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Demand

As a core dosage form in the global pharmaceutical industry, injections are undergoing unprecedented changes and embracing unprecedented
opportunities. The global injection market continues to grow, reaching $465 billion in 2023 and expected to exceed $720 billion by 2030. China
stands out, accounting for 36% of the global market share (approximately $17 billion in 2023) and growing at a rate of 8%-10% over the next five
years. Aging populations, technological innovations (such as new delivery systems), and changes in the supply chain are driving demand
upgrades. Chinese CDMO companies are receiving international orders, accelerating their internationalization. At the same time, the industry
faces tightening regulations and challenges from centralized procurement and price reductions. Companies are responding by integrating the

industrial chain, investing in research and development, and upgrading quality, achieving record-high exports.

Against this backdrop, the 18" Parenteral Drug Industry Congress (PDI'2025) is held at Shanghai Marriott Hotel Parkview from September 3 to
September 5t, 2025, with the theme of "Demand Upgrade & Industry Opportunities". It will focus on regulatory compliance, product innovation,
advanced manufacturing (including Al applications), and market expansion, promoting the industry's transformation towards "innovation-driv-

en, green and intelligent, and global collaboration".

PDI'2025 has received strong support from domestic and foreign regulatory agencies, industry associations and many pharmaceutical manufac-
turers, and we have the honor to invite many excellent domestic and foreign enterprises to participate in the exhibition. The organizing commit-
tee of PDI'2025 hereby expresses its sincere thanks and sincerely hopes that all participants can gain something from this congress. Wish you all

a pleasant congress !

PDI'2025
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Organizer and Support Organizations of PDI' 2025

XFE18E:FFFITIAS (PDI'2025)

Introduction of PDI' 2025

PDI'2025 K& 4514

Structure of PDI' 2025

SHERERNTA

Agenda and Speakers Introduction

RERERAI Y & (E@&BiE

Peritoneal Dialysis Closed-Door Seminar (Targeted invitation)

ZEKIFICIFLBDEFLE T

Sterile Preparation Innovation & BD Cooperation Special Session

AEARREBITIARETY

Opening Ceremony & Industry Development Special Session

KRB mRAEX T BT S (RS

Sterile Pharmaceuticals and Related Enterprises Going Global Seminar (Targeted invitation)

CCSHEBERSLHMITR

CCS Regulatory Requirements and Practices Seminar

BFSEAREH

BFS Technology Special Session

2025%/\EM&EH @2 A TEXE (EmEIE)

Close-Door Seminar of 2025 The 8™ Plasma Derived Products Conference

2025% )\ B & =i’

2025 The 8" Plasma Derived Products Conference

FRERASHEANES (984H)

Quality Improvement and Continuous Compliance Special Session (Sep. 4t)

MBS mED

Combination Products Special Session

BFUHIEET

Digital Manufacturing Special Session

FRERASHEAHNEH (9A5H)

Quality Improvement and Continuous Compliance Special Session (Sep. 5)

Btk T

Basic Intravenous Solutions Special Session

RIS %

Exhibition Layout
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07:00-12:00

10:00-12:00

08:30-12:30

13:30-15:25

16:00-17:30

13:30-17:00

9ﬁ 4 E / Sep. 4th

09:00-17:00

09:00-12:00

13:30-18:00

09:00-17:30

gﬁ 5 E / Sep. 5t

09:00-16:30

09:00-12:00

09:00-12:00

13:30-17:00

CEFRFIRIER, BHARGMZH, IUARRREER N ERERIREIRS T 0/ BERERE,

At the time of going to press, all sessions, speakers and locations in the program are confirmed but the nature of events is such that there may be some modifications. Changes

PDI'2025 kK& 451

F18f@EHF T AS (PDI'2025)

The 18 PARENTERAL DRUG INDUSTRY CONGRESS (PDI'2025)

AEXIREERR

Registration & Exhibition Setup

RERREAR AT & (EMi#iE)

Peritoneal Dialysis Closed-Door Seminar (Targeted invitation)

ZEBIFeIH&BDEEE S

Sterile Preparation Innovation & BD Cooperation Special Session

SARAETUIREES

Opening Ceremony & Industry Development Special Session

EEGmBRAAX T BT S (ERi#iE)

Sterile Pharmaceuticals and Related Enterprises Going Global Seminar (Targeted invitation)

CCSHEBRSLHIHIE

CCS Regulatory Requirements and Practices Seminar

B, EE%

Registration Desk, 2" Floor

“B,EEm2

Grand Ballroom 2, 2" Floor

—B,BET4

Grand Ballroom 4, 2" Floor

B, BEFT4

Grand Ballroom 4, 2" Floor

—“E,BEF3

Grand Ballroom 3, 2" Floor

“B,EEm2

Grand Ballroom 2, 2" Floor

BFSEAEY

BFS Technology Special Session

20255/ \EM&EH RSN 2 AN ERS (ERSiR)

Close-Door Seminar of 2025 The 8% Plasma Derived Products Conference

20255/ \iE M &H A=Y

2025 The 8 Plasma Derived Products Conference

BRERASHEEIES

Quality Improvement and Continuous Compliance Special Session

“B,BER2

Grand Ballroom 2, 2" Floor

“B,BEF3

Grand Ballroom 3, 2" Floor

“E,BEF3

Grand Ballroom 3, 2" Floor

B, BEFT4

Grand Ballroom 4, 2" Floor

GAsSTmED

Combination Products Special Session

BFUFEES

Digital Manufacturing Special Session

BRERASHEENES

Quality Improvement and Continuous Compliance Special Session

BilifRE 5

Basic Intravenous Solutions Special Session

or additions to the program will be posted within meeting venues or at Information Centre/hotel lobby.

“RB,BEF2

Grand Ballroom 2, 2" Floor

B, BEF3

Grand Ballroom 3, 2" Floor

B, BEFT4

Grand Ballroom 4, 2" Floor

“RB,BET4

Grand Ballroom 4, 2" Floor
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SHERERNTA

EIEERAIHITS (EmEis) | wmam

Supporting Partner

Fim s

CR DOUBLE-CRANE

Peritoneal Dialysis Closed-Door Seminar (Targeted invitation)

09.03 | 10:00-12:00 = EE—EZ | Grand Ballroom 2, 2" Floor

P G RERRE AR an P AN RIBR R A P A A ?
LEFTEHH

2. L/ B eI TS TR

3 REE. SEHANEE

Topic 1: How to reduce production costs in the manufacturing of peritoneal dialysis products?

1.Improvement of production processes
2.Enhancement in automation/intelligence
3.Supply-side support, including tubes and bags

PONEZ I SRHRESSETHhRRES

1. E PRREAEH = T 7/ A R

2, REREREBAT = AP RE PRHELL, ZIEAIRR
3ERT, WA RES

Topic 2: Collaborative Competition in Multiple Competitive Environments

1.0verview of the international peritoneal dialysis product market and varieties
2.Comparison of China's peritoneal dialysis product mix with the international gap and future prospects
3.Strategies for collaborative competition under centralized procurement

PN E R AR ARSI A B K
1 — BT 5 BRI 0
2 BHRAT

Topic 3: Regulatory Requirements for Peritoneal Dialysis Products

1.Consistency evaluation and selection of packaging materials
2.Parametric release

v IR : RERRE AR g S AT BE TR SRR
INYES ol pr
2 Htt AR

Topic 4: Possibility and Strategy for Exporting Peritoneal Dialysis Products

1.Situation in European and American markets
2.0ther market conditions

06
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The 18" PARENTERAL DRUG INDUSTRY CONGRESS (PDI'2025)

EXEHFIeIF&BDEEE

Sterile Preparation Innovation & BD Cooperation Special Session

B ANGINE R mamy IS B TEESELERDRER L E: N
H o = QIDU PH;RMA Guiding O el Internationalization Committee of China Pharmaceuti- ’
Co-Organizer EEEM uiding Organization cal Enterprises Association(CPEA) Eﬂ@ﬁ‘fb

SE RN SYEAIFRIGETE (I(NMHEF),

Note:Al translation subtitles provided(for reference only).

09.03 | 08:30-12:30 :%, EE—E“ ‘ Grand Ballroom 4, 2" Floor

FRARHE KE | R ERERL IFSEFOIREUA, FEEAR I EENEERVEERBBK

Moderator:Mr. Shizhong Luo, Founding Partner of Angine"Health & Pharma Partner" (HPP) Alliance & Innovation Center, Secretary Ge
tionalization Committee of China Pharmaceutical Enterprises Association(CPEA)

08:30-09:00 © FTEHIFIHMPERE S RBDETE
IR r ERERL F AT ORANIA, TEES U ERDRERLEERNBK

Chinese Pharmaceutical Companies In the Sterile Preparation Field "Going Global" and BD Cooperation

Mr. Shizhong Luo, Founding Partner of Angine"Health & Pharma Partner" (HPP) Alliance & Innovation Center, Secretary General of
Internationalization Committee of China Pharmaceutical Enterprises Association(CPEA)

09:00-09:30 ©  FEFIFITERTIHAITHE LAR = M
e =275 (15%) EAEAARARR SRR REE

'

Sales and Product Selection of Sterile Preparations in Emerging Markets
Ms. Fang Jin, Vice President & General Manager of Overseas Department, Fosun Wanbang (Jiangsu) Pharmaceutical Group Co., Ltd.

09:30-10:00 ©  SZFSIFIMEPRLILIA R BIMHIHHE
AR it ERATBARISH

International Project Approval and Overseas Market Sales of Complex Injections
Mr. Qingguo Song, Senior Vice President, Sagent(China) Pharmaceuticals Co., Ltd.

10:00-10:30 ©  ZEk

Tea Break

10:30-11:00 ©  KigiK R I R E PR & 1E
DR ES) iR AR LA IR AR AR RERT L 1 5

Innovation and International Cooperation in the Field of Large Volume Parenteral(LVP)

Dr. Xiangnan Zheng, Assistant General Manager & Head of Internationalization, Shandong Qidu Pharmaceutical Co., Ltd.

11:00-11:30. @ gt R NFIFIHEA T & R IFBDEIFI &
AR AL R R A RAR EERAE

'

Microneedle & Inhalation Formulation Technology Platform and Innovative BD Cooperation Opportunities
Dr. Yu Tang, Chief Technology Officer, Guangzhou Novaken Pharmaceutical Co., Ltd.

