bt WHY CHOOSE SOLGENT

FOR YOUR DETECTION KIT?

SolGent DiaPlexQ™
Novel Coronavirus
(2019-nCoV)Detection Kit

Real-Time One-Step RT-PCR based assay system
for detection of SARS-CoV-2
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PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITS @@

. Insufficient supply due to few numbers of production countries
Only about 10 countries manufacture detection kits worldwide

Most countries depend on import

. Global supply shortage of detection kits » [ 4 A N D E M l C

Tests for symptoms are challenging due to lack of supply Prevalence of virus History

Shortcomings of diagnosis and quarantine measures
Implementing detection kits ration : priority use for high-risk group
1918."Spanish FElu
. US CDC’s detection kits show faulty results
US CDC reputation for 74 years of history plunged. “even plain water tested
positive to COVID-19”

. Chinese detection kits, ‘piles of faulty products’
Over 50% of detection kit manufacturers worldwide is Chinese company
Severely inaccurate results from contaminated reagents caused by poor
management and production
Chinese detection kits rejected overseas including Czech, Spain, Turkey,
Philippines, UK, USA and others
- Czech : 200,000 of faulty detection kits PANDEMIC
- Slovakia : 1.2 mil of faulty detection kits
- Spain : Only 30% of accuracy showed by Chinese imported kits
- Turkey : Only 35% of accuracy showed by Chinese imported kits
- Italy : 75% of Chinese relief goods were defective

- Netherlands : withdraw 600,000 of Chinese masks




WHO Coronavirus Disease (COVID-19) Dashboard
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Globally, as of 7:07pm CEST, 24 May 2020, there have been 5,206,614 confirmed cases of COVID-19, including 337,736 deaths, reported to WHO.

Supply of “SolGent COVID-19 Test Kit”
is urgent worldwide

Ref: https://covid19.who.int/
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

1. Features

* Multiplex OneStep qRT-PCR

* Hot Start PCR system by using optimized Hot Start polymerase
* Commercial Real-time PCR Instrument available

* High specificity: simultaneous detection of ORF1a and N gene.

2. Detection Targets

@«

Qp * Simultaneous Detection of ORFla / N gene
‘ * CDC 2019-Novel Coronavirus (2019-nCoV) Real-time qRT-PCR Panel Primers and Probes
’-\4 High specific targets were selected based on the Chinese CDC and US CDC.

1. KIT HS Code : 3822.00.10

2. Kit Specification : Kit Box (100test) Size : 95 * 55 * 60mm

3. kit require special storage : Required refrigeration (-25 ~ -15 °C)
4. Expiration Length : Validity 1 year

5. Time to extract results : 1 hour 45 minutes



DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Interpretation of Results

Ct Value

Interpretation

<40 Any Any Positive
Any <40 Any Positive
<40 <40 Any Positive
>40 None Any Inconclusive?!
None >40 Any Inconclusive?!
> 40 >40 Any Inconclusive?
None None <26 Negative
None None > 26 or None Invalid?

Result Interpretation for Patient Samples
1 Repeat RT-PCR
2 Repeat extraction and RT-PCR
Note:
eEven if the target is detected (Ct <40) and the PCRC is not detected, the result is still valid because:
1.If the sample is high concentration, PCRC may not amplify.
2.If PCR inhibitors are present, the PCRC may not amplify.
*When the Non-Template Control test result is positive, all samples must be retested.
3 PCRC (PCR Control)
Erroneous results may occur due to a variety of factors - for example, PCR mixture mix error, PCR condition error, PCR equipment use
error etc. The PCR control is intended to monitor for the success of the PCR process. If the PCRC fails unexpectedly all experimental
procedures and steps should be checked.



DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Certifications of DiaPlexQ™ Novel Corona Detection kit
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U.S FDA EUA
(Issued on 21th May. 2020)

ADMINISTRATION

¢ (22Y U.S. FOOD & DRUG

May 21, 2020
Do-Su Seok

CEO of SolGent Co., Ltd.

3F, 32, Techno 6-ro, Yuseong-gu

Daejeon, 34014, South Korea

Device: DiaPlexQ Novel Coronavirus (2019-aCoV) Detection Kit
Company- SolGent Co., Ltd.

