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CE Approved

3-PLY BFE 95 DISPOSABLE MASK

(GB/T32610-2016 Standard)

« Availability: Up to 5 million pieces/week

« Sample standard product photo
as attached

« Made in Malaysia

' Disposable protective face mask
— RGOS

24th June 2020




CE/FDA Approved

3-PLY DISPOSABLE MASK

Inner Layer (S layer):
PP Spunbond non-woven

Middle Layer (M layer):
PP Meltblown non-woven,
83 barier to filter germs and particles

PP spunbond non-woven

ASTM Level 1/EN14683 Type lIR Regular Size

3-Ply Face Mask Sl

LATEX-FREE

« 3-Ply Face Mask
+ 50 pieces per box

« Made in the Philippines

24th June 2020




CE & FDA Approved

BFE 95 MEDICAL MASK

(YY/T0969-2013, EN14683-2005 Standard)

« Availability: Up to 4 million pieces/week
« Sample standard product photo as attached

—IARRAERDS £ + 50 pieces per box

17.5cmx8S, Sem-3E(E)

« Made in South Korea

24th June 2020




FDA Approved Medical Grade Mask
Made in South Korea

- Air .
e o - QUEEN
Powerful filtering, excellent permeability LheOFA

AIrQUEEN Nano Mask
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NANOFIBER FILTER MASK ‘




Because we needtowearitall
day, we made it lighter.

AirQUEEN Nano mask 3.71g

Lighter than a sheet of paper, so you won't even realize wearing it!
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3D ergonomicdesign
tofit perfectly onallfacetypes.

Nose bridge prevents sliding or fogging up.

Wide nose bridge Comfortable elastic

Nanofiber- / ear band
a breathing smart filter /

/

High permeability
NO skin trouble

Light weight
for all-day wear




AirQUEEN Nano Mask

is an industrial product
that passed the tests of
KEMTI and is [currently

in process] of being
approved by the MFDS

*Korea Environment Merchandise Testing Institute, KEMTI

AirQUEEN Nano Mask is a product that applied for
the KF approval at the MFDS early April of 202 after
passing the test done by KEMTI, a testing institute
designated by the MFDS.

It is manufactured with the same technology as
Technoweb Disposable dustproof mask (KF94) from
FTENE, the subsidiary company of TOPTEC, but if
the manufacturer or brand is changed, the approval
from the MFDS needs to be renewed, and until then,
it cannot be publicly distributed.

However, after the KF certification, 80% of the
supply will be distributed as public, so there might

be a shortage.

We have FDA and N95 certification.

</ Nelson Labs. Kyunonan Crng

Toptec Co., Ltd.

140-22, Cheomdangieop 5-ro, Sandong-myeon
Gumi-si, Gyeongsangbuk-do, 39171
KOREA, REFUBLIC OF

Determination of Inhalation and Exhalation Resistance
for Air-Purifying Respirators Final Report

A Sotera Health company

Test Article:  Air Queen Breeze Mask
Study Number:  1285788-501
Study Received Date: 04 May 2020
Testing Facility: Melson Laboratories, LLC
6280 5. Redwood Rd.
Salt Lake City, UT 84123 L.S.A.
Test Procedure(s). Standard Test Protocol (STP) Number. STP0145 Rev 05
Dewviation(s): None

Summary: This procedure was performed to ewaluate the differential pressure of non-powered air-
purifying particulate respirators in accordance with 42 CFR Part 84.180. The air exchange differential or
breathability of respirators was measured for inhalation resistance using MNIOSH procedure TEB-APR-
STP-0007 and exhalation resistance with NIOSH procedure TEEB-APR-STP-0003. The differential
pressure technigue is a simple application of a basic physical principle employing a water manometer
differential upstream and downstream of the test matedal, at a constant flow rate.

According to 42 CFR Part 84.64, pretesting must be performed by all applicants as part of the application
process with NIOSH, Results seen balow are part of that pretesting and must be submitted to and
accepted by MIOSH for respirator approval.

The inhalation resislance criteria as stated in 42 CFR Part 84.180 is an initial inhalation not exceeding
35 mm water column height pressure. The test articles submitted by the sponsor conform to this NIGSH
criterion for aiflow resistance,
The exhalation resistance criteria as stated in 42 CFR Part 84.180 is an initial exhalation not exceeding
25 mm water column height pressure. The test articles submitted by the sponsor conform to this MIOSH
criterion for aiflow resistance.

