
2. Príprava vzorky:
1)	Vezmite nádobku s puferom (1) pre extrakciu vzor-
ky, odstráňte viečko a nakvapkajte všetok extrakčný 
pufer do extrakčnej skúmavky.
2) Výter z nosohltanu dutiny ústnej
Vložte tampón do extrakčnej skúmavky, ktorá obsa-
huje pufer pre extrakciu vzoriek. Otáčajte tampónom 
vnútri skúmavky krúživým pohybom, aby sa odvalila 
strana extrakčnej skúmavky tak, aby bola tekutina exprimovaná a reabsorbovaná z tampónu, tam-
pón vyberte.Extrahovaný roztok bude použitý ako skúšobná vzorka.

POKYNY K POUŽITIU	
Pred testovaním nechajte test, vzorku a extrakčný pufer vytemperovať na izbovú teplotu (15-
30°).
1. Testovací prostriedok vyberte zo zataveného ochranného obalu a čo najrýchlejšie ho použite. Tes-
tovací prostriedok položte na čistý rovný povrch. Najlepšie výsledky dosiahnete, ak test vykonáte 
bezprostredne po otvorení ochranného obalu.
2. Odšraubujte celé viečko odberovej skúmavky.
3. Vezmite nádobku s puferom (1) pre extrakciu vzoriek, zložte viečko a nakvapkajte všetok extrakčný 
pufer do extrakčnej skúmavky.
4. Do extrakčného puferu vložte sterilný tampón so vzorkou. Počas 10 sekúnd výterovým tampó-
nom pohybujte krúživým pohybom, pritom tlačte hlavičkou tampónu na stenu skúmavky tak, aby sa 
z nej uvoľnil antigén.
5. Sterilný výterový tampón vyberte tak, že budete hlavičkou tampónu tlačiť na stenu skúmavky, aby 
sa z nej vytlačilo čo najviac tekutiny. Sterilný výterový tampón zlikvidujte v súlade s protokolom pre 
likvidáciu biologicky nebezpečného odpadu.
6. Na skúmavku pre odber vzorky našraubujte viečko a utiahnite ho. Potom skúmavku dôkladne 
pretrepte, aby sa vzorka a extrakčný pufer premiešali. Viac obrázok 4.
7. Tri kvapky roztoku (približne 80 ul) nadávkujte do jamky pre vzorku a spusťte stopky. Výsledok 
odčítate za 10~20 minút. Po viac než 20 minútach výsledok neodčítajte.

Novel Coronavirus (SARS-Cov-2) Antigen Rapid 
Test Cassette (swab)  

Package Insert 
A RAPID TEST FOR THE QUALITATIVE DETECTION OF NOVEL CORONAVIRUS 
ANTIGENS IN NASOPHARYNGEAL SWAB. 
For professional In Vitro Diagnostic Use Only. 

INTENDED USE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an in vitro 
diagnostic test for the qualitative detection of novel coronavirus antigens in Nasopharyngeal 
swab, using the rapid immunochromatographic method. The identification is based on the 
monoclonal antibodies specific for the novel coronvirus antigen. It will provide information for 
clinical doctors to prescribe correct medications.  

SUMMARY 
COVID-19 is an acute respiratory infectious disease. People are generally susceptible. Currently, 
the patients infected by the novel coronavirus are the main source of infection; asymptomatic 
infected people can also be an infectious source. Based on the current epidemiological 
investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations 
include fever, fatigue and dry cough. Nasal congestion, runny nose, sore throat, myalgia and 
diarrhea are found in a few cases. 

PRINCIPLE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an 
immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to 
Novel coroinavirus .  
The test device is composed of the following three parts, namely sample pad, reagent pad and 
reaction membrane. The whole strip is fixed inside a plastic device. The reagent membrane 
contains the colloidal-gold conjugated with the monoclonal antibodies against Novel 
coroinavirus;the reaction membrane contains the secondary antibodies for Novel coroinavirus, 
and the polyclonal antibodies against the mouse globulin, which are pre-immobilized on the 
membrane. 
When the sample is added into the sample window,conjugates dried in the reagent pad are 
dissolved and migrate along with the sample. If Novel coroinavirus is present in the sample, a 
complex formed between the anti- Novel coroinavirus conjugate and the virus will be caught by 
the specific anti- Novel coroinavirus monoclonal coated on the T region.  
Whether the sample contains the virus or not, the solution continues to migrate to encounter 
another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, thereby 
producing a red line on the region C.   

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coroinavirus; the reaction membrane contains the secondary antibodies for Novel 
coroinavirus,and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when hanging the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection: 
It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal 
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection 
or improper sample handling may yield a 
false-negative result. 
Nasopharyngeal Swab 
For nasal swab completely insert the sterilized 
 swab supplied in this kit into the nasal basin, and 
 swab several times to collect the epidermal cells 
 of the mucus. 
For throat swab completely insert the sterilized 
swab supplied in this kit into the posterior pharynx,tonsils and other inflamed areas.Avoid 
touching the tongue,cheeks and teeth with the swab.  
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
2. Specimen preparation: 
1) Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube supplied 
in this kit, and put it on the tube stand.  
2) Nasopharyngeal Swabbing 
Insert the swab into the extraction tube which contains 10 drops (about 0.3 ml) of the sample 
extraction buffer. Rotate the swab inside the tube using a circular motion to roll the side of the 
extraction tube so that liquid is expressed and reabsorbed from the swab.Remove the swab. The 

extracted solution will be used as test sample. 
MATERIALS 

Materials provided 
 Test Device 
 Package Insert 

 Sterilized Swab 
 Nozzle With Filter 

 Extraction Tube 
 Sample Extraction Buffer 

 Tube Stand 
 

Materials required but not provided 
 Timer  

DIRECTIONS FOR USE 
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C) 
prior to testing. 
1.Remove the test device from the sealed foil pouch and use it as soon as possible. Place the 
test device on a clean and level surface . Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube, 
3. Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab.  
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol.  
6. Screw on and tighten the cap onto the specimen collection tube,then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer.. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes.Do not interpret the result after 20 minutes. 

