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USE

The COVID-19 IgM/IgG Rapid Test is a chromatographic immunoassay for the qualitative
detection of specific IgG and IgM antibodies to SARS Cov-2 from human whole blood,
capillary blood, serum or plasma. The Unibiosciene Covid-19 Antibody Test Kit is intended
for use in identifying individuals with an adaptive immune response to SARS-CoV-2
indicative of recent or past infection.

Low sensitivity increases the risk of false negative results and could lead to unnecessary
quarantine of subjects with developed antibodies. Low specificity increases the risk of false
positive results and could lead to false assumptions about immunity. Carefully selected
POC serologic tests for SARS-Cov-2 can be used in large-scale testing but should only be
used by licensed medic1al personnel who are capable of understanding their limitations and
interpreting the results.

SUMMARY AND STATEMENT

SARS- CoV-2, also known as Covid-19 virus, causes an acute respiratory infectious
disease. Humans are generally susceptible. The main source of infection is currently
individuals infected with the virus, including those who have an asymptomatic course.
According to recent epidemiological studies, the incubation period varies between 1 and 14
days, but most commonly between 3 and 7 days. Typical symptoms of manifestation
include fever, fatigue, and dry cough. In rare cases, symptoms may include rhinorrhea, sore
throat, myalgias, and diarrhea. Younger people often experience loss of taste and smell.

PRINCIPLE OF THE TEST

The Unibiosciene Covid-19 Antibody Test Kit is an immunochromatographic lateral flow
assay for the detection of SARS Cov-2 antibodies in whole blood, capillary blood, serum or
plasma. This assay uses anti-human IgM antibody (test line IgM), anti-human IgG (test line
IgG), and anti-mouse IgG (control line C) immobilized on a nitrocellulose strip. The
conjugate pad contains recombinant SARS-Cov-2 antigen (spike protein RBD domain
major antigens of SARS-Cov-2) conjugated with colloid gold. During the assay, the sample
binds to the SARS-Cov-2 antigen conjugated gold colloid coated particles in the assay
cassette. When a sample followed by assay buffer is added to the sample well, IgM and/or
IgG antibodies, if present, bind to the COVID-19 conjugates and form an antigen-antibody
complex. This complex migrates through the nitrocellulose membrane by capillary action.
When the complex encounters the line of the corresponding immobilized antibody
(anti-human IgM &/or anti-human IgG), the complex is captured and forms a colored line
confirming a reactive test result. The absence of a colored line in the test region indicates a
non-reactive test result. For procedural control, a colored line appears in the control line
region indicating that the correct sample volume has been added and the membrane has
been wicked. Failure of a colored line to appear in the control line region indicates an invalid
test.

REAGENTS AND MATERIALS

Supplied The box contains:

Die Box enthalt:

15 single pack test kits The test kit contains:
m Test cassette (1)

m Pipette (1)

m Buffer solution (1)

m Safety lancet (1)

m Alcohol swab (1)

m Plastic collection box (1)

WARNINGS AND PRECAUTIONS

m For in vitro diagnostic use only. Do not use after expiration date.

m This test has been authorized only for the presence of IgM and IgG antibodies to
SARS-Cov-2, not for other viruses or pathogens.

m Do not eat, drink or smoke in the area where specimens or kits are handled.

= Handle all specimens as if they contained infectious agents. Observe established precautions
against microbiological hazards throughout the procedure and follow standard procedures for
proper disposal of specimens. The test should be performed in accordance with laboratory safety
management regulations.

m Wear protective clothing such as lab coats, disposable gloves, and eye protection when testing
samples.

m Immediately after using the individual components of the test kit, place them in the collection
box included in the test kit to avoid possible accidents or contamination. The used tests, samples
and potentially contaminated material should be disposed of in accordance with ASN 180103*.

= Humidity and temperature can adversely affect the results.
m Do not use components from different batches of kits.

STORAGE AND STABILITY OF THE KIT

The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable
until the expiry date printed on the sealed pouch of the test kit. The test cassette must remain in
the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.

SAMPLE COLLECTION AND PREPARATION

m The Unibiosciene Covid-19 Antibody Test Kit can be performed with whole blood, capillary
blood, serum or plasma.

