
  博辉瑞进医用防护服/隔离衣产品介绍

Medical Protective Coverall Information
BH800: Type 3  Conform to EN14126  EN14605/466

BH500:Type 5  Conform to EN14126  EN13982
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企业简介：提供组织修复和微创外科先进的全面解决方案
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‐ III类无菌植入性医疗器械

‐ 自主知识产权（专利88项，国外专利19项）

‐ 生产面积5000m2；研发中心面积2000m2

‐ 国家药监局注册证25项，CE注册证18项，FDA注册证10项

‐ 承担国家发改委“药谷一号”生物医药公共服务平台

‐ 承担“十二五”新材料领域国家重点研发计划（863）课题

‐ 获2018 年中关村国家自主创新示范区高精尖产业培育项目资助

‐ 国家高新技术企业，中关村高新技术企业，北京市企业科技研发机构

‐ 博士后科研工作站

‐ 北京市新技术新产品，获省级科技进步二等奖

‐ 北京市专利试点单位，国家知识产权局审查员实习基地

‐ “科创板潜力公司百强”、“2018中国最具投资价值企业50强”、

“2019年最具创新力企业”

 企业基本情况

 资质荣誉
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Company Profile
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‐ Founded in June, 2012, authorized manufacture for Class III 

implantable medical devices

‐ Production area： 5000m2 including of 2500m2 GMP workshop

‐ R&D center: 2000m2

‐ 25 NMPA Certificates,18 CE Certificates, 10 FDA Certificates 

‐ 88 authorized national patents 

‐ 19 authorized international patents

‐ National Key R&D Program (The No. 863) in the new material project of 

the Ministry of Science and Technology

‐ The Biomedical Incubation Platform financed by the National 

Development and Reform Commission

‐ The top 50 of the Most Investment-Worthy Companies in China

‐ Top 100 Creative Potential Companies in Chinese capital market

Overview

 Honors
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生产车间 Workshop 

5000m2生产面积，2500m2GMP万级洁净车间 (5000m2 Production area，2500m2 GMP workshop)
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博辉瑞进生产防疫物资媒体报道 Media Interview 

北京博辉瑞进生物科技有限公司董事长接受中央电
视台的采访

The president of Beijing Biosis Healing Biological 
Technology Co.,Ltd was interviewed by China Central 

Television (CCTV)

北京市领导赴北京博辉瑞进生物科技有限公司
视察防护物资产品生产工作

The Beijing Market Supervision Medical 
Devices Administration  came to visit Beijing 

Biosis Healing Biological Technology 
Co.,Ltd for the production of protective products

北京博辉瑞进生物科技有限公司COO接受北京电视
台的采访

The COO of Beijing Biosis Healing Biological 
Technology Co.,Ltd was interviewed by Beijing 

Television (BTV)
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产品标准符合性介绍 Introduction to product standard compliance

产品型号
Product 
Model

符合中国标准
Standard CN

符合欧盟标准
Standard EU

符合美国标准
Standard US

适用范围
scope of application

Medical 
Protective 
Coverall-

BH800

GB 19082-2009
EN14126

 EN14605/466
ejection compact  
Coverall Type3

ASTM F1670-98
ASTM F1671-97A
ASTM F903-1999

AAMI PB-70
Medical Protective 

Clothing

防止医护人员接触空气或液体中的病
毒和细菌

For preventing the medical staffs from 
virus and other germs in air or liquid

Medical 
Protective 
Coverall-

BH500

京大械备 
20200017

EN14126
dust compact EN13982 

ISO 13982-1
Coverall Type5

AAMI PB-70
Isolation Gown

用于医疗机构门诊、病房、检验室等
作普通隔离。

Used for general isolation in out-
patient, ward and laboratory of 

medical institution.

如其他国家要关注技术参数，需要同时满足： 
1、通过相当 N14126 防护标准的测试 
2、通过相当 EN14605、EN13982、EN13034-1&2 标准的测试；
Please noted specifications for some other countries :  
1. Passed the test equivalent to EN14126 protection standard
2. Passed the test equivalent toEN14605、EN13982、EN13034-1&2  protection standard
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防护服欧标分类 European Classification standard of Medical Protective Coverall
1、防护等级要求较高的场所，譬如ICU、重症隔离病
房等级别要求高的地方，使用Type4及以上级别的防护
（即：可使用Type4、Type3的防护服）
欧标符合情况：Type3和 Type4符合EN14126 和 
EN14605、EN13982、EN13034-1&2

Application: Type4 Level and above Level Medical Protective 
Coverall can be used in the places with higher levels of 
protection(e.g: ICU Isolation Approach)
European Standard ：Type3 and Type4 accord with EN14126、
EN14605、EN13982 、EN13034-1&2。

 
2、防护等级相对较低的场所，如发热门诊、普通隔离病
区等，使用 TYPE5、Type6的防护服。 
欧标符合情况：
Type5符合EN14126 和 EN13982、EN13034-1&2；
Type6符合EN14126 和 EN13034-1&2。

