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DISPOSABLE FACE MASK
&

KN95 PROTECTIVE MASK
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Disposable Face Mask
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Disposable Face Mask
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Product name  Isolation Face Mask

@
; Function Anti-dust. smog. pollen.
N
: Color White/Blue ~hthen
Material Non-woven melt-blown Fabric e
A Bty e it Wy
Type Ear Wearing

PRODUCTION ABILITY:600,000/DAY Spocifcation 17Nl

Package 50P/BOX,2000/CARTON
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KN95 Mask
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Product name KN95 Face Mask
Function Anti-dust. smog. pollen.
Color White

Material Non-woven melt-blown Fabric
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CERTIFCATE

CNSATEST REPORT

CE Declaration ( EN14683 Standard)

PONY TEST REPORT - EN14683 STANDARD

CE/FDA

CE DECLARATION-EN14683

CLEAN WORKSHOP TEST REPORT

PACKAGING AND TRANSPORTATION TEST (ISTA-3A:2018)

FDA Emergency Use Authorization (EUA)




BUIRZEERRAE

Changshan Shunfa Bags Co.,Ltd.

DISPOSABLE FACE MASK

CNSA TEST REPORT
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TEST REPORT
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Zhejiang Light Industrial Products Inspection and Research Institute

AR R R MR L (WD)

Natonsl Textles and Garment Quality S upevision Inspection Conter(Zhefiang)

RIS

KN95 Ot GB 2626-2006 test report

ITEM

STANDARD
(KN95)

RESULT

RATING

1. FILTER EFFICIENCY(SALT MEDIUM)
(GB 2626-2006 6.3)(%)

=95.0

96.6

PASS

Zhejiang Light Industrial Products Inspection and Research Institute
onal Textiles and Garment Quality Supervision Inspection Center(hejiang)

Test report

Test report Number:w202013829€ —vs
‘Number:W202013829 pagel/3
T o Tiv v i
Aane of Custoner Changshan Shunfa Bags Co..Ltd Mdress Insustrial Park Changshan mem STANDARD, RESULT RATING
Zhejiang China {KN95)
No.1 West Xindu Avenue, Xindu 1. FILTER EFFICIENCY(SALT MEDIUM)
Manufacturer Changshan Shunfa Bags Co.,Ltd Address Insustrial Park Changshan (GB 2626-2006 6.3)(%)
— Brejians Chiom [ >0 [ = [ m
rpr——
actagtoson o o Wi RO
Trademark of sample: — (GB 2626-2006 6.5 & 6.6)(Pa)
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Above-mentioned information by Customer—supplied (GB 2626-2006 6.11)
Tonnddori e |1 Mebaser
eg— ) >
= ot B i e -
R TRE
ecritg utei 2020/04/3 Test Categary Entrusted inspection (6B2626-2006 6.1& 6.2)

Meetthe requirementsoof

The appearance quaity

See the attached page for the Tesults.
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Number:W2020138298

Test report

Picture(s)of sample.
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DISPOSABLE MASK

EN14683 STANDARD TEST REPORT

PONY TEST REPORT - EN14683 STANDARD

* PONY # & #

LY,

160920340809

HEfRATR

(Sample Description) Single-use Medical Mask

FHEHAL

(Applicant)

B oW w5
(Test Report)

No. BOY6ZUYR882187L1
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Changshan Shunfa Bags Co.,Ltd.

PONY & B 3 &
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(Test Results)
No. BOYGZUYR882187L1 U1, 352 T (page 1 or2)
FEfhB R — WA AT O e Uk Specifications 17.5%9.5cm
(Sezmple Description) | Single-use Medical Mask | (Sample Specification) | %)% Model: T plane
P WA AT PR ] ik
(Applicant) C""‘gs"g:sg‘;"f“ Bags (Trade Mark) Ty
FER AEFEABES | 427 H I Manufacturing Date:
i ﬂjjid ;z]u) 2020-04-13 (Manufacturing Date 20200326
or Lot No.) #t5 Lot No.: 20200326
R EW LiETE
(Test Date) 2020081 3-2020:04-21 (Sample Grade) okl
FedhEit - Az ZHEH
(Sample Quantity) (Test Type) (Commissioning Test)
PR ™ AR K >4
(Sample Status) LK Nomal (Test Envi (To meet i
s E
i LT See the next page
R
(res withossy | Y& F I Sce the next page
BRSO | a5 944 Electric Heating Constant Temperature Incubator.,
(Main Instruments) | 41 it 24 440 UAX Bacterial filtration efficiency detector %% ete
1 PRATRKHE Limit on: EN 14683: 2019;
2. A7 R Production Unit: L BR A R4 7
P Changshan Shunfa Bags Co.,Ltd.
Note) 3, SAENAY By Testing Unit: 5 1LIBUR ATt IR )
Changshan Shunfa Bags Co.,Ltd.
4 BLERE S S ZRHE AL 1t The information of above sample was provided
by the applicant
LN
(Edited by) i (%
HEA =
B (Checked by) FF g
ftAEA 5
' (Approved by) _ﬂ ﬂg
HRAM
(i) 2020-04-21

