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[ EN | SARS-CoV-2 & MP & RSV & ADV & Flu A/B Antigen Kit
(Colloidal Gold)

Catalog No. CG128001, CG128005, CG128025

1. Intended Use

This SARS-CoV-2 & MP & RSV & ADV & Flu A/B Antigen Kit (Colloidal
Gold) is a lateral flow rapid chromatographic immunoassay intended for
the in vitro qualitative detection and differentiation of antigens from
SARS-CoV-2, Mycoplasma Pneumoniae (MP), Respiratory Syncytial
Virus (RSV), Adenovirus (ADV) and influenza A (Flu A) and influenza B
(Flu B) in nasal, nasopharyngeal, and oropharyngeal (throat) swab
specimens from individuals suspected of respiratory infections.

Results are for the identification of antigens of SARS-CoV-2, MP, RSV,
ADV, influenza A and influenza B, but does not differentiate between
SARS-CoV and SARS-CoV-2 viruses and is not intended to detect
influenza C antigens. These antigens are generally detectable in upper
respiratory specimens during the acute phase of infection. Positive
results indicate the presence of viral or bacterial antigens, but
correlation with patient history and other diagnostic information is
necessary to determine the infection status. Positive results do not rule
out infection or co-infection with other bacteria or viruses. The agent
detected may not be the definite cause of disease.

Negative results should be treated as presumptive, do not rule out
SARS-CoV-2, MP, RSV, ADV or influenza A/B infection, and should not
be used as the sole basis for treatment or patient management
decisions, including infection control decisions. It's recommended to
confirm negative results with other assays, if necessary, for patient
management.

For professional use only.

2. Test Principle

Colloidal gold based immunochromatography is applied. The test is a
combination of SARS-CoV-2 antigen test, MP antigen test, RSV antigen
test, ADV antigen test, and influenza A/B antigen test. Briefly, the SARS-
CoV-2, MP, RSV, ADV or Flu A/B antigens in the sample bind with the
colloidal gold (detector) labeled anti-SARS-CoV-2 / anti-MP / anti-RSV
| anti-ADV / Flu A/B antibodies on the conjugate pad to form the
immunocomplexes. When the complexes migrate to the test line (coated
with anti-SARS-CoV-2 or anti-MP or anti-RSV, anti-ADV, anti-Flu A/B
antibodies), the complexes that contain the SARS-CoV-2 or MP or RSV
or ADV or Flu A/B antigens will be captured. Similarly, the colloidal gold
labeled mouse antibody will be captured in the control lines (coated with
goat anti-mouse 1gG). The complexes containing SARS-CoV-2 or MP
or RSV or ADV or Flu A/B antigen will produce a colored line in the
specific test line region, indicating the sample is positive for the
respective antigen. Similarly, a colored line will also appear in each of
the control line region indicating the adequate volume of specimen has
been added and the membrane wicking has occurred.

3. Materials Provided

Component i o7 25T
CG128001 | CG128005 | CG128025
Test Cartridge 1 5 25
Sampling Swab 5 25
Extraction Tube 1 5 25
Tube Holder / / 1
Instructions For Use 1 1 1

4. Material Required but Not Supplied
4.1 Timer
4.2 Any necessary personal protective equipment

5. Storage and Stability

Store the kit at 2 — 30°C in a dry place and avoid direct sunlight. Do not
freeze. The unopened cartridges are stable until the expiry date printed
on the labels. It's recommended to open the test cartridge pouch just
before use. Once the pouch is opened, the test should be started within
60 minutes.
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6. Sample Collection

6.1 Nasal, nasopharyngeal, and oropharyngeal (throat) swab samples
are acceptable for testing with this kit.

Proper sample collection and handling is critical to the
performance of the kit. When collecting the swab sample, use the
swab supplied in the kit. Do NOT touch the swab tip when handling
the swab sample.

(a). Nasal swab collection: while gently rotating, insert the swab into
one nostril. The swab tip should be inserted up to 1 to 2 cm (or 1
cm for children aged 2-14 years) from the edge of the nostril. Rotate
the swab 10 times against the nasal wall. Remove and repeat the
sampling process using the same swab for the other nostril.

(b). Nasopharyngeal swab collection: insert swab through the nares
perpendicular to the nose (face) until resistance is encountered and
the fingers touch the nose. Leave the swab in place for 15 — 30
seconds. Rotate the swab 3 times and remove it from the
nasopharynx.

(c). Oropharyngeal (throat) swab collection: insert swab into the
posterior pharynx and tonsillar areas. Rub swab over both tonsillar
pillars and posterior oropharynx and avoid touching the tongue,
teeth, and gums.

After collection, the sample is recommended to be tested
immediately. If this is not possible, the sample should be stored in
a dry and sterilized container. The swab sample can be stored at
2-8°C for up to 8 hours or at -20°C for up to 7 days.

