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Introduction

Coronavirus Disease 2019 (COVID-19)

COVID-19 is an infectious disease caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Common symptoms include fever,
cough, and shortness of breath.

This disease is getting worse and
created a major impact to people
around the world.

In order to contain and slow down the spread of
coronavirus, testing is one of the most efficient
way. Infected patients can be quarantined by
detecting the people who tested positive. It also
lets public health workers build a more accurate
picture of the number of cases and how the virus
is spreading in the population.
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Introduction

Hercules has taken the initiative to
distribute the COVID-19 test Kkits by
collaborating with Korean company,
SolGent Co., Ltd.

This DiaPlexQTM
2019-nCoV Detection Kit
is CE-IVD reagent.

It is a screening kit to detect Novel Corona
Virus as 2019-nCoV from isolated total
RNA. This test kit has obtained regulatory
agency approval from European CE-IVD and
Korean CDC’s Emergency Use Approval.
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1. KIT Introduction

Regulatory Agency Approval

European CE-IVD
(Issued on 26 Feb. 2020)

DE/CA70/40838-153776

EC DECLARATION OF CONFORMITY

Declares that the medical device(s) described hereafier

Other Virology — NA Reagents, 15 04 40 90 00 (EDMA code]

Mode! Name: DiaPlexQ™ Novel Coronavirus {2019-nCoV) Detection Kit

Catslogue Nurher, SQDS2-K100, SQDS2-K020

Has been classified as Others not covered by Annex Tl and self-esting acconding to Directive 98/ 79/EC

Is i conformity with the applicable requirements of the following documents

Ref. N,

EN IS0 152231 : 2016
1S0 13485 : 2016

EN 13612 : 2002

EN IS0 17511 : 2003

EN 23640 : 2015

EN 13641 : 2002

EN ISO 14971 : 2012

ENISO 18113-1: 2011
ENISO 18113-2: 2011
IEC 62366-1:2015

1EC 62366-2:2016

s subject to the conformity assessment procedure set out in Annex 111 of Directive 98/79/EC

26th, February, 2020 Signature: {&,omﬂﬂélﬂ?g,

SolGent co., Ltd.

(7 ) SolGent co., Ltd.

7 SHE(F)

Korea CDC's Emergency Use Approval
(Issued on 27t Feb. 2020)

Sontons for Gunetis Teshnatogtes

F-QP-21-2(2) SolGent Co, Ltd 02/2020 V2.0

Hol sl gy U, 2u%N R

TELLL 159

) SolGent co., Ltd.

“Soiutions for

vatic Technologies Tel 482707805

KCDC

Recipient: SolGent Co. Ltd
(via)
Tithe: Result Announcement of Emergency Use Authorization Request of Medical Devices for In-Vitro Diagnosis

1. Subject:

A SUE T
(#E7)
ME #elzicid 2820719 Z2ME selel Asdnt ¢y
1. 2
b, SUE F4/8|A} SR0200204-001(2020.2.4.) &
L M EC|obECHMA 2|27|7| X4 1}-1636(2020.2.27.) &
Ch. MFolorEetdAl o 877|48 21-1642(2020.2.27.) &

2. 9 zet pusto] Falel Q8o w2t o8217| 2ATALE(H7eA) MHKE
HErdg dEstn, TelRo|7lY AYE, Mn3zel2 Mg ¥ 28l ull ME
AYEeIHM 2 ZTAE S8 QU dl, Y A2AE ofhet Y=Y UC

7k

YHY(HMEY): HUE F48|AHDiaPlexT* Novel Coronavirus Detection Kit)

L ARBERE: S87) 2y oY X AM(ZE, PUF ¥ HYUF JRIE)IM
2ZLH9 BRI A(2019-nCoV) 2l FHAHOrfla gene, N gene) & HY H&ESH:
Hemchg 927)7|

ch A3ME 28 A 50

» ERhAg mol X AR oR R 3 2% Qu-off A 2 28 @R

2} AZAE 89712k 2020. 2. 27. ~ ZA2LHI0[ZAUHE-19 7Y & A9

=1
.

2. In accordance with your fequest in connection with the paragreph shove, we review the suitshility of
the products for emergency use (permission of excmption) for medical devices and fequest
Authorization for emergency use from the Ministry of Fopd and Drug Safety in accordance with Article
13-2(1) and 2 of the Enforcement Decree of the Medical Device Act, and hercby inform you of the
result as helow,

the Corona 19 irus (2019-nCoV) in & satmple of suspected respiratory infection patients(spatum,
oropharyngeal and nasopbaryngeal specimens)

A. SolGent Co.Ltd, Nr. SG20200204-001 (04.02.:3020)
B. Ministry of Food and Drug Safety, Medical Device Policy Division ~Nr. 1636 (27.02.2020)
C. Ministry of Food and Drug Safety, Medical Device Policy Division -Nr. 1642 (27.02.2020)

A. Compuny Name (Product Name): SolGent Co. Lid (DiaPlexQ™ Novel Corgas Virus Detection Kit)
B. Purpose: In vitro diagnostic medical device that qualitatively detects the gene (Orfla gene, N geac) of

€. Emergency roquest esult; Approved

G prioe aie and o hser cueoft.
D, Emergency Use Approval Period:
From 27.02,2020 ~ Until the end of coronavirus infection-19 epidemic

Jae Hyung You & Du-su Seock / CEO of SolGent Co., Lid.
Date : February 27% , 2020

www.solgent.com
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1. KIT Introduction (3 socent o e

DiaPlexQ™ 2019-nCoV Detection Kit

DiaPlexQ™ Novel Coronavirus(2019-nCov) Detection Kit is CE-IVD reagent. It is screening kit to detect Novel Corona Virus as 2019-nCoV
from isolated total RNA.

Basic principal of this kit is Real-time PCR method, which is able to detect specific target gene into total RNA.

It provides every necessary contents for PCR reaction, Therefore customer don’t need to purchase additional reagent. One step RT-PCR
contents are progressively apply for one tube RT(Reverse Transcription) reaction and PCR amplification. You can monitoring the nucleic acid
amplification result based on real time condition through the amplification plot.

The Control Template (2019-nCov) is provide as positive control to assist the clinical sample data comparison analysis.

» Contents
Components SQD52-K020 SQD52-K100
2X OneStep qRT-PCR Buffer (2019-nCoV) 200 Ul x 1 ea 1.0 mL x 1lea
OneStep qRT-PCR Enzyme mix (2019-nCoV) 40 Ul x 1 ea 200 2 x 1 ea
Primer & Probe Mixture (R,E,N) 60 ¢ x 1 ea 300 uf x lea
Control Template (R,E,N) 20 U x 1 ea 100 € x 1 ea
RNase Free Water 200 1€ x 1 ea 1.0mLx1lea
SQD52-K100 2
Y

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



1. KIT Introduction e

SHE(F)

Specification & Feature

P Specification

T T

Detection target 2019-nCoV ( COVID-19)
Target region Orfla, N gene
Detection technology Real-Time OneStep RT-qPCR
Specimen type Nasopharyngeal swab, Oropharyngeal swab, Sputum

CFX96™ Real-Time PCR System (Bio-Rad)

o *
Compatible instruments ABI 7500 / 7500 Fast Real-Time PCR System (Applied Biosystems)

PCR running time 105 ~ 120 mins

P Feature

- Simple & Rapid detection system: OneStep Multiplex RT-gPCR based detection
- HotStart PCR: high-specificity

- Reliable system: automatic PCR control (not Internal control)

- Easy-to-use master mix: just adding template and Primer/Probe Mix

- Positive control included (Plasmid)

5
te
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1. KIT Introduction e

EHE(F)
Process & Reaction Time
Sample Nucleic acid Multiplex Data
collection isolation OneStep RT-gPCR analysis
[ © © © © © [ ©
Sample collection e Manual Method DiaPlexQ™ 2019-nCoV(RdRp, E, N) Use of software for each
according to sample type * Auto extraction Method Detection Kit instrument

=  HotStart PCR: high-specificit
ottt FLR: high-speciiicity PCR Reaction Time: 2 hours

=  OneStep PCR : multiple targets in a single reaction

| solutions for

= Reliable system: automatic PCR control =

‘v enetic Technologies
O il
~
=  Easy-to-use master mix: just adding template and Primer/Probe Mix r /
Divencov, (nans. &%)
*  Rapid detection: OneStep RT-qgPCR - o

LB=g"
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1. KIT Introduction e

SHE(F)

Kit Composition & PCR Condition

Multiplex
OneStep RT-gPCR

DiaPlexQ™ 2019-nCoV(RdRp,E, N)
Detection Kit

Reaction Mixture Vol.

