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FluCov2®  

 

 FluCov2® 

SARS-CoV-2 & Influenza A/B Antigen Rapid Test Device 
Catalog number :FLCVCH 

Rapid combined quality assay for SARS-CoV-2 coronavirus 

antigen and Influenza A and B virus antigens in a human 
nasopharyngeal and pharyngeal swab sample. 

(immunochromatography). 

For professional in vitro diagnostic use ONLY. 

USE ONLY BY HEALTH PROFESSIONALS  

INTENDED USE - SUMMARY 

FluCov2® is a combined rapid chromatographic immunobiological test for 
the simultaneous qualitative detection of coronavirus 2 (SARS-CoV-2) 
antigen and influenza A and type B virus antigens in human nasopharyngeal 
and pharyngeal smear samples for diagnostic smear of coronavirus 
infection (COVID-19), caused by SARS-CoV-2, the diagnosis of influenza A 
and type B virus infection, but also the differential diagnosis between them. 
The test provides preliminary results. Adverse effects do not rule out 
infection with SARS-CoV-2 and Influenza type A and type B and cannot be 
used as the sole basis for treatment or other management decision. 
 

SARS-CoV-2 
Coronaviruses are a group of viruses that usually 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 2019 SARS-CoV-2 Coronavirus (COVID-19) pandemic started in 
December 2019. The virus was first detected in the Yuhan region of China 
and has since spread around the world. . It is a new strain of coronavirus 
that until then had not been isolated in humans. 
The new coronavirus strain spreads from person to person with droplets 
from coughing 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 hospitalized cases include fever, cough, and 
difficulty breathing, and chest X-rays showed severe lesions in both lungs. 
There is currently no specific antiviral treatment for the new coronavirus 
infection. 
So far the proportion of deaths in relation to confirmed cases is low, less 
than 2%, a percentage lower than in SARS and MERS. Most of the victims 
were over 60 years old and had other pre-existing health problems. 
No vaccine is available for the new coronavirus. As long as there is no 
vaccine available, 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, care of the patient but also in the reduction of the transmission 
of the disease. The majority of deaths are due to patients with serious 
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 by both viral culture and PCR. FluCov2® has a confirmed 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. 
 

Influenza A/B 

 
Influenza is an acute disease of the respiratory system caused by influenza 
viruses and is very easily transmitted from one person to another. It can 
cause from mild to very serious illness. Most healthy people get over the 
flu without any complications, but some, such as people in high-risk groups, 
are at greater risk for serious complications from the flu. In Greece, 
seasonal flu outbreaks occur during the winter months (from October to 
April). Patients with comorbidities, children and adults> 65 years of age 
need attention and in case of illness they should be diagnosed immediately 
and follow the appropriate treatment. The use of reliable diagnostic 
products of Point of Care helps in the early diagnosis, treatment of the 
patient and reduction of the transmission of the disease. The majority of 
deaths are due to patients with serious chronic diseases, while 70% of 
patients treated for Influenza have at least one other chronic disease such 
as COPD, asthma, SD, obesity, heart disease. Early diagnosis and 
treatment of patients is important through the use of reliable rapid 
immunochromatography products with confirmed specificity and sensitivity 
by both viral culture and RT-PCR. FluCov2® has confirmed a very high 
specificity and sensitivity compared to RT - PCR where it can be used 
alternatively giving results within 10 minutes and allowing the Health 
Professional to immediately apply it simply and reliably. 

PRINCIPLE OF THE METHOD 

SARS-CoV-2 
FluCov2® is a rapid chromatographic immunobiological test for the 
qualitative detection of coronavirus 2 (SARS-CoV-2) antigen in human 
nasopharyngeal and pharyngeal swab specimens to aid in the diagnosis of 
coronavirus infection (COVID-induced) SARS-CoV-2. 
The application of each test is done for each patient separately so that cases 
of infections of the solvent vials do not occur, which lead to false results. 
FluCov2® as a Point of Care in vitro diagnostic product is packaged 
individually for each patient, so it can be used individually in each patient, 
transported anywhere the patient is, maintaining high levels of specificity 
and sensitivity compared to PCR since the quality of construction ensures 
the absence of reagent contaminants. 
 The test procedure involves collecting the nasopharyngeal, nasal or 
pharyngeal smear, transferring it to a treatment vial containing a reagent 
for mixing with simultaneous incubation for 1 minute. The sample is then 
placed on the immunochromatographic control device and allowed to soak. 
FluCov2® uses indirect immunoassay to detect SARS-CoV-2 nucleocapsid 
protein antigen, directly from smear samples collected from the 
nasopharynx or pharynx, without viral "transport" media. 
According to the test procedure, the SARS-CoV-2 monoclonal Ab-2 is 
immobilized in the chromatographic test line region.  
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 the coated 
monoclonal antibody 2 to the test line (T line) to form a compound and then 
concentrates to a red band, showing a positive result. When the sample 
does not contain antigen, the complex cannot form on the test line and no 
red band appears, indicating a negative result. 
Regardless of whether SARS-CoV-2 antigen is present in the sample, the 
gold-labeled antibody will bind to the coated antibody at line C to form a 
complex and develop color (line C). 
 