 
 

INTERPRETATION OF RESULTS 
(Please refer to the illustration above) 

POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 
there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coroinavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen titles below the reagent’s 
sensitivity threshold, so a negative test result does not exclude infection with novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present.Therefore,the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if a poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 

coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-1 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• :A negative result may occur if the concentration of antigen or antibody in a specimen is below 
the detection limit of the test or if the specimen was collected or transported improperly, therefore 
a negative test result does not eliminate the possibility of SARS-Cov-2 infection, and should be 
confirmed by viral culture or an molecular assay or ELISA 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

 SARS-Cov-2 Ag Rapid Test Total 
Result   + - 

PCR + 27 5 32 
- 0 200 200 

Total Results 27 205 232 
Relative sensitivity: 84.4%      Relative specificity: >99%  
Overall agreement: 97.8%      

Cross Reaction 
No cross reaction has been confirmed of the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test 
Cassette (swab) with the following pathogens: 
①Bacteria  
Acinetobacter baumannii, Bordetella pertussis,Branhamella catarrhalis,Candida albicans, 
Candida glabrata,Cardiobacterium hominis,Eikenella corrodens,Enterococcus faecalis, 
Enterococcus gallinarum.Escherichia coil,Group C streptococcus,Group G streptococcus, 
Haemophilus aphrophilus,Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella 
pneumoniae,Neisseria gonorrhoeae Peptococcus asaccharolyticus,Peptostreptococcus 
anaerobius, Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens, 
Staphylococcus epidermidis,Streptococcus agalactiae(group B),Streptococcus mutans, 
Streptococcus pneumoniae, Streptococcus pyogenes(group A), Veillonella parvula 
②Virus 
Influenza A,Influenza B,Adenovirus Type 1～8,11,19,37,Coxsackie virus Type A16,B1～5, 
Cytomegalovirus,Echovirus Type 3,6,9,11,14,18,30,Enterovirus Type 71,HSV-1,Mumps virus, 
Tyep I simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3,Respiratory 
syncytial virus,Rhinovirus Type 1A,13,14, Type I simple herpes virus, MERS. 
③Mycoplasma etc. 
No cross reaction with Chlamydia pneumoniae,Chlamydia psittaci,Chlamydia trachomatis, 
Mycoplasma pneumoniae. 
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INTERPRETÁCIA VÝSLEDKU
(Viac vyššie uvedené obrázky)
POZITÍVNY:  Objavia sa dva červené prúžky - jeden v kontrolnej oblasti (C) a druhý v testovacej oblasti 
(T). Farebný odtieň môže byť rôzny, ale výsledok by mal byť považovaný za pozitívny, aj keď je prúžok 
veľmi bledý.
NEGATÍVNY: Jeden červený prúžok v kontrolnej oblasti (C) a žiaden prúžok v testovacej oblasti (T). 
Negatívny výsledok testu ukazuje, že sa vo vzorke nenachádzajú žiadne častice nového koronavírusu 
alebo že počet vírusových častíc je pod hranicou detekcie. 
NEPLATNÝ:  V kontrolnej oblasti (C) červený prúžok chýba. Výsledok testu je neplatný aj v prípade, že 
v testovacej oblasti (T) sa testovací prúžok objaví. Najbežnejšími dôvodmi, prečo prúžok v kontrolnej 
oblasti chýba, býva nedostatočný objem vzorky alebo chyba v postupe. Overte postup a test zopa-
kujte s novým testovacím prostriedkom. Ak problém pretrváva, ihneď prestaňte používať testovaciu 
súpravu a obráťte sa na miestneho distribútora.

OBMEDZENIA	
Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) slúži pre kvalitatívnu 
detekciu v akútnej fáze. Odobraná vzorka môže obsahovať titry antigénu pod prahom citlivosti 
činidla, negatívny výsledok testu teda infekciu novým koronavírusom nevylučuje. 
• Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) detekuje antigén 
viabilného aj neviabilného koronavírusu. Výsledok testu závisí na náloži antigénu vo vzorke a ne-
musí korelovať s bunkovou kultiváciou odobranou z rovnakej vzorky.  Pozitívny test nevylučuje 
možnosť, že sú vo vzorke prítomné aj iné patogény. Pre stanovenie správnej diagnózy je treba 
výsledok testu posudzovať v kontexte ďalších dostupných klinických a laboratórnych informácií.
• Výsledok testu môže byť negatívny, ak je koncentrácia antigénu extrahovaného do vzorky pod 
prahom citlivosti testu alebo ak je kvalita získanej vzorky zlá.
• Funkčnosť testu pre sledovanie odpovede na antivírusovú liečbu ochorenia novým koronaví-
rusom nebola stanovená.
• Pozitívne výsledky testu nevylučujú súčasne infekcie inými patogénmi.
• Negatívny výsledok testu nevylučuje infekciu inými koronavírusmi, s výnimkou rozdielov v cit-
livosti u dospelých a detí.
• Negatívny výsledok sa môže objaviť, ak je koncentrácia antigénu alebo protilátky vo vzorke pod 
detekčným limitom testu alebo ak bola vzorka chybne odobraná či prepravovaná. Negatívny 
výsledok testu teda možnú infekciu SARS-CoV-2 nevylučuje a mal by byť potvrdený kultiváciou 
vírusu, metódami molekulárnej biológie alebo metódou ELISA či PCR.

Kazeta pre rýchly test na antigén nového koro-
navírusu (SARS-CoV-2) (výter) Písomná informácia

RÝCHLY TEST PRE KVALITATÍVNU DETEKCIU ANTIGÉNU NOVÉHO KORONAVÍRUSU VO VÝTERE Z NO-
SOHOLTANU A VÝTERE Z DUTINY ÚSTNEJ.
Iba pre profesionálne diagnostické použitie in vitro.

URČENÉ POUŽITIE	
Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) je diagnostický test in 
vitro pre kvalitatívnu detekciu antigénu nového koronavírusu vo výtere z nosohltanu a dutiny úst-
nej, pomocou rýchlej imunochromatografickej metódy. Identifikácia je založená na monoklonálnych 
protilátkach špecifických pre antigén nového koronavírusu. Lekárovi poskytujte informácie, ktoré 
potrebuje, aby mohol predpísať správne lieky.
 
