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COVID 19 WW Situation / Outbreaks OHC

OSANG HEALTHCARE

Countries, areas or territories with COVID-19 cases reported in the last 7 days 7@y World Health

(From 15 April 2020, 10:00AM to 21 April 2020, 10:00AM (CEST)) 2 Organization
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COVID 19 WW Situation / Outbreaks OHC
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Distribution of COVID-19 cases as of 11 March 2020 i&% m‘;&’;gggg
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Coronaviruses (CoV) are a large family of viruses that cause illness ranging from the common cold to more severe diseases such as

Middle East Respiratory Syndrome (MERS-CoV) and Severe Acute Respiratory Syndrome (SARS-CoV). A novel coronavirus (nCoV) is a

new strain that has not been previously identified in humans.
© OSANG HEALTHCARE. All rights reserved




GeneFinder™ COVID-19 Plus RealAmp Kit - Overview O H C

OSANG HEALTHCARE

GeneFinder™ COVID-19 Plus RealAmp Kit is the One-
Step Reverse Transcription Real-Time PCR Kit designed
to detect Novel Corona virus (COVID-19) qualitatively

through Reverse Transcription reaction and Real-Time

Polymerase Chain Reaction

Main Features

= Target Genes: RdRp, N, E
= 120 minutes detection for COIVD-19

= Reverse Transcription reaction and Real-
Time Polymerase Chain Reaction
= Easy-to-use(One-Tube) and interpretation

= Reliable result by internal/Positive/

Negative Control

© 0SANG HEALTHCARE, All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit — Kit Component OHC

OSANG HEALTHCARE

GeneFinder™COVID-19 Plus

COVID-19 Plus COVID-19 Plus COVID-19 Plus COVID-19 Plus
Reaction Mixture Probe Mixture Positive Control Negative Control
1050 uL / kit 550 uL / kit 50 uL / kit 50 uL / kit
- 4 :
: t‘ |

10 ul 5 ul 5 ul Total 20 ul
1 Sample —
N

COVID-19 Plus COVID-19 Plus Sample RNA Mixtrue / 1sample

Reaction Mixture Probe Mixture

© OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit— Test Procedure OHC

OSANG HEALTHCARE

Specimen - viral RNA samples extracted from human . =

&

respiratory specimens such as alveolar lavage fluid,

nasopharyngeal swabs (NPS), sputum etc.

Test Procedure

Real-time

> \PCR ) >

Specimen Collection Viral RNA Extraction cDNA synthesis & Amplification Data Analysis

© OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit — Instruments OHC

OSANG HEALTHCARE

Bio-Rad/CFX96 Applied Biosystems
7500 Real-time PCR System (ST/FAST)

GeneFinder ™ COVID-19 Plus RealAmp Kit is validated on Bio-Rad CFX96 and
Thermo Fisher's AB7500 system (Standard/Fast).

If you are using other RT-PCR instruments, please contact OHC Technical Team.

© 0OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit — Analysis(Software)

Detal Info COVID-19
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Results can be exported as either PDF and/or Excel format

GeneFinder™ COVID-19 Real /Amp Kit

——
&~ GeneFinder

MDX

OSANG

2020-03-11 5:48:04

Title : GeneFinder™ COVID-19 Test
TestName : COVID-19

Lot:

Experiment Date : 2020-03-11  7:35:29

Result
COVID-19 Result
Type  Sample | Well  RdRp N 3 ic CoviD-19 Check

s P GOt 34.83 31.80 31.84 27.48 RdRp,N,E COVID-19 Positive
o P G2  32.27 29.53 28.88 25.31 RdRp,N,E COVID-19 Positive
o, P 603  26.41 24.62 22.79 24.65 RdRp,N,E COVID-19 Positive
Ve P Go4  26.41 24.23 22.97 25.14 RdRp,N,E COVID-19 Positive
o P GOS  22.65 19.98 17.91 21.51 RdRp,N,E COVID-19 Positive
cone: P G06  26.70 24.95 23.30 24.62 RdRp,N,E COVID-19 Positive
CoviD- Repeat the test(COVID-19

s P Go7 uo 35.59 uo 25.54 N e i )
o N Go8 uo up up 26.49 Negative
("’V;'* N G09 uo up up 27.81 Negative
- N G10 uo uo uo 25.41 Negative
CO:;ID- N G11 uo up uo 26.61 Negative

