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 SieloCovid-Ag® 

Rapid test for the detection for qualitative detection of 
coronavirus antigen SARS-CoV-2 in human saliva sample 

(immunochromatography) 
Catalogue number: DNWBCVSA 

 

For professional in vitro diagnostic use ONLY. 
 

INTENDED USE - SUMMARY 

SieloCovid-Ag® is a rapid chromatographic immunoassay for the qualitative 

detection of specific SARS-CoV-2 antigens present in human saliva. This test is 
intended for professionals only, as an aid in the early diagnosis of SARS-CoV-2 

infection in a patient. The result of this test should not be the only basis for 

diagnosis. confirmatory check required. The test provides preliminary results. 

Side effects do not rule out SARS-CoV-2 infection and cannot be used as the sole 
basis for treatment or other management decision. 

Coronaviruses are a group of viruses that commonly cause respiratory infections 

of varying severity in humans and animals. It is estimated that about one third of 

upper respiratory tract infections in humans can be caused by coronaviruses. 
The SARS-CoV-2 virus (COVID-19) pandemic started in December 2019. The 

virus was first detected in China's Yuhan region and has since spread around the 

world. It is a new strain of the coronavirus that until then had not been isolated in 

humans. 
The new coronavirus strain spreads from person to person with droplets of cough 

or sneezing and symptoms usually appear within 2-5 days (maximum 14 days) of 

infection. According to World Health Organization estimates, each patient catches 

1.4 - 2.5 other people (compared to seasonal flu, each patient catches an 

average of 1.3 other people). Symptoms of infection in cases requiring 
hospitalization include fever, cough, and difficulty breathing, and chest X-rays 

showed severe damage to both lungs. 

There is currently no specific antiviral treatment for the new coronavirus 

infection. 
So far, the death toll from confirmed cases is low, less than 2%, lower than SARS 

and MERS. Most of the victims were over 60 years old and had other pre-existing 

health problems. It is important to implement measures to prevent the spread of 

the disease. The use of reliable diagnostic products of Point of Care helps in the 
early diagnosis, in the care of the patient but also in the reduction of the 

transmission of the disease. The majority of deaths are due to patients with 

severe chronic diseases, while the majority of patients treated for COVID-19 have 

at least one chronic disease such as COPD, asthma, SD, obesity, heart disease. 

Early diagnosis and patient care is important through the use of reliable rapid 
immunochromatography products with confirmed specificity and sensitivity from 

both viral culture and PCR. SieloCovid-Ag® has been confirmed to have a very 

high specificity and sensitivity compared to PCR, where it can be used 

alternatively giving results within 15 minutes and allowing the Health Professional 
to immediately apply it simply and reliably. 

 

PRINCIPLE OF THE METHOD 

Each test is performed separately for each patient, so that there are no cases of 

solvent vial infections, which lead to false results. SieloCovid-Ag®, as an in vitro 

diagnostic point care product is packaged separately for each patient, so it can be 

used individually in each patient, transported to any point where the patient is, 
maintaining high levels of specialization and sensitivity compared to PCR as it 

ensures the quality of its absence infectious reagents. The test procedure involves 

collecting the saliva sample, transferring it to a treatment vial containing reagent 

for mixing and incubating for 1 minute. The sample is then placed on the 

immunochromatographic apparatus and allowed to soak. 

According to the principle of gold immunochromatography, the dual antibody 

"sandwich" method is used to detect SARS-CoV-2 antigen in samples. When the 
antigen is present in the sample, the antigen binds to the corresponding gold-

labeled monoclonal antibody 1 and coated monoclonal antibody 2 on the test line 

(T line) to form a compound and then concentrated to a red band, showing a 

positive result. When the sample does not contain antigen, the complex cannot 

form in the test line and no red band appears, indicating a negative result. 

MAIN / ΚΕΥ INGREDIENTS 

The test line (T) is coated with SARS-CoV-2 2 monoclonal antibody and SARS-

CoV-2 1 solid gold monoclonal antibody. 

The quality control line (C) is coated with anti-mouse IgG antibody. 

Content kit 

1). Test device (separate packaging in aluminum foil). 
2). Extraction buffer vial. 

3). Instructions for use. 

STORAGE AND MAINTENANCE 

Store the box in the sealed package at 4 - 30 ', avoid heat and sun, in a dry 

place, for 12 months. DO NOT FREEZE IT. Protection measures must be taken for 

the heat in summer and the cold of winter, in order to avoid the high temperature 
or the phenomenon of cooling - thawing.  

Do not open the inner package until you are ready to use it. 
It should be used in one hour if it is open (Humidity: ≤60%, Temperature: 20 ℃ -

30.). Use immediately when humidity is> 60%. 

Store the SieloCovid-Ag® at 2-30 ° C. Do not freeze. All reagents are stable 

until the expiration dates on the outer carton and the buffer vial. 

SAMPLE REQUIREMENTS 

1. SieloCovid-Ag® can be used in a saliva sample. 
2. Saliva samples should be processed as soon as possible after 

collection. 