Indication: Qualitative detection of aucleic acid from SARS-CoV-2 in

nasopharymzeal swabs, oropharyngeal (throat) swabs, anterior
nasal swabs. mid-turbinate nasal swabs, nasal aspirates, nasal
washes, bronchoalveolar lavage (BAT) flnid and sputum from
individuals suspected of COVID-19 by their healthcare provider.
Emergency use of this test is limited to authorized laboratories.
Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA). 42 US.C. §263a. to perform high
complexity tests.

Authorized Laboratories:

Dear Do-Su Seok:

This letteris in espouse f0 vour' request that the Food and Ding Administration (FDA) issve
an Emergency Use (EUA) for use of your product,? pursuant to
Section 364 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 364(6)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virns that cavses COVID-19.

Pussuant to Section 364 of the Act, and on the basis of such determinaticn, the Secretary of
HHS then declared that circumstances exist justifying the anthorization of emergency wse of in
vitro diagnostics for detection and/or diagnosis of the virus that canses COVID-19 subject fo the
terms of any authorization issued nnder Section 564(a) of the Act *

* For ease of reference, this lemer will use the term “you™ and related tenns to refer o SolGent Co., Ltd.

* For ease of reference, this latter will use the term “your product” to refer to the DiaPlexQ Novel Coronavirus
(2019-2CoV) Detection Kit used for the indication identified above.

*U.S. Department of Health and Humman Services, Determination of a Public Health Emergency and Declaration
that Circumztances Exist Justifiing Authorizations Purcuant to Saction S64(8) of the Federal Food, Druz, and

U. S FDA- Emergency Use Authorizations (EUA) Approval

3r d Company approved by S. Korea & U.S FDA-EUA

FACT SHEET FOR HEALTHCARE PROVIDERS

DiaPlexQ COVID-19 Detection Kit - SolGent Co., Ltd.

Coronavirus
Disease 2019
May 21,2020 = (covID-19)

This Fact Sheet informs you of known and

potential risks and benefits of the emergency use of the
DiaPlexQ Novel Coronavirus (2019-nCoV/) Detection Kit

The DiaPlexQ COVID-19 Detection Kit is authorized for
Use on respiratory specimens collected from individuals
suspected of COVID-19 by their healtheare provider.

All patients whose specimens are tested with this
assay will receive the Fact Sheet for Patients:
DiaPlexQ COVID-19 Detection Kit.

What are the symptoms of COVID-19?2
Many patients with confirmed GOVID-19 have developed
fever andor symploms of acute respiratory iliness (e.g.,
‘Gough, difficulty breathing). The current information
available (o characterize the spectrum of clinical liness
‘associated with GOVID-19 suggests that symptoms
include cough, shortness of breath or dyspea, fever,
chills, myalgias, headache, sore throat or new Ioss of
taste or smell. Based on what is known about the virus
that causes COVID-19, signs and

This test is to be performed only using
llected

suspected of COVID-19 by their healthcare
provider.

The DiaPlexQ GOVID-19 Detection Kit test should
be ordered for the detection of COVID-19 from
individuals suspected of COVID-19 by their
healthcare provider.

The DiaPlexQ COVID-18 Detection Kit test is only
authorized for use in laboratories certified under the
Clinical Laboratory Improvement Amendments of
1988 (CLIA), 42 U.S.C. §2632, to perform high
complexity fesls.

h
control precautions. Current guidance for COVID-19
infection control precautions are available at the GDG's
website (see links provided in “Where can | go for
Updates and more information” section).

‘appear any time from 2 10 14 days after exposure (o the
virus. Based on preliminary ata, the median incubation
period is approximately 5 days, but may range 2-14
days.

Public health officials have identiied cases of COVID-19
infection throughout the world, including the United
States, which may pose risks for public health. Please
check the CDC webpage for the most up (o date
information

What do | need to know about COVID-19 testing?
Current information on COVID-19 for healthcare
providers is available at CDC's webpage, Information for
Healthcare Professionals (see links provided in “Where
can | go for updates and more information” section).

- The DiaPlexQ COVID-19 Detection Kit can be used
1o lest nasopharyngeal swabs, aropharyngesl

u when
collecting and handiing specimens from individuals.
suspected of having GOVID-19 as outlined in the DG
Interim Laboratory Biosafety Guidelines for Hndling and
Processing Specimens AssoGiated with Coronavinis
Disease 2019 (COVID-19). For additional information,
refer to DG Interim Guidelines for Gollesting, Handling.
i Testing Ciced Specimens rom Parsors Ui
Investigation (PUis) for Goronavirus Disease 2019
(COVID-19) (see ke provided in "Where can I go for
Updates and more information” sestion).