11:30-12:00 ©  ENEHEESRIHFIAAIA LR LIKPR @iz

Deepak Hegde &+ ENECipladhEAB iR

Research & Development, and Global Submission of Indian Pharmaceutical Companies in the Field of Complex Injections
Dr. Deepak Hegde, Head of Cipla China

12:00-12:30 © IR ICRBINEBLE

Exchange and Disccussion & Summary
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IR KX/ R ‘ERERL QFASERLBEUA, FEEA L ESENSER L EELRBE

WIK=AEMESHRLAEPLOEFRSEEEREIME. 25FHATLERBDRESERERVESER, SE55IFR
FRRERNLHABHEAERYSARARFATDEERIRSG, RITEMI0SNBEEA S/ BIMINAES AL E
SREME. ERNI. RAER. BIREKRINE, RENMIFFRERENETRNHHEARBEEHE, LTt
RAFHATREEL, TREL.

£ B Ut 5255015 EHERAERATRSRIEIGLEZE

EEOFESUNERLSER, BRAFERCRE. 2ROBEA. BEESESERTE, RERHNLENARE
R, HREMAEE TSEHXRERSMTTSRASE, NRES0RENLRERERE, SHENTATR
B RIS RIS,

KREKE &4 ) s BnERADSRE S

20NENAGEHEIR, LEBERAEE, AHEFEHEE, RELURTIRADE, NBEATHLTEFHLAS RS
EE4E, REZEDPERITEFFERL . BRPRIEFRETTEHENEZRFILIRAA,

BEE L ) LEFSHLERATDRZEEEETFLAEA

WRRFHZEAR, PEBFAZEMSERTUTRELT, UELURFTHZIVERATLEENE, TEQIRAFL
FERCIIE, HREAATM T HSOEFIERLAK-5A25 =" MEFAPHRIIE, FREIRKRIYE., SE5EERFH
UHERMREAETR. WREERMRIE (EARHRAFHIRE) ME3W, BERKBENI9M|, B0, HHRE
TR T TORTMERTHOERNEETE, FHOSTESZTARS,

7 FEL SRR ERATEREEAE

EWVFRAKRE, EAYERBXNFEEL20FNHLER, WEMNFIFHVERERATERERRE, RINLH
EBVHLSEE, EREFANVERMNEE, RASESHAMAFENMARERIF, RSEEE MIRALINDEIR
FHIET,

Deepak Hegde 1§t / enEcCiplafrE RIS HEA

Deepok Hegde BEIHERIAETTM T EMAFZNBRNZE LTI, MIETE 2000 FRETHIAEUSEEM
+ (MFM) 2fi, fBE#ECipla (CI7%) BESEKE, 281, EPharmaciniBERARFE~BREISE. EOC
PharmofBEEFERAE. CSKLEHATERETAXESIRIIMIFFRFAMEM DS, AFACSKLRASTTRFIFIFmP
ESIAHFH. Wuxi AppTeciBERAF LB RE . EEERRADRILESHFINGEHAFRAEREFENESR,
MNFENERME— BRI ARERIE U EIEEM, FSandoz, MEB57EENMNEZRETHNEAFL, #3835
TSandoz (E3ERolab) MUREEZMAFEECETBF VI SHNFEAZLE, e, AN/ IMER~REER
M. EE. FEIERWMEMF LS.
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The 18" PARENTERAL DRUG INDUSTRY CONGRESS (PDI'2025)

SABNEBETIARED

Opening Ceremony & Industry Development Special Session

“EADRYEAIREWETR (RHEF),

Note:Al translation subtitles provided(for reference only).

09.03 ‘ 13:30-15:25 :E, EEE“ ‘ Grand Ballroom 4, 2" Floor

FERAEFSR KL | PEEARIERNREIRK

Moderator:Mr. Xuegong Wang, Vice President, China Pharmaceutical Enterprises Association(CPEA)

13:30-13:35

13:35-13:55

13:55-14:25

14:25-14:55

14:55-15:25

15:25-16:00

MFEEF

Opening Remark

HmkERXEERITER

New Progress in Drug Regulatory Policies
Expert

ARERER: PEEHTILARMEE SRR
GRS & kB rERESET T EEAUA

In-depth Insight: Emerging Trends in the Development of China's Pharmaceutical Industry and Strategies for Enterprises

to Break Through the Dilemma
Dr. Jia Xu, Partner-In-Charge of the Pharmaceutical and Healthcare Industry at PwC China

FDAKE SIEEBTH EiEwi)
Sarah McMullen {1 RN 3 YN~ES S

FDA Regulatory and Inspection Updates
Dr. Sarah McMullen, FDA Country Director, China

EFRHTHZE NP E Rk L SHE

Satheeshkumar Sriharan t§1 = RN e N g vz

Helping Chinese Enterprises Go Global and Achieve Win-Win Results in Emerging Markets

Dr. Satheeshkumar Sriharan, General Manager of Greater China, Dr. Reddy's

wER

Tea Break
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EE2H KL  FEEALLEEHRTISK

FEEEILFHNAEDAT, TVWAERUEEZRITVIESL(ER). PTEENEVERNSERNIE, AESFN
ARV TAHLE, RENEEAFLVLRNTVERHAR, BS5RIESTL +-HA"+=A"MN"tNE"XEMN
¥, BNFRETEESLENIESK. IEHNERFIEEREZRSER. PESHAZ " BRENERS ELF-WEFT
MRPOHRR,

% (E1EL ) zexEtEESEFTLEESMKA

FETITHE, EMRANETSHAURNEREWLS, Whl, thEE—REFTHOFIDATIEESIREAIRERZ
HEIREE, EZHBABTIENSED, REBLBERTSNNM), FREEER, £/ RE. BENAFIZEZL
S, EXERIED, REFIRIATFEENEN, WHATWORSENE, mEK. £F5E. HEERK. NREE,
ASRFHBEZRANER, MABEKEUE, REBTEBIFNEESETEPRATFENIEER, BEd
WL, BIEE. FUXZRENE, BESRNINSTERMIBHEFIETEFAN/LKREE, ETHREHHG
RERABEESES, PUARIETHFVENEE TEEE, REEEREHSMERML, URSEENERNS
BME, RS XABFEXE JHED PEESREEHRS . REBTRERNREIAEEGNAZELZ N, HT
2008 FWENEFRHA TRINSFIMRARITER, BEE, SEEFHAIRINRIENRES, REFRKET T
RHAKE M RET-REEIMNAB AT "RE, F2018FRASEEKERANRKESHEH LWL EZESIERME
X, REFBIEPERAN. ESTINS. BRIMIARY., RENESRE ZRFFRBEES RN,

Sarah McMullen 8% / FoAREAAZETE

Sarah McMullen (FFEER) BELEANDREERE, FHRELZFDAETPENERENR, ARASFDARERXNT
£, SHEEMIINEIE, URFDARMKEF~REXNAETENRENZRIIE, FRRETNRVEHEEFDAREEN
EMFREOANIDEFLFGEN, EWEE . #OBENRRUREFDARIMIAZNI(F, FBRETHFDARIAE
ECBNE22F, HENFR, ARKBELER,. RERNAREENNSE, FERELIRENFNIFEHEREE
RO, SEHOEEMFDARMIAZNIF, FERRETERRERZRGUZEZZ T A UNTNAZEZEL

F1,

Satheeshkumar Sriharan t8= / enfEDr. Reddy'skFAEX 24218

&

DEH-RBEVTIERAZIGREZRY, REHBFREREERE (AMP) BEIE, RIERRFMNBHAFEREK
NEE, PREEEEELI0FE, ERPX, AAPESZFR. 2085k, —EESHKNSNNHIABREERS
g, DEET010FMAREE L, BREEREELTRPEXDEE, MRNEDTATHNERWSETENL
&, FeIT NPE@EEUREMEXTHSHEIF WSS, B T RGNS ERN, i, IMBENEBENE
TUWEREEREEDNDS (FBRFIMAER) £F, ZHAEB2014EMIZLEK, —BERNTHEDPNEFZRENEIE,

Hp
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The 18" PARENTERAL DRUG INDUSTRY CONGRESS (PDI'2025)

= z2h B2 A K St A gl
TEAmMEXTELL SHITE (R
Sterile Pharmaceuticals and Related Enterprises Going Global Seminar (Targeted invitation)

“E AN EIREREER R

Note: Simultaneous Interpreting will be provided.

09.03 ‘ 16:00-17:30 :E, EE—E:% ‘ Grand Ballroom 3, 2" Floor

FHFA BT KE | FEESHREIENSRRSK

Moderator: Mr. Weijun Gu, Senior President, China Pharmaceutical Association of Plant Engineering (CPAPE)

16:00-16:30 ©  REIMGENNSXEFE—RZFHE  HPEFEFHIZMSNE

E2E-R LI SidleyE FRRIMESFASIA

US Outbound Investment Rules and America First Investment Policy: Impacts and Opportunities on Chinese Manufacturers

Mr. Ruchun Ji, Partner, Sidley Austin LLP

16:30-17:30 ©  HigfHT : HiliZ DX, diHEE L BRI §E

i Oy e

Topic:Discuss Core Concerns Together and Explore the Possibility of Going Global in Unity
Sterile Pharmaceutical Production Enterprises, Key Excipients Material/Packaging/Equipment Suppliers, CDMO Enterprises, Enterprise

Executives and Industry Experts

FUINEF BT / sidleyBrFFEMBESFREMUA

EETAHEDRE., ETFORETLIRES. SBRILASENIRURSERASRMERRS, tASFREER
\ REEREN, \NRBARIINEEARME, MKERARE, aReW, KR, WaisE, RAKE, BXRLFF
=] III'

—

K17, BERITURMEREE LHASRM (PIPE) &, thEARSFPLEIRERIEREZRS (CRUS) HKEE
£5, URSTFTNEERZEXNSNEREE,

11
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CCSEEBEERGI RIS | whes  AUSTAR

Co-Organizer gﬂ E

CCS Regulatory Requirements and Practices Seminar

09.03 | 13:30-17:00 B, BET2 | Grand Ballroom 2, 2™ Floor

FIEEA S Tt | tRHHRLBEERRMK

Moderator:Ms, Yanlu Liu, Former Director of Beijing Municipal Medical Products Administration

13:30-14:00

14:00-14:30

14:30-15:00

15:00-15:30

15:30-16:00

16:00-16:30

16:30-17:00

PEIGMPEEHmMR (ERBERR) Bl BU ST SHHE
3 SR CSELEMEANERHGERADERTEN, BASMKREE

Core Changes in China's GMP Sterile Drug Annex (Draft for Comments) and Industry Compliance Challenges
Mr. Jianping Li, Senior Engineer & Senior Compliance and Regulatory Director, Shanghai Junshi Biosciences Co., Ltd.