Red ®  2X OneStep RT-gPCR Buffer 10 pe
Blue @ OneStep RT -gPCR Enzyme mix 2 ul
Violet @ Primer/Probe Mixture (2019-nCoV) 3 ul

Sample template 5 u@
I Y

Reverse Transcription 50 °C 15 min X1

PCR Condition Initial PCR activation 95 °C 15 min X1
Denaturation 95 °C 20 sec

X 45

Annealing / Extension ~ 60 °C 40 sec

HERCULES ENGINEERING (SEA) SDN. BHD.
[
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1. KIT Introduction

SolGent co., Ltd.

EHE(F)
Experimental
COVID-19 COVID-19
Positive (Using Control Templet) Negative (NTC)
7= . Née_ne_(F_AM)_ B B . _N_gené(_FA_M_)_ ol
~”| = Egene (JOE) ' ~™| m Egene (JOE)
w=| B RdARp (Cy5) == B RdRp (Cy5)
§ == m PCRC (Texas Red) § == m PCRC (Texas Red)

200,000

20000 1
100.000
o {LA990.932000 — e } o JL-00.08200

aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaa

Mice s Mlram [l caired61o Wioe Wos Mem Bl cindsn

Control Transcripts RNA 22 negative strains
(Orfla(RdRp), E, N)

5’ Fluorophore 3’ Quencher
N gene FAM BHQ1
E gene JOE /VIC BHQ1
Orflab(RdRp) Cy5 BHQ3
PCR Control *Texas Red / Cal Fluor Red 610 BHQ2
*ABI 7500 / 7500 Fast: JOE, Texas Red | Bio Rad CFX96™: VIC, Cal Fluor Red 610 Iﬂ;

v
ne I

IONIZ5S
e
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1. KIT Introduction

\ SolGent Co., Ltd.

SHE(F)
Detection Criteria by Country / Product
Orfla Orflab Ey N
e S _"I‘Hi-'
Orflabirare) E gone
; =l Germany
Orflab WV gene
G #M— China
ORFl1b-nspl4d N gone
Ty #Ml— HongKong
N geme
#M%— Thailand
'
%M US.CDC
Orfla i - o
o S Japan
Qrﬂabmdxm o3 .f e KOGENE
Orflabase) o %E gene *?l’g 9% SEEGENE
Orfla o i
. m SOLGENT SQD52
o ;?rﬂabmdm 2R o SOLGENT SQD55

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



1. KIT Introduction (0 st o

Comparison with the other product in KOREA

Korea CDC’s
Emergency Use Orfla Orflab N
Approval _—-D \p

‘SOLGENT’

Emergency Approval(3): Orfla N gene

Detects Orfla and N genes at the ¥ -

same time

‘KOGENFE’

Emergency Approval(1): Orfla (RdRp) e

Detects RdRp and N genes

separately X X
‘SEEGEN
Emergencu Approval(2): Orfla (RdRp) E vene N gene
Detects RdRp and N genes at the X X ¥ -
same time

- ‘SD Biosensor’
"= = Emergencu Approval(2n): Orf 1a (RdRp) E cene
— ‘_ ‘_F Detects RdRp and N genes at the X b |
STANDARD M same time
. ncnv Real-Time Detection kit
I
it
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1. KIT Introduction

Comparison with the other KIT’s Spec.

) SolGent co, L.
2HE(F)

KOGENE SEEGENE SD Biosensor SOLGENT

PowerChek™ STANDARD M nCoV DiaPlexQ™ Novel
Product , Allplex™ .
2019-nCoV Real-time Real-Time Coronavirus(2019-nCoV)
Name . 2019-nCoV Assay . :
Cat. No. R6900T RP10243X M-NCOV-01 SQD52-K100
Target RdRp, E gene
gene (k= pCR) RdRp, E gene, N gene RdRp, E gene Orfla, N gene
Internal control applied Internal control applied
c Control to Check PCR to nucleic acid extraction to nucleic acid extraction Control to Check PCR
Performance Performance
Control to Check PCR Control to Check PCR
Performance Performance
KIT Spec. 50test/kit 100test/kit 100test/kit 100test/kit
Temperature (T) Time Cycles No. S Temperatre  [Acquistion
50 T 30 min 1 / ! 0T Brin 1 Reyerse trangaription 50 - | fmin | 1 1 Reverse transcription 5'C - 15 min 1
PCR 2 1 90 15 min
95 T 10 min 1 2 Inital PCR actiation L - | Bmn | 1 2 Initial PCR activation 95°C - 15 min 1
Condition 3 ue 155ec
95T 15 sec r 4 5T 0see 3 Denafuration % - | N 3 Denaturation 95°C - Msec
10 5 I3
60T 1min 5 GOTO Step 3,44 more fimes 4 AnealngBrtenscn i 1| e 4 AnnealingExtension 60°C e
£
A
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2. Manufacturer (0 socont

SolGent Co., Ltd Company Profile

“ Professional developer of diagnostic reagents and diagnostic kits for over 20 years in Korea”

Company Name SolGent Co.,Ltd

SolGent

Address 3F, 32 Techno 6-ro, Yuseong-gu, Daejeon, 34014, South Korea
TEL 1544-5698
CEO Do-Su, Seok, Jae-Hyung You
Employee 62
Clients 26 Companies in 20 Contries
Foundation Aug. 2000
Homepage www.soglent.com

sl5717] Az H7HE

SIFJI7| BE N SR JIE MM
{Conifioato af G} _ ey,

soigentCo s o ‘
“  SGS

1SO 13485:2003
EN ISO 13485:2012
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2. Manufacturer e

SUE(F)

SolGent’s Diagnostics Kits List

:- L @ = 2019-nCoV Detection kit CE-IVD

= DjaPlexC™ Influenza Virus A/B Detection Kit CE-IVD

= DiaPlexQ™ Influenza Virus A/B & A Subtype DetectionKit

P CE-IVD
Respiratory Y * DiaPlexC™ RV13 Detection Kit CE-IVD
disease = DiaPlexQ™ RV16 Detection Kit
= DiaPlexQ™ MERS Virus Detection Kit | (upE only)
= DiaPlexQ™ MERS Virus Detection Kit Il (upE / ORFla /ORF1b)
= DjaPlexC™ MTB/M.bovis Detection Kit CE-IVD
= DiaPlexC™ M.Avium/M.Intracellulare Detection Kit CE-IVD
= DiaPlexC™ MTC/NTM Detection Kit CE-IVD
Tuberculosis = DiaPlexQ™ MTC/NTM Detection Kit CE-IVD
= DiaPlexQ™ MTC/NTM / MDR Detection Kit
= DiaPlexQ™ MTC/NTM Detection Kit — ver3.0 CE-IVD
= DiaPlexQ™ MTC/NTM Detection Kit — ver 4.0 CE-IVD
= DiaPlexQ™ PneumoPatho 6 Detection Kit
= DiaPlexQ™ PneumoPatho 13 Detection Kit r
5’;?
&5
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2 ° M a n Ufa Ctu re r (%g) SolGent co,, Ltd.

