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H.K.C.C.- INTERNATIONAL

Dear Sir, Madame,

Let me first introduce myself, my name is and for

Mico Biomed in the Netherlands.

By means of this email | would like to offer you the Molecular Diagnostics Products for the Covid-19.
The relevant information regarding the Molecular Diagnostics products is annexed hereto. The Cov-19

products meet the provisions of the WHO and EU Council as well.

| would be most grateful if you would look into this matter at your earliest convenience and looking
forward to hearing from you soon.

Sincerely,

H.K.C.C.- INTERNATIONAL | ABN AMRO: NLO6 ABNA 0610 3649 01 | KVK: 76245306
E-mail: IEEES o mail.com | 5.1.2¢
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LabChip-based Rapid POCT

1. Veri-Q PREP M16 & Kits

RT-gPCR  S/W & Diagnostic Kits

3. Veri-Q PCR LabChips & Case

Molecular
Diagnostics
LabChip-based

gPCR, Samiple Prep
& Diagnostic Kits

Biochemical Diagnostic
Systermn and Strips
{Cholesterel, Hb,
Glucose)

Immunological '
Diagnostics

Rapid Microfluidic
Immunoassay Systermn
{Optimizer, Assay Kits

1. Blood Cholesterols

ELISA & Immunoassay
1~300K More Sensitive
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VERI-Q
PCR 316

=

Fi,

Disposable plastic
real-time PCR LabChip

No need computer for operation

User-friendly software

Mobile size (4.5 kg) &
Battery operation (12/24V)

Ultrafast real-time PCR with
dual-heat block

Pata transfer via internet

VERI-Q
Prep M16

Disposable plastic
membrane column

Inexpensive test cost

Simple operation

1 - 16 sample prep

5-30 mins for 1-16 extraction

Excellent extraction yield
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MiCo BioMed A B C

Veri-Q PREP M16 MOOO TOOO QOO0

m, plasma, swab, tissue,  Blood, serum, plasma, respiratory = Blood, serum, plasma, respiratory Blood, serum, swab, tissue,
iturn, food, ete, swab, etc. swab, etc. sputum, etc.

1-36 1=8 a2

v Magnetic bead v Glass fiber filter

v Magnetic bead

¥ Cartridge type v Tube type
5 ~ 30 min 30 ~ 60 min 20 ~ 40 min 50 ~ 80 min
12 ky 11 kg 5 kg 70 kg
v Semi-automation v Semi-automation v Semi-automation
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LabChip-type
Tube-type Real-time PCR st
AL} BA} Mico BioMed
Tube-ivpe Real-time PCR (ks by (veri-Q PCR316

96 ' 2% | 16 |

60-120 min for 45 cycles of qPCR Plate/ Strip Plate/ Strip , ‘ LabChip |
5 5 | 4 |

60-120 min | 60-120 min || 25-40 min |

LabChip-type Real-time PCR 34kg ‘ 30kg ] 4.7kg |

+ Stand-alone

» Fast running time

« Battery operation

+ Bluetooth/Data
Transfer via Smart
Phone

* Printing out

= Affordable

* Large & heavy
> Long running time
° Expensive

2540 min for RT & 45 cycles of gPCR

“Patenis registered over 17 countries”
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Malaria

2 E
P
Malaria (Pan/Bf/Py) o3 ct :
Zika Diarrhea Rift vally |
i)ﬁf"ague 2 =5
Chilungurya o & P s
Yellow fever V. Cholera '

Salmoelila spp. 43

Rift vally fever

talarialPm/Po/Pl) Shigella

Campylobagter
Entrotoxigenic E. Colj

Entameoba histolytica S ——

MTE/MDR .
influenza A B RSV Ex) ZCD PCR kit
SARS - Fia
MERS & _.Dengue
2019-nCoV _Chikungunya
e
l a
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No. Part Name Part Label Contents Cap Color
) Real time PCR
1 2X One-5tep RT-PCR Master mix nCoV-QS-MMGRO6 .
Master mix

