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SolGent Overview

Since 2000, We have developed and produced research reagents, diagnostic
reagents, and diagnostic kits for molecular diagnostics. We also provide genetic
analysis services(+Sequencing) and test services for species and country of
origin of agricultural, livestock and fisheries products.
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® \We have a branch in Seoul, the capital of Korea.
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(1Y) solGent Business Field

NADPH Rapid Quantity
Measurement System in the

G6PD Active Measurement pipeline

Reagents
Polymerase(Taq, Pfu), Buffer,
Ligase, Pre-Mix, Smart-Mix,
Cloning Kit, DNA extraction kit

Genetic characteristics, Human Diagnosis Kit

risk analysis Service in the

Infectious disease, Genetic disorder

Human(Beauty, Cancer), plpellne
Animal(Telomere)

<COVID-19>

Customized Research
Service

Genome Analysis

Sequencing,
Rice variety test,
Hanwoo(Korea beef) authenticity test

Bulk sample processing, Cloning,

Genotyping, PCR Set-up
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SolGent’s PCR Kit
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(1Y) COVID-19 Detection Kit — R&D Decision

12.2019  We heard of pneumonia caused by an unknown virus in Wuhan, China.

01.2020  The cause of pneumonia turned out to be the new corona virus, and one of
SolGent's Chinese agents had proposed the development of a diagnostic kit for

the new virus.

COVID-19 R&D TF
Young-Joon.Ko/Sun-Mi.Sim/Ji-Yoon.Jo/Mee-Jeong.Cha

As a small and medium-sized company, the
decision to study new products was not easy.
Although we had confidence that our
development capability would be able to
complete the development as soon as possible,
we had no choice but to worry about the
development cost.

Recognizing the very high infectious power of
COVID-19, we immediately embarked on the
development and completed the development
in three weeks.
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) COVID-19 Detection Kit — R&D History, Specification

Solutions f,
or
‘enetic Tachnnlog

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Select the target gene to detect

mid-January (ORF1a gene, N gene)

Prototype determination,

R [ERRERY Data Preparation for KFDA EUA Approval

early February Apply for KFDA EUA approval

Mid-February Apply for CE-IVD
02.27.20 KFDA EUA approved
02.28.20 CE-IVD Certified
22.05.21 U.S FDA EUA approved

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 ORFla and N gene

2. Detection Targets

Simultaneous Detection of ORFla / N gene

CDC 2019-Novel Coronavirus (2019-nCoV) Real-time qRT-PCR

Panel Primers and Probes

High specific targets were selected based on the Chinese CDC and US CDC.

3. Kit HS Code

3822.00.10

4. Kit Specification

Size(mm) : 95 * 55 * 60 mm (3.7 * 2.1 * 2.3 inch)
Weight(g) : 34 g (0.037 Ib)

5. kit require special storage

Required refrigeration -Storage Temperature(°C ): -20°C + 5°C ( -4 + 41°F)

6. Period of use

1 year

7. Real-time PCR time

1 hour 45 minutes

ySolGent co., Ltd.
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U.S FDA EUA
(Issued on 21th May. 2

'4 U.S. FOOD & DRUG
: T8

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-nCoV) Detection Kit

Company: SolGent Co.. Ltd.

Indication: Qualitative detection of nucleic acid from SARS-CoV-2 in
nasopharyngeal swabs, oropharyngeal (throat) swabs. anterior
nasal swabs, mid-turbinate nasal swabs, nasal aspirates, nasal
washes, bronchoalveolar lavage (BAL) fluid and sputum from
individuals suspected of COVID-19 by their healthcare provider.
Emetgency wuse of this test is limited to authorized laboratories.

1 i ies certified under the Clinical Laboratory Improvement
Anlend.ments of 1988 (CLIA), 42 US.C. §263a, to perform high
complexity tests.

Dear Do-Su Seok:

This letter s in response to your' request that the Food and Drug Administration (FDA) issue
an Use ion (EUA) for use of your product,’ pursuant to
Section 564 of the Federal Food, Drug. and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 564(b)(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 virus that causes COVID-19.

Pursuant to Section 564 of the Act. and on the basis of such determination. the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act.®

* For ease of reference, this letter will use the term “you” and related terms to refer to SolGent Co., Ltd.