GeneFinder™ COVID-19 Viewer automatically analyze raw data when imported.
*Import file for ABI series is ABl(eds) file and CFX96 exported excel files for CFX96

© 0OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit — Analytic performance OHC

v Analytical Sensitivity Target LoD

LOD(Limit of Detection) RdRp gene 10 copies/test

10 copies/test

10 copies/test

v Analytical Specificity

Influenza A (HIN1/09)

Influenza A (H3N2)

Influenza A (H5N1)

Influenza B

Rhinovirus

Respiratory syncytial virus (A/B)

Parainfluenza 1 virus

Parainfluenza 2 virus

Parainfluenza 3 virus

Parainfluenza 4 virus

Adenovirus

Human Bocavirus

Measles virus

Mycoplasma spp.

OSANG HEALTHCARE

A total 14 DNA/RNA samples extracted
from reference strains were tested on
three batches of the GeneFinder™ COVID-
19 Plus RealAmp Kit in order to evaluate
the possibility of cross-reactivity.

The Negative control was detected as Not
applicable (N/A) (or undetermined, U.D)
which means there was no testing,
contamination and instrument errors.

14 DNA/RNA samples which have no
concern with the detection target of the

kit were negative.

© OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit —Clinical performance OHC
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v'Samples : Residual test samples from Laboratories with which the COVID-19 test was completed.

v Type of sample: Extracted RNA from Nasopharyngeal swab, sputum.

Compared reagent
COVID-19

Positive Negative

Positive 60 0

Negative 0 60

Test reagent

Overall percent agreement (%) = 100 x [(120+0)/120] = 100%
Clinical Sensitivity = 60/60x100 = 100%
Clinical Specificity = 60/60x100 = 100%

© OSANG HEALTHCARE. All rights reserved
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GeneFinder™ COVID-19 Plus RealAmp Kit - Business
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Most of countries suffering from Corona Impact are adopting GeneFinder™ COVID-19 Plus RealAmp Kit. Several CDCs are using

GeneFinder™ COVID-19 Plus RealAmp Kit to control Corona infection in their countries.
© OSANG HEALTHCARE. All rights reserved




Product Comparison 0 H C
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WHO Korea CDC SR [ GeneFinder™
RdRp RdRp RdRp RdRp RdRp
E E E E
- - N - N
Internal i _ I.C 1LC I.C
Control (Exogenous) (Endogenous)
2 tubes 2 tubes 1 tube 2 tubes 1 tube

