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 CERTIFICATION

NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1278

Respiratory protective devices, filtering half masks to protect against particles manufactured by
Zhejiang Shaohua Medical Equipment Co., Ltd.
Floor 1. Building 6, Block A. No. E22, Xinke Road, Choujiang Street, Yiwu City, Zhejiang
Province, China
are tested and evaluated according to
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking
Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 3, it is approved
that the product meets the requi of the regulati

Product Definition
Brand Name: YWSH Model: SH-ZK 12
Filtering half mask
Classification: FFP2 NR
Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;

*  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

*  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than | year from the beginning of serial production

This certificate is initially issued on 15/08/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

GE o

UNIVERSAL CERTIFICATION
Director

Verifly the validity with the OR code

Necip Fazal Bulvan Keyap Sitesi E2 Blok Noc44/84 Yukan Dudully Urraniye - [STANE UL-TURKEY T:+80 216 455 80 80

UNIVERSALCERT.COM
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CERTIFICATION

NB 2163
CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1278/01

Respiratory protective devices, filtering half masks to protect against particles manufactured by
Zhejiang Shaohua Medical Equipment Co., Ltd.
Floor 1, Building 6, Block A, No. E22, Xinke Road, Choujiang Street, Yiwu City, Zhejiang
Province, China
Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Pi ive Equif Regulation (EU) 2016/425 Annex VI (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requi nts of the lati

Product Definition
EU Examination Certificate
Modd) s Serial No Date | lIssuing NENo
YWSH / SH-ZK 12 FFP2 NR 2163-PPE-1278 | 15.08.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with:

¢ Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

*  Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 15/08/2020 and will be valid for one year, until 14/08/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the produet performance on the essential health and safety requirement.

Ce |

2163

1 Sust KACMAZ
g UNIVERSAL CERTIFICATION
% Director
g !
B
£
£
2

Necip Fanl Bulvan Keyap Sitest E2 Blok Noc4484 Yakart Dodalls Umreniye - ISTANBUL - TURKEY  T.+90 215 45% £ 80

UNIVERSALCERT.COM
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DEKRA Testing and Certification GmbH
Standart Essen
Persénliche Schutzausristungen

Adiersiraie 29
45307 Essen, Germany

Tel +49.201.52319-0
Fax +48.201.52319-401
E-Mail CPA@dekra.com

Priifbericht / Test report
No. 3418948.10-CPA

Prifgegenstand Corona SARS-CoV-2 Atemschutzmaske

Testsubject Corona SARS-CoV-2 respiratory prolective mask

Madell Nicht-medizinische Atemschutzmaske

Type

Hersteller Zhejiang Shaohua Medical Equipment Co., Ltd

Manufacturer West floor 1, building 2. Beiyuan Science Park, No. 968, Xuefeng West
Road, Beiyuan street, Yiwu City, Zhejiang Province, China

Prifgrundlage Prifgrundsatz fiir Corona SARS-Cov-2 Pandemie Atemschut ken

Test requirement Rev. 2 vom 02.06.2020

Testing principle for Corona SARS-CoV-2 pandemic respiratory masks
rev. 2 of 2020-06-02

Priifergebnis Die Pandemie Atemschutzmaske entspricht nicht den

Test result Corona SARS-CoV-2 Prifanforderungen
The pandemic respiratory protective mask does not meet the
Corona SARS-CoV-2 test requirements.

Datum 24.06.2020
Date of issue

Dieser Bericht besteht aus 20 Seiten. This report consists of 20 pages.

Eine auszugsweise Verdflentlichung dieses Berichtes bedarf der Zustimmung der DEKRA Testing and Certification
GmbH. Juristisch bindend ist ausschiieflich die deutsche Fassung dieses Berichles.

Publication of extracts of this report requires agreement of DEKRA Testing and Certification GmbH. We confirm the
comectness of the translation of the German original. In the case of arbitration however only the German wording shall be
valid and binding.

DEKRA Testing and Certification GmbH, Handwerkstrafe 15, 70565 Stutigan

Zedifizierungsstelle Certification Body: DinnendahistraBe 9, 44809 Bochum

Telefon +49.234 3696-400, Fax +49.234.3696-401, DTC-Centification-body@dekra.com

Priifbericht Nr. / Tes! report no.: Seite / Page
3418948.10-CPA 1-20
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Test Report SL52025256510501TX Date: June 10,2020 Page 1 of 10

ZHEJIANG SHAOHUA MEDICAL EQUIPMENT CO., LTD
WEST FLOOR 1, BUILDING 2, BEIYUAN SCIENCE PARK, NO. 968, XUEFENG WEST ROAD, BEIYUAN

