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Summary details

Fluid resistance

120mmHg

Filtration efficiency BFE 98.5t0 99%

Filtration efficiency PFE 98.5t0 99%

Breathability 49 pa/cm? (0.499 mmH20/cm?
Flame retardancy Class 1

Standard compliance EN14683

Mask type Type ll

TUV certificate Available, within presentation

CE marked Yes
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Mask Style

Disposable Face Mask Key Features:

AN ANV NNNNNN

-Skin Friendly High Quality PP Material, 3-Ply

-Low Breathing Resistance

-High Bacterial Filtration Efficiency
-Ear Loop, Elastic Band, Latex Free

-Anatomic Adjustable Integrated nose bridge

-Size:17.5"9.5cm
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Carton Label
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DeVilbiss

HEALTHCARE

NONWOVEN @

FACE MASK

50 Pcs/Box 40Boxes/Ctn

17.5x9.5cm 3p|y
JHFMO002

|[EC|REP | LoT]
LOT
Shanghai Intemational Holding :
Corp. GmbH (Europe)Eiffestrasse ‘
80, 20537 Hamburg, Germany

ce 18013485 =

| | |I HUBEI QIANJIANG KINGPHAR MEDICAL MATERIAL CO.,LTD

YUAN GUANG RO/\D Ol;\NJl/\’\J(‘ HUB[! 4331 O”'(“HIN/\
TEL:+86 728 6480411 FAX:+86 728 6480939, INFO@QJMDN
1 de in China
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Box and carton

50pcs/box, 40box/carton
Carton size: 52x38x30cm
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Construction

SMS material A
5 \ \ A
githl:: M) Spunbond (PP)
W)z MEKEE Meltblown (PP)

JikilZE: W2 Spunbond (PP)

e« 3 LAYERS

3 Materials & Protection

Perspiration

o ok 45 7
Leak Proof Non-Woven Fabric

High Density Filter Layer

Direct Co_nAta‘ct »S_kin Ea_yer
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China National Medical Products Administration (NMPA

registration

Original
Certificate
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Certified
Translation

PROTRANSLATE.NET
TRANSLATION SERVICES
www.Protranslate Net
0850532 16 20
info@protranslate.net

Registration Certificate For Medical Device Of The People's Republic Of China

Registration Certificate Number Hubei Mechanical Note 20142641370

Registrant Name Hubei Qianjiang Kingphar Medical Material Co., Ltd

Registrant Residence ‘Yuanguang Road,Qianjiang Garden Offica

Production Address ‘Yuanguang Road,Qianjiang Garden Office

Agent Name Not Applicable

Agent Residence Not Applicable

Product Name Disposable Medical Mask

Medel, Specification MNon-woven Type Specification: 10-20 cm X 8-12cm - (2-5)
layer

Absorbent Gauze Type  Specification: 10-20 cm X 9 1dcm -
(12-20) layer

Structure and Composition

A Non-woven and filter cloth are finished by folding, hot-pressing,
cutiing and spot welding elastic bands, including ear-hanging and

sirap-binding types.
B: Absorbent Gauze Type: It is sewn and finished by the absorbent
gauze and mask band
Scope of Application Mainly used for medical and health units and family health care.
Annex Preduct technical requirements
Other Content No
Remarks No

Licensing authority: Hubsi Food and Drug Administration

Approval Date: 25 April 2018
alig Unfil: 24 April 2023
(Seal of the licensing authority)

Hubei Food and Drug Administration
Stamp For Registration Certificate For Medical Device
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Declaration of Conformity

International
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Declaration of Conformity

Manufacturer
Hubel Qianjiang Kingphar Medical Material Co., Ltd
Yuanguang Road, 433100, Qianjiang, P. R. China

European Representative
Shanghai International Trading Corp. GmbH (Hamburg)
Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: face mask
Model Number: see CE-labeled products list Q/JH.CE-001

UMDNS Code: 12447
Classification (MDD, Annex IX): I, Aanex IX Rule 1
Conformity Assessment Route: Annex VIl of MDD