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.

Sean Shepherd electronically approved for 27 May 2020 17:39 (+00:00)
Study Director Curtis Gerow Study Completion Date and Time

801-290-7500 | nelsonlabscom | sales@nelsoniabs com
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Quality Indication According to EIectrl Pro
and Household Safety Law

Product: AirQUEEN Mask [
Manufactured in: Korea
Manufacturer: TOPTEC |

Distributor: TOPTEC

Weight: 4.38g

Product Type: Mask

Expiry Date: 36 months

Storage Directions: closed container, in room temperature (1~30°C)
Entire Ingredients:

felt (outer fabric, filter, inner fabric), plastic sheath wire,
polypropylene ring, nylon strap




CE, FDA, and NIOSH Approved

N95 RESPIRATOR MASK DTC3W

« Availability: Up to 2 million pieces/week

« Sample standard product photo as attached
« 20 per pack

« Made in South Korea




CE, FDA, and NIOSH Approved

N95 RESPIRATOR MASK DTC3B

« Availability: Up to 3 million units/week

« Sample standard product photo as attached
« 20 per pack

« Made in South Korea




CE Approved

MEDICAL SAFETY GOGGLES

(Example EN 166:2001 or Similar Equivalent Standard)

« Availability: Up to 2.5 million pieces/week

« Sample standard product photo
as attached

« Made in Malaysia

24th June 2020




CE & FDA Approved

DISPOSABLE NITRILE GLOVES

-". « Fingertip texture
g—— . » Powder free

_," T " M!

”MH « Chemo drugs tested

24th June 2020




CE & FDA Approved

AAMI Level 1Isolation Gown

» Material: 55% PP / 45% PE
 Fabric Weight: 36gsm

« Color: White

« Made in Cambodia

24th June 2020




CE & FDA Approved

AAMI Level 2 Isolation Gown

« Material: 100% PP SMMS
 Fabric Weight: 30gsm
 Color: White

« Made in Cambodia

24th June 2020




CE & FDA Approved

AAMI Level 4 Isolation Gown

» Material: 55% PP / 45% PE
 Fabric Weight: 63gsm

« Color: White

« Made in Cambodia

24th June 2020




CE & FDA Approved
Medical Breathable Protective Coverall

« Material: PPSB laminated
w/breathable PE film

 Fabric Weight: 63gsm
e Color: White
« Made in Cambodia

24th June 2020




CE & FDA Approved
Medical Breathable Protective Coverall

» Material: 55% PP / 45% PE
 Fabric Weight: 36gsm

« Color: White

« Made in Cambodia

24th June 2020




CE & FDA Approved

Disposable Bouffant Caps

« Material: 100% PP SMMS
 Fabric Weight: 14gsm

» Color: White, Blue and Green
« Made in Cambodia

24th June 2020




CE & FDA Approved

Anti-skid Shoe Cover

« Material: 100% PP SMMS
e Color: Blue
« Made in Cambodia

24th June 2020




Forehead Thermometer

« CE certified: Available upon LOI
« Availability: Up to 250,000 units/week

« Sample standard product photo
as attached

 Made in South Korea

24th June 2020




CE & FDA Approved

Hand Sanitizer 480ml

(Example EN 1040:2005 or Similar Equivalent Standard)

« CE/FDA certified: Available upon LOI

« Availability: Up to 3 million units/week

« Sample standard product photo as attached
« Made in Malaysia

Fand
Sanitizer Gel

759% Ethanol Kills germs 99%

© 480mL (16.23 02)

b -

24th June 2020




CE Approved

Hand Sanitizer 350ml

(Example EN 1276:2009 or Similar Equivalent Standard)

« CE certified: Available upon LOI

« Availability: Up to 4 million units/week
« Sample product photo as attached

« Made in Malaysia

GOTDYA QO

Rase-lres Hasd Santizer

24th June 2020




Sanitizing Wipes

m | « Availability: Up to 3 million units/week
| « Sample product photo as attached
fie‘f\oﬁi\?u UYWE « Made in Malaysia