STREET, YIWU CITY, ZHEJIANG PROVINCE
The following sample(s) was/were submitted and identified on behalf of the dient as:

Sample Description :  |A) Face mask

Style No, o SH-ZK12,SH-ZK12-NZDF;SH-ZK12-WZDF SH- ZK12-NZ,SH-ZK12-WZ
Sample Color ¢ (A)White

Manufacturer : ZHEJIANG SHAOHUA MEDICAL EQUIPMENT CO.,LTD

Test Performed :  Selected tesl({s) as requested by applicant

Sample Receiving Date  :  May 06, 2020

Testing Period : May 08, 2020 - Jun 10, 2020

Test Resultis) ¢ Unless otherwise staled the results shown in this test report refer only to the

sample(s) tested, for further detais, please refer to the following page(s).

P e

[ sample No. [Ri Level ]

L) [FFPINR |
Signed for and on behalf of

SGS-CSTC Standards Technical Services (Shanghai) Co., Lid Testing Center

ik B

Sara Guo (Account Executive)

i
;lt

i
il

i
|

i
J

1 62 SIS0 1 (BE-1) BAUSETED * gn chage com
Momber of the SGS Group (SGS SA)
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EBPA3HIICKHIT YIKOHOMHUYECKH I COIO3
E H [ JAEKJIAPALINA O COOTBETCTBHH

Zansurens, OGWECTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTLIO
«CTAHIAPTCEPTHOHEKALIHA», yr WIEHHOE H3TOTOBHTENEM JIHLO

OcHoerwoil rocynapcTeeHHbIT perincTpaunoHHbIl Homep: 5177746302290, MecTo HAXOWKAEHHA N
anpec mecta ocywecrsnenns aesteabnoctin: Poceniickan ®enepauns, Mocksa, 115547, yanua
Muxnesckas, aom 15, ksapTupa 35, Homep Tenedona: +74957447714, aapec ANEKTPOHHON NOYTHL
1346446(@gmail.com
8 anue lenepansuoro anpextopa Jdamwkeesa Opua Apcananosnia

aagBaseT, wro Cpencrea HHAMBHAYANLHON 33IINTH OT OGHINX MPOIIBOACTBEHHEIX JATPAIHEHNIT:
mackn anuessie Tina KN95 ¢ kaananom, mozens SH-ZK 12, roproeoii sapkn YWSH, kanace
sawnrel FFP2

wirorosureas «Zhejiang Shaohua Medical Equipment Co., Lid », Mecro naxomaenus u anpec
mecTa ocyiuecTsienms neatensocti: West floor 1, building 2, Beiyuan Science Park, No. 968,
Xuefeng West Road, Beiyuan street, Yiwu City, Zhejiang Province, Kuraii

TMponyKuna HIrOTOBAEHA B COOTBETCTBHN C HOPMATHBHOH JOKY MEHTALNEIT NPOIIBOINTENA

Koa TH B3I EADC 6307909800, Cepuiinnii Bunyck

cooTBETCTBYeT TpefoBanuam

TP TC 019/2011 «O Ge30nacHOCTH CPEACTB MHAHBHILYAIBHOI 3ALLHTED:

[exaapaumns 0 COOTBETCTBHH NPHHATA HA OCHOBAHNN

Ipotokona wensrrannii Ne CT20-43-05 o 20.05.2020 rona, esantoro HenerarensHoi
naboparopueii OGmecrsa ¢ orpanm it orseTCT b0 «CEPT TECT», arrectar
akkpemimaunn Ne HPK RU.04ITHHO.21TMO3 or 01.09.2017 roaa, pacnonosenHoii no axpecy:
Poccuiickan dle,nepauu: Mockea, 117393, yamua NapuGaneawn, gom 10, kopnyc 3.

I.[unmluu'rmsnn nndopmaunsa
Venonis XpaHeHua u CPOKH rOAHOCTH NIPOIY KLUMM YKA3AHbE B NPIIATAEMOIT K ITPOIYKUMK
TOBAPOCONPOBOANTENLHOI JOKYMEHTALIIH I/I/H HA YNIAKOBKE KA1 eANHITLB NPOIY KUK

lexnapauma 0 COOTBETCTBHMM  ACHCTBHTEABHA C JaThl  permcrpaumm no 19.05.2025
BRAOMHTEABIO,

& HMarwees Kpuii Apca H
MIT

(D WO zaseurens)

p aexaapaumnn o coorsercreun: EADC N RU [I-CN.PA01.B.42269/20
Apauun o coorsercremn: 20.05.2020
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Verification of Compliance
No.:E04302013C

