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swab provided in the kit for specimen

Collection

 

 

 1

after the expiration date.

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use.

All specimens should be considered potentially hazardous and handled in 
manner as an infectious agent.

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
mpoule 

: single use swab for specimen collection

ot Provided

STABILITY] 

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

date were

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are 
to produce negative results when compared to an RT
Inadequate specimen collection, improper specimen handling and/or 

s; therefore, training in specimen collection is 
highly recommended due to the impor

Acceptable specimen type for testing is a direct
obtained by the dual nares collection method

Prepare the extraction tube according to th
for specimen

Collection 

 
 
 
 

1. Remove the swab from the package
 
 
 
 
 
 
 

2. Tilt
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after the expiration date.

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use.

All specimens should be considered potentially hazardous and handled in 
manner as an infectious agent.

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
 containing 
wab for specimen collection

ot Provided 

 

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

were printed

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are 
to produce negative results when compared to an RT
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
highly recommended due to the importance of specimen quality 

Acceptable specimen type for testing is a direct
obtained by the dual nares collection method

Prepare the extraction tube according to th
for specimen

 

Remove the swab from the package

Tilt patient's head 

                           

after the expiration date.

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use.

All specimens should be considered potentially hazardous and handled in 
manner as an infectious agent. 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
containing 0.

wab for specimen collection

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

printed

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are 
to produce negative results when compared to an RT
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
tance of specimen quality 

Acceptable specimen type for testing is a direct
obtained by the dual nares collection method. 

Prepare the extraction tube according to the Test Procedure 
for specimen collection.

Remove the swab from the package

patient's head 

              

after the expiration date. 

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use.

All specimens should be considered potentially hazardous and handled in 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
0.3mL of extraction reagent

wab for specimen collection

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

printed on the

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are 
to produce negative results when compared to an RT
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
tance of specimen quality 

Acceptable specimen type for testing is a direct nasal 

Test Procedure 
collection.

Remove the swab from the package

patient's head back

                                                                                                                                        

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use.

All specimens should be considered potentially hazardous and handled in 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
L of extraction reagent

wab for specimen collection

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

the labeling. 

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are 
to produce negative results when compared to an RT
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
tance of specimen quality 

nasal swab specimen 

Test Procedure 
collection. 

Remove the swab from the package

back about 70°

                                                                                                                     

Please read all the information in this leaflet before performing the test.

should remain in the sealed pouch until use. 

All specimens should be considered potentially hazardous and handled in 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
L of extraction reagent

wab for specimen collection 

Store as packaged in the sealed pouch at temperature (4
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

labeling.  

Specimens obtained early during symptom onset will contain the highest 
viral titers; specimens obtained after five days of symptoms are more likely 
to produce negative results when compared to an RT-PCR assay. 
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
tance of specimen quality 

swab specimen 

Test Procedure and use the 

Remove the swab from the package

about 70°

                                                                                                                     

Please read all the information in this leaflet before performing the test.

 

All specimens should be considered potentially hazardous and handled in 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch
L of extraction reagent

 

Store as packaged in the sealed pouch at temperature (4-30℃
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration.

 

Specimens obtained early during symptom onset will contain the highest 
more likely 

PCR assay. 
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
tance of specimen quality to obtain

swab specimen 

and use the 

Remove the swab from the package. 

about 70°. 

                                                                                                                     

Please read all the information in this leaflet before performing the test. 

All specimens should be considered potentially hazardous and handled in 

should be discarded according to federal, state 

s: each cassette with desiccant in individual foil pouch 
L of extraction reagent 

℃ or 
). The kit is stable within the expiration date printed on the 

Once open the pouch, the test should be used within one hour. Prolonged 
environment will cause product deterioration. 

Specimens obtained early during symptom onset will contain the highest 
more likely 

PCR assay. 
Inadequate specimen collection, improper specimen handling and/or 

; therefore, training in specimen collection is 
to obtain 

swab specimen 

and use the 

 

                                                                                                                     

 

 

Specimen

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 
hour after specimen

[TEST PROCEDURE]

Note:
room 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

                                                                                                                     

pecimen

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 
hour after specimen

[TEST PROCEDURE]

ote: Allow the test 
room temperature (15

 Put an 

 Unscrew the lid of an extraction reagent. Add 
into the

 Sampling refers

 Insert the 
extraction 
against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

 Remove the 
the liquid from the swab
sample

 Cover the extraction tube with a dropper tip tightly.

 Remove the test cassette from the sealed pouch. 

