COVID-19 Antigen
Rapid Test Device

COV-S23

(Nasofaryngeilni / orofaryngealni vytér)

Zatizeni pro rychly test antigenu COVID-19 je imunotest in vitro. Test je pro pfimou a kvalitativni
detekci virovych nukleoproteinovych antigeni SARS-CoV-2 z nasofaryngedlnich sekreci a
orofaryngealnich sekreci. Tento test je uréen pouze pro profesionalni pouziti.

PRINCIP

Zatizeni pro rychly test antigenu COVID-19 detekuje virové antigeny SARS-CoV-2 prostiednictvim
vizudlni interpretace vyvoje barvy. Protilitky anti-SARS-CoV-2 jsou innobilizoviny na testovaci oblasti
nitrocelul6zové membrany. Protilitky Anti-SARS-CoV-2 konjugované s barevnymi ¢ésticemi jsou
imobilizovany na konjugované podlozce. Do extrakéniho pufru je pfidan vzorek, ktery je optimalizovan
k uvolnovani antigenu SARS-Co V-2 ze specifik. Béhem testovani se extrahované antigeny vézi na
protildtky anti-SARS-CoV-2 konjugované s barevnymi ¢asticemi. Vzhledem k tomu, ze vzorek migruje
podél prouzku kapilarnim ptisobenim a interaguje s ¢inidly na membrané, bude komplex zachycen
protildtkami anti-SARS-CoV-2 v testovaci oblasti. Pfebytek barevnych ¢astic je zachycen na interné!
kontrolni zéna.

Ptitomnost barevného pruhu v testované oblasti naznacuje pozitivni vysledek pro virové antigeny
SARS-CoV-2, zatimco jeho nepfitomnost naznacuje negativni vysledek. Barevny pruh v kontrolni
oblasti slouzi jako procedura! kontrola indikujici, Ze byl ptidan spravny objem vzorku a membrinové
prosakovani funguje.

MATERIALY
e Individualné zabalené testovaci zafizeni s Extratni buffer
e Extra¢ni trubice »  tryska s filtrem
e Individuadlné balené tampony . stojan na zkumavky
e Piibalovy letik e Positive control (je-li pozadovino)
e Negativni kontrola (je-li pozadovéna)

sou soucagti

e hodiny, hodinky nebo stopky e pienosnd pipeta

OPATRENI

Pouze pro diagnostické pouZiti in vitro.

Pted pouzitim si prectéte pribalovy letak. Pokyny byste si méli piecist a peclivé je dodrzovat.

Nepouzivejte soupravu ani jeji soucésti po uplynuti doby pouzitelnosti.

Zatizeni obsahuje materidl Zivo¢i$ného piivodu a mélo by se s nim zachdzet jako s potencidlnim

biologickym nebezpecim. Nepouzivejte, pokud je obal poskozeny nebo otevieny.

e Zkusebni zafizeni jsou balena do féliovych sacki, které béhem skladovéni vylucuji vihkost. Pred
otevienim zkontrolujte kazdy foliovy sacek. Nepouzivejte zafizeni, ktera maji otvory ve folii nebo
kde sacek nebyl uplné uzavien. Pfi nespravném skladovéni testovacich cinidel nebo soucasti
miize dojit k chybnym vysledkim.

® Nepouzivejte extrakéni pufr, pokud ma zménénou barvu nebo je zakaleny. Zbarveni nebo zakal
miize byt zndmkou mikrobidlni kontaminace.

e Se viemi vzorky pacienti je tfeba zachdzet a zlikvidovat je, jako by byly biologicky nebezpe¢né.
Vsechny vzorky musi byt pied testovanim dikladné promichény, aby byl zajistén
reprezentativni vzorek pred testovanim.

e  Pokud pred testovanim nepfivedete vzorky a ¢inidla na teplotu mistnosti, miiZe to snizit citlivost
testu. Nepfesny nebo nevhodny odbér, skladovéni a pfeprava vzorki miize vést k falesné
negativnim vysledkiim testu.

