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9月4日
Sep. 4th

质量管理与数字化应用分会场
Quality Management and Digital 

Application Parallel Session

13:30-14:00
药品上市许可持有人监管法规及检查趋势

Regulatory Regulations and Inspection Trends for Drug 
Marketing Authorization Holders

楼双凤 女士，上海药品审评核查中心化学药品部副部长
Ms. Shuangfeng Lou, Deputy Director of Chemical Drug 

Department, Shanghai Drug Inspection Center

14:00-14:30
药品持有人如何做好药品标准管理

How Can Drug Holders Effectively Manage Drug 
Standards

陶巧凤 博士，浙江省食品药品检验研究院原副院长
Dr. Qiaofeng Tao, Fomer Vice President, Zhejiang Institute 

for Food and Drug Control

14:30-15:00
欧盟GMP审计应对分享

EU GMP Audit Response Sharing

胡仲新 女士，百特医疗仪器设备（上海）有限公司大中国区资
深质量总监

Ms. Zhongxin Hu, Senior Director,  Quality Greater China, 
Baxter Medical Equipment (Shanghai) Co., Ltd.

15:00-15:20
茶歇

Tea Break

15:20-16:00
满足GxP管理规范，构建统一质量文档管理平台

Application and Exploration of Digital and Information 
Technology in Quality Management

张才仁先生，OpenText首席解决方案顾问
Mr. Carl Chang, Principle Solutions Consultant, OpenText

16:00-16:30

圆桌讨论 ：提升药品质量管理的前沿应用与实践探讨
1、如何应对不同地区法规要求和质量标准

2、数字化驱动质量改进：探讨如何统一Gxp质量文档管理平
台建设

Panel Discussion: Exploring the Frontier Applications 
and Practices of Improving Drug Quality Management

1. How to respond to regulatory requirements and 
quality standards in different regions

2. Digitally driven quality improvement: exploring how to 
unify the construction of Gxp quality document 

management platform

陶巧凤 博士，浙江省食品药品检验研究院原副院长
胡仲新 女士，百特医疗仪器设备（上海）有限公司大中国区资

深质量总监
张才仁先生，OpenText 首席解决方案顾问

许建辰 博士，诺和诺德（中国）制药有限公司监管政策和合规
总监

路璐 女士，凯莱英医药集团副总裁
Dr. Qiaofeng Tao, Fomer Vice President, Zhejiang Institute 

for Food and Drug Control
Ms. Zhongxin Hu, Senior Director,  Quality Greater China, 

Baxter Medical Equipment (Shanghai) Co., Ltd.
Mr. Carl Chang, Principle Solutions Consultant, OpenText

Ms. Lu Lu, Vice President, Asymchem Labs.

16:30-17:00
会议总结
Summary


