	生化药（肝素类药品）质量标准与产业高质量发展研讨班

Seminar on Improving the Quality Standard of Biochemical Drugs (Heparin Drugs) and the High Quality Development of  Heparin Industry

	日期/Date
	时间/Time
	报告题目/Topic
	演讲嘉宾/Speaker

	3月27日

上午

Mar.27th

m.

地点：四层曙光厅

Venue：ShuguangHall on the Fourth Floor
	主持人：任重远处长   国家药典委员会宣传交流处

Moderator : Mr Ren Zhongyuan, Director, Department of publicity and exchange of the Chinese Pharmacopoeia Commission

	
	8:30-8:40
	大会开幕致辞

Opening Remarks
	张伟秘书长  国家药典委

Mr Zhang Wei , Secretary General ,

Chinese Pharmacopoeia Commission

	
	8:40-8:50
	大会开幕致辞

Opening Remarks
	胡文言常务副会长兼秘书长  中国生化制药工业协会

Mr Hu Wenyan , Executive vice President and Secretary-general , China Biochemical Pharmaceutical Industry Association

	
	8:50-9:00
	大会开幕致辞

Opening Remarks
	

	
	9:00-10:00
	肝素类药物的研究热点与方向

Research Hotspot and Key Technology of Heparin Drugs
	王凤山教授  山东大学药学院
Mr Wang Fengshan , Professor , School of Pharmaceutical Sciences , Shandong University

	
	10:00-10:20
	茶歇 Tea Break

	
	10:20-11:20
	低分子肝素类药物审评技术要求简介

Review Technical Requirements for the of LMWH Drugs
	黄晓龙部长  国家药品监督管理局药品审评中心化药药学二部

Mr Huang Xiaolong , Minister , Department II of Chemical pharmacy , Center for Drug Evaluation NMPA

	
	11:20-11:50
	低分子肝素的表征：聚焦依诺肝素

Characterization of LMWHs:   Focus on Enoxaparin
	Pierrer Mourier  Sanofi R&D

	
	11:50-12:00
	照相

Photo Session
	地点：酒店门口

Venue：Hotel Entrance

	
	12:00-13:30
	午餐 Lunch
	地点：二楼维多利亚西餐厅

Venue：Victoria Western Restaurant on the Second Floor

	3月27日

下午

Mar.27th

p.m.

地点：四层曙光厅

Venue：ShuguangHall on the Fourth Floor


	主持人：王凤山教授  山东大学药学院

Moderator : Mr Wang Fengshan , Professor , School of Pharmaceutical Sciences , Shandong University

	
	13:30-14:30
	抗凝药发展史

History of Anticoagulants
	荆志成教授  中国医学科学院阜外医院血栓性疾病诊治中心主任

Professor Jin Zhicheng , Director of Thrombotic Disease Diagnosis and Treatment center of FU WAI HOSPITAL , CAMS & PUMC

	
	14:30-15:30
	酶工程在肝素产业技术创新及升级中的应用

Application of Enzyme Engineering in Technological Innovation and Upgrading of Heparin Industry
	邢新会教授  清华大学生物化工研究所

Mr Xing Xinhui, Professor , Institute of Biochemistry of Tsinghua University

	
	15:30-15:50
	茶歇 Tea Break

	
	15:50-16:20
	肝素钠效价测定方法的沿革与创新

Evolution and Innovation of the Method for Determination of Heparin Sodium Titer
	周翔副总经理 常州千红生化制药股份有限公司

Mr Zhou Xiang , Vice President , Chanzhou Qinhong Bio-pharma Co.,Ltd.

	
	16:20-16:50
	
	曲士业总工程师  青岛九龙生物医药集团

Qu Shijie , Chief Engineer , Qingdao Jiulong Biomedical Group

	
	17:00-18:00
	圆桌会议互动

Round Table Discussion

主持人：王凤山教授  山东大学药学院
Moderator : Mr Wang Fengshan , Professor , School of Pharmaceutical Sciences , Shandong University

主题：肝素类药物开发方向

Topic : Development Direction of Heparin Drugs

参与嘉宾：
Guests :

1，黄晓龙部长  国家药品监督管理局药品审评中心化药药学二部

Mr Huang Xiaolong , Minister , Department II of Chemical pharmacy , Center for Drug Evaluation NMPA
2，邢新会教授  清华大学生物化工研究所