© Hotline 400-819-5688  unzmucuu s fiatzn)
Www.ponytest.com AL LGOS 99 5 7 002 1t

BithL IAEIK:
A5 IR KRS 630 15 35 48 24 48 6 10

s 0213759559

SCHIAES 99 4 S WL 6 THLI I, TH3
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Pony Testing Interational Group

oW e R

(Test Results)
No. BOY6ZUYRS82187L1 250, JE2 0 (page20f2)
. RHil
Resonay I (imiy B o
i w::chumm“"" (Test ltems) [E] [ R A (Test Results) (Test Methods)
Typel Typell | TypellR
Nod | 997
No2 | =995
i R
(BIE): % e > > EN 14683: 2019
Bateal Hlaion 95 98 95 | No3 | 999
g TR efficiency(BFE) 5 [
—REERER D »
Single-use Medical Nos | 998
Mask
/18, Puied® <40 <40 <60 271 EN 14683: 2019
Differential pressure
HikE A, kPa
Splash resistance 1 i 2160 >16.0 EN unugv
Jresae P S
RCEARYEHE, ofug
Microbial cleanliness [ < =3 30 3

P S FIEEE (Sample Number and Photo 3:

BURHR U b RS
Pony authenticate the photo on original report only

PFRE
(End of Repor)
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SLp .
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No. ICR Polska/M8401720 c E

Name and address of ~ Changshan Shunfa Bags Co,, Ltd.
certificate owner: No.1 West Xindu Road, Xindu Industrial Park, Changshan, Quzhou,
Zhejiang, China

Nameand addressof ~ Changshan Shunfa Bags Co, Ltd.

manufacturer: No.1 West Xindu Road, Xindu Industrial Park, Changshan, Quzhou,
Zhejiang, China

Product name: Disposable Isolation Face Mask

Product types: 5001, 5002, S003, S004, 5005, SO06, 007, S008

This certificate confirms that the product meets the requirements of the Inllowmg standards
and within limits of its gives pi of with essential
requirements of Regulation 2016/425

EN 149:2001+A1:2009
The certification process has been carried out in accordance with the program PC-P-07-07.
Evaluation has been carried out in accordance with test reports made by EUROPEAN QUALITY TEST

No. of test reports: SF-2020-03-14
Certificate issue date: 1803.2020
Expiration date: 17.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-8417.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standards.

Warsaw, 18.03. 2020 [E] 2%

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
wwwcrpolska.com, e-mail: icrpolska@icraacom

Director: Rafat Kalinowski E E

Sungo

CE Notification Confirmation

This is to confirm that, according to the council directive 93/42/EEC (MDD), SUNGO
Europe B.V. performed the notification duties and responsibilities as the European
authorized representative of:

Changshan Shunfa Bags Co., Ltd
No.1 West Xindu Avenue, Xindu Insustrial Park Changshan
Zhejiang China

The Manufacturer has provided SUNGO Europe B.V. with the EC Declaration of
Conmrmily oonﬁlmmg that the medical device, as stipulated here below, is fulfiling the
of the P Council Directive 93/42/EEC.

(MDD), the Databank on Medical Devices (EUDAMED)
is nshbllshed as of May 1 2011. The Netherlands Competent Authority is notified of the
manufacturer's medical devices and has allocated registration number.

Single-use Medical Mask
Class | according to Annex IX of 93/42/EEC
GMDN: 35177
CIBG Number: NL-CA002-2020-50594

Where the manufacturer affix's the CE marking to the product listed they must ensure that
all the i of the iate EU directi ) have and continue to be met.

This document should be used together with the competence authority notification letter and the
Declaration of Conformity issued by the Manufacturer. This document will become to be invalid once the
notification status is changed or the EAR agreement is terminated.