Vyvarujte se kontaktu pokozky s pufrem.

e  Pokud existuje podezieni na infekci SARS-Co V-2 na zékladé soucasnych klinickych a
epidemiologickych screeningovych kritérii doporucenych organy vetejného zdravi, vzorky by mély
byt odebrdny s ptislusnymi preventivnimi opatfenimi pro kontrolu infekce a odeslany ke stitnimu
nebo mistnimu zdravotnimu oddéleni k testovani.

e Izolace virti v buné¢né kultufe a pocitecni charakterizace virovych létek ziskanych v kulturéch vzork(

SARS-CoV-2 se NEDOPORUCUJI, s vyjimkou laboratote BSL3 pouzivajici pracovni postupy BSL3.

SKLADOVANI A STABILITA

e Pokud zafizeni COVID-19 Antigen Rapid Test nepouzivate, skladujte jej pii teploté 2 ~ 30 °C.
e CHRANTE PRED MRAZEM.
®  Obsah soupravy je stabilni do data expirace vyznaceného na jejich vnéjsim obalu a nadobach.

ODBER A SKLADOVANI VZORKU

-Vytér z nosohltanu (NP vytér):
1) Vyjméte vytérovou ty¢inku z obalu
2) Vlozte ty¢inku do nosni dirky rovnobéiné s patrem a jemné zatlacte ty¢inku do zadni ¢asti

nosohltanu. Rotace proti nosni sténé. (aby tampon obsahoval buriky i hlen).
3) tytinku co nejdfive po odbéru vzorku zpracuijte.

-Orofaryngealni vytér (OP vytér):

1) Vyjméte stérovou tycinku z obalu.

2) Vlozte stérovou ty¢inku tplné do st az do hrdla, centrovinim na Cervenou ¢ést stény hrdla a
maxildrnich mandli, a oboustranné otfete oboustranné kr¢ni mandle a sténu hrdla. Nedotykejte se
jazyka a ty¢inku odstrante.

3) Stérovou ty¢inku zpracujte co nejdifve po odbéru vzorku.

Pozndmka:

1. Pouzivejte pouze ty¢inky ze syntetickych vlaken s plastovymi diiky. Nepouzivejte tycinky z algintu vapenatého
nebo tampony s dfevénymi diiky, protoze mohou obsahovat ltky, které deaktivuji nékteré viry a inhibuji dal$i
testovani.

2. Vzorky vytérti by mély byt testovany co nejdiive po odbéru. Pro nejlepsi vysledky testu pouzijte Cerstvé odebrané
vzorky.

3. Pokud test neni proveden okamZité, vzorky tamponu mohou byt po odbéru skladovéiny 24 hodin pii 2-8 ° C

4. Nepouzivejte vzorky, které jsou zjevné kontaminovény krvi, protoze by to mohlo ovlivnit tok vzorku pii

interpretaci vysledkii zkousky.
TESTOVACI PROCEDURA

Pfed pouzitim pfivedte testy, reagenty a vzorky a / nebo kontroln{ desticky na teplotu mistnosti (15 ~ 30 °C).

1. U kazdého vzorku tésné pfed testovinim oteviete foliové pouzdro, vyjméte testovaci zafizeni a
poloite jej na Cisty, rovny povrch. Pro nejlepsi vysledky oznaéte zkumavku identifikaci pacienta, test
by mél byt proveden do jedné hodiny.

2. Jemné promichejte extrakéni pufr. Pridejte 10 kapek do extrakéni zkumavky.

3. Vlozte ty¢inku do extrakéni zkumavky. Dobie promichejte a 10-15krét stlacte tampon
stisknutim rohtt zkumavky proti tycince.

Nechte ustilit / vyckejte na 2 minuty.

4. Po vyjmuti oto¢te hlavu tycinky proti vnitini sténé zkumavky. Pokuste se uvolnit co nejvice
tekutiny. Pouzitou ty¢inku zlikvidujte v souladu s protokolem o likvidaci biologicky nebezpe¢ného
odpadu..

5. Vlozte trysku do zkumavky na extrakci vzorku. Obratte zkumavku a jemnym stisknutim
zkumavky ptidejte 2 kapky roztoku do jamky na testovaci desticce.

