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08:30-09:00 . " : " Mr. Luhua Xia, Vice President, Chongging Yuyan
The changing trend of GMP Annex 1 "Sterile Products .
Pharmaceutical Co., Ltd.
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09:00-09:30 How to Minimize Risk of Microbial, Endotoxin and . . ) . .
) L Mr. Richard Chai, Senior Technical Service Manager,
Particulates Contamination i
STERIS Corporation
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09:30-10:00 Core Elements of Clean Disinfection Contamination Mr. Jun Xue, Principal Engineer TSMS SA, Lilly Suzhou
Control Strategy (CCS) Pharmaceutical Co., Ltd.
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10:00-10:20 Tea Break
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Sep. 6th Sterile Products Contamination 10:20-10:50 CCS : Guidelines to good cleaning and disinfection Mr. Jim Polarine. Member of the Scientific Advisor
' Control Strategy (CCS) Technology implementation in BioPharma/ATMP Committee of the Parenteral Drug Associatlon (PD Ay
and Practice Parallel Session ommittee of the Parenteral Drug Association (PDA),
Senior Technical Service Manager of STERIS Corporation
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10:50-11:20 CCS Quali %Eifﬂfﬂ%ﬁ?ﬁu;ﬁfg;tice Sharin Dr. Jianchen Xu, Director of Regulatory Policy and
vy 9 9 Compliance, Novo Nordisk (China) Pharmaceutical Co.,
Ltd.
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11:20-11:50 Quality Risk Assessment of Co-production of Mr. Jin Zhang, Technical Director of Contamination
Pharmaceuticals and Cleaning Validation Model Based Control Business Unit, AUSTAR
on the Product Lifecycle
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11:50-12:00 N
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12:00-13:00 &
Lunch
SHRREARMUTERIENERIT REE &4, FTNEEEARKERATSRE AT
13:00-13:30 Practice of Optimizing Sterile Operation Actions through Mr. Qiguo Song, Senior Consultant, Kangheng
Airflow Pattern Research Pharmaceutical Technology Co., Ltd.
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13:30-14:00 The Latest Regulatory Trends in Drug Container Leak
Detection

#% 554, Nikka Densok#k =R
Mr. Tao Huang, Assistant Manager, Nikka Densok Limited
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BT mi s ROEERIY
HLRST 7= SR E R E AR Mr. Gaomin Li, Deputy Head, Department of Microbiology

_ 14:00-14:30 Exploration of Microbial Contamination Detection L, ) ) . .
TEBRSREHRRE (CCS) &AL P Method for Cell Therapy Products Division of Biochemical Drug, Biological
S =37 Products/Microbiology, Shanghai Institute for Food and
9H6H . .
Sep. 6th Sterile Products Contamination Drug Control
P: Control Strategy (CCS) Technology
and Practice Parallel Session e
14:30-15:00 -
Tea Break
Marcia Baroni Z=*, ZEFHFIS (PDA) REMOIERS
AYHENFERITICHEERFTAINR, EEEmergent
- BioSolutionsABA VW GXPEMERFFR=EISEH
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15:00-15:30 BEICCS WESIS Ms. Marcia Baroni, Chief Contributing Member of

Getting Started on your CCS —a How to Guide 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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15:30-16:00 Exchange and Q&A