We herewith declare in our own responsibility that the above mentioned
products meet the transposition into national law, the provisions of the
following EC Council Directives and Standards. All supporting documentations
are retained under the premises of the manufacturer. The manufacturer is
responsible for the DOC we are responsible for the declaration of conformity

DIRECTIVES

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC conceming medical devices
(MDD 93/42/EEC)

Signature
Name: Wang Zhongxiao
Paosition: President

Page 1 of 1

File Doc. No._Q/AH.CE-1812 Rev _1_



UK Test & Conformity Certificate

Original
Certificate

International
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Certified
Translation

PROTRANSLATE.NET
TRANSLATION SERVICES
www.Protransiate Net
Medical Face Mask 0850 532 16 20
info@protranslate.net

Qualified Certificate (Seal)

Specification: 177.5cm * 9.5 cm

Quantity: 50 PCS

Batch No: 20200404

Valid Until: 20250403

Quality Inspector No: 03

Hubei Qianjiang Kingphar Medical Material Co., Ltd

This product meets the requirements of the specified quality standards according to the delivery inspection




ISO 13485 Certification

(( pAKKs

Deutsche
Aereditie-ungistelie
31132 0

everungistote
13210100

Certificate

No. Q6 045790 0024 Rev. 01

Certificate

No. Q6 045790 0024 Rev. 01

Holder of Certificate: Hubei Qianjiang Kingphar
Medical Material Co., Ltd.
Yuanguang Road
433100 Quanjiang
PEOPLE'S REPUBLIC OF CHINA

i . EN ISO 13485:2016
App"ed Standard(s)' Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13285:20186)
DIN EN ISO 13485:2016

Certification Mark: Facility(ies): Hubei Qianjiang Kingphar Medical Material Co., Ltd.
No. 272 Hongjur Road, 433100 Qianjiang, PEOPLE'S REPUBLIC

OF CHINA

Hubei Qianjiang Kingphar Madical Material Co., Ltd.
Yuanguang Road, 433100 Cianjiang, PEOPLE'S REPUBLIC OF
CHINA

Scope of Certificate: ~ Production and Distribution of,_

Sterile and Non-sterile Gauze Swabs

with X-Ray and without X.R&Y Detectable,
Sterile andiNon.stéfile Lap Sponges

withX:Ray #hd with6Ut X-Ray Detectable,
Stesile and Non-sterilé Gauze Balls
_With-Ray @nd witholit X-Ray Detectable,
Slerité and Nen-sterile Cotton Filled Sponges,
‘Sterile and Nonssterile Non-woven Sponges
With X«Ray and without X-Ray Detectable,
Sterile and Non-sterile Bandages,

Sterile and Non-sterile Absorbent Gauze (Cutting,
Folded or Rolled) with X-Ray and without X-Ray
Detectable, Adhesive Wound Dressing,
Abdominal Dressing Pad,

Disposable Non-woven Wearing,

Sterile and Non-sterile Absorbent Cotton,
Dressing Kit

= & CEPTUOUKAT o CERTIFICADO & CERTIFICAT

i & CEPTUOUKAT o CERTIFICADO & CERTIFICAT
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The Certification Body of TOV SUD Product Service GmibH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.2)
which meets the requirements of the ksted standard(s). See also notes overleal.

Report No.: SH1901223

Valid from: 2019-08-16
Valid until: 2020-06-15

J s

Date, 2019-08-16 Stefan Prei
Head of CertficatiornvNolfied Body

Z RTIFIKAT ¢ CERTIFICATE ¢
ZERTIFIKAT & CERTIFICATE

Page 10f2 oV s

TOV SUD Product Service GmbH + Certification Body + RidlerstraBie 65 + 50339 Munich + Germany Page 20f2 oV

TOV SOD Product Service GmbH » Certification Body + Ridlerstralie 65 « 8032
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Certification to the Medical D

5% & CEPTUOUKAT & CERTIFICADO & CERTIFICAT
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Davices (MDD), Annex V
{Devices in class | in sterile conditions, sterlised systems or procedure packs)

