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Specification

O Component Specification Catalogue number

MUO35A02 MUO35A20 MUO35A05 MUO35A25

Quantity Quantity Quantity Quantity
Test cartridge™
l Desiccant™ 1 per pouch 2 20 5 25
o Nasal swab 1 per bag 2 20 5 25

Sampl
= 400 pl/vial 2 20 5 25

extraction buffer

‘ Ll s ] eqch - Instructions for use
i ] each - Quick reference instruction card
/O *Desiccant are packaged inside the test cassette pouch.




SC2FLU TRIPLEX FAST TEST (COLLOIDAL GOLD)
FOR SARS-COV-2 & INFLUENZA A/B ANTIGENS

CIBG /CE CERTIFIED

!

%



SC2FLU TRIPLEX FAST TEST (COLLOIDAL GO
FOR SARS-COV-2 & INFLUENZA A/B ANTIGE

CIBG /CE CERTIFIED

, Professional use; POC test
Anterior Nasal _ Home Use

Swab

One Strip:
T Single sampling

%

!




SC2FLU TRIPLEX FAST TEST (COLLOIDAL GO
FOR SARS-COV-2 & INFLUENZA A/B ANTIGE

CIBG /CE CERTIFIED

%Illl

Fast! Result in 15 min or less
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Interpretation

Influenza A positive

Influenza B positive

SASR-CoV-2 positive
SASR-CoV-2/Influenza A pos
SASR-CoV-2/Influenza B positive

Influenza A/Influenza B positive

All negative
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SAMPLE TYPE EQUIVALENCY

500 10  10/10(100%)  10/10(100%)  10/10(100%)  10/10(100%)  0/10 (0%)
TCID5o/ml 10  10/10(100%)  10/10(100%)  10/10(100%)  10/10(100%)  0/10 (0%)

10 10/10(100%)  10/10(100%)  10/10(100%)  10/10(100%)  0/10 (0%)

10 10/10(100%)  10/10(100%)  10/10(100%)  10/10(100%)  0/10 (0%)
2500 11 11/11(100%)  11/11(100%)  11/11(100%)  11/11(100%)  0/11 (0%)
TCDso/mL 11 411/11(100%)  11/11 (100%)  11/11(100%)  11/11 (100%)  0/11 (0%)

11 11/11(100%)  11/11(100%)  11/11(100%)  11/11(100%)  0/11 (0%)

11 11/11(100%)  11/11(100%)  11/11(100%)  11/11(100%)  0/11 (0%)
Saline 21 0/21 (0%) 0/21 (0%) 0/21 (0%) 0/21 (0%) 21/21 (100%)

21 0/21 (0%) 0/21 (0%) 0/21 (0%) 0/21 (0%) 21/21 (100%)

21 0/21 (0%) 0/21 (0%) 0/21 (0%) 0/21 (0%) 21/21 (100%)

21 0/21 (0%) 0/21 (0%) 0/21 (0%) 0/21 (0%) 21/21 (100%)




SC2FLU TRIPLEX FAST TEST (COLLOIDAL GO
FOR SARS-COV-2 & INFLUENZA A/B ANTIGE

CIBG /CE CERTIFIED

%Illl

&

SASR-CoV-2 Anterior Nasal Swab 78 TCIDgo/mL
Influenza A Anterior Nasal Swab 156 TCIDgo/mL
Influenza B Anterior Nasal Swab 156 TCIDgo/mL
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High-dose Hook Effect

SARS-COV-2 Anterior Nasal Swab 4 x 10> TCID.,/mL
Influenza B virus Anterior Nasal Swab 4 x 10> TCID.,/mL
Influenza A virus Anterior Nasal Swab 4 x 10° TCIDg,/mL
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SC2FLU TRIPLEX FAST TEST (COLLOIDAL GOLDJ
FOR SARS-COV-2 & INFLUENZA A/B ANTIGE
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Viral Ag tested swab specimens from healthy individuals

viral antigen tested Nucleic Acid Tested Total
RNA pos RNA neg

SC2 Neg 0 151 151
.l =-. FIuA Neg 0] 143 143
FluB Neg 162 162

Negative percent agreement (NPA):
SC2 Ag testing NPA: 151/151 = 100.00% [97.52% ~ 100.00%];

FluA Ag testing NPA: 143/143 = 100.00% [97.38% ~ 100.00%];
FluB Ag testing NPA: 162/162 = 100.00% [97.68% ~ 100.00%].