 Reverse the specimen extraction tube, 
drops (approximately 100
cassette, then start the timer. 

 Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                     

pecimen Transport and Storage

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 
hour after specimen

[TEST PROCEDURE]

Allow the test 
temperature (15

an extraction tube on the 

nscrew the lid of an extraction reagent. Add 
the extraction tube.

Sampling refers

Insert the nasal 
extraction reagent
against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

Remove the 
the liquid from the swab
sample. 

Cover the extraction tube with a dropper tip tightly.

 

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, 
drops (approximately 100
cassette, then start the timer. 

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                     

 

Transport and Storage

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 
hour after specimen

[TEST PROCEDURE]

Allow the test 
temperature (15

extraction tube on the 

nscrew the lid of an extraction reagent. Add 
extraction tube.

Sampling refers 

nasal 
reagent

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

Remove the nasa
the liquid from the swab

Cover the extraction tube with a dropper tip tightly.

 

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, 
drops (approximately 100
cassette, then start the timer. 

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                     

Transport and Storage

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 
hour after specimen collection

[TEST PROCEDURE]

Allow the test cassette
temperature (15-30

extraction tube on the 

nscrew the lid of an extraction reagent. Add 
extraction tube.

to section ‘Specimen Collection’.

nasal swab specimen into the extraction tube which contains 
reagent. Roll the swab at least 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

nasal swab while squeezing the sides of the tube to extract 
the liquid from the swab

Cover the extraction tube with a dropper tip tightly.

 

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, 
drops (approximately 100
cassette, then start the timer. 

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                     

 

  

Transport and Storage

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 

collection.

[TEST PROCEDURE] 

cassettes, reagents 
30℃ or 59

extraction tube on the 

nscrew the lid of an extraction reagent. Add 
extraction tube. 

to section ‘Specimen Collection’.

swab specimen into the extraction tube which contains 
Roll the swab at least 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

swab while squeezing the sides of the tube to extract 
the liquid from the swab. The extracted solution will be used as test 

Cover the extraction tube with a dropper tip tightly.

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, 
drops (approximately 100 μL
cassette, then start the timer. 

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                     

 
 
 
 
 

3. While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.
 
 
 
 
 

4. Rotate the swab several times against 
nasal wall and repeat in other nostril
using the same swab.

Transport and Storage 

Do not return the swab to the original 
specimens should be processed as soon as possible, but no later than one 

. 

s, reagents 
or 59-86

extraction tube on the work station

nscrew the lid of an extraction reagent. Add 

to section ‘Specimen Collection’.

swab specimen into the extraction tube which contains 
Roll the swab at least 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

Cover the extraction tube with a dropper tip tightly.

  

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, 
L) slowly 

cassette, then start the timer.  

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes.

                                                                                                                                                   

 
 
 
 
 
While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.
 
 
 
 
 
Rotate the swab several times against 
nasal wall and repeat in other nostril
using the same swab.

 

Do not return the swab to the original swab 
specimens should be processed as soon as possible, but no later than one 

s, reagents 
86℉) prior to testing.

work station

nscrew the lid of an extraction reagent. Add 

to section ‘Specimen Collection’.

swab specimen into the extraction tube which contains 
Roll the swab at least 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

Cover the extraction tube with a dropper tip tightly.

  

Remove the test cassette from the sealed pouch. 

Reverse the specimen extraction tube, holding
lowly to 

Wait for colored lines to appear. Interpret the test results
Do not read results after 20 minutes. 

                              

While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.

Rotate the swab several times against 
nasal wall and repeat in other nostril
using the same swab.

swab packaging.
specimens should be processed as soon as possible, but no later than one 

s, reagents and specimens to equilibrate to 
) prior to testing.

work station. 

nscrew the lid of an extraction reagent. Add 

to section ‘Specimen Collection’.

swab specimen into the extraction tube which contains 
Roll the swab at least 5 times while pressing the head 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute.

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

Cover the extraction tube with a dropper tip tightly.

  

Remove the test cassette from the sealed pouch. 

holding
to the specimen well

Wait for colored lines to appear. Interpret the test results

                              

While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.

Rotate the swab several times against 
nasal wall and repeat in other nostril
using the same swab.

packaging.
specimens should be processed as soon as possible, but no later than one 

and specimens to equilibrate to 
) prior to testing.

nscrew the lid of an extraction reagent. Add all of the extraction 

to section ‘Specimen Collection’. 

swab specimen into the extraction tube which contains 
times while pressing the head 

against the bottom and side of the extraction tube. 
swab in the extraction tube for one minute. 

