
Immognost SARS-CoV-2 Antigen Rapid Test 
 IM-10101-25 

Immognost SARS-CoV-2 Antigen Rapid Test Directions for use ‒ GI-IM-10101-25-DE-02 © 05/2021   All rights reserved. 

 [1] 

Intended use 
The Immognost SARS-CoV-2 Antigen Rapid Test is a fast 
immunochromatographic test to qualitatively substantiate SARS-CoV-2 
antigens from swabs of the anterior nasal area in humans. The Immognost 
SARS-CoV-2 Antigen Rapid Test is only intended for professional use and 
serves as an aid for the diagnosis of a SARS-CoV-2 infection. The product can 
be used in any lab environment as well as at the point of care in accordance 
with the applicable requirements. As with all diagnostic analyses, other lab 
tests and the patient’s clinical data must be considered by medical 
professionals. 
 

Summary 
The severely acute respiratory syndrome Coronavirus 2 (SARS-CoV-2; 
previously 2019-nCoV, 2019-novel Corona Virus, "novel coronavirus 2019") is 
the designation for a newly identified coronavirus, which causes the 
coronavirus illness COVID-19 (1). SARS-CoV-2 is an enveloped RNA virus of the 
genus betacoronavirus. It is transmitted in droplets or direct contact from 
person to person. An incubation period of 6 days has been identified for the 
infection. In patients with a respiratory illness caused by SARS-CoV-2, fever is 
the most common symptom, followed by coughing(2). In more rare instances, 
gastrointestinal symptoms are observed (1).  
 

Test principle 
The Immognost SARS-CoV-2 Antigen Rapid Test, which was developed and 
produced entirely in Germany, is a fast and informative tool in acute 
diagnoses, which can substantiate SARS-CoV-2 antigens in a few minutes and 
thus identify people who have been infected with SARS-CoV-2. The test is thus 
suitable as a decentralised mass test to obtain fast and informative results, 
establish local distribution and take containment measures. The sample is 
taken from the front nasal region at a depth of just 2.5 cm (upper respiratory 
tract). You should be aware that SARS-CoV-2 antigens can usually be 
substantiated in the upper respiratory tract until the 9th day of infection. The 
peak is to be expected between the 3rd and the 5th day after infection. After 
this period, SARS-CoV-2 antigens are only detectable in the lower respiratory 
tract and a deep nasal or throat swab is recommended (3, 4). 
 

The Immognost SARS-CoV-2 Antigen Rapid Test consists of a membrane 
stripe, on which the test line area (T) is immobilised by a highly specific 
monoclonal anti-SARS-CoV-2 antibody. A second monoclonal anti-SARS-CoV-
2 antibody is linked to blue latex particles and is on the lower edge of the 
membrane on the membrane stripe. In the control line area (C) on the test 
stripe, an anti-Mouse-IgG has been applied, which functions as a true control 
line and shows the correct operation of the test after sample application. As 
soon as the swab has dissolved into the reagent and dripped onto the test 
field of the test cartridge, the liquid dissolves the conjugate from the 
conjugate pad and it runs over the test stripe. The latex conjugate moves 
chromatographically up the membrane and reacts with the SARS-CoV antigen 
in the sample in the case of a positive test. This complex is then kept at the 
test line by the highly specific anti-SARS-CoV-2 antibodies. Non-bound 
conjugate then reacts with the anti-Mouse-IgG on the control line. With a 
positive result, the anti-SARS-CoV-2 antibody forms a test line with the 
antigen from the sample and the second anti-SARS-CoV-2 antibody from the 
latex conjugate in the analysis field of the test cartridge. The excess latex 
conjugate forms the control line by binding to the anti-Mouse-IgG. 
 

Note: before applying the patient sample, a coloured control line and a faint test line are visible on the 
test stripe.  
 

Contents 
▪ 25 x test cartridges, packaged in foil bags with desiccant  
▪ 1 x buffer for extraction (vial) 

Note: contains 0.09 % sodium azide as a preservative 

▪ 25 x test tubes with end caps 
▪ 25 x sterilised nasal swabs 
▪ 1 x instructions for use 
▪ 1 x quick instructions 
▪ test tube racks in the recesses of the carton flaps 
 

Additionally required materials 
▪ Personal protective equipment in accordance with local recommendations 
▪ Timer 
▪ Biohazard waste container 
 
Storage and stability 
The test kit must be stored at a temperature from 2-30 °C. The test cartridge 
and the test kit components must not be frozen  
 

Note: When storing in a refrigerator, all components must be allowed to rise to room temperature (15-
30 °C) for at least 30 minutes before conducting the test. Do not open the packaging while the 
components are rising to room temperature. 
 

The materials are stable until the expiration date stated on the packaging. 
 

