
  

集团介绍 
广东埃纳生集团，成立于 2002 年 1 月，落户于江东新区产业园内，占地面积约 2

万平方米，总建筑面积约 4 万平方米，共建 7 栋大楼，分别是：医疗电子生产大楼、

高分子材料生产大楼、净化车间大楼、研发中心大楼、医学转化中心大楼、医疗器械

展示中心及行政办公大楼、厂区配套设施完善，一应俱全。 

集团分别在深圳、中山、东莞成立研发中心，和国内顶级大学合作，拥有以医学

领域专家为学术带头人，理工科博士、硕士为辅的高精尖科研团队。在所专长的领域

追求精益求精，不断锤炼技术和服务能力，打造起一支高素质、专业化的科研队伍，

并成功斩获业内多项荣誉与专利 80 多项。重点集中于手术室高端设备，腔镜系列产

品、高分子材料，耗材及 IVD 体外临床诊断试剂的研发、生产及销售。营销团队遍

布全国、产品涉及麻醉、微创、检验、妇产科、护理等五大领域。 

集团下辖拥有企业，分别为：广东埃纳生医学科技有限公司、广东埃纳生生物科

技有限公司、河南埃纳生医疗科技有限公司、广州埃纳生医疗科技有限公司、河源市

埃纳生医疗科技有限公司、西安申兰生物医学工程有限公司、重庆安纳生生物工程有

限公司、埃纳生集团医学转化中心。 

集团坚持自主创新，科技兴邦之中心思路，立足中国，面向世界，与医学科学共同成

长与发展。本着诚心、良心、忠心的核心价值观，秉承“携天下大众，创健康未来”

的初心。 

Group Introduction 

Guangdong ANESTHESIA  group,was established  in January 2002, located in the 

industrial park of Jiangdong new area, covering an area of about 20000 square meters, with a 

total building area of about 40000 square meters. It has built seven buildings, including medical 

electronic production building, polymer material production building, purification workshop 

building, R & D Center building, medical transformation center building, medical equipment 

exhibition center and administrative office building The supporting facilities of the building and 

plant area are complete.  

The group has established R & D centers in Shenzhen, Zhongshan and Dongguan 

respectively, cooperated with top domestic universities, and has a high-end scientific research 

team with experts in the medical field as academic leaders, supported by doctors of science and 

engineering and masters. In the field of expertise, we strive for excellence, constantly improve 

our technical and service capabilities, build a high-quality and professional research team, and 

have successfully won more than 80 honors and patents in the industry. It focuses on the R & D, 



  

production and sales of high-end equipment in operating room, endoscopic series products, 

polymer materials, consumables and IVD in vitro clinical diagnostic reagents. The marketing 

team is all over the country, and the products involve five major fields, including anesthesia, 

minimally invasive, inspection, obstetrics and Gynecology, nursing, etc.  

The group has enterprises under its jurisdiction, including: Guangdong ESON Medical 

Technology Co., Ltd., Guangdong ESON Biotechnology Co., Ltd., Henan ESON Medical 

Technology Co., Ltd., Guangzhou ESON Medical Technology Co., Ltd., Heyuan ESON Medical 

Technology Co., Ltd., Xi'an Shenlan Biomedical Engineering Co., Ltd., Chongqing Anson 

Bioengineering Co., Ltd., and ESON Group medical transformation center.  

The group adheres to the central idea of independent innovation and invigorating the 

country through science and technology, based on China, facing the world, and growing and 

developing together with medical science. In line with the core values of sincerity, conscience 

and loyalty, the company adheres to the original intention of "bringing the public around the 

world and creating a healthy future". 

 

 

集团荣誉  



  

 

 
 
 
 
 
 
     
 



  

 
 

一 . 一次性使用医用口罩信息  

 
品牌 Brand 埃纳生 ANS 
包装 Packing    纯英文版本出口包装 
材质 Material 65% PP 无纺布，35%  PP 熔喷布/ 

65% Non-woven Fabric 
35% Melt-blown Fabric 

执行标准 Standard YY / T 0969- -2013/ EN14683 TYPE II 
病毒过滤效率 BFE ≥98% 
尺寸 Size Adult 175mm*95mm  
 

包装实拍图  

 
 
 



  

 
 
 

 
 
 
 
 
 



  

包装信息 Packing information: 

包装规格 CTN PACKING 
50PCS /盒，每箱 40 盒,2000 个一箱 
50PCS/Box 40Boxes/CTN 2000pcs/Carton 

整箱尺寸 CTN SIZE 520*390*370mm 

 
 

三． 工厂资质  

1.    公司营业执照  

 
 



  

2.医疗器械生产许可证  

 



  

 

 

 



  

3.医疗器械注册证

 



  

国家药品监督管理局官网截图 

 

 

 



  

4.中国医药保健品进出口商会白名单 名录 691 

网站 查询 http://www.cccmhpie.org.cn/ 

 

 

 

 

5 企 业 经 过 TUV 国 际 ISO13485-2016 系 统 认 证  ISO 

CERTIFICATE FOR COMPANY SYSTEM OF MEDICAL 

DEDIVICE



  

 
 
 

 

 

 



  

6.检验检测报告

 
 
 
 
 



  

 
 
 
 
 
 
 



  

 



  



  

 

 

 

 



  

7.合格证 

 
 

 

 

 

 

 



  

8.进出口权 IMPORT AND EXPORT LICENS 



  

 



  

 

 

 

 



  

9 欧盟 TUV CE 认证资料  
取得国外标准认证或注册的医疗物资生产企业  

medical material production enterprises certified or registered by 

foreign standards 

企业名称  

(中英文)  

company name 

(in Chinese 

and English) 

经营企业代

码 company 

code 

产品名称  

(中英文) 

（ Product 

name 

进 口 国 （ 地

区）Importing 

country 

(region) 

已获得国外认

证和注册情况  

（附证书 )Have 

obtained foreign 

certification and 

registration 

(with certificate 

资质文件  

（ 请 标 明 序 号 ）

Qualification Document 

(please indicate serial 

number) 

河南埃纳生医

疗科技有限公

司  

He Nan 

ANESTHESIA 

Medical 

Technology 

Co.,Ltd. 

91411726317

4889640 

医用口罩  

ANS 

Medical 

Face 

Masks 

英国、德国、

法 国 等 欧 盟

国家 Britain, 

Germany, 

France and 

other EU 

countries 

CE 

1 埃纳生医用口罩欧代协

议 & 符 合 性 声 明  MDR 

AGREEMENT & 

DECLARATION OF CE 

CONFORMITY BY THE 

COMPANY  

2 埃纳生医用口罩欧盟登

记凭证   

ANS MASKS EU 

registration certificate  

3 埃 纳 生 医 用 口 罩

EN14683 检 测 报 告  ANS 

MEDICAL FACE MASKS 

EN14683 TEST REPORT 

 
 



  

1）埃纳生医用口罩欧盟符合性声明书，医疗器械欧盟授权代表协议 (MDR 协议见附

表）  
EU Declaration of Conformity （MDR Agreement Please see the attachment）  
 

 

2）欧盟 CE 认证（埃纳生医用口罩欧盟登记凭证) 



  



  

 

 
 
 



  

3.埃纳生医用口罩 CE EN14683 检测报告 (详见附件）  ANES MEDICAL MASK  
CE EN14683 TYPE I TEST REPORT(PLEASE SEE THE ATTACHMENT) 

 
 
 
 

工厂环境  

 



  

 
 
 
 
 



  

 



  

 
 



  

 

 
 
 
 
 



  

 

 
 
 



  

 

 
 
 
 
 



  

 


