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Hong Kong (HK) - Financial

Our worldwide offices

ROOTS makes a difference
This is where

Our certificates

Trusted by millions of professionals worldwide. Our safety 
products are meticulously designed, manufactured and 
tested in accordance with the latest safety standards.

Our offices and production in China.

Independent quality control testings.

QC-team available 24/7 in China.

Our devotion Our offices and production in China
We know that health, safety and wellbeing of your workforce is your 
number one priority. ROOTS cares deeply about the safety of anyone 
wearing its products, understanding the hazardous condition to 
which the products need to offer protection.

Imminent shortages of protective equipment
Given the imminent shortages of respiratory protection and test 
kits in Europe, we have commissioned our Quality Control team in  
Suzhou (China) to source significant amounts of the much-needed 
protective equipment. These include medical-, FFP2-, FFP3-masks 
and related products such as Corona Test Kits.

Our QC specialists on the ground in Suzhou (China) are sourcing on 
a daily basis, finding the best production partners.

We have offices in Rotterdam (HQ), Suzhou and Hong Kong. These 
offices were set up in 2010 with our own staff in order to perform 
quality controls that meet our established requirements. On a daily 
basis, six QC specialists are continously involved in our quality controls.

We take responsibility in our organization and in our supply chain. In 
addition to being a member of the Fair Wear Foundation, we follow the 
quality management system ISO 9001 and our CSR Policy is certified 
in accordance with ISO 14001. This framework is part of maintaining 
our quality and continuously improving it so our organization fully 
meets the wishes and requirements of our customers. The entirety 
of measures and procedures in the field of quality assurance are 
recorded and documented in a manual. 

For more information: www.roots-original.com/csr

!

Rotterdam, NL

Suzhou, CN

Hong Kong, HK

ISO 9001 ISO 14001

COMPLIANT
GDPR
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Available masks and equipment

In regards to the impending shortage of respiratory protection and 
test kits in Europe, our QC specialists in Suzhou (China) and Hong 
Kong are in search for reliable production partners on a daily basis. 
They source for significant quantities of protective equipment; masks, 
test kits and related articles. We have successfully sourced these 
products.

Through this initiative, ROOTS wants to help tackle the shortages 
of protective equipment and to enable a large number of people 
to receive appropriate protection and thereby prevent the further 
spread of the COVID-19 virus.

Given the worldwide influx of protective equipment. It is necessary to 
act quickly. We can purchase these protective equipment from our 
Chinese partners. Please contact us as soon as possible. 

The stock and production status changes daily.

Important note

On the following pages you will find our the most current supply 
and stock statuses. These articles will have approximate ±1 week 
delivery time after the initial down payment. The product range will be 
supplemented with additional products in the coming days.

Stock and leadtime

Boots on the ground in China

!

We love to make a complicated topic easy to comprehend.
Give our Sales Manager, Marco Kremers, a call on 
+31 (0)6 5142 5353  or send an email: marco@roots-original.com.

Need to talk to an expert?

Call +31 (0)6 5142 5353
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Test Kit
COVID-19 Antibody Diagnostic Kit

Test results are easily discernible

Certificates
98/79/EC
ISO 13485:2012 - TÜV SÜD CERTIFICATION
CE EU CERTIFICATION

Key features
1. Easy sampling of fingertip blood at home
2. Quick results in 15 minutes
3. Test results are easily discernible to the naked eye
4. Widely applicable to screening of asymptomatic people and 

suspected patients to avoid the risk of cluster infection in 
hospitals

CE-certified, 

15 minutes check

• Positive result: Two red lines appear, namely the quality 
control line (C) and the detection line (T). Positive results are 
recommended for retesting. Both results are positive and further 
testing is recommended.

• Negative result: Only the quality control line (C) appears, and no 
detection line (T) appears.

• Invalid result: When the quality control line (C) does not appear, 
the test is invalid. It is recommended to use a new test card to 
repeat the test.