Wipe The Surf

ALCOHOL WIPES

99.99%
Effective Disinfection

The test data show that

It has bactericidal effect on Escherichia coli, Staphylococcus aureus aN

24th June 2020




CE Approved

FACE SHIELD PROTECTIVE ISOLATION MASK

« Availability: Up to 1 million units/week
« Sample product photo as attached
« Made in South Korea

24th June 2020




Made in South Korea

ST CovID-19
A \TESTING KITS




FDA/CE Approved

STANDARD Q COVID-19 IgM/IgG

Rapid immunochromatography test Kit

o019 150 o e

~ e | :.‘
-+ [GoVID-19 1gM/1gG Duo di

@SDBIOSENSOR

STANDARD Q COVID-19 IgM/IgG Duo Test Kit is a
rapid immunochromatography test designed for
the qualitative presumptive detection of specific
IgM and IgG to SARS-CoV-2 in humoral fluid.
Certified by CE.

It tests for the antibody, and each box has 25
test kits. One kit would serve one person. You
test with blood, and it only takes 10 minutes.
Has 80% accuracy, so this is suitable for drive-
thru test. This is to be stored in the room
temperature. One person shall use 1 unit, the
accuracy of this test is 80%. You shall test with
blood, and the result will come out in 10 mins.
Though we recommend you to use in drive-thru.

+ Rapid testing for SARS-CoV-2 antibodies within
10 minutes

+ Just 10ul of specimen: Whole blood, serum,
plasma

« Suitable for Point of Care Testing. No need for
extra equipment

+ MOQ: 10,000 tests
+ 20 tests per box STANDARD Q COVID-19 IgM/IgG




== Instructions for use

TEST PROCEDURE - Be sure to test both STANDARD Q COVID-19 IgM and IgG simultaneously.

The test procedures for both COVID-19 IgM and IgG are the same.
Using Capillary whole blood

Collecting of Specimen
Using a capillary tube, collect the 10p1 of
capillary whole blood to the black line of the
capillary tube,

Adding of Specimen
Add the collected capillary whole blood to
the specimen well of the test device.

"

Using serum/plasma/venous whole blood
Collecting of Specimen Adding of Specimen
Using a micropipette, collect the 10yl of Add the collected serum, plasma or

serum, plasma or venous whole blood with venous whole blood to the specimen well
of the test device.

Dropping of buffer
Add 3 drops (90y) of buffer vertically into
the buffer well of the test device.

Reading Time
Read test result at 10~15 minutes.

/g \I®

in 10-16 mins
Do not read
After 15 mins

10 - 15 mins

A * Do not read test results after
15 minutes. It may give false
CAUTION  results.

Dropping of buffer
Add 3 drops (90u1) of buffer vertically into
the buffer well of the test device.

n Reading Time
Read test result at 10~15 minutes.

\I®

In 1015 mins
Do not read
After 15 mins

10 - 15 mins

L/

A * Do not read test results after
15 minutes. It may give false
CAUTION  results.

STANDARD Q COVID-19IgM/lgG




INTERPRETATION OF TEST RESULT

1. A colored band will appear in the top section of the result window to show that the test is working properly. This band is control line (C).

2. A colored band will appear in the lower section of the result window. These bands are test line of IgM/IgG (M, G).

3. Even if the control line is faint, or the test line isn't uniform, the test should be considered to be performed properly and the test result should be interpreted as a positive result,
* STANDARD Q COVID-19 IgM/IgG Duo Test may cross-react with antibody against SARS-CoV-1.

* Results from antibody testing should not be used as the sole basis to diagnose or exclude SARS-CoV-2 infection or to inform infection status,
* Positive results should be considered in conjunction with the clinical history, RT-PCR results and other data available.

