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Certificate of Compliance

No. OB200325E.YMLO0045

Technical Construction File no.

Certificate's Yun Ming Leather Guangzhou
Holder: o LI,

No.11 North of Jinshia Venue, Shiling Town Huadu
District, Guangzhou City (No.7, East of Jinshi
Avenue, Self Compiled)

Certification ECM
Mark:
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Product: Daily protective mask (Not Sterile)
Model(s): Lug type 17.5*9.5cm-3p (non sterile)
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Verification to: Standard:
EN 149:2001+A1:2009

=
f

A

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. It is
our opinion that the fechnical documentation received from the manufacturer is satisfactory for the
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECM regulation about its release and its use.

Additional information and clarification about the Marking:

The manufacturer is responsible for the CE Marking process. This document has been
issued on the basis of the regulation on ECM Voluntary Mark for the certification of
products. RGO1_ECM rev.3 available at: www.entecerma.it

Issuance date: 25 March 2020
Expiry date: 24 March 2025

Reviewer Approver
Technical expert ECM Service Director
Amanda Payn Luca Bedonni
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Ente Cerlificazione Macchine Srl
Via Ca' Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
& +39 051 6705141 +3% 051 6705156 info@entecerma.it & www.entecerma.it
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CERTIFICATION OF REGISTRATION
2020 SHT2003019FD

This certifies that:

YUN MING LEATHER GUANGZHOU CO., LTD
NO.11 NORTH OF JINSHIA venue, SHILING TOWN HUADU District(No.7, east of
Jinshi Avenue, self compiled), GUANGZHOU, Guangdong, 510000, CHINA

Was registered with US Food and Drug Administration, Center for Devices and Radiological Health, pursuit
to the Code of Federal Regulations 21 CFR 807, by Shenzhen SHT Testing Technology Co., Ltd.

Owner / Operator Number: 10063584
Device Listing #: See Annex
Expiration Date: Dec. 31, 2020

SHT will confirm that such registration remains effective upon request and presentation of this certificate until
the and of the calendar year stated above, unless said registration is terminated after issuance of this
certificate.

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

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 misbranding.” 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, SHT is

not affiliated with the U.S. Food and Drug Administration.
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Annex to Device Listing #:

0/

Proorietary Name Product Device Listing Establishment
g Y Codes Class Number Operations
Daily protective mask KHA 1 D376748 Manufacturer
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