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production locations in China.
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Rotterdam (NL) - Headquarters, Sales, Marketing, R&D, Support

Suzhou (CN) - Quality Control, Sourcing, R&D

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

!

www.roots-original.com

Rotterdam, NL

Suzhou, CN

Hong Kong, HK

ISO 9001 ISO 14001

COMPLIANT
GDPR



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

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.

Corona Virus Test Kit - CE-certified

CE-Certified, 
15 minute check

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

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

www.roots-original.com

Download Certification Download Product Manual

www.roots-original.com/corona www.roots-original.com/corona

Early next week (14) 
samples available.

In the overview below 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.

For more information, call our Sales Manager, Marco Kremers on 
+31 (0)6 5142 5353  or send an email: marco@roots-original.com.

Stock, leadtime and information

Boots on the ground in China !

Certificates Stock and 
leadtime

Price per piece
(USD)

Comments

EN 14683 MOQ: 
1 million pieces

Leadtime:
1 week after 
down payment

$ 0.56 (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 Face Mask Type IIR with 98% BFE

Download Certification

www.roots-original.com/corona



www.roots-original.com

Certificates Stock and 
leadtime

Price per piece
(USD)

Comments

EN 166:2001 MOQ: 
100.000 pieces

Leadtime:
1 week after 
down payment

$ 6,40 (USD) 50 pieces per carton

Carton size: 450 x 350 x 200 mm
Carton weight: 430g

Goggles

Certificates Stock and 
leadtime

Price per piece
(USD)

Comments

- MOQ: 
1 million pieces

Leadtime:
1 week after 
down payment

$ 6,80 (USD) Powder free
Pitted surface
Non-sterile

100 pieces per box

Gloves - Nitrile

Certificates Stock and 
leadtime

Price per piece
(USD)

Comments

EN 149:2001 
+A1:2009

MOQ: 
1 million pieces

Leadtime:
1 week after 
down payment

$ 3.60 (USD) 1 bag contains 2 pieces.
1 box contains 200 bags.

120g/bag
Box size: 280 x 400 x 760 mm
Box weight: 6-7 kgs

Mask - KN95 / FFP2

Download Certification

www.roots-original.com/corona

Download Certification

www.roots-original.com/corona



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
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 Form QAT_10-M04, version 00, effective since March 6th, 2020 


Ente Certificazione Macchine Srl 
Via Ca’ Bella, 243 – Loc. Castello di Serravalle – 40053 Valsamoggia (BO) - ITALY 


( +39 051 6705141  6 +39 051 6705156  * info@entecerma.it  ý www.entecerma.it 


Certificate of Compliance 
 


No. 0P200320S.SDP0080 
 


 


Technical Construction File no.  TPSX20031622569  
 


Certificate’s 
Holder: 


Shaanxi Dazhi Pharmaceutical Co., 
Ltd  
No.10 factory building, Airport Industrial Park, airport 
new town, Xixian New District, Shaanxi Province  


 
Certification ECM 
Mark: 


 
 


Product: Professional Respirator 
Model(s): KN95  
Verification to: Standard: 


EN 149:2001+A1:2009 
 
related to CE Directive(s): 
R 2016/425 (Personal Protective Equipment) 


 
Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. It is 
our opinion that the technical documentation received from the manufacturer is satisfactory for the 
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products 
accordingly to the ECM regulation about its release and its use.  
 


Additional information and clarification about the Marking: 


 


The manufacturer is responsible for the CE Marking process. This document has been 
issued on the basis of the regulation on ECM Voluntary Mark for the certification of 
products. RG01_ECM rev.3 available at: www.entecerma.it 


Issuance date: 20 March 2020 
 


Expiry date: 19 March 2025 
Reviewer  


Technical expert 
Amanda Payne 


 Approver  
ECM Service Director 


Luca Bedonni 


  


European 
Conformity 


Type 
Approved 



Burcu Tabruyn










Form QAT_10-M04, version 00, effective since March 6th, 2020  


Ente Certificazione Macchine  
Via Cà Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy 


( +39.0516705141 6 +39.0516705156 * info@entecerma.it ý www.entecerma.it Re
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 Documentation Review  
No.  0P200320S.SDP0079 
 
Holder: Shaanxi Dazhi Pharmaceutical Co., 


Ltd  
No.10 factory building, Airport Industrial Park, 
airport new town, Xixian New District, Shaanxi 
Province  


Review goal: Verification of the presence of Technical 
Documentation compatible with the 
Medical Devices Directive 93/42/EEC 
Annex VII 


Product: Disposable Surgical Mask (Not Sterile) 