2 Primer/Probe mix1 nCoV-QS-PPM1 Primer/Probe Mix1 |
3 Primer/Probe mix2 nCoV-QS-PPM2 Primer/Probe Mix2

4 Positive control nCoV-QS-PC Positive control DNA

5 Internal positive control nCoV-QS-IPC Internal positive control Yellow
6 Ultra pure water nCoV-QS-DW Ultra pure water

} ‘
CONFIDENTIAL
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PREP M16

Lower Track
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atev ntov - FAR 1000 < 40
As-REM1 e s 1500 <40

ROl oV s 1500 =40
HEFEMZ. e HEX 500 <40
s Threshold line for Vert-Q PCR 316 machine.
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Human gDiNA
Inflienzavirs A Hi
Influenza virus A HINZ
Influenza virus B
Respiratory syneytial virus A&

- Respleatory synoptial vires B
Parainfluenza virus Type!
Parainfluenza virus Typed
Parainfluenza virus Typed

Adenovirus 53
Adenovirus -1
Adenoviris -2
Enterovirus
Rhinovires
Metapreumavinug
Coronavirus NLSH
Loronavirug 2258
Coronavirus G043
Coronavisus HKU-A
Coronaving S8R
RERS
Chiamydia pneumoniae
Bordetella pertuseis
WalariatPlasmodium fabiparurmn)
Dengue virus typel
Dengue wirss typed
Dengue virus typed
Dengue virus typed
Haemophilus influenzas
Streplococcus preumoniae
Sepiocoocut pyngenes
Seoyl virss
West nile vitus
Yellow fevervinus
Lassa virus (LASY)
Riftvally fever vinssiRvev)
Harkaan virus
Fickeftsla: powazekii
Ricketisia typht
Salmonsll typhi
Stapylococous aureus
Yersinia enterocolitica

Positive control

siegative Control

R
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N
N/D
D
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M

2573
2561
(&7 63
M
WD
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BD
B/D
ND
/D

B
WD
BT
BT
e

5745
ND
{&:40)
N/D
ND
ND
D
WD
WD
BD
WD

ND
B

/D
BD

WD
D
WD
1%
N
N
/D
D
ND
N

2457
2504
NI
/D

s

2512
25.09
2544

58
2533
2560

2529, .

2535
24,87
28358
2511
2512

‘2499 -

2536
25
2505
2503
2518
251
2508
2532
2522
2485
2552
2519
2498
2494
2536
2548
25 48
3536
25.%8
2527
53

2557

25867
2565
254
£5.8
2549
2541

822
2577
2457
2307
2526

Human gD
Influenza Grus 8. 1Y
Influenza virus A H3N2
infushra vitus B
Respiratory syncytial virus A
Fespirstory: syncytist virus B
Parainfluenza wirus Typel
Parainfluehzs vires Type2
Parainfluenza virue Type3
Sgdenovius B-3
Adenavirus €3
Adenoving 0-2
Enterovirus
Rhinovings
Idetapneumavirus
Corenavirus MESS
Coronavirus 2298
Coranavipus D043

Coronavirus HKU-1 -
Loronavirus SARE
ERS
hlarmydia preumoniae
Bordetelin pertussis
HalanatPlasmibdive falciparum}
Dengue virus typet
Dengue virus type2
Trengue virus typed
Dengus virug typed
Haemophilus influsnzas
SirephocoTous praumonia
Shreplocooius pyogenes
Sl virus
West nile virus
“Hedlows fever virus
Lossa wirus (LASY)
Rifevally, fever Vieus(RVEV)
Hantaan vins
Ritkettza powazeki
Rickettsta typhi
Salmonella typht
Stapylocoteus aureus
“Yersinia enterocolifica
Positive cantrot
Negative Corzrol

/A
/A

M
NiA
el
PEA
2823

T/

N7&

A
N7A.
hiA
Pais
W8,
BA
TN
N/A
N7A
A
N{&
R
/A
RA
VS
i
(LS
178
KA
RfA
()
WA
hA
A
NfA
WA
N/&
N/B,
N/A

N

A
(S8
A
7R
WA
A
(RN
/A
2854
R

2838
2638
2621
2647
25441
2635
2618
2819
»a7
258
2048
878
2821
2621
2885
284
2538
528
2832
2528
2617
2647
26387
2667
6.0
2638
2624
26841
26.26
2518
26.25%
2682
2798
282
2565
2638
2557
26531
2847
26.34
2838
fac s
2827
88