INSTRUCTIONS / METHODS OF THE TEST 

Instructions should be read carefully before use. 

Allow the contents of SieloCovid-Ag® to equilibrate at room temperature for 30 
minutes (20 ℃ -30 ℃) before use. Do not open the inner package until you are 

ready to use it. It must be used in one (1) hour if it is open (Humidity ≤60%, 
Temperature: 20 ℃ -30.). Use immediately when humidity is> 60%. 

 

SAMPLE MANAGEMENT 

SieloCovid-Ag® is designed to use human saliva as a sample. Sample collection 

should follow a standard clinical procedure. 

Do not put anything in your mouth, including food, drink, chewing gum or 

tobacco products, for at least 10 minutes before collecting saliva. 

1. Remove the swab from the sealed case. 

2. Cough deeply twice before collecting samples. 

3. Insert the cotton swab into the mouthpiece. Then push back and forth along 

the gum line from one end to the other, on both sides of the cheek and on the 
top of the tongue 3 to 5 times. 

4. Open the manhole cover. Remove the collection cotton swab from the mouth 

and place it in the tube containing 1 ml of sample extraction buffer, then stir 

thoroughly along the wall of the tube. Break the collector, leaving the sponge tip 
of the collector in the chamber. 

5. Tighten the collection hood cap and chamber mixing fluid well before use. 

Shake up and down for about 20 times. 

6. Open the immunochromatography cartridge, place it on a horizontally stable 

surface. Allow the sample to equilibrate at room temperature (15-30 ° C) before 
testing.  

 

 

 

EXAMINATION PROCEDURE 

1. Remove the test device from the sealed aluminum case and use it as soon as 
possible. The best results will be achieved if the assay is performed immediately 

after opening the aluminum bag. 

2. Place the test device on a clean, flat surface. 

3. Shake the coating sample in the extraction vial to mix well. 

4. To perform the test, open the lower screw cap on the extraction vial to expose 
the dropper. Transfer 3 drops (~ 90μl) of the sample to the sample well of the 

test apparatus and make sure that a colored liquid appears in the detection 

window in 30 seconds. Replace the cover cap on the extraction vial. 

Read the result on the immunochromatography device within 15 minutes. Do not 
read the result after 20 minutes. One positive result does not change even after 

20 minutes, however we do not evaluate any results after 20 minutes. 

8. The reading time of the results is related to the application of the technique at 

a temperature between 15-30 degrees Celsius. 

9. Observe the solubilized sample moving towards zones (T) and (C). 
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The instructions must be read in full before the test. Leave the reagent at room 

temperature for 30 minutes before use to reach room temperature if stored in the 

refrigerator. Do not open the inside of the appliance until it is ready. Use as soon 

as possible after opening the inner package. 

 

INTERPRETATION OF RESULTS 

 
POSITIVE: Two separate lines appear. One line should be in the control area (C) 

and the other line in the test area (T) indicating that the result is positive. Even if 

the line is faint, as soon as it is visible, the result is evaluated as positive. 

NEGATIVE: A line appears in the control area (C). No line appears in test area 

(T). 

CANCELED: No lines appear or the control line (C) does not appear, indicating 

user error or reagent failure. Verify the test procedure and repeat the test with a 
new SieloCovid-Ag® device. 

LIMITATIONS 

1. SieloCovid-Ag® is designed for quality detection control. The concentration 

of SARS-CoV-2 antigen cannot be determined by this assay. The depth and 

intensity of the T-line color is not necessarily related to the concentration of 

antigen in the sample. 
2. The results of SieloCovid-Ag® are intended for clinical reference only, 

which is not the only basis for clinical diagnosis and treatment. A confirmed 

diagnosis and treatment should be made by the treating physician only after 

evaluation of all clinical and laboratory findings. 
3. No rapid test can rule out the presence of the virus, especially at the 

beginning of the infection. 

4. Improper sampling can lead to false negative results. 

5. Negative results that are not in line with the patient's symptoms or clinical 

picture should be followed by a patient review or confirmed by culture. 
6. Operation features are only valid if the contents of the package are in good 

condition. 

7. SieloCovid-Ag® is strictly intended for health professionals. 

8. SieloCovid-Ag® Rapid Saliva Test is an initial screening test for quality 
detection. The sample collected may contain antigen titers below the reagent 

sensitivity threshold, therefore a negative test result does not rule out 

infection with a new coronavirus. 

9. SieloCovid-Ag® Rapid Saliva Test, detects viable and non-viable new 
coronavirus antigen. The performance of the test depends on the antigen 

load on the sample and may not correlate with the cell culture performed on 

the same sample. A positive test does not rule out the possibility of other 

pathogens. Therefore, the results should be compared with all other available 

clinical and laboratory information to make an accurate diagnosis. 
10. A negative test result may occur if the level of extracted antigen in a sample 

is lower than the sensitivity of the test or if a poor quality sample is taken. 

