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COVID-19
SARS-CoV-2 Antigen Test Kit
(Immunochromatographie)

Please read this manual carefully before operation to
ensure proper use.

For medical professional use only

Product Name:
SARS-CoV-2 Antigen Test Kit (Immunochromatography)



2

Intended Use
The kit is intended for the qualitative in-vitro diagnostic of the N-protein antigen
of coronavirus SARS-CoV-2 in human nasal swab samples. The test is intended to
be performed during acute infection within 7 days after occurrence of symptoms if
the patient is suspected to be positive for SARS-CoV-2. Positive test results can be
used for the rapid identification of SARS-CoV-2 positive patients and therefore
support patient management and containment measures.

A positive test result only means that the N-protein antigen of SARS-CoV-2 was
detected in the sample. The test may not be used as a foundation for diagnosis or
to exclude SARS-CoV-2 induced pneumonia. The infection status of a patient
should be evaluated by combining several complementary methods (nucleic acid
detection or imaging methods). All diagnostic information should be evaluated
considering the anamnesis and contact history.

A negative test result neither excludes an infection with SARS-CoV-2, nor may they
be used as the sole basis for treatment und patient management decisisons.

Independently of the outcome, the test result should be confirmed by nucleic acid
detection.

Coronaviruses (CoV) belong to the order of nidoviridae and spilt in three species:
α, β and γ. While α and β are pathogenic only to mammals, γ mainly affects birds.
Transmission mainly occurs through direct contact with infectious droplets and
aerosols. Transmission through the oral-fedcal rout appears to be possible as well.
So far, 7 species of coronaviruses are know to cause respiratory diseases in humans
(HCoV): HCoV-229E, HCoV-OC43, SARS-CoV, HCoV-NL63, HCoV-HKU1, MERS-CoV
and the novel coronavirus (2019-nCoV or SARS-CoV-2). Symptoms of SARS-CoV-2
infections are amongst others: Fever and fatigue accompanied by dry cough,
shortness of breath etc. that can develop into severe pneumonia, adult respiratory
distress syndrome, septic shock or multiple organ failure.

Specifications Content

1 Test/Kit
REF: PCCSKU18003

1 Sample Tube with Extraction Buffer
1 Disposable Flock Swab
1 Test Reagent Card (sealed)
1 Desiccant
1 Instructions for Use

Product Composition:
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Test Principle
The conjugate-pad of the test strip is coated with a colloidal gold-labeled
monoclonal mouse-anti-SARS-CoV-2 antibody 1. In the test area (T) of the
nitrocellulose membrane, the colloidal gold-labeled monoclonal mouse-anti-
SARS-CoV-2 antibody 2 is immobilized while the polyclonal goat-anti-mouse-IgG
antibody is immobilized in the quality control area (C). If the tested sample
contains N-protein antigen, it forms a immunocomplex with the colloidal gold-
labeled monoclonal mouse-anti-SARS-CoV-2 antibody 1 which is captured and
detected by the second antibody immobilized in the test area (T). The colloidal
gold-labeled monoclonal mouse-anti-SARS-CoV-2 antibody 1 diffuses into the
quality control area (C), is captured by the secondary antibody and detected with
the appearance of a purple line.This line shows if the test was performed correctly
and if results are valid.

Main Components
The kit contains the following components:

Reagent Card:
Coated with labeled mouse anti-new coronavirus monoclonal antibody, coated
with mouse anti-new coronavirus monoclonal antibody (solid phase) and the
nitrocellulose membrane goat of anti-mouse IgG polyclonal antibody, water
absorption pad, PVC baseboard.

Sample Tube with Extraction Buffer:
Contains phosphate, surfactant 0.1 , preservative, etc.

Disposable Flock Swab:
Plastic Swab with absorbent tip to collect nasal secretion

Components required for detection but not provided: timer.

The components of the testkit are not interchangeable between different batch
numbers.

Storage conditions and validity period
The kit should be stored at 4~30℃. See the label for the production date and
expiration date.After the reagent card is opened, it will not affect the performance
of the kit within 60 minutes when exposed to temperature of 25℃ and humidity
of 40-65%.
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Sampling
The collection of samples can be done in one of two ways:

Nasopharyngeal swab

1. Gently hold the test person’s head and tilt it 70°
backwards.

2. Insert the swab into the nostril and gently guide it
into the lower nasal cavity. Do not move the swab
abruptly to avoid injury and bleeding.

3. When the tip reaches the back of the nasopharyngeal
zone, turn the swab once. Repeat the rotation five times
and wait shortly between each turn to avoid involuntary
coughing. Remove the swab and repeat the process in the
other nostril with the same swab.