SÚHRN
Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) sa používa pre in vitro 
kvalitatívnu detekciu nového koronavírusu vo výtere z hrdla, vzorkách hlienu u pacientov, u ktorých 
je podozrenie na pneumóniu spôsobenú novým koronavírusom, pri podozrení na výskyt agregova-
ných prípadov a v ďalších prípadoch vyžadujúcich diagnózu, resp. diferenciálnu diagnózu nového 
koronavírusu.
Definície „prípadov s podozrením“ a „pacientov s podozrením na výskyt agregovaných prípadov“ 
a ďalších skupín vychádzajú z dokumentov „Diagnostika a plán liečby pneumónie u pacientov infi-
kovaných novým koronavírusom“ a „Plán sledovania pneumónie u pacientov infikovaných novým 
koronavírusom“ a ďalších dokumentov (v platnom znení) vydaných CDC.
Produkt slúži iba ako pomocný prostriedok pri diagnostike súvisiacich prípadov a ako zásoba pre 
stav núdze pre in vitro diagnostiku pri epidémii pneumónie spôsobenej novým koronavírusom 
(SARS-CoV-2) od decembra 2019 a nemôže sa použiť pre rutinnú in vitro diagnostiku v klinickej praxi. 
Súprava spĺňa príslušné požiadavky dokumentov „Diagnostika a plán liečby pneumónie u pacientov 
infikovaných novým koronavírusom“ a „Plán prevencie a kontroly pneumónie u pacientov infikova-
ných novým koronavírusom“ a ďalších používaných dokumentov.
Výsledky detekcie touto súpravou sú určené iba ako klinická informácia a nemajú slúžiť ako jedi-
né klinické kritérium pre stanovenie diagnózy. Odporúča sa vykonať komplexnú analýzu ochorenia 
v kombinácii s klinickými prejavmi a ďalšími laboratórnymi testami.

PRINCÍP
Testovacia kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) je imunochro-
matografický test s membránou, ktorý využíva vysoko citlivé protilátky proti novému koronavírusu.
Testovací kazeta sa skladá z týchto troch častí: podložky pre vzorku, podložky pre činidlo a reakčnej 
membrány. Celý pásik je upevnený v plastovom prostriedku. Membrána pre činidlo obsahuje mo-
noklonálne protilátky proti novému koronavírusu konjugované s koloidným zlatom. Reakčná mem-
brána obsahuje sekundárne protilátky proti novému koronavírusu a polyklonálne protilátky proti 
myšaciemu globulínu, ktoré sú na membráne už imobilizované.
Keď je vzorka nanesená do okienka pre vzorku, konjugáty vysušené v podložke pre činidlo sa rozpus-
tia a migrujú spoločne so vzorkou. Ak je vo vzorke prítomný nový koronavírus, komplex vytvorený 
medzi konjugátom proti novému koronavírusu a vírusom sa zachytí pomocou špecifických monoklo-
nálnych protilátok proti novému koronavírusu imobilizovaných v testovacej oblasti T.
Bez ohľadu na to, či vzorka vírus obsahuje alebo neobsahuje, migruje roztok ďalej a stretáva sa 
s ďalším činidlom (protilátkami proti myšaciemu IgG), ktoré naviaže zostávajúce konjugáty, čím v 
kontrolnej oblasti C vznikne červený prúžok. 

ČINIDLA	
Membrána pre činidlo obsahuje monoklonálne protilátky proti novému koronavírusu konjugované 
s koloidným roztokom. Reakčná membrána obsahuje sekundárne protilátky proti novému koronaví-
rusu a polyklonálne protilátky proti myšaciemu globulínu, ktoré sú na membráne už imobilizované.

BEZPEČNOSTNÉ OPATRENIA	
• 	 Iba pre diagnostické použitie in vitro.
• 	 Nepoužívajte po uplynutí doby použiteľnosti. 
• 	 Pred otvorením ochranného obalu testovacieho prostriedku sa uistite, že obal nie je poškodený.
• 	 Test vykonajte pri izbovej teplote v rozmedzí od 15° do 30°C.
• 	 Pri manipulácii so vzorkami používajte rukavice, nedotýkajte sa membrány činidla ani okienka  
	 pre vzorku.
• 	 So všetkými vzorkami a použitým príslušenstvom je treba zaobchádzať ako s infekčným 
	 materiálom a zlikvidovať ich podľa miestnych predpisov.
• 	 Nepoužívajte vzorky, ktoré obsahujú krv.

UCHOVÁVANIE A STABILITA	
Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) uchovajte pri izbovej 
teplote alebo v chladničke (2-30°C). Chráňte pred mrazom. Všetky činidlá sú stabilné do dátumu 
exspirácie, ktorý je uvedený na vonkajšom obale a na fľaštičke puferu. 

ODBER A PRÍPRAVA VZORKY
1. Odber vzorky:                                                                             
Používa sa k diagnostike nového koronavírusu zo vzoriek z výteru z nosohltanu. Pre optimálny vý-
sledok testu používajte čerstvo odobrané vzorky. Nesprávne odobraná vzorka alebo zaobchádzanie 
s ňou môže spôsobiť falošne negatívny výsledok.

Výter z nosohltanu:
Pri výtere z nosohltanu sterilný výterový tampón dodaný v súprave úplne zaveďte do nosnej dutiny 
a k odberu epiteliálnych buniek v hliene niekoľkokrát zotrite.
Pri výtere z hrdla úplne zaveďte sterilný tampón dodaný v súprave do oblasti zadnej steny hltanu, 
tonzíl a ďalších zapálených oblastí. Dbajte, aby ste sa tampónom nedotýkali jazyka, tváre a zubov.
Pre presnejší výsledok sa odporúča odoberať vzorku z nosohltanu.

