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Disposable Protective Mask

Elastic ear loop mask

[executive standard) GB 2626 2006 [mask typelear hook type.
[scope of application) for daity general pratection.
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& Porform a User Seal Check To check the respiralor-to-face-seal place both hands compistely
gver e resgralor and exhale. Bo careful not 1o disturb the position %o the respirator, If ar leg
around the nose se-acjust the nosepiece as described in step 5. M aur beaks around respirate
905, djust posiion of siraps and Make certan respiralor edges it srugly agast the fac

Disposable Protective Mask
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KN95 ..o

Disposable Protective Mask
GB2626-2006

c €| EZP?AQ: 2001+A1: 2009
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B.F.E and PF.E up to 95%
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Safe and reliable
Without fiberglass

Convenient and hygienic

Comfortable fitting and easy breathing

1. Wash hands before putting on a mask, before and after taking one off.

2. The nose clp part is outwards, with the metaillic strip uppermost.

3. Position the mask against the chin first, hand the elastic straps at both ears to properly 1o keep
the mask firmly in place.

4, Tabs on side of respirator to further adjust facepiece for a comfortable it as necessary, Make
certain hair, facial hair, jewelry and clothing are not between your face and the respirator as they
will interfere with fit. Make certain respirator is compietely opened and edges lay flat against your face.

5. Place your fingertips from both hands at the top of the nosepiece.Use both hands 1o bend the
nosepiece 10 fit srugly against your nose and face, Slide fingers down both sides of the nosepiece
1o seal it against your nose and face.Pinching the nosepiece using one hand may resultic
imoroper fit and less effectivo respirator performance, (Use two hands.)

6. Porform a User Seal Check To check the respirator-to-face-seal place both hands completely
over the respirator and exhale. Be careful not to disturb the position fo the respirator. If air leaks
around the nose.re-adjus! the nosepiece as described in step 5, If air leaks around respirator
edges, adjust position of straps and make certain respirator edges fit snugly against the face.




,,
1 4
[N

_

J

ON MI 8
Al DUAL CAME

S 1

o 4




Certificate

No. ICR Polska/P6301891 c €
Name and address of
certificate owner:
Name and address ¢
manufacturer:
Product name: KN95 pfou;ctwe mask
Product types: TL-KN95-01

Product trademark: N/A

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity 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 CHINA CERREI

(SICHUAN) LABORATORY.

No. of test reports: SC(20)-50114A-10-2-PPE
Certificate issue date: 24.03.2020

Expiration date: 23.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-3109.

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

Director: Rafat Kalinowski E E

Warsaw, 24, 03. 2020

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrqacom
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CERTIFICATION OF REGISTRATION

This certifies that:

:_. .:1 O

- has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
- Administration, through

HEALREG SERVICE INC

Owner/Operator Number: | il
Device Listing#: See annex

HEALREG SERVICE INC will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
 terminated after issuance of this certificate. HEALREG SERVICE INC 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 sole benefit it is isswed. This certificate does not denote endorsement or
approval of the certificate-holder 5 device or establishment by the U.S. Food and Drug Administration.

- HEALREG SERVICE INC assumes no liability to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its products. Any representation that creates an
* impression of official approval because of registration or possession of a registration number is misleading and
" constitutes misbranding. ™ The U.S. Food and Drug Administration does not issue a certificate of registration,
nor does the U.S. Food and Drug Administration recognize a certificate of registration, HEALREG SERVICE
- INC is not affiliated with the U.S. Food and Drug Administration.

,
m e |
l hief engin

Issued: March 25, 2020

Expiration Date: December 31, 2020 n

B

]

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: (s _m)

' Proprietary —

Listing No. Names

Code Device Name Activities

Disposable
protective mask

TL-MO1, TL-MO02 Manufacturer

D378655 MSH Respirator, surgical

KN9S protective
mask
TL-KN95-01

END OF THE ANNEX

Sk

Chief engineer
Issued: March 25, 2020
Expiration Date: December 31, 2020
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Repackager/Relabeler |
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Report No.: SC(20)-50114A-10-2-PPE Page 1 of 7

TEST REPORT

EN 149
Respiratory protective devices - Filtering half masks to protect
against particles - Requirements, testing, marking

Report Reference No....................... © SC(20)-50113A-10-2-PPE
Tested by (name + signature)............ :

Compiled by (name + signature)......: h i

Approved by (name + signature).......: m

Date of ISSUE.........occvceceraresesransssnssans ' Mar. 24, 2020

Total number of pages .................... 7 Pages

Testing Laboratory.............ccocouecn. . CHINA CERREI (SICHUAN) LABORATORY.

| V— :  No.49 Wenming Dong Road Longquanyi 100P.R.
China . ’

Testing location ..... As above

Applicant’'s name..................... : Co. Ltd

AAress...........ocovereeecreemmraenssnsenns 1 amadustrial.zone, Tongsheng

onghua District, Shenzhen, China
Test specification:
- R — EN 149:2001+A1:2009

Test procedure............oommimsmnes . Type approved




Report No..  SC(20)-50114A-10-2-PPE Page20of 7

Summary of testing:

Tests performed (name of test and test clause): | Testing location:
Al clauses. 10 buildings 1-5 flcors of Xinligang Bay Industrial
Test item partiCulars. ... ... :

Relative Humidity : 56% RH
Temperature by measurement..........cuiw. s 28 *C
InfOrmation fOr SATEtY USE.............owimnmmmmmmsmmens  NIA
Possible test case verdicts:

- 1St case does nol apply 1o he lestobject.............. NIA

- 1est object does meet the requirement.................. : P (Pass)

- test object does not meet the requirement............. - F (Fail)

Testing:

Date of receipt of test item : Mar. 15, 2020
Date (s) of performance of tests. : Mar. 15-24, 2020
Goneral romarks:

The test results presented in this report relate only to the object tested.

