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O30 CSURE STATUS COVID-19 Antigen Card Test 
Rapid Immunochromatographic Card Test for the detection of 
SARS-CoV-2 Antigen in Human Nasal discharge.

STORAGE AND STABILITY
Sure Status® COVID-19 Antigen Card Test kit should be stored at 4-30°C. 
Do not freeze the kit or components.
The kit is sensitive to humidity and heat. Do not store the kit at temperatures above 
30°C and in humid conditions.
Extraction Buffer Bottle (opened and unopened) & the unopened test device are 
stable until the expiry date printed on the label, when stored at  4-30°C. 
Perform the test immediately after removing the test device from the aluminium 
pouch. If a desiccant color has changed from orange to green, do not use the test 
device.
The test device is stable until the printed expiry date on the pouch/external 
secondary packaging.
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SPECIMEN COLLECTION
Procedural Notes
• Process the test sample immediately after collection.
• Use only provided or recommended Nasal swab for specimen collection.
• Collect the specimen wearing safety gloves to avoid contamination.
• Do not touch the tip (specimen collection area) of the swab.
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PRECAUTIONS
Wear protective clothing, masks, gloves and take other appropriate safety 
precautions to avoid or reduce the risk of infection while handling of specimen.
Dispose of used gloves as biohazard waste. Wash hands thoroughly afterward.
Avoid splashing or aerosol formation.
Clean up spills thoroughly using an appropriate disinfectant.
Decontaminate and dispose of all used specimens, test devices, Nasal swab, 
Extraction buffer bottle and Reaction buffer vial with nozzle, in a biohazardous 
waste container. 
Sure Status® COVID-19 Antigen Card Test kit requires the handling of human 
specimens. It is recommended that all human-sourced materials and all 
consumables contaminated with potentially infectious materials be considered 
potentially infectious and handled in accordance with the OSHA Standard on 
Bloodborne Pathogens. Biosafety Level 2 or other appropriate regional, national, 
and institutional biosafety practices should be used for materials that contain, are 
suspected of containing, or are contaminated with infectious agents.
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WARNINGS
For in vitro diagnostic use only.
The test has been authorized only for the presence of specific antigen to 
SARS-CoV-2 and not for any other viruses or pathogens.
Read the instructions carefully before performing the test, any deviation will 
invalidate the test results.
Apply standard biosafety precautions for handling and disposal of potentially 
infective materials including human biological specimens irrespective of disease 
state.
Do not drink the reaction buffer vial/extraction buffer solution. It contains  a 
preservative which may be toxic if ingested. When disposed of through sink, flush 
with a large quantity of water.
Devices and Extraction buffer bottle from different lot must not be used.
Do not use the test device if the pouch is not intact.
Do not use the Nasal swab, if found opened.
Do not use the test device if the desiccant color has changed from orange to 
green.
Do not smoke, eat or drink while handling specimens and performing a test.
Do not re-use the test device, Nasal swab and reaction buffer bottle with nozzle 
as these are for single use only.
Perform the test by using kit extraction buffer solution, any other solution or fluid 
will invalidate the test results.

1)
2)

3)

4)

5)

6)
7)
8)
9)

10)
11)

12)

MATERIALS REQUIRED BUT NOT PROVIDED
•  New pair of disposable gloves & 
   facemask
•  Pen
•  Timer

•  PPE Kits
•  Biohazardous waste container
•  Extra Nasal swab, if
   needed

INTENDED USE

INTRODUCTION

ASSAY PRINCIPLE

Sure status® COVID-19 Antigen Card Test is a lateral flow immunochromatographic 
assay for qualitative detection of nucleocapsid protein antigen from SARS-CoV-2 in 
Nasal swab specimens directly collected from individuals who are suspected of 
COVID-19 by their healthcare provider.
Sure Status® COVID-19 Antigen Card Test is for in vitro diagnostic use and intended 
as an aid to detection of nucleocapsid protein antigen in patient with clinical symptoms 
of SARS-CoV-2 infection. It provides only an initial screening test results and more 
specific alternative diagnosis method should be performed in order to obtain the 
confirmation of SARS-CoV-2 infections. The test is not automated and does not 
require any additional instrument. Test is designed to be performed by Laboratory 
professionals/trained users only.