ZEARECPFNEEIZRITSRIRER
R SR RERI S MR AR B

Clean Process Design and Corrosion Management in Sterile Pharmaceutical Production
Mr. Jin Zhang, Technical Director of Pharmaceutical Contamination Control, Austar Group

TZEASKEILIEREE
Shit Ed) 7602 SR AHERANA RS

Process Sealing and Sterile Transfer Strategy
Mr. Liyong Yan, Application Director of Sealing Transfer Technology, Austar Group

HER

Tea Break

HhRER 2 GMPSLE% 5> EFIF X A B A A
A SEAER (RE) I ARAREEEFRRETLER

Sharing of New EU GMP Practices and Application Cases of New Technologies
Mr. Zhi Li, Expert in the Field of Sterile Production Environment Monitoring, Novo Nordisk (China) Pharmaceutical Co., Ltd.

MANME R TRESRIDRITT 5K
LW EEREEREESEERARE

Design and Practice of Disinfection Verification under the New Regulatory Framework
Mr. Xun Huang, Cleaning and Disinfection Technology Manager, Austar Group

BERiTiE | £IRCCSHBME: S MIFE TS5 R 5 5 83 5 LR E

L &E MR R THCCSHIAS B

2 MATHHRASEM: FEEFFRANARRGSHIE

3 EEAF SR SRS N T 2RSS0, AMRF AT RHMCCSHIF
3ot ) SR SAYERRHERHERARSE TN, SAAMSREY
HER %4 BERRelESr e/ SeIvis:ab
R Rl EAETE (PE) SIAERARRESH, SMBESEY
E Hut EFEELEYEE]
DT SR SIS IR AR

Panel Discussion: Global CCS Dynamic Collaboration: Innovation and Practical Breakthroughs in Contamination Control Strategies under
Multiple Regulatory Environments

1.Challenges of CCS Dynamic Management in Multiple Regulatory Systems

2.Balancing Cost and Compliance: Risks and Opportunities in the Application of New Sterile Production Technologies

3."Full-chain" Contamination Control in Sterile Production: From Process Design to Daily Operations, How to Build a CCS Closed-loop That
Complyes with the New Annex

Mr. Jianping Li, Senior Engineer & Senior Compliance and Regulatory Director, Shanghai Junshi Biosciences Co., Ltd.
Mr. Zhijian Xiao, Global External Supply Quality Head, Beigene

Dr. Jianchen Xu, Director External Affairs, Quality Intelligence, Novo Nordisk (China) Pharmaceutical Co., Ltd.

Ms. Wei Wang, Senior Vice President, Austar Group

Mr. Jin Zhang, Technical Director of Pharmaceutical Contamination Control, Austar Group
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The 18t PARENTERAL DRUG INDUSTRY CONGRESS (PDI'2025)

YiEkSE Tt/ e RuEsERELK

NEPEEDXREEENSUWER, BEXTHEERPHARFETIER. FREZERLRRHITER, SERTIERHE
ERBELE, NEHBERTE, #TAREIMNEFEVEEEE, ETIERTAREEEERNEAREFREERE
Iff, BEE5ERE. IRTHIHEEXBEREN, SNABCMPIMELFHEFARK, —ES5CGMPIEI. &
it BEEIE, ARRSTMTOMPEXARIR, THARSHEBITERRENE, UREMAGEFBEIRE.
REAHREIIE,

FRE KX ) LEETEYESHERNERATSE IR, SRAMMREY

BRI, SREMBRRLYE, RESHaTEITIKEPOCMPRE . CMPEIEK, EMBEAK, BRBKEH G
EFAKKRER, PEARLEEERRACARRESEMENREEZSEZR, PEEAEMRANSENFIZRAD
SEZBERRESER, ARIFERBLBRARRETFERT20EEMHAE~REERTFER,

i R ERREEARGTARHRARY

20FHIBTIEBRAY, FEH CMP MEALR, BB, HTHNER, BRNALEPEIIIRIESFDALRER, &
CFDA. EU. FDA. ISPE. PIC/S. WHO EE$EMEMRHIEIIER., REEATALR. #)5,

4l

EE KA EHREERATRRERANALRY

REEATEERREARRNTRELEE TENSEELRFTlIRARNFARES, BRITNNEERRAT. BE
MEFEE, 21FHRTILNLER, PRIREN, 2E-RETHEEERNEMUEFTRNAE, BRI ERRERAK,
HPAPEEF RlEZEAAFRIEERNBREA, S5RIHHAZFRAZEVREHEEREAKZLRE, £ (REIL) . (E
HEK) FTMEAHZREWILEX, AT00RTRHDEVRETHRETE RS KEATF, REEFN TR,

ZFE 8] kX emee hE) SIAERADEEESRESEMNER

BES+REFNIFER, ITEBEFESENKRERE, SRMNE. TEREEFENELEMNIRER, YER
INEMBRZINER, BHEFENEIER, 2578 (FEREESRN (ER) ) (TEAREFSRIHEREREA
) RS,

B kK BBREEFREISNSHRARE

TREFBGITUIHER, #EFDA. EU. NMPA GMPAIICH. ISPEERZEMEMEHINEENIIER, EREE5RE
EEXMH, ITZWIE. BERENIZRERVIEXHNRENER, FTEOCMPIREAR, €8, HITER, HREMN
TR TR LESTIERRIEIE, FENESEHMENEFIRRIELR,
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BHER J4 / o epef R R fa R A

TEEAREIERNSEFAREHFIEEZSIEER, PEEARSIENSBENE (TERREFSRIZHIRE
(CCS) HAIER) £H., BETFBAMNBRATPERSZELRA, HiTLE, MEEFHENPERELRSRA, HiE
BETX, P&, FNNEARBEERREPREA, WFARIABXRERARTAS, FAT2KRERR, BFENE
EHAPRSHER, MRAZEEMUERENL, PREIREMBA,

R 81/ semigeE (hE) SIHERATRESM, MBS RS

NEEERERRETERS G REINNBSLE, ARREMEERIE, ENBH BN R ESAREEN, %%
¥%¢l°ﬁLE@iﬁﬁtﬂ+£$mi%ﬂﬁﬁﬂEEEE?P Tmﬂ%ﬁ%i&&\i?gﬁﬁﬁgAE

BESER[M, BECMPERE, HREE. RERIISRERRSHE, ATPHENFR, mmﬁﬂﬂ%iﬂE*ﬁ
o, PEARRZUZFHBZLIRRERENAAFELZM,

T Bt sen2ersgasg

LTEAREHNERVERSER, £EHRIZETVNEREGAREEETWAL, SERENDTHANE EMRIHRA
MBI elmmRITER, M1 L%&,ﬁﬂﬁﬁ@%,%ﬂ%ﬁﬁﬁﬂi?i£\ﬁﬂ‘EiTﬁm%mﬂﬁf,%5
ZABEBNRS, WHBETPEMEYET, BEISPENERASnESERRSRHEZRIENSRIEFHFIESHRIER
RHYHIT,
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BFSEARE | AR (E) RoMMELAG

BFS Technology Special Session Co-Organizer

“E RN RYEAIFRIGETE (I(NHEE),

Note:Al translation subtitles provided(for reference only).

09.04 | 09:00-17:00 :E, EEEZ | Grand Ballroom 2, 2 Floor

09:00-09:45

09:45-10:30

10:30-11:00

11:00-12:00

12:00-13:30

13:30-14:30

14:30-15:00

15:00-15:30

15:30-16:00

16:00-17:00

HATILRER (BFS) RARBABE D FHREZRS =
2 L) RREEIERARERK

Experience Sharing on the Use of Polymer Materials In the Blow-Fill-Seal (BFS) Technology In the Pharmaceutical Industry
Mr. Jiande Li, Chairman, Lustre Pharmaceutical Lab. Co., Ltd.

FDAXYEREIF=mBYER (5

SidleyEFF2HESHAA

FDA’ s Requirements of Ophthalmic Products
Mr. Chris Fanelli, Partner, Sidley Austin LLP

R

Tea Break

BFSTEEH ERIRI A (siEEs)

HitRommelag AT X FHE LR

Application of BFS in Vaccines
Mr. Mathias Bitzi, Area Sales Manager, Rommelag Engineering

=

Lunch

PRI SRS
CLERES) SERERS (15) ARANEETRN

Maintenance and Service
Mr. Huihui Zhai, After Sales Service Engineer, Rommelag Trading (Shanghai) Co., Ltd.

EFR-ZEARAAKRERATRARRERERER
AR N (L) EREARATEAN YL EREEE

Steam-Air Mixed Sterilizer for Terminal Sterilization and Key Points for Inspection
Mr. Jun Qiu, National Sales Manager of Life Sciences, Getinge Group Maquet (Shanghai) Medical Equipment Co., Ltd.

FER

Tea Break

XM FI K EIFDARY BFS/ = fGMPE R ML E L%
G Rl A RS ERATRERE

GMP Requirements and Inspection Practices for BFS Products in Europe and the US FDA
Mr. Lei Zhang, General Manager, KRB Consulting

A&+ B
QA+ Closure
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Speakers

FETE KL s nERATESK

EIRESERENS (BFSIOA) 2R; (RAKESEAEFEETREBRRARER) TBREEAZ—, 1997FRE
ERTI AUk, 202FF@BHEEIART, I TRESRAMN B, &it, 22, REXW. VI, =
17, B2ANNIKRER, KEXTRES (BFS) RANLRE.