STANDARD Q COVID-19 IgM/IgG




PERFORMANCE CHARACTERISTICS R TNRD RO

[Clinical evaluation] Igh/IqG Dua Test result Block Gt dats Igh1g6 o Test result
Test were performed according to instructions for use of 'STANDARD Q COVID-19 IgM/IgG Duo Test’ with residual serum from 33 positive patients canfirmed by real-time PCR Igh 196 1gM

(2019-nCoV Real-time PCR kit) method and 30 healthy donors, y © Hegative Negative 1 Feb. 18,2020 Negative
Negative Negative Feb. 25. 2020 Negative
> Negative Negative Fab. 20,2020 Negative
[Data table] Negative Negative ] Feb, 25,2020 Negative
i ] : Hegative Negatrve Feb. 17,2020 Negative
Positive specimens 0, Hegative Fe. 20,2020 Negative
Onset of STANDARD Q COVID-19 Negative Negative Feb. 20,2020 Negative

Days I : i Negative Feb. 20, 2020 egative
gM/1gG Duo Test result Negative 2 &
Symptom Confirmation Testdate  Blood collection date : | oAt Negative Negative Feb, 19, 2020 Negative
date IgM | Ig6

1 LN 1 L SN | : A Negative Negative Feh. 13,2000 Negative
Unknown Feb. 09, 2020 Feb. 17, 2020 Positive | Pos weak L 09, Negative Negative Feh. 10,2020 Negative
Unknown Jan. 30, 2020 Feb. 17, 2020 Positive Positive - 06 Negative Negative Feb. 10, 2020 Negative
Unknown Feh. 02, 2020 Feb. 17, 2020 Positive Pasitive e e iRl Regup

4 . Negative Negative Feb. 12,2020 Negative

Feb. 15, 2020 Feb. 23, 2020 Feb. 23, 2020 | | Pos weak Negative Negatie Feb. 08, 2020 Hagative

Feb. 15, 2020 Feb. 23,2020 | Feb. 27, 2020 | Positive

Feb. 15, 2020 Feb. 23, 2020 Mar. 03, 2020 | | Pasitive

Feb. 06, 2020 Feb. 09, 2020 Feb. 13,2020 Negative
Feb. 06, 2020 | feb. 09, 2020 Feb. 21, 2020 Positive Due to the differing inter-patient time response to the virus, any individual positive result of IgM or IgG

T i should be read as a positive result for SARS-CoV-2 and the combined positive test results are used to
Feb. 06, 2020 Feb. 09, 2020 Mar. 03, 2020 Pasitive calculate total Duo test sensitivity.

Feb. 18, 2020 Feb. 19, 2020 Feb.19,2020 Negative
Feb. 13,2020 Feb 19,2000  Feb.26,2000 Positive
Feb.19,2020  Feb.19.2020 Feb 23,2020 ! | Negative  Combined positive test results are used to
Feb. 15,2020 Feb.23,2020 Feb. 23, 2020 i | Pasitive calculate total Duo testsensitivity. , STANDARD Q COVID-19 IgM + IgG showed 81.8%
Feb. 06, 2020 Feb. 09, 2020 Mar. 03, 2020 | | Positive | PCR of sensitivity and 96.7% of specificity.
Jan. 30,2020 Feb. 01,2020 Feb. 09, 2020 : Negative Thasiive | fiaaaive] oo

Jan. 25, 2020 Feb.01,2020  Feh.12,2020 . Positive e == f————‘[ e
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Based on result of test with positive specimens, it
was found that IgM antibody diagnosis with
1 | STANDARD Q COVID-19 IgM/IgG Duo Test was

-
o

X I—

i STANDARD Q | Positive 27
Feb. 25, 2020 Feb. 25, 2020 Mar. 03, 2020 Positive covVID-18 |

Feb. 15, 2020 Feb. 23,2020 Feb. 25, 2020 I Positive [ | effective for diagnosis SARS-CoV-2 from the time
Feb. 0: 2020 T Feb. 09,2020 Feb. 21, 2020 T . = T 3 ig M+‘.[g_G il N:S atii i 5 when after about 7 days from the date of symp-

L) : s £2. : | Il ositive Toral a3 [ tom onset, And STANDARD Q COVID-18 IgM/1gG
Jan. 30, 2020 | Feb. 01, 2020 | Feb. 13, 2020 | | Positive — A e S " ] e Duo Test showed a high specificity in the test with

£
-

BHYEERNERREREES B

Janas; a0 Feb. 01, 2020 Feb. 09,2020 | Sensitivity : 81.8%,  Specificity : 96.7% RECRHVEFpemEnz:

