COVID-19
Protective equipment

The currer cquipment from our

Discover more »»
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This is where

ROOTS makes a difference

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

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.

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

Our offices and production in China

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.

9 Rotterdam, NL

Our worldwide offices
Rotterdam (NL) - Headquarters, Sales, Marketing, R&D, Support

Suzhou (CN) - Quality Control, Sourcing, R&D
Hong Kong (HK) - Financial

Our certificates

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

9 Suzhou, CN
9 Hong Kong, HK
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Available masks and equipment

Boots on the ground in China

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.

© important note

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.

Stock, leadtime and information

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.

CE-Cevtified,
|S minute check

Corona Virus Test Kit - CE-certified

Certificates Stock and Price per piece Comments
leadtime (USD)

98/79/CE MOQ: $38.00 (USD) Sourced through ROOTS production
10.000 pieces partner.

ENISO 13485:2012
Leadtime:

CE EU Certified 1 week after

down payment.

Download Certification Download Product Manual

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

Eavly wext week (14)
sowmples availavle.

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 - TUV SUD CERTIFICATION
CE EU CERTIFICATION

Adjustable nose clip Three Layer Design

Breathable and

comfortable Enhanced Protection

3-Ply Medical Face Mask Type IIR with 98% BFE

Certificates Stock and Price per piece Comments
leadtime (USD)
EN 14683 MOQ: $ 0.56 (USD) Sourced through ROOTS production
1 million pieces partner.
Leadtime: 50 pieces per box
1 week after 2,000 pieces per carton

Box size: 520 x 380 x 340 mm
Box weight: 6.5 kgs

down payment

Download Certification

www.roots-original.com/corona

www.roots-original.com



Mask - KN95 / FFP2

Certificates Stock and Price per piece Comments
leadtime (USD)
EN 149:2001 MOQ: $ 3.60 (USD) 1 bag contains 2 pieces.
+A1:2009 1 million pieces 1 box contains 200 bags.
Leadtime: 120g/bag
1 week after Box size: 280 x 400 x 760 mm

down payment

Download Certification

www.roots-original.com/corona

Box weight: 6-7 kgs

Gloves - Nitrile

Certificates Stock and Price per piece Comments
leadtime (USD)
- MOQ: $ 6,80 (USD) Powder free
1 million pieces Pitted surface
Non-sterile
Leadtime:
1 week after 100 pieces per box

down payment

Goggles

Certificates Stock and Price per piece Comments
leadtime (USD)
EN 166:2001 MOQ: $ 6,40 (USD) 50 pieces per carton
100.000 pieces
Carton size: 450 x 350 x 200 mm
Leadtime: Carton weight: 430g
1 week after

down payment

Download Certification

www.roots-original.com/corona

www.roots-original.com




COME HOME SAFE

Contact information

As specialists in Flame Retardant & Arc Flash protective workwear

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

Contact us, we'd love to help: HQ visiting address: Find us on social media:

T: +31(0)10 2955 955 Mandenmakerstraat 51 o facebook.com/rootsoriginal
F: +31(0)10 2955 966 3194 DA Hoogvliet (Rotterdam) @ linkedin.com/rootsoriginal
E: info@roots-original.com The Netherlands instagram.com/rootsoriginal

W: www.roots-original.com

YOUR DISTRIBUTOR:
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We Care
CERTIFICATE OF CONFORMITY
Certificate Number: CE-CoC-G-PL2003010
Date of Issuance: Mar 07, 2020
tem name: Medical Protective Goggles
Model No.: 2020AF
Manufacturer: InnerMedical Co., Ltd.
Manufacturer Address: 01 Area, 8/F, Block B, Haikexing Strategic Emerging Industrial Park,

No. 16 Baoshan Road, Jinlong Avenue Intersection, Liulian
Community, Pingshan Street, Pingshan District, Shenzhen, China

Applicable Standards: EN 166 : 2001
Applicable EC Directives: (EU) 2016/425 Personal protective equipment (PPE)
Test Report Number: PL 2003010

Based on the voluntary assessment of the product sample, we certify that the above-mentioned product
complies with the requirements of the above applicable EC directives

The following manufacturer documents were inspected.
Dedlaration of conformity template

Test report and Declaration of Conformity using of valid Harmonized standard
‘cg'Symbolinmolabdaptodud
Instruction manual

RIRIR[R|R

Technical construction file

The manufacturer has the responsibility for ensuring that all serial manufacture of the product is in
compliance with the specification of the sample submitted

The CE Marking may only be used if all relevant
Authorized Signatory: c € and effective EC Directives are complied with

3 i ) ' A o
\/
i & WRT A
Name: Li, Wen Hua % povas
Position: Manager TESTING

’/,’\.\‘ \l CNAS L2210

The CERTIFICATE is effective only with both signature and specialized stamp.

