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汇报提纲 summary

2

• 一、医院医疗器械管理的过去

• The PAST of the management of medical equipment in 
hospital 

• 二、医院医疗器械管理的现在

• The PRESENT of the management of medical equipment 

in hospital 

• 三、医院医疗器械管理的未来

• The FUTURE of the management of medical equipment 

in hospital 
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一、医院医疗器械管理的过去

The PAST of the management of 
medical equipment in hospital 
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（一）未实现扫码入库
The barcode can not be scaned and in stock

4
以前手术室二级库房收货现场（从早上8:30-14:00）

check and accept
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（一）未实现条码化管理
bar-coding management hasn't been realized

5

导管室计费单 手术室计费单 Bill of operating room Bill of conduit room 
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（一）无法解读原厂条码
the code of original factory couldn‘t be 

unscramble

6

原厂条码无法解读，仅作为资料保存在病案当，没有很好的应用

The code of original factory couldn‘t be scanned. The code is only used for 

keeping the treatment record without full play its function.
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（一）手工工作量太大
Daily management depends on manual 
recording

7日常领用退回手工记账导管室每日手术备货车
Manual recording of daily requisition and return  Daily preparation cart of conduit room 
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（一）手工工作量太大
Daily management depends on manual 
recording

8
手术室各手术间耗材领用退回记录全靠手工

The requisition and return of consumable items need to be recorded by hand.
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（一）手工工作量太大
Daily management depends on manual 
recording

9
手术室每天，对每个手术间、每个厂家的、每一个产品进行核对清查

In the operation room, we would verify each product from any operating rooms and 

factories. 
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（一）寄售产品全靠手工管理
All consignment products rely on manual 

work

10
手术室寄售的高值耗材

consignment high value consumable items for the operation room. 
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（一）寄售产品全靠手工管理
All consignment products rely on manual work

11

核对清查工作量巨大
The requisition and return of consumable items need to be recorded by hand.
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Industry Regulation-policy environment 

Policy paper 
Document issuing unit and 

document number 
Issuing date: 

Provisions for the Supervision and Administration of Medical Devices
Decree of the State Council No. 

650 
Mar. 7, 2014 

Regulations on Medical Devices Registration CFDA Decree No. 4 Jul. 30, 2014 

Regulations for In-Vitro Diagnosis Reagent Registration CFDA Decree No. 5 Jul. 30, 2014 

Provisions for Instructions and Labels of Medical Devices CFDA Decree No. 6 Jul. 30, 2014 

Regulations for the Supervision and Administration of Medical Device Production CFDA Decree No. 7 Jul. 30, 2014 

Regulations for  the Supervision and Administration of Medical Device Operation CFDA Decree  No. 8 Jul. 30, 2014 

Rules for Classification of Medical Devices CFDA Decree  No. 15 Jul. 14, 2015 

Regulations for Use Quality Management of Medical Devices CFDA Decree No. 18 Oct. 21, 2015 

Naming Rules of  Medical Device Generic Name CFDA Decree No. 19 Dec. 21, 2015 

Opinions of the General Office of the State Council on 

Accelerating Construction of Important Product 

Traceability System. 

Decree 〔2015〕 No. 95 

of State Council
Jan. 12, 2016 

Good Clinical Practice for Medical Device Trials

Decree No. 25 of General 

Administration and National 

Health and Family Planning 

Commission of PRC

Mar. 23, 2016 

Advice on Further Improving Food and Medicine 

Traceability System (Exposure Draft)
CFDA Apr. 28, 2016 

Notice of the State Administration of Taxation on 

Matters Concerning  Tax Declaration Adjustment  

by Tax payers  under Pilot Program of Replacing 

the Business Tax with a Value-added Tax

Decree No. 30 of State 

Administration of 

Taxation , 2016 

May. 10, 2016 
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（三）医院管理重点发生转变
Changes in the importance of hospital 
management

由粗放式的规模扩张

向精细化的运营管理

From extensive expansion mode

to refined operation management
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Revenue and cost Revenue and spoilage report 

……. . 