No. G2S 045790 0026 Rev. 01

Manufacturer Hubei Qianjiang Kingphar
Medical Material Co., Ltd.
Yuanguang Road

433100 Qianjiang

PEOPLE'S REPUBLIC OF CHINA

Sterile Gauze Swab without X-ray Detectable,
Sterile Gauze Ball without X-ray Detectable,
Sterile Bandage,

Sterile Non-woven Swab,

Sterile Gauze Roll,

Absorbent Cotton,

Disposable Nofizwoven Weadnp

Product
Category(ies):

rtification Bogdg®F' T UVEUD PlogueBarigelBmbH Btlares that the aforementioned
nufacturerds®® imfllemented Fualilya®€yrance sgstem for manufacture in accordance with MDD
x V. This quality'§sStrapes"sYs’eeoyals those aspects of manufacture concemed with

evice categones and conforms
noe. See also notes overieaf.

Ant
securing and mainlinilg sterile cofigitions of the respective devi

tot

equiremeglis of s Directive. It is subject 1o penodical surveills

idrae @ CEPTUOUKAT ¢ CERTIFICADD & CERTIFICAT

Report No.: §H1901223

=
At

Valid from
Valid until:

08-16
3

Date, 2019-08-16 / / v
Stefan P

of CertificationNot'fied Body

Page 1012
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT @ CERTIFICATE ¢

TOV SUD Preduct Service GmbH « Certification Body « RidlerstraBe 65 - 80329 Munich - Germany

evice Directive

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 045790 0026 Rev. 01

Hubei Qianjiang Kingphar Medical Materal Co., Lid
Yuanguang Road, 433100 Qianjiang, PEOPLE'S REPUBLIC OF
CHINA

Facility(ies):

Hubei Qianjiang Kingphar Medical Material Co., Ltd
No. 272 Hongjun Road, 433100 Qianjiang, PEOPLE'S REPUBLIC
OF CHINA

Page 2 of 2
TUV SUD Product Servica GmbH is Netified Body with identification no. 0123

y + Ridlersirafie 65 «

TOV SUD Product Service GmbH » Certification B 39 Murich « Germany




USA FDA Certification

Health & Human Services

FOA En Espanol

(pYY U.S. FOOD & DRUG L I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Blologics | Animal & Vetarinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & o

New Search Back To Search Results |
Proprietary Name: tace mask

Ciassification Name: MASK, SCAVENGING

Product Code: KHA

Device Class 1

Regulation Number:

Medical Specialty: Anesmesniogy

Registered Estabiishment HUBE] QIANJANG KINGPHAR MEDICAL MATERIAL

Name: CO. LTD

Registered Estabiishment e

Number: >

OsmariOparaion HUBE! GIANJANG KINGPHAR MEDICAL MATERIAL
perator: cO. 110

Owner/Operator Number: 9041777

Estabdishment Operations Repackager/Relabeler

st Updated: 03082020
coesaing Information in giferent Nie formats. see
Language Asssstance Avaltabie: Espanol | BRI 2 | Tidng Viee | ©
English

ructions for Downloacing Viewers ana Players

N | Tagalog | Pycoumt | ‘e a2 | Kreytd Ayisyen | Francais | Poikt | Portugués | italiano | Deutsch | B3R | ~ 2

Accesaibility Contact FOA Websits Policias

U.S. Food and Drug Administration Combination Proguets 4 U5 Department of Health & Human Services
10903 New Hampshire Averue Advinary Cammvtses
Siver Speing, MD 20832

P 1880 INFO.FDA (1-880.400.6222 Beince & Resesrch

Contatt FDA Qegulmary Informstan
Setery
R SN ae TR SIS,

wernationsl Programs

Foe Government For Press
Maws O Eventsy

International



Cytotoxicity Test

SDWH -M201900219-1(E)
STUDY VERIFICATION AND SIGNATURE

™
T 2345678910 20 uwi1Sw 7w w20 22
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Test Article

Sanitation & Environment Technology Institute,
Soochow University,
Final Report

Test Articie Receipt 2019-01-16

rotocol No ¥ ~ | SDWH-PROTOCOL-M201900219-1

ol Effective Date 2019-01-18

Report Number: SDWH-M201900219-1¢E)