Safety precautions 
▪ The instructions must be followed carefully. 
▪ The test is only intended for use by medical professionals. 
▪ The test must not be used if the foil bag is damaged. 
▪ The test is only intended for a single use. 
▪ The test must be used immediately after opening the bag. 
▪ The test must no longer be used after its expiration date. 
▪ Wear personal protective clothing and equipment during the test. 
▪ Follow the national and local guidelines on handling, using and disposing of 

clinical samples and test materials. 
▪ Dispose of all samples and used test materials as potentially infectious 

waste. 
 

Performance data 
Sensitivity and specificity 
Nasal swab samples have been analysed at several test centres to gather the sensitivity and specificity 
data. Negative and positive samples were analysed in parallel in a qPCR and in the Immognost SARS-
CoV-2 Antigen Rapid Test. To increase the number of positive reagents, negative samples were exposed 
to different concentrations of a defined SARS CoV-2 culture and also tested comparatively.  
 

The results are summarised in the table below: 
 

 PCR test result  

Positive Negative Total 

Immognost SARS-CoV-2 
Antigen Rapid Test 

Positive 101 1 102 

Negative 4 103 107 

Total 105 104 209 

 Sensitivity Specificity Accuracy 

96.19 % 99.04 % 97.61 % 
 

In the study, the Immognost SARS CoV-2 Antigen Rapid Test was shown to have a sensitivity of 96.19% 
and a specificity of 99.04 %. The accuracy is thus 97.61 %. 
 

Analytical sensitivity 
In the Immognost SARS-CoV-2 Antigen Rapid Test, a SARS-CoV-2 culture has been substantiated with 
1.5 x 102 PFU/ml.  
 

Cross-reactivity 
To check cross-reactive behaviour, the following listed viruses, bacteria and fungi were tested with the 
antibodies used or using the test. 
 

Species Test concentration(s)/method Result 

Coronavirus 229E IFT ‒ 

Coronavirus OC43 IFT ‒ 

Coronavirus NL63 IFT ‒ 

MERS Coronavirus IFT ‒ 

SARS-CoV-1 IFT + 

Influenza A virus subtype H1N1. (A/California/07/2009NYMC X-179A) 0.5mg/ml ‒ 

Influenza Antigen A/California/7/2009 (H1N1), like (A/Brisbane/10/2010) 40 µg HA/ml ‒ 

Influenza Antigen A/Brisbane/59/2007 (IVR-148) (H1N1) 40 µg HA/ml ‒ 

Influenza B Virus (B/Lee/40) 0.5mg/ml ‒ 

Influenza Antigen B/Guangdong/120/2000 20 µg HA/ml ‒ 

Influenza Antigen B/Florida/4/2006 22 µg HA/ml ‒ 

Influenza Antigen B/Brisbane/60/08 21 µg HA/ml ‒ 

Influenza Antigen B/Maryland/15/2016 29 µg HA/ml ‒ 

RSV 0.5mg/ml ‒ 

RSV A Panel - NIBSC 500,000 units ‒ 

RSV B Panel – NIBSC 500,000 units ‒ 

Bordetella pertussis, DSM 5571 107 CFU/ml ‒ 

Chlamydia pneumoniae, DSM 19748 107 cells/ml ‒ 

Haemophilus influenzae, DSM 4690 107 CFU/ml ‒ 

Staphylococcus aureus, Protein A-positive, miprolab 2628 107 CFU/ml ‒ 

Staphylococcus epidermidis, NCTC 14990 107 CFU/ml ‒ 

Streptococcus pyogenes, DSM 20565 107 CFU/ml ‒ 

Streptococcus pneumoniae, DSM 20566 107 CFU/ml ‒ 

Candida albicans, DSM 6569 107 CFU/ml ‒ 
+ = Cross-reactivity,  ‒ = No cross-reactivity 

Cross-reactivity was observed only with SARS-CoV-1. 

 
Interferences 

Interfering substance  Test concentration(s) Result 

Fluticasone proprionate 0.025 ‰ ‒ 

Mupirocin Application concentration ‒ 

Sodium cromoglicate 0.6 % ‒ 

Oseltamivir 0.6 mg/ml ‒ 

Oxymetazoline 0.075 ‰ ‒ 

Phenylephrine 0.5 %  ‒ 

Phenol 0.4 % ‒ 

Tobramycin 4 µg/ml ‒ 

Bepanthen® sea water nasal spray 5 % ‒ 

Cefazink® 20 mg  0.5 % ‒ 

Otriven® SinuSpray 0.1 % 15 % ‒ 

Tetesept® nose spray 10 % ‒ 

WICK® first defence micro-gel spray for nasal rinsing Application concentration ‒ 

Mucin 0.5 % ‒ 

Whole blood 4 % ‒ 

‒ = No interferences 
 

No interferences were determined in the test with the tested substances. 
 
