00 Welcome Introduction Silvia Forroova, Brand Director of Pharmapack Europe
MRIPEA] EGM Pharmapack BaREs

9:00-10:00 | Technical aspects of aluminium based DPI packaging Yifei Yao, Director of
DPI TR N\FIFIEAE SRR HanFei (Shanghai) Packaging Technology Co. Ltd

e %, NEE (E8) BREABRAT BF

10:00-11:00 | Diabetes & Respiratory: ready for device connectivity/ Arnaud GUILLET, Business Development Director, BIOCORP
FEERRFIIR R Se5cs: BEXET S8 Ak Arnaud GUILLET, Il & RS S, BIOCORP

11:00-12:00 | Partnering Pharma to Transform Drug Delivery and

Connected Health/

BRE SIS AR TAYIE R B RATE S

Michael Wang Phillips-Medisize EIXANE KR

13




EMEsiRR SelE

BfEl: 9828 8:30-12:00 £iX=E : Ell
EFFA: FERR 1L/ Ron Forster KpECEIEERE

Ad1E Time EifEE Topic R EsEE Speaker

8:30-9:00 HNEEBREYFRIE D Dr. Aine Hanly
Unlocking the potential of biology for patients THAT FERALSHREISEN K

9:00-9:30 | EMALKKFEHZHIRMARES Terence Chui
Biologics current status and development trends in global and | Z£zx##% BD IINXERESNTIHEE
Chinese market

9:30-10:00 REVRAFBHEEETZRYFILEEY (E&L) itk Dr. Yasser Nashed-Samuel
Creating a Holistic Extractables and Leachables (E&L) Program | &# A5 HDTEfEFEREFR
for Biotechnology Products

10:00-10:30 | ki S4EMARENHATR LA

14




Study on the particles with biopharma quality

SRR IR

10:30-11:00 | EFXEAIRIFA0CKEHEETR] (ASP) 1038 Dr. Ronald Forster

Risk and Science-Based Approach to the ASP Inspection TR AN BRImr - ek T s
11:00-11:30 | EMHIFIFARIER SEIFT TEE B

Biologics Research and Innovation SXEMHILATERI TZFRER Bl
11:30-12:00 | JEFHEERSEFIFIZSRAIF/ Robin Hwang

Injectable Drugs Differentiated by Injection Devices

ICP Consulting Corp.,

15




HRAFKDRZEHRAZRSBE

Agenda of the Conference on Printing Safety for Medicinal Packaging

HHA: 201998 2H SiINE: F1
AdiE EHEE HHA
VN

RBAN: BRBEARERREGT BU BE2i#ZT, hEEABENSAREEEREIVERSEWBIKT
Visit the company
Contacts: Li Ning, BU general manager of Luster LightTech Group

Zhang yun, Vice secretary of Medicinal Packaging and Printing Professional Committee

BIEREES, AIENEEMAEREREERIELATNBETRIEZAE (83K 10:30 BIF)X)
9:30-11:00 Visit to Luster(Suzhou) LightTech Group,please make sure arrive at Luster before 10:30A.M.

(meet at the lobby or go by yourself)

11:30-12:30 F& DMNREMFAEERERREEAT

16




Lunch

ERHA: BRFRODSHERARSHESE a7l

FEESHEENRGHERIFELEREF—BRAERNAERXS

The 2"d Members' Congresses of the 15T MPPPC Committee

FEERETIFRE 179%% ) HEESRDRGARIIBIEVERS EE
13:30~13:45
Work Report of First Committee Xu Wencai Director of MPPPC
HRARERIZEFRARZR
Conference on Printing Safety for Medicinal Packaging

Fi5A: KEEBDNSHBRLATZEE TR
Host: Shen Caihe, General manager of Tianjin YiYao Printing Co.,Ltd.
HE BRI BORIUATI B IR R %A mIaBmAmiGilt R BRI, ExR

13:45~14:25 Status and management methods of the R HHEER

Yu hui

joint review and approval policy Director of Zheliang Institute For Food and Drug