MATERIÁLY
Dodané materiály
•	 Testovacia kazeta 
•	 Sterilní výtěrový tampon 
•	 Extrakční zkumavka 
•	 Stojánek na zkumavky

•	 Příbalová informace
•	 Střička s filtrem
•	 Extrakční pufr

Potřebné materiály, které nejsou 
součástí soupravy
•	 Stopky
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reaction membrane. The whole strip is fixed inside a plastic device. The reagent membrane 
contains the colloidal-gold conjugated with the monoclonal antibodies against Novel 
coroinavirus;the reaction membrane contains the secondary antibodies for Novel coroinavirus, 
and the polyclonal antibodies against the mouse globulin, which are pre-immobilized on the 
membrane. 
When the sample is added into the sample window,conjugates dried in the reagent pad are 
dissolved and migrate along with the sample. If Novel coroinavirus is present in the sample, a 
complex formed between the anti- Novel coroinavirus conjugate and the virus will be caught by 
the specific anti- Novel coroinavirus monoclonal coated on the T region.  
Whether the sample contains the virus or not, the solution continues to migrate to encounter 
another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, thereby 
producing a red line on the region C.   

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coroinavirus; the reaction membrane contains the secondary antibodies for Novel 
coroinavirus,and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when hanging the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection: 
It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal 
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection 
or improper sample handling may yield a 
false-negative result. 
Nasopharyngeal Swab 
For nasal swab completely insert the sterilized 
 swab supplied in this kit into the nasal basin, and 
 swab several times to collect the epidermal cells 
 of the mucus. 
For throat swab completely insert the sterilized 
swab supplied in this kit into the posterior pharynx,tonsils and other inflamed areas.Avoid 
touching the tongue,cheeks and teeth with the swab.  
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
2. Specimen preparation: 
1) Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube supplied 
in this kit, and put it on the tube stand.  
2) Nasopharyngeal Swabbing 
Insert the swab into the extraction tube which contains 10 drops (about 0.3 ml) of the sample 
extraction buffer. Rotate the swab inside the tube using a circular motion to roll the side of the 
extraction tube so that liquid is expressed and reabsorbed from the swab.Remove the swab. The 

extracted solution will be used as test sample. 
MATERIALS 

Materials provided 
 Test Device 
 Package Insert 

 Sterilized Swab 
 Nozzle With Filter 

 Extraction Tube 
 Sample Extraction Buffer 

 Tube Stand 
 

Materials required but not provided 
 Timer  

DIRECTIONS FOR USE 
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C) 
prior to testing. 
1.Remove the test device from the sealed foil pouch and use it as soon as possible. Place the 
test device on a clean and level surface . Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube, 
3. Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab.  
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol.  
6. Screw on and tighten the cap onto the specimen collection tube,then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer.. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes.Do not interpret the result after 20 minutes. 

 
 

INTERPRETATION OF RESULTS 
(Please refer to the illustration above) 

POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 
there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coroinavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen titles below the reagent’s 
sensitivity threshold, so a negative test result does not exclude infection with novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present.Therefore,the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if a poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 

coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-1 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• :A negative result may occur if the concentration of antigen or antibody in a specimen is below 
the detection limit of the test or if the specimen was collected or transported improperly, therefore 
a negative test result does not eliminate the possibility of SARS-Cov-2 infection, and should be 
confirmed by viral culture or an molecular assay or ELISA 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

 SARS-Cov-2 Ag Rapid Test Total 
Result   + - 

PCR + 27 5 32 
- 0 200 200 

Total Results 27 205 232 
Relative sensitivity: 84.4%      Relative specificity: >99%  
Overall agreement: 97.8%      

Cross Reaction 
No cross reaction has been confirmed of the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test 
Cassette (swab) with the following pathogens: 
①Bacteria  
Acinetobacter baumannii, Bordetella pertussis,Branhamella catarrhalis,Candida albicans, 
Candida glabrata,Cardiobacterium hominis,Eikenella corrodens,Enterococcus faecalis, 
Enterococcus gallinarum.Escherichia coil,Group C streptococcus,Group G streptococcus, 
Haemophilus aphrophilus,Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella 
pneumoniae,Neisseria gonorrhoeae Peptococcus asaccharolyticus,Peptostreptococcus 
anaerobius, Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens, 
Staphylococcus epidermidis,Streptococcus agalactiae(group B),Streptococcus mutans, 
Streptococcus pneumoniae, Streptococcus pyogenes(group A), Veillonella parvula 
②Virus 
Influenza A,Influenza B,Adenovirus Type 1～8,11,19,37,Coxsackie virus Type A16,B1～5, 
Cytomegalovirus,Echovirus Type 3,6,9,11,14,18,30,Enterovirus Type 71,HSV-1,Mumps virus, 
Tyep I simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3,Respiratory 
syncytial virus,Rhinovirus Type 1A,13,14, Type I simple herpes virus, MERS. 
③Mycoplasma etc. 
No cross reaction with Chlamydia pneumoniae,Chlamydia psittaci,Chlamydia trachomatis, 
Mycoplasma pneumoniae. 
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Novel Coronavirus (SARS-Cov-2) Antigen Rapid 
Test Cassette (swab)  

Package Insert 
A RAPID TEST FOR THE QUALITATIVE DETECTION OF NOVEL CORONAVIRUS 
ANTIGENS IN NASOPHARYNGEAL SWAB. 
For professional In Vitro Diagnostic Use Only. 

INTENDED USE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an in vitro 
diagnostic test for the qualitative detection of novel coronavirus antigens in Nasopharyngeal 
swab, using the rapid immunochromatographic method. The identification is based on the 
monoclonal antibodies specific for the novel coronvirus antigen. It will provide information for 
clinical doctors to prescribe correct medications.  

SUMMARY 
COVID-19 is an acute respiratory infectious disease. People are generally susceptible. Currently, 
the patients infected by the novel coronavirus are the main source of infection; asymptomatic 
infected people can also be an infectious source. Based on the current epidemiological 
investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations 
include fever, fatigue and dry cough. Nasal congestion, runny nose, sore throat, myalgia and 
diarrhea are found in a few cases. 