Application Name: Zhejiang shachua medical equipment co. LTD

Address: West floor 1, building 2, beiyuan science park, 968 xuefeng west road,

beiyuan street, yiwu city, zhejiang province
Manufacturer Name: Zhejiang shachua medical equipment co. LTD

Address: West floor 1, building 2, beiyuan science park, 968 xuefeng west road,

beiyuan street, yiwu city, zhejiang province
Product Name: MNon-Medical KNS5 Daily Protected Mask
Trade Mark: NA
Model No.: SH-ZK12
Standard: EN149:2001+A1:2009
Date of Issue: Apr30.2020

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

Remark:This document has been issue on a voluntary basis and upon request of the
manufacturer.It is our apinion that the technical documentation received from the manufacturer
Is satisfactory for the requirements of the EUTLAB. The conformity mark above can be affixed on
the product(s) accordingly to the EUTLAB regulation about its release and its use.

Additional information and clarification about the Marking:The manufactuer is reponsible for the

CE marking process,and if necessary,must refer to a Motified Body.This document has been
Issued on the basis of the regulation on EUTLAB Voluntary Mark for the certification of products.

c ‘ Authorized Signer:
Date:

Europen Test Lab.Inc Hitp:www.eutlab.com

April 30,2020

@Al right reserved of EUTLAB, any question contact Contact with eutlab@eutlab.com
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Verification of Compliance

No.:E04272010C

P

Application Name: Zhejiang shachua medical equipment co. LTD
Address: West floor 1, building 2, beiyuan science park, 968 xuefeng west road,
beiyuan street, yiwu city, zhejiang province
Manufacturer Name: Zhejiang shaohua medical equipment co. LTD
Address: West floor 1, building 2, beiyuan science park, 968 xuefeng west road,
beiyuan street, yiwu city, zhejiang province
Product Name: KM95
Trade Mark: NA
Model No.: SH-ZK12
Standard: EN149:2001+A1:2009
Date of Issue: Apr 27.2020

OO

Y
)

O

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

Remark:This document has been issue on a voluntary basis and upon request of the
manufacturer.it is our opinion that the technical documentation received from the manufacturer
is satisfactory for the requirements of the EUTLAB.The conformity mark above can be affixed on
the product(s) accordingly to the EUTLAB regulation about its release and its use.

Additional information and clarification about the Marking: The manufactuer is reponsible for the
CE marking process,and if necessary,must refer to a Notified Body. This document has been
issued on the basis of the regulation on EUTLAB Voluntary Mark for the certification of products.

c € Authorized Signer: SD- E(JTLAB

Europen Test Lab.Inc Http:www.eutlab.com

XD

@Al right reserved of EUTLAB, any question contact Contact with eutlab@eutlab.com
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t Sponsor.
N, Nelson Labs. Yoy 20
A Sotera Health company Dnejiang SWF::I fxmﬂaﬁi

Yiwu Shuangchuang Street No E22

Shanghai,

CHINA

Determination of Inhalation and Exhalation Resistance
for Air-Purifying Respirators Final Report

Test Article: Respiratory Protective Mask
SH-ZK12
Study Number.  1304401-S01
Study Received Date: 28 May 2020
Testing Facility: Meison Laboratories, LLC
6280 5. Redwood Rd.
Salt Lake City, UT 84123 US.A.
Test Procedure(sy Standard Test Protocol (STP) Number. STP0145 Rev 05
Dewvation{sy. None

Summary: This procedure was performed to ewaluate the differential pressure of non-powered air-
purifying particulate respirators in accordance with 42 CFR Part 84.180. The air exchange differential or
breathability of respirators was measured for inhalation resistance using NIOSH procedure TEB-APR-
STP-0007 and exhalation resistance with MNIOSH procedure TEB-APR-STP-0003. The differential
pressure technique is a simple of a basic phy | principle employing a water manometer
differential upstream and downstream of the test material, at a constant flow rate.

According to 42 CFR Part 84.64, pretesting must be performed by all applicants as part of the application
process with NIOSH. Results seen below are part of that pretesting and must be submitted to and

accepted by NIOSH for res pirator approval.

The inhalation resistance criteria as stated in 42 CFR Part 84.180 is an initial inhalation not ex
35 mm water column height pressure. The test articles submitted by the sponsor conform to this NIOSH
criterion for aiflow resistance.

