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The Opportunity

COVID-19
Rapid Result
Antibody
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Government
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governmental program for citizens

International
Direct Export
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What are IgG, IgM, and IgA? *
And Why Are they Important?

* IgM antibodies are those created by the human body as part of
the body's immediate defense against the SARS-CoV-2 virus.

» 1gG antibodies are those created to provide long term protection
against the resurgence of SARS-CoV-2 in the body.

* IgAis an antibody that plays a crucial role in the immune function
of mucous membranes. The amount of IgA produced in
association with mucosal membranes is greater than all other
types of antibodies combined

* Each microbial organism, from viruses like SARS-Covid and influenza to
bacteria such as MRSA, has a unique antigenic fingerprint on the cell
membrane, which your body recognizes as alien.

* Once the immune response is initiated, the body begins to manufacture
targeted immunoglobulins, of which IgG, IgM, and IgA are types.

* Vaccines work by inducing that immune response to attenuated
pathogens (measles, mumps, rubella vaccine is an example, as is the flu
nasal mist) or non-infective antigenic material that is injected or inhaled
into the body (hepatitis A, flu shot, polio, and rabies are examples).

* This immunity is how we develop protection from recurrent infections
by the same organism.

* The presence of these antibodies indicate that the body has responded
to the virus, indicating that a confirmatory test should be used to
determine if the virus is still active in the subject being tested.




Winning the war against
COVID-19

Given the novelty of the SARS-CoV-2 virus and associated COVID-19 illness, the
primary public health concern is to identify who has been exposed to the virus
and who has not. This increased accuracy will help direct much needed medical
resources to those who need it. In addition to the more accurate and reliable test,
the biological elements necessary to manufacture this total antibody detection
test can be synthesized in-house by the U.S.-based manufacturer and in doing so
help eliminate a critical manufacturing supply chain challenge.

Areliable supply chain is critical to the successful mitigation of COVID-

19. Creating a public health response to an epidemic like COVID-19 is a lot like
fighting a war. Wars are won by logistics, not by tactics and strategies. The
inability to produce the reactive agents (reagents) that create aline on a
serological test in large quantities has been the single largest limitation in bringing
test kits to market in the quantities needed to provide the public health
professionals the data that they need in order to fight this battle. Our reagent in
the Antibody Tests can be produced in quantities sufficient to turn on America’s
large-scale manufacturing capacity to meet this need.

@GreenStory Global
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Testing Is
Easy, Fast, and
Accurate
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What’s Included in the Box?

25 Individually
Disposable uick Reference
Wrapped Test PI_O t Package Insert 5 mL Buffer Q Guid
Cassette Devices Ipette uiae
Kits do NOT include: S — o
d La n Cet SAS™COVID-19 IgG and IgM :\:ﬁ.:ody
For the Rapid wnmiﬂmﬂmwn-ﬁ in human

e Alcohol swab T
Why? The FDA deemed these items necessary to performing the test. By ﬁf:"“";":;,w“"m"”“ Exp.Dat- 050421 |

not including them, it deters someone from using it as an at-home test.

|

@G[eenStory Global



What’s a Master Kit?

Package Inserts

1,000 Individually Quick Reference

Wrapped Test Dls.posable and Flat Boxes 40 bottles of ¥
Cassette Devices Pipettes to Make Packs 5 mL Buffer Guide
of 25 tests

Kits do NOT include:
* Lancet
e Alcohol swab

Why? The FDA deemed these items necessary to performing the test. By
not including them, it deters someone from using it as an at-home test.

GreenStory Global




Performing the Test

Wash non-dominant hand with soap and water.

Wipe fingertip with alcohol swab.

Prick skin with lancet.

Allow a drop of blood to form.

Compress bulb and hold pipette close to drop of blood
while slowly releasing blood to collect blood in pipette.
Hold pipette tip over the test chamber and compress
bulb to fill chamber with blood sample.

Add diluent and wait 10-15 minutes.

8. Results must be read by appropriately-trained healthcare
provider.

LhwneE

o
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WATCH A DEMONSTRATION VIDEO HERE.

Who should perform the test? Any medical professional
can administer the test: nurse, nurse practitioner,
physician’s assistant, phlebotomist, pharmacist, or
pharmacy tech.

Any facility that performs a flu shot or any form of on-
site rapid medical testing would qualify.

The information contained in this document is confidential and sharing without consent is strictly prohibited.

GreenStory Global



https://www.youtube.com/watch?v=qRj7t8y8vMc

What do the Test Results Mean?

* The presence of IgM (line M) indicates the patient in the early stage of the
virus and is starting to develop antibodies. The healthcare professional
may advise the patient to be retested in the near future to confirm they
have by then developed IgG as well. Ideally, the patient would be advised
to go for an immediate PCR test to confirm 100% whether they have the
virus or not. At a minimum, it would be recommended they self-isolate
and do another antibody test in a week.

* The presence of both IgM and IgG indicates the patient is in the active
stage of the virus

* The presence of IgG (line G) indicates the patient is in the late stage or has
already had the virus

* The presence of the control line (C) indicates the test worked properly

@GreenStory Global
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Unlike many competitors, our tests are both HIGHLY SENSITIVE
AND HIGHLY SPECIFIC.

* The best antibody tests are both highly sensitive (meaning they detect a wide range
of IgA, 1gM, or 1gG antibodies that recognize different parts of a viral protein) and
highly specific (meaning the detected antibodies are for only that virus).

» Coronaviruses that cause colds, for example, also circulate around the globe.
Antibody tests with low specificity and high sensitivity might detect antibodies
against cold viruses and give a false positive. But a test with high specificity and low
sensitivity could miss antibodies, resulting in a false negative.

@GreenStory Global



CLIA

Clinical Laboratory Improvement Amendments (CLIA) regulations establish quality standards for laboratory testing
performed on specimens from humans, such as blood, body fluid and tissue, for the purpose of diagnosis, prevention,
or treatment of disease, or assessment of health.

The basis of the complexity of CLIA tests are categorized into three levels: waived tests, moderate, and high complexity.

Waived testing is designated by CLIA as simple tests that carry a low risk for an incorrect result.

During the Presumptive Emergency Use Authorization (PEUA):

Point of Care = Point of Administering the Test 2 Photo of Test Results Sent Electronically to CLIA Lab for Instant
Interpretation™

*Individual states can override this and allow CLIA Waived Testing

Once the Full Emergency Use Authorization is Granted (EUA):

It is assumed that the Rapid Results tests in this catalog will be CLIA waived tests.**

Point of Care = Point of Administering the Test AND Point of Interpreting the Results
**Note if NOT CLIA Waived, the process outlined above for the PEUA period will apply e GreenSt ory Global



Working with

Quick Turnaround

We understand the
sensitivities that are
demanded with customer
health delivery

initiatives. We'll work at
your pace and on your
schedule to support you.

Solutions Approach

We share acommon mission
for your organization —
enabling a safer tomorrow
through the strategical
deployment of health
mitigating technology and
services.

& GreenStory Global

Certified & Verified

From manufacturing through
our various distribution
channels, our medical &
testing supply partners are
carefully vetted through our
rigorous due diligence
process

L~

Trusted & Experienced

We’ve combined a team of
industry professionals at the
top of their respective
fields. Experience ranging
from Healthcare delivery,
Surgical Procedure, Medical
Device Sales, Manufacturing,
and Logistics.
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4 Test Kit Options

= SAS~COVID-19 "ONE LINE" RAPID TOTAL
" ANTIBODY DETECTION TEST

= SAS~COVID-19 "TWO LINE" RAPID TOTAL
“* ANTIBODY DETECTION TEST

®. GenBody COVID-19 IgM/IgG
#== Pinnacle BioLabs COVID-19 Novel

THE USA

L Coronavirus Dual 1gG/IgM Rapid Test




All 4 Test Kit Options Feature:

Point of Care Testing: no special requirements for training, lab equipment, or facilities
Simple, easy, accurate testing

Only 2 drops of whole blood T
y P ‘ ‘ wtel
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~
~

’
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Results in 15 minutes or less

No painful nasal swabbing
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Storage at 15°-30°C Y
Not a single false positive has been reported

Zero returns to date

What’s included in the box: 25 tests, diluent/buffer solution, pipettes, instructions

Available for sale and use now

@GreenStory Global



GenBody COVID-19

IgM/1gG

Pinnacle Biolabs
COVID-19 Novel
Coronavirus Dual
IgG/IgM Rapid Test

SAS COVID-19 One- SAS COVID-19 Two-
Line Rapid Total Line Rapid Total
Antibody Detection Antibody Detection
Test Test
Tests for lgG/IgM/IgA lgG/IgM
Results in 10-15 minutes 10-15 minutes
Sensitivity 98% 96%
Specificity 99% 97%
I
Shipping Lead Time 30-45 days 30-45 days
Capaciog/Month SM 35M
Shelf Life 1 year 2 years
Ships From Texas =, Texas

MADE IN

THE USA

lgG/IgM lgG/IgM
10 minutes 10-15 minutes
91.7% 94%
97.5% 98%
PEUA201049,
5/15/2020 EUA202009
30-45 days 30-45 days
5M 8M
2 years 2 years
South Korea (@; Utah [E=

THE USA

Center for Medicare and Medicaid set reimbursement rates for COVID-19 test between $42.13 - $51.31, based upon the AMA CPT Code 86328.