PRINCIPLE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an 
immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to 
Novel coroinavirus .  
The test device is composed of the following three parts, namely sample pad, reagent pad and 
reaction membrane. The whole strip is fixed inside a plastic device. The reagent membrane 
contains the colloidal-gold conjugated with the monoclonal antibodies against Novel 
coroinavirus;the reaction membrane contains the secondary antibodies for Novel coroinavirus, 
and the polyclonal antibodies against the mouse globulin, which are pre-immobilized on the 
membrane. 
When the sample is added into the sample window,conjugates dried in the reagent pad are 
dissolved and migrate along with the sample. If Novel coroinavirus is present in the sample, a 
complex formed between the anti- Novel coroinavirus conjugate and the virus will be caught by 
the specific anti- Novel coroinavirus monoclonal coated on the T region.  
Whether the sample contains the virus or not, the solution continues to migrate to encounter 
another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, thereby 
producing a red line on the region C.   

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coroinavirus; the reaction membrane contains the secondary antibodies for Novel 
coroinavirus,and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when hanging the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection: 
It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal 
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection 
or improper sample handling may yield a 
false-negative result. 
Nasopharyngeal Swab 
For nasal swab completely insert the sterilized 
 swab supplied in this kit into the nasal basin, and 
 swab several times to collect the epidermal cells 
 of the mucus. 
For throat swab completely insert the sterilized 
swab supplied in this kit into the posterior pharynx,tonsils and other inflamed areas.Avoid 
touching the tongue,cheeks and teeth with the swab.  
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
2. Specimen preparation: 
1) Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube supplied 
in this kit, and put it on the tube stand.  
2) Nasopharyngeal Swabbing 
Insert the swab into the extraction tube which contains 10 drops (about 0.3 ml) of the sample 
extraction buffer. Rotate the swab inside the tube using a circular motion to roll the side of the 
extraction tube so that liquid is expressed and reabsorbed from the swab.Remove the swab. The 

extracted solution will be used as test sample. 
MATERIALS 

Materials provided 
 Test Device 
 Package Insert 

 Sterilized Swab 
 Nozzle With Filter 

 Extraction Tube 
 Sample Extraction Buffer 

 Tube Stand 
 

Materials required but not provided 
 Timer  

DIRECTIONS FOR USE 
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C) 
prior to testing. 
1.Remove the test device from the sealed foil pouch and use it as soon as possible. Place the 
test device on a clean and level surface . Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube, 
3. Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab.  
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol.  
6. Screw on and tighten the cap onto the specimen collection tube,then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer.. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes.Do not interpret the result after 20 minutes. 

 
 

INTERPRETATION OF RESULTS 
(Please refer to the illustration above) 

POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 
there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coroinavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen titles below the reagent’s 
sensitivity threshold, so a negative test result does not exclude infection with novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present.Therefore,the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if a poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 

coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-1 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• :A negative result may occur if the concentration of antigen or antibody in a specimen is below 
the detection limit of the test or if the specimen was collected or transported improperly, therefore 
a negative test result does not eliminate the possibility of SARS-Cov-2 infection, and should be 
confirmed by viral culture or an molecular assay or ELISA 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

 SARS-Cov-2 Ag Rapid Test Total 
Result   + - 

PCR + 27 5 32 
- 0 200 200 

Total Results 27 205 232 
Relative sensitivity: 84.4%      Relative specificity: >99%  
Overall agreement: 97.8%      

Cross Reaction 
No cross reaction has been confirmed of the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test 
Cassette (swab) with the following pathogens: 
①Bacteria  
Acinetobacter baumannii, Bordetella pertussis,Branhamella catarrhalis,Candida albicans, 
Candida glabrata,Cardiobacterium hominis,Eikenella corrodens,Enterococcus faecalis, 
Enterococcus gallinarum.Escherichia coil,Group C streptococcus,Group G streptococcus, 
Haemophilus aphrophilus,Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella 
pneumoniae,Neisseria gonorrhoeae Peptococcus asaccharolyticus,Peptostreptococcus 
anaerobius, Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens, 
Staphylococcus epidermidis,Streptococcus agalactiae(group B),Streptococcus mutans, 
Streptococcus pneumoniae, Streptococcus pyogenes(group A), Veillonella parvula 
②Virus 
Influenza A,Influenza B,Adenovirus Type 1～8,11,19,37,Coxsackie virus Type A16,B1～5, 
Cytomegalovirus,Echovirus Type 3,6,9,11,14,18,30,Enterovirus Type 71,HSV-1,Mumps virus, 
Tyep I simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3,Respiratory 
syncytial virus,Rhinovirus Type 1A,13,14, Type I simple herpes virus, MERS. 
③Mycoplasma etc. 
No cross reaction with Chlamydia pneumoniae,Chlamydia psittaci,Chlamydia trachomatis, 
Mycoplasma pneumoniae. 
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Novel Coronavirus (SARS-Cov-2) Antigen Rapid 
Test Cassette (swab)  

Package Insert 
A RAPID TEST FOR THE QUALITATIVE DETECTION OF NOVEL CORONAVIRUS 
ANTIGENS IN NASOPHARYNGEAL SWAB. 
For professional In Vitro Diagnostic Use Only. 

INTENDED USE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an in vitro 
diagnostic test for the qualitative detection of novel coronavirus antigens in Nasopharyngeal 
swab, using the rapid immunochromatographic method. The identification is based on the 
monoclonal antibodies specific for the novel coronvirus antigen. It will provide information for 
clinical doctors to prescribe correct medications.  

SUMMARY 
COVID-19 is an acute respiratory infectious disease. People are generally susceptible. Currently, 
the patients infected by the novel coronavirus are the main source of infection; asymptomatic 
infected people can also be an infectious source. Based on the current epidemiological 
investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations 
include fever, fatigue and dry cough. Nasal congestion, runny nose, sore throat, myalgia and 
diarrhea are found in a few cases. 

