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DSI Covid-19 Ag Rapid Test 

(For Professional Use Only) 

 

FOR IN VITRO DIAGNOSTIC USE 

This instruction for use (IFU) must be read carefully prior to use. Instruction for use 

must be carefully followed. Reliability of assay results cannot be guaranteed if there 

are any deviations from the instructions for use. 

 

PACKING SPECIFICATION 

25 Tests/ Kit, 50 Tests/ Kit,100 Tests/ Kit  

INTENDED USE 

This kit is used for in vitro qualitative detection of SARS-CoV-2 antigen. 

Positive result from the test need further analyze with clinical history of patient and 

other diagnostic information to determine patient infection status. Positive value is 

only a reference guide for clinical diagnosis. The test results only reflect the current 

state of the sample. Negative result cannot exclude SARS-CoV-2 infection and 

should not be used as the sole basis for patient management decisions. Negative 

results must be combined with clinical observations, patient history, and epidemiolol 

information. 

This test is only for clinical laboratory, medical institutions use or for real-time 

inspection by professional medical staff, not for home testing. It cannot be used as 

the basis for the diagnosis and exclusion of pneumonia caused by SARS-CoV-2 and 

is not suitable for general population screening.  

The laboratory testing of SARS-CoV-2 should meet the requirements of the 

"Laboratory testing for SARS-CoV-2 in suspected human cases " and other 

requirements, and pay attention to the biosecurity. 

PRINCIPLE OF THE PROCEDURE 

TheSARS-CoV-2 Ag Rapid Test is a colloidal gold enhanced double antibody 

sandwich immunoassay for the qualitative determination of SARS-CoV-2 antigen in 

human nasal swabs, throat swabs and deep sputum samples.  

 

2019-SARS-CoV-2 antibodyare immobilized in the test region on nitrocellulose 

membrane. If the specimen containsSARS-CoV-2 antigen, during the assay 

specimen is allowed to react with the colored conjugate (SARS-CoV-2 antibody-

colloidal gold conjugate); the mixture then migrates chromatographically on the 

membrane by the capillary action. AnSARS-CoV-2 positive specimen produces a 

distinct color band in the test region, formed by the specific antibody antigen colored 

conjugate complex"(Au-SARS-CoV-2-Ab)-(SARS-CoV-2-Ag)-(SARS-CoV-2-Ab)". 

Absence of this colored band in the test region suggests a negative result. A colored 

band always appears in the control region serving as procedural control regardless 

of the specimen contains SARS-CoV-2 or not. 

EAGENTS AND MATERIALS SUPPLIED 

1. Main components: 

Specification 

Ingredients 
25 tests/kit 50 tests/kit 100 tests/kit 

Test card with desiccant in a 

sealed foil pouch 
25 50 100 

Sample extraction solution 1 2 4 

Nasal sterile Swab 25 50 100 

Tube 25 50 100 

Dropper 25 50 100 

Instruction for use 1 1 1 

 

Note: The components in different batches of the kit cannot be mixed. 

MATERIALS REQUIRED BUT NOT PROVIDED 

• Timer 

• Bio-Hazard Bag 

 

STORAGE AND STABILITY 

1. Kits should be stored in 2°C~30°C in a cool, dark, dry place preservation, valid for 

12 months (Tentative), forbidden to store under 2°C and avoid using expired 

products. 

2. The test card should be in aluminum foil bag after opening, to the specified 

environment (temperature 2°C~35°C, humidity 40%~60%) used within 15 

minutes. 

3. The buffer should be used immediately after dropping into the dropper. 

4. MFD date and EXP date: marked on the label. 

 

SPECIMENCOLLECTION  AND STORAGE REQUIEMENTS 

1. Collection of nasopharyngeal secretion: Insert the sterile swab into the place where 

the nasopharyngeal secretions are the most, and rotate the swab close to the inner 

wall of the nasal cavity 3 times, remove the swab. 

2. Collection of oropharyngeal secretion: Insert the sterile swab from mouth 

completely into the oropharyngeal swelling, centering on the red part of the throat 

wall, epicondylosis, and tonsils, wipe and rotate 3 times with moderate force to 

avoid touching the tongue and remove the swab. 

3. The samples should be used as soon as possible after collected (within half an 

hour). 

3.1. Nasopharyngeal and oropharyngeal swabs are stable in 30 mins when kept in 

the sample extraction solution provided with the kit. Samples should be tested 

as soon as possible after collection. 

3.2. If transport of samples with viral transport medium (VTM) System, is required, 

minimal dilution of the sample is recommended, as dilution may result in 

decreased test sensitivity. Whenever possible, 1 mL or less is best to avoid 

excessive dilution of the patient sample. Nasopharyngeal and or pharyngeal 

swabs in VTM are stable for up to 48h at 2℃-8℃. 