L~

GreenStory Global



American manufacturer of over 400 FDA-approved products, including lateral flow test kits for human infectious diseases like COVID-19 (EUA in progress), hMPV, RSV,

About SA Scientific

MADE IN

THE USA

Adenovirus, Rotavirus, Strep A, Influenza A and B, Legionella. Founded by a research scientist in 1984, SA Scientific’s philosophy is to combine high-quality ingredients with
proven research techniques to create high-quality products at a reasonable cost. With research, production and quality control capabilities under one roof, SA Scientific’s
vertical integration gives them complete control of quality and production scheduling.

FDA and USDA Registered Facilities

All SAS products are manufactured according to Good Manufacturing Practices (GMP) in their registered facilities. Their tests meet or exceed the specifications of various
government agencies responsible for reagent quality and standardization.

Their location in the heart of the South Texas Medical Center and close to the University of Texas Health Science Center provides additional resources to refine and perfect their
tests.

Manufacturing is 100% US-based

Headquartered and manufactured in San Antonio, TX 5> . e T R U —

All SAS products are manufactured in accordance with Good Manufacturing Practices (GMP)

5000 sq. feet of dedicated wet labs: : =

!
4 R&D Labs | 2 TP
. ks A\SASaenhﬁc
. Production Chem Lab
. Quality Control Lab 4 cm
Quality Assurance Lab

. 15,000 sq. feet of <15% DryRooms

. 3 assembly rooms

19.5 cm
Multiple manufacturing sites ensures production & delivery continuity in case of experienced downtime‘ w>
"@GreenStory Global



SAS-COVID-19 "ONE LINE" RAPID TOTAL ANTIBODY DETECTION TEST

MADE IN

THE USA

Seen here: one individually-
wrapped cassette, one bottle
of diluent (enough for 25
tests), and an instruction
insert.

@GreenStory Global



SAS-COVID-19 "ONE LINE" RAPID TOTAL ANTIBODY DETECTION TEST

SAS™
} et \ /A coviD-19
© o = S
“ Y Test
ID
ID
Negative Positive
The test is negative if a colored line The test is positive for SARS-CoV-2
appears only in the C area (control). antibody if a colored line appears in
the S area (sample).
Invalid Results: The test is invalid if no colored line appears in the C area even if a
colored line appears in the S area. Colored lines that appear after 15 minutes are
invalid and should be ignored
MADE IN

THE USA
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SAS-COVID-19 "TWO LINE" RAPID TOTAL ANTIBODY DETECTION TEST
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Watch this test being
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Cassette measures
2.5”x1”, or 6.35cm

X 2.54cm
Seen here: one individually-wrapped This patient’s test results were
cassette, one bottle of diluent negative — only the Control line
MADE IN (enough for 25 tests), and an showed up.

instruction insert. Pipette, alcohol
wipe, and bandage provided by the

testing facility. e GreenStory Global



https://www.youtube.com/watch?v=qRj7t8y8vMc

SAS-COVID-19 "TWO LINE" RAPID TOTAL ANTIBODY DETECTION TEST

COVID-19 COVID-19 COVID-19
Results in
. IgG Negative lgG Negative IgG Positive
M Inutes: IgM Positive IgM Positive

IgM only: Healthcare professional should advise the patient to avoid contact with others and seek
follow-up testing to prevent spreading the virus to others.

lgM and IgG: Indicates patient is in active state. Healthcare professional should advise the patient to
avoid contact with others and seek follow-up testing to prevent spreading the virus to others.

MADE IN Read the Test’s CLINICAL PERFORMANCE REPORT HERE.

THE USA The information contained in this document is confidential and

sharing without consent is strictly prohibited. v G ree n Sto ry G I O ba |



https://45749bec-d40e-46cc-9e36-4b29807b839e.filesusr.com/ugd/31a2f1_60886c3e1bba4da2bd84226283202167.pdf

Documentation

The information contained in this document is

confidential and sharing without consent is strictly

prohibited.

OF REGISTRATION

This is to certify that the management system of:

SA Scientific Ltd.

(DUNS# 88-335-0811)
Main Site: 4919 Golden Quail

San Antonio, Texas 78240 United States

has been registered by Intertek, an MDSAP
as conforming to the requirements of:

1SO 13485:2016

Canada: Medical Devices Regulations — Part 1- SOR 98/282

gnized auditing organizati

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D)

The management system is applicable to:

Design, manufacture and distribution of in-vitro di ic test kits used in the
diagnosis ond g of di: status, fertility testing ond pregnancy testing
and for including near patient in-vitro diagnostic devices.

Certificate Number:
0092543

Initial Certification Date:
2019-07-05

Certification Effective Date:
2018-07-05

Certification Expiry Date:
2022-07-04

MDSAP

™

Intertek

Intertek Testing Services NA, Inc.
300 Chelmsford Street
Lowell, MA, USA 01851

MADE IN

THE USA

GreenStory Global



SAFETY DATA SHEET

S I ’ S SAS™ COVID-19 IgG and IgM Antibody
I\/I Detection Test Kit SAFETY DATA SHEET MADE IN

SAS™ COVID-19 IgG and IgM Antibody Detection Test

| SECTION I: PRODUCT/COMPANY IDENTIFICATION | SECTION III: PRODUCT COMPOSITION
Cat. No. (s) Chemical/Common Name Formula Strip a_:oﬂtaj.ns reagents in d:} form (Nitrocellulose membrane, fiberglass pad, antibodies and colloidal gol
048025 SAS™ COVID-19 Antibody Test Mixture contains recombinant protein for SARS-CoV-2(2019-nCoV)). THE USA
Description Extraction Buffer: Buffer confains 0.1% Sodium Azide.
SAS™ COVID-19 IgG and IgM Antibody Detection Test is a rapid, visual assay for the presumptive qualitative Chemical Name CAS No %
detection of COVID-19 antibodies from whole blood or serum samples of symptomatic patients. Sodium Azi 36623278 01

The SAS ™ COVID-19 IgG and [gM Antibody Detection Test Kits are manufactured by SA Scientific, Ltd. Kit does not contain chemical mixtures at levels greater than 1.0% of a hazardons compound or 0.1% or more of a
carcinogen as per ACGIH, NTP or OSHA criterin.

SA Scientific, Ltd. SDS Coordinator — — : — :
4919 Golden Quail Telephone Number: (800) 272-2710 SECTION IV: FIRST ATD MEASURES |
. - Emergency : 7
San Astonio, Texas 78240 y Phone: (800) 272-2710 After skin contact: Immediately, wash affected area thoroughly with soap and water. Remove contaminated
clothing and shoes, if necessary. Seek medical attention, if irritation develops or persists.
— - After eve contact: Immediately, flush eves under gently munning water for at least 15 minutes, making sure that
SECTION II: HAZARDOUS IDENTIFICATION the eyelids are held open. Seek medical attention, if irnitation or redness develops.
Product Hazard Classification: Pursuant to OSHA"s Hazardous Commmnications Standard 29 CFR. 19101200 After ingestion: Rinse mouth with plenty of water to dilute the substance. Immediate medical attention is
these products are not considered to contain hazardous materials. ' required.

After inhalartion: Move person into fresh air. Seek medical attention.

Label elements, including hazard and precautionary statements

Pictogram: None. SECTION V: FIRE FIGHTING MEASURES

Signal word: None.

Health: Minimal risk if used as directed. Extinguishing Media: Not combustible. Use extinguishing media suitable for surrounding materials.

Fire: Not considered a fire hazard. Special Fire and Explosion Hazards: May react with lead and copper plumbing to form explosive metal azides.
Reactivity: Minimal risk. Reagents do not contain hazardous materials according to WHMIS, EU and OSHA Drains should be flushed thoroughly with water after disposing of buffer to prevent azide buildup.

criteria. Hazardous Combustion Products: None

Physical Hazards: If not used as directed, it may be harmful if ingested and/or it may cause eye and skin Protective Equipment for Firefighters: Wear self-contained breathing apparatus and full protective gear.
irritation.

Special Hazards: Avoid ingesting reagents, as toxicity has not been determined.

| SECTION VI: ACCIDENTAL RELEASE MEASURES |

Potential Health Effect Summary

WEHMIS criteria: None considered hazardous materials. Personal Precautions: Avoid skin and eye confact by wearing appropriate lab personal protective equipment
EU criteria: None considered hazardous materials. (PP]%) , L. . . . . .
OSHA criteria: None considered hazardous materials. Environmental Precautions: Absorb into inert solid or dilute with a large quantity of water and flush into an

approved wastewater treatment svstem. Use good laboratory practices.
Carcinogenicity Summary
ACGIH criteria: None of the ingredients are listed. — — —
NTP criteria: None of the ingredients are listed. | SECTION VII: HANDLING AND STORAGE |

OSHA criteria: None of the ingredients are listed.