“(Soe Enclosure #)" refers to additional information appended to the report,
"(See appended table)" refers to a table appended to tha report.
Throughout this report 8 comma (point) is usaed as the decimal separator.
List of test equipment must be kept on file and available for review,

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

The following test were carried out according o EN 149:2001+A1:2009 and manufacturer specification
requirement.

Report No.: SC(20)-50114A-10-2-PPE
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EN 149

Clause

| Requrement - Test

| Resut - Remark

| Verdit

Fy——r

to their fikering efficency and their maximum fotal
ivmluw

Particle fitering ha¥ masks are dassified according FEp2

Particle fitering ha¥ masks meesing the
requiraments of this European Standard shall
be designated in the following manner

Requirements

In all tests al test samples shall meet the
requirements,

72

Unless oherwise specfied, the values stated n
this European Standard are expressed as nominal
values

73

The visual inspection shall also include the marking
and the information supplied by the manufacturer.

74

Particie fitering hall masks shall be offered for sale
packaged in such a way that they are protected
against mechanical damage and contamination
before use.

75

Matenals used shall be suitable to withstand
handling and wear over the pariod for which the
particle fitering half mask is designed to be used.

76

If the particle fillering half mask is designed 10 be
re-usable, the matenals used shall withstand the
cleaning and disinfecting agents and procedures o
be specified by the manufacturer.

7.7

The particle filtering half mask shall undergo
praclical performance lests under realistic
condiions.

78

the wearer shall have no sharp edges or burrs.

Parts of the device likely 1o come inio contact with o, shar edges and burrs p

79

791

The laboralory lests shall ingicate thal the particle

half mask can be used by the wearer 10
protect with high probabiity against the potental
hazard to bo expected,

11%

792

mask shall meet the requirements of Table 1.

he penetration of the fiter of the particle fillering halfgep2

7.10

Materials that may come into contact with the
wearer's skin shall not be known 10 be likely 10 causd
irritation or any other adverse effect to heaith.

AL

The matenial used shall nol present a danger for the|
wearer and shall not be of highly flammabile nature.

7.12

The carbon dioxide content of the inhalation
air (dead space) shall not exceed an average
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EN 149

| Requirement - Test

| Verdict

713

The head hamess shall be designed so that the
particie filtering hall mask can be donned and
removed casily.

7.14

The feld of vision I acceptable if determined $0 In
practical performance tosts.

7.15

A partice fitering hall mask may have one cf more
exhalation valve(s), which shal function correctly in
2l orentations,

7.16

The breathing resistances to vaived and
valveless particie filtering half masks and shall
mee! the requirements of Table 2.

rnhahnom 05
Exhalation: 2.1

717

Clogging

T

7171

For single shift use devices. the clogging test is an
optional test.

R

7172

Breathing resistance

TAar21

Valved particle filtering half masks

3 mbar

71722

Valveless particle filtering half masks

3 mbar

7173

Penetration of filter material

7.18

All damourtable parts (# fitted) shall be readiy
connecied and secured, where possible by hand.

ARIARARARY

Protection(D): protection agans! soid and liquid aerosols, combined with resistance higher 1o cogging tested

with dolomite dust

*Average of the tes! results (Receiving State + Simutated port processing)

Report No.: SC(20)-50114A-10-2-PPE PageSol 7
Test Required level Test Date Average value
Paraffin Oil penetration <6% afler 120mg Mar. 12,2020 5,23%

exposure
NaCl ponetration «<B% afler 120mg Mar. 12,2020 0.73%
exposure
Faciol lcakoge 46 results < 11% Mar. 12,2020 Compliant
8 averages in 10<8%
Alr permeabiity inhalasion | <0,7 mbars Mar.11,2020 0,15 mbar*
Air permeabiity inhalaton | =2 4 mbars Mar.11,2020 0,65 mbar*
95Umin
Alr permeability =3 mbars Mar.,10,2020 1,19 mbar*
exhalation 160Umin
Carbon dioxide content <1,0% Mar.10,2020 0.60%
Flammability Must not bum or continue | Mar, 10,2020 Complant
10 burn for more than §
seconds after the
withdrawal of the flame
Remark:
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Photo document of product

Notice

1. This test report shall be invalid without the cachet of the
testing laboratory.

2. This copied report shall be invalid without the sealed cachet
ofthe testing laboratory.

3. This report shall be invalid without tester signature,
reviewer signature and approver signature.
4. This report is invalid if altered.

5. Client shall put forward demurrer within 15days after
receipt of report. The testing laboratory shall refuse

disposal if exceeded the time limit.
6. The test results presented in this report relate only to

theobject tested.

End of test report




Product : KN95

Size: 159%x109%5.5(mm)
Box:26.0x12.0x12.0(cm)
Carton:63.5x54.0«32.5 (cm)
Certificate: CE EN149 FFP2, FDA

10pcs In one plastic bag, 5*10pcs in one giftbox, 20 giftboxes in
one carton, 1,000pcs in one carton.

-Weight: 8.5KG/carton
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