Shenzhen Precision Eyewear Testing & Inspection Services Co,, Lid.
AYF_ Buillding ALB, No. 68 Xaokang Road, Dakarg Shangrhong Vilage, Menggang Town, Longgang Destrict, Shenrhen, Guangdong, China
Tel: »86-0755- 84264047  Fan: +86.0755-8426) 248 f-mat plo@pel orpwsarcom Webste s pel coowes. com
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Form QAT_10-M04, version 00, effective since March 6th, 2020

Certificate of Compliance

No. 0P200320S.SDP0080
Technical Construction File no. TPSX20031622569

Certificate’s Shaanxi Dazhi Pharmaceutical Co.,
Holder: 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. RGO1_ECM rev.3 available at: www.entecerma.it

Issuance date: 20 March 2020

Expiry date: 19 March 2025

Reviewer Approver
Technical expert ECM Service Director

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 - Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 X info@entecerma.it ® www.entecerma.it
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Form QAT_10-MO04, version 00, effective since March 6%, 2020

1ON

C( € 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 VIl
Product: Disposable Surgical Mask (Not Sterile)
Model(s): Flat shape, Ear-hook type 176mm * 25mm
Classification: Class | (Not Sterile)

(accordingly to the Manufacturer’s declaration)

Review ou’rpu’r‘ 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 certfification of products. RGO1_ECM rev.3
available at: www.entecerma.it
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Date of issue 20 March 2020 Expiry date 19 March 2025
Approver
ECM Service/?irecfr Technical Expert
Luga B€

donnj Amangcie:
#ucszdng - e’ AN

Ente Cerlificazione Macchine
Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy
@& +39.0516705141 & +39.0516705156 < info@entecerma.it ® www.entecerma.it

Review Report -
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==z COVID-19 IgG Antibody Diagnostic Kit (ELISA)

5 éiassification Others IVD Devices f==d
=4 :

" Conformity Assessment Route IVD 98/79/EC Annex III =2

iy

—provisions of the Council Directive 98/79/EC on in vitro diagnostic medical devices. All suppoﬂi_’tla'-g.'

v

Declaration of Conformity ‘{’:lf{é‘.

- .:. "l!\. fex
~ Manufacturer Bioscience (Tianjin) Diagnostic Technology Co.,Ltd e

L e

5: r Building No.14,International Medical Equipment Industrial Park, Liujing Road, +<
i Dongli Development Area, Tianjin, China I1 =

g o | Jeocr ™

._ Elq'?'_il-opean Representative WellKang Ltd .“TJ'E =
Product COVID-19 Antibody Diagnostic Kit (Colloidal Gold) (S

w COVID-19 IgG Antibody Diagnostic Kit (Colloidal Gold) - ‘
£ COVID-19 IgM Antibody Diagnostic Kit (Colloidal Gold) =

COVID-19 IgG Antibody Diagnostic Kit (CLIA)

’ COVID-19 IgM Antibody Diagnostic Kit(CLIA) : —

COVID-19 IgM Antibody Diagnostic Kit(ELISA) Y

=y ot oo

: 1W§ herewith declare under our sale responsibility that the above mentioned products meet the } f;-
i = Rt _..
- d_t)_ﬁ_jluments is retained at the premise of the manufacturer. ==

-~ Standards Applied ~ 98/79/EC EN ISO 13485:2012 LR
) F N #3
-y || F . . .; i
: Irl w7 " ]
| _Tianjin, China; 9 March 2020 IVM

(Signatujre and Position) | T

|
= (Place ,Date of issue)
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q2N 17 07 94804 002

Holder of Certificate: Bioscience (Tianjin) Diagnostic
Technology Co.,Ltd.
No.201.10 SiWei Road
Dongli District
300300 Tianjin,China
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Bioscience (Tianjin) Diagnostic Technology
Co.,Ltd.
No0.201.10 SiWei Road, Dongli District, 300300
Tianjin,China, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Production, Sales, Distribution and Servicing
of In-vitro Diagnostic Reagent of Chemiluminescent
immunoassay and Chemiluminescent immunoassay
analyzer,In-vitro Diagnostic Reagent of Time-resolved
fluorescence immunoassay and Time-resolved fluoresc
immunoas-say analyzer.