BioRad
CFX96
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. Reagent 2 for N Gene Detection

Reagent 1 for ORF Gene Detection

Fluorescence-Cycle Graph Huorescenee-Cycls Graph
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11 copies/rxn
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within 1hr

L. Sample Lysis I Veri-Q PREP M16

(Oral Swab/ Alveolar DNA Extraction
Lavage Fluld)

Patient
g Min 5~30 Min(1~16 Samples)

1. Chip-loading IV. Veri-Q PCR 316

Target Amplification

HRPORT ’~ ‘ nCoV Detection Kit & Result

5 Min (1~14 samples) 20 Min.

(Portable, Battery Operation)

6 Patients/ One Test
Early Confirmatory Detection Tower

Control

CUYRTOFOYTRTTT A T
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2019-nCoV, MERS
SARS, Influenza, Dengue

Suspected case

e e wew omm e mee s me W e e e s @

WHO recommendation:
Identify, isolate and care for patients in early stage.

ORTITIMOANITT AT



Potential
Sites

-. Quarantine Spot
-. Mobile Lab.

§

o wm mom omm
s e

CYOVRTITITYETR T A Y

120056



120056

« EUA : Emergency Use Approval by KCDC

MiCo BioMed(MBM) Others
{Labchip based PCR+MBM (Imported Instrument + Remarks
Developed Kit) EUA Kit)
. - » 2 blocks in PCR can shorten
FER About 30 min = runtime to about 30 mins.
B o :
Sample Prep. - g@, min 1.5 Hours
(1~16 samples, 5 mins for 1 sample)
Place of Suitable for small-medium hospitals Suitable for big hospitals or
Installation with small sized instruments inspection centers
Within 1 hour
Run i -.Can test immediately after o Piaer st b colla MBM 16 Channels vs Others
Rk e collecting samples(1 sample is ) B SRR 96 Channels
g some samples(Many hours are |
available) . |
taken for collecting samples)
-» On-Site Emergency Use is possible
Ingtrument Affordable Expensive
Price |

OYVRTTITMOTATTT AT
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Disease risk rate

Disease

Treatment response
diagnosis
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Disease subtyping
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| Preventive | Early ; Disease | Tailored
| Measures § . Prognosis | Management
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prevention Early treatment | Disease prognosis Custom prescription
1

Early Isolation

I

ey

! CONFIDENTIAL

120056



Attestation

sarnples initally screened for
using the TIBMOL BIOL kit

: and RARP genes on a ABL 7300

device were selected Tor confinmation with
Veri-3 PCR 136 COVID-19 detection kit

8 were negatives and 8 were positives with

ditferent Ct values (Table), The confirmation

resutlts obtained with the Vern-Q PCR 136

targeting the ORF and N genes is resumed in

the table below,

¥

Institut Posteudr
gl Ehavhar

Table: Comparison of TIBMOL BIOL and Veri-Q
PCR 316 (Micobiomed) COVID-19 detection Kits

Veri-Q PCR 136 Kit
TIBMOL BIOL Kit {(Micobiomed)
E gene, | RARP gene,

Edentifiant Ct it ORF gene, Ct N gene, Ct
MNeg Neg Seg Meg
MNeg Neg Neg Neg
146 16,7 13,6 122
18,3 204 17,38 (6,14
214 19.1 207 1823 16.66
(X0 16,6 Vi 14,77 134
Cowi20/ 119 274 293 26,78 2329
P22 Neg Neg Neg Meg
H200 14T 3L2 A28 007 28.56
20187 3156 34,12 Az | 2807
FI0ML42 ] 354 262 354 3282
2011 Meg Neg Neg MNeg
o/ X0/ 124 Meg Neg Meg Meg
FROOH00; Neg Neg Neg Neg
A2 116 Neg Neg MNeg Meg
Cov/ 2071335 MNeg Meg Meg Neg

LRTTITTORTTT A T
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0.9 X 10

0.8 X 10°

07 X 10
0.6 X 10°®
0.5 X 10°°

04X 10°

03X 10°
02X10°

Detection

3/3
3/3
3/3
+3/3
3/3
303
3/3
343
27/27(100%)

2/3
25/27(92.6%)

100%
100%
100%
100%
100%
100%
67%
- 67%
25/27(92.6%)

3/3
373
3/3
3/3
3/3
33
3/3
2/3
26/27(96.3%)

3/3

33

3/3
2B

3/3
3B

1/3

03

22/27(81.5%)

MBM Product quality is superior or equal at least.(Test has done at MBM Lab.)