Chris Fanelli 764 / sidleyErrEITESFRAUA

Chris  FonelliEE 2R EEIMEITES ARG, Bn, EfrssMiISABARFHIEBRSKARIN, NIARER, ChrisfEFDA
BRZAERODAZEENESNREEEEMD, BHNSRARY, VEETTLEETXRFLETNE (GMP)
RIFLHR=ME (GLP) FIGHREI. IGRFSEHEMBHNENER, URSIETEMENMEXRME. HHORBNEMER
X$EE, Faneli@NEFEELTRLANELEERENERNEGRFZAE, UREKRONDFHYIER. XD
FEMFIFENES ., RENEZETAE (CAR-THE) NERETHIES. FERAHIER. SMREAT. AE~aH
EHNEEHIETS., BPMBChristhBlRABNBREXNFDARENSHMBE, KRHIBXNKEES, SIENIAE
&, FDARE, MiEKIEM. RERMAE, FEFEE (CMC) RIBIFDAREIRS (FDA 483F%FME) | E&EH%
HEOMN{SHE (Complete Response Letters) {EHEIRN, @ERHOEIR,; ESFIS5FDANXESRIN, ChrisikihEIfAE
BREPAFDARENSLAHTIRE, BULMEXFDASHINRIVAE IR G, RARBASADHERLHES WA FE
WEMEKE, DREREEMEFDA £ANSMENRK, Faneli@IiMiRRs5EENtEEGRZNSE, FEBAIEERX
ZHERAYTRZEE (IPEM) 1812, FFDA SMAHESEUREREIEEARER,

Mathias Bitzi &4 / s tRommelag AR R g2 18

MathiosT2023EHNIAR T B BRI AT, BERKEHERE, FEATTENFRISENNS, ERmBFEUH
235, MothiosE—RABHTATEENRRES TR, BERORESE, AFRERSHNTVRARE, £LE
REEWE—SFES, MathiosliRERDE LSNFAT T, FR4FE, HEINBL TESRAEMRENNTRET
BE, 2016FEEHKT/E, MathiosHE T X T PENENESEE, BRNMAKXMKNINESEANRHESZE, B
#I, MathiosfRHEE XERHIBottelpack S EHE,

BEHE &KX ) sERIERS (LB SRATDER TR

HUMEL, BIHEIM, 2001.11-2012.03, FHHE12EBFSERERFIPERER,; 2013.03-2%, FRTIEFRERES (L
) BRATE,

BB $39 %4 ) mian (168) BEfrig@aRAT RS L ERERE

EFHBTULEBIISFNRARTIHER, 2010FMAEE, MESEFHDNRELEHEZE,

K FERE ) treREt U SIRSERATREZE

LTEARCMPEMER, WHORIRME, SHEEWEIBEMA, EBZNSEALWHERENLY . TEARREERR
CMPEMHELIE. E=HFIWEIIE, TRFHSSTEMHARVHERCMPINES RS, EEAGRERALMR
i, ERUEEEM. TRARERCMPHE. BEXEMTESEN. REARZRSREF. REXAER. BHhHF
MWEM DD EHEEEFENER, RiHEEBE0REWTM TERGMPRE, IITERRML.
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2025F/\EM AR m= N2 FA ) ERE

Close-Door Seminar of 2025 The 8t Plasma Derived Products Conference

09.04 | 09:00-12:00 :E, EEE:'S | Grand Ballroom 3, 2" Floor

0:00222:00 BEERTUER ARG, LR (BEALR, ZBSM)

Regulatory Experts, Industry Experts, Research Institutions, Corporate Representatives (Conferee, Invited)

20255 /\[EMEHI mEIY | 5295 g Bepring

Co-Organi
2025 The 8t Plasma Derived Products Conference et

(PIFRIREN - RLMAE : SERMBH ROV E RIS AL FE )

Innovation-Driven & Safety-Empowered: Breakthroughs in R&D and Industrial Upgrades of Global Blood Products

“E AN RGEAIPRIGEFRE (NHEE),

Note:Al translation subtitles provided(for reference only).

09.04 | 13:30-18:00 :E, E§E3 | Grand Ballroom 3, 2" Floor

FERFA BLLK 32t | CSL Behring R ER LSRR A (Li8ALT) RAEEMEMIH R

Moderator:Ms. Hongbo Pan, Head of China R&D Department (Shanghai&Beijing) and Head of China Regulatory Registration Department, C§,L,B§h.;§%w

13:30-13:35 © 4iSHEF

G PR HE E PR m AR R E RIS BT

Opening Remark
Mr. Yongjun Chen, Party Secretary, Deputy Director and Researcher of the Institute of Blood Transfusion, Chinese Academy of Medical Sciences

13:35-14:05 ©  FRSRERH MARH s AR LR
Wl CSL Behring RE & M E SRR

Comparison of Blood Products Regulations in China, the United States, Europe, and Japan
Mr. Pei Mao, Sr. Manager, Global Regulatory Affairs, CSL Behring

14:05-14:35 © IFFKRSEMAEHIMITE

pUE-¥%-ull) CSL Behring2BCIMESHFIEIRLE

Introduction to Urgently Needed Blood Products in Clinical Settings
Ms. Yingying Liu, GRA CMC Lead China, Global Regulatory Affairs, CSL Behring

14:35-15:05 ©  MIZILEEIR: PPTAFRERIEN(EA EisEi)

Julia Fabens &zt MRV nE# S F N EEIn b P 52 st

Plasma Station Management: Role of PPTA’ s Standards
MS. Julia Fabens, Senior Director, Lead for Global Plasma & Technical Advocacy of Plasma Protein Therapeutics Association

17
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15:05-15:15

15:15-15:45

15:45-16:15

16:15-16:45

16:45-17:15

17:15-18:00

R

Tea Break

1 7l g 2 7= FR IR I R A TS R B EE B PR B 5 SR
E mifzs Rolalseselgeint ey

Thoughts and Discussions on Aligning the Inspection and Quarantine Period System for Raw Plasma Used in the
Production of Blood Products with International Standards

Ms. Ya Wang, Researcher, Institute of Blood Transfusion, Chinese Academy of Medical Sciences

fRBim S I T B F A =B 7 HIE4.0™MER TR F EE M A S HURIRENR R
M) RAEGRRR SRR, SIMESEEEMER

Unlocking the Potential of Digital Production in the Blood Products Industry: Digital Twins Applications and Data-Driven
Decision-Making under Pharma 4.0™

Mr. Dong Wang, Director BU Software Operations China, Kdrber Business Area Pharma, Pharmaceutical MES operation expert

EFFEMBAE R SR E A —FHREE @

James R. Knowles {81+ BHREESSERINE b P =12 IV

Holistic Overview of International Regulations and Evolution of Global Regulatory Harmonization
Dr. James R. Knowles, Senior Director, Head of Global Regulatory Policy, Plasma Protein Therapeutics Association

SEMATHREXEAER MEERTRIENE.R
R e PPTAREINEHESE, PIDIIARNXEROAEA

Global Trends in Immunoglobulin Access and Use: Insights for Patient Care
Jessie Qu, PPTA Patient advocate, Founder of PID Care China

M E+RE
QA+Closure
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BLTK &t / cSLBehring P ER A SRR A (L8030 RAPEEEMEBHTA

WEIOEULAMFRNARBES TEER, EXFAVNENTISIMTBEEEEER, ATEXBZREN, FA
S 5HBENBURTIRNEXBEENIRARES FENNSIUEN, BEEE, B=Z5ER, REFIHERQIRR
AYWESHEEERRS JHMIRTCSL BEHRING CHINA (REF UM P E), EPEIRESHRRANRLE (Dgkit
R) ARA, ASSNMFEF@EINPBEEENLRE, E0K, B/, CNEFAH. B4, S5BNERNS
(DIA) BHEESTIE, FABFRRICOE, NMPAFRAWRR, SEFIRERAR, IHRSFREHT, ERINDR
HREBEMREEEXNRR, FLTAMNERFRARSRA, BVTFIRPEAKRE (AR |, EXER
BIMBA, W LiEREREELREM (IMD) MBA

FFEE fRRA / FEEFZRNE R mARA S PE. 2K

MRFREERHRPOEE, FNKELRZZHEAHERZ R, AHTRSEREL, MEIHRE, NIEEFSES
BE NIEREEENREISK. (PERIRS) HE. PERNNSEELFERSIERR. TEHRQE: B
(3R) Efegkze, MRBFEENFIA. BN (R) SFBERRSKE. ATSERAEMNRRREETHINES,

E B %KX / cSLBehringhEM A M ESBERIE

EEERTEREERE, HEBLSFTULEN, PRIGKRINERNDEEN, JNERENTMEUMRRES
EEMIE, AEEYHRIMRS IR EmEEEER,

BEEE 47t / CSL Behring 2 BGEMESHF MR

EENSSNERBI7EER, FITNORNSEHRR T REIGRARBIE (CTA) MLHFITHE (MAA) |, &R
XEFRICMCEE, BEAISHENBNEIEREAN, ERRERXEFS RHTEWEDH,

Julia Fabens &£t / PPTA £RMFEABRESHEA, KRB

Julia FabensZtRAKRPPTASLKMEFRABE I, WHEERSSE SNEPPTAEEERSSHETENER,
BAOTEMBREESIE, FHEHNERMRESEANER, Julia FabensZ#HEColby College (EEMAM) HE
PRt FE T2,

T AR / FEEER SR MR

TEEFNFRANARAARR, IRDIEXRANDEZZMTESH, PERENSNRFGASHEK. B,
TEAREEEERRSENFREERRETUZRSER, PERMNENRREETVERSER,; PEERFBTI
MEMEEONSEREZRSZER,;, HILERERRZNAEREREZRAER, (PEBRORS) SFRE. 855
SEEREMFET I, TEEE"TRHERR. BRMREBRSKAY, BLHRRERENCKERTBER
WABRRSN, ZXS52ERN)I|IBNREAKENESKRE. AHDESEHBPE. RIGRENWTFEE (2013FE
REERBRZENRZ2ESHUETRAMR . 204FREEHMEREBESHERPERREZETFEHAAK. 2019F
ERPERREORMEEXRMMEDNTEERAMR ., 2024FRTUVEBEHMHTEMRAEALR) . ABEEREE
REZVSEERE. MIIERETRESFANR, KRSCINERPXZOBINE=1TRE, SHESELI.