[ 2019-01-18
- ; 3 Technical Completion Date | 2019-0
In Vitro Cytotoxicity Test of [ Final Report Completion Date | 2019-03-07
Disposable Non-woven wearing -
using 1SO 10993-5: 2009 Test Method
MTT Method
MEM with 10%FBS extract
Eddibea § Viang Oebons 201
) Date
Sponsor =5
Checked b ) ide, oAk
HuBei Qianjiang Kingphar Medical Material CO.,L'TD Date

Yuan Guang Road, Qianjiang,City,Hubei Province.

Approved by VAVA- VY | Vixge

Manufacturer

Authorized signatory

HuBei Qianjiang Kingphar Medical Material CO..LTD

v gnre 3
Sanitation & Environment Technology Institute \A‘(&iﬂ‘ Palgenin
Sanitation & Environment Technology Institu! pochow University N
No.199 Ren’ai Road, Suzhou Ind 12l Park, China, PC 3 vww.sudatest com S
Direct: 486 512 65880038, Free: 4001078828, Ema ndatest.com Paged of 10
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Skin Sensitisation Test - 1

SDWH-M201900219-2(F

M A N ‘ \ STUDY VERIFICATION AND SIGNATURE
dacwa CNAS ...

— N ’ CNAS L2954 "
180015 ot T2 348567881000 uiSw I ww20N

Sanitation & Environment Technology Institute,
Soochow University,
Final Report

Report Number: SDWH- M201900219-2(E)

Test Artacle Recept ~019-0

No: SDWHPROTOCOL-M201900219-2

Skin Sensitization Test of
Disposable Non-woven wearing

Using I1SO 10993-10:2010 Test Methods

Guinea Pig Maximization Test

0.9% Sodium Chloride Injection Extract

Sponsor Edi
HuBei Qianjiang Kingphar Medical Material CO.,.LTD
Yuan Guang Road, Qianjiang,City,Hubei Province. 8

10ueg Tdn 2eq

Manufacturer Checked by
HuBei Qianjiang Kingphar Medical Material CO.,LTD

Authorized] signatary Date

Sanitation & Environment Technology lnstitute, Soochow University
99 Ren'ai Road, S ndustrial Park, ( PC 215123, http://www. sudatest. com

arive |
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Skin Sensitisation Test - 2

e IBFF 1
i‘ac.m CNAS £ STUDY VERIFICATION AND SIGNATURE
= TESTING

CNAS L2954

180015144061 ‘ - -
122480y A0 2 0 AN T w200 s
Sanitation & Environment Technology Institute, "
Soochow University, i
- Tent Article i
Final Report i
f ‘
p I
Report Number: SDWH-M201900219-6(E) i m
2 goe—
Skin Sensitization Test of ’:"',‘
\ Tent Article Receipt 01901 1¢
Disposable Non-woven wearing N Protocol No SHWH- PROTOCOL- M201900219-6
Using 1SO 10993-10:2010 Test Methods Lratagos BrIective Lt 03nde
' Technical Initition Date 019-03-26
Guinea Pig Maximization Test Technical Completion Date 019-04
Sesame oil Extract Finnl Repors Completion Date: | 2019-04-29
Sponsor ’
) Fdited by [ ang ehery 0\ RTAY )
HuBei Qianjiang Kingphar Medical Material CO,,LTD ;7 ? '1,,,,,
Yuan Guang Road, Qianjiang,City,Hubei Province “ :
. \ ) ¥ £ / 1 C
Manufacturer Chocked by = I pad Mo '}J:',? 425
HuBei Qianjiang Kingphar Medical Material CO.,LTD Study Dirvewd Date
Approved by l BASIN) | D
Autharized Mgnatory Date
Sanitation & Environment Technology Institute, Soochow University
d S L 1

Road, Suzbou Industrial Park, Chinag, PC 215123, hup://www.sudatest.comnm

$001078828, Email: med Jatest.com

darive |
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Skin Irritation test - 1

