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Certificate of Compliance

Mo, 4M200402B.YKMOD49

Cerfificate’s Holder: ushan Kuster Medical Technology|
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Shifang Line (No. 2 Cross Square Ling),
High-tech Tone, Yushan County, Shangrac
City - Jigng«d Province
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| Product: Protective mask
el Model(s): JNKZOOT (FFP2)
Verification to: Standard:

EM 149:2001 +A1:2009
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relcted to CE Directive(s):
R 20147425 [Personal Protective Equipment)

Remark: This: decurment has been siued on d voluntany base and upon redguest of The manufacturer. i
aur opinion fhat the: technical documeniation received from the maonufaciurer & satisiactony far the
requirerments of the ECM Cerlificalion Merk. The conformily mark above can be alfised on the products
accaordingly to the EEM regulction cbout its release and ifs use

Additianal informotion cnd clanficolion cbout the Morking:
The manulocturer is responsible lor the CE Marking process, and il necessary, rmus!
refer oo Motified Bady. This docurnent hes Deen isded on ihe boss of the regulotion
an EC Maluntary Mark for the cerification ef products RGO1_ECM rev.3 avatable
af: wewew Entecerme.if

Issuance date: 02 April 2020
Expiry date: 01 April 2025

Rewviewsear Approver
Tachnical expert ECHM Service Director
Luca Bedonni
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FISCAL YEAR 2020
CERTIFICATION OF REGISTRATION

This certifies that:

YUSHAN COUNTY KUST MEDICAL TECHNOLOGY CO.,LTD

HIGH-TECH ZONE TEN LINE (CROSS LINE 2)
JIANGXI CHUANGFENG PHOTOELECTRIC DEVELOPMENT CO.,LTD.
PLANT 9 YUSHAN, SHANGRAO, JIANGXI 334000 CHINA

Has completed the FDA Establishment Registration and Device Listing with the US Food &
Drug Administration,through

Listing No. :D386653

Product Codes : QKR
Owner/Operator Number :10067685

Proprietary Name :Face mask (except N95 respirator)
for general public/healthcare personnel per IIE guidance

ZBJ will confirm that such registration remains effective upon request and presentation of this certificate until the

end of the calendar year stated above,unless said registration is terminated after issuance of this certificate.ZBJ

makes no other representations or warranties,nor does this certificate make any representations or warranties to any

person pr entity other than the named certificate holder,for whose sole benefit it is issued.This certificate does not

denote endorsement or approval of the certificate-holder’ s device or establishment by the U.S. Food and Drug
Administration.ZBJ assumes no liability to any person or entity in connection with the foregoing. i

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number does not
in any way denote approval of the establishment or its products,Any representation that creates an impression of
official approval because of registration or possession of a registration number is misleading and constitutes
misleading.” The U.S. Food and Drug Administration does not issue a certificate of registration,nor does the U.S.
Food and Drug Administration recognize a certificate of registration,ZBJ is not affiliated with the U.S. Food and Drug i
Administration.

IssucEipi

Expiration'Date: December 31.2020




