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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
ZHONGSHAN HEJIAAN ELECTRIC APPLINACE CO.LTD
2F-3,NO.18 Fengchao Road Hetai village Dongfeng Town Zhongshan City Guangdong,

hongshan, Guangdong,528425,CHINA
has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

Labtest Technology Laboratory Ltd.
Owner/Operator Number:10066514

Device Listing#:
Listing Product Premarket
Device N.
No. Code Submission Number o o
D384110 QKR Enforcement Faoce mask ph{except MOS reaf )for general
Discretion public/health p 1 per IIE guid )

Labtest 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. Labtest 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 issued. This certificate does not denote endorsement or
approval of the certificate-holder’s device or establishment by the US. Food and Drug
Administration. Labtest asswmes 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, nov does the US. Food and Drug Administration recognize a
certificate of registration, Labtest is not affiliated with the U.S. Food and Drug Administration.

ED

E-mail:cdrhesubf@cdrh.fda.gov Tel:1-888-INFO-FDA (1-888-463-6332) Webthttpfwww.fda.gov

tssie Apil 3,2020
Expiration Date: December 31,2020
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’JL\(‘CQ Certificate of PPE Compliance

According to Regulation (EU) 2016/425

Applicant: Zhongshan hejiaan Electric Manufacturer: = Zhongshan hejiaan Electric
Appliance Co., Ltd s Appliance Co., Ltd

Address: 2F-3, No.18 Fengchao Road, Hetai Address: 2F-3, No.18 Fengchao Road, Hetai
village, Dongfeng Town, Zhongshan village, Dongfeng Town,
City Zhongshan City

Product: KN95 PROTECTIVE MASK Model Name:  FFP2

Rating: / Trade Mark: 73
Test EN 149:2001+A1:2009

Standard:

Cert.NO.: DQC200400002Q

Based on the voluntary assessment of the product sample and technical file, we confirm that the above-mentioned product meets the
requirements of the EU directive. The CE mark as show below can be used, under the responsibility of the manufacturer or the importer,
after completion of an EU declaration of conformity and compliance with all.relevant EU directives.

e .
Zhongshan DQC Testing Technology Col., ETD; “ " Ne.151, Dongfu 3rd Road, Dongfeng Town,
Zhongshan;Tel:0760-22788858 Fax:0760-22222884  http//:www.dfjc.net.cn




Prepared for :

Prepared By :

Date of Test:
Date of Report:

APPLICATION FOR PPE TEST REPORT
On Behalf of

Zhongshan hejiaan Electric Appliance Co., Ltd.
KN85 PROTECTIVE MASK

Models No.: FFP2

Zhongshan hejiaan Electric Appliance Co., Ltd.

2F-3, No.18 Fengchao Road, Hetai village, Dongfeng Town,
Zhongshan City

Zhongshan DQC Testing Technology Co., LTD
No.151, Dongfu 3rd Read, Dongfeng, Zhongshan, Guangdong,
China

March 16, 2020 to March 26, 2020
March 28, 2020

Report Number: DQC200400001Q

Page 2 of 8 Report No. DQC200400001Q

TEST REPORT
EN 149:2001+A1:2009

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

2020-03-28

Zhongshan DQC Testing Technoloegy Co., LTD
No.151, Dongfu 3rd Road, Dongfeng, Zhongshan, Guangdong, China
CCATL [ SMT O T™P [

Applicant's Name ... . Zhongshan hejiaan Electric Appliance Co., Ltd.

Address .. . 2F-3, No.18 Fengchao Road, Hetai village, Dongfeng Town, Zhongshan
City
EN 149:2001+A1:2009

Test procedure . . Commissioned inspection

Procedure deviation NIA.

Test item description KMN95 PROTECTIVE MASK
Zhongshan hejiaan Elecfric Appliance Co., Ltd.
2F-3, No.18 Fengchao Road, Hetai village, Dongfeng Town, Zhongshan
City

Trademark

Model and/or type reference

Test case verdicts:
Test case does not apply fo the test ohject ... o ON(AL)
Test item does meet the requirement.................... . P(ass)

Test item does not meet the requirement................... - F{ail)

Testing:
Date of receipt of test item
Date(s) of performance of test
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Report No. DQC200400001Q

General remarks:

"(see remark #)" refers to a remark appended to the report.

"{see appended fable)" refers to a table appended to the report.

Throughout this report a comma is used as the decimal separator.

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

This report shall not be reproduced except in full without the written
approval of the tesfing laboratory.

Unless otherwise specified, test are made under normal conditions at
an ambient temperature within the range of 15°C to 35°C, RH45% to
T5% and an air pressure of 860mbar of 1060mbar.

