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Jinngsu Standard Testing & certfication Co,Ltd. Tel:  [486-511) 86585280
Bl Bullding, Yunyang High-Tech Zone, Mall: standard i isste.cn
Danyang City, Jisngsu, China, Bitp:limww ssic.cn

Certificate of Conformity

No. CESTC2007002

Applicant  : Fuzhou chutian electronics co., Itd

Address  :No.31 Kangda Road, Optoelectronic Park, Fuging City, Fujian Province, China

Product  : FACE SHIELD
Model No, : 8-01

The submitted sample has been tested according to the following European Regulation(s):
Regulation (EU) 2016/425 (Personal Protective Equipment)

Standard(s) used for showing compliance with the essential requirements in the specified
regulation(s) :

EN 166:2001 Personal eye-protection-Specification
The referred test report(s) show that the product complies with standard(s) recognized as
giving presumption of compliance with the essential in the specified Europ
Regulation.
This ion does not imply of the ion of the product.
According to PPE, the CE marking of conformity, as shown below, must appear in a visible,
legible and indelible form on the device, where practicable and appropriate, and on the
instructions for use.

C€

Without the written approval of Jisngsa Standard Testing & Co, Ltd,y

Authorized Signatory

ExecutivéBigbelor

reproduced, except in fall. Tt s not permitted to use the test 1ab's logo.
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Notification of New Device Establishment Registration

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Center for Devices and Radiological Health

10903 New Hampshire Ave., W066 Room 2621

Silver Spring, Maryland 20993-0002

April 30, 2020

Name of Official A
Qingin Yu
(Correspondent
Address of Official IFUREN ROAD, RONGQTAO ECONOMIC AND TECHNOLOGICAL|
Correspondent IDEVELOPMENT ZONE, SHIZHU STREET, FUQING
FUZHOU, FUJIAN 350300
CHINA
(Owner Operator Number 10072731

Dear Sir or Madam,

We have received your registration and listing information for the following
medical device establishment

Establishment Name IFUZHOU CHUTIAN ELECTRONICS CO.,LTD

FUREN ROAD, RONGQTAO ECONOMIC AND TECHNOLOGICAL|

ety ST DEVELOPMENT ZONE, SHIZHU STREET, FUQING

IFUZHOU, FUJIAN 350300

ICHINA

The information submitted has been processed and entered into the FDA Registration
and Device Listing Database. Your device establishment is now considered
registered. You will be notified of your official registration number within 90
days.

Once you receive a registration number, you are required to re-register on an annual
basis from October through December. Failure to re-register every year will
invalidate your registration and result in your device establishment and listing
information being removed from the FDA Medical Device Registration and Listing Web
site.
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Chutian Medical care Product
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@ soEmurmEE s
S-01 Medical Face Shield (With Sponge)

@ sosEmpiymE (REEO
S-04 Medical Face Shield (Glasses Frame)

@ ro=EmrEw
P-01 Medical Protective Goggles

@ rozEreEs
P-02Medical Protective Goggles
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