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ZERTIFIKAT @ CERTIFICATE &

CERTIFICATE

No. Q6 18 03 87197 008

Holder of Certificate: S.E.S Healthcare Products (Hefei)

Co., Ltd.

Feng Xia Read

Shuang Fang Davelcpment Zone

231131 Hefes

PEOPLE'S REPUBLIC OF CHINA
Facility(ies): §.E S Heathcare Products (Hefei) Co., Lid
Feng Xia Road, Shuang Feng Development
Zon, 231131 Helei, PEOPLE'S REPUBLIC OF
CHINA

S.E.S Healihcare Products (Hefel) Co., Lid
Jinzang Road, Shuang Feng Dy nent Zooe,
231131 Hefei, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

smdcanipecen

Scope of Certificate:  Production and Distribution of
Surgmal Gown, Surgical Drape, Surgical Kit,
glcal Table Cover, gical Mayo Cover

Applied EN IS0 13485:2016
Standard(s): Medical devices - Qualty mansgamant &
Requiremants for regulatory purposes
(IS0 13485:2018)
DIN EN IS0 134852016

The Certification Body of TUV SUD Preduct Senvice GmbH cartifies that the company mentioned

sbave has sstablished and is mantaining a qualty management system (exciuding subclause
7.3), which meets the requirements of tha listed standard(s). See also nates overleaf

Report No.: SH1E
Valid from: 2018-06-28
Valid until; 2020.07-02
Date, 2018.08-29
Stefan Fral
Page 10t
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ZERTIFIKAT & CERTIFICATE &

Certificate

Product Senice

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)
No. G2S 087197 0011 Rev. 00
Manufacturer S.E.S Healthcare Products (Hefei)
Co., Ltd.
Feng Xia Road
Shuang Feng Development Zone
231131 Hefel
PEOPLE'S REPUBLIC OF CHINA
EC-RSPI’OSGI‘I'G“VGZ Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafe 80, 20537 Hamburg, GERMANY
Product Surgical Gown, Surgical Drape,
Category(ies): Surgical Kit, Surgical Table Cover,
Surgical Mayo Cover
The Certfication Body of TUV SUD Product Service GmbH declares that lhe afummenuoned
r has a quality system for with MDD
Annex V. This quality assuranca system covers those aspects of manufacture concerned with
securing and erile iti of the resp devices / device categories and conforms

to the requirements of Ihls Dlrecuve Itis subject to periodical surveillance. See also notes overleaf,

Report No.: SH19865EXTO1
Valid from: 2018-07-03
Valid until: 2024-07-02
Date, 2019-06-12

[l

Stefan Prei
Head of Certification/Notified Body

Page 10f2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Centification Body - Ridlerstrae 85 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

2 34
HROAZ

* gk 21G-85-244.10.08

Prodct S

EC Certificate

Production Quality Assurance System
Dirpotive 9242/EEC on Medical Davices (MOD), Annex V
{Devices in class | in sterile conditions, sterfised systems or procedure packs)

No. G2S 087197 0011 Rev. 00

Facility(ies): S.E.S Healthcare Products (Hefel) Co., Ltd.

Jinzang Road, Shuang Feng Development Zone, 231131 Hefei,
PEOPLE'S REPUBLIC CF CHINA

S.E.S Healthcare Products (Hefei) Co., Ltd.
Feng Xa Road, Shuang Feng Development Zone, 231131 Hefel,
PEOPLE'S REPUBLIC OF CHINA

Page2 (2
TUV SUD Product Service GmbH = Notified Body with identification no. 0123 °
™

TOV SUD Product Sarvice GmbH + Ceniication Body + Ridierstraga 65 « B339 Munich « Germany
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Certificate — Ceptudpukar —

Form QAT_10-M04, version 00, effective since Morch éth, 2020

Certificate of Compliance

No. 3Q2003298.5IM0026

Certificate's {
Holder:
—hina
Certification
ECM Mark:
Product: Respiratory- KN95 mask
Model(s): KN9S5A, KN95B, KN95C, KN95D, KNP 5E
Verification Standard:
to: EN 149: 2001 + A1/ 2009

related {6 CE Directive(s):
R 2016/425 (Pefsonal Praotegtive Equiptent)
Remark: This documant has beed liUed on a Yalun

ur opinion that the) lechni¢al tocomentatiof re

"

basis ang uport raquést of the manufacturer. It is
from fhe manufodiurer ! safistactory for t
woments of the EGM Ceftification Mark. The conformity mork pbove 'gan be alfixed on the products
ccofdingly 1o the ECM tegulatian Bboul its retease andd its use'