Handling Precautions: Use good laboratory practices.
Recommended Storage Conditions: Store at 15°- 30° C to maintain efficacy.
Other Precautions/Special Hazards: Avoid eye and skin contact.

90-5D5-5A5-COVID1S Page 1 of 4 Rev. -
Effective Date: 042020 90-5D5-5A8-COVID1S Page 1 of 4 Rer. -

Effective Date: 04/2020 ‘
The information contained in this document is confidential and sharing without consent is strictly prohibited. " G ree n Sto ry G I O ba |



MSDS

SAFETY DATA SHEET
SAST™M COVID-19 IgG and IgM Antibody Detection Test

| SECTION VIII: EXPOSURE CONTROLS AND PERSONAL PROTECTION |

Exposure Limits: US OSHA: None established. ACGIH: None established.

DEG MAK: None established. Engineering Controls: Use in well ventilated area.
Eve Protection: Safety glasses should be wom to prevent eye contact.

Skin Protection: Impervious gloves should be wom to prevent skin contact.

SECTION IX: PHYSICAL AND CHEMICAL PROPERTIES

Form: Test strip contains reagents in dry form; extraction bufferis a  Auto-ignition Temperature: N/A

liquid.

Color: Test strip is white; extraction buffer is clear, colorless. Flash Point: N/A

Odor: Not identified. Decomposition Temperature: N/A
Boiling Point/Boiling Range: N/A Viscosity: N/A

Flash Point: N/A

SAFETY DATA SHEET
SAST™ COVID-19 IzG and IsM Antibody Detection Test

!

MADE IN

| SECTION XIII: DISPOSAL CONSIDERATIONS

Waste Disposal: Disposal practice must be in compliance with company, local, state and federal lav THE USA

regulations. If needed. Contact local, state or country environmental agency for specific rules.
Recommended Product Disposal: Sodium Azide may react with lead and copper plumbing to form explosive
metal azides. Drains should be flushed thoroughly with water after disposing of buffer to prevent azide buildup.

| SECTION XIV: TRANSPORT INFORMATION
Transportation is not regulated under ICAQ, IATA US DOT, Canadian TDG or European ADR/RVD.

SECTION X: STABILITY AND REACTIVITY

Stability: Stable under normal temperatures and pressures.
Hazardous Incompatibilities: N/A
Hazardous Decomposition: Not available.

| SECTION XI: TOXICOLOGICAL INFORMATION

Toxicity Data for Hazardous Ingredients: N/A

Primary Routes of Exposure: Skin or eye contact.

Potential Effects of Acute Exposure: Low order of acute toxicity.

Potential Effects of Chronic Exposure: None identified

Svmptoms of Overexposure: No specific symptoms identified

Carcinogenicity: No mgredients in this product are listed as carcinogens by ACGIH, IARC, NTP. OSHA or
67/548/EEC Annex I.

Other Effects: None Identified

SECTION XII: ECOLOGICAL INFORMATION

Ecotoxicity: No results of ecological studies are available.
Biodegradability: No results of biodegradability studies are available.
Mobility: No results of mobility studies are available.

90-5D5-5AS-COVIDILY Page 3 of 4 Rer. -
Effective Date: 04/2020

SECTION XV: REGULATORY INFORMATION

Product is not classified as a dangerous preparation according to 1999/45/EC and 200/58/EC. Under US Federal
and State Regulations.

| SECTION XVI: OTHER INFORMATION

Employers should use this information as a supplement to other information gathered by them and should make
independent judgment of the suitability of this information to ensure proper use and to protect the health and
safety of employees. This information is provided without warranty and any use of this product not in
conformance with this Safety Data Sheet. or in combination with any other product or process is the responsibility
of the user. SA Scientific. Inc. shall not be held liable for any damage resulting from the handling or use of this
product.

The information contained in this document is confidential and sharingwn

go;ﬂi?g%:gﬁgﬁgent is strictly prohibit::.e 4 Df" G ree n S\to ry G I 0 ba |



SAS™ COVID-19 IgG
and IgM ANTIBODY
DETECTION TEST

INSERT

A Rapid Visual Assay for the Qualitative Detection
of IgG and IgM antibodies of COVID-19 in human
whole blood or serum

For In-Vitro Diagnostic Use

Store at 15° to 30°C

For Technical Assistance Call 800-272-2710
Outside the USA Call 1-210-699-8800

iA SA Scientific”

SA Scientific, Ltd.
4919 Golden Quail
San Antonio, TX 78240 USA

Kit package insert

READ ALL INSTRUCTIONS BEFORE BEGINNING THE ASSAY

INTENDED USE

SAS™ COVID-19 IgG and IgM Antibody Detection Test is a rapid
visual assay for the presumptive qualitative detection of igG and
IgM antibodies against SARS-CoV-2 from human whole blood or
serum.

BACKGROUND

COVID-18 is an infectious disease caused by the novel SARS-
CoV-2 strain of coronavirus that was first found in Wuhan, China in
patients suffering from viral pneumonia. Patients showed clinical
symptoms of fever, fatigue, cough that developed into severe
pneumonia, septic shock and multiple organ failure. Most patients
show symptoms 4-5 days after exposure, though the incubation
period can range from 2-14 days after exposure.

PRINCIPLE OF THE TEST

The SAS™ COVID-19 IgG and IgM Antibody Detection Test
utilizes an immunochromatographic sandwich assay to detect anti-
SARS-CoV-2 IgG and IgM antibodies in patient samples. The
reaction between antibodies in the positive sample and the colored
particle-conjugated with SARS-CoV-2 antigen forms a complex
that migrates along the membrane. If anti-SARS-CoV-2 IgG
antibodies are present in the sample, a complex will be formed
and captured by the anti-lgG antibody forming a red G line
indicating a positive result for the IgG antibody. If anti-SARS-CoV-
2 IgM antibodies are present in the sample, a complex will be
formed and captured by the anti-igM antibody immobilized on the
membrane, forming a red M line and indicating a positive result for
the igM antibody. An internal control line C (control) area is built-in
to assure that the test has been carried out correctly.

MATERIALS & REAGENTS PROVIDED
1. Test devices

2. Extraction buffer

3. Package insert

PRECAUTIONS

1. Forin vitro diagnostic use only.

2. Inaccordance with the principles of Good Laboratory
Practice it is strongly recommended that all specimens be
freated as potentially infectious and handled with all
necessary precautions.

3.  Discard all used devices into a biohazard container.

4. Do not use kits after the stated expiration date, and do not
mix kit components from different lots.

5. Users are cautioned against over reading of membrane
immunoassays. Only clearly visible line in the S area should
be considered a positive result.

6.  Follow test procedure for each specimen type as written.

7.  Patients with human anti-mouse antibodies (HAMA) may
show falsely elevated results.

8.  Elevated rheumatoid factor (RF) in patient samples may
interact with reagent immunoglobulins, causing falsely
elevated results.

STORAGE CONDITIONS

SAS™ COVID-19 IgG and IgM Antibody Detection Test devices
should be kept at room temperature (15-30°C) in the sealed
pouches. Do not freeze the test kit or kit reagents.

SPECIMEN COLLECTION, STORAGE AND TRANSPORTATION
ble specimens for evaluation with the SAS™ COVID-19
IgG and IgM Antibody Detection Test include human whole blood

or serum. Samples should be tested as soon as possible after
collection.

TEST PROCEDURE FOR SPECIMENS

Procedure for use with human whole blood or serum:

1. Open test cassette pouch and lay on a flat surfaca

2. Label device with specimen type and ID

3.  For blood sampies: drop 40ul of whole blood into the testing
well and wait 30 seconds
For serum samples: drop 20uL. of serum into the testing well
and wait 30 seconds

4. Dispense 3 drops of buffer into the testing well and start a
timer

5. Read results between 10 and 15 minutes. DO NOT interpret
results after 15 minutes

INTERPRETATION OF RESULTS

Negative Results
The test is negative if a colored line appears only in the C area
(control).

Positive Result M ONLY
The test is positive for coronavirus IgM antibody if a colored line
appears Iin the C area (control) and in the M area (IgM).

Positive Result G ONLY
The test is positive for coronavirus 1gG antibody if a colored line
appears in the C area (control) and in the G area (IgG)

Positive Result Gand M

The test is positive for both coronavirus IgM antibody and IgG
antibody if a colored line appears in the C area (control), M area
(igM), and G area (IgG)

- =¢ | MADE IN

Invalid Results

The test is invalid if no colored line THE USA ea

even if a colored line appPears in th_ o e e e e e
that appear after 15 minutes are invalid and should be ignored.

PERFORMANCE CHARCTERISTICS
Clinical Performance

PCR Positive | Negative
SAS IgM/IgG Positive 45 4
SAS IgWIlgG Negative 2 126
Total 47 130
PPA 96%
NPA 7%

Positive samples have been confirmed COVID-18 positive by
PCR. 30 negative samples have been confirmed COVID-18
negative by PCR and remaining 100 samples were drawn prior to
2019.