The novel coronavirus 2019-nCoV has recently emerged as a human pathogen in the 
city of Wuhan in China’s Hubei province, causing fever, severe respiratory illness, and 
pneumonia—a disease recently named COVID-19. According to the World Health 
Organization (WHO), as of 14 February 2021, there have been 108,153,741 confirmed 
cases of COVID-19, including 2,381,295 deaths, reported to WHO. The emerging 
pathogen was rapidly characterized as a new member of the betacoronavirus genus, 
closely related to several bat coronaviruses and severe acute respiratory syndrome 
coronavirus (SARS-CoV). Compared with SARS-CoV, 2019-nCoV appears to be 
more readily transmitted from human to human, spreading to multiple continents and 
leading to the WHO’s declaration of a Public Health Emergency of International 
Concern (PHEIC) on 30 January 2020. Common signs of a person infected with a 
coronavirus include respiratory symptoms, fever, cough, shortness of breath and 
dyspnea. In more severe cases infection can cause pneumonia, severe acute 
respiratory syndrome (SARS), kidney failure and even death.
Coronavirus can be extracted through respiratory secretions or transmitted through 
oral fluid, sneezing, physical contact, and other air droplets. There are 2 main proteins 
involved and necessary for the infection of humans by a coronavirus. Which includes 
Spike protein (which is a trimeric protein containing 3 different sub-units, among three 
subunits, subunit S2 is highly conserved and subunit S1 is essential to make an entry 
into host cell) and nucleocapsid protein which is essential for viral assembly.
Thus these, 2 proteins play an important role in the infection and viral life cycle in 
human beings and are the potential target molecules for the development of a rapid 
test for the detection of coronavirus infection in humans. Sure Status® COVID-19 
Antigen Card Test uses nucleocapsid protein as a measurand and particularly, used 
for the identification of subclinical or asymptomatic cases. It also plays a role in 
reducing or preventing the transmission of infection as these individuals may transmit 
the virus. As a Rapid Diagnostic Test with a 15-20 min testing time, Sure Status® 
COVID-19 Antigen Card Test could be effectively used at a large scale during 
population screening of COVID-19 infection.

The detection kit uses the principle of immunochromatography: separation of 
components in a mixture through a medium using capillary force and the specific and 
rapid binding of an antibody to its antigen. Each cassette is a dry medium that has 
been coated separately with anti-coronavirus (anti Nucleocapsid) antibody molecule, 
this can be a monoclonal or a poly clonal antibody directed against nucleocapsid 
protein of 2019-nCoV and goat anti-chicken IgY antibody (control line). 2 free colloidal 
gold labeled antibodies, i.e anti-nucleocapsid antibody as well as chicken IgY, will be 
sprayed on the conjugate pad. Once specimen as a Nasal swab is collected and 
diluted in extraction buffer, this diluted specimen will be applied on sample pad. The 
specimen in buffer will pass through the conjugate pad and bind with 
anti-nucleocapsid antibody conjugated with colloidal gold on the conjugate pad and 
will form a complex of antigen-antibody colloidal gold and will migrate towards test and 
control lines. Thus, the formed complex of antigen-antibody-colloidal gold will migrate 
through capillary action and binds with the coated antibody molecules at the test line, 
thus providing a reactive result. 
If there is no formation of antigen-antibody colloidal gold complex, it will not bind with 
the test line and there will not be any development of test lines. Chicken IgY 
conjugated with colloidal gold will bind with control line antibody irrespective of 
reactive/non-reactive specimens.