Influenza A/B 

FluCov2® is a rapid immunochromatographic assay for the qualitative 
detection of influenza A and type B nasopharyngeal smear antigen. The 
FluCov2® test involves the chemical isolation of type A antigens 
(nucleoproteins) and subtypes H1N1, H3N2, H2N2, H3N8, H5N1, H6N2, 
H7N7, H9N2 and type B antigens and subtypes B. The device is designed 
specifically for simultaneous response to influenza A for influenza B 
separately or infection (type A and B). The application of each test is done 
for each patient separately so that there are no cases of infections of the 
solvent vials, which lead to false results. FluCov2® as a Point of Care in 

vitro diagnostic product is packaged individually for each patient, so it can 
be used separately in each patient, transported to any point where the 
patient is, maintaining high levels of specificity and sensitivity compared to 
RT-PCR since its build quality ensures the absence of reagent contaminants. 
The test procedure involves collecting the nasopharyngeal, nasal or 
pharyngeal smear, transferring it to a treatment vial containing a reagent 
for mixing with simultaneous incubation for 1 minute. The sample is then 
placed on the immunochromatographic control device for type A and type 
B respectively and allowed to soak. If the sample contains influenza A or 
type B virus, the isolated antigen A or B will interact with a specific antibody 
labeled antigen with chromophore enzyme. The antigen-labeled antibody 
complex will move through capillary forces across the membrane (of the 
immunochromatography device), and bind to immobilized anti-A or anti-B 
type antibody, creating a colored line in the test site (T position for type A 
or T position for type B control). The remaining sample as well as the bound 
or unbound complexes will continue to move to the Control area where 
immobilized antibodies are located. In the Control region the anti-A-type 
and anti-B-type marker antibody complex that binds to a labeled enzyme 
forms a line in the Control region. Appearance of two colored lines, one in 
position T and one in position control (C), indicates a positive result, while 
the appearance of only the control line in position C indicates a negative 
result. 

STORAGE AND MAINTENANCE 

Store the box in the sealed package at 4 - 30 ℃, avoid heat and sunshine, 
in a dry place, for 12 months. DO NOT COLD. protection measures should 
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 opened (Humidity: ≤60%, Temperature: 
20 ℃ -30 ℃). Use immediately when humidity is> 60%. 

SAMPLE REQUIREMENTS 

1. FluCov2® can be used in a nasopharyngeal or pharyngeal 
smear sample. 

2. Samples of human nasopharyngeal and pharyngeal smears 
should be processed as soon as possible after collection. If 
the test cannot be performed immediately, the sample 
should be stored in a sealed condition at 2 8°C for 8 hours or 
and stored below -20 ° C for up to 1 month. Storage is not 

recommended in the long run. 

INSTRUCTIONS / METHODS OF THE TEST 

The instructions must be read in full before use. Allow the contents of 
FluCov2® 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 opened (Humidity ≤60%, Temperature: 20 
℃ -30 ℃). Use immediately when humidity is> 60%. 

The Health Professional receiver applies the swab with his right hand and 
holds the examinee's head firmly with his left. Putting the swingar down to 
the bottom of the nasal cavity and penetrating slowly and gently. Do not 
apply excessive pressure to avoid traumatic bleeding. When the edge of the 
swab touches the parietal points of the nasopharyngeal cavity, allow the 
swab to remain in place for a few seconds (approximately 3) and gently 
rotate the swab for one circle, then slowly remove the swab. 

SAMPLE MANAGEMENT 

Add 500ml (~ 12 drops) of sample solvent to 0.5 point of the sampling 
tube, immerse the swab after collecting the sample in the sample solvent, 
allow the sample solvent to penetrate completely into the swab, rotate 
and press the swab 10 times. and then pull out the swab and take the 
remaining liquid of the solution as a test sample.