6. Prectéte si vysledky za 15 minut.

Pridejte 10 kapek pufiu

zmacknéte 10-15x

=» -

vyckejte 2 minuty

-

TERPRETACE VYSLEDKU

Cc POZITIVNI: na membrané se objevi dva barevné pruhy. Jedno pasmo se
P

T i objevi v kontrolni oblasti (C) a druhé pasmo se objevi v testovaci oblasti (T).

c NEGATIVNI: V kontrolni oblasti (C) se objevi pouze jeden barevny pruh. V

T testovaci oblasti (T) se neobjevi Zddny zjevny barevny pas.

INVALID: Kontrolni pas se nezobrazi. Vysledky jakéhokoli testu, ktery ve
stanoveném case neprodukoval kontrolni pasmo, musi byt vyfazeny.

Zkontrolujte prosim postup a opakujte s novym testem. Pokud problém

C C
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Poznamka:

1. Intenzita barvy v testovaci oblasti (T) se mize lidit v zavislosti na koncentraci analyti
ptitomnych ve vzorku. Proto by mél byt jakykoli odstin barvy v testovaci oblasti povazovan
za pozitivni. Upozorniujeme, Ze se jednd pouze o kvalitativni test, ktery nemiize stanovit
koncentraci analyti ve vzorku.

2. Nejpravdépodobnéjsi pric¢inou selhani kontrolniho pasma je nedostatecny objem vzorku,
nespravny pracovni postup, nebo testy s proslou platnosti.

pretrvavd, okamzité prestaiite soupravu pouzivat a kontaktujte mistniho

distributora / prodejce.

KONTROLA

Interni proceduralni kontroly
Zatizeni pro rychlé testovani antigenu COVID-19 mé zabudované (proceduralni) ovladaci prvky. Kazdé
testovaci zafizeni ma

vnitfni standardni zénu pro zaji$téni spravného toku vzorku. Uzivatel by si mél pied piectenim vysledku
ovéfit, zda je barevny pruh v oblasti ,,C* pfitomen.

Externi pozitivni a negativni kontroly

Sprévnd laboratorni praxe navrhuje testovani pozitivnich a negativnich externich kontrol, aby se
zajistilo, Ze testovaci reagencie funguji a test je spravné proveden.

OMEZENI TESTU

1. Zatizeni pro rychlé testovani antigenu COVID-19 je urceno pro profesiondln{ diagnostické
pouziti in vitro a mélo by se pouzivat pouze ke kvalitativni detekci antigenu SARS-CoV-2.
Intenzita barvy v pozitivnim pruhu by neméla byt hodnocena jako ,.kvantitativni nebo
semikvantitativni®,

2. Zivotaschopné i neZivotaschopné viry SARS-CoV-2 jsou detekovatelné pomoci tohoto zafizeni.

3. Stejné jako u viech diagnostickych testt by kone¢na klinicka diagnéza neméla vychdzet z
vysledki jednoho testu, ale méla by byt stanovena lékafem az po vyhodnoceni v8ech klinickych
a laboratornich nélezt.

4. Nedodrzeni POSTUPU TESTU a VYKLADU VYSLEDKU miiZe nepfiznivé ovlivnit vysledek testu
a / nebo zneplatnit vysledek testu.

S. Vysledky ziskané timto testem, zejména v piipadé slabych testovacich linii, které se obtizné
interpretuji, by mély byt pouzity ve spojeni s dal$imi klinickymi informacemi, které ma lékar k
dispozici.

6. Negativni vysledky nevylu¢uji infekci SARS-CoV-2 a mély by byt potvrzeny molekularnim testem.

CHARAKTERISTIKY VYKONU
Analytickd Sensitivita (Mez detekce):

Mez detekce byla stanovena pomoci kvantifikovaného viru SARS-CoV-2 a byla hodnocena pfi
2x10*'TCID;0/mL.

Mez detekce byla rovnéz stanovena s rekombinantnim SARS-CoV-2 nukleoproteinem a byla
hodnocena na 0.4 ng/mL.

