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the diagnosis of
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e COVID-19 products list
Product

ExAmplar

Description

ExAmplar PCR machine
COVID-19 Real-time PCR kit
NuActor extractor machine
Viral RNA extraction kit
Universal COVID-19 PCR kit
ichroma™ ||

COVID-19 Antigen test
AFIAS-6

AFIAS-1

COVID-19 Antigen test
ichroma™ ||

COVID-19 Antibody test
AFIAS-6

AFIAS-1

COVID-19 Antibody test
ichroma™ IL-6

AFIAS-6 IL-6

Category
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ichroma™

Interleukin-6 AFIAS
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Catalog No.

FPRRO30
UFPK-4
FPRRO32
UFPK-1
UFPK-5
FPRRO21
CFPC-115
FPRR020
FPRRO19
SMFP-71
FPRRO21
CFPC-114
FPRRO20
FPRRO19
SMFP-72

CFPC-116
SMFP-74

Storage
2-25°C
15-35C

2-257TC

> Days



ExAmplar covio-19 real-time PcR kit (L)

= Easy shipping & delivery (No dry ice needed) * Fully lyophilized, ready-to-use real-time PCR kit
- Ambient temperature storage (2-25 °C) * Open kit: test with ExAmplar or any
conventional real-time PCR machines

_ Controls included
= Exclusive Reagent (closed system) = Sensitivity to <20 copies/rxn

= Fast, Small and Cost Effective

= 8 tests/run (3 controls + 5 samples)
= 30 mins (DNA)/45 mins (RNA)
= Size:20cm X 24 cm X 18 cm

2019-nCoV (RdRp gene, single bead) ©

Betacorona (E gene, dual bead) oo

* Performance Data » Components
Analytical Sensitivity .
E gene Assay: betacorona RdRp gene Assay: SARS-CoV-2 Components Quantity
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® Orderlng Information
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Cycle Cycle
Limit of Detection 95% confidence interval (Cl) ExAmplar FPRRO30
5.2 copies/uL 4.2 ~ 7.2 copies/uL ExAmplar COVID-19 UEPK-4
15.1 copies/pL 12.5 ~ 19.6 copies/pL real-time PCR kit (L)




NUAcCtor automatic Extractor

= Extraction Time < 15 mins

* From Sample 200 pL

= Exclusive Cartridge System

* Magnetic bead method

= Full Automated

= UV sterilization

= Size:24cmXx24cm X 26 cm

NuActor Viral RNA
extraction kit

e Components

Components Quantity

Extraction cartridges 12 ea
2X lysis buffer (20 mL) 2 bottles
Disposable strip-cap 12 ea

* Ordering Information

Product Cat. No.

NuActor FPRR0O32

NuActor Viral RNA

: ) UFPK-1
extraction kit




ichroma™ COVID-19 Ag test

ichroma™ COVID-19 Ag is a fluorescence Immunoassay (FIA) for
the qualitative detection of novel coronavirus (SARS-CoV-2,
2019-nCoV) in human nasopharyngeal swab. It is helpful as an
aid in the screening of early mild, asymptomatic, or acute
patients for identification of 'Novel Coronavirus' infection.

* For in vitro diagnostic use only.

e Test procedure

8 6

Insert the sterile swab used to While squeezing the Assemble a nozzle and the Pipette out 75 pL and load it Wait 12 minutes Read the test result
collect the sample into the tube, pull the swab out extraction tube and then add into the sample well on the
extraction tube and swirl 5 times six drops of sample mixture cartridge

into the detector tube




ichroma™ COVID-19 Ag test

e Components

- Cartridge

- Detector tube
- Extraction tube
- Nozzle

- ID Chip

* Ordering Information

Product Cat. No.

ichroma™ COVID-19 Ag

CFPC-115

* Clinical performance

ichroma™
COVID-19 Ag

RT-PCR
Positive Negative Total
Positive 21 2 23
Negative 3 55 58
Total 24 57 81

- Clinical sensitivity: 87.5 %
- Clinical specificity: 96.5 %

* Specification

Product name

Assay type

ichroma™ COVID-19 Ag
TRFLFA*, COVID-19 Antigen

Sample type

Nasopharyngeal swab

Sample prep /

Collecting with nylon swab

ichroma™ |l Reader

FPRR0O21

* Note. A nylon swab is excluded from the components of the cartridge box.

extraction

Target COVID-19 Antigen
Platform ichroma™ Il Reader
Unit 25 kit/box

* TRFLFA: Time-resolved fluorescent leteral flow assay



AFIAS COVID-19 Ag test

AFIAS COVID-19 Ag is an automatic fluorescence Immuno
assay (FIA) for the qualitative detection of novel corona virus
(eg, SARS-CoV-2, 2019-nCoV) in human nasopharyngeal
swab. It is useful as an aid in management and monitoring of
SARS-CoV-2 infection (COVID-19).