17




Control

WS FAmIMIEAIRKEF

AALINKENSBIRAE

F4E AmBRHERRE
14:25~14:45 Research on the demand for pharmaceutical
Wang Jizhou | Pharmaceutical packaging sales director of Xi'an
packaging under the “new normal”
Global Printing Co., Ltd.
DRI AR E =/DYE TEERER AR AT FEHIHEIE
14:45~15:05
Function label promote drug safety Cen shaomei Marketing manager of Schreiner MediPharm
REARERERAE]
FREX, HEREMRSE z 7T
15:05~15:25 REHG BU SUZ18
Quality solutions for Medicinal Packaging Li ning
BU general manager of Luster LightTech Group
ERBA: WFREEX—ISHERATDHEERSE ERE
Host: Wang Honghao,Sales director of Shandong Lu Xin Tianyi printing co., Ltd
15:25~15:45 SRR B R S SRR R RS BER (18 HEERAE

18




Medicinal printing ink security innovative Lu Qianshu Siegwerk Shanghai Ltd.
solutions
L ENERNDBIRAT]
—H—t9, HmhEmReE K B IMBARE
15:45~16:05
One item one code empower the brand Zhang yong Project Research and Development Director of
China Commerce Networks(Shanghai)Co., Ltd.
EARKERIHERSR
== 1 IERIEREHARATEHE R R
16:05~16:25 Intelligent solution for pharmaceutical
Li Hongbo Sales Director of Beijing Value Technology Co.,Ltd
packaging
£ BREREME TIEERAT
#8417 VOCs jaIRRAME T ZHT1EEY EFEH
BHEpREE
16:25~16:45 The selection of VOCs treatment process in Wang
The second division general manager of
printing&Packaging industry Zhixiang

Qinhuangdao Green Environmental Engineering

19




Co., Ltd.
7K E R ARTE B R B A=A OGRS IR SN
TUNEEFRIIAZHIR, BS
iz
Fz B e EERAR R
16:45~17:00 Digital watermarking technology research
Lili Hangzhou Dianzi university Shangyu Institute of
and application in the field of intelligent
Science and Engineering PhD
packaging and security
(FEEAHBERERT) SHEKRTE BER HEESOENRGARIIFIEVERSMWBK
17:00~17:15
China pharmaceutical packaging blue book | Cao Guorong Secretary of MPPPC
2R LS K ERBA: HBTRERIIGBRABCEE FPE
17:15~18:00 Discussion and communication
Host: Zhou Mingxiang , general manager of Wuxi Foreign Trade Printing Co.,Ltd.
FRZIRBR TG EZ Z IR R
18:00~20:00
welcome dinner(Xi'an Global Printing Co., Ltd. & Luster LightTech Group)

20




SRIECIFREN DAL R AR RIES— B T

Glass Innovation for Pharmaceutical R&D and Generic Drug Consistency Evaluation

Af|: 9820 13:30-17:00 f|INE: M1
AdlEl Time EiHE Topic R E Speaker
Mr. James Zhang 5Kl
Opening speech & Conference introduction
13:30-13:40 Commercial Director, Corning International Greater
FHARE RSN A
China RTEFRAPLXEZEE
Pharmaceutical packaging material technical requirement
Shanghai Pharmaceutical Packaging Material Test
13:40-14:20 | and integrity assessment
Institute EBHREAHMEBEMRIIIER
HEMARRAER N B EIEAR
Effects of injection packaging material on generic drug | Yi Sun #M&
14:20-15:00

consistency evaluation

Director of Infusion Department, Hengrui Pharma ;758

21




pE 2 Npl a1kera i SN Ll X e U R AR YN A

InELAR I BIRA T ERERS S

DMF technical requirement for glass pharmaceutical

packaging / Stability study for glass pharmaceutical

Mrs. Carol Flynn

Glass Standards and Technical Services

15:00-15:40
packaging material Corning Pharmaceutical Technologies
ISR E% DMF BREK/ ARSI RIREIEAR BISTREARAIRSS, RTEAREK

15:40-15:50 | Tea break #:&R
Pharmaceutical packaging GMP under new joint review | Mr. Haixiang Zhang  3KiS#}

15:50-16:30 | and approval regulation Lab Director, Shandong Linuo Technical Special Glass
REXERIFERALHE TR GMP E1E Co., Ltd. LIRS EFRFTBIBRINEIRA SN =TT
Corning pharmaceutical glass fasten pharmaceutical | Mr. Stephan Arnold