What does it mean if the specimen tests positive for
the virus that causes COVID-197
A positive test result for COVID-19 indicates that RNA
from SARS-CoV-2 was detected, and the patient is
inected with e virus and presumed Lo be contagious.

y test results should
me context of clinical observations and epidemiological
data in making a final d\agncs\s and patient

nasal swabs, nasal aspirates, nacal wathes,
bronchoalveolar lavage (BAL) fluid and sputum

hould
follow current CDC gmﬂe\mes

orresuls, to MedWatch by submitting the oniine FDA Form 3500

orby calling

FACT SHEET FOR PATIENTS

DiaPlexQ COVID-19 Detection Kit - SolGent Co., Ltd. May 21, 2020

Coronavirus
Disease 2019
(CoviD-19)

You are being given this Fact Sheet because your
sample(s) was tested for the Coronavirus Disease 2019
(COVID-19) using the DiaPlexQ COVID-19 Detection

This Fact Sheet contains information to help you
understand the risks and benefits of using this test for
the diagnosis of COVID-19. After rea

Sheet, if you have questions or would like to discuss the
information provided, please talk to your healthcare
provider.

.

For the most up to date information on COVID-
19 please visit the CDC Coronavirus Disease
2019 (COVID-19) webpage:

https://www.cdc.qov/COVID19

What is COVID-197

COVID-19 is caused by the SARS-CoV-2 virus. The
virus can cause mild to severe respiratory illness and
has spread globally, including the United States. The
current information available to characterize the
spectrum of clinical illness associated with COVID-19
suggests that symptoms include cough, shortness of
breath or difficulty breathing, fever, chills, muscle pain,
headache, sore throat or new loss of taste or smell.

What s the DiaPlexQ COVID-19 Detection Kit?
The test is designed to detect the virus that causes
COVID-19 in respiratory specimens, for example nasal
or oral swabs.

Why was my sample tested?
You were tested because your healthcare provider
believes you may have been exposed to the virus that
causes COVID-19 based on your signs and symptoms
(e.q.. fever, cough, difficulty breathing), and/or because

« Youlive in or have recently traveled to a place
where transmission of COVID-19 is known to oceur,
andlor

« You have been in close contact with an individual
suspected of or confirmed to have COVID-19

Testing of the samples will help find out if you may have
COoVID-18.

What are the known and potential risks and benefits
of the test?

Potential risks include:

«  Possible discomfort or other complications that can
happen during sample collection.

- Possible incorrect test result (see below for more
information).

Potential benefits include:

«  The resuts, along with other information, can help
your healthcare provider make informed
recommendations about your care.

«  The results of this test may help limit the spread of
COVID-19 to your family and others in your
communtty.

What does it mean if | have a positive test result?
If you have a positive test result, it is very likely that you
have COVID-19. Therefore, it is also likely that you may
be placed in isolation to avoid spreading the virus to
others. There is a very small chance that this test can

Letter of Authorization

HCP Fact Sheet

Fact Sheet for patients

Ref: https://www.fda.qgov/emergency-preparedness-and-response/mcm-leqal-requlatory-and-policy-

framework/emergency-use-authorization#covidinvitrodev



https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidinvitrodev

License Approval status by country

European , CANADA, Thailand, Philippines

FDA Canada
(Issued on 5th Apr. 2020)

FDA Thailand
(Issued on 27th Mar. 2020)

European CE-IVD
(Issued on 27th Feb. 2020)

FDA Philippines
(Issued on 19th Mar. 2020)
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Model Name: DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit
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Masufacturer ID:
Identificateur du fabricant

Application Number:

Numéro de I demuode: e

151657

SolGent co., Lta.
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In Progress
USA (FDA EUA), Brazil (ANVISA), Australia (TGA), Malaysia, Indonesia etc.



Registration status by Country

Malaysia, India, Mexico, Taiwan
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In Progress
UK, Vietnam, Peru, Singapore, Russia, Indonesia, Thai etc.