• Remarks: Interpretation results for 15 minutes, results for 
interpretation over 20 minutes are invalid

Quality Controle line

Detection line

Sample line

Test methodology
This kit uses immunochromatography to add the blood sample to 
the test card. If 2019-nCoV-antibody is present in the sample, it will 
bind to colloidal gold-labeled 2019-nCoV recombinant protein.The 
immune complex moves forward along the detection card under the 
action of capillaries. If the sample contains the 2019-nCOV antibody, 
it will bind to the 2019-nCoV recombinant protein coated on the 
detection area on the membrane to form a purple-red stripe.The 
colloidal gold-labeled biotin was captured in the streptavidin-coa-
ted quality control region, forming a purple-red stripe, showing 
2019-nCoV-antibody positive.

Certificates Stock and 
leadtime

Price per piece
($ USD)

Comments

98/79/CE

EN ISO 13485:2012

CE EU Certified

MOQ:
10.000 pieces

Leadtime:
1 week after 
down payment.

$ 38.00 USD Sourced through ROOTS production 
partner.

COVID-19 Antibody Diagnostic Kit

Download Certification

www.roots-original.com/corona

After the virus invades the human body, it will be quickly recognized 
by the human immune system, and specific immunoglobulin antibo-
dies will appear in human blood, and the test result will be positive.
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Certificates Stock and 
leadtime

Price per piece
($ USD)

Comments

KN95 MOQ: 
50.000 pieces

Leadtime:
5 days after 
down payment

$ 3.84 USD Sourced through ROOTS production 
partner.

Type KN95 Mask

Download Certification

www.roots-original.com/corona

Mask
Type KN95 Mask

Key features
1. Pre-shaped N95 mask for better fit
2. Adjustable integrated nose clip
3. Ear-loop design
4. Breathable and comfortable
5. Designed to be combined with eye/face protection

Stock and production leadtime
TRITAL Safety B.V. will take stock of the KN95 mask but do note that 
stock levels will differ on a daily basis.

The production time is 2 days (this applies to orders up to 200,000 
pieces). Meaning that we can deliver face masks within 5 days if not 
in stock.

Leadtime 
2 - 5 days

!
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3-ply medical mask
Type IIR with BFE 98%

Certificates Stock and 
leadtime

Price per piece
($ USD)

Comments

EN 14683 MOQ: 
500.000 pieces

Leadtime:
15 days after 
down payment

$ 0.88 USD Sourced through ROOTS production 
partner.

50 pieces per box
2,000 pieces per carton
Box size: 520 x 380 x 340 mm
Box weight: 6.5 kgs

3-ply medical mask type IIR with BFE 98%

Download Certification

www.roots-original.com/corona

Key features
1. Type IIR mask with 98% bacterial filtration efficiency
2. Earloop protection design
3. Multi-layer folding design for seamsless fit
4. Adjustable integrated nose clip
5. Enhanced protection
6. Breathable and comfortable

Stock and production leadtime
The status of the stock will vary from day to day. If interested, contact 
us directly.

The production time is currently 12 days.Meaning that we can deliver 
face masks within 15 days if not in stock.

three layer design
adjustable 

integrated nose clip

breathable and 

comfortable

enhanced protection

the production facility
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Certificates Stock and 
leadtime

Price per piece
($ USD)

Comments

MOQ: 
50.000 pieces

Leadtime:
5 days after 
down payment

$ 0.72 USD Sourced through ROOTS production 
partner.

Non-sterile mask

Mask
Non-sterile mask

Key features
1. Earloop protection design
2. Multi-layer folding design for seamsless fit
3. Adjustable integrated nose clip
4. Enhanced protection
5. Breathable and comfortable
6. For non-medical use purposes

Stock and production leadtime
TRITAL Safety B.V. will take stock of the non-sterile face mask but 
do note that stock levels will differ on a daily basis.

The production time is 2 days (this applies to orders up to 200,000 
pieces). Meaning that we can deliver face masks within 5 days if not 
in stock.

Leadtime 
2 - 5 days

!
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Hand disinfectant
250 ml or 5 litre

Hand disinfectant contains more than 70% alcohol for deep cleaning 
of the skin and surface. The product is a liquid-like product that you 
can apply to wet or dry hands.

Rub the product on your hands well for 30 seconds. Your hands will 
dry automatically after this. Optionally, you can rinse your hands with 
water and dry with clean paper.