MATERIALS PROVIDED

Extraction buffer bottle

Instructions for use

Individually pouched test device
 with desiccant
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INTENDED USE

Sure status® COVID-19 Antigen Card Test is a lateral flow immunochromatographic 
assay for qualitative detection of nucleocapsid protein antigen from SARS-CoV-2 in 
Nasal swab specimens directly collected from individuals who are suspected of 
COVID-19 by their healthcare provider.
Sure Status® COVID-19 Antigen Card Test is for in vitro diagnostic use and intended 
as an aid to detection of nucleocapsid protein antigen in patient with clinical symptoms 
of SARS-CoV-2 infection. It provides only an initial screening test results and more 
specific alternative diagnosis method should be performed in order to obtain the 
confirmation of SARS-CoV-2 infections. The test is not automated and does not 
require any additional instrument. Test is designed to be performed by Laboratory 
professionals/trained users only.

INTRODUCTION
The novel coronavirus 2019-nCoV has recently emerged as a human pathogen in the 
city of Wuhan in China’s Hubei province, causing fever, severe respiratory illness, and 
pneumonia—a disease recently named COVID-19. According to the World Health 
Organization (WHO), as of 5 August 2020, there have been 18,354,342 confirmed 
cases of COVID-19, including 696,147 deaths, reported to WHO. The emerging 
pathogen was rapidly characterized as a new member of the betacoronavirus genus, 
closely related to several bat coronaviruses and severe acute respiratory syndrome 
coronavirus (SARS-CoV). Compared with SARS-CoV, 2019-nCoV appears to be 
more readily transmitted from human to human, spreading to multiple continents and 
leading to the WHO’s declaration of a Public Health Emergency of International 
Concern (PHEIC) on 30 January 2020. Common signs of a person infected with a 
coronavirus include respiratory symptoms, fever, cough, shortness of breath and 
dyspnea. In more severe cases infection can cause pneumonia, severe acute 
respiratory syndrome (SARS), kidney failure and even death.
Coronavirus can be extracted through respiratory secretions or transmitted through 
oral fluid, sneezing, physical contact, and other air droplets. There are 2 main proteins 
involved and necessary for the infection of humans by a coronavirus. Which includes 
Spike protein (which is a trimeric protein containing 3 different sub-units, among three 
subunits subunit S2 is highly conserved and subunit S1 is essential to make an entry 
into host cell) and nucleocapsid protein which is essential for viral assembly.
Thus these, 2 proteins play an important role in the infection and viral life cycle in 
human beings and are the potential target molecules for the development of a rapid 
test for the detection of coronavirus infection in humans. Sure Status® COVID-19 
Antigen Card Test uses nucleocapsid protein as a measurand and particularly, used 
for the identification of subclinical or asymptomatic cases. It also plays a role in 
reducing or preventing the transmission of infection as these individuals may transmit 
the virus. As a Rapid Diagnostic Test with a 15-20 min testing time, Sure Status® 
COVID-19 Antigen Card Test could be effectively used at a large scale during 
population screening of COVID-19 infection.

COVID-19 Antigen Card Test 
Rapid Immunochromatographic Card Test for the detection of 
SARS-CoV-2 Antigen in Human Nasal discharge.

TEST PROCEDURE (PICTORIAL PRESENTATION)
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STEP 3

Extraction
Buffer

STEP 4

Insert the swab into a reaction buffer vial 
filled with extraction buffer. swirl the 
swab 5-10 times.

STEP 5

Remove the swab while squeezing 
the sides of the reaction buffer vial 
to extract the liquid from the swab.

STEP 6

Close the nozzle cap tightly onto 
the reaction buffer vial by 
pressing.

Invert the reaction buffer vial and 
gently squeeze it to draw 3 drops 
of specimens into a sample well 
of the device and wait for 15-20 
minutes for result. Do not 
interpret after 20 minutes.