The exhalation resistance criteria as stated in 42 CFR Part 84.180 is an initial exhalation not exceeding
25 mm water column height p!mure The test articles submitted by the sponsor conform to this NIOSH
criterion for airflow resi:

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

AW,

% ACCREDITED

o m—_

Robert Dieker electronically approved for 19 Jun 2020 15:10 (+00:00)

Study Director Curtis Gerow Study Completion Date and Time

801-290-7500 | nelsonlabicom | sales@nelsonlaby com L] FRT4S0001 Rev 3
Page 10f2

Scanned with CamScanner

B 5:30 0 M



kb%tﬁmiﬂ & ﬂﬁﬂ%f@m |OSH iR &

ﬁ NEISOH LabS Determination dmmsmmﬁalﬁgﬁ

A Sotera Health company

for Air-Purifying Respirators Final Report

Inhalation Resistance (mm HyO) -xhalation R we (mm Hz0)
1 11.3 1.0
2 13 83
3 1.3 10.8

Test Method Acceptance Criteria: The resistance measurement for the reference plate must be within
+ 3 standard deviations of the mean established in the control chart.

Procedure: A complete respirator was mounted to a test fixture comprised of a metal plate with an
approximate 3.5 inch diameter hole in the center to allow aiflow to reach the mask. The sample holder
was assembled by placing a Plexiglas collar around the test fixture and topping with another metal disc
with a 3.5inch opening in the center. The sample holder is held tightly together with clamps and
connected to an air source. The manometer is attached to the sample holder by a connection port on the
Plexiglas collar.

Before testing, the manometer was zerced and the back pressure in the sample holder checked and
verified lo be acceptable. Resistance measurements were taken with a 1 pable of

at least 6 inches of water. For inhalation testing, a negative aifiow (vacuum) was applied. For exhalation
testing, a positive aiflow (compressed air) was used. Airflow was passed through the sample holder at
approximately 85 + 2 liters per minute (L/min).

801-290-7500 | nebonlsbreom | sales@nebonlsbrcom b FRTOMS000 ey 3
Page 2of 2

Scanned with CamScanner
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Sponsor.
Yoly Zhu
Zhejiang Shaohua Medical Equipment Co., Ltd.
A Sotera Health company Floor 1, Building 6, Zone a
Yiwu Shuangchuang Street, #£22,
Shanghai,
CHINA
Sodium Chloride (NaCl) Aerosol Test Final Report
Test Article: Respiratory Protective Mask
SH-ZK12
Study Number:  1304402-S01
Study Received Date: 28 May 2020
Testing Facility: Melson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.5.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STFP0014 Rev 09
Dewation(s). MNone
5 y: This p dure was perk d to evaluate parficulate filler penetration as specified in

42 CFR Part 84 and TEB-.APR—ST‘P-DOEQ for requirements on a N95 respirator. Respirators were
conditioned then tested for particle penetration against a polydispersed, sodium chloride (NaCl)
particulate aerosol. The challenge aamsnt was dried, neutralized, and passed through the test aricle at a
concentration not exceeding ZOON'Lg'm The initial aiflow resistance and particle penetration for each
respirator was determined.

According to 42 CFR Part 84.64, p ing must be perft by all applicants as part of the application
process with NIOSH. Results seen below are part of that pretesting and must be submitted to and
accepted by NIOSH for respirator approval.

All test method acceptance criterla were met. Testing was performed In compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

giz",r,_\_\/-;::--.:E ACCAEDITED
Gl ==
Sean Shepherd electronically approved for 22 Jul 2020 19:27 (+00:00)

Study Director Curlis Garow Study Completion Date and Time
B01-290-7500 | nelsonlabrcom | sales@nelsonlabs.com o FRTOGM-0002 Rev 0

Page 1of3
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A Sotera Health company

Results: The MIOSH N85 filter eficiency as stated in 42 CFR Part 84.181 Is a minimum efficiency for
each filter of 205% (<5% penetration). The test articles submitted by the sponsor conform to the NIOSH
NG5 eriteria for filter efficiency.

1 16.0 252 99.748
2 15.2 406 99.594
3 16.7 358 99.642
4 16.9 0.552 99.448
5 175 0.505 99.495
6 14.7 0.373 99.627
7 14.9 0.425 99.575
8 18.5 0.320 99,680
9 18.6 0.343 89.657
10 14.5 0.730 99.270
" 16.5 0.585 99.405
12 14.4 0.382 99.618
13 17.8 0.485 99.515
14 17.6 0.456 99.544
15 14.4 0.616 99.384
16 16.4 0.204 99.796
17 16.1 0.426 99.574
18 156 0.514 99.486
19 15.6 0.477 99.523
20 18.2 0.644 99,356

" The final aiflow resistance value for each test article was determined by subtracting out the background
resistance from the system.