For professional use, the composition is in 
accordance with “WHO recipe”

Certificates Stock and 
leadtime

Price per piece
($ USD)

Comments

- MOQ: 
Per box

Leadtime:
2 days after 
payment

250 ml - $ 9,20 
USD

5 litre - $ 36,00 
USD

16 pieces per box

Hand disinfectant

Main use category: 
• Industrial use
• Professional use
• Consumer use 

Use of the substance / mixture: 
• Sanitary / Hygiener

Relevant identified uses

Label elements

Harmful Flammable Health Hazard



YOUR DISTRIBUTOR:

HQ visiting address:

Mandenmakerstraat 51

3194 DA Hoogvliet (Rotterdam)

The Netherlands

Contact us, we’d love to help:

T:   +31 (0)10 2955 955

F:   +31 (0)10 2955 966

E:   info@roots-original.com

W:  www.roots-original.com

Contact information
As specialists in Flame Retardant & Arc Flash protective workwear 

we love to help make a complicated topic easy to comprehend.

Find us on social media:

        facebook.com/rootsoriginal

        linkedin.com/rootsoriginal

        instagram.com/rootsoriginal

COME HOME SAFE





VERJFICATION OF EN 455 CONDITIONAL COMPLIANCE 


No.: 


Product Name: 


Style No. 


DISPOSABLE NITRILE GLOVE 


XS,S,M,L,XL,XXL 


Sufficient samples of the product have been tested and found to be in contormity with 


Test Staooard· EN455-1:2000 MEDtCAL GLOVES FOR SINGLE USE-
PART 1: REQUIREMENTS AND TESTING FOR FREEDOM FROM 
HOLES 
EN455-2:2015 MEDICAL GLOVES FOR SINGLE USE· 
PART 2: REQUIREMENTS AND TESTING FOR PHYSICAL 
PROPERTIE 
EN455..J:2015 MEDICAL GLOVES FOR SINGLE USE· 
PART 3' REOUIREMENTS AND TESTING FOR BIOLOGICAL 
EVALUATION CLAUSE 4.4 & 4.6 


as shown in the 
Test Report Number{s): SHHL 1602007536MD-01 


Thls vortfication Is ontyvalid for the equ!pment and eoriltgu�tion de$al:)ed, and in conJunction w1th tho test dita detailed, lt COM.alns the 
result of the $lnglc exa-nlnallOn of the subject belrig fn !land and doe& nol raprHent atry unlver5Blfy vatld deoiJlon concemlng the quallty 
of arry sub}ect of the arrent produdion 


� C--. 
OoMa Gu 


�----cRSIHardino seu s,ction Head 
SGS-CSTC S1ancla.rds Technical Sel'V1ces Co., Ltd. Ap,12, 2016 


Copynghe of ttm verlflcatJon is owMd by SGS-CSTC Standéltds T&el)nlçel Servtees Co., Ltd. and may not be iep(och.ioed otl'lêr u,an 1n bJH 
and wsth the prior eppnvat of the Genera! Mln�r. This verificalîon Is aubjeded to the govemance of the Genaral Condilion.s of StNloes, 


printed O\!erleaf. 


Member of SGS Group (Soci6t6 G•llérale dt S1.1rveillcm08) 


Tld,d,�I• ilawi&.•■•Ol•"'-111111Lll,lt._ eo.,_,-..ill � eo.,l�•ls.nict,nni.tl pQ,I 
l\t Cli111i1 .itMtiOlil ll!7WII IO IM Il"'� d ll111il11y 111!1._, ll�lffl ... j.W1Jd>cll0fl ,si. d,,_.,..,. • 


._,.._ i.w,, ot,... ••-lll■ ,,.__. e.tl.ror�,11 Ctill'Ullned "'"°" �u""" c.n,--,·, li.r.nas t'• 
-,, 1b h1(.1'"-fftio11 ........ Wdh>fl 11\t 1 .. ,." cn .... ts hutnic ...... , ,j ·"'·,.. e-,..,-. soa. tOJ,OIISIIIHdf ... 
iocJ a ...... u..s d�• --•r10tt:t6H!aUlf,iUIDI trMUIGIIIM Ff•Ul!C. ...... .i1 ,,..., 1lg1!11Mt lllh9J1,o" 
_..,,__._.._.. 