Klinické hodnoceni:
Klinické hodnoceni bylo provedeno tak, aby bylo mozné porovnat vysledky ziskané rychlym testem
antigenu COVID-19 a RT-PCR. Vysledky byly shrnuty nize:

Tabulka: COVID-19 Rapid Test vs. RT-PCR

RT-PCR
Pozitivni Negativni Celkem
COVID-19 Antigen Pozitivai 125 9 134
Rapid Test Negativni 3 1027 1030
Celkem 128 1036 1164

Relativni Sensitivita: 97.7 % (93.3% ~ 99.2 %)*
Relativni Specificita: 99.1 % (98.4% ~ 99.5%)*
Celkovd presnost: 99.0 % (98.2% ~ 99.4%)*

*95% Confidence Interval
Kiizova Reaktivita:
Byla studovana kifZova reaktivita s nasledujicimi organismy. Vzorky pozitivni pro nasledujici
organismy byly shleddny negativnimi, kdyz byly testoviny pomoci zatizen{ pro rychlé testovani
antigenu COVID-19 (nasofaryngedlni / orofaryngedlni vytér).

HCoV-HKU1 Chripka A (HSN1) Coxsackie virusA16
HCoV-0C43 Chiipka A (HTN9) Norovirus

HCoV-NL63 Chiipka A (HIN7) Pr{usnice

HCoV-229E Chtipka B Victoria linie Legionella pneumophila
Spalnicky Chiipka B Y amagata linie Mpycoplasma pneumoniae
Streptococcus pneumoniae Respira¢ni syncytiélni virus Chlamydia pneumoniae
Epstein-Barr virus Adenovirus Streptococcus pyogenes
Bordetella parapertussis Parainfluenza 1/2/3 virus Streptococcus agalactiae
Chripka A (HINI )pdm09 Lidsky metapneumovirus Group C Streptococcus
Chripka A (H3N2) Rhinovirus Staphylococcus aureus
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Rusivé latky

Nisledujici latky, které se pfirozené vyskytuji ve vzorcich dychacich cest, nebo které mohou byt
uméle zavedeny do dychacich cest, byly hodnoceny v nizé uvedenych Koncentracich. Bylo zjisténo,
ze zadny z nich neovliviiuje vykon testu zafizeni pro rychlé testovani antigenu COVID -19.

Sut e Koncentrace Substance Koncentrace
30TC nosni spreje 10% Guaiacol glyceryl ether 20 mg/ml
30TC ustni vody 10% Mucin 1%

3 OTC kr¢ni kapky 10% Mupirocin 250 pg/ml
4-acetamidophenol 10 mg/ml Oxymetazolin 10 mg/ml
Acetylsalicylové kyselina| 20 mg/ml Phenylephrin 10 mg/ml
Albuterol 20 mg/ml Phenylpropanolamin 20 mg/ml
Chlorpheniramine 5 mg/ml Relenza * (zanamivir) 20 mg/ml
Dexamethasone 5 mg/ml Rimantadin 500 ng/ml
Dextromethorphan 10 mg/ml Tamiflu * (oseltamivir) 100 mg/ml
Diphenhydramine 5 mg/ml Tobramycin 40 mg/ml
Doxylaminesuccinate 1 mg/ml Triamcinolon 14 mg/ml
Flunisolid 3 mg/ml

POUZITA LITERATURA

1. Forni, D, Caglian4 R., Cleric4 M. & Sironi, M. Molecular evolution of human
coronaviris genomes. Trends Microbiol. 25, 35-48 (2017).

2. ItheteN. L. et al. Close relative ofhuman Middle East respiratory syndrome coronavirus
in bat, South Africa. Emerg. Infect. Dis. 19, 1697-169 9 (2013).
SLOVNIK SYMBOLU
FE# | Katalogové ¢islo I Teplotni omezeni
Ul | Viz ndvod k pouziti B | Cislo sarze
Diagnosticky zdravotnicky prostedek in vitro 3 Spotiebujte do
| Vyrobce V | Dostatetny obsah pro <n> testii
® | Nepousivejte opakované Zplno‘mocnfeny zastupce v Evropském
spoledenstvi
C€ | Oznateni CE podle smérnice 98/79-/ ES o zdravotnickych prostiedcich IVD

Assure Tech. (Hangzhou) Co., Ltd.