Used Viral RNA distributed by KCDC..
At 100 to 0.2 X 106 difference of sensitivity was shown.
MBM : 25/27(92.6%) VS A company : 22/27(81.5%)

100%(?)
100%
100%

33%
0%
22/27(81.5%)
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MiCo BioMed

nCoV-0s Real-time PCR kit

Yeri-(3 PCR316

Kogenebiotec
PowerCheck 2018-nCoV Real-
: = Time PC_R kit i

BioRad CFX96,

Seegene

Allplex: 2019-nCoV Assay

BioRad CFX96,

| SD BIOSENSOR

i M nCoV Real-Time Detection

Kit:

BioRad CFX96, 7

DiaPlexQ™ 2019 Novel
Coronavirus nCoV):Detectio

" BioRad CEX96,
ABI7500

ORFla — JOE/VIC
N - FAM
(WHO Recommended)

BySiein (MiCo BioMed) ABI7500 ABI7500 ABI7500
ORF — FAM RdRp — Cal Red 610
Target gene N - Cy5 RcéR—p ;;QM N — Quasar 670 - Joidﬁc_iﬂ HEX)
(WHO Recommended) E - FAM S
Nucleic acid 3 ul / 3ul Sul / Sul 8 ul 10 ul

5 ul

Rum tim

About 90 mm

Extraction Sys

{MiCo BioMed)

Qiacube (Qiagen) (7)

RMA Extract
Raun time

5-35 min {1-16 samples)
{5 min for 15t 1 sample)

30-90 min{1-12 samples)

PREP Weight

12 Kg

70 kg

Qiacube (Qiagen) ()

Qiacube (Qiagen) (7)

About 35min About 69 min About 52 min About 120 min
{(PCR) (45 cycles) {40 cycles) {45 cycles) {40 cycles) (45 cycles)
PCR Weight 47 Kg 30-35 Kg 30-35 Kg 30-35 Kg 30-35 Kg
Shelf Life 12 months after 6 weeks after 8 months after 12 months after 6 months after
‘ manufacturing manufacturing manufacturing manufacturing manufacturing
Sputum, Sputum, Sputum, Sputum, Sputum,
Samples Nasopharynx/Oropharynx | Nasopharynx/Oropharynx | Nasopharynx/Orophary | Nasopharynx/Orophary | Nasopharynx/Qrophary
swab swab nx swakb,BAL nx swab nx swab
RNA Veri-Q PREP M16

Qiacube (Qiagen) (?)

30-90 min(1-12 samples)

30-90 min(1-12 samples)

30-90 min(1-12 samples)

70 kg

e S—
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For the COVID-19

Picture
ESamp_!e 30 mins for 12 samples 40 mins for 12 sample extractions
— xtraction
Running time
{1 run)
PCR 35 mins for 45 cycles 120 mins for 45 cycles
1 set PCR 5 sats PCR 3 sats PCR 2 plex x:agent 3 plex reagent | 4 plex riagent
K (S**, S'k‘k) (S* )
Test per 6 12 18 46 94 94
Reagent / PCR 1 run (35 mins) (35 mins) (35 mins) (120 mins) (120 mins) (120 mins)
Throughput
(10 hrs/day) Runs per day 15 16 18 8.8 85 8.5
Tests per day 90 192 324 161 329 329

+  With MBM (2Prep + 3 PCR) throughput is almost the same with compared open system, but cost effective

+  For using 96 well open system, sample should be collected and transmitted to the labs (in case of Korea), more than 24
hours are taken to get the final PCR results. MBM system make it possible to confirm the test result within 1 hour

«  Cheap & small, movable, flexibie to adapt to any circumstances; both increasing or decreasing suspected cases.