4. Samples should not be inactivated. 

 

 

TEST PROCEDURE 

Do not open the pouch until you are ready to perform a test, and the single-use test 

is suggested to be used under low environment humidity (RH≤70%) within 1 hour. 

1. Allow all kit components and specimens to reach room temperature between 

18°C~26°C prior to testing. 

2. Remove the test card from the foil pouch and place on a clean dry surface. 

3. Identify the test card for each specimen. 

Sample processing: 

1. Elute swab with Sample extraction solution 

1.1. Add 200µL (~8 drops) of sample extraction solution to the extraction tube, and 

then completely immerse the swab head in the sample extraction buffer in the 

tube.Vigorously mix the solution by rotating the swab forcefully against the side 

of the tube at least 10 times (while submerged)and squeeze the tube 5 times by 

hand to ensure that the sample on the sampling swab is fully eluted into the 

sample extraction buffer. 

1.2. Squeeze the swab head along the inner wall of the extraction tube to keep the 

liquid in the tube as much as possible. Discard the swab and cover the drip head 

to mix the liquid thoroughly. 

 

*Note：Recommend to use a pipette to transfer the samples to reduce deviations.  

 

 

 

 

 

 

 

 

 

 

 

 

200μL(~8 
drops) 
Extraction 
solution 

Vigorously 
mix at least 
10 times 

Squeeze 
liquid from 
swab 

Cover the 

dripper 

100μL 

(2 drops) 

2. Prepare swabs in VTM System: Remove 2ml or more VTM, 1 mL or less left in the 

tube is best to avoid excessive dilution of the patient sample. Insert the swab into 

the tube until the breakpoint is level with the tube opening and rotate the swab at 

least 10 times. Bend the swab shaft at a 180 degrees angle to break it off at the 

breaking point. You may need to gently rotate the swab shaft to complete the 

breakage. Samples are stable for up to 48h at 2℃-8℃. 

 

*Note：When using VTM, it is important to ensure that the VTM containing the sample 

is warmed to room temperature(18℃-26℃). Cold samples will not flow correctly and 

can lead to erroneous or invalid results. Several minutes will be required to bring a 

cold sample to room temperature. 

 

Test operation 

Before performing the test, you must read the instruction manual of the product 

completely, and please balance the test cards and sample extraction solution to room 

temperature (18℃-26℃) before the test. Do not perform the test only when the 

reagent was equilibrated to room temperature (18℃-26℃) to avoid affecting the 

accuracy of the experimental results. 

3. Remove the test card from the foil pouch and place on a clean dry surface. 

Dispense 100µL (2 drops) of the specimen into the circular sample well on the card. 

Add 1 drop more if not enough. 

4. Interpret the test results at 10~15 minutes. Do not interpret the results after 20 

minutes.  

Discard used test tubes and Test device in suitable biohazards waste 

containerCaution: Use a clean pipette or tip for every sample to avoid cross-

contamination.  

 

INTERPRETATION OF TEST RESULTS  

Positive: Both purplish test band and purplish control band appear on the membrane. 

Negative: Only the purplish control band appears on the membrane. The absence of 

a test band indicates a negative result. 

Invalid: There should always be a purplish control band in the control region 

regardless of test result. If control band is not seen, it indicates that the incorrect 

operation process or the kit has deteriorated or damaged or the antibody content in 

the specimen is too high. In this case, read the instructions carefully again and dilute 

the sample to be tested with a new test device. If the problem persists, stop using 

this lot number immediately and contact your local supplier. 
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Note: The purplish band in the test area (T) can show the color depth. However, 

within the specified observation time, regardless of the color of the ribbon, even a 

very weak ribbon should be judged as a positive result. 

 

Positive      Negative     Invalid 
LIMITATIONS 

1. The result of the product should not be taken as a confirmed diagnosis, for clinical 
reference only. Judgement should be made along with RT-PCR results, clinical 
symptoms, epidemic condition and further clinical data.  

2. In the early stage of infection, the test result may be negative because the low 

SARS-CoV-2 antigen level or antigen has not yet appeared in the sample. 

3. Due to the limitation of the detection method, the negative result cannot exclude 

the possibility of infection. The positive result should not be taken as a confirmed 

diagnosis. Judgement should be made along with clinical symptoms and further 

diagnosis methods. 

4. This reagent can only qualitatively detect SARS-CoV-2 antigens in human 

nasopharyngeal swab, oropharyngeal swab. It cannot determine the certain 

antigen content in the samples. 

5. The accuracy of the test depends on the sample collection process. Improper 

sample collection, improper sample transportation and storage or freezing and 

thawing of the sample will affect the test results. 

6. It is optimum when eluting swabswith the matched samples extraction solution. 

Using other diluents may result in wrong results. 

7. The solution and test card must be equilibrated to room temperature (18℃~26℃) 

before used, otherwise the results may be incorrect. 