16:30-17:10 | generic drug consistency evaluation Global Business Director, Corning Pharmaceutical
RTEDRERB AR RIS —SUETN Technologies RTEHKRAZIISE i

17:10-17:30 | Q&A &£ All 2K

22




Suzhou Dialogue CCI Testing and Assurance Symposium

WhIdiE: BRI R N AR R EEHIIRS & A EE

BE: 982H 13:30-17:30 fKiW=E: M3

A= HRE wHA 2
Session 1. CCl testing technologies and applications (Moderator: Bryan Yu)
€15 1: AREHEEENRRARNA (EBA: F5)
13:30-14:00 | Utilizing high voltage leak detection (HVLD) for CCl testing | Oliver Stauffer PTI. Inc PTI will provide
of biological products
BEMRIEIRA (HVLD) EEYHIA RIS RE T 2T
M AIm A
14:00 - | Applying headspace analysis to ensure CCI throughout | Jim Veale Jun (Jesse) Xie,
14:30 product life cycle - case studies Lighthouse Instruments Shanghai  Zillion

23




Rz TR o AR AR R A s B EA SRR H e B - =6

M&E Equipment

5 Co. Itd

14:30-15:00 | Advanced CCI testing technologies: Mass Extraction/ASTM | Bill Hathaway Jane Yang; Martin
study Pfeiffer Vacuum/ATC Zhao
FeHNASZH RN A: ASTM FRERES SRR

15:00-15:20 | Panel discussion Q&A All speakers

15:20 — 15:40 Coffee Break at the Exhibition Area

Session 2. Science & Risk Based Approach to CCl Control Strategy (Moderator: Bryan Yu)

€15 2: BEFRISHAZNEEBHREIHSERE (E5A: FT8)

15:40-16:10 | Container Closure Regulatory Expectation and Pathways Bryan Yu (F&) N/A
AmBM RS SRR N BRI Amgen

16:10-16:40 | Utilizing 100% CCl testing and visual inspection to improve | Pinheiro Aki Toson Xu

24




process control of various product types

KR 100% BahE=RTi B EMiH B miNLIRSYd

WILCO AG

(R EH)

Rieckermann

1

LI T e T VY e ] Shanghai
16:40-17:10 | Container Closure Integrity: Regulatory Requirements, Test | Fangdong Yin N/A
Methods, and Applications (FHUZR)
BTN BIREX, WA, RENA Eli Lilly
17:10-17:30 | Panel discussion Q&A All speakers

25




BRESERAS RSN

AdE: 9828 13:30-17:30 |iINE: M6
Time Subject Speaker
13:30-13:50 IRE_EMEIR — Datwyler ZE4SEED Howie Yang
Datwyler superior packaging components and a full service offering =
13:50-14:30 SRERESREAKE Omni Flex — i#ESURGIFIHEEMHEEK Dr. Renaud Janssen
Omni Flex coating, meets the highest demands for quality and performance for
highly sensitive drugs
14:30-15:00 ENBREREIZIVE Firstline Feiyan Li
Firstline standard for high quality elastomer components K
15:00-15:10 RXimiaE Q&A
15:10-15:50 | ZAEMEFREM-ATREHREWER&ERN_LEMH Primary Pharmaceutical Packaging |  Dr. Frank Hoffmann-Geim

International /Domestic Registration

26




15:50-16:20 RRFHIL T H EEAMEF— AR B 28 R\ = mlliF)_EmiER Project Dr. Frank Hoffmann-Geim
Management and Collaboration within pharmaceutical packaging. How to reduce
interfaces and hurdles for Pharmaceutical Customers.
16:20-16:50 REARIWIARIRS -HEEMECSHRIFLEK Dr. Renaud Janssen
Extractable study of rubber closures — DMF submission and drug development Feiyan Li Z=%#
16:50-17:00 RimiaE Q&A

27




Forum of International Pharmacopoeia

BEZSHICIR
AdE: 9 828 13:30-17:20 SINE: M7

AdME/Time B ES/Topic iHiHE= T/ Speaker
13:30-14:20 | EEZ(USPIS IR ARSI S BT R EEBHE