Model(s): Flat shape,  Ear-hook type 175mm * 95mm   


Classification: Class I (Not Sterile) 
(accordingly to the Manufacturer’s declaration) 
 


Review output: This document has been issued on a voluntary basis and 
upon request of the manufacturer. It is our opinion that 
the Technical Documentation shared with us by the 
manufacturer is compatible with the European 
Standard for Medical Devices.  
Technical documentation  identified with the no.  
TMSX20031622568 dated 20 March 2020.  
The manufacturer is responsible for the CE Marking 
process, and not exempted to carry out all necessary 
compliance activities. This document has been issued 
on the basis of the regulation on ECM Voluntary Mark 
for the certification of products. RG01_ECM rev.3 
available at: www.entecerma.it 


 
 


Date of issue 20 March 2020 
Approver 


ECM Service Director 
Luca Bedonni 


 Expiry date 19 March 2025 
 


Technical Expert 
Amanda Payne 








Declaration of Conformity
Manufacturer Bioscience（Tianjin）Diagnostic Technology Co.,Ltd


Building No.14,International Medical Equipment Industrial Park, Liujing Road,


Dongli Development Area, Tianjin, China


European Representative WellKang Ltd


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)

















Nelson Labs.
^ A Sotera Health company


Sponsor;
Celine Huang


Hubei Wanii Protective Products Co., Ltd
Yuanshi, Ganhe


Xiantao, Hubei, 433000
CHINA


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^ colony forming
units (CFU) with a mean particle size (MRS) of 3.0 ± 0.3 pm. 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


Conditioning Parameters


Test Article Dimensions


Positive Control Average
Negative Monitor Count


MPS


Inside


~40 cm^
28.3 Liters per minute (L/min)


85 ± 5% relative humidity (RH) and 21 ± 5°C for a minimum of 4 hours
~174 mm x ~154 mm


1.8 X 10'
<1 CFU


3.1 pm


CFU


AJJ^X ̂ OAm\/ f,


CCREDITEO


TESTING LABORATORY


01. /t^«\ lolu


study Director


1253866-801


801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com


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


FRT0004-0001 Rev 22


Page 1 of 2


These resuKs 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 terms and conditions at www.neisonlabs.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


Page 2 of 2







KI I I L. Sponsor:
NGlSOn LclDS Celine Huang
. _ ^ , Hubei Wanii Protective Products Co., LtdA Sotera Health company Yuanshi, Ganhe


Xiantao, Hubei, 433000
CHINA


Synthetic Blood Penetration Resistance Final Report


Test Article: WLM2002


Purchase Order: WL201906-0920


Study Number: 1225963-S01
Study Received Date: 26 Sep 2019


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: STP0012 Rev 09


Deviation(s): 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 tjlood and other 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%. Instead,
testing was performed at ambient conditions within one minute of removal from the environmental
chamber held at those 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


Test Side: Outside


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


22.rC and 21% RH (Units 17-32)


study Director Janelle R. Bentz, M.S. Study Completion Date


1225963-S01


801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com t.sm FRT0012-0002 Rev 12
Page 1 of 2


These results apply to the samples as received and relate only to the test ailicle listed in this report Reports may not be reproduced except in their entirety. SuDiect to NL temis and conditions at vww neisoniabs con







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


Page 2 of 2











Nelson Labs.
^ A Sotera Health company


Sponsor:
Celine Huang


Hubei Wanii Protective Products Co., Ltd
Yuanshi, Ganhe


Xiantao, Hubei, 433000


CHINA


Latex Particle Challenge Final Report


Test Article:


Purchase Order:


Study Number:
Study Received Date:


Testing Facility:


Test Procedure(s):
Deviation(s):


WLM2002


WL201906-1121T


1253865-S01


26 Dec 2019


Nelson Laboratories, LLC
6280 S. Redwood Rd.


Salt Lake City, UT 84123 U.S.A.
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 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.


Test Side:


Area Tested:


Particle Size:


Laboratory Conditions:
Average Filtration Efficiency:


Standard Deviation:


Inside


91.5 cm^
0.1 pm
20''C, 24% relative humidity (RH) at 0951; 20°C, 24% RH at 1242
99.920%


0.0358


CCREDITED


TESTING LAeOftATORV


'iCrty
Study Director


01 Jdh Iczo
Janelle R. Bentz, M.S. Study Completion Date


1253865-801


801-290-7500 | nelsonlabs.com | sales(S)nelsonlabs.com
ks FRT0005-0001 Rev 6


Page 1 of 2


These results 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. Subjert to ML terms and conditions 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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