19
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E FEHE  ORuESRRREEERY, SIAMESEEETER

FIBIMESIZETRAER, HEZEEILRZRKANIAZSROMIMEZUANBEERFBSTRENFTFM, Bal, MK
F/REBEIZEREPAS-XEENEENS, ERSTINITRENEREHE, SFHIERREIE, RBRTHORES
WHE, EREERE_TEFNERELN, MORWAEBTFESX (Oracle Corporation) , FEHEDPEEILISA
SERARRSE, MEEZRAMNIAZURFTZESHEWG, A TRRBOHZRENEEAT, FLBETEES
NIRFEZHFREESESNFSEERN, FEEESENMEE, tEREIREPAS-X MESSHERFZEEFIZAT,
B1EMerck, Amgen, Johnson&Johnson, CSLE, MMSHMESIE D, RAZEEIECAR-TERNNFH AT AN PE
HIZZNE), fWAlkermes, Evonik, Fujifim  Diosynth, Gojo, DendreonflAtaro%s, EfEs8N TIERENTFEFENE
¥, EREEFIE—XERANQENTIHRHER —REMESREER ZNRRT R,

James R. Knowles 181 / PPTAS RSB EEREA, SREN

James R. Knowlesi@ L BRIMSE2HEERAN, ZARAMEKITETE (PDT) TUWREKEEZWAIR, FIRLIR K
S, MRRKRENWRNEE. RENETSESED, BEXE. KA, PEURMEEMGSHBEBXRE, I, tiEs
haBIR R MR REFMFNECMCU S HEHTEMNFHRAUSTS, JomesELRENH B AT TAEPERR TE_TEN
POT/TW AR, BARGREISHMFEREVSHRERF . RESHESHUREHEESES. JamesE SPPTAR
HEF, HPPTANEE. MBEFNSKKEZRAER, IMREFERNEBLRMETREK, JamesBELHBERE
OMENZELZMONERE (RE) NRERZZIZA,

B B &t/ PPTARENZEESE, PIDIEENEERLEA

B85 (Jessie Qu) BPEBE—HNRERERRRIER (PIDs) AHRZEAL—PIDINEFENXZD O CEMER: AUH
BRXETEZNHEXEPL) IsA, B2017FEZLE, tHREMNEEERSMMENTEB ABREEZI000RE .
HE109FPPIDSKEMEBE, JessieZ RZHBFERIMNMEF ., FURRARDEBRSTHNERZARSW, RIRED
PIDsBERLARIE, FIRBRMNFINE, 20255, WESEHYN (FERAMRRREFEZSTINNRESREEH
RE) —4EF LRSI SMRHGRERIERTEROAR, KEUARTRNVSEAT, NPIDsBEBERIERETE
E2E, WS5EHRENZERRREFERRIEBIENE, ARSHEARMEREH, BATIRURE PO
EETHRREEE, H5PEPDs2r SEREH, BSEFSHESRHRNEPEPDsEENETRESEFRR.
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FRERASHESNEDS

Quality Improvement and Continuous Compliance Special Session

“E RN RGEAIFREIETR (XHEE),

Note:Al translation subtitles provided(for reference only).

09.04 | 09:00-17:30 :E, §§E4 | Grand Ballroom 4, 2 Floor

ERFA AT L | BRETNEEE(LE)ERATTNXRPEXZFIMESHREDNS

Moderator:Ms. Jessica Hu, Sr. Director, Country QARA Greater Asia and China, Baxter Medtech (Shanghai)

09:00-09:30

09:30-10:00

10:00-10:30

10:30-11:00

11:00-11:30

11:30-12:00

12:00-13:30

BT EESEE EEEH

ZEEFINE (PDA) MBREERITE

Global Industry Trends
Mr. Glenn Wright, President & CEO, Parenteral Drug Association (PDA)

IR IR MM SR 1B R PR R 35 Rl
chelbeEg) EENTFRIRSEAT (PMS) HIHTAER

Risks and Continuous Improvement in Environmental Monitoring Data Management
Mr. Weigang Wang, Expert in Asia Pacific Area, Partical Measuring System

EFCCSERMPUPSITRE NS E IR EIEARIR
Rl o TR (158) BIRAREMEEERME

Interpretation of Pupsit Quality Risk Management Strategy Based on CCS Requirements
Mr. Qiang Liang, Senior Regulatory Management Consultant, Merck Chemicals (Shanghai) Co., Ltd.

FER

Tea Break

S ARG E P BRIERERAIFEN @Esmn
Amy R. Barker 1§+ RESEE YNt RS-

Method Lifecycle: Leveraging Experience to Ensure Sustainability
Dr. Amy R. Barker, Executive Director, Eli Lilly and Company

T A 2RSSR RFLE (GPhP)
e XEILRAFLHRBONSRBEAICESHUES RSN

Industry Perspective: Global Harmonization and Good Pharmacopoeial Practices (GPhP)
Ms. Erin Wang, Director-Quality, Compendial Affairs, Global Quality Analytical and QC Operations, Eli Lilly and Company

it

Lunch

21
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ERA RHRA Lt | FEEZEEIENSTEAGAARFETVERSMHEK

Moderator:Ms. Minfeng Xu, Secretary General, Sterile Drug Products Advanced Manufacturing Committee of China Pharmaceuti
Plant Engineering(CPAPE)

22

13:30-14:00

14:00-14:30

14:30-15:00

15:00-15:30

15:30-16:00

16:00-16:30

16:30-17:00

17:00-17:30

FDARY /& BISIERIE & (53
VETTEWE ) FDASIREURA MBI AZE (OGPS) FENAZEBNIEEF

FDA Consideration on Cleaning Validation
Mr. Marcus Ray, Assistant Country Director, FDA' Office of Global Policy and Strategy (OGPS), Beijing China Office

XEHRMEMERASRITERR
LA EEHAERS (USP)RFHI IBURFERNYR

Progress in Microbiological and Endotoxin Standards of USP
Dr. Huiping Tu, Senior Principal Scientist, Science-General Chapters, USP US

MERSFEMEVHIER] SEE R R E R B AR IR (immin)
Meg Provenzano ¥+ BNEESF A AR S G- RrzssL

Data Integrity of Bacterial Endotoxin Testing & the Transitioning from Gel Clot to Kinetic Method

Ms. Meg Provenzano, Global Product Manager, Sievers Instruments (VEOLIA)

R

Tea Break

SR (RTU) HRAEMTRERAS XBREEF
PR )| E R R BERERAR AR

Application and Key Quality Control of Reusable and Terminally Sterilizable (RTU) Pharmaceutical Packaging Materials
Mr. Zhuang Meng, General Manager, Sichuan Tofflon Pharmaceutical Packaging Materials Co., Ltd.

N{ERLIE483, B EM OER @iz
Chris Fanelli 5t BSLIEYEbREINE-ESIR=x /TN

How to deal with 483, Warning Letter and Import Alert
Mr. Chris Fanelli, Partner, Sidley Austin LLP

EREHHHRNERESMER IREGR AN NS S0h
i ALEg) S (RE) SINERARRESH, MBS BE

Quality Compliance System for the Global Market: End-To-End Regulatory Monitoring and Implementation
Dr. Jianchen Xu, Director External Affairs, Quality Intelligence, Novo Nordisk (China) Pharmaceutical Co., Ltd.

ARETIEPDARELSL R  MiR—E—FRIENR @EiEm
VETER:ET k-l = E T4 5 (PDA) RIZMAZERSAYHENFELTITICHERIFIMR, £E
Emergent BioSolutions AB] W GXxPEM S R AR ERI S &

Insights from the PDA Survey: Annex 1 - a year after implementation
Ms. Marcia Baroni, Chief Contributing Member of Pharmaceutical Microbiology Expert Discussion Group of Scientific Advisory

Board of PDA, VP Quality of Enterprise GxP Compliance & Systems of Emergent BioSolutions Inc.
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BARER 1 ) EREFEEE(EE)ERATTNRRTERZRIMESHREAY

APEF L1095 F W THhEDAR AE, FEERBEHH, hELR, EREELHD, ZRZHIBRPERENER
ERFHMREERTE, REEEGMP/GDP, HRDAEBLGMP/GDP, BAFIGMP, ICH/PICSIERE. HEGMP, &
BGMP/CDPR P ECXPEL @IBXEMER, 1SO 13485, FEHETEMCMPRIEXHMIR, 21CFR PART 820, MDR,
IVDREEFTEMARENER, ESFE23FHRTUNSFETSEMTIWEEERIRD, ST NEIRFLES R E
CMP (BEXE~efEAROR~m) , EEFDA GMPIAME (XE~ @) RE"VAI" B&ie, HRBEHRAGMP, BX
FLGMPINIE, F &t OttRBEIOMNALNER, #2577 BENMEEAREAEBIE 70 M2MNLA NEEIR
BNRERIETE, RETFENDR/EFSMEFNRELRE, FEELE, HUBREEE, HRAIGKRTMH
HRELE, LHEANERNRERESER,

Glenn Wright 54 / £E5+5157I1h4 (PDA) BELEEHITE

Glenn E. Wright564TF2020F3BAPDA, ESEEEFAMNE (PDA) WRIZEFKRESSZE, BAMETLPE
BT 30FEMRUAEE, FEELRAT IR, APDATIERE, MAREERARSHES . ZEERINENRIRER
BARE. BERNNAHUNRPDARANBESHERRINSIE, o, MIEBEPDA JPSTREZRASER, HEH
AFERREWRFT (PQR) EHEERE, PDAEEMEBRPDARIZFIKEESEISHClenn  EWrightSeENBEFRE
BHATE, B2023F3RREM,

EPN KX ) =B FUNRLEAT (PMS) SIHTAER

ZENTFHENRFERT (PMS) TARNAER, AEPMSHATURFNRM =60, FHE1SFHDTIWIREENE
IR, TR EBEERMIBSHEREENRENRITERN, BHSRGDBEBEITHTHRESLE.