Additianal Information giig clarificttion abiou! the Marking

The\manufdcturer is responsible for the CE Marking processy’and if necessary, must
refer{@\a Natified Body. This document has been issded arthe basis of the regulation
on ECMNoluhtary Mark for the certification of pfoducié/RGO1_ECM rev.3 dvailable
at; wwwieatecera.it

Issuance date: 29 March 2020
Expiry date: 28 March 2025

Reviewer Anpfover

Technicol e; ECM $efvice Director

Amar thca Badonn
(G

£

Ente Certificazione Macchine Srl
Via Ca’ Bello, 243 - Loc, Castello di Serravalle - 40053 Valsamogagia (80) - ITALY
| +39 051 6705141 & +39 051 6705156 1 info@entecerma.it @ www.entecerma.it

Certificate

CERTIFICATION OF REGISTRATION

This certifies that:

Sh, Shandong,

is registered and has listed the following medical device with the U.S. Food and Drug
Administration

Owner/Operator Number : 10064811

Listing Number: D380103

Product Code : MSH

Product : Respiratory-KN95 mask

Model(s) : KN95A

Date Of Registration Status: 2020

Registrar Corp will confirm that such registration remains effective upon request and presentation
of this certificate until the end of the year stated above, unless said registration is terminated after
issuance of this certificate. Registrar Corp 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 \nlc benefit it 1s issued Hm mmmuv does not denote endorsement
or approval of the certifi Iderd's device or by the US. Food and Drug
Administration. Registrar Corp assumes no liability to any person or entity in connection with the
foregoing
Pursuant to 21 CFR 807 39, "R of a device or ofa
number does not in any way denote approval of the establishment or its products. Any
representation that creates an impression of official nppnnul hm.ml\c of registration or possession
ofa number 1s misleading and const
The US. Food and Drug Administration does not 1ssue a certificate of registration, nor does the
US. Food and Dryg Administration recognize a certificate of registration, Registrar Corp is not
3 d Drug Administration

Ne.
<
a
®
0
©
<y

Issued: Mar. 27, 2020
Validity Period:2020-12-31

Web rep/www.fda.gov  Tel 1-888-INFO-FDA(1-888-0332)  E-mal verp@fda.gov
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Certificate

e HFLT 268 T 05 AR 5 9%
ifi i [ SC4 SUBRE 7 0 B IR g e (HFELD e 45
Certificate of Compllonce &%?ﬁ* BB V1202000773 N2 3R
No. OP200310 HXE A - s
Technicol Cor @ PG 11202000773 BIK KW me|  emmE mans || PEER L cam | maen | aman
Certificate's 180011112242 (2w MURS® (200 8 N(:mm?'« R AR BNARRT - 4 1 M B 2626-2006 6.3 | % 296.0 9.9 "
Holder: | Address |
L et bl
at : A..’ i o l‘: it ! 2 | s b B 2626 i‘rl‘ﬁ 63 e
*‘A" qe' ?E H | WA 5 Name of sasle, CA BOOIE [
Manufacturer: . Utd s A 1V - | WERHE Characteristics: HE
= REE Tradesarks
TEST REPORT ol Pyt
Certification m:::‘.l:..,. % R ory of safety specificutions —

ECM Mark:

Product: Respiratory protective equipment — @

Norn-powered air-purifying parficle respirator
Model(s): P8001B

MR/ ]S Art. So.e

UEARGEE (Above-mentioned inforsstion by Customer—supplied)

Lt e

L] Sweple geantity LR
Verification to: MRS

& 5 coiving Dats o 200-02-2 5 %
MmERS IR 1202000773 § ecoiving Dato of| 2000-02-28 iyt TR
EPORT NO Sasple

& &

% B R 80018 o GB 2620-2106

OF SAMPLE ¥t tagiogst rements
ﬁ it it {lg WAL G2 AR 17 BT LA ) QWA Tort Summrys
B % x5 Sipw EL BT BT

TEST CATEGORY

LA 8 Tk & MR BT R
CHTLLA 5 AR T
Zhejiang Light Industrial Products Inspection and Research Institute B WS, ‘;‘1
G SRS R R O (7D Pesarks E o
Nationsl Textiles and Gurment Quality Sspervision laspection Cester(Zhejiang) o
RE!
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Review Report =i i

Form QAT_10-M04, version 00, effective since March 67, 2020

C € Documentation Review

No. 0H200325M.JYM0271

Holder: JiangSu Yaohua Medical Device
Technology Co., Ltd.
Yaohua Road, Houxiang, Danbei Town, Danyang
City. Jiangsu Province, China

Review goal: Verification of the presence of Technical
Documentation compatible with the
Medical Devices Directive 93/42/EEC
Annex VIl

Product: Disposable Medical Face Mask (Not Sterile)

Model(s): 175 mm x 95 mm

Classification: Class | (Not Sterile)
(occardingly 1o the Manufactures's daciarction)

Review output: This document has been issued on o voluntary bosis

ond upon request of the manufocter. Il is our opinion
thot the Technical Documentation shared with us by
the manufocfurer 5 compatible with the Europecn
Stondard for Medicol Devices.