= Whole blood or plasma can be collected using a tube containing EDTA, heparin sodium, citrate
sodium or potassium oxalate.

m Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear,
non-hemolyzed samples.

m Tests should be performed immediately after specimen collection. Do not leave specimens at
room temperature for an extended period of time. Serum and plasma specimens can be stored
at 2-8°C for up to 3 days. For long-term storage, samples should be kept below -20°C. Whole
blood collected by venipuncture should be stored at 2-8°C if the test is to be performed within 2
days of collection. Whole blood samples must not be frozen.

m Bring the samples to room temperature before testing. Frozen samples must be completely
thawed and mixed well before testing. Samples should not be repeatedly frozen and thawed.

m Heat-treated samples can falsify the detection result.

To draw blood from the capillary bed of the finger, first make sure that the subject's hand is
warm and well supplied with blood; if necessary, a short bath (3-5 min.) of the hand in warm water
will help. Clean the fingertip (middle or ring finger) with the alcohol swab included in the test kit
and massage the hand by wiping the hand towards the fingertip of the middle and ring finger.
Remove the cap of the safety lancet and prick the skin of the fingertip with a jerk. It is not possible
to use the safety lancet again. Wipe away the first traces of blood. Gently rub your hand from
the wrist over the palm to the finger to form a round drop of blood over the puncture site.
Withdraw the capillary blood using the pipette included in the test kit up to the pipette location
illustrated as the fill line in the figures.
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Removing the cap
of the safety lancet

Closing the cap of the
safety lancet

Puncture in the skin of the fingertip
(middle or index finger)

Capillary blood collection into the
pipette up to the filling line
(see illustrations Test procedure)

Wiping away the first traces of blood

TEST PROCEDURE

1. Let the test cassette, sample (whole blood, serum, or plasma), and buffer come
to room temperature (15-30°C) before testing.

Bring the aluminum foil pouch to room temperature before opening. Remove the test
cassette from the sealed pouch and use it within one hour.

2. Place the test cassette on a clean and flat surface.
3. for capillary blood samples

First follow the instructions in the last section of "Sample collection - and
SUHSDUDWLRQ DQG WKHQ SODFH GURS DSSUR]
the sample well (S) of the test cassette. Then open the blister with the buffer
solution at the predetermined breaking point by bending it sideways and then add
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timer. Avoid air bubbles in the sample well.

2 drops buffer solution

1 drop (approx.

10 i capillary blood) >
Fill line  se—)-

[ 2

.50

15 min

4. for serum or plasma samples or whole blood samples:

A) Hold the pipette included in the test kit vertically, draw up the sample to the filling line
illustrated in the operating instructions (approx. 10ul) and transfer 1 drop exactly into the
sample well (S) of the test cassette. Then open the blister with the buffer solution at the
predetermined breaking point by bending it sideways and then transfer 2 drops (approx.
50 pl) of buffer exactly into the sample well (S) and start the timer. Avoid air bubbles in the
sample well here as well.
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2 drops buffer solution
1 drop (approx.
10 pl serum, plasma >
Fillline - or whole blood)

15 mi

B) Analogously, a micropipette of your choice can also be applied with the mentioned
filling quantities.

10 pl serum, 2 drops buffer solution
plasma or

whole blood >

15 min

5. Wait until the colored line(s) appear. The test result should be read after 15
minutes. Interpretation of the result after 20 minutes has no diagnostic relevance.
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INTERPRETATION OF THE RESULTS

IgG and IgM positive: * Three lines appear. One colored line should always appear in
the control line (C) area, and two colored lines should appear in the IgG test line and IgM
test line area, respectively. This result is positive for IgG & IgM antibodies to SARS Cov-2
virus.

IgG positive: * Two lines appear. One colored line should appear in the control line (C)
area, and one colored line appears in the IgG test line area. The result is positive for IgG
antibodies against SARS Cov-2 virus.

IgM positive: * Two lines appear. One colored line should appear in the control line (C)
area, and one colored line appears in the IgM test line area. The result is positive for IgM
antibodies against SARS Cov-2 virus.

NOTE: The intensity of the color in the IgG and/or IgM test line region(s) depends
on the concentration of SARS Cov-19 antibody in the sample. Therefore, any color
shading in the IgG and/or IgM test line region(s) should be considered positive.

Negative: * A line appears. A colored line should appear in the control line region (C).
No line appears in the IgG or IgM test line region(s).

Invalid: Control line (C) does not appear. The most likely cause is improper test
performance or insufficient amount of buffer solution. Read the operating instructions
again and repeat the test procedure. If the problem persists, contact your local distributor
directly.
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LIMITATIONS

m The SARS Cov-2 IgG-IgM Rapid Test Kit is intended for in vitro diagnostic use by
healthcare professionals only. The test should only be used for the detection of SARS
Cov-2 antibodies in capillary blood, whole blood, serum or plasma specimens and is not
intended for home use. Neither the quantitative value, correlating to a titer, nor the
development of the SARS Cov-2 antibody concentration trend can be assessed with this
qualitative test.