SHE(F)

SolGent’s Diagnostics Kits List

SolGent

= DjaPlexQ™ MTC/NTM / MDR Detection Kit
Drug Resistant = DiaPlexC™ CRE Detection Kit CE-IVD

Bacteritim
*CRE(Carbapenem-Resistant Enterobacteriaceae)

= DiaPlexC™ CT/NG Detection Kit
Sexually = DiaPlexQ™ CT/NG Detection Kit

Tran smitted = DiaPlexQ™ STI 6 Detection Kit

= DiaPlexQ™ STI 12 Detection Kit

Infection

= DiaPlexC™ HPV Screening / genotyping kit

. Mos;qugit_a—- = DiaPlexQ™ Ebola Virus Detection Kit — Zaire CE-IVD
?n.edlated * DiaPlexC™ Malaria Detection Kit CE-IVD
i "IF\fé‘ctiou§ \ * DiaPlexQ™ Dengue Virus DetectionKit CE-IVD
Disease » DiaPlexQ™ ZCD Detection Kit(ZIKV, CHIV, DENV) CE-IVD

g,in;

HERCULES ENGINEERING (SEA) SDN. BHD.
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2. Manufacturer e

!EE(T)
SolGent’s Diagnostics Kits List
SolGent

Avellino = DiaPlexC™ Avellino Corneal Dystrophy (ACD) GenotypingKit CE-IVD

DCozneth = DiaPlexQ™ Avellino Corneal Dystrophy(ACD) GenotypingKit CE-IVD
ystropny

= DiaPlexQ™ 5 type Corneal Dystrophy(5CD) GenotypingKit CE-IVD

Alzheimers = DiaPlexQ™ ApoE Genotyping Kit CE-IVD

Disease = DiaPlexQ™ ApoE Genotyping Kit CE-IVD

= DiaPlexC™ MTHFR Genotyping Kit CE-IVD

= DiaPlexQ™ MTHFR Genotyping Kit CE-IVD

= DiaPlexC™ G6PD Genotyping Kit (Asian type) CE-IVD

= DiaPlexC™ G6PD Genotyping Kit (African type) CE-IVD

@ﬁ
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3. Global Distributor

CAREMILLE INC. & HERCULES ENGINEERING (SEA) SDN. BHD.

Global Distributor of SolGent Co., Ltd

Authorized Distributor

SolGent co., Ltd.

Solutions for Genetic Technologies

Letter of Sales Authorization

2020 March 16

Dear Sir™Madam,

Subject : Letter of Sales Authorization for Caremille Inc. (General Director : Alex Cheon)

We, SolGent Co., Lid (3F, 32, Techno 6-ro, Yuseong-gu, Dacjeon, 34014, South Korca), as the
Product Owner and Supplier, hereby authorize, Caremille Inc. (1318, West Wing, Hanshin
ImterValley, 322 Tehercan-ro, Gangnam-gu, South Korca), as the General Distributor of
DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit on our behalf in the Global market
The term of authorization shall be negotiated with us from the date of signing the power of
attomey. And, We confirm that Caremille Inc. is transferred 1o all rights and goodwill of the
Global Distrik hip Ag b SolGent Co., Ltd and Medi & Korea Co., Lid,
which was signed on March 2, 2020,

i\:u {'.'nll].uﬁ_ulnlwx [ Product |

| 1 SQDS2-K 100 | DiaPlexQ ™ Novel ( ‘oronavirus {2019-n{ 'l\_\l}:lr\'lmn Kit
We declared that given information on above records are true and correet 1o the best of our
knowledge.

Yours Sincerely,

Jae Hyung You & Du-su Seock / CEO of SolGent Co., Ltd
Date : March 16, 2020

wiww.solgent.com

Ty o Andrsn sfeak |

,._.___-_

CAREMILLE

Authorized Distributor

Letter of Sales Authorization

Dear Sir/Madam,

Subject : Letter of Sales Authorization for Hercules Engineering (SEA) Sdn Bhd

We, CAREMILLE Inc. (30F ASEM Tower, 517 Youngdongdae-ro, Gangnam-gu, Seoul (06164) South Korea) as the
Global Authorization Distributor of SolGent Co.Ltd, hereby authorized Hercules Engineering (SEA) Sdn Bhd (124,
Jalan SB Jaya 1, Taman Industri SB Jaya, 47000 Sungai Buloh), as the Sub-Dealer of CAREMILLE Inc. for
DiaPlexQ™Novel Coronavirus (2019-nCoV) Detection Kit on our behalf. The term of authorization shall be
negotiated with us from the date of signing the power of attorney.

[No [ catalogNumber | Product |
[ 1 | SQD52-K100

Dealership Term: 1month of period starting as of March 21, 2020

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

If the Sub-dealer sells more than 50kits in the designated territory within 1 month, this
authorization will be extended automatically until the end of this year.

Territory: Malaysia

‘We declared that given information on above records are true and correct to the best of our knowledge.

Yours Sincerely,

Date : March 20, 2020
CARE MILLE INC.
RESIDENT.

Alex Cheon

President of CAREMILLE Inc.

@ ACIOKY (www.caremille.com)

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



4. Sales Information e

. EHE(F)

PT-PCR Detection KIT

Our diagnostic kit is a One Step RT-PCR Multiplex Kit using Real Time qPCR machine.

The diagnosis process involves taking samples from the upper respiratory tract runny nose (oral pharynx,
nasopharynx) and lower respiratory sputum from patients with suspicion. The laboratory prepares the sample,
adds the nucleic acid separation reagent, and extracts the nucleic acid using manual or automatic extraction
equipment. If you put the gene amplification reagent in the tube containing the extracted nucleic acid and put the
kit in the Real Time gPCR machine, the RNA gene will be amplified, and in this process, it is specific only to the
COVID-19 virus parasitic to the RNA gene. Viruses are detected using primers / probes. Higher detection levels
indicate the presence of the COVID-19 virus in the suspect's body.

Typically, 30 minutes to 1 hour preparation of nucleic acid extraction reagent for each sample, nucleic acid
extraction processis 1 hour to 2 hours, depending on the method, RNA gene amplification reagent.

It takes about 4 ~ 6 hours for 30 minutes to prepare, 2 hours for gene ampilification equipment, and 30 minutes for
confirmation. Examination time varies according to the inspection equipment status, experts and proficiency of
the hospital.

This diagnostic test product, used to confirm COVID-19, is not a simple test for the public like a pregnancy
diagnostic kit. You need a diagnostic laboratory, a specialist, a laboratory, a Negative Pressure isolation room that
can handle clinical samples, and a PCR test equipment (Real Time gPCR machine) in a large hospital or specialized
testing center. Sensitive and specificity that only detects COVID-19 are detailed in the product introduction.

"

3

Py

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)

3



4. Sales Information PN

SHE(F)

COVID-19 Detection Process (Real Time PT-PCR System)

1) Sampling Collection 2) Transportation (4°C, Sealing) 3) Nucleic acid isolation

5) Real Time PCR Detection System 6) Data Analysis

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



4. Sales Information e

SHE(F)

Sampling Collection & Transportation (Before Diagnostics)

1) Push a 20 cm swab deep into your 2) 15t Container: The middle kit contains 3) 2nd ~3rd Containers: 3EA 15icontainers

nose and mouth and collect a sufficient sputum, and the two kits contain cotton are placed in 2" Containers, sealed in 3™

sample. swabs from the mucous membranes of paper box, and placed in an ice box to
the nose and throat. the test room.

-

1% 871

i

=
o o
II\
E‘ 5
mem g A _D
e .

[ 0]

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



4. Sales Information

Nucleic Acid Isolation & RT-PCR Process (4~6 Hours in Laboratory )

Nucleic Acid Isolation

A) Manual Method (2~3 hour)
1. Preparation of Isolation reagents
(30min.)
2. Nucleic Acid Extraction (1~2hour)

B) Auto Extraction Method (30~80min)
*Hamilton ‘STARlet’
(96 sample : 1hour 40min)
*Hamilton ‘NimBUS’
(48 sample : 1hour 20min)
*Roche ‘Magna Pure’
(96 sample : 1hour)
*Genolution ‘NX48" (made in Korea)
(48 sample : 20min+@)

Real Time
RT-PCR System

1. Preparation of amplification
reagents (30min.)

2. Amplification PCR (in 2hours)
A) SOLGENT PCR Kit
‘DiaPlexQ™ 2019-nCoV’

(1 tube, Thour 45min)

B) KOGENE BIOTECH PCR Kit
‘PowerCheck 2019-nCoV’

(2 tubes, 2 hours)
C) SEEGENE PCR Kit
‘Allplex 2019-nCoV’
(1 tube, 2hours)

SHE(F)

Data Analysis &
Report to CDC

1. Data Analysis using SW of the PCR
equipment (30min.~1hour)

2. Reportto CDC

*Recommended PCR Machine
-ABI 7500 / 7500 Fast
-Bio Rad CFX96

I
£

A
A\
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4. Sales Information e

EHEF)

FrequentQ & A

1) Commercial Prices in other export countries ?
Please contact Hercules Engineering (SEA) Sdn. Bhd.