 

Repeatability and reproducibility 
The repeatability and reproducibility of the Immognost SARS-CoV-2 Antigen Rapid Test has been 
checked using an internal reference panel with negative samples and a range of positive samples.  
No differences within the test range were determined between the test ranges, between the batches, 
between the users and between the days. 
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Test implementation (see also the following pictograms) 

 
Test preparation 
1. Remove the test cartridge from the packaging. Place the test cartridge on 

a clean, flat surface, which is also at room temperature. Avoid 
contamination (e.g. hair or dust particles) on the test cartridge. 

2. Hold the buffer vial vertically and fill the 
test tube with buffer liquid, until the 
indicated fill line on the test tube is 
reached (300 μl). 

  

Note: False test results are possible if the buffer quantity 
is too high or too low. 
 

3. Place the test tube in the round recesses in 
the cardboard flap. 

4. Have the patient blow their nose. 
 

Sampling and extraction 
5. Tilt the patient’s head back 45°-70° to flatten the passage at the front of 

the nose. 
6. Insert the swab with the flexible stem into one nostril parallel to the 

palate. 
7. The swab should be taken 

approx. 2.5 cm into the nose 
and thus in the anterior (front) 
part. 

8. Rub and turn the swab 
carefully 5 times. 

9. Remove the swab slowly with a rotating motion. 
10. Put the swab into the other nostril and repeat steps 8 to 9. 
11. Take the test tube and open the tube at the upper, blunt end. 
12. Put the swab into the test tube and stir the swab with circular movements 

into the buffer liquid. Then squeeze out 
the swab by pressing the test tube in the 
middle with your fingers and pass the 
swab at least 5 times through the 
squeezed area with an up and down 
movement. 

13. Break off the swab stem at the break 
point and close the cap of the test tube. 

 

Test implementation 
14. Hold the test tube in such a way that the pointed side is pointing upwards 

and open the pointed side of the test tube.  
15.  Then turn the test tube again and add 3 droplets of sample liquid 

vertically into the sample well of the test cartridge. Do not move the test 
cartridge until the test is complete and ready to be read.  
 

Note: If it is not possible to generate 
enough droplets, this may be due to a 
blockage in the dosing opening. Shake 
the tube lightly to release the blockage 
until you can see droplets freely develop. 
 

16. Start the timer and read the 
results after 10 minutes. Do 
not read the results after more 
than 15 minutes. 

17. Close the test tube again and dispose of it with the used test cartridge in 
accordance with the local requirements and the disposal protocol for 
biologically hazardous waste. Alternatively, you can use the sample for 
further testing.  

 
 
 
 
 
 
 
 
 
 
 
 
 

Test analysis (see also the following pictograms) 

 

Negative result: If one control line (C) and no test line (T) appear 
inside the readout window, the result is negative. 
 

Positive result: If one control line (C) and one test line (T) appear 
inside the readout window, the result is positive. 
 
Note: Any test line (T), regardless of how weak the line is, is to be analysed as a positive test result. 

 
Invalid result: If the control line (C) is not visible after administering the 
test, the result is invalid and should be repeated. 

 

Limitations 
▪ The contents of this test kit are to be used for the professional and 

qualitative substantiation of SARS-CoV-2 antigens from swab samples of 
the anterior nasal region (up to 2.5 cm). Other sample types may lead to 
false results and must not be used. 

▪ Failure to observe the test procedure instructions and the instructions for 
interpreting the test results can negatively impact the performance of the 
test and/or lead to invalid results.  

▪ A false negative test result can occur if the sample is not taken, extracted 
or transported properly. A negative test result does not rule out the 
possibility of a SARS-CoV-2 infection and should be confirmed with a virus 
culture or a qPCR assay. 

▪ A positive test result does not rule out a co-infection with other 
pathogens.  

▪ The test results must be analysed in connection with other clinical data, 
which is available to the doctor.  

▪ Reading the test results earlier than 10 minutes or later than 15 minutes 
after administering can lead to false results.  

▪ The Immognost SARS-CoV-2 Antigen Rapid Test is not intended to 
substantiate defective (non-infectious) viruses in the later stages of viral 
emission, which may be detected by PCR molecular tests.  

▪ An infection with SARS-CoV-1 may lead to positive results. 
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Symbol directory 

 
 
 

Manufactured by ImmoGnost GmbH, 
Marie-Curie-Strasse 8, 37079 Göttingen, Germany 

 

 Order number  Follow the directions for use 

 Batch number  Storage temperature 

 Manufacturer  Not reusable 

 Expiration date  Attention 

 In-vitro diagnosis  Do not use if damaged 

 
Contents sufficient for the stated 
number of tests 

 
CE mark in accordance with  
IVD guideline 98/79 EU 