Test Method Acceptance Criteria: The filter tester must pass the “Tester Set Up” procedure. The
aiflow resistance and particle penetration of the reference material must be within the limits set by the
manufacturer.

B01-290-7500

elsonlabrcom | salesinelsoniabe.com d FRTOOM0000 Fev &

Page 2of 3
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Study Number 1304402-801
Sodium Chloride (NaCl) Aerosol Test Final Report

A Sotera Health company

Filter Test Procedure: Prior to testing, respirators were taken out of their packaging and placed in an
emvironment of 85 + 5% relative humidity (RH) and 38 £ 2.5°C for 25 1 hours

The ﬁller Iestﬁt used in testing was a TSI® CERTITEST® Model 8130 Automated Filter Tester that Is

of nents of up to 99.999%. It produces a particle size distribution with a count
medlan diameter cf 0.075 £ 0.020 microns (pm) and a geometric standard deviation not exceeding
1.86 pm. The mass median diameter was approximately 0.26 pm, which is generally accepted as the
most penetrating aerosol size. The resenoir was filled with a 2% NaCl solution and the instrument
allowed a minimum warm-up time of 30 minutes. The main regulator pressure was set to 75 ¢ 5 pounds
per square inch (psi). The filter holder regulator pressure was set to approximately 35 psi. The NaCl
aerosol generator pressure was set to approximately 30 psi and the make-up aiflow rate was set lo
approximately 70 liters per minute (L/min).

The NaCl concentration of the test aerosol was determined in mgfm“ by a gravmetric method prior lo the
load test assessment. An entire respirator was mounted on a test fixture, placed into the filter holder, and
the NaCl aerpscl passed through the outside surface of the test article at a continuous airlow rate of
B85 £ 4 LUUmin. In accordance with NIOSH policy, three respiralors were challenged until 200 £ 5 mg of
NaCl had contacted each Iest article. Based upon the Ioad pattern of NIOSH Type 2, the initial
penetration reading of the g 17 respirators was d

8012907500 | nelsonlabicom | - sales@nolsontabs.com o FRTDOM-002 Rev 6
Page 3ol 3
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Zhejiang Light Industrial Products Inspection and Research Institute
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Number:W202025076E
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Zhejiang Light Industrial Products Inspection and Research Institute

Test report

pagel/3

%?i HHA -3 05]

West floor 1, building 2, Beiyuan

Zhe jiang Shaohua Medical Equipment Co., Science Park, No. 968, Xuefeng West

g of Customer Ltd Addreas Road, Beiyuan street, Yiwu City,
Zhejiang Province
West floor 1, building 2, Beiyuan
Zhe jiang Shaohua Medical Equipment Co., Science Park, No. 968, Xuefeng West
Manufacturer Address 2 i ;
Ltd Road, Beiyuan street, Yiwu City,
Zhejiang Province
Name of sample: KN95 MASK (built-in bridge of nose)
Characteristics of sample: White
Trademark of sample: —
Sample Specification/model: SH-ZK12
information | Llevel: —

Category of safety specification: —
Art. No.:

Above-mentioned information by Customer-supplied

The sent way of
sample

Courier Sample quantity 30 pieces

Receiving Date of
Sample

2020/06/10 Test Category Entrusted inspection

Date of Testing

2020-06-10~2020-06-14

RatingRequiresents

GB 2626-2019

Test Summary:

See the attached page for the results.

e\

Remarks

Approved by:

S~

o x
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Test report

Number:W202025076E page2/3
STANDARD
ITEM (KNS) RESULT RATING
1. FILTER EFFICIENCY(NaCl PARTICLE)
(GB 2626-2019 6.3)(%)
1#: 99.9
2#: 99.8
34: 99.8
44: 99.8
- Before pretreatment: =950 Sk 395
G#: 99.7
7#: 99.7
Bi: 99.7 PASS
Op: 99.7
108: 999
1#: 99.8
24: 998
-After pretreatment : =950 34: 99.9
4n: 99.9
5#: 99.8
2. RESPIRATORY RESISTANCE
(GB 2626-2019 6.5 6.6)(Pa)
-EXPIRATORY RESISTANCE - 18: 140
=210 PASS
i Before pretreatment } 2#: 145
-EXPIRATORY RESISTANCE ¥: 112
=210 PASS
Cafter pretreatment) 28: 107
-INSPIRATORY RESISTANCE R 1#: 160
=210 PASS
i Before pretreatment ) 2#: 166
-INSPIRATORY RESISTANCE - e: 120
=210 PASS
( After pretreatment ) 24: 118
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Test Report
EN 149:2001+A1:2009
For
Product Name :KN95
Model :SH-ZK12
Report No. :E04272010