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

The Certification Body of TUV SUD 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.: BJ15648012
Valid from: 2017-07-18
Valid until: 2020-07-17

Date, 2017-07-18 M

Stefan Preil}

Page 1 of 1 « DAKKS

Deutsche
Akkreditierungsste
D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOvV

lle
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£.Ce (Bioscience

RAPID DETECTION OF NOVEL CORONAVIRUS IN 15 MINUTES

ANTIBODY DIAGNOSTIC KIT

e

DIAGNOSTIC TECHNOLOGY

£.CE€ (Bioscience

PRODUCT MANUAL

PRODUCT NAME
2019-ncov Antibody Diagnostic Kit (Colloidal Gold )

Components Specification
1. Testcard 1 test
2. Dilsent 150 pl
3. Alcoholpad 1 mecs
4. Dropper 1 piece
5. Stendmed lamcet 1 maca
6. Bandage 1 mecs

2. C€ (Bioscience

PRODUCT MANUAL

NTENDED USE

2019-nCoV diagnostic kit is used for the qualitative detection of new coronavirus (2019-nCoV) antibodies in human whaole blood, serum or plasma. Coronavirus (CoV}
belongs to Mestivirus, Coronaviridae, and divided into three genera: o, i, and y. The alpha and beta gene are only pathogenic to mammals. The gamma gene mainky
causes bird infections. CoV is mainly transmitted through direct contact with secretions or through aerosols and droplets. There is also evidence that it can be trans-
mitted through the fecal-oral route.

There have been seven types of human comonavirus (HCoV - 229, HCoWOC43, SARS - CoV., HCoV - MLG3, HCoV - HKUL, MERS - CoV and 2019-nCoV), which are
important pathogens of human respiratory tract infection Among them, the new coronavirus [2019-nCoV) was found for 2019 cases of viral pneumaonia in Wuhan. The
clinical manifestations are systemic symptoms such as fever, fatigue, dry cough, dyspnea, which can quickly develop into severe pneumania, respiratory failure, acute
Respiratory distress syndrome, toxic shock, multiple argan failure, severe acid-base metabolism disorders and even lite-threatening. 2019-nCoV Antibody Diagnostic
Kit uses the principle of immunochromatographic method to qualitative detect the coronavirus {2019-nCoV) antibody in human whole blood, serum and plasma. It is
used for clinical diagnosis of primary infection or secondary infection.

TEST PRINCIPLE

This kit uses immunochromatography to perform the test; Add the sample to the test card, the sample moves forward along the test card under the capillary force.
When it moves to the test zone, If there is 2009-nCoV antibody in the sample, it will bind with the recombinant protein which is |labeled by colloidal gold, and this
protein will be captured and formed a red line on the testzone; On the other hand, The colloidal gold-labeled biotin will be captured and tormed a red line on control
zoneg; In this case, there is two red line formed, which shows that a positive with 2019-nCoV-antibody

£ (€ (Bioscience

CORE ADVANTAGES

Self-inspection At Home Without Leaving
The House To Avoid Crowd Infection

|l Eucy samipling of fingertip blood without ledving hotie T
2 =
)
Gy Test resulis are easy o judge Steriized tancet = 1 E
4 Widely applicable (0 screening of asymptomatic ¢ —1 =
pebple nd Suspected parieats foavaid the sisk of 1 |

Akoholpad =1 Bandage =1

cluster infection in hospitals

New coronavirus
The latest rapid screening technology-colloidal gold method
Rapid diagnostic reagent

©0O0

FRECISE COMNVENIENT

£.C€ (Bioscience

SAMPLING DETECTION PROCESS

[INTERPRETATION OF THE TEST RESULTS]

I MNegative result: ane red line; Only one red line appears in the control zone

@ Befare blood collection, pleass wash your hands
crefully and disinfect the finger with alcohal pad
with no other line; This indicates that no 2019-nCoV antibody was detected

and the result was negative, as shown in the following figure (a);

-
@ Positive results: Two red lines, Two red lines appear in the control zone and
test zone. This indicates that 2019-nCoV antibody has been detected, as

shown in the following figure (b);

Place the sterilized finger on the table and puncture
thee fimger with steqbized lancet

[P || m*

Invalid result: No visible red lines or only one red line in the test zone. As
shown in the figure below (c / d), repeat with a new test card.