R 88 &E BEUIER (LB ERASENEES AR

BRJYERSHEHN, PEEMFIREIHIT, TERIE. JFRIEGF. BEEXERHIT, SENMPA (EEIZEH
HEER(TERMA)) . (IZRAKREER) EERTE. (PEXRREEENE (GMP) RMRICHE (b=
X) ) BIFERXNIAE; CPAPE (EEAGEFSREHIRBRAER) 55K,

Amy R. Barker {1 / @i kAFHTES

AMY R. BARKEREBLRILKAT ((UTENERMMENEZMBRET) ONTES, BRONMUE=oELL, FIA
ILRABZE, WBAEPPDAE (ULTREHTREMN KRN NESWHFLNRSEFSENOIIE, AMY R, BARKERHE
THERRSKRE (UTHEZEMERS) NOMKERLEM, PBERE. REFEFIBHNAURAHIE—ER
AMY R. BARKEREAEFIZTWHIIRIAEER, MRNEWRETIEFA, BRBE, URASHF=mETT. 7757
BRARER D ENEGEE, Bt TERERE, FHISiERSEFREPNENURARTIRERARKE, s

BETEZREN, EEFLHTRN, FECBSLHE. EVERHEIME. 218 (FEYHRERERR) IREEHE/N
A (REDH) NIFARR, BEZEES MISHERIE. 7TERBNOTHERIREREN,

23
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24

<
SE

]

P &Lt/ 2ElRATLHRRES TS RERHICERHRESRK

Erin WangRFRALRAE), ARELHRAHEEXEN, WHERTEERRLESRERGMABFTMEERSNENR
ShEIE, ErnSEHHEBENERY T RIFINXER, BETEXEEZNMR, MRAUNTUER, HFRRS5AHRM
REMWIRSHRIWHER LRS, Erin WangEPEREZAFRGMARZSTRF T2, AXERBSEEANERE
DITHEMEZM, FT2006FKSEERESFZIAIL,

B Tt FEESRE IR TEARLHFIEE VERRWHE

EVTFHERBTIARE, 30SFNEXRNFEHRETF, GHEITHRNEEHREAFRSSREFRENE
WHAEIE, UREDABEFNNXERZSREVIEMNTZWIESTIE, 2GB/T16292~19204BxFE (EL TS
#BZE (K) 8T, FHENNEEONEDE) SITREARANEIEZEEEA, (KEAXREERKAFR) I
BRABATREA, (ERIEHFM) M (ETSMINSEE) SAELMOREEAMR, FATHEFHRT
CERXETZHRIE) 1 (EESXE-EHSEMRAKER) TTE, ANCEAGMULREN. RREEN
RESHEOTEERNERATIFER,

Marcus Ray 54 / FDAS I &N A% (OGPS) HEN AFBNIEE(E

Marcus Ray (BREH) %&£, 2014FENMAFDA, ERIEFDANRIREIRM B AE(OGPS)PENAEIEEMNE
T, MEZEATNENNRIREVREFERRTER, ENATENAZZH, IREEENSUYNAE
(ORAETHRNE, RERBIMEBANMR, DRETREMAZREENZZTEM, FBEERFREAHD
EREF,

BEH 81 / zEs#ER2 (USP) RIES @8NS RERERER

BEEFHLIERUSPTETIOSE, B, FARFERAER, ARSEEHENEREZRSNAHEERERS,
SFEKMEDFEYREBXNUSPBNFMREN T, Elbze, BETSEEESHEYFRIREDN, AFREE
HHEMIRENENDF . EMFUHEDHFTEXTE, KREESENEEZEHREYFIRIRNEI, ES5H
AUSPHEMBXE], SEREMFHEWALENEEFNZBXEREBTEE, ZREHSRESTRNEER
Ft. ENAUSPZEI, MERTATIIE, BECNEEFEEENSRARNER, NEERAYLRYER, BEFBR
IRBI/IE, ESUESYIRR/IAENZLNE, BEEFETREENAERIZMAEEZETSM, BRELEOMERN
MERRFEFRFE ZHREEE, EHEY. PF/IEREY. EVLERNSTHZESEERAN ZHEWIIR,
AEFIZY, FARNEERZMIBE20SENER, X (EEHHE-BRLEFE) (USP-NF)  MinEMERNHIEERZ
HIERR, MLUBRASE—EEECell, JCIFINeuronSHTIRERESRIEX, FHEEMER,

H &

Meg Provenzano &= / Sievers3ifi{X (B3 #h) £ 3k @212

Meg ProvenzonoX Lt =2Sieversa il (BIIZFE) EWNNEEEIINTREE, WEAEASROVTAE®BIE0
FHNER, SERERS. RAIBN~REEE S PIRMUMER, EMNASieversoiff (BIZHE) Z81, Meg
ProvenzanoX &7 Charles RiversSER =BEFRZIE, WUAEFP AP, EXEMBRDE, TiCRERIDE, LNFHED
WEZRMAE#M, Meg ProvenzanoXL#E CCoastal Carolina XZHEFRZEEMZFE T2, HEBETTESK
FPEERRS.

2 B EE mirEaRaEEERATREE

BEAR0FEXLHETRECELN, TUNSREXBLREMHEL. HESTHERCLERTE, HINETE
BEMRERHENSOMPIEREEEFSNIRER,
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Chris Fanelli %4 / sidleyEFF2ITESFRAMA

Chris Fonelifc4 REEENMENESHER. A6, ETSMNSMABIRHARNSIARIG, N, ChristEFDA
BREEERADAREEREABNE SR EAERT, MEABRARY, VEETTFLEEXREFESHE (GMP) 70
RIFLREME (GLP) FIGHKEI. IGRFAEMEMENSMER, URSIBREMENEXTE. HHORNEYER
XE%, Faneli@fNEFPEELTEVATINFLCREENRNERRZQT, UREKRNNS FAMHIET. Ko
FEMFIFEIES. REMEZHNTAR (CAR-TAR) MEREITHIES. BRAHIER. MREAT. AET B
EHEEHERE, SPMBChristhBIRBRREANFDAFEISHIDE, RIEHBXNEEES, SENIA
&, FDARE, M RIRHE. REURMAS, H1EFES (CMC) EEMFDAREIRE (FDA 483%iE) | EE£EHR%
OISR (Complete Response Letters) fEHEIRN, fERIHOER, EEFSSFDANXERIN, ChrisikthiIfAE
BANE A FDAMEHSEHTIRE , B LHEEXFDASMNRRAEIE D, RAKKASADHIELHEERITFE
HEMEREE, NUBRFENEFDA £ANSMER, Foneli@MRRRS5RENPEEGRIZNS, FEEAILREA
FHEGAYIREE (IPEM) #1512, HMFDA SHANASEURERENEERRELR,

R 81/ wfsE (hE) S5 ERATRESN, MBS 2

MEBEMNERSEKREEIRS N RENBESZLE, ARREMEERNE, ENEBENREMREEN, K5l
REVE, TERETREES TEFNENHBTIREEERY, SEENBERRERFMNEFEBEES I REE
BS5ERKM, BECMPERE., KR, RERIESHEARSWE, REPEENER, RETWEREDSIE
I, PEARRZUEFHAZIRRERZNAXZE LR,

Marcia Baroni &t / £E515th4 (PDA) HFFINERABMMENF ESIDCAEEIFLR R, £E
Emergent BioSolutions ABI A GXxPEM S RA B E R S E

RELOLREMEMFNALRENFEZTZUREFEEAFEMBA, BEEmergent BioSolutions AT BRI GxPEHL
S524REIDH, ARUBSEXSMIERENRESETENSE— N2 WREARRNIHE, SENBZRNE
RAEHEE (FREEETSMAEETaURORIEN"R, FRASEHENF. X9F (HEDIHS) LR
m#EF=m) , HEES5EF RARBN) UREENMORENESHMRR, 2009-2015F SERILKBAFI A TER/
BINLHRERELEIMPBRELATA, 2015-2019F QERILKEB QA IMEY FZNEM/ TR RIERSRH S,
MarciaB2018FREBAER TSNS (PDA) RIZFMAZERIAYHMENFERINICABRERFLAIMR, £2021-2024
FEFTHFMNS (PDA) HHNSPITEFIEEXIWPNLTEARHNE, TEAREFSRITHRE, MEVESS
REBETMHTEAS., 2022F, KAPIC/S EU CMPHIRIZHEF R/NABKERARA, HEXIEEPDAZTERAREFS
REFIRBANSERARKMREETHA, (BERER: TENI) (2023FEITHR) WEES, (RERIXTEDRL
BLENEERER) (2020F5%) NEES.
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%méﬂﬁFﬂnﬂgﬁ I FRFERAU o NMEE

%
Combination Products Special Session Supporting Partner BRESHAPRMEANTS

SEIRDRPEAIFRIETE (NHEEE),

Note:Al translation subtitles provided(for reference only).

09.05 | 09:00-16:30 = EEEZ | Grand Ballroom 2, 2™ Floor

EFBANNE BL | AEAREREABRXHAA I TaHK

Moderator:Dr. Xiaochun Gu, Secretary General of National Innovation Platform for Integration of Medical Engineering Education (NMEE), Southest -,
University

09:00-09:30 © HHSIRSERESFEDE
CRCE) N\ TREREFRASAMA N FAERRERE

Sharing of the Pharmaceutical and Medical Device Multimodal Intelligent Ecosystem Platform

Dr. Fei Zhong, Chief Information Officer of the National Innovation Platform for Integration of Medical Engineering Education
(NMEE) for Interventional Medical Engineering

09:30-10:00 © TR 73-2BRBAETF 8 ETETNZE £ 5T 2 Fh IR B (i)

DEN MY ETRN Y R = AFlStevanatoEF = REIEDCSHMARS AT A

TR 73-2 Application of EU Medical Device Regulation to Prefilled Syringes
Mr. Daniel Martinez, Head of Product Management DCS & Analytical Services, Stevanato Group

10:00-10:30 © |SO 11608EPrtFERIAAIER Lpitads  Bahist3s, EX 5B R FER 592838948
NER EEEH
ISO/TC8MTENBAREREBERR, EEDINFANVEAZRARR

Latest Interpretation and Current Trends of ISO 11608 International Standard: Relevant Testing Requirements for
Auto-Injectors, Pen Injectors, and Pre Filled Syringes(PFS)

Mr. Erik Berndt, Member of the Editorial Board of the ISO/TC84 Standardization Technical Committee & German DIN Standardiza-
tion Technical Committee

10:30-11:00 © ZEBX

Tea Break

11:00-11:30 © S @A BIAGLP-LEFFINREMAM
RS 7R R (RE) ARAABARASSS

Advanced Packaging Components: Enhancing the Safety and Compliance of Glp-1 Injectable Medications
Ms. Qian Liu, Senior Technical Support, West Pharmaceutical Packaging (China) Co., Ltd.

11:30-12:00 © fAZG5EFNEZ (2555, 7. THHEIFIE) Aai8hk XS KSRz AR
EERNEE RS (5) BRATISDINEHRE L

Frontier Pulsed X-ray Inspection Technology for Drug Delivery Systems and Pharmaceuticals (Nasal, Syringe, Powder, etc).
Mr. Li Zhang, Sales Director, HEUFT Testing Packaging System Technology (Shanghai) Co., Ltd.
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12:00-13:30

13:30-14:00

14:00-14:30

14:30-15:00

15:00-15:30

15:30-16:00

16:00-16:30

=

Lunch

T SUFRI AR TE B R IE P B R 5 22451
=R () [P AR EF B RS, BUIEEME S R AR AR CLAAEZEThREMEIRR) BIFT K
Application and Cases of Micro-needle Innovation Technology in Transdermal Delivery

Prof. Yongyong Li, Researcher of Tongji University School of Medicine, Deputy Director of Institute of Organic Functional Materials
and Applied Technology

#-161ERRE
HEE AL TS EETEAERRER AT HARNEERRL

Prospects for Terbium-161 Nuclide
Dr. Xiangsheng Kong, Chief Scientist of Mednovo Group, Academician of the Russian Academy of Natural Sciences

LIRS WA S RGP E- SR FRZBXERAHAR
HIEHIZ R RATEA

Case Sharing of Innovative Combination Products-Research on Nasal Brain Targeted Delivery System
Dr. Jingyi Liu, Founder, Nasal-Phyto Pharmaceutical Technology Group Co., Ltd.

wER

Tea Break

Z5i4R & 7= SaFDA/EMABRIR = 5 Ky 5 B
e hl) SRS YRS R AT &7 R R AR R SR AT

Key Points and Strategies for FDA/EMA Application of Combination Products
Dr. Shuying Ji, Director, Combination Product and Clinical Supply Department, WuXi Biologics (Shanghai) Co., Ltd.

