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Quality Improvement and Continuous Compliance Special Session

R AN SHEAIRRIEFR (RHEE),

Note:Al translation subtitles provided(for reference only).
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Moderator:Ms. Jessica Hu, Sr. Director, Country QARA Greater Asia and China, Baxter Medtech (Shanghai)
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Global Industry Trends
Mr. Glenn Wright, President & CEO, Parenteral Drug Association (PDA)
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Risks and Continuous Improvement in Environmental Monitoring Data Management
Mr. Weigang Wang, Expert in Asia Pacific Area, Partical Measuring System
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Interpretation of Pupsit Quality Risk Management Strategy Based on CCS Requirements
Mr. Qiang Liang, Senior Regulatory Management Consultant, Merck Chemicals (Shanghai) Co., Ltd.
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Method Lifecycle: Leveraging Experience to Ensure Sustainability
Dr. Amy R. Barker, Executive Director, Eli Lilly and Company
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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
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Moderator:Ms. Minfeng Xu, Secretary General, Sterile Drug Products Advanced Manufacturing Committee of China Pharmaceutic
Plant Engineering(CPAPE) i

13:30-14:00 © FDAREZIGIEMIE & (=iEEm)
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FDA Consideration on Cleaning Validation
Mr. Marcus Ray, Assistant Country Director, FDA' Office of Global Policy and Strategy (OGPS), Beijing China Office

14:00-14:30 © REHNHRNMENRASRITEHRR
P EAEY) XEHMERS (USP) HEHI TBNARERERER

Progress in Microbiological and Endotoxin Standards of USP
Dr. Huiping Tu, Senior Principal Scientist, Science-General Chapters, USP US
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Data Integrity of Bacterial Endotoxin Testing & the Transitioning from Gel Clot to Kinetic Method

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

15:00-15:30 © ZEX

Tea Break

15:30-16:00 ©  GEHRAK (RTU) A EMHRERAS XBREEH
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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.

16:00-16:30 ©  HN{EJ4bIR483, ER{EMHOE R @idsih)

SidleyEFF2IHTESHEUA

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

16:30-17:00 © EASHHHIRESER  REIGHEH NS LhE
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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.

17:00-17:30 © FEFFEPDAFELR  MR—LH—FRBER cEiEEH)

LEEHANA (PDA) REMAER A GMEEN L ERINICABERLRE, 26
Emergent BioSolutions AB] B\ GXPEM S RAFERI S8

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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BPHFL L9095 F RNV THEDARAZ, KEERBEHS, hELR, EREEHS,. ZRIHIBHFPERENSER
ERFMREEETE, REEGMP/GDP, HRDAEBRLGMP/GDP, BMAFIIGMP, ICH/PICSTER. HBEGMP. &
BGMP/CDPR P ECXPEL mIEXEMER, 1SO 13485, FEHETEMCMPRIBXHIR, 21CFR PART 820, MDR,
IVDREEFT S MEXEMER, AIA23FH/RTUASFETSMTUREEEIRD, SR AENRFEILRE
CMP (BEXE~mMEAROR~m) , EEFDA GMPIALE (EE@) RE"VAI" &, HRBEHRAGMP, BX
FIEGMPIAIE, P OEFBILIOMNALNER, 557 BESMEEDREAREBREN70M2INAHNEBIR
BNRERIEIF, RETFENLDR/ETSMEFNRELRE, FEETLE, HUBREEE, HAAIGKRIH
HRELE, LHEANERNRERESER,

Glenn Wright &4 / £E53 517104 (PDA) SEEREHITE

Glenn E. Wright58&£F 202038 0APDA, ESEEESTINE (PDA) MRIFMEESSEY, WatETWHE
BT 30FEMRVAEE, TEEILRAT I, APDATIERE, tAREERARSHNES . EEERINENSIRER
BERRE. KERRNAHIURPDARARTIKRESOZRANEME, Wi, HEBEPDA IPSTREZERSMER, HEH
AFRREWR (PQR) BE2EE, PDACEREHRPDAREIKLESSEBH lenn EWright BENSERE
BHITE, B2023F3REEN.
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ZERTFHENRFZRE (PMS) TARNAER, AEPMSHATURRNRMA =66, HBE1SFHDTIIREENRE
ITE2R, TR EEEERMISHERRENRENRITERN, WHSRGDBEEITHTHRESLE.
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BRZEFSHARHIT, PEEMHRESHID, TERIE. SREG . BEEXERHIT, SENMPA (TEIZEN
HEER(XZERNA)) . (IZRAKEEER) EERTE. (PEARREEEMNTE (GMP) RMRICHE (b=
X) ) BERXIME; CPAPE (LEAGREFSRIEHIRBRAER) LS8R,

Amy R. Barker {1 / @ik ARRITES

AMY R. BARKERBLRILKAT ((UTENERMMENERMBEFE) ORTES, BRONUEN=oBLL, FEIA
ILRABZE, WBAEPPDAT (UTRHTREMN KRR MNESWARMREZFISFENIE, AMY R. BARKERHE
THEERSKRE (UTFHEZEMNERS) OOTKZELREU., PBERY . REFEFNBONBURA A E—ER
AMY R. BARKERBELEFIZTUNRIAEEER, WHEWRETHEFL. #RRXBE, URASHTRET. 755
BRARER DT AN SR B, twEATERERE, FHSiERESEFREDHEMURATIRERAKE, s