2) Packaging unit and weight ?
Type A) Small Styrofoam Box : 6 kits (6 kg) 27 x 27 x 26 cm
Type B) Medium Styrofoam Box : 20 kits (10 kg) 37 x 32 x 32 cm
Type C) Medium-Large Styrofoam Box : 40 kits (18 kg) 45 x 42 x 35 cm
Type D) Large Styrofoam Box : 80kits (25 kg) 50 x 50 x 55 cm
* Packing stability evaluation was safe up to 5 days when we shipped in ice pack packaging.

3) Is there a minimum order quantity?
: MOQ (Minimum Order Quantity) is 50 kits per order.

4) Payment terms ?
-Buying Immediately : 100% T.T Advance Payment
-Booking in weekly base : 50% Deposit (Basis on Min. 1,000kit) Before 1~2week

5) Storage

: Please contact us for inventory in Korea.

Hﬂ

3
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4. Sales Information P

e SHE(F)

Frequent Q & A

6) Production Capacity in Manufacturer, Korea
: 3,000kits (300,000test) / Week

7) Does the kit require special storage ?
: Required refrigeration (-15 ~ -20 degree)

8) Storage expiration length : Validity 1 year

9) Kit Specification :

-Kit Box Size : 10cm * 6cm * 6cm

-Kit Unit : Available 100 Test per Kit

-Required Instrument for Kit : Real Time PCR Machine

-Recommended PCR Machine by SolGent
a) Applied Biosystems™ 7500 Real-Time PCR Instrument System
b) Applied Biosystems™ 7500 Fast Real-Time PCR Instrument System
c) Bio-Rad CFX96™ System

10) Accuracy

: When SolGent develops its products, it cross-reacts with 38 other viruses and bacteria.
Results showed that only coronavirus-19 was detected.

&

HERCULES ENGINEERING (SEA) SDN. BHD.
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4. Sales Information ——

N SHE(F)

Frequent Q & A

11) Time to extract results
: You can check the result in about 1 hour 45 minutes.

12) Comparison of data other COVID-19 kits ?

: Currently, there are no comparison results with the other kit.

13) Regulatory agency approval :
-Europe CE-IVD (Issued on 26 Feb. 2020)
-Korea CDC's emergency use approval (Issued on 27t Feb. 2020)

14) Specimens :
-Nasopharyngeal swab
-Oropharyngeal swab
-Sputum

15) Other Details
: Please contact us for detailed explanations and quotations for diagnosis kit’s detail data.

"

3
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4. Sales Information

Comparison of Coronal9 Test Methods (only for sales information)

Segment

Method of
inspection

Inspection
equipment

Pathogen

Accuracy

Inspection
Difficulty

Coronal9
Diagnostic
method

Diagnostic time

Modification

Feature

Immune diagnosis

Antigen Diagnosis

Antigen Diagnostic Kit

Corona 19 Detection
(Low accuracy / sensitivity)

50~85%

Low

Put a runny nose or sputum in
the kit and check for the
presence of N protein of Corona
19
(Not likely to respond within 10
days of onset)

10 ~ 40 minutes

Easy Kit Development

Low response early in
infection
Inadequate for infectious
disease confirmation

Antibody Diagnosis

Antibody Diagnostic Kit
Corona 19 Detection
(Low accuracy / sensitivity)

50~85%

Low

Antibodies (IgG, IgM) to defend
against the viral antigens of
Corona 19 through the blood
Check for infection by presence
(Likely not responding within 10
days of onset)

10 ~ 40 minutes

Easy Kit Development

RT-PCR test required
for final confirmation

| SolGent co., Ltd.

SHE(F)

Molecular Diagnostics
(Biochip, Biosense, PCR)

PanCorona Virus Test
Conventional RT-PCR

Whole Corona Virus Detection
80~ 95%
High (High false positive rate)

1) Nucleic Acid Extraction

2) Conventional RT-PCR

3) Electrophoresis

4) Transfer CDC at the first positive
decision

5) Request for Gene Sequence Analysis
6) Confirmation of final positivity

1~ 2days

Sequencing / Genotyping
DNA amplification for cloning

Complementary measures until
development of the diagnostic kit

COVID-19 Detection Test
Real-Time RT-PCR

Coronal9 Detection
95~ 99%

Middle

1) Nucleic Acid Extraction

2) Real-Time RT-PCR

3) Pathogen Identification

4) Confirmation of Positive Status

4~ 6 hours

* Quantitative Analysis of Gene
Expression

* Pathogen detection

e Virus Quantitative Analysis

Specialized Kit
for coronal9 confirmation
(WHO recommended)

I
Py
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4. Sales Information

R T )
Selllng Point (only for Sales Information)

1. Diagnostic Kit Accuracy (More than 99%)

1) Sensitivity: When the sensitivity of this product is confirmed in artificially synthesized RNA (In vitro transcripts), it has a detectable
sensitivity up to 10 copies.

(Very small amount of coronal9 can be detected, early diagnosis possible)
2) Feature : Multiple simultaneous detection of specific genes of ORFla / N Gene

The new coronavirus confirmed the specificity of detection in 38 respiratory viruses, pneumonia and tuberculosis-associated
bacteria. High specificity not detected in other viruses and fungi.

(Prevention of dust and low false positive rate)

3) Result of test : Three samples tested by the Korean Centers for Disease Control and Prevention showed very high accuracy.
(Unofficial, Only Sales Information)

2. Double the efficiency of PCR diagnostic equipment due to the Multiplex One-Tube method

. Introduced Multiplex One-Tube method, and can double inspection compared to Kogene Biotech's Two-Tube method when using the
same PCR equipment.

3. Kit Production Stability: Direct Amplification Enzyme Production from SolGent

4. Common Use: Diagnosis is possible with commonly available RT-PCR equipment

%
ek
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4. Sales Information

Selllng Point (only for Sales Information)

Korea CDC's Emergency Use Approval (only 4 companies)

( f\\SolGentco Ltd,

EHE(F)

- Company Name Detection Method Target gene

£ A E(SOLGENT Co.,Ltd.)
SA18}Fo] 2 HKOGENE BIOTECH)
A A (SEEGENE)

A W N

spHke] 2 AlAsD BIOSENSOR Co.,Ltd.)

Real-Time OneStep RT-qPCR
Real-Time OneStep RT-gPCR
Real-Time OneStep RT-gqPCR
Real-Time OneStep RT-qPCR

China NMPA's Emergency Use Approval (only 7 companies)

- Company Name Detection Method

Shanghal Z) Bio-Tech Co.,Ltd

&ZIE%HH&H%EQ?
) BGI Biotechnology (WuHan) Co.,Ltd
(TEREYRE (RR) BRAF)
3 BGI Biotechnology (WuHan) Co.,Ltd
(TEREYRE (RR) BRAF)
4 Shanghai GeneoDx Biotech Co.,Ltd
(LB EEYHRERAT)
5 Sandure Biotech Inc.
(ZHREYRRRHERAT)
6 DAAN Gene Co.,Ltd of Sun Yat-sen University
(PR F X LZERBHERAE)
4 Shanghai BioGerm Medical Biotechnology Co.,Ltd
(LBEAEFFEHERAT)

Real-Time RT-gPCR

Real-Time RT-qPCR

cPAS with BGISEQ-500

Real-Time RT-qPCR

Real-Time RT-gPCR

Real-Time RT-gPCR

Real-Time RT-gPCR

Orfla /N gene
Orfla/ N gene
E gene / Orfla /N gene

E gene / Orfla /N gene

ORF1lab

Orfla /N gene
Orfla/ N gene
Orfla/ N gene

Orfla/ N gene

%@Jﬁ
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4. Sales Information

Ordering Process

1) Letter of Purchase Intent to 2) Contract & Invoice to Buyer 3) TT copy receipt and shipping date notice
Hercules Engineering (SEA) Sdn. Bhd.

P Grecinet com
2608 20122115 CEST

A
CREDITSUISSE

HERCULES ENGINEERING (SEA) SDN. BHD,

Letter of Purchase Intent

RCULES ENGINEERING (SEA) SDN. BHD.