TEST LIMITATIONS

. This test is only provided for use by clinical
laboratories or to healthcare workers for point-of-care
testing, and not for at home testing.

. Laboratories and healthcare providers must include
this information in their patient test report as provided
by the FDA guidance:

o This test has not been reviewed by FDA

o Negative results 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 considered to rule out infection
in these individuals

o Results from antibody testing shoukd not be
used as the sole basis to diagnose or
exclude SARS-CoV-2 infection or to inform
infection status.

o Positive results may be due to past or
present infection with non-SARS-CoV-2
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About GenBody

Founded in 2012 with the pursuit for human and global health, GenBody Inc. creates innovative technologies for the
development of raw materials for diagnostic use. They offer diagnostic total solution such as rapid diagnostic tests (RDTs),
fluorescent immuno-diagnostic tests, ELISA, molecular diagnostic tests (MDx) and clinical chemistry.

With over 20 years combined experience in the diagnostic industry and through vast bio-networks between several key
institutes, universities, and hospitals, our core strength is in R&D. They specialize in developing monoclonal antibodies and
recombinant antigens in-house at their facility in South Korea.

They also have patented technologies including fluorescent immuno-diagnostics, which will be one of the major IVD
technologies of the future.

Their Mission statement is to bring Technology to Your life.
They continuously develop innovative diagnostics and pharmaceutical technologies for improving your quality of life.

——

GenBody

COVID-19 IgM/IgG

Differential detection of COVID-19 IgM and IgG
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GenBody COVID-19 IgM/IgG

- Pouch Front view
Dimensions(Height(H) X Width(W)): 70 X 120 mm

Vv

GenBody
COVID-19 IgM/IgG

* Store at 2~30°C (35.6~B6'F)
* n vitro diagnostic use only

£OVI025

A

1 Test

¢ o

Aev.0

- Pouch Back view
Dimensions(Height(H) X Width(W)): 70 X 120 mm

[Eo7] / ot o :

¢ Exp.Date :
(YYYMNDD)
‘ GenBody Inc.
. CHANDE AND INMNIVATION

ol +82-41-523-5900, [Wherrationsd] +R2-41-522-8000, Fae - +82-41-523-9991
Wsbisite : www perbady.co ke

3-18, Bopemong 247, Seobuk-gu. Cheonan-=, Clungehwongnam-de, 31077, Republic of Koren
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- Full view = Backview
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10 Tests/Kit
GenBody

COVID-19 IgM/IgG

Differential detection of COVID-19 IgM and IgG

Chromatographic immunoassay kit for the rapid and differential detection of immunoglobulin M (igM)
and immunoglobulin G (IgG) against COVID-19 using serum, plasma and whole blood.

In vitro diagnostic use only ® /R’m §;7
Store at 2--30°C (35.6~86°F) 7c [:Ii] 10 A

GenBody
COVID-19 IgM/IgG

Difforential detection of COVID-10 IgM and 16G

Crematnaraobic immuncassay kit for 1he raoid and diferentad deection of immuncalobuin M batd
and mminsgbhudin & §gf) agakket COUN10usng sanim. plaema and whals Nond

In wiro dlagnostic use only
Sture ul 2~30°G (35,6~566°F)

VO @AV

fred el Sodd By
.'c. GanBody Buldog, 318 Eopseong 2-01, Secbuk-gu, Cheonan-i, Chungesam, 31077, Korea
pwmnovation Tal 1+82-41-623-8990, Fax : +82-41-523-900  Weksite: wiva genbody.cokr
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Gennodv |nc. 3-18, EopseongZ-gil, Seobul-gu, Cheonan, Chungnam, 31077, KOREA

vl x M Tel (+82-41-523-8330, Fax : +B2-41-323-B551, contacti®genbody.cokr contachigenbody.co.bor "
)y

Gensody Inc' 318, EopseangZ-gil, Seobul-gu, Cheanan, Chungnam, 31077, KOSEA

. H el 1+ 82-81-523-8390, Fax : +B2-41-523-B551, contacti@genbody.cokr contachigenbody.co.br
F) ey

Gennndv |nc‘ 3-18, Eopseang2-gil, Secbul-gu, Cheanan, Chungnam, 31077, KOREA

o M el :+H2-47-523-8330, Fax : +82-41-523-B551, cortacti®genb-ody.cokr contachBgenbody.oo. kr
)Y

MATERIAL SAFETY
DATA SHEET

eoacentratioas of vapors balow their respective occupational sxposure Hmits.

Izhalation I ichaled, remove to fresh air. If not breathing, give artificial respiration. I breathing is
difficult, give sorgen. Get medical attention. A — at
Ingestion Do NE}T indu:r; VomitEng urJ.n;:': directed to i:: :: by umdi.??'_ p::"f!::m;]. :wlo','n:;'lgf\-n Elein and | Lab soat
o J— . F— — . anything mowth to sa uscosmseious parsom. If large quantifies thiz material ara o
Frinting data : 2020/08/01 Rsviswsd on : : 2020/08/01 swallowed, call aphyrsician immediataly. Loosea tght clothing such as a collar, tie, belt or Hands - Gloves
waisthand. Eyaz o Bafety glaszes.
1. Product and Gurnpnmr Identification | Ekin Contact Ia cass of contact immedistely Aush skin with plenty of water. RBsmoyve coataminated Faat Mot apphcabla
clothing and shoss. Cold water may be used. Wash clothing before reuss. Thoroughly
clean shoes before reuse. et medical sttention.
P mal Frotect im
Product name - Eye Contact . . ~ . C:‘.:ﬂ‘qui s m;:; - Eplash goggles. Full suit. Hoots. Gloves Buggested protective elothing might aot
Chack for and remove any coatact leazes. In caze of contact, immediately fdush eyes with Laris be sufficiaas conmuls & specialiszt HEFORE haadlicg this produst
pleaty of water at least 16 minwes. Cold water may be used. Gei medical attention.
. Consuli locsl suthorities for scceptable exposure limits.
NO Cat. No. Product Name Description
5. Fire—Fighting Measures ‘ i . . .
1| COVIodD GenBody COVID-12 lyMIg5 20TIKie 9. Physical and Chemical Propartiss
Extinguishing Madia Fhysicsl state Liguid.
Application of the Produet Cliaicel Leboratory Application Euitabla t applicable. Use an extiaguishing agent suitshle for surrowuandiag Celar Calarlasns.
Manufacturer/Suppler - GENBODT INC. = Odar 1ot svailable
- 3 Z—gl, -gu, , Chungs 077, KOREA i - - N ) -
3-18, F.'_D_z ff:fé_;:gg.’?:abuk gu, Cheonan, Chusgaam, 31 HOREA Bility of the Froduct B Hle. odar Thee tiat available.
FAX: B?-41-523-8001 Autoignition Tamperature : Mot applicabls. Tasta Lot availsbla.
Flash Poiats : Mot applicshls Molsealar Weight Jot applicabla.
- ) Moleecular Formula Jot applicabla.
2. Composition/Information on Ingredients Flammahbla Limits ot applicable. o - .
Jautral
pare Hazards & Fresancs of © Hat apalizable. Hailing Poiat Ths lowsst kaowa values i3 1007 (212°F Nrate)
arious Substaacas
i i i i s idif ot O (32°F) fart watar.
Nama CASw % by waight Expasurs Limits Explosion Harards in Fresancs . Mot considered as a product preseating risks of coplosioa. Moliing Fuint May start to solidify ot C 62°F) based oa dota for: watar
Codivm szide CEEIE-DT-E £1.00% _ of Various Substances Critical Temparaturs Tha lowsst kaowa value iz §74.8TI706. TP ) water).
o Epoeial Remarks oa Fire * Mot availablo. Vapor Frassure The highest kaown value is 3.2 kPa (28.8 mmHg) (st 207T)
Hazards Vaolakdity DE{wrw). (wrater). Waighted average: Irfiwiwl.
3. Hazards Identification | Vo —BOTIR).
| 8. Accidental Belerse Measurss Evaporation rate .38 {water) comparad to (a-bubyd scatate= 10,
Fhysieal State and :  Liguid. Epecifie Gravity : Mot eveilahla_
Appesrance _ . X ~ ~ X . L Eolubiityr Eagily soluble in cold water, bot water, mathanol, acatona.
- Emironmental Precautions and: Absorb with an inert materis]l sad put the spiled materizl ia aa it lin ) .
Emergancy He speeific hazard. Clean—up Mothods sppropriste weste dispossl. Finish cleaning by spresding water on tha ln_ml:':l‘s'- Water ) .I\mnhn[nr.." "?"“rl'
Routas of Eniry Absorbed through skin. Inhalation. Ingestioa. contaminated surface apd slow o evecuste through the semitery Dispersicn Froperfies &aa solubility ia water, methaacl acstoas.
Skin Contact Irritation of the product in case of skin coatact: Mot avsilable. Seasitization of SyrELam. Physicsl Chemicsl Comments Dot availabla