STEP 7

Results

Do not Interpret after
20 Minutes

PICTORIAL PRESENTATION FOR SPECIMEN COLLECTION

Nasal swab collection: Tilt patient’s head back 70 degrees. Use the swab 
provided inside the kit. While gently rotating the swab, insert it less than one inch 
(about 2 cm) into nostril parallel to the palate until resistance is met at turbinates. 
Rotate the swab several times against nasal wall. Remove swab, insert it into the 
other nostril and repeat the process.
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TEST PROCEDURE
Bring the Sure Status® COVID-19 Antigen Card Test kit components to room 
temperature prior to testing.
Remove the test device and the other kit components from kit and place them on 
a flat, clean and dry surface.
Take extraction buffer bottle provided, twist open the cap and fill the reaction 
buffer vial upto the embossed marking or add 12 drops (Approx 300 µl) of 
extraction buffer into reaction buffer vial. Collect the Nasal discharge specimen 
with the help of Nasal Swab provided inside the kit. 
Note: Please refer the Pictorial Presentation for Specimen collection.  
Insert the Swab Specimen in the reaction buffer vial and swirl the swab 5-10 
times. Dispose of the used Nasal Swab as biohazardous waste.
Remove the swab while squeezing the sides of the reaction buffer vial with 
nozzle to extract the liquid from the swab. Close the nozzle cap tightly onto the 
reaction buffer vial by pressing.
Invert the reaction buffer vial and gently squeeze it to draw 3 drops of specimens 
into a sample well on the device and wait for 15-20 minutes for result. Do not 
interpret after 20 minutes.
Note: If test window(Background) is not clear at 15 minutes then read the result 
at 20 minutes.
After recording the results, dispose of the test device and remaining reaction 
buffer vial solution as biohazardous waste.
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INTERNAL QUALITY CONTROL
The visualization of the Red colored control line in Sure Status® COVID-19 Antigen 
Card Test indicates that the active ingredient of the strips are functional and the 
migration is successful. The control line is a procedural control, serves to demonstrate 
functional reagents and correct migration of fluid.If the procedural control line does not 
develop in 15 minutes, the test result is considered invalid and retesting with a new 
device is recommended. If the internal procedural control line is still absent in the 
retest, please contact the Technical Support at +91-260-2780112/113 (Available 
Hours: Mon. to Fri.: (08:00 to 17:00 IST) or info@premiermedcorp.com. 

EXTERNAL QUALITY CONTROL
External Control: External control is used to demonstrate that the test device and test 
protocol perform properly. It is recommended that external positive and negative 
control swabs are run once with every new kit. External positive and negative control 
swabs are provided in the kit. The external controls should be tested using the nasal 
swab test procedure provided in this IFU.

Note: Specimen should be tested as soon as possible after collection. Specimens may 
be stored at room temperature for up to 1 hours prior to testing.

NASAL DISCHARGE COLLECTION

Tilt patient’s head back 70 degrees. While gently rotating the 
swab, insert it less than one inch (about 2 cm) into nostril parallel 
to the palate until resistance is met at turbinates.

STEP 1

STEP 2

Rotate the swab several times against nasal wall.
Remove swab, insert it into the other nostril and repeat the 
process.

MATERIALS PROVIDED PACK SIZE : 25 TESTS

Reaction buffer vial with nozzle

25 Nos.

25 Nos.

Test device pouch containing: 
test device and desiccant

25 Nos.

Instructions for use 1 No.

Extraction Buffer Bottle 5 Nos.

External Negative Control swab 1 No.

External Positive Control swab 1 No.

Nasal swab

Embossed 
marking at 
approx 300µl

Take extraction buffer bottle provided, 
twist open the cap and fill the reaction 
buffer vial upto the embossed marking or 
add 12 drops (Approx 300 µl) of 
extraction buffer into reaction buffer vial.
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HOW TO INTERPRET TEST RESULTS

POSITIVE RESULTS

In addition to the presence of the C line, if the T 
line develops, the test indicates the presence of 
SARS-CoV-2 Antigen. 
The result is positive or reactive. 

Note: Interprete faint line as reactive line.
Alternative diagnosis method should be 
performed in order to obtain the confirmation of 
SARS-CoV-2 infections. 