Feb. 15,2020 Feb. 23,2020 Feb. 26,2020
Feb. 06,2020 Feb. 09,2020 Feb. 17, 2020
Jan. 30,2020 Feb. 01,2020 Feb. 06, 2020 :
Feh. 18, 2020 | Feb. 21,2020 | Feb. 26, 2020 i | | Test study analysis of the speci d after 8 days and 10 days from the date of symptom onset below.
Feb. 15,2020 Feb. 23,2020 Feb. 27, 2020

Feb. 06, 2020 | Feb. 09, 2020 Mar, 01, 2020 i1 [ i Test result of the specimens collected after 8 days Test result of the specimens collected after 10 days
Jan. 25, 2020 T Feb, 012020 i S . i from the date of symptom onset from the date of symptom onset

Feb, 25, 2020 Feb. 25, 2020 Mar. 02, 2020 VS R iy g
Feb, 15, 2020 Feb. 23,2020 Feb, 29,2020 | Positive | Negative Positive | Negative |

T T T T
Feb. 22, 2020 Feb. 24, 2020 | Mar. 06, 2020 | STANDARD Q | Positive 25 1 STANDARDQ Positive 22 1

Feb. 04, 2020 Feb. 04, 2020 Feb. 20, 2020 | CovID-19 | ! t CoVID-19 |

Feb. 04, 2020 Feb. 04,2020 Feb. 20,2020 PIge | Mgl | 2 2 | M. [ M ]
Total | @ | 0 | s Total 23 30

Sensitivity : 92.6%, Specificity : 96.7% Sensitivity : 95.7%, Specificity : 96.7%

STANDARD Q COVID-19 IgM/IgG




ANALY'I'ICAL PERFORMANCE

Lkﬁtdmr:Wouzwnd. 196007 ma/mi

Cross-Reactivity: No cross-reactivity for HIV positive jlaoma, |apanese Encephalitis positve plasma, Tica vius posirive plasma, Chikungunya positive plasma, Dengue TgM
pwmmsmmwhqpmwmmplama.ﬂmmn MV gG/IgM. Tick borme endephalitrs Igh positrve plasmia, West Nile Virus positive plasma, Treponema
palladium, KAV IgM positive plasrma, HAV 1gG positive plasma, HEV Ab positive plasm, HOY Al pasitive plasma, Influenza vactine positive plasma, Leishmania positve
plasma, Brucella lgh positive plasma, Chagas positrve plasimia, Tawplasma positve plasma and Filariasis positrve plasma far IgM and [oG

Interference study; No Interference for Respiratory Specimens (Mudn: bovine submasilary gland type 15, Blood (human), EDTAanticoagulated, Biotn), Nasal sprays (Neo-
Synephrine, Afnnuasal:prqr.mmmwmwmmmiwmmwmmmmwumm
Hydrechioride), Antiviral diugs (Zanamidr, Oseltamivir, Artemethar-lumefamrine, Dowyoying hyelate, Quining, Lami , Ribavirin, D ir), Anti-infl
medication |Acetaminaphen, Acetylsalicylic acd, Thuprefen), Antitwotic (Mugirodin, Mmﬁnmfwuﬂwm}mamamm“m
Elevared leveds of Creactive protein for IoM and IaG

High-dose Hook Etect: No hook effea af the concentiation of 1.25 may/mi for Ight and 0.3 mg/ml for g6
mwmamam:mmmmmmmmmmwmmwnmmmmmmmm

ot | e _Aienguian: Skid Conerinion

“Serim 0.04 mgiml

0.04 ma/mi
Fhasma .04 mghml

0.04 ma/mi

.04 mghmi

.04 maiml
0.04 mgiml
0.04 mgimi

COVID-19 15% aniibody spiked

0.04 mg/mi
004 mgimi
0.04 mafmi
0.04 |

0.04 mgémi

0.04 mgmi

0.04 ma/m|

Vinous whole bload

Capillary whale Blood

Stability schedule for 24months of claimed shelf ife
1) Accelerated stabilty Test March, 2020 ~ uy, 2020 (for 12 wesks)
2) Realtime stahifity Test: Match, 2020 - May, 2022 for 26 manths)

LIMITATION OF TEST

1.
. b
4
B
B.

