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Moderator:Ms, Yanlu Liu, Former Director of Beijing Municipal Medical Products Administration
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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.
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Clean Process Design and Corrosion Management in Sterile Pharmaceutical Production
Mr. Jin Zhang, Technical Director of Pharmaceutical Contamination Control, Austar Group
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Process Sealing and Sterile Transfer Strategy
Mr. Liyong Yan, Application Director of Sealing Transfer Technology, Austar Group
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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.
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Design and Practice of Disinfection Verification under the New Regulatory Framework
Mr. Xun Huang, Cleaning and Disinfection Technology Manager, Austar Group

BTt | £IRCCSHBNE: 2 EMIFE FHS R E IS 0I5 5 LB R E

1 ZEHAR FICCSIIA SIBHk A

QAT TEHRAS SN : TEE PR AR ARG S8

3 EHER SR SR N T I8 F B ERE, MAHRS S H M RMCCSITR
3 2l S ERAYERSRERNERARBR TN, SRAMKREN
CRAER) BN SRR R R EA

LR R EAisE (RE) SIAERARREAM, INBES 8K

E Hut ki LrEE
EB R ERBIL SR A B

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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