Attachment with:

1) Photo documentation

EN 149:2001+A1:2009

Requirement - Test

Result - Remark

Verdict

Requirements

P

General

In all tests, all test samples shall meet the requirements.

Nominal values and tolerances

Unless otherwise specified, the values stated in this
standard are expressed as nominal values. Except for
temperature limits, values which are not stated as
maxima or minima shall be subject to a tolerance of 5 %
Unless otherwise specified, the ambient temperature for
testing shall be (24 +-8)C, the temperature limits shall
e subject to an accuracy of -1°C and the relative
humidity shall be (50130)%

Visual inspection

Label:

Zhongshan hejiaan Electric Appliance Co., Ltd.
KN95 PROTECTIVE MASK
Model: FFP2

C€

MADE IN CHINA

Note: Due to similarity of the rating labels, only above label is listed

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

Materials

The use of aluminium, magnesium and titanium or alloys
containing such proportions of these metals 83 will, on
impact, give rise to frictional sparks capable of igniting
flammable gas mixtures for exposed parts, i.e. those
which may be subjected to impact during use of the
apparatus shall be restricted to a minimum.

Resistance to temperature

Following the conditioning in accordance with 7.2 and
after being allowed to retum to ambient temperature the
facepiece shall show no appreciable deformation and
any incorporated connector to prEN 148-1 shall be
gauged and shall comply with the appropriate standard.

Flammability

Parts of the facepiece that might be exposed to a flam
during use shall either not bum or not continue to bur for
more than 5 S after removal from the flame.

Cleaning and disinfecting
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Report No. DQC200400001Q

EN 149:2001+A1:2009
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Report No. DQC200400001Q

Requirement - Test

Result - Remark

Verdict

EN 1490:2001+A1:2009

If the particle filtering half mask is designed to be
re-usable, the materials used shall withstand the
cleaning and disinfecting agents and procedures to be
specified by the manufacturer.

Requirement - Test

Result - Remark

Verdict

Demountable pars

All demountable parts (if fitted) shall be readily
connected and secured, where possible by hand.

The breathing resistance of the facepiece shall not
exceed 2,0 mbar for inhalation and 3,0 mbar for
exhalation when tested with a breathing machine {25
cyclesimin, 2,0 Ustroke) or a continuous flow of 160 /min.
The inhalation resistance shall not exceed 0.5 miar at
30 /min continuous flow and 1,3 mbar at 95 /min
continuous flow.

Replaceable components

Inward leakage

Head hamess

The head hamess shall be designed so that the particle
filtering half mask can be donned and removed easily.
The head hamess shall be adjustable or self-adjusting
and shall be sufficiently robust to hold the particle
filtering half mask firmly in position and be capable of
maintaining fotal inward leakage requirements for the
device.

Connector

When the facepieces are fitted in accordance with the
information supplied by the manufacturer, at least 46 out
of the 50 individual results for the inward leakage over
each of the exercise periods as defined in 7.13.1.3 Le 10
subjects X 5 exercise periods) shall be not greater than:
5%

and, in addition, at least 8 out of the 10 individual wearer
arithmetic means (10 subjects) for the inward leakage,
averaged over all exercise periods shall be not greater
than: 2%

The carbon dioxide content of the inhalation air (dead
space) shall not exceed an average of 1,0 % (by
volume).

Field of vision

Inhalation valves and exhalation valves

The field of vision shall be subjectively assessed for
acceptability.

A particle filtering half mask may have one or more
exhalation valve(s), which shall function correctly in all
orientations.

Practical performance

Compatibility with skin

Materials that can come into contact with the wearer's
skin shall not be known to be likely to cause imitation or
any other adverse effect to health.

Carbon dioxide content of inhalation air

The carbon dioxide content of the inhalation air (dead
space) shall not exceed an average of1,0% (by volume).

Breathing resistance

The complete apparatus shall undergo practical
performance tests under realistic conditions. These
general tests serve the purpose of checking the
equipment for imperfections that cannot be determined
by the tests described elsewhere in this European
Standard. In addition to the tests described in this
European Standard details of practical performance
tests for breathing apparatus are given in the relevant
European Standard. Where a half mask or quarter mask
is to be used for fitering devices testing shall be in
accordance with 7.14.
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EN 140:2001+A1:2009

Requirement - Test Result - Remark Verdict APPENDIX
(Photos of EUT)

Where practical performance tests show the apparatus
has imperfections related to wearer's acceptance, the
test house shall provide full details of those paris of
practical performance tests which revealed these
imperfections. This will enable other test houses to
duplicate the tests and assess the results thereof.

===End of report==—=
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R~ : 62x51x48.5CM
#HE : 12001
/%E 7.7kg
FEE&E : 8.7kg
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