 

TEST PROCEDURE (TEST) 

1. Open the foil wrap, remove the tester and place it on a horizontally stable 
surface. 
2. Apply 2-3 drops of the treated sample solution (60μl-80μl) perpendicular 
to all the sample receiving points of the device (S). 
 

 

 

 
 

 

 

 
 
3. Read the result on the immunochromatography device within 10 
minutes. Do not read the result after 20 minutes. A positive result does not 
change even after 20 minutes, however we do not evaluate any result after 
20 minutes. 
4. The reading time of the results is related to the application of the 
technique at a temperature between 15-30 degrees Celsius. 
5. Observe the solubilized sample moving to zones (T), (A), (B) and (C). 
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 it as soon as possible after opening the inner package. 

INTERPRETATION OF RESULTS 

IN ALL CONTROL COLUMNS 

POSITIVE: At least two distinct lines appear. One line must be in the 
control area (C) and the other line in the test area (T) for COVID19 or in 
(A) and (B) for influenza types. 

 

 

NEGATIVE: A line must appear in the 
control area (C). There is no line in the 
test area (T) or in (A) and (B) for the 
types of flu. 

INVALID: 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 device FluCov2®.

 

LIMITATIONS 

1. FluCov2® is designed for quality detection testing. The concentration of 
antigens cannot be determined by this qualitative test. 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 FluCov2® is 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 all 
clinical and laboratory findings have been evaluated. 

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 consistent with the symptoms or the clinical 

picture of the patient should be followed by re-examination of the patient 
or confirmed by culture. 

6. The operating characteristics are only valid if the contents of the package 
are in good condition. 

7. The FluCov2® device is for single use only. 
8. The FluCov2® test is intended for healthcare professionals only. 

PERFORMANCE CHARACTERISTICS 

1. Sensitivity and specialty 

 

In samples of nasopharyngeal smear 

SARS-CoV-2 

SARS-CoV-2 

Antigen 

PCR Test 
Total 

Positive Negative 

Positive 132 0 132 

Negative 10 66 76 

Total 142 66 208 
 
Analysis of the rate of FluCov2® και rapid test and PCR test in 
nasopharyngeal smear samples: 
 
Percentage of positive coincidences (95% CL) (sensitivity) = 92.96%  
Percentage of negative coincidences (95% CL) (specialty) = 100%  
Overall coincidence rate (accuracy) = 95.19% 

 

 

 

 

Influenza A/ B 

Influenza A 
Antigen 

VIRUS CULTURE 
Total 

Positive Negative 

Positive 33 0 33 

Negative 3 42 45 

Total 36 42 78 
Analysis of the rate of FluCov2® και rapid test and PCR test in 
nasopharyngeal smear samples: 
Percentage of positive coincidences (95% CL) (sensitivity) = 91.67% 
Percentage of negative coincidences (95% CL) (specialty) = 100% 
Overall coincidence rate (accuracy) = 96.15% 
 

Influenza 

B Antigen 

VIRUS CULTURE 
Total 

Positive Negative 

Positive 30 0 30 

Negative 1 42 43 

Total 31 42 73 
Analysis of the rate of FluCov2® και rapid test and PCR test in 
nasopharyngeal smear samples: 
Percentage of positive coincidences (95% CL) (sensitivity) = 96.77% 
Percentage of negative coincidences (95% CL) (specialty) = 100% 
Overall coincidence rate (accuracy) = 98.63% 
 

In pharyngeal smear samples 
 
SARS-CoV-2 

SARS-CoV-2 

Antigen 

PCR Test 
Total 

Positive Negative 

Positive 131 0 131 

Negative 11 66 76 

Total 142 66 208 

    
Analysis of the rate of FluCov2®  rapid test and PCR test in pharyngeal 
smear samples: 

Percentage of positive coincidences (95% CL) (sensitivity) = 92.25% ， 

Percentage of negative coincidences (95% CL) (specialty) = 100% ， 

Overall coincidence rate (accuracy) = 94.71%. 
 
Influenza A/B 

Influenza A 
Antigen 

VIRUS CULTURE 
Total 

Positive Negative 

Positive 33 0 33 

Negative 3 42 45 

Total 36 42 78 
Analysis of the rate of FluCov2®  rapid test and PCR test in pharyngeal 
smear samples: 
Percentage of positive coincidences (95% CL) (sensitivity) = 91,67% ， 

Percentage of negative coincidences (95% CL) (specialty) = 100% ， 

Overall coincidence rate (accuracy) = 96,15%. 
 