Mr Xing Xinhui, Professor , Institute of Biochemistry of Tsinghua University

崔慧斐教授  山东大学药学院

Ms Cui Huifei, Professor, School of Pharmaceutical Sciences , Shandong University

蔡德山教授级高级工程师  德展健康--北京嘉林药业股份有限公司

Mr Cai Deshan ,  Professor of Engineering , Jialin Pharmaceutical

5，罗学刚教授   天津科技大学生物工程学院副院长

Mr Luo Xuegang , Vice President of College of Bioengineering, Tianjin University of Science & Technology

6，戚亦宁副总经理  常山生化药业股份有限公司

Moderator : Mr Qi Yining , Vice General Manager , Changshan Biochemical Pharmaceutical co. LTD (CSBIO)

7, Pierrer Mourier  Sanofi R&D

8，刘乃山董事长  青岛九龙生物医药集团

Mr Liu Naishan , President , Qingdao Jiulong Biomedical Group

	
	18:00-
	晚餐

Dinner
	地点：二楼维多利亚西餐厅

Venue：Victoria Western Restaurant on the Second Floor

	3月28日

上午

Mar.28th

a.m.

地点：四层曙光厅

Venue：ShuguangHall on the Fourth Floor
	主持人：张筱红副处长   国家药典委员会化药标准处

Moderator : Ms Zhang Xiaohong, Deputy Director, Department of Chemical Drug Standards of the Chinese Pharmacopoeia Commission

	
	8:30-9:30
	肝素质量标准研究和上市后产品的质量分析

Study on Heparin Quality Standard and Quality Analysis of Heparin Products after Marketing
	范慧红主任  中国食品药品检定研究院生化药品室

Ms Fan Huihong , Director, Biochemical Drugs Laboratory National Institutes for Food and Drug Control

	
	9:30-10:30
	低分子肝素质量标准研究和对照品研制

Study on the Quality Standard of LMWHs and Preparation of Reference Substances
	李京主任药师 中国食品药品检定研究院生化药品室
Ms Li Jing , Professor of Pharmacy , Biochemical Drugs Laboratory National Institutes for Food and Drug Control

	
	10:30-10:50
	茶歇 Tea Break

	
	10:50-11:50
	肝素产品产业现状及发展前景

Industrial Status and Development Prospect of Heparin Products
	蔡德山教授级高级工程师 中国生化制药工业协会专家委员会顾问专家

Expert Consultant of Expert Committee of China Biochemical Pharmaceutical Industry Association

	
	11:50-13:20
	午餐 Lunch
	地点：二楼维多利亚西餐厅

Venue：Victoria Western Restaurant on the Second Floor

	3月28日

下午

Mar.28th

p.m.

地点：四层曙光厅

Venue：ShuguangHall on the Fourth Floor


	主持人：臧恒昌教授  山东大学药学院

Moderator : Mr Zang Hengchang , Professor , School of Pharmaceutical Sciences , Shandong University

	
	13:20-14:20
	肝素类药物BE试验现场核查要点及常见问题分析

Key Points of BE Test On-site verification and Common Problems of Heparin Drugs
	陈凤菊审评员/检察员  上海药品审评核查中心

Ms Chen Fengju , Reviewers / Inspector , Shanghai Pharmaceutical Examination and Verification Center

	
	14:20-15:20
	近红外光谱分析技术在肝素质量控制中的应用研究Application of Near Infrared Spectroscopy in the Quality Control of Heparin
	臧恒昌教授  山东大学药学院

Mr Zang Hengchang , Professor , School of Pharmaceutical Sciences , Shandong University

	
	15:20-15:40
	茶歇 Tea Break

	
	15:40-16:40
	从专利视角分析全球肝素技术竞争态势

The Analysis of Global Competition Situation of Heparin Technology from the Perspective of Patent
	孟凡宏注册律师和注册专利代理人 北京市金杜律师事务所上海分所合伙人

Mr Meng Fanhong , Registered Lawyer and Registered Patent Agent, Partner of King&Wood Mallesons , Shang Hai

	
	16:40-17:10
	低分子肝素制剂活性测定方法开发及临床样品检测

Development of assay method for the activity of LMWH preparations and the detection of clinical samples
	李志艳博士  上海熙华检测技术服务有限公司生物药物分析总监