Emall Spill and Lask : Diute with water aad mop up, or absork with an inert dry materisl aad
place in sa appropriste wasts disposal contsiner. Findish cleasniag by

spreading water oca the contaminated surface aad dispose of according

the produci: Mot avalable.
Aggravating conditicas Repeated or prolonged sxposure iz aot kwown to sggravate medical - .
v | 10. Stability and Reactivity

condition. - X : =
. . to local and regioas]l authority requirements.
Foimaal Chrmais Hedlt Carsinogenic sffests: Classified Noas. by OCHA, Moss. by MIOEH [Bavine N o
mie Serum Albumsa]. Classified Noas. by MICSH [Sodium Phacphste (dibazic)]. Stability The araduct is stable.
Clazsified Moac. by MIOSH [Magrosium Mitrate ]. Clazsifiod Nome. by NICEH 7. Handling and Storage ‘ Hazardous Decompositica Mot applicabla.
[Sodium Chlorids]. Classified Moas. by NIOEH [Sodiam Fhosphate Frodusis
mﬁ Mot aveilahle. Handling * #woid bresthing vepors or spray mists. I-[un-\d::us =5 .. ks L ) Will aat oeeur.
Teratogenic effects: Not avalable. Enplagion Harards in Praganea of Varjous : Mot considared a5 a product prasanbag rizks of axplosion.
Ekorags : Faep contsiner Hehily closed. FKesp container i a cocl, well-veatdated area. Substances

Mot avadabls

sekion 11)

| i — is and Persanal protection ‘ | 11. Toxicological information ‘

Chrosmie Effects on Humans I Carcinogesnic effects: Clagsified Mome. by OSHA, MNoae. by MNIDEH
[Bovine Serum Albumic]. Classified Moas. by MIOSH [Sodium Fhosphate

& Gregnstory Global
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Genhdv lnc' 3-18, Eopseang2-gil, Secbul-gu, Cheanan, Chungnam, 31077, KOREA

x H Tel :#H2-41-523-8330, Fax : +B2-41-533-B591, contachigenbodycokr contachifgenbody oo ke
)y

Cther Toxic Effects on Human

Epacial Ramarks on Toodeily to ¢
Animals

spacial Romarks on Chronie |
Effects on Humans :
Spucial Remarks on Other Tosde |
Effects on Humans .

12. Ecological infarmation

Mowe. by MIDSH [Sadium Chloride]. Class#ied MNoas. by MIOSH [Sodium
Fhosphate (moaobazic}].

Mo specific information is available in our daisbase rexardicg the other
tosde cffocts of this matorial for humaas.

Mot svaflabla.

Mot svailabla.

Tot avadadls.

BOD and COD
Hiodagradable/JECD

Mohilityr

Producis of Dagradation

Toxdeity of the products of -
Hiodegradaiion

Epeicial Remarks on the Frodweis
of Biodegradation

13. Disposal considerations

Mot svaflabla.
Tot avadadls.
Mot svailabla.
Mot availlabla.

Mot availlabla.

Mot svaillabla.

Mathods of disposali Waste of -

residues; Contaminstad
packaging
Waste Straam

Waste must be disposed of ia secordancs with fedaral, stata and loeal
saviroamantal contrel regulatioas.

Blot availahla.

Coasulf your loedl or regionsl suthoniiies.

14. Transport information

DOT regulations ©
Hazard class © - Mone hazard

Land Transport ADR/RID {cross—bordar)

ADR, AID class © -
Martima transpaort IMDG ©
MOG Class ©  — Mone hezard
Marna pollutant © Mo

Air tranaport ICAC-T] and IATA-DGR - None hazard

ICADVIATA Class | — Nome hazard

| 16. Regulations

Chemicals known to causa cancos:
Mors of the ingradisnts i= listed.

lors of the ingradisnts is lisied

dona of tha ingradiants is Etad

Hona of tha ingredients is Ested

Chemicals known to ceuss reproductive tooadcity”

PA (Envirormonts]l Frotection Agoney):

IARC (Internations] Agency for Ressach on Cancark

Page 4 / &

Genhdv Inc' 314, Eopmeang2-gil, Secbul-gu, Cheanan, Churgnam, 31077, KOREA

] E%} EHH:I Tel :#82-41-523-8330, Fax : +B82-41-523-8551, contact@genbody.cokr contachBgennody.oo. ke

MTPF (Mational Toxicology Program} ©
Mone of the ingradiants is Estad

TLVIThreshold Limit Value established by ACGH) -

Mons of the ingradisnts is listad

MAKI Garman Madmuom Workplace Concaatration) -

Mone of the ingradients i listad

MIOEH-CalMational Institute for Occupstional Safety and Haalth) :
Mona of the ingradicnts is liswad

OSHA-Ca{Decupational Safaty & Health Administration) :

Mone of the ingradienis i= listed

Hezard—detarmining componants of laballing ©

sadium azida

Rizk phreses”

Hermful if swalowad

safety phrasas

Thi= mebsnal ard it contmner must be deposed of in a safe way.

Wemr suitable profective clothing.

If swaborwsd, ssck modical advice immadiataly mnd show this conteaner or labal
Haticmnal reguletions:

Watar hazard class! Gonerally not hazardous for water.

18.0ther inform ation

The abowva information is belisved to be corect but doss not purport to by all inclusive and shell b used cnly as &
puidelneg of GENBODY |NC. shall mot be held Eable for mny damags resulting from handing or from contact with
mbove product. Final detarmination of suitabdity of any material is $he sole resporsibdity of user. AN materals mey
prazant unfnown hazards end should be u=ed with caution. Akhough certain hazerds are de=scrbed herasin, we

cannot guarantss that are the only hazards that esast.
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DECLARATION OF CONFORMITY

3-18, Eopseong 2-gil, Seobuk-gu, Cheonan-si,

MANUFACTURER I : GenBody Inc.
Chungcheongnam-do 31077, Republic of Korea

EUROPEAN : MT Promedt Consulting GmbH
REPRESENTATIVE Altenhofstr. 80
D-66386 St. Ingbert, Germany

PRODUCT : GenBody COVID-19 IgM/IgG

CATALOG NO. : COVI025

EDMA code/ Term : 15 04 80 90 00 Other Viral Antigen/Antibody Detection

CLASSIFICATION : Others
(Neither Listed in Annex Il of IVDD, nor self-testing device)

CONFORMITY : IVDD ANNEX Il
ASSESSMENT ROUTE

We here with declare that the above mentioned products meet the provisions of
the council directive 98/79/EC for In Vitro diagnostic medical device. All
supporting documentation is retained under the premises of the manufacturer.

STANDARDS APPLIED: IVD directive 98/79/EC, EN ISO 13485:2016, EN ISO
15193:2009, EN13612:2002, EN ISO 23640:2015, EN
14136:2004, EN ISO 14971:2012, EN ISO 18113-1:2011, EN ISO
18113-2:2011, EN 13975:2003, EN ISO 15194:2009, EN
13641:2002, EN 15223-1:2016, EN 62366:2008

PLACE, DATE OF ISSUE : Chungcheongnam-do, Republic of Korea, Mar 02, 2020
C. K
Chom-Kyu Chong, Ph.D: c €

SIGNATURE

@GreenStory Global



MDSAP

MEDICAL DEVICE SINGLE AUDIT PROGRAM

CERTIFICATE

No. QS6 005332 0002 Rev. 00

Certificate Holder: Genbody Inc.
3-18 Eopseong 2-gil, Seobuk-gu
Cheonan-si, Chungcheongnam-do 31077
REPUBLIC OF KOREA

& ¢ CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Certification Mark:
Scope of Certificate: Design, Development, Manufacture and Distribution of
In-Vitro Diagnostic Medical Device; Inmunoassay and
Molecular Diagnostic Reagents used in the Determination
of Infectious Diseases, Metabolism and Hormone
- Standard(s): 1SO 13485:2016

A

=

Regulatory Authority(ies):  Brazil ANVISA. See attached for listing of specific
regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the

manufacturer listed above has been audited against the stated criteria and found to conform to those

criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the

website https:/iwww tuev-sued de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization
DUNS No: 68-945-1998

Effective Date: 2019-04-256

ERTIFICATE ¢ 2

>iry Date: 2022-04-24

( Arie Henkin )
Manager, Certification Body MHS
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ZERTIFIKAT o CEKRTIFICATE *

2] ER 2K
RGRERE §

MEDICAL DEVICE SINGLE AUDIT PROGRAM

CERTIFICATE

No. QS6 005332 0002 Rev. 00

Regulatory Requirements:  Audit/Certification Criteria

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Facility(ies): Genbody Inc.
3-18 Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do 31077, REPUBLIC OF KOREA

GenBody Inc.
3-12, Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do 31077, REPUBLIC OF KOREA

Facility Scopes: GenBody Inc.
3-18 Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do 31077, REPUBLIC OF KOREA

