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Form QAT _10-MO04, version 00, effective since March éth, 2020

Certificate of Compliance

No. 00200330G.GBMOD15

Test Report no, EC-2020-0330-0415

Certificate’s Guangzhou Boyan Medical Equipment

| Holder: Technology Co., Lid.
e No. 30 North Jingu Road, Huadu District,
O Guangzhou City
9 Manufacturer: Guangzhou Boyan Medical Equipment
= Technology Co., Lid. ™\

No. 30 North Jingu Rood HuoduBLs‘rnc‘r
Guangzhou Cl’ry \

Certification ECM
Mark:
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Product: KN 95 Mask, | F / |

Model(s): kN9 /] \ ;1 \ 1
\

=

Verification fo: Sfdn__d"t:rds | \hl \ | |
7 EN149:2001+AT:2009 ' |
¥ relc:’red to CE Directive(s): | h /

2 . R2016/425 (Personal Pro’rec’rw/a/,Equmen’r)

Remark: This document hhi en‘issued on a voluntary basis and upon rg;ﬂuésf of the monuchturer It is
our opinien that the fechnT&“ﬂl\Q@éumen’ruhon received. from the m acturer is scmsfucyory for the
requirements of the ECM Cerﬁiéa;hqn Maik. The conformity mark a ef/ can be affixed on j‘he products
accordingly to the ECM regulation® wits re!ease and its use,.. — /

,..-""
Additional mfarmuhon and clarification about:

= Dbt st B

» The manufacturer is responmble forfhe CE Marking process, and if ﬂecessary must refer

“fo_a Notified Body. This document has been issued on the baS(s of the regulation on

ECM\Vqun’rory Mark for the certification of products. RGQT ECM rev.3 available at:
WWW, eT'Hecermq it -~

lssuance date: 30 March 2020~ _ S
Expiry date: 29 March 2025

Certificate — CepTndmkaT —

Reviewer
Technical expert
Amanda Payne

Approver
ECM Service Director
Luca Bedonni

Ente Certificazione Macchine Srl
Via Ca' Bella, 243 - Loc. Castello di Serravalle - 40053 Valsamoggia (BO) - ITALY
® +39 051 6705141 £ +39 051 6705156 4 info@entecerma.it ® www.entecerma.it



CERTIFICATION OF REGISTRATION

This certifies that:

GUANGZHOU BOYAN MEDICAL EQUIPMENT TECHNOLOGY CO.

LTD.

No. 30 North Jingu Road, Huadu District, Guangzhou City

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug

Administration, through

Owner/Operator Number: 10067319

Device Listing#: See annex

HRC will confivm thar such registrarion remaing effective upon request and presentarion of this cerfificate

wnsil the end of the calendar vear siated above, unless said regisivaiion is terminated affer Bsrance of iz

certificate, HRC makes no other representations or warranties, wmor does this cerfificate make any

represenfations oF warranites fo ary person oF eality orher than the named certificare holder, for whose sole

benefit it is izswed, This certificate does not denote endorsement or approval of the certificate-holder s device or

extablishment by the ULS, Food and Drug Adminizstration,

HRC azsumes ro lability to any person oF eniily in corneciion with the foregoing.

Purseant ro 21 CFR 807.3%, “Registration of @ device establishment or assignment of a registration mowber

denes e I any way derale approvel of the extaldishorent or (s products. Any representation thal creafes an

imipression of affictel approval becasise of regisfration or possession of a regisirafion number (s misleading and

constitutes misbranding, ™ The ULS, Food and Drug Adminisiration does not issue a certificate of registration,

maw dpes the UK, Food ard Drag Adminisiration recognize @ certificate of registration, HRC iz nor affiliared
with the U5 Food and Drug Administration,

r

Web: http:hwww Tda. gov

Ph. 1-888-INFO-FDW (1-888-463-633.2)
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Chief engineear
[ssued: April &, 20240
Expiration Date: December 31, 2020
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Packing

Individually
bagged

Weight:5.5¢

40 bags/box

Size:220*124*130mm
Weight:282¢g
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24boxes/carton

Size:520*460*415mm
Weight:8.22kg

Each box contains 24 boxes of masks, totalling 960 masks and weighing 8.22kg.




APPLICATION

e__________
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NON-WOVEN GLUE FREE HOT AIR FILTER NON-WOVEN
FABRICS AIRCOTTON ELECTROSTATIC FABRICS
COTTON

Resisting dust Resisting droplet Resisting pollen



