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For in vitro diagnosis only

1 sterile nasal swab

Watch, timer

1 tube
+ 1 dropper cap

well

result

INCLUDED IN THE KIT 

Temperature limits 4°C-30°C

4°C

30°C

READ THE PRECAUTIONS ON THE BACK CAREFULLY BEFORE TESTING 
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POSITIVE

NEGATIVE THE TEST DIDN’T WORK

Associate your result with one of 
the following options :

Self-test 

NGB-COV-S21-304 - ENO904COV - Rev. 210707/EN/TW/ID

Buffer solution 

1 test device
with desiccant 

+ 1 package insert 
 NOT INCLUDED 

Remove the test from its foil pouch and 
place it flat on a clean surface.

Attach the dropper cap to the tube.
Put 3 drops of the mixture in the S/R well.

Wait a full 15 minutes before reading the 
result. Do not wait more than 20 minutes.

.

Place the tube into one of the tube holder 
holes (on the side of the box).
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Immediately after collection, insert 
the swab into the tube by rotating it 
in the solution 5 to 10 times while 
squeezing the tube.

Insert the nasal swab into the right nostril 
(about 2 cm) and twist it 5 times (about 15 
seconds). With the same swab, repeat the 
procedure in the left nostril.

Remove the swab by wringing it out to 
extract as much liquid as possible. Place 
the swab in its original packaging. If the control line (C) does not appear, the test result is not 

valid. Insufficient sample volume or an incorrect procedure 
are the most common reasons for missing control lines. 
Repeat the procedure using a new test or contact your 
doctor for any other diagnosis or medical question about 
you.

Only one line appears in the control area 
(C). No line appears in the test area (T). The 
sample does not contain SARS-CoV-2 
virus. If the symptoms persist, repeat a 
test within a few days. If symptoms 
worsen, or you have any medical 
questions, contact your doctor. Respect 
social distancing guidelines.

1 bottle 1 unit-dose

SYMBOLS 
Product reference 

In vitro Diagnostic Medical Device

Batch number

Expiry date

Read the instructions before use

Do not reuse

Keep dry 

Do not use if package is damaged

Content sufficient for 1 test

Manufacturer

Method of sterilization using ethylene oxide

Method of sterilization using irradiation

Authorized Representative in the European Community
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3 drops

Press

x 5 x 5

drops

all content

Without touching the edges of the tube, 
add the buffer solution.

15

or

2 lines appear, one in the control area (C) 
and another in the test area (T). The 
sample contains the SARS-CoV-2 virus. 
Isolate yourself and confirm the result as 
soon as possible with a PCR test. 

A weak intensity line should be  
considered as positive result.
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No cross reaction 

Variants  Other Human Coronavirus

· HCoV-NL63 Enterovirus, 
· MERS-CoV Respiratory Syncytial Virus,
· HCoV-OC43 Adenovirus, Influenza B,
· HCoV-229E Alpha Parainfluenza,
<1 µg/mL (=12,04x109 particules/mL) Beta Mycoplasma pneumoniae,

Gamma Bordetella pertussis,
Delta Humanes,

Metapneumovirus,
Influenza A H1 und

Cross reactions for concentration 

:≥ 5 ng/mL (=6,02x106 particules/mL) 

Influenza A H3,
Influenza A H1 2009

EnglishEN
TEST SUMMARY
Ninonasal® self-test is a rapid, single-use immuno-
chromatographic test for use as a diagnostic aid 
in the detection of SARS-CoV-2 antigen in a nasal 
sample. Ninonasal® self-test is intented for use 
by lay users in a private setting as a self-diagnosis.

TEST PRINCIPLE
Ninonasal® self-test includes a paper test strip 
inside a device. The test is performed by collecting 
a nasal sample extracted in a buffer solution, 
then placing 3 drops of this mixture on the test 
strip. When the test is performed correctly, up 
to 2 lines may appear on the paper. The control 
line (C) is used to confirm that the test has been 
used correctly and be visible if the migration has 
taken place. The test line (T) will only be visible if 
the applied sample contains the SARS-CoV-2 
virus (responsible for COVID-19).  

USE LIMITATIONS
• The test will produce negative results in the
following conditions: the amount of SARS-CoV-2 
virus in the sample is below the minimum 
detection limit of the test or the nasal sample 
was not collected correctly.
• Do not use nasal spray within 12 hours before
performing the test. 
• To have accurate results, do not use viscous
samples or samples that contains visible blood.
• A negative result never rules out the possibility 
of infection with COVID-19. If the test result is
negative and clinical symptoms persist, additional 
testing or other type of diagnosis should be
performed.
• Failure to follow the instructions for use can
lead to false positive or negative results.
• Infectivity cannot be ruled out on the sole basis 
of a negative test result.
• Positive or negative results must be confirmed by 
a healthcare professional.
• This test cannot determine the quantitative value 
of SARS-CoV-2 virus in the sample.
• The concentration of SARS-CoV-2 virus in the
sample may vary during the course of the illness 
and may decrease below the detection limit of the 
test (especially when the duration of symptoms 
increases). Samples collected within 7 days of
onset of the first symptoms are generally more

likely to give a positive result.
• The test confirms the presence of SARS-CoV-2 
core antigen (N protein) in a symptomatic patient. 
If the result is negative, it should not be used as 
the sole criterion for diagnosing a SARS-CoV-2
infection, consult your doctor.
• The user should not make any medically important 
decision regarding his health state without first 
consulting a healthcare professional.
• The test is intended for adults. If the test is
performed on children under 18 years old, it must 
be performed under the supervision of an adult.

WARNINGS AND PRECAUTIONS
• The test is for single use only. The test device,
swab, tube an cap should not be reused.
• Do not use if the expiry date has passed.
•  Do not use if the foil pouch is damaged (eg. torn, 
punctured) or opened.
• Do not open the aluminum pouch before reading 
the instructions carefully and being ready to test.
• Do not use any solution other than the buffer
solution that was supplied with the test. Do not
use an open or leaking buffer solution in bottle or 
unit-dose.
• Avoid eye/skin contact with the buffer solution.
• The test should be placed on a flat and clean 
surface while awaiting the result. The test should 
never face upwards.
• Do not eat, drink or smoke in the test handling area.
• If the instructions are not followed correctly, the 
results may be false.
• In case the pouch has been stored at 4-8°C, wait
at least 10 minutes for the test to return to room
temperature (15-25°C).

STORAGE
• The test should be stored between 4°C and 30°C.
• Do not freeze.
• Do not open the foil pouch until you are ready to 
perform the test. The test should be performed
immediately after opening.

DISPOSAL
After use, place the test and the kit content in its 
original package and dispose it according to local 
regulations.

PERFORMANCES
The sensitivity (or ability to detect true positives) 
of the test is 98% (confidence interval: IC95% 
[93-100]). The specificity (or ability to detect true 
negatives) of the test is 99% (confidence interval:  
IC95% [98-100]).

The test results were compared with the results 
obtained with the standard method (RT-PCR).

PERFORMING AND INTERPRETING
See detailed procedure on the back.
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