USP Compendial Packaging Philosophy USP. Michael Eakins
14:20-14:50 | cEIZSSE (CHP) 2020 KRESRIIK STSEHRANL) HEZHE ChP

Standard Planning of Pharmaceutical Packaging and Excipients in ChP 2020
14:50-15:40 | BARFERSXTHEMINERSZ BN BARHFITMRAZES,

Consideration and application for the pharmaceutical packaging standards of JP MatERER
15:40-16:30 | EESHEFSERAIERBURT EEHHE

USP Storage and Distribution Talk (<1079> and <659>) USP. Desmond Hunt
16:30-17:20 | ERIHZSEL(EP)BERNBNMESHER BRiMZEE =R

Introduction and use of EP packaging Standards

EP Expert, Janssen Renaud

28




EREEIFEA R ERATRNARRS

m=

—eIES R, RSEREKFE

European and American Innovative Pharmaceutical Packaging Technology & Product Application Exchange Meeting

-- Innovative Pharmaceutical Packaging to Serve the Healthy Future

AYE: 982H 13:30 - 17:00

: M2

EFA:
R3E/Time HHER/ Topic imiHE=E/Speaker
Mr.Braden Miller
Elite Glass & RTF Vials: optimal levels of processing & Sterile packaged | Manager, Innovation and Product Management
ready for filling vials BE BB ESIRIE T melFE
13:30-14:30

Elite

ISR RTF /iR SRESFRAIBICEIEA SRR R /INERIN A

Mr.Wenzel Novak
Senior Global Director Business Development

MDS & BB ST A QRIS i

14:30-15:10

COP : Material of the future

Mr.Wenzel Novak

29




ARSARKAIFR< T

Senior Global Director Business Development

MDS BB ST A QRIS i

15:10-15:50

Your BioTech requests answered: silicone-free, metal-free and low
tungsten syringes

TotE, TERERRGEEIRS: SEMRRTEKAIEN

Mr.Wenzel Novak
Senior Global Director Business Development

MDS BB ST A QRIS i

15:50-16:20

Application of SPC in Production Quality Control

SPC FEAEF R ERHITIEFRINA

BE  JIMMY
Gerresheimer  Shuangfeng Danyang Plant

Manager SUEISEHTSIBFIHT &L1E

16:20-17:00

The latest container solution for drug development and the eye drop
packaging program provided under the new FDA regulations

GPP B 5 RS S FIR 755240 FDA Frill TRUIRMAYEIRKRERTE

Mr.Jari Tevajarvi Vice President Asia Plastic

Packaging t&EHMEIBER S AR KX &I SH

30




AREIFHFIeETSFEELZRRACIE

AdE: 9820 13:30-17:00 £iY=E: M5

AtiE) R ERR EHER

13: 30—13: 40 DICIREFENE Bt Yu Hui
Introduction by chairman of the sub-forum

13: 40—14: 30 M AREWASIFNAHIZ5 R BRI &7 Jin Hong
Selection and evaluation of packaging for solid oral generic drugs

14: 30—15: 20 MBREARSIFIN B REEEREX #3358 Bao Shuwen
New requirements for quality management of inner packing material for oral
dosage forms

15: 20—15: 30 #E8X Coffee&Break

15: 30—16: 20 | OFREWASIFIZSFRIEEIRF IS MO SRR FES#E Wang Dezhu

Study on enhancing efficiency packaging of pharmaceutical aluminum foil for oral

31




dosage forms

16: 20—17: 20 | FIBREWASI B RAESEEMBUMAI R A RINER Michael N. Eakins
Recent development and requirements of oral dosage forms packaging in

America and Europe

17: 20—17: 30 DICInEF NG BUE Yu Hui

Summary by chairman of the sub-forum

32




BB S - mitIz A= ZHE

Forum for Drug-Device Combination Products

A48)/Time: 9 B 2 H/ Sep. 2nd 2019 SWE: M4
AdiEl/Time R/ Topic & /Speaker
&3, FEELEENRESSK
Hong CAl, Chairman of China National Pharmaceutical Packaging
8:30 - 8:45 FEEE Association
o Opening WER, PEEFEMTLNSETENERTIERAEEK
Diana DAI, Chairman of China Medical Device Packaging
Committee
ey a - FERMAmILERRRETSMNEEERD TR
AMEETmiELERE , :
8:45 - 9:30 o o o Expert from NMPA Medical Device Standard Management Center,
Combination Product Definition and Classification ‘ )
National Institutes for Food and Drug Control.
BEE, \IRESETSEMmRERIE O
T R R RN S g |
9:30 - 10:15 ) ) ) ] ) Chengyu QIAN, NMPA-Jinan Quality Supervision and Inspection
Quality Control and Risk Analysis of Prefilled Syringes ) )
Center for Medical Devices
10:15 - 10:35 Z%8i/Tea Break