Design, Development, Production and Distribution of In-Vitro
Diagnostic Medical Device; Immunoassay and Molecular
Diagnostic Reagents

DUNS No: 68-945-1998

GenBody Inc.
3-12, Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do 31077, REPUBLIC OF KOREA

Production of In-Vitro Diagnostic Medical Device, Immunoassay
and Molecular Diagnostic Reagents
DUNS No: 68-945-1998

Page 2 of 2

Date of Issue: 2019-04-29 %/

{ Arie Henkin )

Manager, Certification Body MHS
TUV SUD America Inc. * 10 Centennial Drive Ste 207 « Peabody, MA 01960 USAA‘:G re e nﬁto ry G I O b a |



(( DAKKs
Deutsche
Akreditierungzsele eIH e S (No.) :KTR-ABBA-7312
D-2M+11321.01-00
wa (o) al i 4 s5}O
No. Q5 005332 0001 Rev. 00 (Certificate of GMP)
o W &3 /%7 =(Company neme of Applicant / License No.)
Holder of Certificate: Genbody Inc. g
3-18 Eopseong 2-gil, Seobuk-gu (%)AeiC|/H 6504 =
Cheonan-si, Chungcheongnam-do 31077
REPUBLIC OF KOREA GerBody Inc.
Faclllty(ies): Genbody Inc. W S EX (Representative)
3-18 Eopseong 2-gil, Secbuk-gu, Cheonan-si, Chungcheongnam- 4o . :
do 31077, REPUBLIC OF KOREA #AHF ( Jin Soo Kim )
GenBoedy Inc. W & =X X (Company address of Applicant)
3-12, Eopseong 2-gil, Secbuk-gu, Checnan-si, Chungcheongnam- ZHYT HOMA| MER A2Y 3-8 |, 3-12

do 31077, REPUBLIC OF KOREA
3-18, 3-12, Eopseong 2-gil, Seobuk-gu. Cheonan-si. Chungcheongnam—do. 34077, Xorea

Certification Mark: W =23 (Nane of Menufscturer)

R ZEXE (%) Bt (GenBody Inc.)
W A== 27X (Address of Manufecturer)

Scope of Certificate: Design, Development, Production and
Distribution of In Vitro Diagnostic Medical
Device — Immunoassay and Molecular FET D BHEI N MET AT 3-8, ANEE HOA| HET A 312
Diagnostic Reagents

i . EN ISO 13485:2018
Applied Standard(s): Medical devices - Quality management systems - W Z%F (Category)

Requirements for regulatory purposes o . i 3 g B
(ISO 13485:2016) HATS AZININE AL F(Reagent for In-Vitro Diagnostic Devics)

= & CEPTUOUKAT & CERTIFICADO & CERTIFICAT

2%

3-18, 3-12. Eopsecng 2-gil, Seobuk-gu. Cheonan-gi, Chungcheongnem—do, 31077, Korea

na
2od
e l14
R
£ [[1-4
L 2
DIN EN ISO 13485.2016 4qg57|7] A= [ 27| Toll HewE W St
Lid . - (We hereby certify that the above menufacturer complies with Xorea
| The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned Good Manufecturing Practices of Medical Devices for the product group |isted sbove)
< above has established and is maintaining a quality management system, which meets the
(] requirements of the listed standard(s). See also notes overleaf. WY XHDate of |ssue) : 2020. 01. 07
o Report No.: 74951612 % 27|27 Dete of Expiration) © 2023 01. 06
[
(oo Valid from: 2018-03-13 X X| HFA olo o}%& |
[1%] Valid until: 2022-03-12 HEX| YA Eo tE oy =(

DAEJEON REGIONAL FOOD AND DRUG ADMINISTR

/ W KTR TSI S A LA T HE
' | KOREA TESTING & RESEARCH INST
Date, 2019-03-13 Stefan Preifs
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g oF oA Ce'f'l}‘aw A dq.a 3
ssuance number rtificate o siness Registration ocessing time
K s, CuIAgA )

= A
5320-924-7831- 782
: ( Corporate Taxpayer ) Inmediately
4 =T (Y '! T2 8 A} A (GenBody Inc. )
Name of compa Genbody Inc.

A £ % =

&';sm‘gn regn;{nnou :jmber S12-0-44225

A 9 (d x )| 43F

Name of representative | Kim Jinsoo -
FR(EA)TERY

Rea:den!(Coworatmn) 161511-0146253
regnstra( ioen number

A A B A2 A A | eAE FUA ART Az R, (mant(94%)
Business Address |31y, Eopeecog 2-gil, Seobuk-gu, Cheonan-si, Chungch do, Regublic of Kores

7 o
Date of business commencesent 212 (Year) 108 (Honth) 179Day)

A} 3 5 q, r
Date :f; busimss?eaislration 201213 (Year) 104 (Nonth) 18 (Day)
EEX '

i) H
Business lynglgnufacturim
99% 9dva @

= | Manufacture of Medicinal Chemicals and Antibiotics
n

Business ite

ﬂme!'l) y ]‘h RO ERYUE
f company) sident (Buginess) registration No,

Ak ﬂéqq' (No Data)

4 A

¥
Joint business owner

fist ol BT
1 certify that above information is true and correct to the best of my knowledge and belief.

# 8 8 99Y A4 422N A% @AY F+ Agvr
This information is true as of the issusnce date of this certification and but msybe subject to change in the future.

Receipt No. | 901709192770 2009 19 219
¢ g % A | UREALR Year Month Day
Department | Taxpayer Service Center |
gufi iegumr:l Jﬂc:i{;mbin {_‘l c& " g- H
A Head of Cheonan District Tax Offic
'f;:leplwne ¥o. 041-559-8224

O =%

B U 4 ouz °H't: V}wﬂﬁ"-ﬂ 90?! "NI 'ﬁ"lﬁ *q*(m boueux go. kr) EE .'i'_HHJ !‘rRé >
ALFF(FFEF) > VRFH PERA o4 WIYET BQ, = ¥4 sh@e) vhame Helo] HEihig.
(FEAE 9 - dZAY gAE A 109 029 Fdo AT + AFS.)
C R FHE FAL(wenoretar g k)b BT R Hul2E ¥ HFE FINYUG, A
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MADE IN

About Pinnacle Biolabs

THE USA

* Pinnacle Biolabs has partnered with Biomerics for production. . ,d

* Biomerics also manufactures for Johnson & Johnson and Becton Dickinson. °\\\
* On-line production facilities in Utah and Texas. Costa Rica fo\\,b
international manufacturing.

e e ™ e et e o

. : : : : . Q PIN

* Pinnacle Biolabs is well established in the Rapi esE NAGLE

space (pregnancy tests, colon cancer screening, ith COVID-19 Novel Coronavirus
Dual IgG/IgM Rapid Test

retail sales at Walmart, Rite Aid, CVS, and&.

Q<"
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https://biomerics.com/

Pinnacle BioLabs COVID-19 Novel Coronavirus Dual IgG/IgM Rapid
Test

BBBBBBBBBBBB

Results in
Minutes:

IgG Negative lgG Positive
IgM Positive IgM Positive

(4

All components proudly COVID-19 COVID-19 COVID-19

MADE IN

Read Pinnacle BioLabs’ COVID-19 Coronavirus Dual IgG/lgM Rapid Test Product Specifications Master Sheet HERE.

The information contained in this document is confidential and sharing without consent is strictly prohibited. " G ree n Sto ry G I O ba |

THE USA



https://45749bec-d40e-46cc-9e36-4b29807b839e.filesusr.com/ugd/31a2f1_f157aa27039744f69193c4a48e9953e1.pdf

P aC k ag e Pinnacle BioLabs COVID-19 Novel

Coronavirus Dual IgG/IgM Rapid Test
I n S e rt Package Insert

Intended Use

The Pirmacle BioLabs COVID-18 Novel Coronavirs (COVID-19)IzGTeM
Fapid Test {Whele Blood Serum/Plasma) is a lateral flow imommoassay for
the qualitative detection and differentdation of IgG and IzM of Novel
Coronavirus(COVID-19) in buman whole bleod, semam or plazma. This test is
intended to be used a5 an aid in the diagnosis of infection with Nowvel
Coronavirus. Any reactive specimen with the Movel
Coronavims(COVID-19)Ig&TzM Fapid Test nmst be confirmed with
alternative testng method(s) as this test is cumently distibuted under an
Emergency Use Authorization by the FDA_ For professional use only. This
test has not been reviewed by the FDA. Negative results do not rule ont
SARS- CoWV-2 infection, particularly in those who have been in contact
with the virns. Follow-up testing with a molecular diagnostic shonld be
conszidered to rule out infection in these individuals. Results from
antibody testing should not be nsed as the sole basis to diagnose or
exclnde SARS-CoV-2 infection or to inform infection status. Posifive
results may be due to past or present infection with non-SARS-CoV-2
coronavirns strains, such as coronavirns HEUL, NL63, OC43, or 220E.
Waot for the screening of donated blood.