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

Cover the extraction tube with a dropper tip tightly. 

 

Remove the test cassette from the sealed pouch.  

holding the tube upright, transfer 3 
the specimen well

Wait for colored lines to appear. Interpret the test results

                                         

While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.

Rotate the swab several times against 
nasal wall and repeat in other nostril
using the same swab. 

packaging. Freshly collected 
specimens should be processed as soon as possible, but no later than one 

and specimens to equilibrate to 
) prior to testing. 

of the extraction 

 

swab specimen into the extraction tube which contains 
times while pressing the head 

against the bottom and side of the extraction tube. Leave the 

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

 

 

 

the tube upright, transfer 3 
the specimen well

Wait for colored lines to appear. Interpret the test results 

             109171101

While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into 
until resistance is met at turbinates.

Rotate the swab several times against 
nasal wall and repeat in other nostril

Freshly collected 
specimens should be processed as soon as possible, but no later than one 

and specimens to equilibrate to 

of the extraction 

swab specimen into the extraction tube which contains 
times while pressing the head 

Leave the 

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

the tube upright, transfer 3 
the specimen well (S) of the test 

 at 15 minutes

109171101

While gently rotating the swab, insert 
swab about 2.5 cm (1 inch) into nostril 
until resistance is met at turbinates. 

Rotate the swab several times against 
nasal wall and repeat in other nostril

Freshly collected 
specimens should be processed as soon as possible, but no later than one 

and specimens to equilibrate to 

of the extraction reagent 

swab specimen into the extraction tube which contains 
times while pressing the head 

Leave the nasal 

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

the tube upright, transfer 3 
(S) of the test 

15 minutes

109171101 

While gently rotating the swab, insert 
nostril 
 

Rotate the swab several times against 
nasal wall and repeat in other nostril 

Freshly collected 
specimens should be processed as soon as possible, but no later than one 

and specimens to equilibrate to 

reagent 

swab specimen into the extraction tube which contains 
times while pressing the head 

nasal 

swab while squeezing the sides of the tube to extract 
The extracted solution will be used as test 

 

the tube upright, transfer 3 
(S) of the test 

15 minutes. 

 

 



[INTERPRETATION OF RESULTS]

Positive

Negative

Invalid

[QUALITY CONTROL]

A procedural co
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and
procedural technique.

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

[LIMITATIONS]

 The 
the test line does not necessarily correlate to the concentration of the 
anti

 Negative results do not preclude SARS
be used as the sole basis 

 A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

 A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone 
epitope region
test

[PERFORMANCE CHARACTERISTICS]

The clinical performance of COVID
Swab
from 
asymptomatic

Summary
below:

[INTERPRETATION OF RESULTS]

Positive

Negative

Invalid 

[QUALITY CONTROL]

A procedural co
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and
procedural technique.

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

[LIMITATIONS]

The product
the test line does not necessarily correlate to the concentration of the 
antigen of the specimens.

Negative results do not preclude SARS
be used as the sole basis 

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone 
epitope region
test. 

[PERFORMANCE CHARACTERISTICS]

The clinical performance of COVID
wab) was established in prospective studies with nasal swabs collected 

from 617
asymptomatic

Summary
below: 

[INTERPRETATION OF RESULTS]

Positive 

Negative 

 

[QUALITY CONTROL]

A procedural co
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and
procedural technique.

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

[LIMITATIONS]

product
the test line does not necessarily correlate to the concentration of the 

gen of the specimens.

Negative results do not preclude SARS
be used as the sole basis 

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone 
epitope region

 

[PERFORMANCE CHARACTERISTICS]

The clinical performance of COVID
was established in prospective studies with nasal swabs collected 

617 individual symptomatic 
asymptomatic 

Summary data of COVID
 

[INTERPRETATION OF RESULTS]

[QUALITY CONTROL]

A procedural control is included in the test. 
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and
procedural technique.

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

[LIMITATIONS] 

product is limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

gen of the specimens.

Negative results do not preclude SARS
be used as the sole basis 

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone 
epitope region recognized by the 

[PERFORMANCE CHARACTERISTICS]

The clinical performance of COVID
was established in prospective studies with nasal swabs collected 

individual symptomatic 
 patients

data of COVID

[INTERPRETATION OF RESULTS]

 

[QUALITY CONTROL]

ntrol is included in the test. 
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and
procedural technique. 

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

 

limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

gen of the specimens.