The manufocturer & responsible for the CE Marking
process, and not exempted to camry out ol necessary
compliance ocfivities. This document has been issued
on the basis of the reguiation on ECM Voluntary Mark
for the cerlification of producls. RGOI_ECM rev.3
ovaiable of: www.entecerma,if

Date of issue 25 Morch 2020 Expiry dote 24 March 2025

Technical Exper

s
\

Ente Certificozione Macchine
Via Cé Bela, 243 - 40053 Valamoggia Loc. Castello & Senavale (8o laly
| +37.0516705141 & +39.0516705156 LI info@entecerma.t & www.entecerma.it

Certificate
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CERTIFICATE OF REGISTRATION
2020

This Certifies that:
At The Address Stated Below Has Completed U.S. FOOD And DRUG Administration
Medical Device Registration Through Waybom.

JIANGSU YAOHUA MEDICAL DEVICE TECHNOLOGY CO., LTD
Yaohua Read, He iz, Danbei Town, Danyang City, Jiangsu, 212312, CHINA

Owner/Operator Number: 10064654
Product Name: FACE MASK
Product Listing Number: See Annex page

This Cortficate affirmes that Wiyborn Qraaisty & Fechmodeszy Services bes vershed shex the above siaicd focshity i repistered with
she U5 Faud & Drug Aduinistrasion om the date osed abine, and mskes a0 ocher represexnssons and w arvamtees, mos docs thic
Bolier for nhoe

certficate male coher rpreaaiStes ool warTannes b oeher peroe o ceiin: olber fhoe the mame cert
sale beinckin it in dvwed Waybirm Qwality: & Tohmalogy Services asvmme s KN 10 wwy Jersn oo oROTY i comextive wih
she fureguing, Wavbars hastiny & Tocknabegs Secvices s & private regtsiration sgeat snd is wot sfiictnd with sbe US Fond ami

Drug Admiecsivation

The FDA annual establishment registration fee must be paid between Oct. 1 and
Dec. 31 of every year.
Web: http:/www.fda.gov

FoA
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Test Report
STFWT20201749 o4 W
Page 1 of 4
o % L.?_&;?i;}rwc 175% 95
i S B Specifica /
Product Name Kol [} b Crothd ?
Trademark -~
B |, o A \; S 10
o | TR R A - A z‘?.k
g e e T FEah 4 Yﬁ_ T b
TR TLINE RS T B MR R 2+ Sample Grade
P 2L jz;mml/??)\
Sample 60 1 Sample Regeivin, 2020-02-24
Quantity I)‘x
BRMIER | i, P 2002P020
Test Category RitizH e @r T
PR A <, >
Samples HERMEsK Q
Conditions A
e o 12 Fi ~)\\
TE e
Document and | GB/T 32610-2016 { b I U AR Y
Decide
Accordance |%.)1
v \%/ e e
Test
Conclusion )
Vi l
Ly |
-
&S’
ARG O KR U
Rema
0 z .‘5 ke 2
B P E OB a}‘_{l_ 2
/\ppnovcr & Examiner /k nin Majortester

Testing Results
STFWT20201749 * 4 WH 2 N
Page 2 of 4
78 RRENTE wir | mAER T S R
Serial Test Items Unit Requirement Results 2
SEEBE R
BN S /
AT RRE s /éb
2388 R Tt
WERBET R R \ V'
S SPRR R %‘
AR E*’M’)\
24-—BHRETEE s 1
44- W B R
2 33— JRRE Ol
" 3.3 PRUIBER I /<} R
: 33 IPAEREL / ~)§S 5% 320} (AR e FNETE L
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U A
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A '/\ D R s
- \/ 24-HERE R
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2,6- AR 2 30
24— BB RN Rt
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Silicone Mask

Product Photo FOB Price:
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Strap sheath protection ey
i adjustable length Soft silicone
Replaceable filter — i
element Freely adjust to the optimal

Soft and comfortable,

length, the silicone sheath it won't hurt your face

will not be womn for a long
time

Recycling, environmentally
healthy living

KN95
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