SDWH -M201900219-3(E)

STUDY VERIFICATION AND SIGNATURE

12248567 80100 20150 17 18 w203 223

Sanitation & Environment Technology Institute,
Soochow University, e s
Final Report
Report Number: SDWH- M201900219-3(E) .
Skin Irritation Test of Test Ariiclc Receipt 12019-01-16
Disposable Non-woven wearing Protocol No. | SDWH-PROTOCOL-M201900219-3
" . - Protocol Effective Date 2019-01-18
Using 1SO 10993-10:2010 Test Method Technical Initiation Date: | 2019-01-18_ "y
0.9% Sodium Chloride Injection Extract Technical Completion Date: | 2019-01-25
Final Report Completion Date: | 2019-02-28
Sponsor
HuBei Qianjiang Kingphar Medical Material CO.,LTD
Yuan Guang Road, Qianjiang,City,Hubei Province. Edited by «:?M}L/anm
Manufacturer )
HuBei Qianjiang Kingphar Medical Material CO.,LTD
Checked by )‘J;‘Ryﬁ\u A

Study Director

~

\
TS
Authorized signatory Date

}:’f" A e 1

Approved by

Sanitation & Environment Technology Institute, Soochow University
No.199 Ren'ai Road, Suzhou Industrial Park, China, PC 215123, http-//www.sudatest.com

Sanitation & Environment Technology Institute, Soochow University
Direct: +86 512 65880038, Free: 4001078828, Email: med@sudatest.com

Page 4 of 9

darive |

International



Skin Irritation test - 2

o SDWH-M201900219-7(E)
M A \\\\\\\J//i A STUDY VERIFICATION AND SIGNATURE
facws CNAS =2
TN gl S st )
18001514406 e oo 123480 B T0N ot 180 v 0 wEOR o
i
Sanitation & Environment Technology Institute, Test Artick g 3
Soochow University, g 1
Final Report ” i
F — 0
Report Number: SDWH- M201900219-7(E) .
| Test Article Receipt 2019-01-16
Skin Irritation Test of Protocol No SDWH- PROTOCOL- M201900219-7
Disposable Non-woven wearing ,':H ”‘ ‘I‘v';“:‘;l": ’ YIXT
using ISO 10993-10:2010 Test Method Technical Completion Date »-04-05
Sesame Oil Extract o et Capioa T
Edited by C )’"u, Térq Tord| 29]4-0y-1)
Sponsor "Date
HuBei Qianjiang Kingphar Medical Material CO.,LTD
Yuan Guang Road, Qianjiang,City,Hubei Province. Checked by OdM T/ A/F- -1
Manufacturer Study Director Dats
HuBei Qianjiang Kingphar Medical Material CO.,.LTD
Appeoved by I e ki el v —plfs

Authorizdd sign Datg™

Sooshow LI hivarsity

Sanitation & Environment Technology Institute, Soochow University

darive |
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Test report and Type 1 Standard test d

R

141019130744
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e 36 A 0l i 75

'I‘esl Report

(2020) WSZ FHL %% 1018 &

[ T —ABRAEAOS

Disposable Medical Face Mask

L ok LR E

Test Report

[2020) WSZ i W 1018 © ’ 2 % 81

~HEE

POt name

EH AR/
ApciEamt/Asa e
I~ RR/eN/R

Marutacturer /Add

REEMNER

Ted andarali

LT ET

Test Reem

BEfEad

-

L 1. 3-24
EHi 0% 17.5¢m X 9%em
"ot 4 N > | Sechication | Non-woven 17 5cmX8cm |
disposable medical face mask - "
8rard

BEaRn 53 WAL R LR /18565868631

|_Hubei Qanjiang Kingphar Medical lla‘enalCo -rdYuarguarg Road, Qianjiang, Hubei China

® RHAMEAE MG RS H L RN B/18565868631
Nubﬂt Quﬂpnﬂ ngphar Me:-caluatanal \.a LtdYuanguang Road, Qianjiang, Hubei,China

