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INTENDED USE
1. The InTec Rapid SARS-CoV-2 Antigen Test A < "
is a colloidal gold enhanced rapid immunochromatographic -

Rapid SARS-CoV-2 Anllgl - Iy
[SeiiTesing |

assay for qualitative detection of nucleocapsid protein .

antigen from SARS-CoV-2. ¢
2. This test is authorized for home use with self-collected anterior e

nasal swab samples from individuals aged 18 years or older & 4

with symptoms of COVID-19 within the first seven (7) days of

symptom onset.

SPECIFICATION
‘ Specimen Type Result Availability Shelf Life Storage Condition
‘ Nasal swab 15-20 minutes Up to 24 months 2-30°C
CLINICAL SIGNIFICANCE PERFORMANCE CHARACTERISTICS
When your COVID-19 test will be positive PCR
Positive | Negative Total
VIRAL LOAD INFECTIOUS PERIOD -
AHigh Positive 103 0 103
Rapid SARS-CoV-2 | | '
Antigen Test | Negative U 40 o
Total 110 470 580
Lowest level for -
e e O S aE ) Fpdidetaction .
e el Results analysis:
PCR detecti
J - Sensitivity: 103/110=93.64%
0 5 10 15 Specificity: 470/470=100.00%
DAYS SINCE EXPOSURE TO THE VIRUS : : z i
Motes: Infectious penod vanies with multiple Bactors, such os a person’ s immune system and which variant they have. TOtal co}n(]dence rate' 573;580_9879(;/0
Sources: The Lancet; NEIM INSIDER




TEST PROCEDURE

Prepare Materials

1. Peel off the foil from the top of the buffer tube.

2. Set the buffer tube on the stand hole of the package. @ |“_;'
For package of 5/7/25 tests, tube holder is provided. t | Aesss

3. Remove the swab from its package, being careful not to

touch the tip of the swab.

Collect Sample

1. Gently insert the entire absorbent tip of the swab (usually 2.0 to 2.5cm)
into your nostril.

2. Rotate the swab 5 times against the nasal wall and remove the swab.

3. Using the same swab, repeat the same sample collection procedure for
the other nostril.

Process Sample

1. Insert the swab into the tube, touch the bottom of the tube with the
swab tip, and stir at least 10 times.

2. Squeeze the tip of the swab along the inner tube wall and then remove
and discard it.

3. Press the nozzle cap tightly onto the buffer tube to avoid any leaks.

Add Sample
1. Unseal the foil pouch and put the cassette on a clean, dry and level surface. @{J E’;E =
2. Add 5 drops (~100ul) of treated specimen into "S" well of the cassette. f'r‘T,- 5 drops c-muuu’?g"_\ .j"{ ":-wa“'"g
3. Wait at least 15 minutes (20 minutes at most) to interpret result. | ' \\_’/ YRy
Read Result
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Positive Negative Invalid
ORDERING INFORMATION CeCert.
CERTIFICATE
Product Cat. No. Type | PackSize | Specimen Certification PR
ITP16030-TC1 Cassette 1T Nasal swab CE
ITP16030-TC2 Cassette 2T Nasal swab CE
Rapid SARS-CoV-2 Antigen | | - I -
Test for self-testing ITP16030-TCS . Cassefte . 5T _ Nasal swab . CE
[TP16030-TCT Cassette 1T Masal swab CE
ITP16030-TC25 Cassette 25T Nasal swab CE FE e
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