Date of Issue :4.27.2020

Prepared For
Zhejiang shaohua medical equipment co. LTD
West floor 1, building 2, beiyuan science park, 968 xuefeng west road,

beiyuan street, yiwu city, zhejiang province

Prepared By

Europen Test Lab.Inc
STATUS CENTER, 81,ATHINAS AV.VOULIAGMENI GR-16671,ATHENS, GREECE

Remark: This document issued on a voluntary basis and upon request of the manufacturer.it is
our opinion that the technical documentation received from the manufacturer Is satisfactory for
the requirements of EUTLAB. The manufacturer is responsiblefor the CE Marking process, and if
necessary, must refer to a Notified Body.
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Report No.: E4272010 Page 2 0f12
Test Report

EN 149:2001+A1:2019 Respiratory Protective Devices - Filtering Half Masks to Protect Against

Particles-Requirements, Testing,Marking

Report reference NO. ...occevceemnen:  E04272010

Test by ... Sam i, R\
Revew . EUTLAB)
Approved by(+ Signature)............:  Yemig

Date of SEUE ... ooecscec et APF27,2020

CoONBNIS .o mnmmmimm e TOLAI 12 pages

Zhejiang shachua medical equipment co. LTD
West floor 1, building 2, beiyuan science park, 968
xuefeng west road, beiyuan street, yiwu city, zhejiang

province
Manufacturer
NBME .o e s ZNEJIaNG shaohua medical equipment co. LTD
AGIESS ..o et WESE floor 1, building 2, beiyuan science park, 968

xuefeng west road, beiyuan street, yiwu city, zhejiang
province

KNS5
N/A
SH-ZK12

Test Specification

Standard ......coe s s e EN 149:20014A1:2009

Test Procedure........oucvvumummeat  CE

Procedure deviation............ N/A

Non-Standard test method .. : N/A
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Test case verdicts

Test case does not apply to the test object N{/A)

Test item meet the requirement................ .o Plass)

Test item does not meet the requirement................  Flail)

General remarks

This test report shall not be reproduced except in full without the writien approval of the testing
laboratory.

The test results presented in this report relate only to the item tested. "{see remark #)" refers to a
remark appended to the report. “(see appended table)” refers to a table appended to the report.
Throughout this report a comma is used as the dedmal separator.

When determining the test result, measurement uncertainty has been considered.

Note:

This report shall not be altered, increase and deleted.

The results relate only to the items tested.

This report shall not be published as advertisement without the approval of EUT.

This report shall not be copied partly without the written approval of EUT.

Should any objections to the test reports occurred, should submit it to the Company within ten
days since the issuing of the report, Fail to accept .

Summary of testing

All tests were found satisfactory in accordance with Personal Prote ctive Equipment (PPE) - (EU)
2016/425

Copy of Marking Plate

KN9S
Model Number:SH-ZK12

CEm

Zhejiang shaoh dical equipment co. LTD
MADE IN CHINA
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Clause Requirement - Test Result Verdict
5 Classification P
Particle filtering half masks are dassified according | Complied with P
to their filtering efficiency and their maximum standard,
total inward leakage. There are three classes of see appended.
devices:
-FFP1
-FFP2 p
-FFP3 N
Sample 1: 95.9% p
Sample 2: 95.8%
51 Bacterial filtration efficiency (BFE) Sample 3: 95.8%
Sample 4: 95.0%
Sample 5: 95.1%
Sample 6: 95.2%
Sample 1: 284Pafcm ? P
Sample 2: 29.0Pafcm ?
52 Breathability Sample 3: 268Pajcm ?

Sample 4: 26.4Pafcm ?
Sample 5: 28.1Pajcm ?
Sample 6: 27.7Pafcm ¥
Sample 1: 17cfu/g P
Sample 2: 21cfu/g
53 Microbial cleanliness (Bioburden) Sample 3: 20cfu/g
Sample 4: 21cfu/g
Sample 5: 19cfu/g

Sample 6: 17cfu/g
6 Designation P
Particle filtering half masks meeting the 2020; FFPZNR D P
requirements of this European Standard. Year of
publication, classification
Requirements P
T In all tests all test samples shall meet the Complied see bellow P
requirements
72 Nominal values and tolerances P
Unless otherwise specified, the values stated in Actual using value is P
this clear
European Standard are expressed as normal
values.
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Clause Requirement - Test Result Verdict