Application: Type5 Level and Type6 Level Medical Protective 
Coverall can be used in the places with relatively low levels of 
protection (e.g: Fever Clinics, General Isolation Approach)
European Standard ：
Type5 accord with EN14126、EN13982、EN13034-1&2；
Type6 accord with EN14126 、EN13034-1&2

TYPE1 Airtight protective clothing

TYPE2 Non-airtight protective clothing

TYPE3 Ejection compact protective clothing (BH800)

TYPE4 Splash compact protective clothing

TYPE5 dust compact protective clothing 

TYPE6 Limited Splash compact 
protective clothing

European Classification standard of 
Medical Protective Coverall

 pr
ot

ec
tiv

e 
pe

rf
or

m
an

ce

产品标准符合性介绍 Introduction to product standard compliance

(BH500)
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BH800型医用防护服产品性能介绍
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Product performance introduction of Medical Protective Coverall -BH800 
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BH500型隔离衣产品性能介绍
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Product performance introduction of Medical Protective Coverall -BH500  
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产品包装信息 Product packaging information

产品
Picture

品名
Product Name

型号
Model 

每箱数量
Carton volume
（pcs/box）

外箱尺寸
Carton Dimension

（mm）

毛重
Carton G.W (kg)

 Medical Protective 
Coverall-BH800

S
M
L

XL
25 480x450x415mm 9.86

 Medical Protective 
Coverall-BH500

S
M
L

XL 25 480x450x415mm 8.32
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产品包装信息 Product packaging information

托盘体积 ：95x95x187cm （总高度，不含蓝色底盘）;

Tray volume: 95x95x187cm (total height, excluding blue chassis);

外箱尺寸：480x450x415mm,航空重量15kg,每箱尺寸为0.09m3,16
箱为一托盘，合计1.44m3;

Outer box size: 480x450x415mm, aviation weight of 15kg, each box 
size is 0.09m3,16 boxes are a tray, total 1.44m3;

货柜：20尺货柜，可装310箱，40尺货柜可装610箱。

Container: 20 feet container, can hold 310 boxes, 40 feet container 
can hold 610 boxes.
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一次性医用防护服医疗器械注册证
Medical device registration certificate of disposable 

Medical Protective Coverall-BH800

京械注准 20202140241
 Beijing medical device registration approval 

No.20202140241

产品国内资质 Product domestic certification
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隔离衣医疗器械备案证
Medical device recordation certificate of Medical 

Protective Coverall-BH500

京大械备 20200017
 Beijing Daxing medical device recordation 

certificate  number
No.20200017

产品国内资质 Product domestic certification
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一次性医用防护服/隔离衣生产许可证
Production licence of disposable Medical Protective 

Coverall

产品国内资质 Product domestic certification
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BH800医用防护服中国标准GB19082-2009检测报告/ GB19082-2009 test report for Medical Protective Coverall - BH800

产品国内资质 Product domestic certification
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产品国内资质 Product domestic certification

商务部医疗物资出口白名单（The white list of ministry of commerce medical products export ）
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产品国内资质 Product domestic certification

中国医药保健品进出口商会医疗物资出口白名单（The white list of medical devices of China 
Chamber Of Commerce Of Medicines & Health Products Importers & Exporters ）
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产品CE资质    CE certification of product  

ISO 和 CE一致性声明 (ISO & CE Declarition of Conformity  )
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防护产品检测委托书 Test Authorization for Medical Surgical Masks 产品CE资质    CE certification of product

BH800 防护服EN14126检测报告/ EN14126 Test report for Medical Protective Coverall-BH800 
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防护产品检测委托书 Test Authorization for Medical Surgical Masks  
  

产品CE资质    CE certification of product

BH800 防护服REACH检测报告/ REACH Test report for Medical Protective Coverall-BH800 
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防护产品检测委托书 Test Authorization for Medical Surgical Masks 产品CE资质    CE certification of product

BH800 防护服EN14605检测报告/ EN14605 Test report for Medical Protective Coverall-BH800 
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防护产品检测委托书 Test Authorization for Medical Surgical Masks  
  

产品CE资质    CE certification of product

BH500 防护服EN14126检测报告/ EN14126 Test report for Medical Protective Coverall-BH500 
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防护产品检测委托书 Test Authorization for Medical Surgical Masks 产品CE资质    CE certification of product

BH500 防护服REACH检测报告/ REACH Test report for Medical Protective Coverall-BH500 
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防护产品检测委托书 Test Authorization for Medical Surgical Masks  
  

产品CE资质    CE certification of product

BH500 隔离衣EN13982标准检测报告/ EN13982 Test report for Medical Protective Coverall - BH500
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产品FDA资质  FDA certification of product

*  相关信息可自如下网站确认：www.accessdata.fda.gov
• All information can be double-checked from this official web: 

www.accessdata.fda.gov

医用防护服/隔离衣FDA列示 (FDA certification of Medical Protective Clothing and Isolation Gown)
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产品出口证明 Product export certification
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产品出口证明 Product export certification
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