RdRp| E RdRp E RdRp, E, N, IC |RdRp, IC| E, IC RdRp, E, N, IC
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GeneFinder™ COVID-19 Plus RealAmp Kit — Certification OHC
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.* ‘Health Canada Medical Devices Directorate 7Y U.S. FOOD & DRUG
Santé Canada Direction des instruments médicanx 4 AB RIS
COVID-19 Medical Device Anutorisation d’importation ou de
Authorization for Importation or mise en vente d’un instrument
Sale meédical relatif au COVID-19 April 18,2020
Authorization Reference Number : 312757 Numéroe de référence de I'autorisation b s TV
id Jack : o CAYKBA TIQ HAASOPY B COEPE 3APABOOXPAHEH NS
Issue Date: oo Date de délivrance: ?;;Ed ;:“;m_m MH ABHAR CAVK (POC3AP Ve s
Device Class/Classe de l'instrument : 3 SBG Distribution. LLC N g T DA
et 3 it S 77 Searing Ave. é PEFHCTPAUHOHHOE VAOCTOBEPEHHE
Pursvant to section 5 of the Interim Order Conformément a l'article 5 de I’Arrété Mineola, NY 11501 & ¥
Respecting the Importation and Sale of d‘urgence concernant | 'importation et la - : 7 bes HA MEA““"HCKOE “3AEH"E
Medical Devices for Use in Relation to vente d instruments médicaos relatifs au B se 5
COVID-19, made by the Minister of Health Covid-19, réalisé par Ia ministre de la Santé le Device. GeneFinder COVID-19 Plus RealAmp Kit 7 or 23 anpeas 2020 roxa Ne P3H 2020/10152
on March 18, 2020, the medical device listed 18 mars 2020, les instruments indiqués ci- Company- OSANG Healtheare ; fasaiiads JeiicTBuTenbuo 10 1 sinpaps 2021 1.
below is now authorized for sale or dessous sont présentement autorisés pour la o . . r P 4
tion in Canada, mise en vente ou L 1on au Canada Indication: Qualnme dehlrctmn ﬁiiARS—lCo‘u;i ﬂ;ﬁ;ﬁ_m ¢ % 3 S5 - ey 2
nasepharyngeal, oropharyngeal. nasal. -turbinate Z
Each shipment of a COVID-19 medical Tout envoi d'un instrument médical relatif au nasal swab specimens, bronchozlveolar lavage fud (BAL). | 8 m'f_“:ﬁ‘*‘;"ug:[fg;zm" FlusRealiug Kit (FMR 45, cop 1 OT 2003-R45-20,
device that is imported into Canada st be COVID-19 doit étre accompagné dune copie and sputum from individuals who are suspected of COVID- P - s cepust LOT 2003-R45-27 |
ggccompamed by a copy of this authonization de Ia présente autorisation. 19 by their healthcare provider Emergency use of this test BBUIAHO
ument. imi i 'OCAHT Xenckeap i sm = 3 2
Cette autorisation est uniquement valide tant que 1s limited to authorized laboratories. “OSANG X K“""l“ ‘L’Sl;.m Kopes, R
This authorization is only valid for so long as the P’Arrété d’urgence concernamt 'importation et la Anthorized Laboratories: Laboratories certified under the Clinical Laboratory Z Gyeonggi-do, Rzpnbrk ,,"(.m SR orEan R
Interim Order Respecting the Importation and venta d'instruments médicaux relatifs au Covid- Improvement Amendments of 1988 (CLIA). 42 USC -
Sale of Medical Devices for Use in Relation to 18 est en vigueur, ou I'autorisation est annulée. §263a. to perform high complexity tests. i it N
COVID-19 is in effect . :/JOCAHE Xexrxeap K Xo., Jivn.", PeenyGmncs Kopes, See e
- Dear Mr. Jack: OSANG Heal 1145132, A Do e
o ) ) conggi-do, kepubhe of Korea »Rosan Gu Awmig sl
Device Name(s) Nom de I'instrument This lefter is in response to your' request that the Food and Drug Administration (FDA) issue an g o 4
Emergency Use Authorization (EUA) for emergency use ofwu.r product.? pursuant to Section 2}l 7~ VIeCTO IPOH3IBOJCTEA METHIIHECKOTO 3/Ie/THS 2
GENEFINDER COVID-19 PLUS REALAMP KIT H,
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U 5.C. §360bbb-3). 7 g:ﬁ‘- e Mw rLK':" 132, , Dongan-Gu, A
Name & Address of Authorization Holder/Nom & adresse du titulaire de I'autorisation On Feb 4,200 Section SGAbX1)C) of the Act, the § fthe N AP e
OSANG HEALTHCARE CO., LTD. ‘ebruary 4. 2020, pursuant to Section of the Act, ecretary o Honappemcrplnnonom nocke Ne PJI-32557
132, ANYANGCHEONDONG-RO, DONGAN-GU Department of Health and Human Services {HHS) determined that there is a public health ik > % A 205 WB'M'ZM(.'
ANYANG-SI, GYEONGGLDO emergency vhat_]?a; a m_gﬁ:am potential to affect national secunity or the health and security of e : pHCKa oA 3
SOUTH KOREA United States citizens living abroad, and that involves the virus that causes COVID-19
14040 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
David Boudreau, ing . Interim: Directar General. Medical Devices Directarare vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
Directeur gsnenai par intrm:, Direction des instuments madicaws

terms of any authorization issued under Section 364(a) of the Act 3

e iid Bower—

* For ease of reference, this letter will use the term “you” and related terms to Tefer to OSANG Healfhcare.

* For ease of refarence, this letter will use the term “your product” to refer to the GeneFinder COVID-19 Plus
RealAmp Kit used for the indication identified shove.

*11.5. Deparment of Health and Humen Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifiing Authorizations Pursuant to Section 564(8) of the Federal Food, Drug. and

[« it 21 U5C. § 360bbb-3. 85FR.7: bruary 7, 2020).
Application Number: 312757 Manufacturer ID: 131655 e e ) = 0]
Numéro de la demande: Identificateur du fabricant:

Health Canada FDA

© 0OSANG HEALTHCARE. All rights reserved



GeneFinder™ COVID-19 Plus RealAmp Kit — Certification
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ZERTIFIKAT & CERTIFICATE ¢