73 Visual inspection P
The visual inspection shall also include the marking Clear marking is P
and the information supplied by the manufacturer. provided,see

sample body

74 Packaging p
Masks shall be offered for sale packaged in such a way | Distinct design and P
that they are protected against mechanical damage warning are made
and contamination before use on packaging, see

sample body

75 Material p
Materials used shall be suitable to withstand handling | Comfortable P
and wear over the period. Any material from the filter | wearing, when
media released shall not constitute a hazard or releasing no
nuisance for the wearer hazards is

produced

76 Cleaning and disinfecting N
The materials used shall withstand the cleaning and Single-use N
disinfecting equipment

7.7 Practical performance p
The particle filtering half mask shall undergo practical | Complied, see P
performance tests under realistic conditions. bellow test

78 Finish of parts Soft equipment N
Parts likely to come into contact with the wearer shall N
have no sharp edges or burrs

79 Leakage P

78.1 Total inward leakage p
The laboratory tests shall wearer to protect with high | Enough safe P
probability against the potential hazard to be condition is
expected. provide
Exercise results for total inward leakage shall be not FFP2, See below P
greater than 25% for FFP1,11% forFFP2,5% for FFP3 test table

79.2 Penetration of filter material P
Meet the requirements of Table 1 FFP2 Sodium P

chloride test: 3.5%
Paraffin oil test:
3.3%

7.10 Compatibility with skin P
Materials that may come into contact with the Have noirritation P
wearer's skin shall not be known to be likely to cause | or adverse effect
irritation or any other adverse effect to health. to skin and health

Scanned with CamScanner




= RAR e HER. s
%%Eﬁ%ﬁﬂﬁl szﬁﬂ% .

Report No.: E04272010 Page 6of12
EN 149:2001+A1:2009
Clause Requirement - Test Result Verdict
711 Flammability Have nosuch P
hazard
The material used shall not present a danger for the P
wearer and shall not be of highly flammable nature.

712 Carbon dioxide content of the inhalation air p
The carbon dioxide content of the inhalation air (dead | <1.0% P
space) shall not exceed an average of 1,0 % (by
volume).

7.13 Head harness P
Head harness shall be designed so that mask can be The design is P
donned and removed easily. considered
Head harness shall be adjustable or self- adjusting and | Non-adjustable N
sufficiently robust to hold the mask firmly in position.

7.14 Field of vision
The field of vision is acceptable if determined so in Clear field of P
practical performance tests. wvision when

wearing
715 Exhalation valve(s) No exhalation N
vahve(s)
A particle filtering half mask may have one or more N
exhalation valve(s) and shall function comrectly in all
orientations.
If an exhalation valve is provided it shall be protected N

against or be resistant to dirt and mechanical damage
and may be shrouded or may include any other device
Exhalation valve(s) shall continue to aperate correctly N
after a continuous exhalation flow of 300 I/min over a
period of 30 s.

Exhalation valve housingis attached to the faceblank, N
and withstand axially a tensile force of 10 N applied
for 10s.

7.16 Breathing resistance P
The breathing resistances apply to valved and Complied, see P
valveless and shall meet the requirements below test table
717 Clogging
7471 General Single-use device
For single-use devices dogging test is an optional test.
Devices designed to be resistant to dogging. shown by
a slow increase

specified breathing resistances not be exceeded N
before the required dust load of 833mg-h/m?
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7117.2 Breathing resistance N
7.17.2.1 | Valved particle filtering half masks N
7.17.22 | Valveless particle filtering half masks N
After clogging the inhalation and exhalation N
resistances shall not exceed
- FFP1: 3 mbar
- FFP2: 4 mbar
- FFP3: 5 mbar
at 95 |/min continuous flow. N
7.17.3 Penetration of filter material N
All types claimed to meet the clogging N
requirement shall also meet the penetration
requirements given in 7.9.2 after the treatment.
7.18 Demountable parts N
All demountable parts (if fitted) shall be readily No any such par N
connected and secured, where possible by hand
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Requirement - Test

81

General

No special measuring devices and methods are
specified, commonly used devices and methods
shall be used.

Common methods

Visual inspection

The visual inspection is carried out appropriate by
the test house prior to laboratory or practical
performance tests

Considered

Conditioning

831

Simulated wearing treatment

A breathing machine is adjusted to 25 cycles/min
and 2,0 |fstroke.

25 cycles/min
2,01/ stroke.

For testing, a saturator is incorporated in the
exhalation line between the breathing machine
andthe

dummy head

a saturator
incorporated by
breathing machine
and the dummy head

The spilling out of the dummy’s mouth and
contaminating the particle filtering half mask the
head shall be incline

Incline considered

83.2

Temperature conditioning

Expose masks to the following thermal cycle:

Complied

a) for 24 h to a dry atmosphere of (70 £ 3) °C;

b) for 24 h to a temperature of (-30 £ 3) *°C;

Allow to return to room temperature for at least 4
h between exposures and prior to subsequent
testing.

