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COMPANY INTRODUCTION
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Established in 2008, Zener Medtec (Changzhou) Co., Ltd. is a Chinese manufacturer dedicated to the research, development,
production and marketing of NMPA Class Il medical devices. Our products have a marketing history in more 50 countries and
regions. Quality management system qulified according to 1SO 13485:2016 and products complied to 93/42/EEC with CE mark-
ing, Zener has a reputation 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 patients' 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 production of epidemic prevention products.
On the basis of our know-how in the industry and experience in medical device manufacturing management, the prodcution
lines of Disposable Medical Face Masks, Disposable Surgical Face Masks and Disposable Protective Face Masks were set up soon,
now with a daily production volume of several million pieces. At the same time, regulatory affairs including testing and certifica-
tion have been drawed more attention. With our medical face mask products registered in CFDA (now NMPA), European Union
(CE marking according to 93/42/EEC) and Therapeutic Goods Administration (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 Certifica-
tion/Authorization 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.
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PRODUCTS AND PACKAGING

EANEOE —REEREAOE
Surgical Face Mask Disposable Medical Face Mask
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PRODUCTS AND PACKAGING

—RMEFEAEROE (457F0)
Disposable Medical Face Mask(Ties)
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PRODUCTS AND PACKAGING

—RIEBFIFOE (FER)

Disposable Protective Face Mask
(Non-medical)
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PRODUCTS AND PACKAGING

KNO5—R14Br#F O E (HH ) KNO5—R1%EBA#F O E (CkET)

KNS5 Disposable Protective Face Mask  KN95 Disposable Protective Face Mask
(Earloop Type) (Head-strap Type)
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WHITE LIST FROM CHINA MOFCOM

Link:

http://www.cccmhpie.org.cn/Pub/6325/176349.shtml
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BUSINESS LICENSE
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CFDA MANUFACTURE LICENSE
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CE CERTIFICATE
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1ISO 13485 CERTIFICATE
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MEDICAL MASK CFDA CERTIFICATE

— XM EREERMOSE / Disposable Medical Face Mask
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CFDA TEST REPORT

— XM ERAERAOS / Disposable Medical Face Mask



B A58 O S E ik

SURGICAL MASK CFDA CERTIFICATE

ERYMNIOE / Surgical Face Mask
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CFDA TEST REPORT

ERYMIOE / Surgical Face Mask
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KN95 (GB 2626-2006) TEST REPORT

KN95BAIFEE / KN95 Disposable Protective Face Mask

GB 2626-2006
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FDA ESTABLISHMENT REGISTRATION & DEVICE LISTING
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CE DECLARATION OF CONFORMITY
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CE PRODUCT NOTIFICATIONS
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AEMPS REGISTRATION




EN 146831& N3RS

EN 14683 TEST REPORT
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AUSTRALIA TGA CERTIFICATE
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AUSTRALIA TGA CERTIFICATE
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AUSTRALIA TGA CERTIFICATE
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PRODUCTION ENVIRONMENT




¥ Zener

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

/H20200610