8. Sensitivity maybe decrease if the sample did not test directly. Please test the 

sample as soon as possible. 

9. Cross reactions maybe exist due to the N protein in SARS has a high homology 

with the new coronavirus (SARS-CoV-2). However, the interpretation of the 

results is not affected during seasons without SARS infection. 

10. Analysis the possibility of false negative results: 

1) Inappropriate sample collection, using other non-matching solution, sample 

transfer time is too long (more than half an hour), the volume of solution added 

when eluted the swab are too much, non- standardized elution operation, low 

virus titer in the sample, these may all lead to false negative results. 

2) Mutations in viral genes may lead to changes in antigen epitope, leading to false 

negative results. 

11. Analysis the possibility of false positive results: 

1) Inappropriate sample collection, using other non-matching solutions, non- 

standardized elution operation, these may all lead to false positive results. 

2) Cross-contamination of samples may lead to false positive results. 

3) False negative result from nucleic acid. 

12. Analysis the possibility of invalid result: 

1) If the sample volume is not enough, the chromatography cannot be carried out 

successfully.  

2) The test card would invalid if the package was broken. The packaging status 

must be carefully checked before use. 

 

PERFORMANCE CHARACTERISTIC 

1. Corporate control 

1.1. The coincidence rate of positive controls 

Tested with 5 positive controls, the results were all positive, and the coincidence 

rate (+ / +) was 5/5. 

1.2. The coincidence rate of negative controls 

Tested with 7 negative controls, the results were all negative, and the 

coincidence rate (+ / +) was 7/7.  

1.3. Repeatability 

Tested with repeatable control 1 for 10 times, the results were all positive and 

consistent. 

Tested with repeatable control 2 for 10 times, the results were all positive and 

consistent. 

1.4. Limit of detection 

Use 3 different concentration LoD controls to test, L1 is negative, L2 - L3 are 

positive. 

Note：control samples, L1 - L3 are all internal corporate control. 

2. Clinical study 

2.1. Swab eluted with sample extraction solution 

 

Sample Details RT PCR 

Result 

DSI COVID-19 

Ag Rapid Test 

Total Positive Sample -20 20 18 

Total Negative Samples- 10 10 10 

Total No. of Samples 30 30 

 
Specificity and Sensitivity (Comparison with RT-PCR result) #: 
 

Comparison with RT-PCR results 

RT-PCR vs Extraction Buffer solutions DSI sure rapid COVID-19 Ag Test 

Statistic Value 95% CI 

Sensitivity 90.00 % 51.60 % to 98.80 % 

Specificity 100.00 % 87.70 % to 100.00% 

Positive Predictive Value (*) 100.00 % - 

Negative Predictive Value (*) 98.99 % 95.80% to 99.80% 

Accuracy (*) 98.99 % 88.17% to 100.00% 

*Note PPV, NPV and Accuracy was calculated with COVID-19 prevalence ratio of 
7.6%. #Based in In-house performance study. 

 

PRECAUTIONS 
1. The reagent is a disposable diagnostic reagent in vitro, which is only used for the 

detection of human nasopharyngeal swab, or oropharyngealswab. The operation 

should be carried out strictly according to the instructions. Do not use expired and 

damaged products. 

2. The kit should be sealed and kept away from moisture. Reagents or samples stored 

at low temperature should be balanced to room temperature before they can be 

used. 

3. Reagents should be used as soon as possible after removal from aluminum foil 

bags, so as to avoid exposure to air for too long and affecting test results due to 

dampness. 

4. Do not use samples that have been placed for too long or contaminated. 

5. Please operate in accordance with the laboratory testing procedures for infectious 

diseases. Waste after use should be treated in accordance with infectious 

substances and should not be discarded at will. 

6. Incorrect operation may affect the accuracy of the results, such as insufficient 

sample mixing, insufficient amount, inaccurate detection time, etc. 

7. Components in different batch should not be mixed. 

8. There should be appropriate biosafety assurance procedures for those substances 

containing and suspected sources of infection. The following are relevant 

considerations: 

1) Handle samples and reagents with gloves; 

2) Do not suck samples with your mouth; 

3) Do not smoke, eat, drink, cosmetic or handle contact lenses while handling these 

items; 

4) Disinfect the spilled sample or reagent with disinfectant; 

5) Disinfect and treat all samples, reagents and potential pollutants in accordance 

with relevant local regulations; 

6) Each component of the reagent remains stable until the expiry date under proper 

handling and storage conditions. Do not use the expired reagent kit. 
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Manufactured & Marketed by: 
M/s. Dia Sure Immunodiagnostic LLP 
D-10/5, 2nd Floor, Okhla Industrial Area, Phase-2 
New Delhi-110020, INDIA 
Web site: www.dsillp.com 
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