S, >
ERitie
AT BRELMA S M LRI
Panel Discussion
Discussion on The Development of Al-Based Combination Products
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RRITA

Speakers

PUNE 81 | AR EREARESHRAUFTaMBE

Bt fRR, FEAZEREXRXFEHSUHTFENBR, ARNBERYKEAMASHITNHINARIRE, &
CELL REPORTSEHREAFMEXSCIEN 205/, MREREFI000EEFREL, RIFIEBERS63. 973MBURERE
RRZEEME, TENSHMASTRIGT SR, BERFSMIITSNGHMRR, RRENERASERASATERE
BENEIEEFULRE.

#H XET AR IREREERET SRS TAEEEAE

FR025F2MMBRBAFNAEFZTRECTE, NEERSEXAZ"BHEITL". F1986F LN FHILEFRETT
B, 1989FERBEAREXHEFMLFM, 1994F, TTERZRAYARARESHEZELEN, BEAEEER
AR ESAZEZRNEELEHAR., 19965F, P EEEFBLREITENRE, FF1998FEREBMLEM. AE,
fioACelera Genomics, EEEZFREMEERARAKRERE, 20015F, MREAH ETSHAEMBAZAL, 20034,
HHEIENAQiagen, BEEWMEREBIEME, 20054, MhEZESigma-Aldrich, SEBEEMERIEE, B20155F
Sigma-AldrichSMerck&F/E, ¥ BIEFBEERRMerckEREMERRITHAII], BAOTFIFBEXEYRAT
BINEAMERS.

Daniel Martinez &4 / &AFIStevanato A= R EEDCSHINARS = A

B2017%#2, Daniel Martinezfc4E—E1B{EStevanatoEAARZFIBRA RS /RSN RLELTE, FHRM
b, tRETaER. WNAGURAWRSHFLRA EHER, MELF. RABKS, Fe. NEEENHEERES
EFRREE LEEER, hiBATecnologico y de Estudios Superiores de Monterrey 2Bt BB TIRZ 241, KFEMA
StevanatofEHZF1, Daniel MartinezZe &£ BEZ REF THREENE RN SEEFWFAEERS,

Erik Berndt 554 / 150/ TC84TE U RAZRARER R, EEDINKA UK AZRAM R

EWFWRTWARE, FRTEBNAETTL, MW22F, RUSO/TCEAMREURARERRREMR, 55150 11608%
JIARERS, WIEREH T, BEDINREXRAZRIMR.

¥ Bt aREHGE (hE) BRADSEEALE

EVFREBIKRE, RKESHFMRRZSIEMEIFEM, RATERIEMTWEBUREFER, TETHEFR
HEAGS (FRiNAE) | BAOTRESRENBARRLTR, HEEFPHRREASRRE, WEPE. XE. KEF
FENHEENDENER, BRBESMTIICIE ERREH,

28
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i I KHE ) EENER RS (1% BIRASISDIEE L

RIUGEEHATVRBOENTEER, SENSEEAFRFLA TENHIZESHETLE, SEMEAN—ERR (&
MBZEARAESR) —FK (=BXK) |

KB R | BFAZEZREIE AR, AIIAEME SRR AR CII SRR BIFfF &K

BAFRAFZFEZREE. B, BFAFEEEA, K=AEIPOMEMEFABINEK, K=AESIRER L ETREHES
AEPOHATERE, PEEZEYBAMESEZR, DEHRBEREZRTEIAN, DEMREBHES. TXEHFAES
PMEIXRNMEENEY, SESHARRSFIWHIRE, ZREIFIME. FETEMRNES, BEXLREX—EIER
SCHEX 70RR, X5 RITB3000k, &1E4%ZE (Methods in Molecular biology, with the topic of siRNA
delivery methods) {Nanomaterials for Tumor Targeting Theranostics) (A FEMHHIE) SEWHEE,

FLFFE 181 ) st ErsAEERY R BSHEAR P YRRt

BEMKENEDARDERATSHEE, 2026FHEHESHEARNZRMERT, SRERVERAHL —EX
(XEBRBHER&EUN) | THRERNRHS —FX, RHEARRAE - TRE, TREEDE. AWHLA&L
. MRFREPRERENBIR, ESSHFHSRBENERS POIRKRFRRPERR LT,

XERE 1 /) pIEs R ERATIEA

MIEFIWOBARCEO, BBREZEZRIEL, TEGNSRIINEHERFHTARALE, T (ACS NANO) FEHIR
MEMREREN_TRE, BREREAATRRENERLBA, 20195 INFEHND, NW'IMESH. EX2.
BEBHCNST—RITE" ARR, BATFINSEBRBMASEFTENIE, MEPERREERFSIBELSSHE
UREUVEREESEEAZR, BRBRFKER"RELXEUR" (BE) . BRFEKBHRBEAL . ®ITEISE
RANF . BREBBXRIIEAL . BRI, EBRZEBNARKERERR

2

IR 81 ) LB ABRADGWAS S RRIGHEEN T

EVTREFRBRAZZNFEFNEZY, B2017FMABPEDHRRH LR, FEARIEMENADFREN
7B TZRAWMAEXIIE, FHANBXRIND/BLA, EABMASHFRALAN—R, BOTHMASHEINITMG,. ek
Wi, BIHEHRNNHT, ABTREIREOMEISIE.
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HFUFEET

Digital Manufacturing Special Session

SR SYEAIRRWETR (RHEF),

Note:Al translation subtitles provided(for reference only).

09.05 | 09:00-12:00 :E, E§E3 | Grand Ballroom 3, 2" Floor

FA R TE | PEERRETIEDSBK

Moderator: Mr. Shuxiang Xu, Secretary General, China Pharmaceutical Association of Plant Engineering (CPAPE)

09:00-09:30 ©

09:30-10:00 C

10:00-10:30 ©

10:30-11:00 C

11:00-11:30

11:30-12:00 C

SAFNRERNAITERIZ Rk % ™= B8 R A & th 3R

R AR IRMEIRTFEARA, ERAZIIR TS KER P KR =R

Application and Implementation Case of Al Combined with Knowledge Base in Production Quality of Pharmaceutical Enterprises

Dr. Liang Han, Head of the ShilinX, and Research Advisor of the Knowledge Engineering and Regulatory Science Laboratory at
Peking University

ASFES R EE
CRR S a) RIS R EARNARARSEEEE R, ISPEAISHKF I CoPIEE

Lean Management of Injection Production
Dr. Ji Ma, Expert in Operational Management of Hepalink Group, CoP Director of ISPE Al and Digitalization

MERETIREIERL, BYNBIZS AL MR E R =it
esiabr ) FEREERHAaMLEERURARY

Empowering Energy Conservation and Efficiency Enhancement, Assisting Pharmaceutical Enterprises in Transition-
ing from Excellence to Greatness

Mr. Zhiguo Liang, Director of Pharmaceutical Automation and Information Technology, Austar Group

R

Tea Break

MAIZIAIER - ARQCLIEEMEMICIENEMNIEE - BIRESEREMBIIIRRE
S TRMEMBARRHERATREREN™ 8% RMP) SENAS R

From Manual to Artificial Intelligence - Innovative Practices in Microbial Testing in Pharmaceutical Qc Laboratories -
Faster and More Objective Data-Driven Decision-Making

Mr. Ruoli Miao, Chief Application Expert of Rapid Microbiological Product (RMP), Zhejiang Tailin Bioengineering Co., Ltd.

B EMEMA R R LMFGITURNBF R @Emn

DI E ML <[EInnovEmerge AT ZHFEFERITE

Exploring the Digital Event Horizon: Enabling Digital Transformation in Pharma through Cross-Collaborative Partnerships
Mr. Douglas E. Kiehl, President & CEO, InnovEmerge LLC
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B X FEESRETIRHRMBE

IERMAEZ R TRFMER M, BELREEESR. ILRHRERRIETIIE, 1999FRPEEFRXY S, ARENES
FiEEEE, 2001-20215F, HE (PEEDR) EAREEIEE, [TESHEE. HREHHEE, PEFFEREEER. B
EEZAHAEENSUBK. (PESMTN) K&, PERRZRESESEIPEPANIFEREZSTEZREFR, K
RETHREEENREGEER. MRAFNEANERESUBHE, 2021FES, PEESREIRNSHTK,

B =Bt iR TaniA, bR AREIRTRES SERSE SR EHME

MNBHRENBERF WA RHR, 2LRAR2014 FARFFHHNEHRIRE, 2011 ROCMPIEREESF2021 BiR
BITTIE, KEIS5IPEM MENARNKE, LV TIRKE,

O E{Et mnsenalERARHERASGEESESR, ISPEAISHFK COPES

BEIVFELTEASFREXFFERESEER, BEMifA. WABKRELKE 7=, EEICH. ISPE. PDAZEFR
FRETHIEE STERNIIE(Q/OQ/PQ/EMPQ), HEXK TG, REEZE. CAPA, TEZRHIRATHEITEZORES
TEMPESTEL KRR, TERSESHFHNEEABASFENSER, FSHEMFHIFIKRCOMOBIE): BERiE
EEEZZ NN A DERSERE, WEALRZEE, RAEr~ER, EEEn TPM, TOM, QUMEREHEERER, B
HIEEREFEE0E, RBEESEMEZSITATRBEEEERER, BIKPHRR, B EFkTier MeetingBEE
IR, SCIRRERIVECTIIERL, RESERESARBASEEPPM)RESLE, EMNIRIZMTHEREHE &
RERSE., REMABThermo Fisher PPI, Danaher DBSER2#zERE, BEHIEESHEA. T, WSESEREM
wins, BEESITIOTHSE, BIIMES. ERP. APS, OAZRANER, KIEBREMEH T Bk, INEKSE
aefE, A REEEHNEE X ENWESIEKEE

