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certificate.

EN ISO 13485:2016 CERT
(NO. S20052002)

Certificate TW17/00370

The management system of

has been assessed and certfied as meetng the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activites
Manufacture of Medical Mask

This certificate is valid from 15 April 2019 until 15 April 2022 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 26 March 2022

Issue 2. Certified since 13 April 2017

X ERSE > FHEFAEXXHIREA

This file is for reference omtyand sh¢

not be used as a f@cumen

SGS United Kingdom Lid

Rossmore Business Park Elesmare Port Cheshire CHBS 3EN UK
144 (0151 380-8665 144 (0}151 350-8600 www 505 com

HC SGS 13435 2016 0118
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Object of the declaration:

Model/type: Various
Manufacture
Address:

93/42/EEC Annexl

following documents:
Reference & Date
EN 1SO 13485:2016

Signed for and on behalf of:
Place of issue:

Date of issue:

Position:

Signature:

ldnang

Declaration

of Conformity

XF e FHEFIERXXFIREB
This file is fonoe20es20monly and sh ld€
not be used as a formal document.

Product: Medical Face Mask (Non-sterile)

. Keelung City 206, Taiwan

This declaration is Issuea unaer the sole responsibility of the manufacturer.

The object of declaration described above is in conformity with the relevant
Union harmonization legislation:

Concering Medical Devices

Conformity is shown by compliance with the applicable requirements of the

Title
Medical Devices - Quality Management Systems-
Requirements for regulatory purposes.

Keelung, Taiwan
13 April 2017
Management representative

s Che -Cham

SUM EASY Enterprise Co., Ltd. E E
) 2F., No. 53, Junxian Rd., Qidu Dist., Keelung City 206, Taiwan vt
www.sumeasy.com.tw Tel: 886-2-2456-0999 E




certificate

BFE and Delta P Report

k Nelson Labs.

A Sotera Health company

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article: PID: 5CB031, Lot: 42264302
Purchase Order: B108042209F
Study Number:  1296401-S01
Study Received Date: 05 May 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the tesl article lo the bacterial counts downstream. A suspension
of Staphylococcus aursus was aerosolized using a nebulizer and delivered to the test amcle at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.7 - 3.0 x 10° colony fonmng
units (CFU) with a mean particle size (MPS) of 3.0 £ 0.3 pm. The aerosols were drawn through a six-
stage, \iable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19
and EN 14683:2019, Annex B.

The Delta P test is performed to determine the breathability of test articles by measuring the differential
air pressure on either side of the test article using a manometer, at a constant flow rate. The Delta P test
complies with EN 14683:2019, Annex C and ASTM F2100-19.

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.

Test Side: Inside
BFE Test Area: ~40 cm’
BFE Flow Rate: 28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Test Article Dimensions: ~172 mm x ~169 mm
Positive Control Awerage: 2.3 x 10° CFU
Negative Monitor Count: <1 CFU
MPS: 2.8 ym

S S % > W FIE 2 1R 9 8
This file is for reference only and should
not be used as a formal docupesnt.
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ACCREDITED

TESTHG LADOSATOAY

Reid Jones electronically approved for 22 May 2020 13:58 (+00:00)

Study Director James Luskin Study Completion Date and Time

801-290-7500 | om | sales@nelsonlabs.com twd FRTO004.0001 Rev 22

Page 1 0f 2
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Study Number 1296401-S01
Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

& Nelson Labs.

A Sotera Health company

Results:
1 99.8
2 99.5

;zmi &%,xmﬁnm-tﬁ?&*gam

.
Tasl Article Number Delta P (mrn H;O/cm‘) Della P (Palcm‘)

2 28 254
3 26 253
4 28 25.3
5 26 25.3

The filtration efficiency percentages were calculated using the following equation:
T C = Positive control awrage
x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

G
% BFE =

801-290-7500 | nelsonlabs com | sales@nelsonlabs.com ord FRT0004-0001 Rev 2
Page 2 of 2



certificate.

PFE Latex Particle Challenge Report

&' Nelson Labs.