Influenza 

B Antigen 

VIRUS CULTURE 
Total 

Positive Negative 

Positive 30 0 30 

Negative 2 42 44 

Total 32 42 74 
Analysis of the rate of FluCov2®  rapid test and PCR test in pharyngeal 
smear samples: 
Percentage of positive coincidences (95% CL) (sensitivity) = 93,75% 
Percentage of negative coincidences (95% CL) (specialty) = 100%  
Overall coincidence rate (accuracy) = 97,30%  

2. Cross-reaction 
SARS-CoV-2 

Samples that tested positive for the following various factors from COVID-
19 patients were screened FluCov2®. The results did not show cross-
reactivity. 

FluCov2® Virus/Bacteria Concentration 
Adenovirus 1.0 x 10 5 TCID50/mL Human parainfluenza virus 4 1.0 x 

10 5 TCID50/mL 
Bordetella pertussis 1.0 x 10 6 

cells/mL 
Influenza A 1.0 x 10 5 TCID50/mL 

Candida albicans 1.0 x 10 6 cells/mL Influenza B 1.0 x 10 5 TCID50/mL 
Chlamydia pneumoniae 1.0 x 10 6 

IFU/mL 
Legionella pnuemophila 1.0 x 10 6 

cells/mL 
Enterovirus/Coxsackievirus B4 1.0 x 

10 5 TCID50/mL 
Mycobacterium tuberculosis 1.0 x 10 

6 cells/mL 
Haemophilus influenzae 1.0 x 10 6 

cells/mL 
Mycoplasma pneumoniae 1.0 x 10 6 

U/mL 
Human coronavirus HKU1 1.0 x 10 5 

TCID50/mL 
Pooled human nasal wash N/A 

Human coronavirus 229E 1.0 x 10 5 
TCID50/mL 

Respiratory Syncytial Virus A 1.0 x 
10 5 PFU/mL 

Human coronavirus NL63 1.0 x 10 5 
TCID50/mL 

Rhinovirus 1.0 x 10 5 PFU/mL 

Human coronavirus OC43 1.0 x 10 5 
TCID50/mL 

Staphylococcus aureus 1.0 x 10 6 
org/mL 

Human metapneumovirus (hMPV) 
1.0 x 10 5 TCID50/mL 

Staphylococcus epidermidis 1.0 x 10 
6 org/mL 

Human parainfluenza virus 1 1.0 x 
10 5 TCID50/mL 

Streptococcus pneumoniae 1.0 x 10 
6 cells/mL 

Human parainfluenza virus 2 1.0 x 
10 5 TCID50/mL 

Streptococcus pyogenes (group A) 
1.0 x 10 6 cells/mL 

Human parainfluenza virus 3 1.0 x 
10 5 TCID50/mL 

 

 

 

Influenza A/B 
Samples that were tested positive for the following various factors by 
influenza patients tested by the assay FluCov2®. The results did not show 
cross-reactivity. 

FluCov2® Virus/Bacteria Concentration 

Adenovirus 1.0 x 10 5 TCID50/mL 
Human parainfluenza virus 4 
1.0 x 10 5 TCID50/mL 