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

*U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section S64(8) of the Federal Food, Drug. and

oY U.S. FOOD & DRUG

ADMINISTRATION

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

FACT SHEET FOR HEALTHCARE PROVIDERS
DiaPlexQ COVID-18 Detection Kit - SolGent Co., Ltd.  May 21,2020 = (COVID-19)

Coronavirus
Disease 2019

This Fact Sheet informs you of e significant known and
poactial itks and tanatés of S arargaocy use of S
DiaPiexQ Novel Coronavirus (2019.4CoV) Detection Kt

Tha DiaPixQ COVID-10 Datection Kit i scthortzad for
calected from inchvidusls

This test is to be performed only

respiratory specimens collected fmn Individuals
suspected of COVID-19 by their healthcare
provider.

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

* The DuPiexQ COVID-19 Dataction It tast should
uumwhnmarwmonm
invduals suspecied of COVID-19 by ek
r-m‘am
*  The DwPlexQ COVID-19 Detection Kt lest s onty

What are the symptoms of COVID-197
patiarits wih corfiemed COVID-15 have davwiopad
Tirwd AKICE $ymptoms. of acute fspeatory ness (6 G
caugh, dfficuty Ermathing). The custant information

o

wse in ksboralones cersfied under he
Cinical Laboratory imgrovement Amendments o
1988 (CLIA), 42 US.C. §283a. 1o perform high
comptexy tests.

Specmens stould be collected wih appropriste Féecton

Mmcwmnwnnm.
Incude cough, shortness of DRAR) Cr Syspnea, fever.
chils. myalgas. headache. sore Theoat of new koss of
a5t Or Smal. Based on what is Known about e VLS
that causes COVID-10, signs and symploms may
Bppear any time fram 2 10 14 days after exposure 1o the
B

for COVID-10
ore avodabie
webaze (306 bks i "Whare can | 9o for
updates and more informaton” secton)

Use appeopriate personal prosecive equipment when
coliecting and handing specimens from ndhiduals

period i3 appraximatety 5 days. but may range 2:14
daps

Publc health cfficisis have identifind cases of COVID-19
rfecton

check the COC webpage for the most up 1o date
formation

What do | need to know abowt COVID-18 testing?
Current iformation 0 COVID-19 for heathcare

Heatncare Profe
can 1 9o for updates and mare informaticn” sectcn)
. “—WCWDWD-WKA’MM

ve: Uts) for Coronevwus Ovsease 2019
(COVID-19) (30w ks pecwicd 1 Wherm can | ga for
updates and more INformaton” secton).

What does It mean If the spacimen tests positive for
the virus that causes COVID-

A postive s vsuh or COVID- 19 indows vt RNA
from SARS-CoV-2 was Satacted, and the pasent is
infocted Wit the virus and presumed 1 be Contagious,
Latoratory lest results should atwarys be considered n

data In making a final disgnosis and pasent

racal swabs, NASM ASpYaNS, asal washes.
bronchoalveoiar lavage (BAL) fhuid and spunm.

Tolow current COC gudeines

(s lwwn

resus, Form 3500

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
sampie(s) was tested for the Coronavirus Disease 2019
(CM‘Q)M@ the DiaPiexQ COVID-19 Detection

This Fact Sheet contains information to help you
understand the risks and benefits of using this test for
the dingnosis of COVID-19. After reading this Fact
Sheet. If you have questions or would like 1o discuss the
Information provided, please talk fo your healthcare
provider.

For the most up to date information on COVID-
19 please visit the CDC Coronavirus Disease
2018 (COVID-18) webpage:

hites:iwww.cdc.goviCOVIDI9

What is COVID-19?

COVID-19 is caused by the SARS-CoV-2 virus. The
wirus can cause mikl 1o severe respratory iliness and
has spread globally, including the United States. The
current information avallable to characterize the
spectrum of cinical iliness associated with COVID-19
‘suggests that symploms include cough, shortness of
breath or difficulty beeathing, fever, chills, muscle pain,
headache, sore throat of new loss of taste or smeil

What is the DiaPlexQ COVID-19 Detection Kit?
The test is designed 10 detect the virus that causes
COVID-19 in respratony specimens, for axample nasal
or oral swabs.