" k ‘ #
GW 1018-2020
10 & 000 A2S
10bags i 2020-02-25
SRR 20200213
Entrusted Inspection

2020/02/27~2020/02/29 ; : EAHRRe
st she Guojian Laboratory

BOREENER Meet the t2sts requrements

YY 04692011 (EI%MO ) YY 0482-2011 Surgical Face Mask

Product Name
ZHENEL _ e AR b E MR S
Apphcant Hubei Qianjiang Kingphar Medical Matterial Co. Ltd

e i /B BRI Yo f e 1 D)

Hubei Qiangang Kingphar Medical Matenal Co..Ltd

RiELP

ntrusted Inspection

Manufac turer

BREMES

Test Type

L 75 B f A i A

\HRAA

Jiangsu Guojiarnlesting Techinology Co. Ltd

International

nRENEGe

Test conchasion

iR 20142641370 3. 1 |
LW S E201426413T7 o.fnsaosabbw'ae&uask .
E4AN. MRLRar
siffowresistance\BFE
wWE! r e 20142641370 iR maisdresER
RAARESRTLE 2R
The samples meet the standard ¥ 820142641370 DisposableMadicaFaceMask

The test result detall is in attsched page 2. ERER 290§ :l» 5'!

Entrusting party requires to test according to the technology of
WM =E2014204137

0: DisposableMedicsiFsceMask

0 EEERE 20142641370 TROESON

HR® S Sard g L3-8

Test Report
[2020) WSZ FHL ¥ 1018 § £ 2 W
% ZRER e m:
~ eChr regureme P
S A Paere’ | | 217
7
airflow resistancs
29
HEIENS =95% 9R 2%
BFE
{SETEE 014264013 xne SN LER AR OMASEY

&2 |3
Note

ta

R R 5

The tems B reie'eneed w&'a‘ '52'\142641 0: D:sposableﬂﬂmcalFaaEMssk

the technology requirement isn't within the scope of Guogan CMA qualification

followed blank



Quality Assurance Certificate of Analysis

Hubel Qlanjlang Kingphar Medical Material Co., Ltd

Mt T IR E A EERAT
FAHTRO MRS
QC REPORT - Face Mask
4% proDUCT P Face Mask |yt sze 12.5°9.5¢m, 3ply blue
47 | B Mfg Date 2020-3-05 2% wor 70200305
M0 H 01 INS DATE 2020-3-13 A% N REP DATE 2020-3-15
Y nwna @ ® R U i
NO. Testing Standard results
M The color must be as spec. Bl PASS
1 RER amA AN, WAL S
Aopartnt No stain, wrinkle or damage on the surface, ok PASS
IIET 7t V45 W No breaking of nose clip ok PASS
5 YRR NIRRT 20 W
Gram Not less than 20g/8r euch layer , 20-25G PASS
KR 17.5em L 5%, W 9.5cm £ 5% Length:17.4cm -
The longth 17.5em 5%, The width 9.5¢m -+ 5% | Width: 9.5em
IS S MUY 16em £ 1em PASS
3 AR The length is 16em 4 1em for ear loop. length:16cm
Size BRACRAANT 8,0em A2
The length of nose chip is not less than 8.0cm | length:10.5cm
ieRmy %
The width of fold s even ok s
" M AW R AANF 10N 138
Strength of earloop | Not less than 10N PASS
5 R MR Synthetic Blood penetration resistance None
Blood penetration | Test by 16.0KPa(120mmHg) penetration PASS
P Lt 3.1 M KIEMPAKT 58 o
Flame Retardancy | Not more than 5 PASS
. ALY AA¥Fao
(Pa/em2) Notmore than48 Pajem2 PASS
& RAMxR Al 30ctu/y
Bloburden Not more than 30cfu/g PASS
ST S SR NEAS TF 98%
BFE shall not be less than 98%
bve. bt R AL AW A N T 30%
9 | Fitration Efficlency | PFE shall not be less than 30% PASS
£51@ Results SREMRU, ~2RENE EN14683 BR,
The asbove resuits complied with standard EN14683.

M /Check: Liu Guijso

arive | co
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