Summeary and Explanation of the Test

Coronavirus (CoWV) belongs to the genns Nestovims, Coronaviridae, and is
divided into three genera: w, [i, and y. The o and [} gene are only pathogenic
mammals. The y gene mainly canses bird infections. CoV iz mainly
wansmitted through direct contact with secretions or through aetosols and
droplets. There is also evidence thar it ean be mansmitted thronzh the fecal-
oral route.

So far, there are 7 types of buman coronavimses (HCoWV) that cause bumagy
respiratory diseases: HCoV-120E, HCoV-OC43, SARS-CoV, HGPNLA |,
HCoV-HEUL, MERS-CoV and Movel Coronavirus{COVID-EA (201 ) , 100
an important pathogen of buman respiratory mfections. Among | sl 2
COVID-19 was discoverad in 2019 due to Wihan vims preumor. ‘pases. The
clinical manifestadons are systemic symptoms such as fever and fan_ne,
accompanied by dry congh, dyspnea and s0 on. It can quickly develop into
SEVErs pnenmonia, respiratory failure, acute respiratory dismess syndrome,
septc shock, nmldple organ failure, severe acid-base metabolism disorders,
ete., and even life-threatening.

MADE IN

Test Principle

The Pimmacle BioLabs COVID-12 Novel Coromavires (COVID-19)I2GTzM
Fapid Test is a lateral flow chromatoeraphic imommoassay. The test cassetie
consists of: 1) a burzundy colored conjuzate pad containing recombinant
COVID-19 antigen conjugated with colloid gold (COVID-19 conjugates) and
quality conmrol antibody gold conjuzates, ) a nirocellulose membrane strip
comtaiming tao test bands (T1 and T2 bands) and a conirol band

Test Principle icontinued)

{C band). The T1 band is pre-coated with moneclonal and- human IpG for
the detection of IgG anti-COVID-19, T2 band is pre-coated with reagents
for the detection of Ighd anti-C0VID-19 and the C band is pre-coated with
quality conmol andbody.

When an adequate volume of test specimen is dispensed into the sample
well of the cassefte, the specimen migrates by capillary action across the
cassette. COVID-19 Igh antbodies if present in the specimen will bind 1o
the COVID-19 conjugates. The immunocomplex is then capomed on the
membrane by the pre-coated ant-homan I\ andbody, forming a burgumdy
colored T2 band, indicating COVID-19 I=M posidve test result.

COVID-18 IgG antibodies if present in the specimen will bind to the
COVID-1% comjugates. The imonmocomplex is then capmred by the pre-
coated reagents on the membrang, forming a burgumdy colored T1 band,
indicarng 3 COVID-19 IxG posidve test result.

Absence of any test bands (T1 and T2) suggests a negatve result. The tegt
card also containg a quality conmal band C. Regardless of the presence of
absence of a detection band, the red guality conmrol band C should appear.
The quality conmel band is a color band of the quality conmal antdbody
immmme complex. If the quality control band C does not app._x. thi test
reznlt is invalid, and the samipls needs to be tested again with & ather/f 25t
card.

Kit Componei ts

- 25 Individually wrapped tes cass. e device(s)
- Disposable pipette(s)
- 5 mlL buffer
- Package inse 1
= Qurick ROV men = Galds
|

Materials Not Provided

*  Timer

Storage and Stability

Do not use after expiration date indicated on the package. Do not
use the test if its foil pouch is damaged. Do not Tense test. The kit
should be stored at 2-~-30°C in cool and dry place, protected from
light. After opening the aluminum foil pouch, the test card will
become invalid due to moismre absorption. Therefore, it is
important that the test is performed and resulted within one hour
of opening the individually wrapped foil cassette.

Specimen Collection and Preparation

The kit can be performed nsing a whole blood (finger-stick) specimen
[recommendad], or plasma or semum samples prepared from
commonly used anticoagulants (EDTA, heparin, sodinm citrate).
Testing should be performed immediately after specimen collection.
For Serum and Plasma Only: If the test cannot be performed
mmediately, the serum and plasma specimen to be tested can be
stored at 2 ~ 8 °C for 5 days. For long-term storage, store at -20 °C.
Avoid repeated freeze-thaw specimens. Anti-coagulated whole blood
specimens should not be stored for more than 72 hours at room
temperature; not more than 7 days at 2-8 °C. Before testing, slowly
retum the refn erated or frozen specimens to room temperature and
mix@bam et Iy, When clearly visible particulate matter is present
m tlie vecime.. 't should be cenmifuged to remove sediment before
tesing.  Sthe spelimen contains a large amount of lipid, hemolysis or
murb. iy, please do not use it, 50 as not 1 affect the result judgment.

Assay Procedure

1_Place the test device on a clean, flat surface. After washing your hands,
choose the non-dominant band and face it palm side up. Femove the cap from
the finzer-stck device and use the disposable finger-sdck device to stck the
ming finger. It is recommended to wipe off the first droplet of bleod with the
provided ganze pad. For Sermm and Plasma Only: Bring the specimen and
test components 1o room temperature if refmgerated or frozen.

2_Fill the pipette dropper with the blood specimen. Holding the dropper
wertcally, dispense 1 drop (about 10 pL) of whole blood (inclade finger
‘blood ) serum, plasma mio the sample well, malang sure that there are no air
‘bubbles. Then add 2 drops (about 70-100 pL) of Sample Dilnent immediately.

3_ Set up dmer for 15 minates. Read and record results at the 14-15 minute
mark. It is important not to read resulis after 15 minmtes.

Negative Result
e Wanly b U band b poewen, ifve sivesce ol any bargmdy cabr i e
T ot s bvamds (T meed T) imabiemtes hurt oo COVED- 19 by b
T deteriod i e specivn, The reaill b megalise,

Presumptive Positive Result
(Must be verified by HHS approved facility)

tl I Tt sul St hans i e presence of ibe © band. 1T e TH bosd b vidbie, ihe

Int i dlicate the prossacs of (he CTVIDR19 [5G setihady, Ths rat
b i ansd seddilizl Eawtiag i i
dhately noodod.

L In wed dition 1o the prososce of the © band. i She T2 bundd i vhibic, the
teit imioates e proseace of (s COPVIDIS Bghd sntibeds. Th resall
feap ive panisie and westing s v

£

V'H In a5 the prosemca o the £ band. I beth th T1 and T2 s

T are whuible, U rsl indieaies the prosescs of both COVID IgG and kbt
ariredics. The resull bs o presemgtive pasitive aid addilonal con-
T e

Invalid Result
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Pinnacle BioLabs COVID-19 Novel
Coronavirus Dual IgG/IgM Rapid Test
Package Insert (continued)

Performance Characteristics

1. Posigve Coincidence Fate: The test results of positive quality contrel are
all positive. 2. Negadve Coincidence Fate: The test results of negative quality
coniol are all negative. 3 Amnalyocal Specificity: The test results of specimen
from nom- infected by novel coromavims sheuld be negative.

4. Analytical Sensitivity: The detection result is positive when detection of a
novel coronavims IzG smongly positive semum 1:30 diludon sensidviny
reference : The detection result is positive when detection of a novel
coronavimes Iehd smongly positive semum 1-50 diludom sensidvity reference.

5. Intra-Assay: There is no different test resnlts of the same quality control in
the same batch. 6. Inter-Assay: There is no different test results of the same
quality conmel from different batch

Limitations of the Test

1. The Assay Procedure and the Assay Result Interpretation mst be
followed strictly when testing. Failure to follow the procedure may
give inaccurate results. 2, This kit is only used for in vitro diagnosis
and 15 only nsed for qualitative detection of Coronavims IgG and'or
IzM antibodies in blood samples. 3 Positive and negatve results
indicate the presence of IgG and'or IgM antibodies with/without
detectable concentrations of Coronavirms in bloed samples, but
cannot be used as the sole criterion for the determination of
Coronavimus infection. Other methods (such as nucleic acid testing)
should be used for identification when necessary, and comprehensive
judgment should be made based on the test results. All positive
results should be deemed presumptive positives and appropriate
follow-up testing should be immediatelv sousht.

‘Warnings and Precautions

1. Before nsing the kit, please read the insmuctions
control the reaction time sticdy. 2. Inadequate blood
deliver inaccurate results. Be sure to deliver adequate blo
to the sample well. It is smongly encouraged to use the
acoompanying pipette, ensuring 10 pL is delivered to the sample well of
the cassete. 3. Do not allow the product to get wet. 4. Do not dilute the
specimen for tesdng. 5. Dispose of kit in accordance with infectons disease
protocol_ 6. Special Staement from the US Food and Dmg Adminisoration:
For professional nse only. This test has not been reviewed by the FDA.
Wegative results do not rule out SARS- CoV-2 infecton, partcularly in those
who have been in contzet with the vims. Follow-up testing with a meolecular
dizpnostic should be considered to rule out infection in these individuals.
Results from antbody testing should not be used as the sole basis to diagnose
or exchde SARS-CoV-2 infection or to inform infection stams. Positve
resuliz may be due to past or present infection with non-3AES5-CoV-2
eoronavims soains, such as coronavimas HEU 1, NLE3, OC43, or 220E. Not
for the screeming of donated blood.