33




ERRIPIERRAIHITES. BRI T 2R @RI A

MR

Laetitia Clerc, ALK ETFBERATIREGE

10:35 - 11:35 Protective Pharmaceutical Packaging -
) Laetitia Clerc, Global Technology Market Leader, DuPont Healthcare
Overview of market & regulatory trends — DuPont™
Tyvek® applications
11:35 - 12:00 ZEE/QRA 2/All
HEET RN AR . . -
- o =E, LSMOIETEN (EH) BRAT BIRR
13:30 - 14:15 Combination Product Types and Application Development ) ]
Yong LI, Vice President of MICROPORT
Trend
PIBEORERA: — VAR EFTESHMANCRIBEFRTTZE | Jenn Goff, Oliver ARIEIKFmEHS S
14:15 - 15:15 Hot Melt Coated Tyvek®: A solution to reduce particulate | Jenn Goff, Director of Product Marketing at Oliver Healthcare
in Prefillable Syringe packaging Packaging
15:15 -15:30 ZE{/Tea Break
i KR AN ELA T m ERIN A
. : e | BER, EETRA(ERARAT I BEHE
15:30 -16:30 Opportunity of terminal sterilization technology in . o )
‘ Jessica YUAN, Plant Manager of Sterigenics Shanghai ETO Ltd.
pharmaceutical products
BoliE5IeRanitaE: NERIZSYIRERIERAYE Lo "
- . : : _ £41, YPSOMED HFERXZEZIE
16:30 - 17:10 Auto injectors or Pen Devices: selecting the right device for
Hong CUI, General Manager of YPSOMED
your drug product
17:10 - 17:30 ZEE/QRA 2/All

34




BRAEIKRE

Forum of Technology and Regulation

Sep.2 1:30pm-5:30pm £iNEE:El

A IkE=
A&/ Time EIHER/Topic iHifz=EE/Speaker
1:30-2:00 BRI EEA ERBHREERL
Key points of pharmaceutical packaging for drug review CDE of NMDA
2:00-2:30 KEZ5EL <1207 > BERATEENHE RIS XEZ588 USP,
Container-Closure Integrity Testing of USP <1207> Leslie Furr
2:30-3:00 Ao YERE B SRR AT IR IR LT Thermo Fisher Scientific B HIZ57=

High-resolution liquid-spectrum mass spectrometry database for

extractables and leachable identification

s

Kate Comstock

35




3:00-3:30 WA IKEA TS R RL AR KP £BkRER R
Global landscape of applicable regulatory requirements for pharmaceutical .
Jaechel Tina
packaging materials
3:30-4:00 A DMRFIERANER S . EFXRAEERRREHEE EELRHA B HTERHI TR,
Subvisible particles and protein aggregates: a risk based approach to Dr. Linda Narhi
assessing relative potential immunogenicity
4:00-4:30 HEMBERARAR FEEAHLENEMTRK
Change Study on Pharmaceutical Packagin N
g y ging =t
4:30-5:00 EHIRIE SESIRIB MR N E SGD ik |
Performance and application of container made by tube glass and molded Zhang Jingwei
glass
5:00-5:30 ISR E X ESIHIZS AN ICP Consulting Corp

Injectable Drugs Differentiated by Injection Devices

Robin hwang
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BEAREMAEE, Forum of Technology and Regulation