Nasal Swab

1. Using the disposable flock swab provided in the kit,
carefully insert the swab into one nostril of the patient.
The swab tip should be inserted up to 2-4 cm until
resistance is met.

2. Roll the swab 5 times along the mucosa inside the nostril
to ensure that both mucus and cells are collected.

3. Using the same swab, repeat this process for the other
nostril to ensure that an adequate sample is collected
from both nasal cavities and withdraw the swab from the
nasal cavity.
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Sample Preparation
The sample should immediately be processed with the provided sample tube and
the contained extraction buffer.

If the sample cannot be processed immediately, the swab can be stored in a dry,
sterilized sampling tube. It can be stored for 1 hour at 2-8°C and for a long time at
-70°C.

Testing Procedure

Read the instructions for use carefully before starting the test and strictly adhere
to the guidelines.

1. Submerge the swab sample into the buffer solution in the sample tube.Make
sure the swab tip is completely covered in liquid.Turn the swab several times
and gently press it against the wall of the sample tube.Remove the swab and
close the tube tightly.

2. Remove the test card from the packaging and place it on an even surface.
Wait until the card has reached room temperature before using it.

3. Add 3-4 drops (ca. 80 µl) of the previously prepared sample solution from the
sample tube directly into the cavity in the test card.

4. Let the test card rest at room temperature for about 15-20 minutes. Should
the development of the test take more than 30 minutes, results are invalid.

Interpretation of Results

Positive:
Two red lines, test area (T line) and quality control area (C line) are both coloured

Negative:
Only one red line, the quality control area (C line) is coloured.
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Invalid:
The quality control area (C line) does not show a read line. The test is invalid and
must be repeated.

Limitations
• This testkit is a qualitative test and should only be used as support for in-

vitro diagnosis

• This testkit is used for the qualitative in-vitro detection of the N-protein
antigen of SARS-CoV-2 in human nasal swab samples.

• A positive test result means that the N-protein antigen of SARS-CoV-2 was
detected in the sample. The test may not be used as a foundation for
diagnosis or to exclude SARS-CoV-2 induced pneumonia.The infection status
of a patient should be evaluated by combining several complementary
methods (nucleic acid detection or imaging methods). All diagnostic
information should be evaluated considering the anamnesis and contact
history.

• If the amount on N-protein antigen in a sample is below the limit of
detection, a false-negative test result may occur.

• Flawed samplig, transport, handling and insufficient virus content in a
sample may lead to false-negative results.

Performance Characteristics
Negative reference product compliance rate:
When testing negative reference material (N1-N10), the compliance rate should be
10/10.

Positive reference product compliance rate:
When testing positive reference material (P1-P5), the compliance rate should be
5/5.

Reference Limit of Detection:
S1 ~ S4 are all positive, S5 can be positive or negative.

Repeatbility Reference:
When repeatability samples are tested in parallel (J1/J2), the test result should be
positive.

Crossreactivity: The following pathogenic microorganisms were tested for
crossreactivity with the SARS-CoV-2 antigen testkit. For none of the tested
microorganisms, crossreactivity was observed.
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Analytes Test concentration

Endemic human Coronavirus NL63 ≤9.87x103PFU/mL

MERS Coronavirus ≤793PFU/mL

Influenza A virus (H3N2) ≤8.82x104 PFU/mL

Influenza B virus (Malaysia) ≤2.92x104 PFU/mL

Rhinovirus ≤4.17x105PFU/mL

Endemic human coronavirus OC43 ≤ 1.0x105PFU/mL

Endemic human coronavirus 229E ≤ 1.0x105PFU/mL

Adenovirus ≤ 1.0x105PFU/mL

Metapneumovirus ≤ 1.0x105PFU/mL

Parainfluenza virus type 1 ≤ 1.0x105PFU/mL

Parainfluenza virus type 2 ≤ 1.0x105PFU/mL

Parainfluenza virus type 3 ≤ 1.0x105PFU/mL

Parainfluenza virus type 4 ≤ 1.0x105PFU/mL

Influenza A virus (H1N1) ≤ 1.0x105PFU/mL

Enterovirus ≤ 1.0x105PFU/mL

Respiratory syncytial virus ≤ 1.0x105PFU/mL

Haemophilus influenzae ≤1.0x106CFU/mL

Streptococcus pneumoniae ≤1.0x106CFU/mL

Streptococcus pyogenes ≤1.0x106CFU/mL

Candida albicans ≤1.0x106CFU/mL

Bordetella parapertussis ≤1.0x106CFU/mL

Mycoplasma pneumoniae ≤1.0x106CFU/mL

Chlamydia pneumoniae ≤1.0x106CFU/mL
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Analytes Test concentration