Why was my sample tested?

You were tested because your healthcare provider
beliaves you may have been exposed 1 the vinus that
couses COVID-19 based on your signs and symploms
(e.9.. fever, cough. dificulty breathing). andlor because:

©  Youlive in of have recently traveled 1o a place
‘where transmission of COVID-19 i known 10 oocwr,
andlor

+  You have been in close contact with an individual
suspected of or confirmed 1o have COVID-19.

Testing of the samples will heip find out if you may heve

CcoviD-18

‘What are the known and potential risks and benefits

of tho tost?

Potential risks include:

*  Possible incorrect tes! result (see below for more

information).

Potential benefits include

*  The results. 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

comemunity.

What does it mean If | have a positive test result?
It you have & positive test resull, i is very kel that you
have COVID-19. Therefore, it is also likely that you may
be placed in solation to avoid spreading the vins to
others. There is & very smail chance that this test can

of other that can

Letter of Authorization

HCP Fact Sheet

Fact Sheet for patients

SolGent co., Ltd.
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

is being supplied around the world more than 50 countries.

We can quickly supply kits to your country. Additional supply is possible.

Ref: https://covid19.who.int/

( g) SolGent co., Ltd.
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https://covid19.who.int/

) COVID-19 Detection Kit — KOREA Government's Support(1)

Ministry of SMEs and Startups: Administrative Organization of Korea Supporting Small and
Medium-sized Enterprises

In the early stages of COVID-19, Minister Park Young-sun
of Ministry of SMEs and Startups visited SolGent in
person to listen to the difficulties and resolve them.

=/\d o1k
Ministry of SMEs
and Startups

Ministry of SMEs and Startups helped Samsung Electronics
match its Smart factory construction project that can
solve the inefficient part of SolGent through its technology,
know-how and infrastructure.

\SolGent co., Ltd.
Solutic ic Technologies

utions for Genetic
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) Smart factory construction project

04. Localization of tubes

Tubes are essential packaging materials for commercializing reagents, making it
difficult to complete kits as purchasing German tubes became increasingly
difficult, and Samsung Electronics developed tubes with subcontractors and
made them available to SolGent.

03. Improvement of working

. 05. Application of automation
environment

Application of automated facilities
to tasks such as labeling, capping,
and spreading

Installation of air curtain, removal
of disused goods

02. Minimize work flow 06. Apply Barcode System

Application of Barcode System for

Changing the layout to reduce . .
Storage and Forwarding Materials

movement by 34%

07. Real-time management
of resources

. . G T
01. Relocation according to S
Charll‘\ae%(%r’lcion of raw materials, work-in- -

processes, and products = Systematization Operate computerized systems

with APP-based tablets

Production Capacity:

3000 KIT per week (March, 2020)->
15,000 KIT (=15 million test) per week (present)
Up to MAX 250,000 kits per week by the end of October

\SolGent co., Ltd.
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COVID-19 Detection Kit — KOREA Government's Support(2)

Public Procurement Service:

The central administrative agency of the

A~ CF A4 Republic of Korea, which oversees the

4= 0 government's affairs concerning the purchase,
Public Procurement supply and management of materials and the
Service government's contracts for major facilities

construction.

SN i C Public Procurement Service supports
Y J \J 1) N A l
' UNITED NATIONS registration with the United Nations as a

vendor. Registration completed.

\ ~ S PR —— 2 -
\ S==2 GLOBAL MARKETPLACE

SolGent is eligible to bid on UNGM.
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COVID-19 Detection Kit — KOREA Government's Support(3)

Export-import Bank of Korea:

Providing mid- to long-term financing

necessary for Korean companies' export of

capital goods and overseas investment,
?_"%4—%%! OUOH development of overseas resources, import of
key resources, etc.

Public institutions under the Ministry of
Economy and Finance.

"IIE!KH%*-'?- » low-interest loan support

Ministry of Economy and Finance

SolGent co., Ltd.
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Thanks for your attention and time!
It would be appreciated if you could visit our homepage.

www.solgent.com * e-mail: global@solgent.com
= Tel: +82-70-7893-7831

Donation to Daejeon City

’
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