INVALID RESULTS

No presence of control line ’C’ in the results 
window (irrespective of presence of test lines) 
indicates an invalid result.
The directions may not be followed correctly or 
the test may have detoriorated.
The Invalid test results should be retested with 
new test device.

NEGATIVE RESULTS
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If only a single line appears, at control line “C” as 
in the figure, the test indicates the absence of 
SARS-CoV-2 Antigen.

The result is Negative or non-reactive. 
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LIMITATIONS
Negative results, should be treated as presumptive and confirmation with a 
molecular assay, if necessary for patient management, may be performed.
Failure to follow the instructions for use may adversely affect test performance 
and/or invalidate the test result.
If the differentiation of specific SARS viruses and strains is needed, additional 
testing, in consultation with state or local public health departments, is required.
Collected specimens may be frozen at -20°C and used up to 10 days after 
freezing and it is stable for 1 hour in extraction buffer at room 
temperature(15-30°C).
Results from antigen testing should not be used as the sole basis to diagnose or 
exclude SARS-CoV-2 infection or to determine infection status.
This test will indicate the presence of SARS-CoV-2 nucleocapsid protein antigen 
in the specimen from both viable and non-viable SARS-CoV-2 virus. 
Test performance depends on the amount of virus (antigen) in the sample and 
may or may not correlate with viral culture results performed on the same sample.
The detection of SARS-CoV-2 nucleocapsid antigen is dependent upon proper 
specimen collection, handling, storage, and preparation. Failure to observe 
proper procedures in any one of these steps can lead to incorrect results.
Results from the device should be correlated with the clinical history, 
epidemiological data and other data available to the clinician evaluating the 
patient.
This device has been evaluated for use with human specimen material only.
False-negative results may occur if the concentration of the target antigen in the 
clinical specimen is below the detection limits of the device.
This device is a qualitative test and does not provide information on the viral 
concentration present in the specimen.
This test cannot rule out diseases caused by other bacterial or viral pathogens.
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SYMBOL LEGENDS
Explanation of symbol Explanation of symbol

Consult instructions for use

Symbol Symbol

Non Sterile

 Store at 4-30 °C

Caution

In vitro diagnostic medical 
device

Keep dry

Do not reuse

Product Code

Lot Number

Manufacturer
O4 C

O30 C

Contains sufficient for < n > 
tests

Date of manufacture 
(YYYY-MM)
Expiration Date 
(YYYY-MM)

Every warnings and precaution should be taken into consideration before using the 
test. Failure to consider “Precaution, Warning, and Limitations” may not ensure the 
diagnostic ability and accuracy of this product. The test result may accordingly be 
affected by environmental factors and/or user error outside of the control of the 
Manufacturer and Distributor.

A definitive clinical diagnosis should not be based on the results of a single test, but it 
should be made by the physician after all clinical and laboratory findings have been 
evaluated.

“In no event shall our company or its distributor is liable for any direct, indirect, 
punitive, unforeseen, incidental, special consequential damages, to property or life, 
whatsoever arising out of or connected with an incorrect diagnosis, whether positive 
or negative, in the use or misuse of this product”.

In the event of performance changes or product malfunction, please contact 
manufacturer.

A1-302, GIDC, Sarigam 396155. Dist. Valsad, Gujarat, INDIA.
Customer support E-mail : info@premiermedcorp.com 
Tel.: +91 2602780112/113 • Website : www.premiermedcorp.com

Premier Medical Corporation Private Limited

• ISO 13485 & EN ISO 13485 Certified Company

Manufactured by

ENGLISH

4

PRODUCT DISCLAIMER & WARNINGS

Note : Instructions for use will be printed in local language of the country using the test, if required.

Part No.: SS03-NS-INS-001, Rev.: AA, Date:2021-02-15

Follow the WHO/US CDC Universal Precautions for the safety against 
Novel Corona Virus (SARS-CoV-2).

FOR EXPORT ONLY