A Sotera Health company

Latex Particle Challenge Final Report

Test Article: PID: 5CB031, Lot: 42264302
Purchase Order: B109042209F
Study Number:  1296400-S01
Study Received Date: 05 May 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocol (STP) Number: STPOU05 Rev 07
Deviation(s): Quality Event (QE) Number(s): QE22125

Summary: This procedure was performed to evaluate the non-viable particle filtration efficiency (PFE) of
the test article. Monodispersed polystyrene latex spheres (PSL) were nebulized (atomized), dried, and
passed through the test article. The particles that passed through the test article were enumerated using
a laser particle counter.

A one-minute count was performed, with the test article in the system. A one-minute control count was
performed, without a test aricle in the system, before and after each test article and the counts were
awraged. Control counts were performed to determine the avwerage number of particles delivered to the
test article. The filtration efficiency was calculated using the number of particles penetrating the test
article compared to the average of the control values.

The procedure employed the basic particle filtration method described in ASTM F2299, with some
exceptions: notably the procedure incorporated a non-neutralized challenge. In real use, particles camy a
charge, thus this challenge represents a more natural state. The non-neutralized aerosol is also specified
in the FDA guidance document on surgical face masks. 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.

Tes! Side: Inside
Area Tested: 91.5 cm”
Particle Size: 0.1 ym
Laboratory Conditions: 20°C, 29% relative humidity (RH) at 1405; 20°C, 27% RH at 1510
Awerage Filtration Efficiency: 99.75%

X HFRESE  FMEMER X ABER
This file is for reference only and should
not be used as a formal document.
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i TESTE LASORATONY
Christopher Acker electronically approved for 30 May 2020 20:18 (+00:00)
Study Director Curtis Gerow Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com tra FRT0005-0001 Rov 6
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certificate.

VFE Report

Thace Il lh 3{py 0 B3 i 26 rickboe et ralase U L e skl A5G TIRMG 11 IR 10T Fapperts iy H0 e 6 Cabicust acwfl 1 Bhile vty ST b DL Mms 61ed cond$005 2 Wi

Q’Nelson Labs.

A Sotera Health company

Keelung City, 206
TAIWAN

Viral Filtration Efficiency (VFE) Final Report

Test Article: PID: 5CB031, Lot: 42264302
Purchase Order: B109042209F
Study Number:  1296399-S01
Study Received Date: 05 May 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STPOU07 Rev 16
Deviation(s): None

Summary: The VFE test is performed to determine the filtration efficiency of test articles by comparing
the wral control counts upstream of the test aricle to the counts downstream. A suspension of
bacteriophage ®X174 was aerosolized using a nebulizer and delivered to the test aniclae at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.1 -3.3 x 10” plaque forming
units (PFU) with a mean particle size (MPS) of 3.0 ym + 0.3 pm. The aerosol droplets were drawn
through a six-stage, vable particle, Andersen sampler for collection. The VFE test procedure was
adapted from ASTM F2101.

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.

Test Side: Inside
Test Area: ~40 cm”
VFE Flow Rate: 28.3 Liters per minute (L/min)
Conditioning Parameters: 85 i 5% relative humidity (RH) and 21 & 5°C for a minimum of 4 hours
Positive Control Average: 3.2 x 10° PFU
Negative Monitor Count: <1 PFU

SIS S 00 £ I IE U SRR 8
_ - L) EIC I CIILE U 18 L)L

] "
Test Article Number Percent VFE (%)

2 99.5
S 99.3
= 99.6
A 99.0
AW,
A
‘,‘@; ACCRAEDITED
KIS TESTG LAGGRATORY

Shelby Vaubel electronically approved for 30 May 2020 22:13 (+00:00)

Study Director James Luskin Study Completion Date and Time

801-290-7500 | nelsonlabscom | sales@nelsonlabs.com heb FRTC007-0001 Rev 16
Page 10f 2

Study Number 1296399-S01
Viral Filtration Efficiency (VFE) Final Report

Q Nelson Labs.

A Sotera Health company

The filtration efficiency percentages were calculated using the following equation:

c-T <ite C = Positive control average
G T = Plate count total recovered downstream of the test article

Xt 8%  FREERIE Ui
This file is for reference only and should
not be used as a formal document.

% VFE =

elsoniabs.com ret FRT0007-0001 Rev 16

Page 2 of 2
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CNS14774/CNS14775 CERT

BEE (2455-1596)
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Taiwan Textile Research Institute
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Taiwan Textile Research Institute
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