®

Suck the blood with the drop per

Addone drop of blood inta sampls hale
CLine |wesl |

Drop 2-3 drops of dileent into sample haole
with the dropper

Timamg and read result after 15 mun

. , (a) (b) (c) (d)

at
—

® ! T Line —
&

L. CE (Bioscience

CERTIFICATION AUTHORITY

-'-.
1 -
ey A

N
= Certificate

EU Cg [ S0

N TR
CLUIALITY s {
{ERTIFCATIEN i g CanFcatan Beds of
A Declaration of Confarmity &
Bioscience navel coramvimis i !le Mhswmss | Tiam ' Dhayms Baivabogy La Lid JET Pt il gy
el = Bioszi Tianjin} Dia i
{Eﬂ] ';'“E“.""I} -ﬂuﬂy Ly ey Pru | st Mdaal gyl bekrdadl Pal | rnsy R, | e ;IE;E:: WE:I'“ Lﬁ;'m“:n
diagnesiic ki has passed EL " o B b v, Thin s i !__ . ik LY, Thh#“"p’ rict
qualiy management syshem wyrm Reermisn i L 13 China
eriilcatiom ; nu-i PV |9 faibocs) Mgy 51 (1ol Il {0kl §
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Registrant / Manufacturer: Bioscience (Tianjin) Diagnostic Technology Co., Ltd

Address: Building 14, International Medical Equipment Park, Liujing Read, Dongli District, Tianjin, China
Tel/Fax:022-84849080

After-sales service company: Bioscience (Tianjin) Diagnostic Technology Co., Ltd

Website: www.bioscience-t.com

Producticon license Mo. : Tianjin food and drug administration machinery production 20100309

2019-nCoV Antibody Diagnostic Kit (Colloidal Gold Method )Home User

[FRODUCT NAME]
Generic Name:2019-nCoV Antibody Diagnostic Kit (Colloidal Gold ) Manual

[PACKING SPECIFICATION]
5 tests/box

[INTENDED USE]
2019-nCoV diagnostic kit is used for the gualitative detection of new coronavirus (2019-nCoV) antibodies in human whole blood, serum
or plasma. Caronavirus (CoV) belongs to Nestivirus, Coronaviridae, and divided into three genera: o, [, and y. The alpha and beta gene are
only pathogenic to mammals. The gamma gene mainly causes bird infections. CoV is mainly transmitted through direct contact with
secretions or through aerosols and droplets. There is also evidence that it can be transmitted through the fecal-oral route.
There have been seven types of human coronavirus (HCoV - 229E, HCoVOC43 ., SARS - CoV, HCoV - NL&3, HCoV - HEKU1, MERS - CoV
and 2019-nCoV), which are impartant pathogens of human respiratory tract infection.Among them, the new coronavirus (2019-nCoV) was
found for 2019 cases of viral pneumaonia in Wuhan. The clinical manifestations are systemic symptoms such as fever, fatigue, dry cough,
dyspnea, which can quickly develop into severe pneumonia, respiratory failure, acute Respiratory distress syndrome, toxic shock, multiple
organ failure, severe acid-base metabolism disorders and even life-threatening. 2019-nCoV Antibody Diagnostic Kit uses the principle of
immunochromatographic method to qualitative detect the coronavirus (2019-nCoV) antibody in human whole blood, serum and plasma.
It is used for clinical diagnosis of primary infection or secondary infection.