Sample Collection

A g
1 A e
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10Ul sevum o plasma or whaks blood read resuk in 18 minules

Results Interpretation

3
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becth g G Igh invalid

bath 195 1gM poditie

bath IgG 1Gh Megaine

Failure 1o deliver adequate blood supply 1o the

c
IgM posfive IgG Megal \ live, IG5 poitive
Q sample well may lead o inaceurate results. The
following suide shows sample collecdon from

g tk e pipette bulb, ensure the pipette is  wzse
way up the conduit with no bubbles or

If using the device outside of a clinical

® laboratory setting, it is recommended o use the
included pipente. To deliver adequate blood
supply, exclude the bulb and draw 50% up the
remzinder of the conduit, pursuant o the image
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Independent
Studies

George Mason University

Microbiome Analysis Center

Department of Biology
Science and Technology Campus, MSN 4D4 703-993-1057
10900 University Boulevard, Manassas, Virginia 20110 703-993-8430 FAX

April 8,2020

Pinnacle BioLabs

315 Deaderick Street

UBS Tower 15th Floor #1550
Nashville, TN 37238

RE: Clinical Trial using Pinnacle BioLabs Covid-19 Immune kits

I would like to thank you and Pinnacle BioLabs for supflip, the Covid-19 Dual 1gG/IgM Rapid
Immune test to George Mason University to be usad it thir/current surveillance trial. Your
rapid response to our request will greatly exp zdite thue fudies implementation.

We will be initially focused on monitading asy nptomatic volunteers in an attempt to determine
the true infection rate in the populatin . nd the course of viral dynamics and seroconversion in
this cohort. Additionally,eve aill 2 azgayi g a number of serum and saliva samples from
hospitalized patients in ‘taly anc detcrmiiie the course of viral dynamics and seroconversion in
that cohort.

We will be comy aring: your configuration to several other diagnostic tests and will be suppling
you with afreport «n the results of the study.

Agaii fwe would like to thank both you and the Pinnacle BioLab team for responding to this
unprecedented crisis in the nation,

Sincerely,
Patrick M. Gillevet

b

Director, Microbiome Analysis Center
Professor, Department of Biology
Associate Dean of Research, College of Science

Read the Delaware Final

Study here.

Read the Delaware follow-

up from Dr. Richard

Pescatore, Chief Physical at
the Delaware Department
of Health and Social
Services Division of Public
Health here.

@GreenStory Global
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Safety Data Sheet

Section 1: Identification

Trade Name:  Pinnacle BioLabs Covid-19 Novel Coronavirus Dual 1gG0zM Rapid Test

Part Mumber:  Suitable far Part Numbers: COVIS UPC; SmL COV2S; lmL COV2S

Manufactured by: Pinnacle BinLabs

Street Address: 315 Deaderick Street, 15th Floor

City, State, Zip, Country Nashyille, TN 37238 United States of America
Telephone Number: 1-800-609-6419

Fax Number: 1-500-609-9321

Section 2: Hazard(s) Identification

Emergency Overview- MOT HAZARDOLUS
Device: Lead and other heavy metals-not used infon device.
Desiccant granules sealed within packet non-toxic but can be irritant,
Bontle(s):  1x Phosphate buffer solution (PBS) preserved with < 0002% Sodium Azide. The

product contains no substance which at their given concentration are considered to be
hazardous o health according w Directive 67/548EEC.

Section 3: Product Composition/Information on Ingredients

Diagnostic test smip(s) with/without plastic cassette packaged in foil pouch with desiceant packer.
Kit also includes plastic bottle with wash buffer.

Section 4: First Aid Measures

Rinse eves if contacted by desiccant granules or buffer solution. If ingested, contact a physician.

Section 5: Fire Fighting Measures
As appropriate to plastic and paper (water, carbon dioxide, dry chemical, foam).

Section 6: Accidental Release Measures
Mot applicable to device. Spilled buffer should be wiped up directly and the

Section T: Handling and Storage

Foom temperature { 39-86°F / 15-30°C) storage for product longevity-mone me conditions do

ot present safety hazard.

Section 8: Exposure Controls/Personal Protection
Mot applicable to device. Applicable PPE for use environment.

Section 9 Physical/Chemical Properties

Appearance: Test strip or plastic cassette in foil pouch Buffer in plastic bottle

Physical Propertics: Odorless, solid Odorlesz, ligud
Other (hoiling point, solubility, pH, etc): not applicable
A3-0002 Rev. E0R2113 Page | of 2

Fm@ Safety Data Sheet

Section 10: Stability and Reactivity

Stability: Stable

Reactivity: Mo dangerous reactions known for device.
See insert or Certificate of Analysis for use of individual products,
Sodium Azide is at a concentration (< 0.02%) much lower than that which is
potentially reactive with metals and other substances.

Hazardous Polymerization: will not oceur.

Hazardous Decomposition Products and Incompatibility-

knowm.,

Section 11: Toxicological Informatio
Route of exposure: skin contact, eve congac
toxic but can be irritant.

ules within desiccant packet non-

Section 12; Ecological Info
No applicable informatio

d as solid waste. Devices tested with patient samples should be

Deviee itself m
handlg! as [ iohazardous materials in accordance with federal, state and local
regula c unt of Sodium Azide in the wash buffer will not cause disposal problems.

tion 14: Transport Information

r Shipping Name: None
0 d devices: not dangerous, not hazardous and not restricted to transport by IATA.

Section 15: Regulatory Information
Mot restricted for safety reasons,

Section 16: Other Information
The above information is believed to be correet but is not intended to be all inclusive and shall be
used only as a guide.

For use with COV2S; COV 5 mL; COV Iml.

- *
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Documentation

NNADC

BIOLABS

laration of Conformi

Product Designation: Pinnacle BioLabs COVID-19 Novel Coronavirus Dual IgG/IgM Rapid Test

Model No(s): CV25
EAN: 029741887695

We herewith declare that the products listed above are in compliance with the requirements set out in the
Council Directive on the harmonization of the Laws of the Member States concerning In-Vitro-Diagnostic
Directive 98/79/EC. The Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Conformity Assessment Procedure: Annex III (IVD 98/79/EC)
Classification of the product:

General, Not a referred product in Annex II, List A and List B

EDMA Code: 15.04.80.90.00 - Other Virology (Infectious immunology)
Other Viral Antigen/Antibody Detection

Applied Harmonized Standards:

EN 13640:2002 Stability Testing of in Vitro Diagnostic Reagents

ENISO 14971:2019 = Medical devices - Application of risk management
ENISO 15223-1:2016 Medical devices - Symbols to be used with medical device

labels, labeling, and information to be supplied - Part 1:

General Requirements

EN ISO 18113-2:2011 In vitro diagnostic medical devices - information supplied

by the manufacturer (labelling) - Part 2: In vitro diagnostic

reagents for professional use

EU Authorized Representative: Zhuhai Encode Medical Engineering CO.

% Prolinx GmbH
Brehmster, 56
40239, Dusseldorf, Germany
Company Name: Pinnacle BioLabs
315 Deaderick Street
15th Floor
Nashville, TN 37238

Megan Peters, Director of Operations

20 February, 2020

oS

The information contained in this document is confidential and sharing without consent is strictly prohibited.

Date

, CERTIFICAT
= CERTIFICATE OF REGISTRATION
N° 23493 rev.4

e que le systéme de management de la qualité développé par
certifies that the quality management system developed by

BIOMERICS, LLC
6030 W Harold G e
Salt Lake City, UT 84118 TATES

pour le
for the
‘abrication d pOlymeéres, préparations de composés,
njection et sh\ ali d'assemblage de produits médicaux
nufagtur lymeric materials. compounding, injection molding

a act assembly of medical products
réalisées sur le(s) site(s) de
. 0

performed on the location(s) of

BIOMERICS, LLC
6030 W Harold Gatty Drive, Salt Lake City, UT 84116 USA

conforme aux exigences des normes internationales
plies with the requirements of the international standards

ISO 13485:2016

date : January 14th, 2019 (included)
te : June 17th, 2021 (included)
ary 14th, 2019

Technical Director

& selon les régles de certification GMED / This certificate is issued according to the rules of GMED certification
493-3

1s Simplifiée au capital de 300 000 € = Organisme Notifié/Notified Body n® 0459
| Boissier - 75015 Paris = TélL : 01 40 43 37 00 » gmed.fr
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Working with GreenStory Global!

Quick Turnaround

We understand timing is critical and
things need to get done quickly. Our
process is efficient.

Partnership
Approach

Our relationship selling approach
ensures we share the same mission
— enabling a safer tomorrow.

Certified Supplies

All supplies and suppliers are properly
vetted and certified.

Experienced Team

Team of industry professionals
with decades of healthcare
experience.
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Pricing &
Payment Terms

Pricing available upon request
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