Sep.3 8:30-12:00am SINE: ElN
EI5A: g
BJiE/Time EIHER/Topic iEifs=Ee/Speaker
8:30-9:00 KEAFITERARTCE 51T FEESERNSESZEK
Bundling Review Q&A g5
9:00-9:40 NFC/RFID U EEL R s AN ChR (L) EIETEARAE TOPPAN,
Application of NFC/RFID digital technology in medical packaging ik 3 A
9:40-10:10 1ISO10993 &=HtEaHER R ERFEIR WREET S mRERS P OENF TN =R EE,
Latest developments in ISO10993 standards for biocompatibility XUBKER
10:10-10:40 HEMREERRANEEMERT PN EEET BRERATMAPUESREMFR,
Evaluation and application of equivalence research in the field of yT
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pharmaceutical packaging

10:40-11:10 (A —EIETFN ERREKX BRNHEAA (£8) BRAEERENFSEZIE,
International requirements for conformity assessment of generic drugs BHES
11:10-11:50 RIS EEZS iz A& A ESIRRA I ECZIRRRIFT AR [eEi&B7 NIPRO

New technologies for syringes and dispensers for the development of the

pharmaceutical market

2l #
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FES I A AN LG 2 B AR AR R TT R

Sep.3 8:30-11:30 SiNE: F1

Time/Ad(E) Speaker/i#&E Topic/=EH

08:00 =t (AEKPEXREE) Catherine Lee  (MD of West China) ICIZFFEEEE Opening Address

8:18-9:15 Chris Ryan (FAEREIKAHIZASEPEEE) Acceltra BUigit, FAMREH EFTREAHS
Chris Ryan (VP & GM, Global Generics of West) Design, development and quality evaluation of

Acceltra- New product launch

9:15-9:45 | Diane Paskiet (FAECEIkEIKRIFEESE ) Diane Paskiet ( Director | ZEZENNA - S XIEMHIFIRREERIR DI

of Scientic Affairs)
Multi-national regulatory perspective - effects and

challenges of packaging materials on the stability of

biological drugs

9:45-10:15 | MR (LREMHIZEISH) AEME IR AFEF PSR R E SRR

39




Tonghui Lin( VP of Luye pharma)

Selection and quality management strategy of

packaging materials in R&D and production

10:15-10:30 | 3Z7RATIE) Tea Break
10:30-11:00 | Ronald Forster (ZH4AYIF=RERIATRLS) TBD
Ronald Forster(Executive director of Amgen biologics )
11:00-11:30 | Milagro Lopez (FEEREBK{AHIZGSSERHIZS L) REEEEMZST AR PRINRFINE
Milagro Lopez (Marketing Director, Generics of West ) Application and value of safety device in new drug
research and development
11:30-12:00 | Pk (LWREET S~ mREENFOER) HEMBESREEAREENSZ

Yong Shen(Director of Shangdong quality inspection center for

medical devices)

Study on the self-stability of pharmaceutical packaging

materials and case study

40




International Conference on Safety Assessment of Pharmaceutical Packaging

HEMRLEHEERR
Sep 3, 2019 8:30-12:10 SIYLE: M1

BdiE/Time i/ Topic iEiftA/Speaker
8:30-9:00 | HEMSHMIESHRRIFIE ST ERGRNEEERAREITHO

Theory and Practice on Compatibility of Drugs with Pharmaceutical Packaging CDE of NMDA
9:00-9:50 | EEAHGEMENRFEINERRITTRE EEHHESREIFEREA

Biocompatibility Testing and Current USP Thinking USP, Dr. Desmond Hunt
9:50-10:10 | ZHEM LT EERY ek, fMa

Discussion on safety evaluation of drug packaging Jiangsu Hengrui, Sun Yi
10:10-10:30 | Toxtree HURRE(ENA EERHAT, BERABLT

Introduction of Toxtree database

Amgen, Dr. Xiong Changyun
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10:30-11:00 | AEFZRE RO REWIAFANG ARRE, ANREELT
Evaluation of drug packaging material change based on extractables profile Wuxi AppTec, Dr. Sun Dongdi
11:00-11:50 | 5€E ELSIE SIEREIREEREAMHRZ5TFEHETIINA EETHNE], FEEL

ELSIE Toxicology Database and Its Application in Drug Registration

Amgen, Kim Li
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A FIFSIZ—TF R IR N I3

Inhalation Forum -Dry Powder Inhalation

AY1E)/Time: 9 B 3 B/ 3 Sep.