SGSPAPER 


16598818 1[11 11111 1111 111 11 111 111 







Holder: 


Product: 


ldentlflcation: 


Tested acc. 10: 


CERTIFICATE 


of Conformlty 


Reglstretlon No.: 


Report No.: 


&h11t1btfld1chY11t 
Protective Olovn 


111Lnla glovea, blue u,u,• S, M &Jid C. 


r1 4SS• 112000 
l.'I 455•212000 
UI 45S•JiltU 


TÜV 


The c:-1lfle•t• of confo1mlty ••••• to me 1bov1 mentlonld p,oduct. Thlt l1 to certlfy ttwlt the apedmen 
Ie In c:onto,mlty with the au"1man1 requlrement nMntlonecl tbove. Thle c:e111flca1• do" not lmply 
auetame,u of th• p,oduc1lon of me p,oduct and cJoo not peimlt the use of • TOv RhelMnd ma,lc of 
C61116fflllty 


Cologne, 25. l0.2002


TÜV Rheinland Product Safety GmbH • Am Grauen Stein • 0-51106 Köln 








扫描全能王 创建







扫描全能王 创建







扫描全能王 创建







扫描全能王 创建








Declaration of Conformity


Product COVID-19 Antibody Diagnostic Kit (Colloidal Gold)


COVID-19 IgG Antibody Diagnostic Kit (Colloidal Gold)


COVID-19 IgMAntibody Diagnostic Kit (Colloidal Gold)


COVID-19 IgG Antibody Diagnostic Kit (CLIA)


COVID-19 IgM Antibody Diagnostic Kit(CLIA)


COVID-19 IgG Antibody Diagnostic Kit (ELISA)


COVID-19 IgM Antibody Diagnostic Kit(ELISA)


Classification Others IVD Devices


Conformity Assessment Route IVD 98/79/ECAnnex III


We herewith declare under our sale responsibility that the above mentioned products meet the


provisions of the Council Directive 98/79/EC on in vitro diagnostic medical devices. All supporting


documents is retained at the premise of the manufacturer.
Standards Applied 98/79/EC EN ISO 13485:2012


Tianjin, China; 9th March 2020


(Place ,Date of issue) (Signature and Position)
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Product Service 


CERTIFICATE 


Holder of Certificate:  


Facility(ies): 


Certification Mark: 


Scope of Certificate: 


tuv-sud.com/ps-cert 


Production, Sales, Distribution and Servicing 
of ln-vitro Diagnostic Reagent of Chemiluminescent 


immunoassay and Chemiluminescent immunoassay 


analyzer,ln-vitro Diagnostic Reagent of Time-resolved 


fluorescence immunoassay and Time-resolved fluoresc 


imm unoas-say analyzer. 


Applied 
Standard(s): 


EN ISO 13485:2012 + AC:2012 
Medica! devices - Quality management systems -
Requirements for regulatory purposes 
(ISO 13485:2003 + Cor. 1 :2009) 
DIN EN ISO 13485:2012 


The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system (excluding subclause 
7.3), which meets the requirements of the listed standard(s). See also notes overleaf. 


Report No.: 


Valid from: 


Valid until: 


Date, 2017-07-18 


2017-07-18 
2020-07-17 


Stefan Prei[), 


Page 1 of 1 


(( DAk!�sche 


TÜV SÜD Product Service GmbH • Zertifizierstelle • Ridlerstra�e 65 • 80339 München • Germany 


Akkreditierungsstelle 
D-ZM-11321-01-00 












Nelson Labs� 
A Sotera Health company 


Bacterial Filtration Efficiency (BFE) Final Report 


Test Article: 
Purchase Order: 


Study Number: 
Study Received Date: 


Testing Facility: 


Test Procedure(s): 
Deviation(s): 


WLM2002 
WL201906-1121T 
1253866-S01 
26 Dec 2019 
Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 
Standard Test Protocol (STP) Number: STP0004 Rev 18 
None 


Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing 
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension 
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant 
flow rate and fixed air pressure. The challenge delivery was maintained at 1. 7 - 3.0 x 10


3 
colony forming 


units (CFU) with a mean particle size (MPS) of 3.0 ± 0.3 µm. The aerosols were drawn through a six
stage, viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19 
and EN 14683:2019, Annex B. 