Reference Number: EUCAN00237
Issue date: May.08, 2020

SUNGO Europe B
Olympisch Stadion 24 1076DE yusod
Amsterdam, Netherlands 7 —
ec.rep@sungogroup.com




) RlermEamman CE DECLARATION-EN14683

File No: CE-TCF-001

CIBG
Ministerievan Volksgezondheid,
Welzijn enSport
EC Declaration of Conformity
Regarding Medical Device Directive(93/42/EEC)
> Retouradres Postbus 16114 2500 BC Den Hasg Farmatec
Semntacres including Directive 2007/47/EC
SUNGO Europe B.Y. Ml i
T.a.v. de heer Luo
Olympisch Stadion 24 RS
1076 DE Amsterdam hittps//hulpmiddelen farmatec.nl Name: Changshan Shunfa Bags Co.,Ltd
Address:  No.l West Xindu Avenue,Xindu Insustrial Park Chany
Inlichtingen bij: China %
L1 van de Leuv
medische_hulpmiddelen® EC Representative
minvws.nl Name: SUNGO Europe B.V.
Datum: 6 mei 2020 s & on 24. 1
Betreft: aanmelding medisch hulpmiddel klasse T Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Ons kenmerk:
CIBG-20201504 Product
. Name: Single-use Medical Mask
Geachte heer Luo, e
Graag bevestig ik hierbij de ontvangst op 17 april 2020 van de mededeling ex |y o sres” Type: 17.5%9.5cm, 14.5*9em, 21*7cm
artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf Changshan
Shunfa Bags Co., Ltd met Europees gemachtigde SUNGO Europe B.V. (. eoiondentie uitsluitend ssifical
onderstaand medisch hulpmiddel, ingedeeld in risicoklasse I, aflevert. Het richion san et retouradies met g:nfunm:m‘ Glass | (MDD, A:":‘IXJ“I ule 1(All non-invasive devices are in class )
Assessmer lleh ex

vermelding van de datum en het

product is ender volgend kenmerk geregistreerd. Ik verzoek u om in alle verdere
Kenmerk van deze brief.

correspendentie betreffende dit product het bijbehorende kenmerk te vermelden.
We confirm our eet of Medical Device
Single-use Medical Mask and the following harmonized standards.
(geen merknaam) (NL-CA002-2020-50594)

ENISO 14871:2012 On behalf of SUNGO Europe office. I confirmed we are

¥ B . B o N 1501822542016 EUREP of the compuny who issue this document,
eventuele wijziging van de indeling in risicoklasse in verband met wijzigingen van EN 1041:2013
Europese regelgeving inzake de classificatie van medische hulpmiddelen, en aan EN ISO 10993-1:2009/AC:2010 S un M
voortschrijdend wetenschappelijk inzicht (zie art.9, lid 3 van Europese Richtlijn EN ISO 10893-5:2009 s m.
93/42/EEG) - dient u te zijner tijd mede te delen. ;
EN IS0 10883-10:2013 Authorized Signature (5)
Volledigheidshalve wijs ik u erop dat het - ongeacht uw mededeling - verboden
is een medisch ter aflevering te hebben, dan wel af te
leveren indien niet aan de voor dat medisch hulpmiddel geldende regels gesteld Signature: /m M
bij of krachtens de Wet op de Medische Hulpmiddelen (WMH) wordt voldaan. Met
name wijzen wij u op de Nederlandse-taaleis, de eisen voor het ter beschikking
Date: APR.10,2020

houden van de technische documentatie en de plicht tot het hebben van een Post
Market Surveillance- en vigilantiesysteem.

Pagina 1 van 2
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CLASS 100,000 CLEAN WORKSHOP TEST REPORT
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henzhou Clean-air Inspection Co.,Ltd
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RWIREEERRAR AERME (ISTA-3A:2018)

PACKAGING AND SPORTATION TEST (ISTA-3A:2018)
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CERTIFIED LABORATORY
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CREIEAT).
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[ B (Hz) [ InwkArab, giriz |
1 0.001
3 0.035
\J 4 0.035
) l ,tl: 7 0.0003
l:[ 13 0.0003
15 0.001
458 KN-20200423-3570 24 0.001
29 0.0001
: = 50 0.0001
HIRAT: AR AR A » o002
i L L B AL X RS A 1 5 00 0:002
200 0.00005
B —UHEERE RO R GELE) Ind e . 0.46
TR ! WAWRNRE: T
1o il WHWAERE:
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BREM 20201504 7 30 o ol G
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RARERN: 2020 4704 H 30 H 50 Foi o8
460 mm 346 fi
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LRBENEARSHRLA . = e
mm
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8 460 mm Face 3 on hazard
W la“é] BERRINE
BENREAE R
ik L2
EIM: 202065 04 A30H FIM: 2020 6 04 1 30 5 WREER: A
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b ENTHRE R soc 88 0 ERRERREARSNRAT B EWTRICEN RN sis S0 %
W Phone, +86 21 37002017 BFER, cs@kulen.comen s ETTETIERIG 555 %5 B I Phone, +862137002917 BF M cs@huien comon

W Phone, +8621 37002017 AFEN: cs@kuien.comen
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