H/Place: £iY= 3/ M3

Bd1E/Time

iRRl/Topic

iH&/Speaker

F/E—/Section 1: HEREMIBICRITENIAE/ Basic theory of Dry Power and computer simulation

8:30-9:15

T RS HEEHZ TN
Applications of particulate System Simulation in

Pharmaceutical Industry

FRIKBEL (Aibing Yu) , IRAFIIFRARE ST 2R L.
RAFIRIF . PETIERIMER L, RAF ISR
TARFHR. BIRK

Aibing Yu Academician, Australian Institute of
Technology Science and Engineering Academician,
Australian Academy of Sciences Academician, Chinese
Academy of Engineering Foreign Academician,

Professor and Vice-president of Monash University,

43




Australia

9:15-10:15 BETLL, FERAESIERENTHIRAFIR BE BAMRTT | RIREHIE, FEAFE-SNTAFTRARFHEFD
= Prof. Zhenbo Tong, Southeast University - Monash

Integrated Solution of DPI Pre-BE Based on Experiment, University Joint Research Center for Simulation and
Simulation and HF Data Collection Modeling of Particulate System
10:15-10:30 ZXER Tea Break/ZZi7Hdi8) Discussion

F/"/Section 2: IRA#HERIEHFL/ Excipient of Dry Power Inhaler

10:30-11:15 TN R ZUBAMAC R 2B D T 8%, f8E DFE Pharma
Lactose optimization and case study in dry powder Eric Xie, DFE Pharma
inhalers

FRE=/Section 3: IRANMSERERE LM FFLZER/ The practice of DPI device development and regulation

11:15-12:00 "SPERGE TR (EQius™) SFotKEREWIE (ADP®) " | #&5¢%, WmIRBEREETER (TAKX) Sl
HEIRNDEFEEF R FRIRIESLE Albert Zhao, Clariant Healthcare Packaging (APAC)
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The Best Practice of EQius™ Equilibrium Stabilizers and
ADP® ADVANCED DESICCANT POLYMERS in DPI Inhaler

Development.

General Manager
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THTERARCIESINARE

AfiE: 9H3H 8:30-12:00 SNE: M4

A= RER HE

08:30-8:40 DiNEES i
HEENES S RN BIR AT

9:10-9:40 BRITUHHSH i

9:40-10:10 GEEITERRIHER) iR &%
Guideline of labeling design for injections IR T A R ETES

SR SRS I — BTN SR S A IEARAISCRS -

10:10-10:30 Understanding and practice of plastic Pharmaceutical Packaging Material .

L VIS

supporting docs preparation for Injection Drug Consistency Evaluation
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24,7

10:30-11:00 SlEEF
ARG MEGH I FEB AR EZ T
b D) SRR RIS Ve R T Y S FBUEER
11:00-11:30 Extractables and Leachables of Pharmaceutical Contact System- New
Frontier Guided by Toxicology 5GS
HHEGEMARR I
EN.17- = 3 4 2 i
11:50-12:10 Pharmaceutical packaging advanced soutions e (Tekni-Plex)
FEXEESE
11:30-11:50 Exxpro {STREILA- AL SRR BRI R L

Exxpro Specialty Elastomer - Solution for quality/cost optimization

KRR F I A TR
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EAfFIRRMEEHAE

AfiE: 983H 8:30 —12:00 SiIE: M6

AA] EHER EIHRE
08:30-08:40 FREAEE FLE PEESEENSHESSK
08:40-09:30 FEESSEDHIIRMLFEESE g PEEDSENRER
09:30-10:20 BLEMN EZS B = AL AR zs/ FEESEEISESSK
10:20-10:40 ZER
10:40-11:20 EAPWERABSRE EIRIRABRIELE]
11:20-12:00 FEHZGERSMERMUIBEE: PHRE OER REEANTSE
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W E——EEYE R ESE B T E R R R A R A A i I R

Sep 3, 2019 08:30-12 f|iINE: M7

A&/ Time F8H/Topic & /Speaker
08:30 - 10:00 SERENFIF AR ESNRE T RAIRNT, Emmanuelle Quentin
BD WM X itz s
AR NSRRI E AN SR A MM
Trends in Biopharmaceuticals Impact on injection device
requirements, and How Drug Delivery Systems can contribute
to enhancing patient adherence in chronic medication
10:00 - 10:30 EEmipaiS BRI BULS I R GE