PRINCIPLE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an 
immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to 
Novel coroinavirus .  
The test device is composed of the following three parts, namely sample pad, reagent pad and 
reaction membrane. The whole strip is fixed inside a plastic device. The reagent membrane 
contains the colloidal-gold conjugated with the monoclonal antibodies against Novel 
coroinavirus;the reaction membrane contains the secondary antibodies for Novel coroinavirus, 
and the polyclonal antibodies against the mouse globulin, which are pre-immobilized on the 
membrane. 
When the sample is added into the sample window,conjugates dried in the reagent pad are 
dissolved and migrate along with the sample. If Novel coroinavirus is present in the sample, a 
complex formed between the anti- Novel coroinavirus conjugate and the virus will be caught by 
the specific anti- Novel coroinavirus monoclonal coated on the T region.  
Whether the sample contains the virus or not, the solution continues to migrate to encounter 
another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, thereby 
producing a red line on the region C.   

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coroinavirus; the reaction membrane contains the secondary antibodies for Novel 
coroinavirus,and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when hanging the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection: 
It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal 
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection 
or improper sample handling may yield a 
false-negative result. 
Nasopharyngeal Swab 
For nasal swab completely insert the sterilized 
 swab supplied in this kit into the nasal basin, and 
 swab several times to collect the epidermal cells 
 of the mucus. 
For throat swab completely insert the sterilized 
swab supplied in this kit into the posterior pharynx,tonsils and other inflamed areas.Avoid 
touching the tongue,cheeks and teeth with the swab.  
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
2. Specimen preparation: 
1) Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube supplied 
in this kit, and put it on the tube stand.  
2) Nasopharyngeal Swabbing 
Insert the swab into the extraction tube which contains 10 drops (about 0.3 ml) of the sample 
extraction buffer. Rotate the swab inside the tube using a circular motion to roll the side of the 
extraction tube so that liquid is expressed and reabsorbed from the swab.Remove the swab. The 

extracted solution will be used as test sample. 
MATERIALS 

Materials provided 
 Test Device 
 Package Insert 

 Sterilized Swab 
 Nozzle With Filter 

 Extraction Tube 
 Sample Extraction Buffer 

 Tube Stand 
 

Materials required but not provided 
 Timer  

DIRECTIONS FOR USE 
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C) 
prior to testing. 
1.Remove the test device from the sealed foil pouch and use it as soon as possible. Place the 
test device on a clean and level surface . Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube, 
3. Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab.  
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol.  
6. Screw on and tighten the cap onto the specimen collection tube,then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer.. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes.Do not interpret the result after 20 minutes. 

 
 

INTERPRETATION OF RESULTS 
(Please refer to the illustration above) 

POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 
there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coroinavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen titles below the reagent’s 
sensitivity threshold, so a negative test result does not exclude infection with novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present.Therefore,the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if a poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 

coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-1 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• :A negative result may occur if the concentration of antigen or antibody in a specimen is below 
the detection limit of the test or if the specimen was collected or transported improperly, therefore 
a negative test result does not eliminate the possibility of SARS-Cov-2 infection, and should be 
confirmed by viral culture or an molecular assay or ELISA 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

 SARS-Cov-2 Ag Rapid Test Total 
Result   + - 

PCR + 27 5 32 
- 0 200 200 

Total Results 27 205 232 
Relative sensitivity: 84.4%      Relative specificity: >99%  
Overall agreement: 97.8%      

Cross Reaction 
No cross reaction has been confirmed of the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test 
Cassette (swab) with the following pathogens: 
①Bacteria  
Acinetobacter baumannii, Bordetella pertussis,Branhamella catarrhalis,Candida albicans, 
Candida glabrata,Cardiobacterium hominis,Eikenella corrodens,Enterococcus faecalis, 
Enterococcus gallinarum.Escherichia coil,Group C streptococcus,Group G streptococcus, 
Haemophilus aphrophilus,Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella 
pneumoniae,Neisseria gonorrhoeae Peptococcus asaccharolyticus,Peptostreptococcus 
anaerobius, Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens, 
Staphylococcus epidermidis,Streptococcus agalactiae(group B),Streptococcus mutans, 
Streptococcus pneumoniae, Streptococcus pyogenes(group A), Veillonella parvula 
②Virus 
Influenza A,Influenza B,Adenovirus Type 1～8,11,19,37,Coxsackie virus Type A16,B1～5, 
Cytomegalovirus,Echovirus Type 3,6,9,11,14,18,30,Enterovirus Type 71,HSV-1,Mumps virus, 
Tyep I simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3,Respiratory 
syncytial virus,Rhinovirus Type 1A,13,14, Type I simple herpes virus, MERS. 
③Mycoplasma etc. 
No cross reaction with Chlamydia pneumoniae,Chlamydia psittaci,Chlamydia trachomatis, 
Mycoplasma pneumoniae. 
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Novel Coronavirus (SARS-Cov-2) Antigen Rapid 
Test Cassette (swab)  

Package Insert 
A RAPID TEST FOR THE QUALITATIVE DETECTION OF NOVEL CORONAVIRUS 
ANTIGENS IN NASOPHARYNGEAL SWAB. 
For professional In Vitro Diagnostic Use Only. 

INTENDED USE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an in vitro 
diagnostic test for the qualitative detection of novel coronavirus antigens in Nasopharyngeal 
swab, using the rapid immunochromatographic method. The identification is based on the 
monoclonal antibodies specific for the novel coronvirus antigen. It will provide information for 
clinical doctors to prescribe correct medications.  

SUMMARY 
COVID-19 is an acute respiratory infectious disease. People are generally susceptible. Currently, 
the patients infected by the novel coronavirus are the main source of infection; asymptomatic 
infected people can also be an infectious source. Based on the current epidemiological 
investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations 
include fever, fatigue and dry cough. Nasal congestion, runny nose, sore throat, myalgia and 
diarrhea are found in a few cases. 