International Payment without IBAN

PROFORMA INVOICE e ! o

Order Relorence 3NBD-120625-30-32001
Dear CAREMILL

AT OF 2T : W, 8, 3525

Aomouni USD 143,808 77
B
Saller Tnformeation i ST
Benaficiary's Acsount o Reason for Payment
Mrg@ gt com e
_ i g porte urmc 105-210003-45932 ALPHA Netwrk
Commadity s, 23 e, g et S Kazeietan FOF Frojct
[P S —
T———— - Benencisry
LS Natwors Co. L
A1 (PO20-5C0V) Betiction KE
91 Hangangre-9a, Yorgan-gu
R Disgastc it ffor 100 tes) Sl 1o Hangangro Zga, Yongear
Tmantiey (KIT] N Crrnmo Karen
Part of Loading o — T
Final Desmmarion Jra———" T ———
T b iy BIC | SWIFT Agarass
Desired Dalivery Schedile T ———— HNNKRSERCE
Hoyer Company
Buyer Information, ad I Tt Doy B | o ot Gy
e charg I o T T
Conmipaint = oim ol B of B Ty T T T
e e p— — Bant of tha Beneniciary Fous to Ba Pald by
o [ —— R . HANA EANK Divsion of Charges
1 | soomee o ' sumad  suan
! oo D 2 162 ot ione N HANA BANR ANNEX, FLOOR B 9-10,2- =
z SEQUL
: * | e e ' saad sane Painty
obarva ke Hldings nc
VO TORTT [ Bt on COF f
Amount
. UsD 11380877
Wie herehy gve car writen permission for the seller to contract a softprobe af aur accaunt e s e
. Accountto bs Dbitsa Dent aavics
205852 USD Ko
Mar 002020
Booking Tazt
st o

T Presidant Alex Chesn Exeeution Date
Buyer's Compasy:

20062012
o e g

Signature & Compasy Seal

Genera

Anticipatad Vatus Day
20082012

HERCULES ENGINEERING (SEA) SDN. BHD.

(324486T)



4. Sales Information

Ordering Information for Relative Products

EEE(T)

Name of kits CAT. No. Detection Method
, , , . SQD52-K100
DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection kit
SQD52-K020
. . . SQD55-K100
DiaPlexQ™ 2019-nCoV(RdRp, E, N) Detection kit
SQD55-K020
, o SQD50-K100 '
DiaPlexQ™ RV16 Detectio kit Real-Time PCR
SQD50-K020
, o SQD80-K100
DiaPlexQ™ PneumoPatho16 Detectio kit
SQD8&0-K020
DiaPlexQ™ MTC/NTM Detection Kit — Ver 3.0 SQD25-K100
DiaPlexQ™ MTC/NTM Detection Kit(w/Ext) — Ver 3.0 SQD26-K100
P Kit Contents
Components SQD52-K020 SQD52-K100
2X OneStep qRT-PCR Buffer (2019-nCoV) 200 U2 x 1 ea 1.0 mL x lea
OneStep qRT-PCR Enzyme mix (2019-nCoV) 40yl x1ea 200 U2 x 1 ea
Primer & Probe Mixture (R,E,N) 60 Ul x 1 ea 300 U2 x 1 ea
Control Template (R,E,N) 20 u@ x 1 ea 100 Ul x 1 ea
RNase Free Water 200 U2 x 1 ea 1.0mLx1lea
SQD52-K100
%:3,1;:
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Hercules Medicare is managed by Dr. Mohd
Fauzi Hj Hassan who has gained his MBBS
from the University of Malaya in 1997.

With over 20 years of experience
as medical practitioner, he has
experienced SARS outbreak in 2003.

Dr. Fauzi’s medical clinic has been
appointed by the Ministry of Health (MOH)
in managing Yellow Fever vaccine for state
of Terengganu, Malaysia since 2018.

In addition, his medical clinic is currently
also collaborating with QUALITAS Medical
Group (appointed by the Malaysian
Ministry of Health - MOH) in sample taking
and transporting the sample of Covid-19
to laboratory for further tests and analyse
using Polymerase Chain Reaction (PCR)
method.

HERCULES
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o
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Solutions for
Genetic Te chnologhes

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

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486 T)
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HERCULES ENGINEERING (SEA) SDN. BHD.
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(HERCULES Group Of Companies)

SolGentDiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit (CE-IVD)

Office : No. 124, Jalan SB Jaya 1, Taman Industri SB Jaya, 47000 Sungai Buloh, Selangor, Malaysia.
Factory: Lot 3691, Kampung Jaya Industri Area, 47000 Sungai Buloh, Selangor, Malaysia.

Tel: 603-6156 6388 « H/P: 6016-336 7138 « Fax: 603-6156 4399 « Homepage: www.hercules-engineering.com « e-mail: medicare@hercules-engineering.com
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1. Introduction

X

“SML Genetree

Coronavirus Disease 2019
(COVID-19)

COVID-19 is an infectious disease caused by
severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2). Common symptoms include
fever, cough, and shortness of breath.

This disease is getting worse and
created a major impact to people
around the world.

In order to contain and slow down the spread of
coronavirus, testing is one of the most efficient
way. Infected patients can be quarantined by
detecting the people who tested positive. It
also lets public health workers build a more
accurate picture of the number of cases and
how the virus is spreading in the population.
Hercules has taken the initiative to distribute
the COVID-19 test kits by collaborating with
Korean company, SML Genetree.

HERCULES

&
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Itis a screening kit to detect
Novel Corona Virus as
2019-nCoV from isolated
total RNA.

This test kit has obtained regulatory
agency approval from European CE-
IVD and Korean CDC’s Emergency Use
Approval.

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)



2. Kit Introduction

Ezplex® 2019-nCoV
Real-time PCR Kit

Sensitivity

This kit includes RdRp, E and/N gene assays. It
allows for sensitive detection of SARS:CoV2
regardless of virus mutation.

Stability

Long-term storage tests prove that this kit:
remains stable for 2 months

Convenience

It comes with the analysis'software, sousers
can conveniently check test results:

Reproducibility

High reproducibility was proved through
repeated testing of standard substance.

Tonams |

For Diagnostic Use

Specificity

It specifically detects SARS-CoVs without
cross-reactivitywith other viruses that cause
respiratory diseases such as pneumonia.

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)
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SML Genetree
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The Ezplex® 2019-nCoV Real-time PCR Kit is devised for
qualitative detection of SARS-CoV?2 virus using RNA extracted
from oropharynx and nasopharynx specimens of patients
through Real-time Polymerase Chain Reaction.

The real-time PCR allows for rapid and easy testing of 96
samples and users can check test results conveniently with the
software included in this kit.

Workflow

> ([ > U=

RNA Prep One-step PCR Report

Analytical Sensitivity

Repeated tests of serial-diluted standard substance demonstrated
that Ezplex® 2019-nCoV Real-time PCR Kit has a high analytical

2. Kit Introduction

Analytical Specifici

Fifteen kinds of standard substance of the virt all tested
negative, which represents a high analytical spe

Ezplex®2019-nCoV Real-time PCR Kit.

Reproducibility

Reproducibility tests using standard substance produced stable
results with all CV values less than 5%.

sensitivity.
Target Limit of Detection(copies/uL)
RdRp 1.842
E 0.467
N 1.842

Target Concentration Mean CV(%)
Medium 27.60 0.75
RdRp
Low 32.40 0.42
Medium 28.61 0.68
E
Low 33.63 0.44
Medium 27.58 0.50
N
Low 33.47 0.27
I
a"?

HERCULES ENGINEERING (SEA) SDN. BHD.
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Stability

Repeated tests of Ezplex® 2019-nCoV Real-time PCR Kit at the initial
point and each storage point for 2 months showed that the kit

remained stable with all CV values less than 5%.