The test pro<edure, precautions and interpretation of results for this test must be followed stricdy when testing,

This test dtects the presence of SARS-CoV-2 IgM/1G in the specimen and shouid not be used as the sole criteria for the diagnasis of SARS-CoV-2 infection.
Test results mist be considenad with other dinical data available to the

For more acturacy of immune status, mrmmngmmmﬁwmmamm

Neither the quantitative value nor the rate anti- SARS-CoV-2 TaNVTgG concentratian can be determined by this qualitative test,

Fatlure to follow the test procedure and interpretation of test results may adversely affect test parformande and/or produce invalie results.

NOTIFICATION FOR COVID-19 ANTIBODY TESTS

2.

‘This test has not been reviewed by the FDA

Negative resuits do not rule out SARS-CoV-2 infection, particularly in those who have been in contact with the virus. Follow-up testing with a molecular diagnostic should be
considerad to rule outinfection In these individuals.
mmnmmmungmmmmammmmwummmwmwmwmmmm

Positive results may be due 16 past of present infection with nan-SARS-Col-2 arus MR, NLE3, OC43, or 2298 or past ov present infection
et SARS virus (no. 6).

. Mot for the screening of donated blood.

The test procedure should be conducted in ambient temperature and pressure.
Results of these tests should be appropriately recorded ina test report.

STANDARD Q COVID-19 IgM/lgG




EUA Approved

STANDARD M COVID-19

Rapid immunochromatography test Kit

RT-PCR Test (96 tests/kit) - These tests test actual
virus whether you have virus or not. The test takes
several hours. The results are 90 minutes and
STARDARD M 2 O,

n[:oVnn-mn accuracy is over 95%.

STANOARD M AN sl T Defection

:‘:,',‘:.‘.c‘;,“"..«w"”sl--«-"ww :  There needs to be cold-chain storage (less than

1::;‘2'«“;;5:3,:'5'..';‘:”‘”" 20 degrees). Should always be stored in -20

“WM ‘control A (333 .
= degrees all the time.

‘“WJ!! e
¢ml e o - e

esosopms =5 i + Can’t be tested during the incubation period

* You test with reagent, which is enough to test
96-100 times, can be used on different people
(One drop of reagent/one test)

» Specimen: Nasopharyngeal swab, Oropharyngeal
swab, Sputum

« Results within 90 minutes

+ MOQ: 10,000 tests
+ 96 tests per box

STANDARD M COVID-19




* Compatibility

+ LightCycler 480 (Roche) * Applied Biosystems 7500 Real-Time PCR
+ CFX96™ Dx System (Bio-Rad) Instrument System (Thermo Fisher Scientific)

* Benefits

Fast & Easy High Sensitivity & Specificity

» Designed according to “WHO interim

» One tube reaction for identification and guidance for laboratory testing for 2019
detection of 2019-nCoV novel coronavirus (2019-nCoV) in humans"

* One-step Real-Time RT-PCR * nCoV primers/probes

+ Provide all reagents required for PCR ORF1lab (RdRp) gene, E gene

* Provide Internal controls

* Key Components

Components Quantity Test Dosage in each reaction
2019-nCoV Reaction Solution = 750p€ /vialx2 | 14p8

" RTase Mix 630u¢ /vialx1 | 6ue
| 2019-nCoV Positive control 600ue /vialx 1 -

! _Negativecontrol _ - 600pL / vial x 1 _ -

. | 5u2 (Add with specimen)
S25ut [ vialx 1 0.5pe (Amplification directly)

ROX _J__SSHQ /vialx1 0.5u¢ (for Applied Biosystems 7500_)_

Internal control A |

STANDARD M COVID-19




* Cycle Condition

Reaction Temperature (°C) | Running time
Reverse transcription 50°C 15 minutes
Initial denaturation 95°C 3 minutes
95°C 5 seconds
60°C 40 seconds
95°C 5 seconds
60°C 40 seconds

Amplification Collect the signals of FAM, JOE*
and CY5 fluorescence channels

Pre-amplification

* FAM (ORF1ab (RdRp) gene), JOE* VIC/HEX (E gene), Cy5(IC)

STANDARD M COVID-19




FDA/CE Approved

STANDARD Q COVID-19 Ag

Rapid chromatographic immunoassay test Kit

STANDARD Q COVID-19 Ag Test is a rapid

chromatographic immunoassay for the qualitative

|'§Th3'1§l.]='ﬁ detection of specific antigens to SARS-CoV-2

|ﬁU'ID-19A ' present in human nasopharynx. This test is for

WO¥IL-19 AY T administration by healthcare workers and labs

only, as an aid to early diagnosis of SARS-CoV-2

@SDBIOSENSOR infection in patient with clinical symptoms with

SARS-CoV-2 infection. It provides only an initial
screening test result.