[TEST PRINCIPLE]
This kit uses immunochromatography to perform the test; Add the sample to the test card, the sample moves forward along the test card
under the capillary force. When it moves to the test zone, If there is 2019-nCoV antibody in the sample, it will bind with the recombinant
protein which is labeled by colloidal gold, and this protein will be captured and formed a red line on the test zone; On the other hand, The
mlloidal gold-labeled biotin will be captured and formed a red line on control zone; In this case, there is two red line formed, which shows
that a positive with 2019-nCoV-antibody.

[ MATERIALS PROVIDED]

Components Specification
1. Testcard 1 test
2. Diluent 150 pL
3. Alcohol pad 1 piece
4. Dropper 1 piece
5. Sterilized lancet 1 piece
6. Bandage 1 piece

[MAIN INGREDIENTS]
Components of kit with different Lot cannot be used interchangeably.

[STORAGE CONDITIONS AND VALIDITY ]
Storage at 2 ~ 30 °C, the shelf life is 18 months. The test card should be used within 1 hour after the opening of the foil bag; The working
buffer should be capped immediately after opening, and keep cooling to avoid direct sunlight. Production date and use period please
refers to the test card label.

[ SAMPLE REQUIREMENTS ]

=Applicable sample types : Fresh whole blood, serum or plasma.

+Sample collection and preparation:

1. Venous whole blood samples are collected (EDTA anticoagulant tube is recommended). (for the safety of the operator, the obtained
serum and plasma can be inactivated in a water bath or oven at 56°C for 30 minutes before useing).

2. A Servely hemolyzed sample is not recommended, which may interfere with the test and lead to false results. Once this happens, please
kindly re-collect the sample and test again;

3. Refrigerated and frozen samples must be kept at room temperature at least 30 minutes and ensure a thoughly mixting before testing.
*Sample Storage

1The whole blood should be kept at 2 ~ 8°C and be tested within 24 hours after collection.

2. Serum and plasma can be stored at 2 ~ 8°C for 7 days and at -2024°C for 30 days, and avoid repeated freezing-thawing.

sInterference:

1. Hyperlipidemia samples (triglycerides> 10 mg / mL), bilirubin content> 0.2 mg / mL, hemoglobin content> 5 mg / mL, rheumatoid
factor (RF) concentration= 1500 IU / mL in the sample, which may affect Measured value.

2. The effect of microbially contaminated samples on the results has not been determined, but the use of such samples should be avoided.

[TESTING METHOD]
« Experimental Process
1 If it is a refrigerated or frozen sample, put it at room temperature at least 30 minutes and ensure a thoughly mixting before testing;
2 When ready to test, open the aluminum foil bag and take the test card out, then lay it flat on a horizontal table;
3. Mark the sample ID on the test card;
4 Add 10 pL sample to the sampling well of the test card, and then add 100 pL working buffer into the sampling well, please kindly ensure
that there is no air bubble during the operation.
5. Time 15 minutes then read the result, the result will be invalid after 20 minutes.

[INTERPRETATION OF THE TEST RESULTS]

1 Megative result: one red line; Only one red line appears in the control zone with no other line; This indicates that no 2019-nCoV
antibody was detected and the result was negative, as shown in the following figure (a);
2 Positive results: Two red lines, Two red lines appear in the control zone and test zone. This indicates that 2019-nCoV antibody has been

detected, as shown in the following figure (b};
3. Invalid result: Mo visible red lines or only one red line in the test zone. As shown in the figure below (c / d), repeat with a new test card.

[SAMPLING DETECTION PROCESS]

@ Before blood collection, please wash ';I @ T
your hands carefully and disinfect : Add one drop of blood into sample
the finger with alcohol pad; é: cL
N L 4 e || ) fl=
@) place the sterilized finger on the l ® Drop 2-3 drops of diluent into TLine [ |
table and puncture the finger with sample hole with the dropper;
sterilized lancet; G}I @ G @
- : 3 I | | |
© ® e o o] |o] |o
Suck the blood with the dropper; Timing and read result after 15 min. | 15 —t
(a) (b) (c) (d)

, e, o

+Cautions

1 Continuity of operation is required.

2 The test card must be kept in a sealed aluminum foil bag unless it is ready for immediate use. Once the aluminum foil bag is opened, it
should be used within 1 hour. After using, please discard it and do not reuse it.

[MOTE]

+ Operators need to carry out testing operations strictly in accordance with the kit and instrument instruction, otherwise it may lead to
nvalid or wrong results.