MORTDTIIIRTTT A Y
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MiCo BioMed

Cepheid

Instruments

PREP M16 + PCR316
{Sample Prep and gPCR Seperated)

Target genes

GenXpert

(Sample Prep and qPCR Combined)

ORF, N
(WHO Recommended)

E, N

Limit of Detection (LOD) / Reaction

10 copies/reaction

250 copies/reaction

Lysed sample volume for one sample prep

500 ul

1000 ul

Sample volume for 1 real-time PCR

30 ul (High efficiency)

1000 ul (Low efficiency)

Repeated use of exiracted RNA
from loaded lysed sample

16 times (repeatable use)

Onece (not repeatable use)

Shelf Life of Kit

12 months

(12 months ?)

Total reaction time for 1 sample

45 min

45 min

Machine Operation

By Touch screen

By Motebook

Battery operation

Car battery,

Data transfer through Smartphone

Android phone based data transfer

Not available

Not available

Print-out function

Receipt-type print-out of results

Mot available

Tests/day(10hrs)/ 1 Instrument

90 samples

13 samples

OORTIRTIMDATIT AT
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EC DECLARATION OF CONFORMITY

(Manufacturer's Declaration)

16TU-CV19 has been classified as Ganeral IVDs and 15 in confarmity with the

azcential requirements and provisions of Council Directive 98/7%/EC on
In Wikro Diggnostic Medizal Device.
Wame: MiCo BioMed Co.,Ltd.

Brand names

Ver-Q PREP M16

Common nanmes Virsl DNASRNAS Prep Kit - Alway  Climcal
Tamphe
Model pameas 16TY-CVIS
Cataiogue number TAL3Z
Lomponert Carrior molecule 5 MO Sample tube ;ST
Protetnase K@ HPK Elution tuba ;. NET

Blnding buffer : 116 Traylid: L2
Washing buffer 1+ HW1 Elution tray 1 HETR
Elutlon buffer : ME Waste tray 1 HWTR

Classification Others, general IVD
We herewith declare that the above mentioned products meet the provisions of the
cairici directive GEITSIER and EU Harmonized standsrds{EN 150
13485:2016/AC12016, BN ISO  34971:0012, EN 13612:2002/AC:2002, EN IS0
23640:2015, BN 13641:7002, BN 150 15223-1:2016, EN IS0 18113-1:2011, &N IS0
18113-2:2011) for In Vitro Diagnostie medical devices. Al suppoiting documentation iz

retained under the sremises of the manufacuren
EDMA code 15.50.40.01 Reagants for DNA andfar RNA stactien

4nd preparstion: bacteria andfar vius

Data of issue 25 February 2020

Sigoature tuakity Sang-Hyun Les
Reprasentative

EC DECLARATION OF CONFORMITY

ACav-58 has

Manufacturer Mame : MiCo BioMed {o.,Lid.

Brand namas Weri-Q FCR 318

Cammon names Novel Coranavirus Detection Kit
Model names nCoV-gS
Catalogue numbar THLIOE

Component  2» Gne-Step RT-PCR Mazter mi ¢ nov-05-1MGRAG

We herewith declare that the above mentioned products meet the provisions of the

councit  directive

13485:2016/4C1 2016, BN ISO 34971:2012, EN 13612:2000/AC:2002, EN ISO
23640:2015, BN 13641:20062, BN 1SO 15023-1:2016, BN ISD 18113-1:204%, EN ISO
18115-2:2011) far In Vitro Diagnastic medical devices, Al supporting decumentation is
retained under the premises of the manufacturen

EDMA code
Date of issue
Signature

Classification

{Manufacturer's Declaration)

been clasaified as General IVDs and is in conformity with the

In Vitro Diagnestic Medical Device,

Prmes/Probe el ¢ RCOV-GS-PPML
Pamen Prabe mowre2 1 aloW-Q5-PPMZ
nCoV-Q&-PC

Inteinad pesitive contral & RCOV-0S5IPC
nCeV-Q8-DW

Pegiive contenl ¢

Muclesse free water »

Cthers, general IVD

Y TIEC and EU Harmonized standards(EnN 150

15.04.40.08 Coronavirus - N& reagents
25 February 2020
Quality Representative : Sang-Hyun Lee

MORTETITRYIRT T AT
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