2. Kit Introduction

@ Result

. Initial Ending Total
Target = Concentration Mean Mean CV(%)
Positive 26.74 26.55 1.46
RdRp
Negative Negative = Negative -
Positive 23.45 23.54 0.46
E
Negative Negative = Negative -
Positive 25.28 25.45 1.19
N
Negative Negative = Negative -

No.Sample IDWell Content RdARp E N  IC Result
1| 0324-1001 | A04 ' Unkn-01 3099 30.59 2830 35.19 Positive
2 | 0324-1002  B04 | Unkn-02 1 26.08 2593 23.81 3943 Positive
3 | 0324-1003 | C04 | Unkn-03 1 30.58 30.78 28.68 34.57 Positive
41 0324-1004 D04 | Unkn-04 ' 22.77 22.79 2094 36.68 Positive
5 | 0324-1005 | E04 Unkn-05 12840 28.62 26.87 36.29 Positive
6 | 0324-1006 FO4 Unkn-06 = N/A | N/A | N/A [ 3426  Negative
71 0324-1007  GO4 | Unkn-07 ' 35.07 3534 3295 35.19 Positive
8 | 0324-1008 HO4 | Unkn-08 ' N/A | N/A | N/A 13626  Negative

o
“SML Genetree
N
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SML Genetree
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2. Kit Introduction

Analysis Software

Users can easily analyze test results using the software included in
the kit.

@ Raw data

Amplification

RFU

Cycles [ Log Scale

Ordering Information

The Ezplex® 2019-nCoV Real-time PCR Kit is consisted of Taq
Polymerase, Primer & Probe, Positive Control, and Negative Control.

&

Product Type

Product size

Ezplex®2019-nCoV Real-time PCR Kit

Ezplex®2019-nCoV Real-time PCR Kit

100 reaction

200 reaction

= == =i z

B
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3. Introduction for Use

Instructions for Use

(Ezplex® 2019-nCoV Real-time PCR Kit)

1. Product Name
Ezplex® 2019-nCoV Real-time PCR Kit

2. (Name and Add

-Name: SML Genetree Co., Ltd. / 82-2-2057-7900
- Address: 6F, H Bldg., 225 B: , Seocho-g;
Seoul, South Korea.

3. Intended Use

The product is an in-vitro diagnostic medical device that is used for
qualitative detection of SARS-CoV-2 Virus by extracting ribonucleic acid
(RNA) from Nasopharyngeal and Oropharyngeal swab specimens from
patients suspected of having the COVID-19 infection and by using the Real-
time Reverse Transcription Polymerase Chain Reaction.

4. Instructions for use

4.1. Specimen Preparation and Storage

A. Nasopharyngeal and Oropharyngeal swab specimens shall be used for the

test.

B. It is ded that swab sp shall be used i diately after

collection. However, the specimens can be stored maximum 4 days at 2-8°C

in a fridge or maximum 2 months at —20°C in a freezer if immediate use is

not achievable.

C. Specimens shall be divided into amounts required for one testing and

stored at —20°C in a freezer so as to avoid from thawing repeatedly.

D. Specimens that are no longer needed shall be put in a container for liquids

and disposed as liquid medical waste.

E. Specimen collection

- Specil shall be collected in a dedicated
be sealed to prevent leakage.

- Adequate protective gears such as gloves and gowns shall be
used to handle the specimens.

- Protective glasses, masks, or aprons shall be worn if protection is
required against specimen splatter.

which shall

4.2. Pre-test Preparations

A. Reagents shall be stored at —20°C and shall avoid from repeated

freezing and thawing.

B. Reagents shall be used after completely thawed.

C. Since RNA can be degraded from the positive control, it is
recommended that the reagents shall be divided into amounts
required for 1-2 tests and stored in a freezer.

D. Equipment required for testing: CFX96 Real-time PCR (Bio-Rad)

4.3. Test Procedure

A. Specimen Pretreatment

While it is possible to use various ways and kits adopted in laboratories to
extract RNA and apply on this product, it is recommended that QIAamp DSP
Virus Spin Kit (Qiagen GmbH) shall be used for RNA extraction and users
shall follow the protocol included in the Kit Handbook. After being extracted,
RNA shall be stored at 20 + 2°C in a freezer and shall be divided into
amounts required for 1-2 tests since RNA can be degraded.

B. Real-time PCR Amplification
1) Making reagent master mix solution

@ Refer to the tables below and make PCR master mix solution according
the number of samples to be tested (See Table 1, 2).
Table 1. In case a separate IC is included in specimen extraction (unit: uL)

Component Capacity
RQ Mixture 10
nCoVP+P 5
Total 15

Table 2. In case a separate IC is not included in specimen extraction

(unit: uL)
Component Capacity
RQ Mixture 10
nCoVP+P 5
1Ic 0.1
Total 15.1

@ Divide 15p@ of PCR mater mix solution in PCR tubes, add 5pu@ of
the RNA specimen in each tube, and mix them well.

® Both positive control and negative control shall be tested for accuracy.

2) Set up the device with below conditions.

Step Temperature / Time Cycle
25°C/2 min

Hold 50 °C /30 min 1 Cycle
95°C /5 min

95°C/ 15 sec
Cycle 40 cycles
60 °C /45 sec

4.4. Results

4.4.1 F hresholds for d targets were set *500 for FAM,
HEX, ‘150’ for Cy5, and, ‘100’ for Quasar705, after which Ct value was
checked to decide the results according to the below table.

FAM HEX Quasar
© Result* Remark

®iRp) | B YO 70sa0)

<40 <40 <40 Any Positive

>
<40 *;0 or <40 Any Inconclusive*
eg
>
<40 <40 240 or Any Tnconclusive®
Neg

>

240 or <40 <40 Any Inconclusive*

Neg

240 or >40 or _—

<40 Neg Neg Any Negative

>40 or 240 or "

ow <40 Nea Any Negative

>40 or 240 or "

ot o <10 Any Negative

>40 or 240 or >40 or .

o oy o <38 Negative

>40 or 240 or >40 or >38 or Ivalid a%z:ei

Neg Neg Neg Neg v h

* The result is judged as Positive only when it is detected all of RdRp,
E and N gene. Further confirmatory test shall be necessary if the
result is judged as "Inconclusive".

** If single gene is detected alone, regardless of the gene, the result is
Jjudged as Negative.

4.4.2 Positive&Negative control range
Due to PCR instruments managing in all different conditions, the
individual fl thresholds are ct ble if controls are deviated
from measured ranges as below table.

Control RdRp Ct ECt NCt ICCt
(FAM) (HEX) (©y5) (Quasar 705)
PC 24.5~26.5 25.0~27.0 22.0~24.0 Any
NC Neg Neg Neg 26.5~285

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)

4.4.3 Software analysis(Genetree Viewer)
4.4.3.1 Software installation

1) Before installing analysis software, the ‘Microsoft Visual C++ 2015
Redistributable(x86)" shall be installed in advance.

) Microsoft Visual C++ 2015 Redistributable (@6) - 14.0230..  — X

Microsoft Visual C++ 2015
Redistributable (x86) - 14.0.23026

2). After pre-installation step, click on 'Run as administrator' of file
'Setup.exe' in the installation folder of 'Genetree Viewer'.
NOTE : Please contact 'genetree@genetree.co.kr' to acquire
'Genetree viewer' software.

e Applcation Toals  Viewer
Wome  Shwe  View | Manmage
€« v > Genetree Software > Viewer
Name Date modified
s Quick access
Appiication Fils
Deskto »
i pesitep CF genewiewer M
& Oonionts # i 2501038 PM
B Documents  # .. __Open
Troubleshoot compatbilty

3) If the installation is completed, the run file of analysis software can be
found in the 'Start menu' as below.

~

4.4.3.2 Software Analysis

1) Check that PCR is finished and click 'Export All Data Sheets to Excel'
from CFX96 Manager software’s ‘Tool’ menu to convert the test data into
an excel spreadsheet (Create a folder and save the file in it).

NOTE : The Genet Viewer soff is only il with
CFX96 Manager version 1.6. If other version is used for PCR
running, manual analysis shall be performed referring to '4.4.1'.

File  View Semngsl Ioolsl
B & & [ & vewsiriate..

File View Settings

(1] Quantt 8 Reports

E— s@a & mport Fluorophore Calibration... e
L/EI Quantiation Qu @ Replace Plate... Data
| | Export All Data Sheets to Excel

4000 ... T

2) Run the analysis software (Genetree Viewer), press ‘Open’ on the
upper left to navigate the folder where the converted excel file is saved,
and open the file with name that ends with 'Quantitation Amplification
Results.'
=

= —— T

@ admin_2019-10-16_906_927 - Quantitation Amplification Results
@ admin_2019-10-16_906_927 - Quantitation Ct Results




3. Introduction for Use

3) Click ‘Please select a kit” menu at the top of the screen and select an
appropriate item for the tested panel as in the below figure (2019-nCoV real-
time PCR).