REE KX  SsREERIBEHUSEELERAY

REEFABHUEIRLR, RESANBEARRASUIRER, BRED L B REND, BETEMHAT
VB SERMEERALTR, ~AIREEME. TZ3R 85, SCADA, CAMPSRHEETEM.,

BE KX / IR EYRAROBERATRESEN =S4 RMP) EENAER

BESBAZETEEMZTWIFREM, SBREAETUMEMZ2HAEREREI20FNEREYR, SESRILRUE
REMER, ASHE, THARASTHFTANIE, SYRNTFSEENTHNERRFETTRR, HTHE Sntn
ZEMBRAR, BRELRGSEISTERERRMNENFZRBBXNEZNE, SEERHNENFRBRITENTIE, A
EXBMHRERRZEMRARE, WEHN2008RRizRm, 2010/ NIbasH ListtEEMRMHRRR2REL R,
BE5TARNEXARMENZHT IR, RETHERSAFPNERNER,

Douglas E. Kiehl 5t / £EInnovEmerge AR B HFEEHITE

Douglas E. Kiehl 554 1 ET S 7EBioCrossroadsBESREIRE . EIZHT, DouglasTEEEILRATHEERIORE, Bk
AEZRHINDFNADFZRITL, SHEURMAE ., FIEMEE (CMC) /FHEEFIRIELENSIKINE, thirG AR
MEARNENSHKEBE N/ ZEMRARBN (DT3) OHFEESEEPL, BETFHFUEE, BT —REYT
Z. DouglasBEFREEWRET (PQRI) EEZRSEE. EERHA (USP) BESHHERZRSTUSPOIIREMS
URHMESERASMR. BHFZERRHATW/METEAFENRSOIBA, URMKEYAELE (NBMC/SEMI)
RITEBRRAaMA. 3EE, EBEEEEHNDHARNS (PRRMA) EERFANERMIESES (ICH) Q3E
EREZRARGHRER, EREBEEEAF LUV ESSFHAREERRPBELE, WEESARTITEHTHFAITIET
ERFSMER, HERAR, T/FINHER ERFREN,
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FRERASHESNEDS

Quality Improvement and Continuous Compliance Special Session

SEIRDSYEAIFRIETE (RHEF),

Note:Al translation subtitles provided(for reference only).

09.05 | 09:00-12:00 :E, §§ﬁ4 | Grand Ballroom 4, 2" Floor

FEHAHFERR L | EEE (RE) SIABRARRESH, MBS B

Moderator: Dr. Jianchen Xu, Director External Affairs, Quality Intelligence, Novo Nordisk (China) Pharmaceutical Co., Ltd.

09:00-09:30

09:30-10:00

10:00-10:30

10:30-11:00

11:00-11:30

11:30-12:00

FREBEFRNMBEANTES @iz

Carmen Rodriguez 71+ R GYILIESESI VNS IS -1 gN

New Technologies and Platforms for Quality Management Systems

Ms. Carmen Rodriguez, Sr. Director, Quality Leader, Lilly Suzhou Pharmaceutical Co., Ltd.

FIEWFI,RMMBAERCCSHFE N = (EiEEiH)

fEtt kiR (35) BIRATSEE

Ambient WFI, RMM and related CCS aspects
Mr. Oliver Wake, Managing Director, BWT Water Technology (Shanghai) Co., Ltd.

IBRAEMSZFHRESR T 2R, ACCSITRITFHRHRBZIF
SRS R ERATIEA

Utilize Ems System Alarm Statistics and Analysis to Provide Decision Support for CCS

Mr. Xinbing Wang, Founder, Shanghai Ronne Process Control Co., Ltd.

FER

Tea Break

B HNEE IR AREMNNERE @Es5H)
EFF E 2R 2 (Rx-360) CEO

How Joint Audits Can Increase Quality and Improve Efficiency
Mr. Jim Fries, Chief Executive Officer, Rx-360

EHIZGPEIIE AT TR : S HbAS, IGARE XS EN R EERH)

£EBMERS (USP) SREBRZR

Subvisible Silicone Oil Particles in Biopharmaceuticals: Analytical Challenges, Clinical Implications, and Regulatory

Perspectives
Dr. Desmond G. Hunt, Senior Principal Scientist, USP
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FERR 81/ wfsE (hE) S5 ERATRESHN, MBS 2

NEEEREREETERS OGN REINNESLE, ATREMERRNE., ENEHENRSHRBEN, il
RETE, FERBLCABES TAFNEMFRTIREEEER, BEBIERXERKMNEFEMBEEZS I REE
BS5ERKA, BECMPER, HRkE, RERIESHEARSNE, RBPRENER, RETWEREDSIE
I, PEARRZUEZHEZIRRERZNAXZE LR,

Carmen Rodriguez &= / iLkFMAIBERAT SR LM, FREBAFA

Carmen RodriguezZ tHRBEFEIFZ M E-Compostela KFHFM LA, WF2007FMALLERAT (Lilly) iz
FRMRFRRBRSOAHN T, WEEEE. BRARSSREMBIBEIADNRSRS, BRTH. 8K, SFH04
ENEEME, 2019568, Carmen RodriguezZTMIAFMNI, EERSEHFBEME T EXTE, MINHREH I
FEEIEddingpharm, 2B, MIOARBILI , SEN—ERDNREESNE, EIESFERNTR TS REE,
teoh, WERRS T TR THREBEE (FMR—) FEHFTHIL, FEBEDNESEANFICEMEANN REMNRHE
B, 2021, Carmen RodriguezZTHEAERERIE (QA) FHESINARA, NETHREREMAREIR T EE
BEETE, B20245FiE, wBEAMNI NREAEA,

Oliver Wake Fc4 / stk (155) BRATBEE

BENMIRFLTZM, SER25F—EMRTBWT, HEPI5FEPE, FlttlZTBWTNAAE, EZBRERMH—
B, RARIBRNEMRARREE S AR TRARNTINEE, FEBPEZH, Olver WakeB I EMEMFIILHMNEITH
BURAKFIEK I MENIEERD, HEE—RENTSRITFEFT RIEET SEHNREERL,

i KA ) LenESEREERATNBA

PBELTERREENRARI, ZROWIELR,; ABREEIN, THREMSREAEXAFENFDEEZSRERA,

Jim Fries &4 | EfREZER5£8: 8 (RX-360) CEO

Jim Fries®BEEETREMNZHAERER 30 FHNFELR, BRHEE. THEARIMRIESSNEE, FAET
RETUNBERSE, CRENERAYTE. EFREILHARNINEER, HEVEMETHNEREESERE
22, JIMRARERTSNERNANERS, BAOTHDNNENA. COMERHER. BRE. SRRAZREEN
HOEWARRE, S5HETRSTWERSHRAXM, 2018 F 2 B, Jim HE Rx-360 BEHTE, DULRIfBEE
BAOTREZEZ2NEAE., SARER2NKPESERLKFTETELNHNDE, JIMRERCLMHTIE, &7
EPNTVERETHBEANONS, FREERAETREEARDRENLOXEER, TWREHIR: Bt
TEEESRE, AnREFET. BE (FEX) HEAnftUENTEESMHREEE. JETEL. AalhiEs
IERE, THEN, EERERESHWEBOMEIER.

Desmond G. Hunt {1 / £E##E5R 2 (USP) BAERERER

DESMOND G. HUNTEETB2005FE—EAEEZDHE (USP) TF, HFAENHENFH-BEHBEESRERRFR—
R, 58X EERZRENNEZTRZRSEESE, RNTHENRITEEL®INE, MEETZREFARIENA
BTTEXE, AEERAGER. FHFFRBAEPNRRILIRRFINEFNEHIES ERAREHNRR,
RRkE57 2N 5EEWREAXITL TFANKAZR R,
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Basic Intravenous Solutions Special Session

Soggyeanizen CR DOUBLE-CRANE

09.05 | 13:30-17:00 B BEET4 | Grand Ballroom 4, 2" Floor

ERANELE Lt | FEESHEETENSBEEKBET XM

Moderator:Ms.Zhanjun Cui , Supervisor and Expert Advisor, China Pharmaceutical Association of Plant Engineering (CPAPE)

13:30-14:00

14:00-14:30

14:30-15:00

15:00-15:30

15:30-16:00

16:00-16:30

16:30-17:00

34

BFSEARTE R _EBIRL A LUK BFSE AR T E RFER A 5= AL A0 AR

Gt ikeadl) EEWEZIRNERATTHABESRAYE, FEEHRE TENESVESR BFS)RAZTIE
mnﬂé:ﬁ‘fx

The Application of Bfs Technology in Infusion and Its Impact on the Construction of the Sterile Assurance Technology
and Industry Chain

Ms. Zhishuang Yin, Product Director of the Market Development Department of China Resources Double-Crane Pharmaceutical Co., Ltd.,
Secretary-General of Blow-Fill-Seal (BFS) Technology Committee of China Pharmaceutical Association of Plant Engineering (CPAPE)

WA EE RS RRESEREINEREL
Cli el ERETNERE(EEERANTNKEFERARERESTREL

Infusion Drug Delivery Devices and Experience of Baxter Infusion Solutions Passing EU Certification
Ms. Jessica Hu, Sr. Director, Country QARA Greater Asia and China, Baxter Medtech (Shanghai)
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Efforts to Enhance the Quality of Basic Intravenous Solutions
Dr. Xu Dong, Senior Vice President, Shandong Qidu Pharmaceutical Co., Ltd.
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Discussion on Infusion Safety: The "Tacit Cooperation" between Infusion Devices and Drugs
Dr. Kathy Huang, Senior Chief Engineer of R&D, Baxter Medtech (Shanghai)
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503B Outsourced Sterile Pharmacies and Their Role in Addressing Drug Shortages in The US Market
Mr. Mike Porter, Sr. Director of Education,Parenteral Drug Association (PDA)
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Panel Discussion

1.What are the obstacles faced by new infusion and drug delivery devices such as infusion sets and infusion pumps, from registration and
approval, to manufacturing, and to clinical application?

2. What are the possibilities of evaluating the consistency of basic intravenous solutions, and how can value be reflected through quality?
3. What are the possibilities, opportunities, and challenges for basic intravenous solutions to go global?
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