BETEREN, EERLHTRN, FEEBHE. ENEXHEIME. 218 (FELHERZRR) IRESHE/N
A (EEDH) NIFEARR, BEZEES MISHTERIE, 7TERBNOTHERREREN.
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Erin WangURALRAE), ARESHAGMEBXEH, WHERTFERRLESRERGHEFBUFTMERSNENR
SN, ErnSHEMEENMEL T RIFOXER, BSTEXZEENMR, RVAATLER, HRRSSHAE
REMWPIRSBARIWHAES LLS, Erin WangEPERZAZREGMMRZSTRETZM, AXERSEERFRE
PIAFREFAL, HT2006FRGEERESSINLE,
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Marcus Ray (BRA) %&£, 2014FNMAFDA, BRIEFDANRIRBEIRM LB AE(OGPS)PENAEIEEMNE
T, MEZEATNENNIREVEREFTERRTER, ENATENAZZH, IREEENBUNAE
(ORAEITH@IEE, REERBIMBANMR, IRETREMAZREENFZZTEM, FABERAEREAHD
T,
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BEFEIEREUSPIETIOSE, BR, FABREERZER, BAFREBENENEREZRSNAUNZERERR, N
SHEHENDNEMREEXOUSPENFIMENTIE, Ft28, BEIEEXERAENFIRIRELDL, ARE

HUEYIRROEN O, EMRIUTOMENAREXIIE, REBEENEEXELHRENFIRIREIN, TS5
HUSPEEMRXEN], SEHREMFIDEWARENBENSEBXEREEIIEE, HREHSKEMBTTRNRER
Fto EMAUSPZHET, WAERKREABTIIF, BECMERREEENESRARVER, NERHANANLRE, SFER
RAIRIE, ESHEMRAMUNZETE, BEFETREENMEMTAUAERZET2M, BETEOMERN
MERGRBIGE ZHOREER, ENEY. 2F/AREY. EVUENSFAZSEERANZHE LR,
mrEFIZ . FARMKERFZNAF20SFNER, X (EEHE-BRLHE) (USP-NF)  FIFREMRNFESRZ
BOIERE, WPLEMAE—(FEECell, JCIFINeuronFHHIRELRLZRIEX, HREZIMEF,
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Chris FonelifcEREEEMEITSSHMRR. D, ETSMNSHANBITHRERMRSIARID, IIAZER, ChrisfEFDA
BREEERADAZEERESNEEREEMD, IANSRARLY, VSETTLEEXRFESHE (GMP) 7
RIFLHEME (GLP) FIGHMRAET. IGRAMBEHEMROEMENR, URKEREENOEXRME. #EDRNAMER
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FEYFRGEE. RENEZATAN (CAR-TAK) MNERETHIER. RRAFISEH,. INFRREAE. A&/
EHEEHERS, SPMBChristhBIRBFBREANFDAFEAISHIDE, RIBHBXNEEES, SENIA
&, FDARE, MHRIEHE. REURMKE, FHSFEH (CMC) IFENFDARERS (FDA 483%48) | BEEM%
EEMNE® (Complete Response Letters) {EHEIRN, MIREOER, ESFSSFDANXRERN, ChrisikirEIfAS
BINEFNFDAKENIEITIRE, BELHEEXFDASHNREIATERE, RAREES A I EFLIERE LR FE
HEMKEEE, DRERFLNEFDA £ANENER, Foneli2MRRS5RENPEERRZLSE, HEPALLEK
ZHEGEYIREEE (IPEM) #12, HFDA SR EASEURERENSELTELR,
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RELSOLREMEMFNALRENFEZTZUREFZEARFEMBA, BEEmergent BioSolutionsAa B GXPEH
S5RgREFN D, ARUBSEXSNMIERENRESETENS— N2 WREARRNIHE, SENB~RNE
RAEHERE (FREEETSMIEETaURORIDEN"R, FRASEENF. X9F (HEDIHS) UKk
m¥rF=m) ; FEBRSEF (RAANEA) UREENEHNRENSMEXER, 2009-2015F SERILKEAFQTET/
BINLHRERELEIMFREZTA, 2015-2019F SERILKEED QA IMEY FNEM/TRRIERERH S,
MarciaB2018FRIEBAERETHFINE (PDA) RIZEMAZERIAVHMENFERINICABFERFIMR, £2021-2024
FEFTHANS (PDA) BHNSPITEFIESEXIWPNLTEARGNE, TEAREFSRIZHERE, MEYERNS
REEEMHTRES., 2022Fi&, KAPIC/S EU GMPHIRILERH/INABREREAN, HEKIBEPDATHARES
REHREIITREZRRMASEHA, (BFRESR: TEMNI) (2023FEITHR) HWEEE, (BRRRTLEART
BLENEERER) (2020F5%) NEES.
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