Legionella pneumophila ≤1.0x106CFU/mL

Mycobacterium tuberculosis ≤1.0x106CFU/mL

Pneumocystis yersinensis ≤1.0x106CFU/mL

Pseudomonas aeruginosa ≤1.0x106CFU/mL

Staphylococcus aureus ≤1.0x106CFU/mL

Streptococcus salivarius ≤1.0x106CFU/mL

Endemic human coronavirus HKU1 ≤1 x 105 PFU/mL

SARS coronavirus ≤1 x 105 PFU/mL

Staphylococcus salivarius ≤1 x 106 CFU/mL

Human nasal rinse ≤14%

Interference:
The following components were tested with SARS-CoV-2 antigen testkit to
determine their potential influence on the test outcome. All test results were
negative, indicating that none of the components interfered with the test.

Analytes Test concentration

Purified Mucin ≤10mg/mL

α-Interferon ≤3million U

Ribavirin ≤2.0mg/mL

Oseltamivir ≤375ug/L

Peramivir ≤20ug/mL

Levofloxacin ≤5ug/mL

Azithromycin ≤0.15g/L

Ceftriaxone ≤100mg/mL

Meropenem ≤1ug/mL

Tobramycin ≤0.125mg/mL

Oxymetazoline ≤0.126ug/dL



9

Analytes Test concentration

Sodiumchloride ≤0.9%

Flutimethasone ≤200ug/mL

Budesonide ≤0.64nmol/L

Benzocaine ≤150mg/dL

Mupirocin ≤0.15mg/dL

Biotin ≤0.354mg/dL

Diphenhydramine ≤0.0774mg/dL

Dextromethorphan ≤0.00156mg//dL

Dexamethasone ≤1.2mg/dL

Normal nasopharyngeal mucus ≤5%

Whole blood ≤5%

Limit of Detection:
The sample solution of nasopharyngeal swab samples from non-infected people
was used as a matrix diluent to test a inactivated saolution of SARS-COV-2 viruses
in a serial dilution. The limit of detection is 100 TCID50/ml.

Hook-Effekt:
Inactivated SARS-CoV-2 virus solution with a concentration of 2.0 x 105 TCID50/ml
was tested as a sample. No Hook-effect was observed.

Clinical Performance:
Results for 153 nasal swab samples with this kit and a nucleic acid detection kit
(RT-PCR) for SARS-CoV-2 were compared. Results showed a positive conformity
rate of 97.31% (95% CI: 93.84%~99.12%) and a negative conformity rate of 99.75%
(95%CI: 98.61%~99.99%). Overall conformity was determined to be 98.98%
(95%CI: 97.78%~99.62%). Results are shown below.

Reagents
RT-PCR

Total
Positive Negative

SARS-CoV-2-Antigen-Testkit
(Immunochromatography)

Positive 181 1 182

Negative 5 399 404
Total 186 400 586
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Positive coincidence rate (sensitivity): 97.31% (95% CI: 93.84%~99.12%)
Negative coincidence rate (specificity): 99.75% (95%CI: 98.61%~99.99%)
Overall coincidence rate: 98.98% (95%CI: 97.78%~99.62%)

Remarks
• This Testkit is only to be used for In-vitro-Diagnostics. Before testing, read

the instructions for use carefully and strictly adhere to the instructions given.

• Sampling, sample storage and sample processing must be done according to
applicable guidelines and regulations.

Storage of sample material and waste disposal:

Remaining sample material and waste from the test procedure must be treated as
infectious waste.Adhere to applicable guidelines and regulations for disposal. It is
recommended to add ether, 75% Ethanol, chloric disinfectant, peroxyacetic acid or
chloroform to inactivate the virus.

Statistical Indicators Estimated Value
95% CI
Lower limit Upper limit

Positive coincidence rate 97.31% 93.84% 99.12%
Negative coincidence
rate 99.75% 98.61% 99.99%

Total coincidence rate 98.98% 97.78% 99.62%



11

Symbol Explanation

In vitro diagnostic
medical device

Content sufficient for
<n> Tests

Manufacturer

Do not re-use

CE Marking

Caution

Consult instructions
for use

Biological risks

Catalogue number

Symbol Explanation

Batch Code

Manufacturing date

Use by

Temperature Limit:
4~30°C

This way up

Keep dry

Fragile, handle with
care

Keep away from
sunlight

4°C

30°C
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Technical Support

Thank you for using the SARS-CoV-2-Antigen-Testkit (Immunochromatography).
Please read this manual carefully before operation to ensure proper use.

If test results are repeatedly invalid or other question occur, please contact our
support:

+43 6229 39608
info@procomcure.com

Procomcure Biotech GmbH
Breitwies 1
5303 Thalgau
Austria

Version 1.0
Date of Approval: 03/23/2021