* For in vitro diagnostic use only.

e Test procedure

3 simple steps

n Insert the sterile swab used to 2 While squeezing the Assemble a nozzle and the
collect the sample into the tube, pull the swab out extraction tube, and then fill the

extraction tube and swirl 5 times sample well completely with the
sample mixture

Fill the
sample well
completely




AFIAS COVID-19 Ag test

e Components e Clinical performance
- Cartridge RT-PCR
- Pipette tip for operation Positive  Negative Total
- Extraction tube Positive 21 2 23
AFIAS
- Nozzle covViD-19Ag ~ Negative 3 55 58
-ID Chip Total 24 57 81

- Clinical sensitivity: 87.5 %
- Clinical specificity: 96.5 %

e Specification

Product name AFIAS COVID-19 Ag

Assay type TRFLFA*, COVID-19 Antigen
° Ordering Information Sample type | Nasopharyngeal swab
AFIAS COVID-19 Ag SMFP-71 Target COVID-19 Antigen
AFIAS-1 Reader FPRRO19 Platform AFIAS 1/ 6 (Automated)
AFIAS-6 Reader FPRRO20 Unit 24 kit/box

* Note. A nylon swab is excluded from the components of the cartridge box. * TRFLFA: Time-resolved fluorescent leteral flow assay



ichroma™ COVID-19 Ab test

ichroma™ COVID-19 Ab is a fluorescence Immunoassay (FIA) for
the qualitative detection of novel coronavirus (SARS-CoV -2,
2019-nCoV) in human whole blood/serum/plasma. It is helpful as
an aid in the screening of early mild, asymptomatic, or acute
patients for identification of 'Novel Coronavirus' infection.

* For in vitro diagnostic use only.

° :
Test procedu re Transfer diluent to detector tube Collect sample Put the capillary tube
into the detector tube
Finger-tip blood @ Tube blood

Shake 15 times Draw & load sample mixture Wait 10 minutes Read the test result
- A i\




ichroma™ COVID-19 Ab test

e Components

- Cartridge

- Detector tube

- Detector diluent
- ID Chip

* Additional component (Not include in kit box)
- 10 pL capillary tubes (250 ea/bottle)

e Ordering Information

Product Cat. No.

ichroma™ COVID-19 Ab CFPC-114

ichroma™ || Reader FPRRO21

e Clinical performance

ichroma™
COVID-19 Ab

RT-PCR
Positive Negative Total
Positive 46 0 46
Negative 0 131 131
Intermediated 2 4 6
Total 48 135 183

- Clinical sensitivity: 95.8 %
- Clinical specificity: 97.0 %

e Specification

Product name

ichroma™ COVID-19 Ab

Assay type TRFLFA*, IgM/IgG

Sample type Whole blood/Serum/Plasma
Sample. prep / Finger-prick / Tube blood
extraction

Target Anti-viral IgM/IgG

Platform ichroma™ Il Reader

Unit 25 kit/box

* TRFLFA: Time-resolved fluorescent leteral flow assay



AFIAS COVID-19 Ab test

AFIAS COVID-19 Ab is an automatic fluorescence Immunoassay
(FIA) for the qualitative determination of IgG/IgM antibodies
against 'Novel Coronavirus' in human whole blood/serum/plasma.
It is helpful as an aid in the screening of early mild, asymptomatic
or acute patients for dentification of 'Novel Coronavirus (eg,
SARS, 2019-nCoV)" infection with high sensitivity. Finger blood
(peripheral blood; whole blood) using the unique ‘all-in-one' tube,
allows the patient's pain to blood collection to be relatively low
and suitable for large-scale screening in the field.