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: 


BFE Test Area: 
BFE Flow Rate: 


Inside 


~40 cm
2 


28.3 Liters per minute (L/min) 


Conditioning Parameters: 


Test Article Dimensions: 


85 ± 5% relative humidity (RH) and 21 ± 5°C for a minimum of 4 hours 


~174 mm x ~154 mm 


Positive Control Average: 1.8 x 10
3 


CFU 
Negative Monitor Count: <1 CFU 


Study Director 


801-290-7500 


MPS: 3.1 µm 


Janelle R. Bentz, M.S. 


l llllll lllll lllll lllll lllll lllll lllll 111111111111 111 11111 1111 1111
1253866-S01 


nelsonlabs.com I sales@nelsonlabs.com 


ACCAEOITE D 


PEMMW 
TE$T!NG L.ABOAATORY 


Study Completion Date 


heb FRT0004-0001 Rev 22 


Page 1 of 2 


These results apply to the samples as received and relate only to the test artide listed in this report. Reports may not be reproduced except in the1r entirety. SubJect to NL tenns and conditions at www.netsonlabs.com. 







Nelson Labs.
A Sotera Health company


Study Number 1253866-801
Bacterial Filtration Efficiency (BFE) Final Report


Results:


Test Article Number


1


2


3


4


5


Percent BFE (%)


>99.9'


>99.9'


>99.9'


>99.9'


>99.9'


' There were no detected colonies on any of the Andersen sampler plates for this test article.


The filtration efficiency percentages were calculated using the following equation:
_j' C = Positive control average


% BFE = 100 T = Plate count total recovered downstream of the test article
^  Note: The plate count total is available upon request


801-290-7500 | nelsonlabs.com sales@nelsonlabs.com hcb FRT0004-0001 Rev 22
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Nelson Labs. 
A Sotera Health company 


Synthetic Blood Penetration Resistance Final Report 


Test Article: 
Purchase Order: 


Study Number: 
Study Received Date: 


Testing Facility: 


Test Procedure(s): 
Deviation(s): 


WLM2002 
WL201906-0920 
1225963-S01 
26 Sep 2019 
Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 
Standard Test Protocol (STP) Number: STP0012 Rev 09 
None 


Summary: This procedure was performed to evaluate surgical facemasks and other types of protective 
clothing materials designed to protect against fluid penetration. The purpose of this procedure is to 
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from 
possible exposure to bloed and ether body fluids. The distance from the target area surface to the tip of 
the cannula is 30.5 cm. A test volume of 2 ml of synthetic blood was employed using the targeting plate 
method. 


This test method was designed to comply with ASTM F1862 and ISO 22609 (as referenced in 
EN 14683:2019 and AS4381 :2015) with the following exception: ISO 22609 requires testing to be 
performed in an environment with a temperature of 21 ± 5°C and a relative humidity of 85 ± 10%. lnstead, 
testing was performed at ambient conditions within one minute of removal from the environmental 
chamber held at these parameters. 


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. 


Number of Test Articles Tested: 32 
Number of Test Articles Passed: 30 


Outside 


Study Director 


801-290-7500 


Test Side: 
Pre-Conditioning: 


Test Conditions: 
Minimum of 4 hours at 21 ± 5°C and 85 ± 5% relative humidity (RH) 
20.6°C and 23% RH (Units 1-16) 
22.1°C and 21% RH (Units 17-32) 


Janelle R. Bentz, M.S. Study Completion Dat 


l llllll lllll lllll lllll lllll lllll lllll 1111 11111111 111 11111 1111 1111
1225963-S01 


nelsonlabs.com I sales@nelsonlabs.com bsm FRT0012-0002 Rev 12 


Page 1 of 2 


These results apply to the samples as ft'C{)1ved and relate onty to lhe test art1c:le hsled m !hts re(lOrt Rer:iorts may nol be reprodured exC€'p! 111 !lle1r €'nl1rêty SuOied to NL tem,s and C:◊lll�1\10ll5 al wwv, nels0n!ab<; r.om 







Nelson Labs.
A Sotera Health company


Study Number 1225963-S01
Synthetic Blood Penetration Resistance Final Report


Results: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when S29 of 32 test articles show passing results.