Market dynamics and Drug Delivery System of Hyaluronic

Acid

Josephine XU
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10:30 - 10:45

ZXEi/Tea Break

10:45 - 11:45 S RKEMER RS ERR & Kathy Huang
Packaging material selection of Water for Injection and E&L | BD fAR&ZIE
test

11:45- 12:00 A/ Q&A
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LRSS

9/3 8:30-12:00 f|INE: M2
FEA:
AdE)/Time iEHERE/Topic imi#ERE/Speaker
F3E8H/Cissy Wang Tf+= (FE) IREBRATEFMEZEER
The cooeration and Win-Win of makers and users under the
FRmiEIER
excipients management of bundling review and aproval with drugs
8:30-9:20 Cissy Suming Wang , Chair of International Pharmaceutical
in China
Excipients Council (IPEC China), Program Professor of
KRECHIFEHEALEZBER FE~E SEREN S mERFT
Yeehong Business School
The Impact of Excipients on Generic Quality Consistency Evaluation | 85 f%/Jiawei, Hu ZF/CHIEAHA (E8) BRAE BH%E
- The Assessment of BE Waiver for BCS Il Drug Products MEFEE, FERTAKENSES (. £F/Ed - CMO)
9:20-10:10
2RI —EUMETN RIS - BCS 111 2825992 BE 14 fhE A. Jiawei Hu, Senior Regulatory Affairs Manager is
working Fresenius Medical Care R&D (Shanghai) Co., Ltd
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and is responsible for Chemistry, Manufacturing and Control

(China and Asia Pacific)

Challenges faced by pharmaceutical companies under the joint

10:10-11:00 | review policy 2 (Lilly Wu) BEK (FE) BEERAT
RERERITECR T HZ5mEImATHka
f27/Nevin Cheng
Value added third party certification scheme and data integrity
Bl 20 FHZHTI RN, BT RRR. BAAE
11:00-11:50 | requirements for excipients
Nevin Cheng: Ph.D. and MBA, more than 20 years of work
(F=77 GMP INIEMMEFNZ AR SIR T S EK)
experiences in pharmaceutical industry,
11:50-12:00 | &%¥
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ELESHIMOREERAHLSNA

Research and application of new injection and oral packaging system

RE): 9 B 3 H 8:30-12:10 £=E : M5 FEA: FEN  WRsSETSEHTaRERRH OIS
A&/ Time g8/ Topic iH&/Speaker
JEZKR

8:30-8:40 | ¥ilE., A=EE
hEEAGENS/ W REBBEEIEROEIRAT

\il:
|

RS E AR ERERIA T X

=N

8:40-9:20 | Study on corrosion resistance and stripping properties of moulded | JIA&EETEEMECIGRT Jiangsu medical instrument

and controlled bottles inspection institute
IRIBZS B MR RERIS R KBRS RHRIT =EB

9:20-9:50 | Discussion on quality inspection and related evaluation data of glass | ItERHZAREEMFEHEIERT Beijing pharmaceutical

packaging materials packaging materials inspection institute
9: 50-10:30 | JE5IFIFICREERFHRSIERE =IEH
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Research, development and selection of performance of injection

LWZREBAARIERIDBRZAE] Shandong pharmaceutical

and oral packaging systems glass co. LTD
10:30-10:40 ZZ7AdiE Discussion
e
EFFIR T ERENRITTSHESERR
10:40-11:10 LWZREBAARIERIDBRZAE] Shandong pharmaceutical
Study on design and compatibility of butyl rubber plug for injection
glass co. LTD
ESIFIF AR FZS A LB U ISR FE
11:10-11:40 | Validation and research on the change of packaging materials of AxRE—EEAREEERAE] Shijiazhuang Yigin Medical
injection and oral medication Technology Co. Ltd.
EFFIFIOR R R TEE MR K% ISRg Study and evaluation SERE
11:40-12:10 | guide for selection of injectable and oral packaging systems WZRB Efr 28t~ sRER IS0 Shandong medical

integrity

device product quality inspection center

&t BRI AE.
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