{( DAKKS

‘outscho
cre
02113210100

Certificate

ERpRE

Product Sarvie

No. Q5 001395 0012 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

OSANG Healthcare Co., Ltd.
132, Anyangcheondong-ro, Dongan-gu
Anyang-si, Gyeonggi-do 14040
REPUBLIC OF KOREA

OSANG Healthcare Co., Lid
132, Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do
14040, REPUBLIC OF KOREA

Design, and
of In Vitro Diagnostic Reagents and Instruments -
Blood Glucose Monitoring System,

1C) System,
Lipid Profile Measuring System,

Immuno Diagnosis Measuring System

and Molecular Diagnostic Reagent Kits

Production and Distribution of Medical Device -

Sterile Lancets, Lancing Device

EN ISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN 1SO 13485:2016

The Centification Body of TUV SUD Product Service GmbH certifies that the company mentioned

system, which meets the

above has

dis aqualty
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 20190326

Page 1 of 1
TUV SUD Product Servics GmbH

74952328

2018-03-26
2021-01-31

[ o]

Stefan Prei

fication Body * . ich + Garmany

ISO13485

elHHE(No.) :KTC-ABB-2291

(Certificate of GMP)

W AHB /51718 Z(Conpany name of Applicant / License No.)

OSANG Heal theare 1d

W ol EX} (Representative)

ndong-ro, Dongan-gu, Anyang-si, Gysonggi-do, Korea

W M= (Name of Manufacturer)

HEXE:(F)

ealthcare Co., L1d.)

W H=EL &%X] (Address of Manufacturer)

132, Anyang

W Z53Z (Category)

87| ME § BF0(B s elyeich
(We hereby certify that the above manufacturer complies with Korea

Anyang-si, Gysonggi-do, Korea

Good Manufacturing Practices of Medical Devices for the product group |isted sbove)

WH A %HDate of Issue)

F&7|2HDate of Expiration)

Q FelX| YA Fof o F ot g

GYEONGIN REGIONAL FOOD AND DRUG ADMINISTRAT

BRI A M7 | B XA AT

Korea Testing Certificd$i
-

o IcTC

GMP

=7|7| M= H FEE2| 71E HelIM

OSANG HEALTHCARE

OHC

OSANG HEALTHCARE

Declaration of Conformity

OSANG Healthcare Co., Ltd.

Address: 132, Anyangcheondong-ro, Dongan-gu

Anyang-si, Gyeonggi-do, 14040, Republic of Korea
Tel.: +82-31-460-0300  Fax: +82-31-460-0401

Manufacturer's Name:

EC-Representative: Obelis S.A.
Address: Bd. Général Wahis 53,
1030 Brussels, BELGIUM
Declares that the product
Product: In vitro polymerase chain reaction (PCR) assay for
COVID-19
For Professional Use Only
GeneFinder™ COVID-19 Plus RealAmp Kit (IFMR-45)
Classification: Others (Neither listed in the Annex I, IVDD 98/79/EC,
Nor Self- testing device)
Conformity assessment

Route: Annex Iil of the IVDD 98/79/EC
(EC Declaration of Conformity)

We herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/EC for in vitro diagnostic medical devices. All supporting documentation is retained under the
- A = b

pi of the and is for the
conformity.
Place ) Anyang-si, Korea
Date of Issue February 26", 2020

Valid From February 26"', 2020
Attachment #1. List of applied standards

é/@_L

Dong Hyun, Lee
CEO of OSANG Healthcare Co., Ltd.

Signature:

CE

© 0OSANG HEALTHCARE. All rights reserved



OSANG HEALTHCARE Co., Ltd

Company Overview

OHC

Presented by Osang Heathcare Co., Ltd / Revised by Mar 12nd, 2020 OSANG HEALTHCARE




Group OSANG Family

IT & Advanced Materials

OlupiInile,

OSANG

The global network company

OSANG/,

OSANG

Fruit Packaging

- KOSDAD listed
- Advanced Materials [Boshmite & Alumina]
- IT Solution Service [FLM, System Integration)

- Thermal Plasma Application - Urban mining

dBlT

- Premium Fruit Fackaging
- Pancap [Brand)
- Functional Films

Biotechnology & Agriculture

OHC

OSANG HEALTHCARE

OSANG

Healthcare

Environmental Engineering

- IVD Dizgnostic Medical Devices [POCT]

- Biochemical - Immunzassay

- Molecular Diagnestics - Digital Healthcare

- Agriculturzl Bictech

- Insect Business

- Natural Emermy

- Biz Business

- Mature Eco Systemn Restoration &

Sustainable Agricultural Technology

K 5 ceouz

[GED Environment]

- Environmental Enginesring
- Maturzl River Method

- Greenscaping

- Plasma Heat Recycling

© 0SANG HEALTHCARE. All rights reserved



OSANG HEALTHCARE OHC

OSANG HEALTHCARE

OSANG Healthcare (formerly known as “Infopia”) has been a leader in the Korean IVD (In-Vitro
Diagnosis) industry since its founding in 1996, ever expanding a wide array of medical devices for
Biochemical, Inmunoassay and Molecular Diagnostics.