PRINCIPLE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an 
immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to 
Novel coroinavirus .  
The test device is composed of the following three parts, namely sample pad, reagent pad and 
reaction membrane. The whole strip is fixed inside a plastic device. The reagent membrane 
contains the colloidal-gold conjugated with the monoclonal antibodies against Novel 
coroinavirus;the reaction membrane contains the secondary antibodies for Novel coroinavirus, 
and the polyclonal antibodies against the mouse globulin, which are pre-immobilized on the 
membrane. 
When the sample is added into the sample window,conjugates dried in the reagent pad are 
dissolved and migrate along with the sample. If Novel coroinavirus is present in the sample, a 
complex formed between the anti- Novel coroinavirus conjugate and the virus will be caught by 
the specific anti- Novel coroinavirus monoclonal coated on the T region.  
Whether the sample contains the virus or not, the solution continues to migrate to encounter 
another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, thereby 
producing a red line on the region C.   

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coroinavirus; the reaction membrane contains the secondary antibodies for Novel 
coroinavirus,and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when hanging the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection: 
It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal 
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection 
or improper sample handling may yield a 
false-negative result. 
Nasopharyngeal Swab 
For nasal swab completely insert the sterilized 
 swab supplied in this kit into the nasal basin, and 
 swab several times to collect the epidermal cells 
 of the mucus. 
For throat swab completely insert the sterilized 
swab supplied in this kit into the posterior pharynx,tonsils and other inflamed areas.Avoid 
touching the tongue,cheeks and teeth with the swab.  
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
2. Specimen preparation: 
1) Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube supplied 
in this kit, and put it on the tube stand.  
2) Nasopharyngeal Swabbing 
Insert the swab into the extraction tube which contains 10 drops (about 0.3 ml) of the sample 
extraction buffer. Rotate the swab inside the tube using a circular motion to roll the side of the 
extraction tube so that liquid is expressed and reabsorbed from the swab.Remove the swab. The 

extracted solution will be used as test sample. 
MATERIALS 

Materials provided 
 Test Device 
 Package Insert 

 Sterilized Swab 
 Nozzle With Filter 

 Extraction Tube 
 Sample Extraction Buffer 

 Tube Stand 
 

Materials required but not provided 
 Timer  

DIRECTIONS FOR USE 
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C) 
prior to testing. 
1.Remove the test device from the sealed foil pouch and use it as soon as possible. Place the 
test device on a clean and level surface . Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube, 
3. Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab.  
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol.  
6. Screw on and tighten the cap onto the specimen collection tube,then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer.. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes.Do not interpret the result after 20 minutes. 

 
 

INTERPRETATION OF RESULTS 
(Please refer to the illustration above) 

POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 
there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coroinavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen titles below the reagent’s 
sensitivity threshold, so a negative test result does not exclude infection with novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present.Therefore,the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if a poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 

coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-1 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• :A negative result may occur if the concentration of antigen or antibody in a specimen is below 
the detection limit of the test or if the specimen was collected or transported improperly, therefore 
a negative test result does not eliminate the possibility of SARS-Cov-2 infection, and should be 
confirmed by viral culture or an molecular assay or ELISA 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

 SARS-Cov-2 Ag Rapid Test Total 
Result   + - 

PCR + 27 5 32 
- 0 200 200 

Total Results 27 205 232 
Relative sensitivity: 84.4%      Relative specificity: >99%  
Overall agreement: 97.8%      

Cross Reaction 
No cross reaction has been confirmed of the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test 
Cassette (swab) with the following pathogens: 
①Bacteria  
Acinetobacter baumannii, Bordetella pertussis,Branhamella catarrhalis,Candida albicans, 
Candida glabrata,Cardiobacterium hominis,Eikenella corrodens,Enterococcus faecalis, 
Enterococcus gallinarum.Escherichia coil,Group C streptococcus,Group G streptococcus, 
Haemophilus aphrophilus,Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella 
pneumoniae,Neisseria gonorrhoeae Peptococcus asaccharolyticus,Peptostreptococcus 
anaerobius, Proteus mirabilis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens, 
Staphylococcus epidermidis,Streptococcus agalactiae(group B),Streptococcus mutans, 
Streptococcus pneumoniae, Streptococcus pyogenes(group A), Veillonella parvula 
②Virus 
Influenza A,Influenza B,Adenovirus Type 1～8,11,19,37,Coxsackie virus Type A16,B1～5, 
Cytomegalovirus,Echovirus Type 3,6,9,11,14,18,30,Enterovirus Type 71,HSV-1,Mumps virus, 
Tyep I simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3,Respiratory 
syncytial virus,Rhinovirus Type 1A,13,14, Type I simple herpes virus, MERS. 
③Mycoplasma etc. 
No cross reaction with Chlamydia pneumoniae,Chlamydia psittaci,Chlamydia trachomatis, 
Mycoplasma pneumoniae. 
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FUNKČNÉ VLASTNOSTI TESTU Klinické hodnotenie 
Testovacia Klinické hodnotenie bolo vykonané porovnaním výsledkov získaných s testovacou kazetou 
pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) a metódou PCR. Výsledky sú zhr-
nuté nižšie:
Tabuľka: testovacia Kazeta pre rýchly test na antigén nového koronavírusu (SARS-CoV-2) (výter) versus PCR

Metóda 2019-nCoV Sada pre testovanie
nukleových kyselín (RT-PCR)

celkový
výsledok

Nový koronavírus
(SARS-Cov-2)
Antigén testovacia 
Kazeta rýchleho 
testu (Výter)

výsledok pozitívny negatívny

pozitívny 56 0 56

negatívny 6 200 206

celkový
výsledok 62 200 262

Klinická senzitivita = 201/209=96.17 % (95%CI* 92.51% to 98.17%) 
Klinická špecificit = 450/450>99.9% (95%CI* 98.98% to 100%)  
Presnosť:(201+450)/(201+0+8+450)*100%=98.79%(95%CI*97.58%to99.43%)Pe=(209*450+458*201)/ 
(659*659) =0.57, Kappa:( P0 - Pe)/(1-pe) =0.97 
* Interval spoľahlivosti

HRANICA DETEK

Testovaný kmeň 2019-
nCoV

Realy Tech product

Základná 2019-nCoV
Koncentrácia

1 X 106 TCID50/mL

Roztok 1/100 1/200 1/400 1/800 1/1600

Koncentrácia testova-
ného roztoku (TCID50/
ml)	

1X104 5X103 2.5X 103 1.25X103 6.25X102

Hodnoty 20 replikátov
blízko medznej hranice

100 (20/20) 100 
(20/20)

100 (20/20) 95 (19/20) 10 (2/20)

Hranica detekcie (LoD) pre 
virálny kmeň	

1.25 X 103 TCID50/mL

KRÍŽOVÁ REAKCIA
Výsledky skúšok sú nižšie než zodpovedajúca koncentrácia látok v tabuľke nižšie, čo nemá žiaden 
vplyv na negatívny a pozitívny výsledok skúšok tohto činidla a nedochádza ku krížovej reakcii.