Mr Li Zhiyan , Director of Biomedical Analysis , Shanghai Xihua Testing Technology Service co., LTD

	
	17:10-18:10
	圆桌会议互动

Round Table Discussion

主持人：臧恒昌教授  山东大学药学院

Moderator : Mr Zang Hengchang , Professor , School of Pharmaceutical Sciences , Shandong University

主题：肝素类药物质量控制关键点

Topic : Key Points for Quality Control of Heparin Drugs

参与嘉宾：

Guests :

1，张筱红副处长   国家药典委员会化药标准处

Moderator : Ms Zhang Xiaohong, Deputy Director, Department of Chemical Drug Standards of the Chinese Pharmacopoeia Commission

2，范慧红主任  中国食品药品检定研究院生化药品室

Ms Fan Huihong , Director, Biochemical Drugs Laboratory National Institutes for Food and Drug Control

3，李京主任药师 中国食品药品检定研究院生化药品室

Ms Li Jing , Professor of Pharmacy , Biochemical Drugs Laboratory National Institutes for Food and Drug Control

4，陈凤菊审评员/检察员  上海药品审评核查中心审评员/检察员  

Ms Chen Fengju , Reviewers / Inspector , Shanghai Pharmaceutical Examination and Verification Center

5，孟凡宏注册律师和注册专利代理人 北京市金杜律师事务所上海分所合伙人

Mr Meng Fanhong , Registered Lawyer and Registered Patent Agent, Partner of King&Wood Mallesons , Shang Hai

6，张真庆教授  苏州大学药学院

Mr Zhang Zhenqing , Professor , School of Pharmacy, Suzhou University

7，李志艳博士  上海熙华检测技术服务有限公司生物药物分析总监

Mr Li Zhiyan , Director of Biomedical Analysis , Shanghai Xihua Testing Technology Service co., LTD

8，周翔副总经理 常州千红生化制药股份有限公司

Mr Zhou Xiang , Vice President , Chanzhou Qinhong Bio-pharma Co.,Ltd.

	
	18:10-
	晚餐

Dinner
	地点：二楼维多利亚西餐厅

Venue：Victoria Western Restaurant on the Second Floor

	
	19:00-21:00
	肝素产业链中外交流活动（仅特邀嘉宾凭入场券参加）
Heparin industrial chain exchange activities domestic and overseas

地点：三层紫金阁

Venue：Zijin Pavilion on the Third Floor

主持人：戚亦宁副总经理  常山生化药业股份有限公司

Moderator : Mr Qi Yining , Vice General Manager , Changshan Biochemical Pharmaceutical co. LTD (CSBIO)
主题：肝素类药物的生产与贸易

Topic : Production and Trade of Heparin Drugs

	3月29日

上午

Mar.29th

a.m.

地点：四层曙光厅

Venue：ShuguangHall on the Fourth Floor


	主持人：石靖  国家药品监督管理局药品审评中心化药药学二部审评员

Ms Shi Jing , Reviewer , Department II of Chemical pharmacy , Center for Drug Evaluation NMPA

	
	8:30-9:30
	低分子量肝素结构确认和质量控制的新思路和新方法

New Ideas and Methods for Structure Confirmation and Quality Control of LMWHs
	张真庆教授  苏州大学药学院

Mr Zhang Zhenqing , Professor , School of Pharmacy, Suzhou University

	
	9:30-10:30
	现代分离技术在肝素类产品制备和分析中的应用

Application of Modern Separation Technology in Preparation and Analysis of Heparin Products
	崔慧斐教授   山东大学药学院

Ms Cui Huifei, Professor, School of Pharmaceutical Sciences , Shandong University

	
	10:30-10:50
	茶歇 Tea Break

	
	10:50-11:30
	拟杆菌肝素酶的挖掘与改造

Mining and Modification of Bacteroidetic Heparinase
	罗学刚教授   天津科技大学生物工程学院副院长

Mr Luo Xuegang , Vice President of College of Bioengineering, Tianjin University of Science & Technology

	
	12:00-13:30
	午餐 Lunch
	地点：二楼维多利亚西餐厅

Venue：Victoria Western Restaurant on the Second Floor