It is essential to follow the instructions for test performance and sample collection given
in the operating manual.

m Reading the test results earlier than 15 minutes after adding the buffer can lead to
incorrect results. Do not interpret the result after 15 minutes.

m The purpose of the SARS Cov-2 IgG IgM rapid test is to detect existing immunity. A
negative test result does not exclude immunity. In case of doubt, the result should be
verified by an alternative test method, if necessary.

m The SARS Cov-2 IgG IgM rapid test is not intended to be used as the sole diagnostic
tool for the detection of SARS Cov-2 virus infection.

m In the early stage of the disease, anti-SARS Cov-2 IgM and IgG antibody
concentrations may be below the detection limit of this test.

m The test may have lower sensitivity for IgG detection in symptomatic individuals prior
to 14 days since symptom onset.

m As with all diagnostic tests, all results must be interpreted in conjunction with other
clinical information available to the physician.

m A negative result for an individual subject does not rule out SARS Cov-2 infection and
should not be used as the sole basis for patient management decisions. IgM antibodies
may not be detected in the early days of infection; the sensitivity of the SARS Cov-2
antibody test in the early phase of infection is unknown. False positive results for IgM
and IgG antibodies may occur due to cross-reactivity with pre-existing antibodies or
other possible causes. Specimens with positive results should be confirmed with
alternative testing methods and clinical findings before a diagnostic decision is made. A
negative result may occur if the amount of anti-SARS-CoV-2 antibody present in the
specimen is below the detection limits of the present assay or the antibodies to be
detected are not present at the disease stage at which a specimen is collected.

m Specimens containing unusually high titers of rheumatoid factor may affect expected
results.

m Positive results may be due to previous or current infection with non-SARS Cov-2
coronavirus strains, such as coronavirus HKU1, NL63, OC43, or 229E.

PERFORMANCE FEATURES
Our external verification of performance characteristics (sensitivity and specificity) was performed by
the Medlifelab Laboratory Center in Diizce/Istanbul.

1.sensitivity

To determine sensitivity, whole blood samples from N=246 SARS Cov-2 positive (RT-PCR)
symptomatic subjects (14th to 35th day of illness) were tested for the detection of SARS Cov-2 IgG
and IGM antibodies using both the classical ELISA method and the present test kit. Three test
cassettes showed an invalid result. The remaining 243 samples resulted in a rate of true positive
results and thus a sensitivity of 98.35% (95% CI=95.91%-99.56%) for the detection of IgG and IgM
antibodies. The mean optical density (OD) of the ELISA method for the detection of antibodies in
whole blood was 26.43 OD (min 13.20-max 40.80) for IgG and 18.11 OD (min 12.00-max 26.50) for
IgM. Our results, especially with regard to the optimal time of antibody detectability after symptom
onset, are in agreement with validation results from other reputable manufacturers.?

2. specificity

Whole blood samples from N=50 SARS Cov-2 IgG and IgM antibody negative healthy volunteers
were applied to determine specificity. The resulting rate of true negative test results and thus
specificity was 100% (95% C1=92.89%-100%).

MED ¢

TUVAR
Sensitivity
ELISA IgG Unibioscience Unibioscience
Days after and IgM Antibody test Antibody test
symptom onset positive 1gG positive IgM positive
N N N %
14-35 days 243 239 239 98,35
Specificity
. ELISA IgG Unibioscience Unibioscience
Healthy subjects and IgM Antibody test Antibody test
negative 19G negative IgM negative
N N N %
50 50 50 100

The positive reference panel used in the study was collected from hospitalized RT-PCR positive
COVID patients. The above data refer only to the performance of the supplied kits and do not
necessarily reflect the actual antibody status of the subjects.

m Cross reactivity

The SARS Cov-19 IgG/IgM rapid test was tested for anti-influenza A virus, anti-influenza B virus,
anti-RSV, anti-adenovirus, HBsAb, anti-H.Pylori and anti-HIV positive samples. The results
showed no cross-reactivity.

m Interfering (interfering) substances

Triglycerides, hemoglobin, bilirubin as well as ascorbic acid were tested with the rapid test kit and
no interferences were observed.
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This product fulfils the requirements of
the Directive 98/79/EC on in vitro
diagnostic medical device
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