Please select a kit
H.Pylori real-time PCR : CFX96
MP-dR real-time PCR : CFX96

2019-nCoV real-time PCR : CFX96

4) As it is shown in the below image, results for each well can be checked
according to the selected Kit component.
Note: Refer to the below table for description of the results.

No. Description

Positive/Negative results by well are indicated in '+,
respectively.

Ct and fluorescent values of the results for each well are
plotted on a graph.

Ct values of the results for each well are indicated
numerically and qualitative results are printed.

Analysis results are converted into an excel spreadsheet.

(i [OrinZ [WA
77U [/
L L L LN
|7

5. Warnings and Precautions

1) This product is intended for diagnostic use, and shall be used by clinical
expert such as clinical pathologist and medical technologi
2) Insufficient test results, such as inconclusive result, through this product
shall be confirmed together with additional diagnostic measures.
3) All product components shall be taken out just before use and shall be
stored in a freezer (below —20°C) immediately after use they are exposed
as little as possible to the ambient temperature.
4) Beware of carry-over contamination since the Real-time PCR has a high
sensitivity.
5) Repeated freezing and thawing of reagent and specimen shall be avoided
because they may affect the test sensitivity.
6) Beware of microbe contamination when dividing the reagent and it is
recommended to use a sterilized disposable filter tip.
7) Beware not to touch the reagent container cap or the inner side of PCR
tube cap with your hands.
8) It is prohibited to mix the products from different Lots even in case of the
same product’s reagent.
9) Do not use the product if the use authorization is expired.
10) Tests shall be performed in accordance with the Guideline for Laboratory
Biosafety and the Laboratory Safe Management Manual.

11) While handling the specimen, beware of infection through skin or
inhalation. In case of human exposure, the part shall be immediately
cleansed with running tab water and medical attention shall be sought

for high fever and rashes.

12) Tests shall be performed in accordance with the Guideline for Laboratory
Biosafety and the Laboratory Safe Management Manual, and all spaces
shall be thoroughly sterilized using 70% Ethanol or 0.5% sodium
hypochlorite.

6. Performance

N
o

Test Name Test method

Using synthesized RNA of RdRp, E and N gene, it
was serially spiked in both of nasopharyngeal and
oropharyngeal swab specimens, and RNA were
extracted from those prepared specimens. The test
was performed ten times on every diluted
concentrations and the limit of detection is
calculated as below using probit analysis of 95%
positive rate.
Target Limit of detections(copies/p)
RdRp 1.842

E 0.467

N 1842

Analytical
1 Sensitivity

(Limit of
Detection)

The fifteen species of DNA and RNA materials,
which are expected of cross reactivity, are chosen
for the test and the test repeated three times on
every chosen species. As a result of test, there were
no cross reactivity as those were observed as all
negative result.
No. Marterials
Influenza A H3
Influenza B

Respiratory Syncytial Virus A

Analytical
Specificity
(Cross
reactivity)

Respiratory Syncytial Virus B

Parainfluenza virus 1

Parainfluenza virus 2

Parainfluenza virus 3

Coronavirus OC43

olw|ala|u|salw|w|—

Coronavirus 229E

10 ‘Coronavirus NL63

11 Enterovirus 71

12 Adenovirus

13 Rhinovirus

14 Chlamydophila pneumoniae

15 Legionella pnewmophila

The interference materials were prepared with
Albumin (0.24g/mL), Hemoglobin (0.2g/mL) and
Billirubin (0.05mg/mL), those were tested three
times with and without positive materials of
Specificity RdRp, E and N genes diluted in 2 copies/uL,
(Interferenc | which are the lowest detection concentration in

e) LoD test. As a result of the test, there were no
interference by observing the coefficient of
variation(CV) value which were less than 5% in all
cases.

Analytical

The test materials were prepared as positive and
negative control, positive divided into high and
mid-concentration of the synthesized RNA
materials, and D.D.W was used as negative control.
Those materials were tested totally ten times each,
repeating five times daily for two days. As a result
of the test, the high precision has been confirmed
by observing the coefficient of variation(CV) value
which were less than 5% in all cases.

Precision
(Reproduci
4 bility,
Repeatabili

ty)

The clinical performances of 53 oropharyngeal and
nasopharyngeal swab samples, in which confirmed
through a certified another IVD reagent, were
collected and performed as below.

* 200 Test Kits

No Component Presentation
1 RQ Mixture 2 vials, 1000 uL.
2 nCoV P+P 2 vials, 500 uL.
3 Positive control 2 vials, 50 uL
4 Negative control 2 vials, 50 uL.
5 Internal control 2 vials , 20 uL

5 Clinical Clinical Clinical
Performance Specimens sensitivity specificity
(95 % CL) (95 % CL)
N 1 100 % 100 %
asoparyngea (47.8~100%) | (84.6~100%)
100 % 100 %
Oropharyngeal | 47 ¢ " 10005) | (83.9~100%)
7. Storage
A. Storage
Before/After
Reagent . Storage "
Name opemn.g the Condition Shelf life
container
RQ Mixture Before opening -20°C
nCoV P+P Before opening -20°C
- 64 days from
Positive . o
control Before opening -20°C date of
Negative 3 . o
control Before opening -20°C
Internal Before opening -20°C
control

B. Storage and transport conditions

1) Products that are packaged shall be stored in a storage freezer.
2) To transport the products to a client, the products shall be put in a
cooler with dry ice so that the products are not exposed to the ambient

temperature.

3) When sending the products via a courier service, product boxes shall
‘be wrapped with bubble wraps before putting in a cooler, ices packs
shall be stacked on the products, and then dry ice shall be filled to
cover more than 1/3 of the entire box so that temperature change
during delivery is minimized.

®

Packing Unit

* 100 Test Kits

No Component Presentation
1 RQ Mixture 1 vial, 1000 uL
2 nCoV P+P 1 vial, 500 uL.
3 Positive control 1 vial, 50 uL
4 Negative control 1 vial, 50 uL
5 Internal control 1 vial, 20 uLL

&
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3. Manufacturer

Sm L Genetree SML genetree keeps on competing with the best
7 companies in the world for healthy life of mankind.

SML Genetree
N

A b o u t u s Since the establishment, SML genetree is one of the fastest-growing companies in molecular diagnostics.
As being of remaining of the balance between fundamental research in molecular biology and relative applied
study, SML genetree has been recognized as best partner to be able to serve our advanced technology to our
customer in right time. Especially, it has succeeded in commercializing Ezplex® HPV 100 NGS Kit, which is the first
in the world. It is highly evaluated among the research institutes in and out of the country and is becoming the
exemplary bio-venture company in Korea.

V i S i on SML genetree will be the top-notch company based on continuous challenge,
innovation, and customer value.

SML genetree has the world-class genome research competence and abundant experience leading to research
and customer value. It is already considered as the top molecular diagnostics company in Korea through efficiency
and value-based business system establishment and performance in global market, but furthermore, it will be the
top-notch company through developing new driving force in bio-industry.

Va | ue SML genetree will always be with the customers and the society.

SML genetree wii share the love from the customers to the society with the attitude that ‘healthy life of mankind’
is our fate. As the scientific fruit that we enjoy isn't the effort and contribution of just one man, SML genetree will r
play the role as the business citizen so that all members of the society can enjoy healthy and happy life. &\3

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)
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S -~ Manufacturer

= Conveniently supplied with viewer software.

= Monitoring system from specimen extraction state to the result analysis.

Be n efi t = Validated Clinical performance.

* The analysis software also provided, makes the work easier.

= Simultaneous processing ability for the large scale samples, not only for single sample.

