COWI .

o 1x Pre-filled
By IEL buffer Tube
with cap
COVID-19 a==
. IxSterile
o Nasal Swab
@. Approved for HOME TEST __
; = 8np BEE
1x Test Device g - %HD @E‘E

INSTRUCTION FOR USE o

covi

[ R —

Disposal
Bag

1x Disposal Bag

Download the CoviFind App E

2 Scan  EpERT e

> . rt

} s QR code ~tkFr-k
App Store

Google Play

INTENDED USE:

COVIFIND COVID-19 Antigen Self-Test is an In-Vitro diagnostics
immunochromatographic rapid assay kit for the qualitative detection of
SARS-CoV-2 specific antigen in nasal swab specimens from symptomatic
& asymptomatic individuals. This test is authorised & intended for non-
prescription home use as self-test with the self-collected nasal specimens
from individuals aged 18 years or older & with adult collected nasal
specimens from individuals aged 2 years or older. This test intended to be
used as an aid in the diagnosis of SARS-CoV-2 infections. A positive test
result should be considered as a true positive & does not need recon-
firmation by RT-PCR test. Negative results must be combined with clinical
observations, patient history, and epidemiological information

Symptomatic individuals identified negative by Rapid Antigen Test (RAT)
should be linked with RT-PCR test facility and subsequently get tested by
RT-PCR to rule out COVID-19 infection. In the meantime, such individual
will be urged to follow home isolation and treatment as a negative report
on RAT may not be true negative in some cases

Make sure they are
dry before starting
the test.

the test
components from
the box and place
them on a flat surface.

PRINCIPLE

COVIFIND COVID-19 Antigen Self-Test is an immunoassay kit for rapid
and qualitative determination of SARS-CoV-2 infection from swab
specimens. Monoclonal anti-SARS-CoV-2 nucleocapsid antibody is
coated on the test line region. Antigens of SARS-CoV-2 in the specimens
react with the anti-SARS-CoV-2 monoclonal nucleocapsid antibody
coupled with gold conjugate, and form an antigen-antibody complex
followed by reaction with anti-SARS-CoV-2 monoclonal nucleocapsid
antibodies immobilized in the test line. This complex migrates on the
membrane, where it will be captured by the monoclonal anti-SARS-CoV-2
antibody. A coloured test line would be visible in the result window if SARS-
CoV-2 antigens are present in the specimen. The intensity of coloured test
line will vary depending upon the amount of SARS-CoV-2 antigen present
inthe specimen. If SARS- CoV-2 antigens are not present in the specimen,
then no line appears in the test line. The control band is used for
procedural control and should always appear if the test procedure is
performed correctly.

Open the COVIFIND App
and fill in the credentials

(*All the fields are mandatory
as per ICMR guidelines)

the test
device from the pouch.

the QR code on
the cassette to link the
code with your
credentials

Aluminium foil

the Aluminium foil
from the pre-filled
buffer tube.

Push the buffer
tube on to the

Sample Collection: Step 1

the
sterile swab
from the tail end.
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DO NOT TOUCH
THE SWAB HEAD

ample Collection: Step 2

insert the
swab into one nostril
2-4 cm or until
resistance is met.

b 4

the Swab,
gently rubbing it along
the insides of your nasal
passage at least 5 times.

Sample Collection: Step 3

Using the same swab,

Insert the swab in the
buffer tube and

in the fluid.
tip
through the Tube to
remove any
remaining fluid.
n
Hold the buffer tube

firmly, lift the swab till

the swab handle
at breakpoint.




the tube and discard
the stick.

the cap on top
of the buffer tube.

of
fluid from the tube
into the sample well
of the test device.
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(*The test device should be immediately used once opened)

Timer

You can read the

Results post 20 minutes should
not be considered valid.

of the
Test device on the App.
The App will analyse and
display your Covid-19
test result and the same
shall be final result.