Giving the first priority to our customers and partners, we will further develop powerful synergies with
other affiliates in the group, each an industry leader.

Acquisition of Molecular Diagnostics Division

Selected as a “2012 Global Hidden Champion™
Establishment of Infopia Selected as an "INNO-BIZ" company Listed on KOSDAQ Selected as one of the "World Class 300 Companies™
— ¢ | S| : s
I [ {

|
|

T

{

[ ' |
bEM Supply Agreement with B.Braun Designated as "Korean Hidden Champion™ by the Korea Eximbank
Acquired Korea's first US FDA approval for BGM OEM Supply Agreement with HemoCue

Renamed as OSANG Healthcare
1
Developing CGMS

© OSANG HEALTHCARE. All rights reserved



OHC Technology / R&D

Core Technologies

estercl, Immunoassay)

Patents by Technology Patents by Country
Unnit: E& Unit: EA

181 181

Total Total

OHC

OSANG HEALTHCARE

R&D Investment & Employees

Uinit= 100 Millicn KRW
N RED Investment
I Rit= ()

© 0OSANG HEALTHCARE. All rights reserved



OHC Products Portfolio

BGM

Hbale

OHC

OSANG HEALTHCARE

Immunoassay

The blood glucose meter is an easy way to collect
and manage blood samples and to screen for

diseases.

[ ‘

=

0Oh'Care Oh'Care Lite
GluMED GluMED Smart
GluMED Lite GluNED Plus

An HbAlc measuring device gauges average blood
glucose over 3 months by detecting hemoglobin
[HbAle, or hemoglobin Alc) combined with glucose
for an eccurate measure of blood glucose level.

J J
Clower Alc Clover Alc Plus

Cholesterol

Through antigen-antibody reactions, SelexOn
screens for diseases by extracting markers
created by cardiac disorders, thyroid conditions,

cancer and infectious diseases.

) &
- Y

Molecular Diagnostics

A cholesterol measuring device enables quick
and efficient measurement of Total Cholesterol,
Triglycerides and HOL.

IO

LipidPro Element Multi Landmark

Molecular diagnosis can detect human papilloma virus
[HPV], and enable testing for histocompatibility [HLA) &nd
infectious diseases, by examining nucleic acid [DMNA and
RMA] for genetic mformation le.g, on avirus or human bodyl.

) (&)

PCR Kits Mucleic Acid Extractor

© 0OSANG HEALTHCARE. All rights reserved




OHC Molecular Diagnostic Products Portfolio OHC

OSANG HEALTHCARE

Product Overview GeneFinder Kits

- GeneFinder for diagnostic kits

- EX-MATE32 Plus for DNA extractor Py s Py - .
EE==— TN uir s

Competitiveness HLA-B*27 Reslamp Kt HLA-B*31 ReslAmg Kit HLA-ASDR ReslAmp Kit
Simple and Convenient —~
Multiplex Assay : !,' 2= ‘ ; ;
S'M.'A‘R’T' Automation '
Solution 2
Reliable Result

Time-saving & Cost-effective HPV PCR Kit TB&NTM Multiplex Real-tme PCR 1t HPV Liquid Eead Microarray

DNA Extractor + Diagnostic Kits + Real-time PCR Machine EX-MATE 32 Plus DNA Extractor

Type Stand-elcne desktop
Number of Samples 1~ 32 samples
) Real-time PCR ) e ‘ Processing Time 625 mirutes
’
¥

¥

L ) oy e r Dimensions [Wx D x H) 350 x 370 x 400 mm
. Power Requirements 100 - 240v /34
Specimen Nuddee Acid Dwta ;'
Callestion Em-edrmx ol e Annotation e

© 0OSANG HEALTHCARE. All rights reserved




Thank You

OSANG Healthcare Co., Ltd.
132, Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do, 14040, Republic of Korea

www.osanghc.com OSANG HEALTHCARE