Bordetella pertussis 1.0 x 10 6 
cells/mL 

SARS-CoV-2 1.0 x 10 5 
TCID50/mL 

Candida albicans 1.0 x 10 6 
cells/mL 

Legionella pnuemophila 1.0 
x 10 6 cells/mL 

Chlamydia pneumoniae 1.0 x 10 6 
IFU/mL 

Mycobacterium tuberculosis 
1.0 x 10 6 cells/mL 

Enterovirus/Coxsackievirus B4 1.0 
x 10 5 TCID50/mL 

Mycoplasma pneumoniae 
1.0 x 10 6 U/mL 

Haemophilus influenzae 1.0 x 10 6 
cells/mL 

Pooled human nasal wash 
N/A 

Human coronavirus HKU1 1.0 x 10 
5 TCID50/mL 

Respiratory Syncytial Virus A 
1.0 x 10 5 PFU/mL 

Human coronavirus 229E 1.0 x 10 
5 TCID50/mL 

Rhinovirus 1.0 x 10 5 
PFU/mL 

Human coronavirus NL63 1.0 x 10 
5 TCID50/mL 

Staphylococcus aureus 1.0 x 
10 6 org/mL 

Human coronavirus OC43 1.0 x 10 
5 TCID50/mL 

Staphylococcus epidermidis 
1.0 x 10 6 org/mL 

Human metapneumovirus (hMPV) 
1.0 x 10 5 TCID50/mL 

Streptococcus pneumoniae 
1.0 x 10 6 cells/mL 

Human parainfluenza virus 1 1.0 x 
10 5 TCID50/mL 

Streptococcus pyogenes 
(group A) 1.0 x 10 6 
cells/mL 

Human parainfluenza virus 2 1.0 x 
10 5 TCID50/mL 

Pseudomonas aeruginosa 
1.0×10 6 CFU/ml 

Human parainfluenza virus 3 1.0 x 
10 5 TCID50/mL 

Varicella-zoster virus 
1.0×10 6 CFU/ml 

Rubella virus 1.0×10 6 CFU/ml 
Measles virus 1.0×10 6 

CFU/ml 

Mumps virus 1.0×10 6 CFU/ml  

 

 

 

 

3. Interferences 

SARS-CoV-2 

FluCov2® test results are not inhibited by: 

FluCov2® Substance Concentration 

Azostine hydrochloride 5% v/v Menthol 0.15% v/v 

Benzocaine 0.15% w/v Mucin 2% w/v 

Budesonide 5% v/v Mupirocin 0.25% w/v 

Cromolyn 15% v/v Oxymetazoline 15% v/v 

Dexamethasone 5% v/v Phenol 15% v/v 

Ephedrine 15% v/v Phenylephrine 15% v/v 

Fluconazole 5% w/v Sodium Chloride 5% v/v 

Fluticasone Propionate 5% v/v Tamiflu (Oseltamivir Phosphate) 
0.5% w/v 

Furacilin 1% v/v Tobramycin 0.0004% w/v 

Ketotifen 15% v/v Whole Blood 1% v/v 

 

Influenza A/B 
FluCov2® test results are not inhibited by: 

FluCov2® Substance Concentration 

Azostine hydrochloride 5% v/v Menthol 0.15% v/v 

Benzocaine 0.15% w/v Mucin 2% w/v 

Budesonide 5% v/v Mupirocin 0.25% w/v 

Cromolyn 15% v/v Oxymetazoline 15% v/v 

Dexamethasone 5% v/v Phenol 15% v/v 

Ephedrine 15% v/v Phenylephrine 15% v/v 

Fluconazole 5% w/v Sodium Chloride 5% v/v 

Fluticasone Propionate 5% v/v Tamiflu (Oseltamivir Phosphate) 
0.5% w/v 

Furacilin 1% v/v Tobramycin 0.0004% w/v 

Ketotifen 15% v/v Whole Blood 1% v/v 

 

PRECAUTIONS 

-For professional in vitro diagnostic use only. 
-Do not use the device after the expiration date. 
-The device should remain in the sealed package until use. 
-Do not use the test if the packaging is damaged. 
-Follow Good Laboratory Practices (GLP), wear protective clothing, use   
  disposable gloves, do not eat, drink or smoke in the test area. 
-All samples must be considered potentially dangerous and treated in the  
  same way as an infectious agent. 
-The appliance should be disposed of in a suitable biological waste container 
after the test. 
-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. 

WHAT YOU NEED TO KNOW ABOUT FLUCOV2® 

• The results of the performance are obtained by comparison with the 
reference method RT-PCR (molecular control). 
• The reliability of the product is maintained even if the patient has been 
infected at the same time by other coronaviruses, adenoviruses, etc. 
• The sample incubation vial is made of a special material to allow the 
cotton swab to be twisted with light pressure. 
• The solvent lid is secure and to open it needs light pressure on the sides. 
• The cotton swab is specially flexible for immediate and easy application 
of nasopharyngeal smear, while its construction material allows the 
immediate reception and absorption of the smear. 
• The result is given in 10 minutes at the latest, allowing the application of 
Covid-19 management protocols. 
• Even if only a faint line in the control position is considered a positive 
result. 
• The customer service center of DYONMED and the medical hotline contact 
line 211 8004723 are at your disposal for which additional support or 
information, 24 hours a day. 
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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 

n 
Contains sufficient for 
<n> tests 

 

 
Keep dry 

 

Catalogue Code 
FLCVAM  

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

  
 

 

DIL Buffer (sample 
diluent) 1 

  

 

Authentic Product Point of Care® 
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