NPPTL COVID-19 Response: International Respirator Assessment

Manufacturer: UNKNOWN
Model Tested: UNKNOWN
Date Tested: April 27, 2020

These findings pertain to the respirators that were submitted for assessment. The manufacturer and
model are unknown. The documentation provided for this product indicates that it meets
EN149:2001+A1:2009 (the European standard for Respiratory Protective Devices — Filtering Half Masks
to Protect Against Particles — Requirements, Testing, Marking).

Ten respirators were submitted for evaluation. The samples were tested using a modified version of
NIOSH Standard Test Procedure (STP) TEB-APR-STP-0059. This modified assessment plan can be found
here.

A certificate of approval was provided with the samples received; however, the authenticity of the
claims cannot be validated.

The maximum and minimum filter efficiency observed was 92.58% and 90.18%, respectively. All ten
respirators measured less than 95% efficiency.

While the above-listed product classification has similar performance requirements to NIOSH-approved
devices, NIOSH does not have knowledge about the sustained manufacturer quality system and
product quality control for these products. NIOSH also does not have knowledge about the product’s
handling and exposures after leaving its manufacturer’s control.

In addition, this product is an ear loop design. Currently, there are no NIOSH-approved products with
ear loops; NIOSH-approved N95s have head bands. Furthermore, limited assessment of ear loop
designs indicate difficulty achieving a proper fit. While filter efficiency shows how well the filter media
performs, users must ensure a proper fit is achieved.

This assessment is not a part of the NIOSH respirator approval process and will in no way lead to or
preclude NIOSH approval through the official approval process. This assessment was developed as an
assessment of the filter efficiency for those respirator’s represented as certified by an international
certification authority, other than NIOSH, to support the availability of respiratory protection to US
healthcare workers due to the respirator shortage associated with COVID-19. Only particulate filter
efficiency was assessed.

The results provided in this letter are specific to the subset of samples that were provided to NPPTL for
evaluation.

These results will be used to update the CDC guidance for Crisis Capacity Strategies (during known

shortages).



https://www.cdc.gov/niosh/npptl/respirators/testing/pdfs/NonNIOSH_Filtration_TestPlan.pdf
https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html#crisis
https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html#crisis
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Test: Modified TEB-APR-STP-0059
Date Tested: April 27, 2020
Report Prepared: April 28, 2020
Manufacturer: UNKNOWN

Item Tested: UNKNOWN

Country of Certification: China (EN149:2001+A1:2009)

Pictures have been added to the
end of this report.

Initial Filter Initial Percent Maximum . -
Filter Flc()l‘_'::;;te Resistance Leakage Percent Leakage Filter Ii;:l)aency
(mmH:0) (%) (%)
1 85 9.2 9.19 9.19 90.81
2 85 9.4 9.35 9.35 90.65
3 85 9.3 8.64 8.64 91.36
4 85 8.7 8.58 8.58 91.42
5 85 9.4 9.82 9.82 90.18
6 85 9.2 7.80 7.80 92.20
7 85 8.4 8.07 8.08 91.92
8 85 9.1 8.40 8.40 91.60
9 85 9.7 7.42 7.42 92.58
10 85 8.9 8.00 8.00 92.00
Minimum Filter Efficiency: 90.18 Maximum Filter Efficiency: 92.58

e The test method utilized in this assessment is not the NIOSH standard test procedure that is used for certification of

respirators. Respirators assessed to this modified test plan do not meet the requirements of STP-0059, and therefore

cannot be considered equivalent to N95 respirators that were tested to STP-0059.

e  Respirators tested may not be representative of all respirators with the same certification mark. NIOSH has no control

over suppliers and distributors of respirators certified by other national or international parties.

e This assessment is not a confirmation that it conforms with any or all of its specifications in accordance with its

certification mark.

e This assessment was not a part of the NIOSH approval program. These results do not imply nor preclude a future

approval through the NIOSH respirator approval program.
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RESPIRATOR MASK
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WARNINGS:

1. Before use, wearer must read fitting instructions and
use limitations printed on this box.

2. This respirator helps protect against certain particles.
Masks do not effectively filter small particles from the
air and do not prevent leakage around the edge of the
mask when the user inhales. Masks are loose-fitting and
provide only barrier protection against droplets,
including large respiratory particles.

3. Misuse may result in sickness or death.

4. This respirator does not offer protection against the
risk of contracting disease or infection.

5. Individuals highly sensitive to natural rubber latex
may have an allergic reaction.

6. Before use, the wearer should be trained in the
proper use, including fit testing, in accordance with
applicable safety and health standards.

7. Masks are not capable of filtering out all types of
particles, including bacteria and viruses.

LIMITED WARRANTY

IMPORTANT NOTICE TO PURCHASER: This limited
warranty is made in lieu of the warranties of
merchantability fitness for particular purposes and all
other warranties, experts or implied. There are no other
warranties which extend beyond the description on the
face hereof. The manufacturer shall not be liable or
responsible for any loss, damage, or liability, direct,
indirect, incidental, special or consequential, arising out
of sale, use, misuse or the inability to use products by

the user.

DO NOT USE FOR:

This mask is not safe for use when sandblasting, or with
asbestos, oil aerosols, gases or vapors. If particulate
concentrations exceed either the applicable
government regulations, or 10-times the occupational

exposure limit (whichever is lowest), do not use. Always

obey OSHA +ance-specific standards that specify
other t iratory protection, such as those for
arsen - lead in the construction industry, or
4.4 aniline (MDA). This respirator does not

St o not use in the presence of a high
ource or flammable gas. Do not use for

any surgical setting or where significant exposure to
liquid, bodily or other hazardous fluids, may be
expected or use in a clinical setting where the infection
risk level through inhalation exposure is high. These
masks are not recommended for use by healthcare
personnel (HCP) who need protection from both
airborne and fluid hazards.

USE FOR:
This mask can be used to safely filter pollen plus other

dry particles resulting from grinding, sanding,
sweeping, sawing, bagging, or processing minerals,
coal, iron, ore, flour, metal, and wood. It can be used
with liquid or non-oil based particles from sprays that
do not also emit oil aerosols or vapors.

SERVICE TIME LIMITATION

1. Do not use the same respirator continuously or
intermittently, in dirty workplaces that could result in
high-filter loading.

2. Leave contaminated area and remove respirator if
breathing becomes difficult or proper fit cannot be
obtained or the respirator is damaged, soiled, or
distorted. Do not use the same respirator again once
removed.

MASK-KN9501-25
Made in China
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