Negative results do not preclude SARS
be used as the sole basis 

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone 

recognized by the 

[PERFORMANCE CHARACTERISTICS]

The clinical performance of COVID
was established in prospective studies with nasal swabs collected 

individual symptomatic 
patients who were suspected of COVID

data of COVID-

  

[INTERPRETATION OF RESULTS]

 

Two lines appear. 
at the control region (C), and another 
line appears at the test region (T), irregard
less of the intensity of the test line.

 

One 
region (C), and no line appears at the test 
region (T).

 

Control line fails to appear. 
specimen volume or incorrect procedural 
techniques are the most likely reasons for 
control line
repeat the test using a new test cassette. If 
the problem persists, discontinue using the 
lot immediately and contact your local 
distributor.

[QUALITY CONTROL] 

ntrol is included in the test. 
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

gen of the specimens. 

Negative results do not preclude SARS
be used as the sole basis for patient

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 
the virus has undergone minor amino

recognized by the 

[PERFORMANCE CHARACTERISTICS]

Clinica

The clinical performance of COVID
was established in prospective studies with nasal swabs collected 

individual symptomatic 
who were suspected of COVID

-19 Antigen Rapid Test 

[INTERPRETATION OF RESULTS]

Two lines appear. 
at the control region (C), and another 
line appears at the test region (T), irregard
less of the intensity of the test line.

One colored
region (C), and no line appears at the test 
region (T).

Control line fails to appear. 
specimen volume or incorrect procedural 
techniques are the most likely reasons for 
control line
repeat the test using a new test cassette. If 
the problem persists, discontinue using the 
lot immediately and contact your local 
distributor.

ntrol is included in the test. 
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

Negative results do not preclude SARS
for patient

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 

minor amino
recognized by the 

[PERFORMANCE CHARACTERISTICS]

Clinical Performance

The clinical performance of COVID-19 Antigen Rapid
was established in prospective studies with nasal swabs collected 

individual symptomatic patients (within 7 days of onset) and 
who were suspected of COVID

19 Antigen Rapid Test 

[INTERPRETATION OF RESULTS]

Two lines appear. 
at the control region (C), and another 
line appears at the test region (T), irregard
less of the intensity of the test line.

colored
region (C), and no line appears at the test 
region (T). 

Control line fails to appear. 
specimen volume or incorrect procedural 
techniques are the most likely reasons for 
control line failure. Review the procedure and 
repeat the test using a new test cassette. If 
the problem persists, discontinue using the 
lot immediately and contact your local 
distributor. 

ntrol is included in the test. 
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

Negative results do not preclude SARS-
for patient management decisions

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 

minor amino 
recognized by the monoclonal antibodies

[PERFORMANCE CHARACTERISTICS]

Performance

19 Antigen Rapid
was established in prospective studies with nasal swabs collected 

patients (within 7 days of onset) and 
who were suspected of COVID

19 Antigen Rapid Test 

[INTERPRETATION OF RESULTS] 

Two lines appear. 
at the control region (C), and another 
line appears at the test region (T), irregard
less of the intensity of the test line.

colored line appears at the control 
region (C), and no line appears at the test 

 

Control line fails to appear. 
specimen volume or incorrect procedural 
techniques are the most likely reasons for 

failure. Review the procedure and 
repeat the test using a new test cassette. If 
the problem persists, discontinue using the 
lot immediately and contact your local 

 

ntrol is included in the test. A colored
control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and

Control standards are not supplied with this kit. However, it is rec
that positive and negative controls be tested as good laboratory practice to 
confirm the test procedure and to verify proper test performance.

limited to provide a qualitative detection. The intensity of 
the test line does not necessarily correlate to the concentration of the 

-CoV-2 infection and should not 
management decisions

A physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures

A negative result can occur if the quantity of 
present in the specimen is below the detection threshold of the assay, or 

 acid mutation(s) in the 
monoclonal antibodies

[PERFORMANCE CHARACTERISTICS]

Performance

19 Antigen Rapid
was established in prospective studies with nasal swabs collected 

patients (within 7 days of onset) and 
who were suspected of COVID

19 Antigen Rapid Test 

 

Two lines appear. One 
at the control region (C), and another 
line appears at the test region (T), irregard
less of the intensity of the test line.

line appears at the control 
region (C), and no line appears at the test 

Control line fails to appear. 
specimen volume or incorrect procedural 
techniques are the most likely reasons for 

failure. Review the procedure and 
repeat the test using a new test cassette. If 
the problem persists, discontinue using the 
lot immediately and contact your local 

colored line appearing in the 
control region (C) is considered an internal procedural control. It confirms 
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