Sh

w|w|w|O|w

Marking

Packaging

The following information shall be cleardy and
durably marked on the smallest commercially
available packaging or legible through it if the
packaging s transparent.

Complied, clearly
marked

911

The name, trademark or other means of
identification of the manufacturer or supplier.

See user manual

9.1.2

Type-identifying marking.

913

Classification: FFP1, FFP2. FFP3.

914

The number and year of publication of this
European Standard.

See above
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Clause Requirement - Test Result Verdict

915 At least the year of end of shelf life. 2 years P

9.1.6 The sentence “see information supplied by the English used P
manufacturer’, at least in the official language(s) of
the country of destination, or by using the
pictogram as shown in Figure 12b

9.1.7 The manufacturer's recommended conditions of See user manual P
storage (at least the temperature and humidity) or
equivalent pictogram, as shown in Figures 12c and
12d.

918 The packaging of those particle filtering half masks P
passing the dolomite clogging test shall be
additionally marked with the letter "D".

9.2 Particle filtering half mask P
Complying with this European Standard shali be P
clearly and durably marked with the following:

921 The name, trademark or other means of P
identification of the manufacturer or supplier.

92.2 Type-identifying marking. P

9213 The number and year of publication of this See above P
European Standard.

924 The symbols FFP1, FFP2 or FFP3 according to class. | FFP2 P

925 If appropriate the letter D (dolomite) in P
accordance with clogging performance. This letter
shall follow the class designation (see 9.2.4).

9.2.6 Sub-assemblies and components with considerable P
bearing on safety shall be marked so that they can
be identified.

10 Information to be supplied by the manufacturer P

10.1 Inform ation supplied by the manufacturer shall be | English P
at least in the official language(s) of the country of
destination.
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103 The information supplied by the manufacturer shall See user manual P
contain all information necessary for trained and
qualified persons on
- application/limitations;
- the meaning of any colour coding;
- chedks prior to use;
- donning, fitting;
- Use;
- maintenance (e.g. cleaning disinfecting),
if applicable;
-storage;

- the meaning of any symbols/pictograms used of the

104 The information shall be clear and comprehensible. If Cleary considerad P
helpful, llustrations, part numbers, marking shall be
added.

105 Warning shall be given against problems likely to be See user manual P
encountered, for example:

-fit of particle filtering half mask (check prior to use);
-itisunlikely that the requirements for leakage will be
achieved if facial hair passes under the face seal;

- air quality (contaminants, oxygen deficiency);

- use of equipment in explosive atmosphere.

106 The information shall provide recommendations as to P
when the particle filtering half mask shall be discarded.

Table 8.5 Leakage test P
tem Sample 1 | Sample 2 Sample 3 Sampled | Sample 5
Test subject walk (km/h) 6 6 6 6 6
Particle size distribution{ ¥ m) 0.08-1.5 0.08-15 0.08-1.5 0.08-15 0.08-1.5
NaCl flow rate (L/min) 98-101 98-101 98-101 98-101 98-101
NaCl concentration before

mask (mg/m? ) 7.9-83 7.9-83 7.9-83 7.9-83 79-83
NaCl concentration after 0.49 048 0.48 0.49 0.49
mask (mg/m?

Note: Test ark volume is2m 3
Test result total inward Leakage is6.1%<11%
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Table 8.9-1 Inhalation breathing resistance test at 30 P
L/min

Item Sample 1 | Sample 2 Sample 3 | Sampled | Sample S

Inhalation gas velocity (L/min) 30 30 30 30 30

Maximum resistance (mbar) 0,60 0.62 0.61 0.61 0.62

Note: Maximum permitted resistance <0.7 mbar

Table 8.9-2 Inhalation breathing resistance test at 95 L/min P
Item Sample 1 Sample 2 Sample 3 Sample 4 Sample
5
Inhalation gas velocity 95 95 95 95 95
{L/min})
Maximum resistance (mbar) 1.94 1.95 1.92 1.93 1.94

Note: Maximum permitted resistance <2.4 mbar

Table 8.9-3 Inhalation breathing resistance test at 160 L/min P
Item Sample 1 Sample 2 Sample 3 Sample 4 Sample
5
Inhalation gas velocity 160 160 160 160 160
{L/min)
Maximum resistance (mbar) 2.20 2.22 221 2.19 2.21

Note: Maximum permitted resistance <2.4 mbar
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