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Established in 2008, Zener Medtec (Changzhou) Co., Ltd. is a Chinese manufacturer dedicated to the research, development, 
produc�on and marke�ng of NMPA Class III medical devices. Our products have a marke�ng history in more 50 countries and 
regions. Quality management system qulified according to ISO 13485:2016 and products complied to 93/42/EEC with CE mark-
ing, Zener has a reputa�on for its excellent quality from users and experts.
We are aimed to providing more simple, minimally invasive and advanced medical devices to our clients, assist heathcare 
professionals in sovling clinical problems, minimize pa�ents' pain and speed up their healing progress to restore health and 
enjoy life again.
Since the beginning of the year 2020, COVID-19 epidemic has spreaded worldwide. As a medical device manufacturer with 
social responsiblity, we devoted us quickly as thought into the development and produc�on of epidemic preven�on products. 
On the basis of our know-how in the industry and experience in medical device manufacturing management, the prodcu�on 
lines of Disposable Medical Face Masks, Disposable Surgical Face Masks and Disposable Protec�ve Face Masks were set up soon, 
now with a daily produc�on volume of several million pieces. At the same �me, regulatory affairs including tes�ng and cer�fica-
�on have been drawed more a�en�on. With our medical face mask products registered in CFDA (now NMPA), European Union 
(CE marking according to 93/42/EEC) and Therapeu�c Goods Administra�on (TGA Australia) , Zener is now on the 'Whilist' of 
Ministry of Commerce of the People's Republic of China (Name List of Medical Devices and Supplies Companies with Cer�fica-
�on/Authoriza�on from other Countries). Hand in hand, shoulder to shoulder, we're always there for people around the world. 
We would try our best to help them, conquiring the COVID-19 and being back to tranquility.

公司介绍  
COMPANY INTRODUCTION

正合医疗创建于2008年，是国家药监局最高等级三类外科医疗产品的专业设计、生产、营销厂家，产品行销
全球50多个国家和地区，企业通过德国TUV严格的体系认证和CE产品认证，以精工品质获得了用户和医疗专家的
广泛好评。

我们的目标是为客户提供更简单、更微创、更先进的医疗产品，帮助医学专家解决各种临床难题，使患者减
少痛苦和快速恢复健康，享受生活的乐趣。

2020年初新型冠状病毒传播已经逐渐遍布全球，作为中国主流专业医疗器械制造企业之一，我们快速投入
到防疫物资的设计、生产中，以专业的知识和卓越的医疗器械生产管理经验快速高效的建立起了日产数百万只一
次性医用口罩、一次性外科口罩、民用防护口罩等生产线，并以高水平通过了国内外各类医疗产品注册认证和实验
测试。先后获得了国家CFDA医用口罩注册证，欧盟CE认证，澳大利亚TGA认证，并顺利获得商务部白名单资格。

我们本着专业、踏实、负责的态度，愿与全球各地人民携手战胜疫情，回归正常生活。



Disposable Medical Face Mask
一次性使用医用口罩

Surgical Face Mask
医用外科口罩

医用口罩 
PRODUCTS AND PACKAGING



医用口罩 
PRODUCTS AND PACKAGING

Disposable Medical Face Mask(Ties)
一次性使用医用口罩（绑带式）



Disposable Protec�ve Face Mask
（Non-medical)

一次性防护口罩（非医用）

防护口罩 
PRODUCTS AND PACKAGING



KN95口罩 
PRODUCTS AND PACKAGING

KN95 Disposable Protec�ve Face Mask
 (Earloop Type)

KN95一次性防护口罩（耳带式） 
KN95 Disposable Protec�ve Face Mask

(Head-strap Type)

KN95一次性防护口罩（头戴式） 



http://www.cccmhpie.org.cn/Pub/6325/176349.shtml

Link：

商务部白名单 
WHITE LIST FROM CHINA MOFCOM



营业执照  
BUSINESS LICENSE



医疗器械生产许可证  
CFDA MANUFACTURE LICENSE



CE证书 
CE CERTIFICATE



ISO 13485证书 
ISO 13485 CERTIFICATE



一次性使用医用口罩 / Disposable Medical Face Mask 

医用口罩注册证  
MEDICAL MASK CFDA CERTIFICATE



一次性使用医用口罩 / Disposable Medical Face Mask 

注册检验报告  
CFDA TEST REPORT



医用外科口罩 / Surgical Face Mask 

医用外科口罩注册证  
SURGICAL MASK CFDA CERTIFICATE



医用外科口罩 / Surgical Face Mask 

注册检验报告
CFDA TEST REPORT



KN95防护口罩 /  KN95 Disposable Protec�ve Face Mask 

KN95检验检测报告
KN95 (GB 2626-2006) TEST REPORT

GB 2626-2006



FDA工厂注册&器械列示
FDA ESTABLISHMENT REGISTRATION & DEVICE LISTING



CE符合性声明
CE DECLARATION OF CONFORMITY



CE欧代声明
CE PRODUCT NOTIFICATIONS



西班牙食药监局注册备案
AEMPS  REGISTRATION



EN 14683检测报告
EN 14683 TEST REPORT



澳大利亚药品管理局注册证
AUSTRALIA TGA CERTIFICATE



澳大利亚药品管理局注册证
AUSTRALIA TGA CERTIFICATE



澳大利亚药品管理局注册证
AUSTRALIA TGA CERTIFICATE



生产车间
PRODUCTION ENVIRONMENT



ZENER MEDTEC (CHANGZHOU) CO.,LTD
Add: Bldg 9D, Jinton International Industrial Park, No. 8 Xihu Road, Wujin 

Hi-Tech Industry Zone,Changzhou , China.  213164
Tel: +86 0519-83800520

E-mail: info@zenermed.com
www.zenermed.com

ZH20200610


