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

Component Specification Catalogue number

MU035A02 MU035A20 MU035A05 MU035A25

Quantity Quantity Quantity Quantity
Test cartridge* 

1 per pouch 2 20 5 25
Desiccant*

Nasal swab 1 per bag 2 20 5 25

Sample 
extraction buffer

400 µL/vial 2 20 5 25

Instructions for 
use documents

1 each - Instructions for use 
1 each - Quick reference instruction card

*Desiccant are packaged inside the test cassette pouch.

Specification



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

CIBG/CE CERTIFIED

INTENDED USE 

The SC2Flu Triplex Fast Test (Colloidal Gold) For SARS-CoV-2 & influenza A/B 
antigens is a colloidal gold-immunoassay intended 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. 



Anterior Nasal 
Swab

Professional use; POC test
Home use

One Strip：
Single sampling

C, control line; A, influenza A test line; 
B, influenza B test line; S, SASR-CoV-2 test line

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

CIBG/CE CERTIFIED



WHAT ARE THE ADVANTAGES？

Fast! Result in 15 min or less

POC test by Liberal nurse possible

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

CIBG/CE CERTIFIED

Self test: Prescription or OTC



Valid test Invalid test

Image Interpretation Image

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

Interpretation of the test results



SAMPLE TYPE EQUIVALENCY

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

CIBG/CE CERTIFIED

Sample Spiked virus N RSV Ag positive SC2 Ag positive FluA Ag positive FluB Ag positive Negative

NPS 500 
TCID50/mL

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

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

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

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

NPS 2500 
TCID50/mL

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

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

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

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

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

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

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

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



WHAT ARE THE ADVANTAGES？

Super sensitive!

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

CIBG/CE CERTIFIED

Virus Matrix Limit of Detection

SASR-CoV-2 Anterior Nasal Swab 78 TCID50/mL 

Influenza A Anterior Nasal Swab 156 TCID50/mL 

Influenza B Anterior Nasal Swab 156 TCID50/mL 



High-dose Hook Effect

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

CIBG/CE CERTIFIED

Virus Matrix High-dose Hook

SARS-COV-2 Anterior Nasal Swab 4 × 105 TCID50/mL 

Influenza B virus Anterior Nasal Swab 4 × 105 TCID50/mL 

Influenza A virus Anterior Nasal Swab 4 × 105 TCID50/mL 



viral antigen tested Nucleic Acid Tested Total

RNA pos RNA neg

Ag neg

SC2 Neg 0 151 151

FluA Neg 0 143 143

FluB Neg 0 162 162

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%].

Viral Ag tested swab specimens from healthy individuals 

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

CIBG/CE CERTIFIED



Sensitivity study with Nucleic Acid Testing

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

CIBG/CE CERTIFIED

Viral antigen tested Nucleic Acid Tested Total

SC2 RNA positive FluA RNA positive FluB RNA positive

SC2 Antigen
Positive 32 0 0 32

Negative 2 0 0 2

FluA Antigen
Positive 0 31 0 31

Negative 0 1 0 1

FluB Antigen
Positive 0 0 39 39

Negative 0 0 1 1
Total 34 32 40 106

Positive Percent Agreement (PPA): 
SC2 Ag testing PPA: 32/34 = 94.12% [80.32 ~ 99.28%]; 
FluA Ag testing PPA: 31/32 = 96.88% [84.26 ~ 99.45%];
FluB Ag testing PPA: 39/40 = 97.50% [87.11 ~ 99.56%].



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

CIBG/CE CERTIFIED



Clinical Trial Protocol in USA 
Clinical trial targets

The sample matrix tested for both the candidate test and 
comparator test:

Anterior Nasal Swab (ANS)



Clinical Trial Protocol in USA 
Clinical trial targets

1. POC professional test;

2. Prescription home test;

3. OTC, home test;

4. Asymptomatic screen;

5. Confirmative test



Clinical Trial Protocol: Test device determined

Item Candidate Device Comparator Device 2

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

cobas SARS-CoV-2 & Influenza A/B

Manufacturer AMPER INC Roche Molecular Systems, Inc.

Indication 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. 

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.

Authorized 
Laboratories

1. POC professional test.
2. Prescription home test.
3. OTC, home test.
4. Asymptomatic screen.
5. Confirmation test.

Laboratories certified under the Clinical Laboratory 
Improvement Amendments of 1988 (CLIA), 42 U.S.C. 
§263a, that meet requirements to perform moderate or 
high complexity tests.

Date issue Candidate September 30, 2021 

Kits needed 10,000 devices 10,000 SARS-CoV-2 Test Kits, 10,000 nucleic acid isolation 
& purification kits, 10,000 nasal swab collectors with VTM



CIBG 
registration



CIBG LISTING



EC DOC



COMPANY PROFILE

• The AMPER is a high-tech company dedicated to the development, 
production, and sales of rapid IVD test devices. The company obtained 
the manufacture licenses from NMPA in 2010 and gained the 
"ISO13485:2016" certification. It is a "National High-tech Enterprise" 
and a "Provincial High-tech Enterprise". It has accumulated plenty of 
experience in colloidal gold technology from R&D to production. Our 
colloidal gold technology platform covers many products.



OEM Manufacturer

Fully automatic manufacture line

GMP workshop: 2500 m2

Assembly line: 9 lines

employees: 200

Capacity: 300,000 devices daily.

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

GMP workshop: 2500 m2

Assembly line: 9 lines

employees: 200

Capacity: 300,000 devices daily.

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



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

CIBG/CE CERTIFIED

• Manufacturer: 

AMPER, INC

2500 Gateway Centre Blvd, Suite 400

Morrisville, NC 27560, USA

• email: info@amperbio.com

• Web: www.amperbio.com