‘ Building 4, No. 1418-50, Moganshan
Road, Gongshu District, Hangzhou,

310011Zhejiang, P.R.China

c € Lotus NLB.V.
Koningin Julianaplein 10, le Verd,
REP| 8
IEQ 2595AA, The Hague Netherlands

Cislo:11100328 13 Revize 4.0 Datum Géinnosti: 2020-10-09 Strana 2/2



COVID-19 Antigen
Rapid Test Device
(Nasopharyngeal/Oropharyngeal Swab)

The COVID-19 Antigen Rapid Test Device is an in vitro immunoassay. The assay is for the direct and
qualitative detection of SARS-CoV-2 viral nucleoprotein antigens from nasopharyngeal secretions and
Oropharyngeal secretions. This test is intended for professional use only.

PRINCIPLE

COV-823

The COVID-19 Antigen Rapid Test Device detects SARS-CoV-2 viral antigens through visual
interpretation of color development. Anti-SARS-CoV-2 antibodies are immobilized on the test region of
the nitrocellulose membrane. Anti-SARS-CoV-2 antibodies conjugated to colored particles are
immobilized on the conjugated pad. A sample is added to the extraction buffer which is optimized to
release the SARS-CoV-2 antigens from specimen.

During testing, the extracted antigensbind to anti-SARS-CoV-2 antibodies conjugated to colored
particles. As the specimen migrates along the strip by capillary action and interacts with reagents on the
membrane, the complex will be captured by the anti-SARS-CoV-2 antibodies at the testregion. Excess
colored particles are captured at the internal control zone.

The presence of a colored band in the test region indicates a positive result for the SARS-CoV-2 viral
antigens, while its absence indicates a negative result. A colored band at the control region serves as a
procedural control, indicating that the proper volume of specimen has been added and membrane
wicking is working.

MATERIALS
aterials Provided|
e Individually packed test devices =  Extraction buffer
e Extraction tube »  Nozzle with filter
o Individually packed swabs = Tube stand
e Package insert e Positive control(If required)
® Negative control(If required)
Materials Required but Not provided|
e Clock, timer or stopwatch e Transfer pipette

PRECAUTIONS

For in vitro Diagnostic Use Only.

Read the Package Insert prior to use. Directions should be read and followed carefully.

Do not use kit or components beyond the expiration date.

The device contains material of animal origin and should be handled as a potential biohazard. Do
not use if pouch is damaged or open.

Test devices are packaged in foil pouches that exclude moisture during storage. Inspect each foil
pouch before opening. Do not use devices that have holes in the foil or where the pouch has not
been completely sealed.Erroneous result may occur if test reagents or components are improperly
stored.

Do not use the Extraction Buffer if it is discolored or turbid. Discoloration or turbidity may be a
sign of microbial contamination.

All patient specimens should be handled and discarded as if they are biologically hazardous. All
specimens must be mixed thoroughly before testing to ensure a representative sample prior to
testing.

Failure to bring specimens and reagents to room temperature before testing may decrease assay
sensitivity. I or i i collection, storage, and transport may yield false
negative test results.

Avoid skin contact with buffer.

If infection with SARS-CoV-2 is suspected based on current clinical and epidemiological screening
criteria recommended by public health authorities, specimens should be collected with appropriate
infection control precautions and sent to state or local health departments for testing.

Viral isolation in cell culture and initial characterization of viral agents recovered in cultures of
SARS-CoV-2 specimens are NOT recommended, except in a BSL3 laboratory using BSL3 work
practices.

STORAGE AND STABILITY

e Store The COVID-19 Antigen Rapid Test Device at 2~30C when not in use.
e DO NOT FREEZE.
e Kit contents are stable until the expiration dates marked on their outer packaging and containers.