O

: Positive
l FluA Antigen
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SC2FLU TRIPLEX FAST TEST (COLLOIDAL GOLDJ)k
FOR SARS-COV-2 & INFLUENZA A/B ANTIGE ¥
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Sensitivity study with Nucleic Acid Testing

Viral antigen tested Nucleic Acid Tested Total
SC2 RNA positive  FIuUA RNA positive FluB RNA positive

Positive 32 0 0 32

Negative 2 0 0 2
0 31 0 31
Negative 0 1 0 1
Positive 0 0 39 39
FluB Antigen
Negative 0 0 1 1
I ;- 52 ‘0 106

Positive Percent Agreement (PPA):
SC2 Ag testing PPA: 32/34 = 94.12% [80.32 ~ 99.28%];

FIuA Ag testing PPA: 31/32 = 96.88% [84.26 ~ 99.45%];
FluB Ag testing PPA: 39/40 = 97.50% [87.11 ~ 99.56%].
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Clinical Trial Protocol in USA

Clinical trial targets

Anterior Nasal Swab (ANS)
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Clinical Trial Protocol in USA

Clinical trial targets
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Device Name

Manufacturer

Indication

Authorized
Laboratories

Date issue

Kits needed

Clinical Trial Protocol: Test device determined

Candidate Device

SC2Flu Triplex Fast Test (Colloidal Gold) For SARS-CoV-2 &
Influenza A/B antigens CIBG /CE CERTIFIED

AMPER INC

to simultaneously qualitatively detect and differentiate the
nucleocapsid protein antigen(s) of 2019 novel coronavirus (SARS-
CoV-2), influenza A virus and influenza B virus from individuals
suspended of respiratory viral infection in anterior nasal swab
(ANS) specimen from individuals aged 14 years and older, or
children aged 2-14 by their parents/guardians, or for
prescription use only tests for symptomatic individuals who are
suspected of COVID-19 or influenza disease by a healthcare
provider, or individuals with or without symptoms or other
epidemiological reasons to suspect these viral infection.

POC professional test.
Prescription home test.
OTC, home test.
Asymptomatic screen.
Confirmation test.

Candidate

ukhwNn =

10,000 devices

Comparator Device 2

cobas SARS-CoV-2 & Influenza A/B

Roche Molecular Systems, Inc.

An automated multiplexed real-time RT-PCR assay intended
for simultaneous qualitative detection and differentiation of
SARSCoV-2, influenza A virus, and/or influenza B virus RNA
in healthcare provider-collected nasal and nasopharyngeal
swab specimens and self-collected nasal swab specimens
(collected in a healthcare setting with instruction by a
healthcare provider) from individuals suspected of
respiratory viral infection consistent with COVID-19 by their
healthcare provider. 1 Emergency use of this test is limited
to authorized laboratories.

Laboratories certified under the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S.C.
8§2630q, that meet requirements to perform moderate or
high complexity tests.

September 30, 2021

10,000 SARS-CoV-2 Test Kits, 10,000 nucleic acid isolation
& purification kits, 10,000 nasal swab collectors with VTM
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Product
Stabi s
Brand name
Alter 1ative brand name

Group name

Anvcle numben(s)
Modells)

Class

Nuufied body
Classification rule
Type
Category/Categories
GMDN Code

Other nomenclature

Brief description (in English)

Brief description (in Dutch)

New sroduct
CE mark valid “nrough

Name of munufacturer

BEV - Notification confirmed

SC2Flu Triplex Fast Test (Colloidal Gold) For SARS-CoV-2 & influenza A/B
antigens

IVDD Other in-vitro medical devices

CE-markering

06 - In vitro diagnostic devices

N&

The SC2Flu Triplex Fast Test (Colloidal Gold) For SARS-CoV-2 & influenza A/B
antigens is a colloidal gold-based immunochromatography assay, intended for
the simultaneous gqualitative detection and differentiation of 2019 novel
coronavirus (SARS-CoV-2), influenza A virus and influenza B virus antigens in
nasopharyngeal swab, antenor nasal swab, and saliva specimens from
individuals suspended of respiratory viral infection consistent with SARS-CoV-
2 infection patients by trained healthcare providers. It is suitabie for the
pathogen examination of medical care institutions for suspected COVID-15
and/or influenza patients.

De SC2Flu Triplex Fast Test (Colloidal Gold) Voor SARS-CoV-2 (SARS-CoV-2)
influenza A/B-antigenen is een colloidale op goud gebaseerde
immunochromatografische test, bestemd voor de gelijktijdige kwalitatieve
detectie en differentiatie van 2019 novel coronavirus (SARS-CoV-2), influenza
A-virus en influenza B-virus antigenen in nasofaryngeaal, vitstrijkje van de
neus,en speekselspecimens van individuen die zijn gesuspendeerd van
respiratoire virale infechie die overeenkomt met SARS-CoV-2 infectie
patiénten door opgeleide zorgverieners.Het is geschikt voor het pathogene
onderzoek van medische zorg llingen voor ver delijke COVID-19-
en/of influenzapatiénten.

Yes

AMPER, INC
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GMP workshop: 2500 m?

OEM Manufacturer

Assembly line: 9 lines

employees: 200
Capacity: 300,000 devices daily.

CE. certificates: 3 SARS-CoV-2
related Products with CE mark
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