（四）医院管理角度—关注安全性、经济性、合理性
Hospital management – focus on safety, 
economy and rationality 

From the angle of hospital management: To focus on 

economy and rationality 

Purchase, supply 

Inventory, usage 

Charges, settlement 

Usage, shutdown 

Fault, maintenance 

Measurement, maintenance 

From agency 
to clinics. 

From normal to 
specialist 

From 
department 
to doctors 

From general 
category to 

single 

From total 
amount to 
average. 

Manage

ment of 

consuma

ble items 

Instrume

nt 

manage

ment 

Overall 
equipment 

Individual 
equipment 

Average 
level 

Target 
Control 

…… 

Multidimensional 

Operation and 

management 

医院管理角度：关注经济性、合理性
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（四）医院管理角度—关注专业性
Hospital management – focus on speciality 

Business management: To focus on speciality

 业务管理角度：关注专业性

Management 

of orthopedic 

materials 

In vitro diagnosis 

reagent 

management 

Interventiona

l material 

management 

Low value 

material 

management 

Product 

description 

field 

Procurement 

method 

Usage 

method 

Chargeing 

method 

…… 

Include regular purchase, consignment purchase (stock 

purchase) and so on. 

Includes table service of the suppliers, rationality management 

of doctor's independent usage, dosage and using methods 

Includes items that can be charged alone, cannot be charged 

alone and set collection 

Bar code 

type 

Includes standard bar codes such as HIBC, GS1, etc., non-

standard bar code and no bar code 

Both basic field attribute and unique field attribute 

are totally different. 
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（五）条码怎么用？
How to use the bar code
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（六）医院医疗器械管理的问题
Problems in the management of medical devices 
in hospitals

追溯标准不统一：There is no standards about the 

tracebility

• （1）用原厂码？怎么用？

• The type of barcode. How to use it

• （2）自己赋码？谁来帖？

• Who will Apply barcode?

• （2）如何防止误贴？Using the wrong barcode?

• （3）是用批次码？还是一物一码？

• Batch or Single ?
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医疗物资管理特性



© GS1 2016 20

•二、医院医疗器械管理的现在

The PRESENT of the 

management of medical 
equipment in hospital 
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（一）基本思路 Core ideas

21

开放式的医院管
理系统

Open-ended 

hospital 

management 

system 
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（二）具体做法 Implementation

 追溯编码统一标准：重点实现标准化、统一化
Trace the uniform standard of code: The important point is the realization of 
standardization and unification 

（1）采用GS1编码体系 Using GS1 standards

 整理产品目录、企业目录和商业授权关系等基础数据：重点实现精细化
Use code to conduct the transformation of inner system. Focus on the 
realization of refinement, intellectualization and professionalization 

（1）建立企业基础数据库 build the basic data bank

（2）与生产企业产品数据系统对接 Link with the product data system of 
manufacturing 

（3）与企业设备信息系统对接 Link with enterprise equipment information system

 内部系统改造：重点实现专业化、智能化、一体化
Internal system reform: Specialization, intelligence, integration

（1）耗材管理外网部分 External network 

（2）耗材管理内网部门 in-house network
（3）寄售管理系统 management system
（4）试剂管理系统 chemical reagent system 
（5）设备管理 device  system

（6）手术器械消毒追溯管理 surgical instruments traceability management
•
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• 301医院医疗器械信息
系统简介

• Brief introduction of 
301 hospital 

information system



© GS1 2016

系统构成模块
The consisting modules of information system 

医疗器械企业、产品基础数据库(Medical device 

enterprise, product basic database)

不良事件管理系统(The management system of adverse 

event)

寄售产品全程追溯管理系统(Consignment products 

traceability management system)

体外诊断试剂流通+冷链全程追溯(IVD circulation + cold 

chain full traceability system)
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实现企业资质电子化管理
Electronic Management of 
Enterprise Qualification