11. The performance of the test has not been documented for monitoring 

antiviral therapy of the new coronavirus. 
12. Positive test results do not rule out co-infections with other pathogens. 

13. Negative test results are not intended to prevent coronavirus infection other 

than SARS-CoV-2. 

14. Children tend to shed the virus for longer periods of time than adults, which 

can lead to differences in susceptibility between adults and children. 

15. A negative result may occur if the concentration of antigen or antibody in a 

sample is below the test detection limit or if the sample was collected or 

transported improperly, therefore a negative test result does not eliminate 

the possibility of SARS-CoV-2 infection and should be confirmed by viral 
culture or molecular assay or ELISA. 

PERFORMANCE CHARACTERISTICS  

1. Sensitivity and specialty 

 

 

Frequency analysis of SieloCovidAg® rapid test and PCR test in saliva samples: 

Relative (sensitivity) = 95.6% (95% CI 93,79% ~ 98,66%) 

Relative (specialty) = 99% (95% CI 97,12% ~ 100%) 

Total (agreement) (129 + 200) / (129 + 0 + 6 + 200) × 100% = 98.21%. 
(95% CI 96,55% ~ 99,36%) 

       2. Cross-reaction 

No cross-reactivity was observed for the test SieloCovid-Ag® with the following 

pathogens: 

Bacteria Acinetobacter baumannii, Bordetella pertussis, Branhamella catarrhalis, 
Candida albicans, Candida glabrata, Cardiobacterium hominis,Eikenella 

corrodens,Enterococcus faecalis, Enterococcus gallinarum. Escherichia coli, Group 

C streptococcus, Group G streptococcus, Haemophilus aphrophilus, Haemophilus 

influenzae, Haemophilus paraphrophilus, Klebsiella pneumoniae, Neisseria 
gonorrhoeae Peptococcus asaccharolyticus, Peptostreptococcus anaerobius, 

Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia 

marcescens, Staphylococcus epidermidis, Streptococcus agalactiae (group B), 

Streptococcus mutans, Streptococcus pneumoniae, Streptococcus pyogenes 
(group A), Veillonella parvula, Staphylocuccusaureas.  

Virus Influenza A,Influenza B, Adenovirus Type 1～8, 11, 19, 37, Coxsackie virus 

Type A16, B1～5, Cytomegalovirus, Echovirus Type 3, 6, 9, 11, 14, 18, 30, 

Enterovirus Type 71, HSV-1,Mumps virus, Tyep I simple herpes virus 

Parainfluenza virus Type 1～3, Poliovirus Type 1～3, Respiratory syncytial virus, 

Rhinovirus Type 1A, 13, 14, Type I simple herpes virus, Human Coronavirus 
229E, Human Coronavirus OC43, Human Coronavirus NL63, Human Coronavirus 
HKU1, MERS Coronavirus. ③Mycoplasma etc. No cross reaction with Chlamydia 

pneumoniae, Chlamydia psittaci, Chlamydia trachomatis, Mycoplasma 

pneumoniae. 

PRECAUTIONS 

-For professional in vitro diagnostic use only. 

-Do not use the device after the expiration date. 

-The device must remain in the sealed package until use. 
-Do not use the test if the packaging is damaged. 

- Follow good laboratory practice (GLP), wear protective clothing, disposable 

gloves, do not eat, drink or smoke in the test area. 

-All samples must be considered potentially hazardous and treated at 
  in the same way as an infectious agent. 

-The appliance must be disposed of in a suitable biowaste container after testing. 

-The test must be performed within 1 hour of opening the sealed bag. 

-The line that appears in the area of the control line (C). Confirms the sufficient 

sample volume and the correctness of the procedure. 

IMPORTANT INFORMATION ABOUT SIELOCOVID-
AG® 

 

The results of the performance are obtained by comparison with the reference 

method RT-PCR (molecular control). 
• 335 samples were tested to evaluate SieloCovid-Ag® performance 

• The reliability of the product is maintained even if the patient is co-infected with 

other coronaviruses, adenoviruses or influenza A or B viruses, etc. 

• The sample incubation vial is made of a special material to allow the cotton 
swab to rotate with light pressure. 

• The solvent lid is secure and light pressure on the sides is required to open it. 

• The result is given in 15 minutes at the latest, allowing the application of Covid-

19 management protocols. 
• Even if there is only a faint line in the control position it is considered a positive 

result. 

• DYONMED customer service center and medical technology contact line 211 

8004723 are at your disposal for which additional support or information, 24 hour 

medical line. 
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SYMBOLS FOR IVD COMPONENTS AND 
REAGENTS 

 

DYONMED SA  
For in vitro diagnostic 
use only   

EC REP DYONMED SA 
 

Consult instructions for 
use 

ΧΧ 
Contains sufficient 
for <ΧΧ> tests  

Keep dry 

 

Catalogue Code 
DNCVAGWK  

Temperature limitation 
4-30° C / 39-86º F 

  
 

 

DIL 
Buffer (sample 
diluent) x 
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