Read Result Disposal of Test Kit
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If both the Control g i : or
line “C” and the Test  |°
line “T” appear, the
result is Positive. Meil

Look very closely! Even a faint line
at the bottom indicates a positive result.

of positive result

All Individuals who test positive may be considered as true positives
and no repeat testing is required. All test positive individuals are advised to
follow home isolation and care as per the ICMR & Ministry of Health &
Family Welfare (MoH&FW) protocol which can be accessed at:
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If there is only control line 2 . i
“C” and no test line “T” °
visible, the result is
Negative. kel

All symptomatic individuals who test negative by RAT should get
themselves tested by RTPCR. This is especially important as the RATs are
likely to miss few positive cases presenting with a low viral load. All RAT
negative symptomatic individuals may be treated as suspect COVID-19
cases and are advised to follow ICMR/MoH&FW home isolation protocol
while awaiting the RTPCR test result.
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Invalid regardless of whether
Mei Meii test line “T” is visible.
In this case repeat the test
with a new kit.
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the swab, tube
and test device into
the disposal bag.
Disposal
Bag

the disposal bag

Disposal and the bag
~ bag in a waste bin.

Disposal bag provided along with the kit provides high level of
biocontainment.

The swab inserted in extraction buffer tube which lyse and
deactivates the SARS-CoV-2 virus. This tube with broken swab
head inside, along with the other components of the test should be
put inside the waste disposal bag and thrown in the household
waste. Disinfect all surfaces that the specimen may have touched
andwash your hands after disposal.

*Discard as per the guidelines for Handling, Treatment, and
Disposal of Waste Generated during Treatment/Diagnosis/
Quarantine of COVID-19 patients issued by Central Pollution
Control Board.

1. Does this test hurt?

The nasal swab may cause slight discomfort. It is important to
follow the nasal swab collection steps as indicated in the
procedure. Discomfort may occur if the swab is inserted beyond
the recommended depth. If painful, slightly withdraw the swab to
finish the sample collection process.

2. What is the best time to read the results?
15 minutes.

3. What are the potential benefits and risks of this test?

Potential benefits

The test can determine if you have an active COVID-19 infection.
The results, along with other information, can help your
healthcare provider make informed decisions about your
treatment.

You can help limit the spread of COVID-19 by knowing your
infection status and taking appropriate social distancing
measures

Possible risks:

Slight discomfort during the nasal sample collection.

Possible false test results may occur, if symptoms continue, you
should repeat the test after 1-2 days, as the coronavirus may not
be detectable in the very early phases of infection. You are also
advised to continue following local guidelines for self-isolation
and consultyour doctor.

4. What are the differences between a COVID-19
Molecular, Antigen and Antibody test?

There are three main types of COVID-19 tests. Molecular tests
(also known as PCR tests) detect the genetic material of the
coronavirus. The Covifind™ COVID-19 Antigen Self-Test is an
antigen test. Antigen tests detect coronavirus proteins. Antibody
tests detect antibodies produced by your body's immune
system in response to a previous COVID-19 infection. Antibody
tests cannot be used to diagnose an active COVID-19 infection.

Test Limitations

«  COVIFIND COVID-19 Antigen Test is in vitro diagnostic test,
designed for the qualitative detection of SARS-CoV-2 antigen,
as self-testathome

«  Theresults obtained with this test should only be interpreted in
conjunction with other diagnostic procedures and clinical
findings

« If the test result is negative and clinical symptoms persist,
additional testing using other clinical methods is
recommended. A negative or non-reactive test result does not
preclude the possibility of exposure to or infection with SARS-
CoV-2virus atany time.

«  The test for the detection of SARS-CoV-2 antigen should be
done in human nasal swab specimens only.

«  Failure to follow the test procedure and interpretation of test
results may adversely affect the test performance and/or
produce invalid results.

« Positive test results do not exclude co-infections with other
pathogens while Negative test results do not include other
coronavirus infection except the SARS-CoV-2.

Scan QR Code For Video Instructions
On How To Use COVIFIND At Home
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‘ Manufactured & Marketed by:

Meril Diagnostics Pvt. Ltd.

Second Floor, D1-D3, Meril Park, Survey No. 135/2/B & 174/2,
Muktanand Marg, Chala, Vapi - 396 191, Gujarat, India.

Tel: +91-260-2408000, Fax:+91-260-2408025,

Toll Free: 1800-266-3745 Email: covifind@merillife.com

- www.merillife.com
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