* For in vitro diagnostic use only.

e Test procedure
3 simple steps
[7) N 3)
dﬁ /W Siop st sz => =» |GG

. N idle
Collect capillary blood Place the C-tipinthe cartridge  Press START to run the test. m

tip hole and insert the cartridge
into the slot
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AFIAS COVID-19 Ab test

e Components

- Cartridge

- Pipette tip for operation
- C-tip for collecting capillary blood
- ID Chip

* Ordering Information

Product Cat. No.

e Clinical performance

RT-PCR
Positive Negative Total
Positive 46 0 46
AFIAS Negative 0 145 145
COVID-19 Ab
Intermediated 2 5 7
Total 48 150 198

- Clinical sensitivity: 95.8 %
- Clinical specificity: 96.7 %

e Specification

Product name

Assay type

AFIAS COVID-19 Ab
TRFLFA*, IgM/IgG

Sample type

Whole blood/Serum/Plasma

Sample prep/extraction

Finger-prick/Tube blood

AFIAS COVID-19 Ab SMFP-72
AFIAS-1 Reader FPRRO19
AFIAS-6 Reader FPRR0O20

Target Anti-viral IgM/IgG
Platform AFIAS 1/ 6 (Automated)
Unit 24 kit/box

* TRFLFA: Time-resolved fluorescent leteral flow assay



ichroma™ |L-6 test

* Interleukin-6 (IL-6) is an early biomarker for acute inflammation
to assist in the caring of critically ill patients

* Boditech IL-6 test is helpful in identifying severe inflammatory
response in patients with confirmed COVID-19.

* For in vitro diagnostic use only.

Transfer diluent to detector tube Collect sample Put the capillary tube
into the detector tube
Finger-tip blood @ Tube blood

e Test procedure




ichroma™ |L-6 test

e Components e Comparison with competitor
- Detector tube Sample type WB/Serum/Plasma Serum/Plasma

- Detector diluent Sample volume | 30 pL (WB/Serum/Plasma) | 30 uL

- ID Chip 35 L (Capillary blood)
TAT 12 min 18 min
Instruments ichroma™ Il Reader Cobas
Principle Time-resolved Electro
fluorescence Chemiluminescence

Working range | 2- 2,500 pg/mL 1.5- 5,000 pg/mL

e Specification

Product name ichroma™ IL-6
Assay type TRFLFA*, IL-6
° Ordering Information Sample type Whole blood/Serum/Plasma
Sample preparation Finger or heel prick/Tube blood
Product Cat. No. Target IL-6
ichroma™ IL-6 CFPC-116 Platform ichroma™ Il Reader
ichroma™ Il Reader FPRRO21 Unit 25 kit/box

* TRFLFA: Time-resolved fluorescent leteral flow assay



AFIAS IL-6 test

« Interleukin-6 (IL-6) is an early biomarker for acute inflammation
to assist in the caring of critically ill patients

* Boditech IL-6 test is helpful in identifying severe inflammatory
response in patients with confirmed COVID-19.

* For in vitro diagnostic use only.

e Test procedure

3 simple steps
:

s

o,

= Result
v 1g WAL
. BN -
Collect capillary blood Place the C-tipinthe cartridge  Press START to run the test. & 12Mins

tip hole and insert the cartridge
into the slot



AFIAS IL-6 test

e Components e Comparison with competitor

- Cartridge
) : . Boditech Med Inc. Roche
- Pipette tip for operation

- C-tip for collecting capillary blood Sample type WB/Serum/Plasma Serum/Plasma
- ID Chip Sample volume | 30 uL 30 uL
(WB/Serum/Plasma/Capillary blood)
TAT 12 min 18 min
Instruments AFIAS Reader Cobas
Principle Time-resolved Electro
fluorescence Chemiluminescence
Working range | 2- 2,500 pg/mL 1.5- 5,000 pg/mL

e Specification

Product name AFIAS IL-6
. . * -
e Ordering Information Assay type TRELPATIL6
Sample type Whole blood/Serum/Plasma
Product Cat. No. Sample preparation Finger or heel prick/Tube blood
AFIAS IL-6 SMFP-74 Target IL-6
AFIAS-1 Reader FPRRO19 Platform AFIAS 1/6 (Automatic)
AFIAS-6 Reader FPRRO20 Unit 24 kit/box

* TRFLFA: Time-resolved fluorescent leteral flow assay
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