SPECIMEN COLLECTION AND STORAGE

-Nasopharyngeal swab (NP swab):
1) Remove the swab from its packing
2) Insert the swab into the nostril parallel to the palate, and gently pushing the swab into the posterior

ppropriate sp

C C
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nasopharynx.Rotating against the nasal wall.(to ensure swab contains cells as well as mucus)
3) Process the swab as soon as possible after collecting the specimen

-Oropharyngeal swab (OP swab):

1) Remove the swab from its packing

2) Insert the swab completely from the mouth into the throat, centering on the red part of the throat wall
and maxillary tonsils, and rub the bilateral throat tonsils and throat wall moderately. Avoid touching
the tongue and remove the swab

3) Process the swab as soon as possible after collecting the specimen

=

Note:

1. Use only synthetic fiber swabs with plastic shafts. Do not use calcium alginate swabs or swabs with
wooden shafts, as they may contain substances that inactivate some viruses and inhibit further testing.

2. Swabs specimens should be tested as soon as possible after collection. Use freshly collected specimens
for best test performance.

3. Ifnottested i diately, swab sp be stored at 2-8°C for 24 hours after collection.

4. Do not use specimens that are obviously contaminate with blood, as it may interfere with the flow of
sample with the interpretation of test results.

TEST PROCEDURE

Bring devices, reagents and specimens and/or controls to room temperature (15~30C ) before use.

1. For each specimen, open the foil pouch just before testing and remove the test device, and put it on a
clean, level surface. Label the tube with the patient identification. For best results, the assay should be
performed within one hour.

2. Gently mix extraction buffer. Add 10 drops into the extraction tube.

3. Insert the swab into the extraction tube. Mix well and squeeze the swab 10-15 times bycompressing the
walls of the tube against the swab.

Stand for 2 minutes.

4. Roll the swab head against the inner wall of the tube as you remove it. Try to release as much liquid as
possible. Dispose of the used swab in accordance with your biohazard waste disposal protocol.

S. Insert nozzle into sample extraction tube. Invert the tube and add 2 dropsof solution into the sample well
by gently squeezing the tube.

6. Readresults at 15 minutes.

Add 10 drops of Buffer

squeeze 10-15
times

t . - - - »

stand for 2 minutes

RESULT INTERPRETATION

Cc POSITIVE:Two colored bands appear on the membrane. One band appears
T in the control region (C) and another band appears in the test region (T).
Cc

NEGATIVE: Only one colored band appears, in the control region (C).
No apparent colored band appears in the test region (T).

—

INVALID: Control band fails to appear. Results from any test which has not
produced a control band at the specified read time must be discarded. Please

review the procedure and repeat with a nmew test. If the problem persists,

discontinue using the kit immediately and contact your local distributor.

NOTE:

1. The color intensity in the test region (T) may vary depending on the concentration of analytes
present in the specimen. Therefore, any shade of color in the test region should be considered
positive. Note that this is a qualitative test only, and cannot determine the concentration of
analytes in the specimen.

2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely
reasons for control band failure.

QUALITY CONTROL

Internal Procedural Controls
The COVID-19 Antigen Rapid Test Device has built-in (procedural) controls.Each test device has an

internal standard zone to ensure proper sample flow. The user should confirm that the colored band
located at the “C” region is present before reading the result.

External Positive and Negative Controls

Good laboratory practice suggests testing positive and negative external controls to ensure that the test
reagents are working and that the test is correctly performed.

LIMITATIONS OF THE TEST

1. The COVID-19 Antigen Rapid Test Device is for professional in vitro diagnostic use, and should
only be used for the qualitative detection of SARS-CoV-2 antigen. The intensity of color in a
positive band should not be evaluated as “quantitative or semi-quantitative”.

2. Both viable and nonviable SARS-CoV-2 viruses are detectable with The COVID-19 Antigen
Rapid Test Device.

3. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a
single test, but should only be made by the physician after all clinical and laboratory findings
have been evaluated.

4. Failure to follow the TEST PROCEDURE and RESULT INTERPRETATION may adversely
affect test performance and/or invalidate the test result.

S. Results obtained with this assay, particularly in the case of weak test lines that are difficult to
interpret, should be used in conjunction with other clinical information available to the physician.

6. Negative results do not preclude SARS-CoV-2 infection and should be confirmed via molecular

assay.

PERFORMANCE CHARACTERISTICS
Analytical Sensitivity (Limit of Detection):

The limit of detection was determined with a quantified SARS-CoV-2 virus and has been evaluated at
2x10**TCIDsg/mL.