实现注册证电子化管理
Electronic Management of 
Registration Certificate

实现原厂条码收集和使用
Barcode Collection and Use

（1）医疗器械企业、产品基础数据库
(Medical device enterprise, product basic 

database)

通过这个平台整理耗材产品数据
This platform collate the data of the medical apparatus.
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实现企业资质电子化管理
Electronic Management of Enterprise Qualification

（1）医疗器械企业、产品基础数据库
Medical device enterprise, product basic 
database
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（1）医疗器械企业、产品基础数据库
Medical device enterprise, product basic 
database
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（1）医疗器械企业、产品基础数据库
Medical device enterprise, product basic 
database
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实现对原厂条码的收集和整理

（1）医疗器械企业、产品基础数据库
(Medical device enterprise, product basic 

database)
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（1）理清企业、产品、注册证、订单等核心目录
To sort out the core contents of enterprises, 
products, registration certificates, orders, etc.
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（1）建立电子订单平台
Build Electronic order procurement platform
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•医疗不良事件管理系统
• The management system of 

adverse event
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（2）微信上报不良事件系统
Reported Adverse Event System
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（2）微信上报不良事件系统
Reported Adverse Event System
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（2）微信上报不良事件系统
Reported Adverse Event System
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（2）微信上报不良事件系统
Reported Adverse Event System
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（2）微信上报不良事件系统
Reported Adverse Event System
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医疗器械不良事件上报平台公众号
Medical device adverse events reported 
to the public number platform

医疗器械不良事件上报平台
公众服务号

Medical device adverse event 
reporting platform

登录网址：
https://plat.heyimed.com

各单位可以自行注册
All units can be registered 
for free
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•寄售产品全程追溯管理系统
• Consignment products 

traceability management 

system
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（3）追溯系统框架
Medical device adverse event reporting 
platform traceability system framework

医院经营企业

生产企业
/ 进口企

业

产
品

产
品

患者

产
品

政府监管
部门

行业追溯
平台
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•体外诊断试剂物流+冷链全程追

溯管理系统
• Consignment products 

traceability management 

system
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（4）体外诊断试剂精细化管理
Consignment products traceability management 
system
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精确到每个患者每个检查项目用到了哪一
盒试剂
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精确到每一盒试剂检查了多少标本数量
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可以清晰看到每盒试剂使用的详细情况
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•三、医疗器械管理的未来

The Future of Medical Device 
Management
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医疗器械管理的未来
The Future of Medical Device Management
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•总结
•Summary
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一、总结 Summary

 采用国际通用的标准化的编码体系

 与生产企业、经营流通企业进行系统对接、业务联动、信

息联通、数据共享

 兼顾监管部门、生产企业、经营流通企业、医疗机构、临床医生的专

业化需求

 实现医疗机构医疗器械的精细化运行管理和临床使用安全

监管

Adopt international standardized coding system

Connect with manufacturing companies, commercial firms 

systems, and realize interacting business,shared information and data

Take into account the professional need of supervision department, manufacturing 

enterprise, commercial firms,hospital

Realize the refined running management and safety supervision on clinic using of 

medical devices in hospital
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生产企业

ERP
DMS

经营/流通企业

WMS
TMS
SPD

医疗机构

HRP

建立全程追溯体系破解医疗器械管理困境

基于GS1的医疗器械全程追溯体系

Build complete tracing system to solve the difficulty on 
supervision of medical device

Based on the complete tracing system of 
GS1 medical device

Manufacturer 
Operating/Comme

rcial firms 
Medical institution 
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•倡议

•Suggestions 
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（一）倡议 Suggestions

61
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谢谢！Thank you! 
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期望与大家深入交流
Expect to communicate with everyone

王剑
Wang Jian

邮箱：dmi301@126.com

Mail box

301医院 医学保障部
Medical support department 
of 301 Hospital

欢迎加我微信

Welcome to add myWechat 