Virus/Bakterie/Parazit Kmeň Koncentrácia

MERS-coronavirus N/A 72 μg/mL

Adenovírus Type 1 1.5 x 106TCID50/mL

Type 3 7.5 x 106TCID50/mL

Type 5 4.5 x 106TCID50/mL

Type 7 1.0 x 106TCID50/mL

Type 8 1.0 x 106TCID50/mL

Type 11 2.5 x 106TCID50/mL

Type 18 2.5 x 106TCID50/mL

Type 23 6.0 x 106TCID50/mL

Type 55 1.5 x 106TCID50/mL

Chrípka A H1N1 Denver 3.0 x 108TCID50/mL

H1N1 WS/33 2.0 x 108TCID50/mL

H1N1 A/Mal/302/54 1.5 x 108TCID50/mL

H1N1 New Caledonia 7.6 x 108TCID50/mL

H3N2 A/Hong Kong/8/68 4.6 x 108TCID50/mL

Chrípka B Nevada/03/2011 1.5 x 108TCID50/mL

B/Lee/40 8.5 x 108TCID50/mL

B/Taiwan/2/62 4.0 x 108TCID50/mL

Respiračný syncyciálny vírus N/A 2.5 x 106TCID50/mL

Legionella pneumophila Bloomington-2 1 x 105 PFU/mL

Los Angeles-1 1 x 105 PFU/mL

82A3105 1 x 105 PFU/mL

Rhinovírus A16 N/A 1.5 x 106TCID50/mL

Mycobacterium tuberculosis K 1 x 105PFU/mL

Erdman 1 x 105PFU/mL

HN878 1 x 105PFU/mL

CDC1551 1 x 105PFU/mL

H37Rv 1 x 105PFU/mL

Streptococcus pneumonia 4752-98 [Maryland (D1)6B-17] 1 x 105PFU/mL

178 [Poland 23F-16] 1 x 105PFU/mL

262 [CIP 104340] 1 x 105PFU/mL

Slovakia 14-10 [29055] 1 x 105PFU/mL

Streptococcus pyrogens Typing strain T1 [NCIB 11841, 
SF 130]

1 x 105PFU/ml

Mycoplasma pneumoniae Mutant 22 1 x 105PFU/ml

FH strain of Eaton Agent [NCTC 
10119]

1 x 105PFU/ml

36M129-B7 1 x 105PFU/ml

Koronavírus 229E 1.5 x106TCID50/ml

OC43 1.5 x106TCID50/ml

NL63 1.5 x 106TCID50/ml

HKU1 1.5 x 106TCID50/ml

Ľudský Metapneumovírus 
(hMPV) 3 Typ B1

Peru2-2002 1.5 x 106TCID50/ml

Ľudský Metapneumovírus
(hMPV) 16 Typ A1

IA10-2003 1.5 x 106TCID50/ml

Vírus parainfluenzy Type 1 1.5 x 106TCID50/ml

Type 2 1.5 x 106TCID50/ml

Type 3 1.5 x 106TCID50/ml

Type 4A 1.5 x 106TCID50/ml

REAKCIA INTERFERUJÚCICH LÁTOK
Pri testovaní s použitím kazety rýchleho testu Novel Coronavirus (SARS-Cov-2) Antigén (tampn) ne-
došlo k žiadnej interferencii medzi činidlami testovacieho zariadenia a potencionálnymi interferenč-
nými látkami uvedenými v tabuľke nižšie, čo by viedlo k falošne pozitívnemu alebo negatívnemu 
výsledku pre antigén SARS-Cov-2

Substancia Koncentrácia Substancia Koncentrácia

Mucin 100μg/mL Acetylsalicylic acid 3.0 mM

Plná krev 5% (v/v) Ibuprofen 2.5 mM

Biotin 100μg/mL Mupirocin 10 mg/mL

Neo-Synephrine 
(Phenylephrine)

5%(v/v) Tobramycin 10μg/mL

Afrin nosní sprej 
(Oxymetazoline)

5%(v/v) Erythromycin 50uM

Solní nosní sprej 5%(v/v) Ciprofloxacin 50uM

Homeopatikum 5%(v/v) Ceftriaxone 110mg/mL

Kromoglykát sodný 10 mg/mL Meropenem 3.7μg/mL

Olopatadine Hyd-
rochlorid

10 mg/mL Tobramycin 100μg/mL

Zanamivir 5 mg/mL Histamine Hydrochlo-
ride

100μg/mL

Oseltamivir 10 mg/mL Peramivir 1mmol/mL

Artemether-lume-
fantrin 

50uM Flunisolide 100μg/mL

Doxycycline hyklát 50uM Budesonide 0.64nmol/ L

Chinin 150uM Fluticasone 0.3ng/mL

Lamivudin 1 mg/mL Lopinavir 6μg/mL

Ribavirin 1 mg/mL Ritonavir 8.2mg/mL

Daklatasvir 1 mg/mL Abidor 417.8ng/mL

Acetaminofen 150uM Pooled human nasal 
wash

N/A

Význam Význam
Zdravotnícky prostriedok pre 
diagnostiku in vitro.

Teplotná hranica pre ucho-
vávanie
Autorizovaný zástupca pre 
Európske spoločenstvo

Dátum použiteľnosti 

Viac v návode na použitie

Splňuje požiadavky smernice 
98/79/ES

Výrobca

Dátum výroby

Nepoužívať opakovane
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