« Fast results within 15-30 mins.
« Easy to use
» Specimen : Nasopharyngeal swab

« All necessary reagents provided & no equipment
needed

+« MOQ: 10,000 tests
« 25 tests per box

STANDARD Q COVID-19 Ag




Quality approved by SD BIOSENSOR / For in vitro diagnostics use only

STANDARD Q

COVID-19 Ag

STANDARD™ Q COVID-19 Ag Test

PLEASE READ CAREFULLY BEFORE YOU PERFORM THE TEST

PREPARATION

n Carefully read instructions for using the
STANDARD Q COVID-19 Ag Test.

Q-NCOV-01G

€ SD BIOSENSOR

Check the expiry date at the back of the foil
pouch. Do not use the kit, if expiry date has

., oo
o @ SD BIOSENSOR ™

KIT CONTENTS

BRapid est

EETD swemo

Test device (individually in
a foil pouch with desiccant)

Extraction
buffer tube

I+

Filter cap SWah

Paper stand

Instructions for
use

E Check the test device and the desiccant pack in the foil pouch.

<Foil pouch>

COVID-19
Ay

[‘E}:‘"G)Rosultvwndow
b]r--@spmimwd.

<Test device>

Yellow

@ Green

A\ Yelow: vaiid
Green: Invalid

<Desiccant>

STANDARD Q COVID-19 Ag




TEST PROCEDURE

Insert a sterile swab into the nostril of E Swab over the surface of the posterior Withdraw the sterile swab from the nasal
the patient, reaching the surface of the nasopharynx. cavity.
posterior nasopharynx.

E Remove the swab while squeezing the ﬂ Press the filter cap tightly onto the tube. Apply 4 drops of extracted specimen to
sides of the tube to extract the liquid from the specimen well of the test device.

ﬂg Y

Insert the sterile swab into an extraction
buffer tube. Swirl the swab at least five
times.

|

c,“) x5

ﬂ Read the test result in 15-30 minutes.

/g \

Read
in 15-30 mins.
Do not read

after 30 mins.

15-30 mins

* Do not read test results after 30 minutes.
It may give false results.

STANDARD Q COVID-19 Ag




INTERPRETATION OF TEST RESULT

Negative

COVID-19 COVID-19 COVID-19

“C" Control Line =
"T" Test Line »

Ag Positive Negative Invalid

1. A colored band will appear in the top section of the result window to show that the test is working properly. This band is control line (C).

2. A colored band will appear in the lower section of the result window. This band is test line of SARS-CoV-2 antigen (T).

3. Even if the control line is faint, or the test line isn't uniform, the test should be considered to be performed properly and the test result should be interpreted as a positive result.
* The presence of any line no matter how faint the result is considered positive.

* Positive results should be considered in conjunction with the clinical history and other data available.

STANDARD Q COVID-19 Ag




STANDARD™ Q COVID

EXPLANATION AND SUMMARY
[Introduction]
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PERFORMANCE CHARACTERISTICS
[Chinical evaluation]
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STANDARD Q COVID-19 Ag



FDA/CE Approved

COVID-19 IgG/IgM

Immunochromatography Assay

COVID-19 IgG/IgM test is suitable for patient
showing negative PCR result with mild pneumonia
symptoms or have persisted pneumonia symptoms
for more than 5 days.

+ Storage : 1- 30 degrees

« Kit components: Test device, extraction buffer,
10ul of capillary tube, instruction manual

 Highest sensitivity

« High correlation with RT-PCR
« Results within 15 minutes

+ MOQ: 10,000 tests

» 25 tests per box

COVID-19 IgG/IgM




cedure

Requires minimal hands-on time, Follows 3 Steps and Provides a result in 15 minutes

Whole blood,

Sample Collection

serum or plasma

Dropping

Immediately or
Within 10 seconds

Read Results

Don't read result
after 15 minutes

Interpretation

Negative

Positive

CoviD-19
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