Long-term contract in progress

Supply to 50 countries other than the Poland, USA(Colorado),
Saudi Arabia, Belgium, Estonia

https://www.youtube.com/watch?v=60I
OgROAcg&feature=youtu.be
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https://www.youtube.com/watch?v=60l_OgR0Acg&feature=youtu.be
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S. Korea’s COVID-19 testing kit maker SolGent

picked as U.S. strategic supplier

TheXKorea Herald
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Caremile sees surge in quarantine goods

9| | orders from foreign governments
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US TO RECEIVE 75A6,000
CORONAVIRUS TESTS FROM
SOUTH KOREA
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Korean-made COVID-19 testing kits
over 100 countries

NEWS & BUZZ

' W Tapper warns Try|
ol inspectors gene
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Some 100,000 PCR tests have been delivered to Ukraine from South Korea to Clinomics. Wats tor amor
detect coronavirus, the press service of the Office of the President of Ukraine has
sald. Korea's top export items in medical devices s $1sion)
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‘A plane canying 100,000 PCR tests produced by SolGent to detect COVID-19 has aived from

Seoul (ine Republic of Korea). Caremille has conducted the delivery for the needs of the health care oonetmpocts | 2.7

fortisaue

system of Ukraine,” the statement reads

It notes that after passing the customs procedures on registration the test kits will be delivered to the

infectious laboratories of all regions of the country, which have proper storage conditions. I eapnts trnaty |

BUPIGONE ihechious Caaises 45 2018, Source: WFOS

5 5 A member of the Brooklyn Hospital Center COVID-19 testing team calls in the next patient in line,
According to the statement, the SoiGent test kit contains all th s f Sragbiia by o om s Sing X Vo8 %
g Thursday, March 26, 2020, in the Brooklyn borough of New York.
polymerase chain reaction. Therefore, when used, there is no need for additional reagenfs. Testing
Jasts from 105 to 120 minutes COVID-19 testing kits are emerging as South Korea's No. 1 export items among

medical devices as demand for quality and fast detection kits for coronavirus has z p N "
R —————————————— I A Washington (GNN) — The United States s turming to South Korea - a country with an aggressive

coordinated by Ukraine's Ambassador to South Korea Oleksandr Horin testing regime that President Donald Trump previously downplayed -- to bring approximately




Reference Letter

Letter from clients as evidence for the performance

SYNLAB (Estonia)

SYNLABY/

To: United Nations Registration Office
11.05.2020

Reference Letter

Herewith we confirm that SYNLAB Estonia has evaluated and thereafter been using
DiaPlex TM Novel Corona virus (2019-nCOV) detection kit from Solgent in clinical
practice for detection of SARS-CaV-2 in patient samples.

Use of Solgent's DiaPlex TM Novel Corona virus (2019 nCov) detection kit requires

well as trained and competent personnel. By making the above statement SYNLAB
lity related to Solgent’s DiaPlex TM Novel Corana virus (2019

does assume any lia
nCov) detection kit.

Rainar Aamisepp
CEO, SYNLAB Northern Europe and CEMEA

SYNLAB Eesti 00 Reg o 11107813  Vaaranr 535, 13113 Tainn
Tel +372 640 8210 Faks: +372 640 8218 - E-past. syniab@syniab.es - v Syriabge

compliance with the manufacturer’s instructions, suitable facilities and equipment as

Letter of Test Evaluation Result

To whom it may concern,

As a result of evaluating SolGent's DiaPlexQ Novel Corona virus (2019-nCOV,
SQD52-K100) detection kit at laboratory Medicine Division of EONE
Laboratories,

This product was judged to be suitable for clinical use in terms of sensitivity,
accuracy and specificity.

If you have any inquiry, please feel free contact us

Sincerely,

0 3|03

Laboratory Medicine Division of EONE Laboratories.
March 31" 2020

SQLab (Korea)

Letter of Test Evaluation Result
To whom it may concern,

As a result of evaluating Solgent's DiaPlex(Q) Novel Corona virus (2019-nCOV,
SQD52-K100) detection kit at the Sure Quest Laboratory (SQLab)

This product was judged to be suitable for clinical use in terms of sensitivity,
accuracy and specificity.

If you have any inquiry, please feel free contact us

Sincerely,

Nam Yong Kim, CEQ
Sure Quest Labaratory (SQLab)
April 15% 2020
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