6.2

6.3

7. Test Procedure
Allow the kit to come to room temperature (15 — 30°C) before
testing.
Remove the Test Cartridge from its package. Place the cartridge
on a clean, flat and dry surface. Label the cartridge with patient ID.
Remove the foil from the top of the Extraction Tube.
Place and soak the patient swab into the Extraction Tube. Rotate
the swab 10 times while squeezing the sides of the tube.
Leave the swab in the tube for 1 minute.
Stir to mix the contents well. Remove the swab while squeezing the
sides of the tube.
Attach and tighten the dropper tip to the top of the tube. Swirl or tap
the tube bottom to mix the contents well.
Invert the Extraction Tube, and then vertically add 3 drops (around
75 pL) into each sample well of the cartridge.
Start the timer: leave the cartridge at room temperature for 15
minutes.
7.10After the 15-minute incubation, read the results. Do not read the
results after 30 minutes (from addition of the sample).
Note: Make sure there is sufficient light when reading and
interpreting the results. Results read before 15 minutes or after 30
minutes may be false negative, false positive, or invalid.
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8. Interpretation of Results

For each of the 3 test lane, the Control (C) line must appear for the test
to be valid regardless of the appearance of the test line(s). Failure to
observe the control line indicates the results are not reliable. When this
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occurs, check the operation procedure carefully, and test again with a
new sample. If the problem recurs, contact your local distributor.

(1) Positive Result
If the Control (C) line and the test line(s) for any of COV or MP or RSV

or ADV or FluA or FluB appear, the test is positive for the corresponding

pathogen, i.e.,, COV, SARS-CoV-2; MP, Mycoplasma Pneumoniae,

RSV, Respiratory Syncytial Virus; ADV, Adenovirus; FIuA, Influenza A;

FluB, Influenza B.

Note:

. The test lines (A, B or T line region) may vary in intensity
depending on the amount of antigen detected. Any visible (even
light or faint) T line(s) should be interpreted as positive.

. Co-infection with more than one pathogen is rare. If the results are
positive for more than one antigen, e.g., influenza A, B or SARS-
CoV-2, it's recommended to retest with a new sample.

(2) Negative Result

If the Control (C) lines are visible, but none of the test lines (COV, MP,

RSV, ADV, FIuA, FluB) appear, the test is negative.

Note:

. Negative results should be treated as presumptive. Negative
results do not rule out infection with SARS-CoV-2, MP, RSV, ADV,
Flu A or Flu B, and should not be used as the sole basis for
treatment or patient management decisions.

(3) Invalid Result

If the Control (C) line is not visible, the test is invalid.

Insufficient sample volume or incorrect operation are the most likely
reasons for invalid results. Review the procedure and repeat the test
with a new sample.

9. Limitations

9.1 Thetestis only for qualitative detection of SARS-CoV-2, MP, RSV,
ADV, Flu A and Flu B antigens.

9.2. This test detects both viable and non-viable SARS-CoV-2, MP,
RSV, ADV, Flu A and Flu B. Test performance depends on the
amount of antigen in the sample and may or may not correlate with
pathogen culture or molecular assay performed on the same
sample.

9.3 A negative test result may occur if the level of antigen in a sample
is below the detection limit of the test, if the sample was collected
or handled improperly or if the pathogen has amino acid changes
in the target epitope region recognized by the antibodies utilized
in the test.

9.4 Failure to follow the Test Procedure may adversely affect test
performance and/or invalidate the test result.

9.5 Test results obtained with the test must be used in conjunction
with other clinical history, findings, and epidemiological data, etc.

9.6 Positive test results do not rule out co-infections with other
pathogens, differentiate between SARS-CoV and SARS-CoV-2 or
identify specific influenza subtypes.

9.7 Negative results do not rule out infection with SARS-CoV-2, MP,
RSV, ADV, Flu A or Flu B, and should not be used as the sole
basis for treatment or patient management decisions, including
infection control decisions. Negative results must be combined
with clinical observations, patient history and epidemiological
information, and confirmed with a molecular assay, if necessary,
for patient management.

10. Warnings and Precautions

10.1 For in vitro diagnostic use only.

10.2 If the package has been damaged, the label cannot be seen
clearly or if the kit has expired, do not use the kit.

10.3 Read the instructions carefully before starting the test. To obtain
accurate results, the instructions must be followed.

10.4 Extraction Buffer of different lots are not interchangeable. The
results may not be reliable if reagents from different lots are mixed
or used together.

10.5 The test cartridge is for single test and cannot be reused. Do not
use expired cartridges.

10.6 Do not eat the desiccant.
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10.7 Avoid exposure of the skin, eyes, mouth, mucous membranes to
the Extraction Buffer. If the contact occurs, flush with large
amounts of water.

10.8 Use of gloves during sampling and testing is recommended.

10.9 The samples, used reagents and consumables are potentially
infectious waste and should be disposed of in accordance with
national and local regulations.
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