Bacterial disease Viral disease Drug resistance Precision medicine for Human leukocyte
cancer antigen (HLA) typing

G

HERCULES ENGINEERING (SEA) SDN. BHD.
(3244867T)
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3. Global Distributor B

Samkwang
sm L, Genetree

LETTER OF AUTHORIZATION

Date: 03 April 2020
TO WHOM IT MAY CONCERNS:

We, SML GENETREE CORP., a corporation established and duly existing under the laws of Republic of
Korea, with main office located at 6F, Hanmaeum Bldg., 225 Baumoe-ro, Seocho-gu, Seoul, Korea
hereby duly appoint and authorize HERCULES ENGINEERING (SEA) SDN BHD., a corporation
established and duly existing under the laws of Malaysia, with main office located at 2A, Jalan SB Jaya 1,
Taman Industrial SB Jaya, 47000 Sungai Buloh, Selangor, West Malaysia represented by Izral Mafti
Director (the “Agent”), as our authorized sales agent for the sales promotion of COVID19 Diagnostic Kit
‘Ezplex® 2019-nCoV Realtime PCR Kit’” manufactured by SML GENETREE CORP.,("Products") in

the territory (none exclusive right) Republic of Malaysia until the end of 2020 from this date written
hereinafter.

Please acknowledge and understand that:

a. we authorized the Agent to provide us with the counsel, guidance, liaison assistance, facilities and
information as shall be reasonably necessary and required for the promotion of the sale of Products;

b. the Agent agreed to do their best efforts to promote and further the sale of the Products;

c. Agent’s authority under this Instrument is to assist us in the promoting of the sales of the Products and we
shall not authorize the Agent to enter into any commitment of any kind on behalf of us and shall not
make any contractual offers on behalf of us unless the Agent obtains prior written instructions from us
concerning the terms of such commitment and/or offers;

d. the Agent will assume and discharge for their own account all costs, expenses and charges necessary or
incidental to its marketing functions and operations hereunder, and will indemnify and save us harmless
from and against all such costs, expenses and charges, and all claims, disputes, actions, judgments and
liabilities of every kind which are made, contracted, suffered or incurred by the Agent; and

e. the official Agent Agreement regulating rights and obligations of the Agent and us will be separately
made and entered into between the Agent and us after verifying the marketability of the Products.

IN WITNESS WHEREOF, we have duly caused this Instrument to be executed by our duly authorized
representatives as of the date and year first above written.

SML GENETREE CORP.,
AHN JI HOON fi‘_‘?
C.E.O.

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)




4. Sales Information

. o1 2F o

Osong Health Technology Administration &gliplef (7]
187 Osongsaengmyeong2-ro, Osong-eup, He: =gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159
Tel: +82-43-719-2342, Fax: +82-43-719-2300

No. of Certificate : 20200032745 Date : 2020/03/26

f Fr

Exporting(certifying) country © Republic of Korea

Impor ting(requesting) country

The Ministry of Food and Drug Safety, certifies that the following firm is authorized to
manufacture medical devices under the Medical Device Act and the following item(s) is(are)
permitted to be freely sold in overseas markets.

Manufacturer (Registered No. :  4937)
SML GENETREE Inc.

225, Baumoe-ro, Seocho-gu, Seoul, 06740, Rep. of Korea

Product-License No. Classification

IVD reagents for infectious disease marker(Diagnosis of Sexually transmitted disease, Legally designated infectious pathogens other
than ‘high risk pathogens', Infectious agents with moderate infectivity), nucleic acid test [3]

20-211

#Attached : List of Product Classification and Mode!

frh fon

Director of High-Tech Medical Devices Division
Depar tment of Medical Device Evaluation

National Institute of Food and Drug Safety
Evaluation I

Ministry of Food and Drug Safety §'i‘t

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)
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4. Sales Information 3\"‘/'— Genetree

Ezplex® 2019-nCoV Real-time PCR Kit

INTENDED USE PERFORMANCE
This product is intended for diagnostic © ANALYTICAL RdRp E N
ies/ul. ies/ul, ies/ul.
® N VITRO USE  use of COVID-19, and shall be used CENSITIVITY (copieshul) | (copiesiul) | (coples/ul)
by trained clinical personnel. 1.842 0.467 1.842
The product is an in-vitro diagnostic Specimens Sensitivity Specificity
medical device that is wused for
qualitative detection of SARS-CoV-2 ® CLINICAL 100% 100%
Nasopharynge . .
Virus(RdRp, E, N gene) by extracting PERFORMANCE (47.8-100%) | (84.6-100%)
ribonucleic acid (RNA) from 100% 100%
® DESCRIPTION Oropharynge ) )
Nasopharyngeal —and  Oropharyngeal (47.8-100%) | (84.6-100%)

swab specimens from patients

suspected of having the COVID-19 All  Negative ~results have — been

confirmed on below 15 organisms;

infection and by using the Real-time Influenza A H3, Influenza B, Respiratory
Reverse  Transcription  Polymerase ® ANALYTICAL Syncytial ~ Virus A, Respiratory =~ Syncytial
Chain Reaction SPECIFICITY Virus B, Parainfleunza Virus 1, Parainfluenza

(CROSS-REACTION) Virus 2, Parainfluenza 3, Coronavirus OC43,
229E, NL63, Eneterovirus 71, Adenovirus,
MATERIALS PROVIDED Rhinovirus, Chlamydophila ~ pneumoniae,

Legionella pneumophila

Name Description
RQ Mi 1000 uL of PCR mixture containing Taq,
ixture :

dNTP and UNG. ® ANALYTICAL No interference  effect has  been

CoV Probe Pri 500 ulL of Probe Primer mixture SPECIFICITY confirmed on below materials;

nCoV Probe Primer . .
containing Primer and Probe fluorescence (INTERFERENCE) Albumin(0.24g/mL), Hemoglobin(0.2g/mL),
50 uL of Positive control containing Billirubin(0.05mg/mL)

Positive control ) )
synthesized DNA of SARS-CoV-2 virus

50 uL of Negative control containing

double distilled water
20 uL of Internal control containing

Negative control

Internal control

G

synthesized DNA of housekeeping gene ;

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T)
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4. Sales Information

Ezplex® 2019-nCoV Real-time PCR Kit

METHOD AND PROCEDURES EXTERIOR

Extract RNA from Nasopharyngeal

RNA EXTRACTION and  Oropharyngeal swab from
suspcted patient of COVID-19.
(Extraction kit is not included in the product) PRODUCT

Apply this product with extracted
RNA wusing CFX96 Real-time PCR

instrument.

PCR RUNNING

The Analysis can be carried out with SOFTWARE
RESULT ANALYSIS manually using instrument's software

or automatically using  Genetree

b.us8sBRERENN

e ————
- JHaEHEE - BEEE T

Viewer software.

STORAGE AND STABILITY
The product is stable stored at -20 K in freezer. Do not thaw
and freeze more than 3 times and do not use after expiration

date indicated on lable of the product.

G

HERCULES ENGINEERING (SEA) SDN. BHD.
(3244867T)



Hercules Medicare is managed by Dr.
Mohd Fauzi Hj Hassan who has gained
his MBBS from the University of Malaya
in 1997.

With over 20 years of experience
as medical practitioner, he has
experienced SARS outbreak in
2003.

Dr. Fauzi’s medical clinic has been
appointed by the Ministry of Health
(MOH) in managing Yellow Fever vaccine
for state of Terengganu, Malaysia since
2018.

In addition, his medical clinic is currently
also collaborating with QUALITAS Medical
Group (appointed by the Malaysian
Ministry of Health - MOH) in sample
taking and transporting the sample of
Covid-19 to laboratory for further tests
and analyse using Polymerase Chain
Reaction (PCR) method.

HERCULES

. Distributor Qualification & Competency - @.ct

A

NS4
HERCULES ENGINEERING (SEA) SDN. BHD.
(s244867)
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AUTHORIZED DISTRIBUTO

HERCULES ENGINEERING (SEA) SDN. BHD.
(324486T) -

(HERCULES Group Of Companies)
Ezplex® 2019-nCoV Real-time PCR Kit, MFDS certified (No.20-211)
I

Office : No. 12A, Jalan SB Jaya 1, Taman Industri SB Jaya,
47000 Sungai Buloh, Selangor, Malaysia.
Factory: Lot 3691, Kampung Jaya Industri Area,
47000 Sungai Buloh, Selangor, Malaysia.

o Tel: 603-6156 6388 « H/P: 6016-336 7138 « Fax: 603-6156 4399
« Homepage: www.hercules-engineering.com
« e-mail: medicare@hercules-engineering.com
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