Test Pressure: 120 mmHg (16.0 kPa)
Test Date: 03 Get 2019


Test Article Number


1-3, 5-16


4


Synthetic Blood Penetration


None Seen


Yes


Test Pressure: 120 mmFIg (16.0 kPa)
Test Date: 07 Nov 2019


Test Article Number | Synthetic Blood Penetration | Test Article Number | Synthetic Blood Penetration


17-27, 29-32


28


None Seen


Yes


801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com FRT0012-0002 Rev 12
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Nelson Labs 
A Sotera Health company 


Differential Pressure (Delta P) Final Report 


Test Article: 
Purchase Order 


Study Number: 
Study Received Date: 


Testing Facility 


Test Procedure(s): 
Deviation(s) 


SAMPLE ID: WLM2002 
WL201906-0920 
1225964-S01 
26 Sep 2019 
Nelson Laboratories, LLC 
6280 S Redwood Rd. 
Salt Lake City, UT 84123 U.S.A 
Standard Test Protocol (STP) Number STP0004 Rev 17 
None 


Summary: 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 


8 Liters per minute (L/min) Delta P Flow Rate 
Conditioning Parameters 


Test Article Dimensions: 


85 ± 5% relative humidity (RH) and 21 ± 5°C for a minimum of 4 hours 


~176 mm x ~159 mm 


Results: 


Test Article Number 


3.0 


2 3.0 


3 3 0


4 3.0 


5 3.0 


r 


tJ / 
Study Director Janelle R. Bentz, M.S. 


l llllll lllll lllll lllll lllll lllll lllll 1111 11111111 111 11111 1111 1111
1225964-$01 


801-290-7500 nelsonlabs.com I sales@nel on1ab .com 


Delta P (Pa/cm
2


) 


29.2 


29.8 


29.8 


29.0 


29.2 


Study Completion Date 


heb FRT0004-0001 Rev 21 


Page 1 of 1 







Latex Particle Challenge Final Report 


Test Article: 
Purchase Order: 


Study Number: 
Study Received Date: 


Testing Facility: 


WLM2002 
WL201906-1121T 
1253865-S01 
26 Dec 2019 
Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 


Test Procedure(s): 
Deviation(s): 


Standard Test Protocol (STP) Number: STP0005 Rev 07 
None 


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. 


Three one-minute counts were performed, with the test article in the system, and the results averaged. 
Three one-minute control counts were performed, without a test article in the system, before and after 
each test article and the counts were averaged. Control counts were performed to determine the average 
number of particles delivered to the test article. The filtration efficiency was calculated using the average 
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 carry a 
charge, thus this challenge represents a more natura! 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. 


Test Side: Inside 


Area Tested: 91.5 cm
2 


Particle Size: 0.1 µm 


Laboratory Conditions: 20°C, 24% relative humidity (RH) at 0951; 20°C, 24% RH at 1242 
Average Filtration Efficiency: 99.920% 


Study Director 


801-290-7500 


Standard Deviation: 0.0358 


Janelle R. Bentz, M.S. 


1 111111 11111 11111 11111 11111 IIIII IIIII IIII IIIIIIII III 11111 1111 1111 
1253865-S01 


nelsonlabs.com I sales@nelsonlabs.com 


02 Ian 2()20 
Study Completion Date 


ks FRT0005-0001 Rev 6 


Page 1 of 2 


These resutts apply to the samples as received and relate only to the test article listed in this report. Reports may not be reproduced except in their entirety. Subject to NL tem,s and condilions at www.nelsonlabs.com. 







Nelson Labs
^ A Sotera Health company


Study Number 1253865-801
Latex Particle Challenge Final Report


Results:


Test Article Number I Average Test Article Counts | Average Control Counts | Filtration Efficiency (%)


1


2


3


4


5


9


7


17


14


6


12,401


13,042


13,496


13,570


13,926


m.


99.927


99.949


99.87


99.90


99.957


801-290-7500 | nelsonlabs.com | sales@nelsonlab$.com ks FRT0005-0001 Rev 6
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