The limit of detection was also determined with recombinant SARS-CoV-2 nucleoprotein and has been
evaluated at 0.4 ng/mL.

Clinical Evaluation:
Clinical evaluation was performed to compare the results obtained by COVID-19 Antigen Rapid Test
and RT-PCR. The results were summarized below:

Table: COVID-19 Rapid Test vs. RT-PCR

RT-PCR
Positive Negative Total
COVID-19 Antigen Positive 125 9 134
Rapid Test Negative 3 1027 1030
Total 128 1036 1164

Relative Sensitivity: 97.7 % (93.3% ~ 99.2%)*
Relative Specificity: 99.1 % (98.4% ~ 99.5%)*
Overall Agreement: 99.0 % (98.2% ~ 99.4%)*
*95% Confidence Interval
Cross Reactivity:
Cross reactivity with the following organisms has been studied. Samples positive for the following

organisms were found negative when tested with the COVID-19 Antigen Rapid Test Device
(Nasopharyngeal/Oropharyngeal Swab).

HCoV-HKU1 Influenza A (HSN1) Coxsackie virusA16
HCoV-0C43 Influenza A (H7N9) Norovirus

HCoV-NL63 Influenza A (H7N7) Mump virus
HCoV-229E Influenza B Victoria lineage Legionella pneumophila
Measles virus Influenza B Yamagata lineage Mycoplasma pneumoniae
Streptococcus pneumoniae Respiratory syncytial virus Chlamydia pneumoniae
Epstein-Barr virus Adenovirus Streptococcus pyogenes
Bordetella parapertussis Parainfluenza 1/2/3 virus Streptococcus agalactiae
InfluenzaA (HI1NI)pdm09 Human metapneumovirus Group C Streptococcus
Influenza A (H3N2) Rhinovirus Staphylococcus aureus
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Interfering Substances

The following substances, naturally present in respiratory specimens or that may be artificially
introduced into the respiratory tract, were evaluated at the concentrations listed below. None of them
were found to affect test performance of The COVID-19 Antigen Rapid Test Device.

Substance Concentration Substance Concentration
3 OTC nasal sprays 10% Guaiacol glyceryl ether 20 mg/ml
3 OTC mouthwashes 10% Mucin 1%

3 OTC throat drops 10% Mupirocin 250 pg/ml
4-acetamidophenol 10 mg/ml Oxymetazoline 10 mg/ml
Acetylsalicylic acid 20 mg/ml Phenylephrine 10 mg/ml
Albuterol 20 mg/ml Phenylpropanolamine 20 mg/ml
Chlorpheniramine 5 mg/ml Relenza ® (zanamivir) 20 mg/ml
Dexamethasone 5 mg/ml Rimantadine 500 ng/ml
Dextromethorphan 10 mg/ml Tamiflu ® (oseltamivir) 100 mg/ml
Diphenhydramine 5 mg/ml Tobramycin 40 mg/ml
Doxylaminesuccinate 1 mg/ml Triamcinolone 14 mg/ml
Flunisolide 3 mg/ml

LITERATURE REFERENCES

1. Forni, D., Cagliani, R., Clerici, M. & Sironi, M. Molecular evolution of human coronavirus
genomes. Trends Microbiol. 25, 35-48 (2017).
2. Tthete, N. L. et al. Close relative of human Middle East respiratory syndrome coronavirus in bat,

South Africa. Emerg. Infect. Dis. 19, 16971699 (2013).

GLOSSARY OF SYMBOLS

Catalog number i Temperature limitation
[l | Consult instructions for use Batch code
In vitro diagnostic medical device e Use by
wl Manufacturer v Contains sufficient for <n> tests
Authorized representative in the European
® Do not reuse [Eclrer] C . P P
«

Y

C€ | CE marking according to IVD Medical Devices Directive 98/79/EC

Assure Tech. (Hangzhou) Co., Ltd.
Building 4, No. 1418-50, Moganshan Road,
Gongshu District, Hangzhou,

310011 Zhejiang, P.R.China

Lotus NL B.V.
Koningin Julianaplein 10, le Verd,
2595AA,The Hague, Netherlands

Number:1110032813 Revision 4.0 Effective date: 2020-10-09 Page 2/2