+ This kit is only used for in vitro diagnosis, and should not be used for other purposes.

+ ProClin300 contained in this kit may cause allergic reactions. Avoid prolonged contact of the reagent with the skin, and wash your hands
thoroughly after the reagent is processed. Due to the methodologies or antibody specificity of the detection of coronavirus (2019-nCoV)
antibodies, the use of reagents from different manufacturers on the same sample may yield different results. Therefore, in the process of
nfection monitoring, the results obtained with different reagents should not be directly compared with each other, so as not to cause
erroneous medical interpretations; the test report sent to the clinician by the laboratory indicates the characteristics of the reagents used.
+ It is forbidden to use any components of the kit with visible damage, or any components with broken seals. If the desiccant is missing
from the aluminum foil bag, do not use the test card.

* Dispose of used test tips, buffer bottles, and test cards in accordance with local bio-safety management procedures.

+ Some patient samples contain possible sources of biological infection, so all patient samples should be treated as biohazard.

Registrant / Manufacturer: Bioscience [Tianjin) Diagnostic Technology Co.,Ltd

Address: Building 14, International Medical Equipment Park, Liujing Road, Dongli District,Tianjin, China

Tel/Fax:022-24 849080

After-sales service company: Bioscience (Tianjin) Diagnostic Technology Co.,Ltd

Website: www.bioscience-tj.com

Production license Mo. : Tianjin food and drug administration machinery production 20100309

[ MEDICAL DEVICE REGISTRATION CERTIFICATE NUMBER/PRODUCTTECHNICAL REQUIREMENT
NUMBER]
[DATE OF SPECIFICATION APPROVAL AND MODIFICATION]
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Bacterial Filtration Efficiency (BFE) Final Report

Test Article:  WLM2002
Purchase Order: WL201906-1121T
Study Number: 1253866-S01
Study Received Date: 26 Dec 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: 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 test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test artlcle 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 (MPS) of 3.0 + 0.3 ym. 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:  Inside
BFE Test Area: ~40 cm®
BFE Flow Rate: 28.3 Liters per minute (L/min)
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Test Article Dimensions:  ~174 mm x ~154 mm
Positive Control Average: 1.8 x 10° CFU
Negative Monitor Count: <1 CFU
MPS: 3.1 um
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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. Subject to NL terms and conditions at www.nelsonlabs.com.
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Results:
Percen BFE (%)
1 >99.9°
2 >99.9°
3 >99.9°
4 >99.9°
5 >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:
C = Positive control average

% BFE = x 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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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 blood 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 SO 22609 (as referenced in
EN 14683:2019 and AS4381:2015) with the following exception: 1SO 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)
22.1°C and 21% RH (Units 17-32)
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Results: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when 229 of 32 test articles show passing results.

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

Test Article Number Synthetic Blood Penetration

1-3, 5-16 None Seen
4 Yes

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

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

17-27, 29-32 None Seen
28 Yes
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com bsm FRT0012-0002 Rev 12
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Differential Pressure (Delta P) Final Report
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Test Article:  SAMPLE ID: WLM2002
Purchase Order. WL201906-0920
Study Number: 1225964-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: STP0004 Rev 17
Deviation(s): 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

Delta P Flow Rate: 8 Liters per minute (L/min)
Conditioning Parameters: 85 £ 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Test Article Dimensions: ~176 mm x ~159 mm

Results:
1 3.0 252
2 3.0 29.8
3 3.0 29.8
4 3.0 29.0
3 3.0 29.2
I3C-MRA
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Latex Particle Challenge Final Report

Test Article:  WLM2002
Purchase Order: WL201906-1121T
Study Number:  1253865-S01
Study Received Date: 26 Dec 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: STP0005 Rev 07
Deviation(s): 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: Inside
Area Tested: 91.5 cm’®
Particle Size: 0.1 ym
Laboratory Conditions: 20°C, 24% relative humidity (RH) at 0951; 20°C, 24% RH at 1242
Average Filtration Efficiency: 99.920%
Standard Deviation: 0.0358
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Results:
1 9 12,401 99.927
2 7 13,042 99.949
3 17 13,496 99.87
4 14 13,570 99.90
5 6 13,926 99.957
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com ks FRT0005-0001 Rev 6
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