“  JoYEx C€

3v1 respiracni test SARS-CoV-2, Ch¥ipka A+B

Pouze pro profesionalni pouZiti

[Uréené pouziti a souhrn]

3v1 respiraéni test — SARS-CoV-2, Chfipka A+B je imunochromatograficky test in vitro
ureny ke kvalitativni a di alni detekci nukleokapsidového antigenu viru chiipky A,
viru chiipky B a SARS-CoV-2 ve vzorcich lidského vytéru z nosu, vytéru z nosohltanu
(NP) nebo vytéru z orofaryngu.

Test je uréen pro rychlou diagnostiku infekei zpiisobenych virem chiipky A, virem chfipky
B a SARS-CoV-2.

Chfipka, béZné oznaCovana jako ,,flu*, je akutni infek¢ni onemocnéni dychacich cest
zplisobené chiipkovymi viry. Je vysoce nakazliva a §ifi se predevsim kaslanim a
kychanim. Obvykle se vyskytuje sezonng, zejména v zimnim a jarnim obdobi.

Chiipkové viry se déli na virus chiipky A, virus chiipky B a virus chiipky C.

Virus chiipky A vykazuje vysokou variabilitu, nasledovany virem chiipky B,

zatimco virus chfipky C je relativné stabilni. Z tohoto divodu je virus chiipky A

zpravidla zavaznéjsi a epidemiologicky vy &jsi nez virus chfipky B.

Noveé koronaviry patii do rodu . Onemocnéni COVID-19 je akutni infekéni onemocnéni

dychacich cest. Populace je k infekci obecné vnimava. V soucasnosti jsou hlavnim zdrojem

infekce pacienti infikovani novym koronavirem; zdrojem infekce mohou byt také
asymptomaticky infikované osoby.

Na zakladé soucasnych epidemiologickych poznatki je inkubaéni doba 1 az 14 dni,
nejéastéji 3 az 7 dnii. Mezi hlavni projevy patii horecka, unava a suchy kasel. V mensim
poétu piipadii se vyskytuje ucpany nos, ryma, bolest v krku, myalgie a prijem.

[Princip testu]
3v1 respiraéni test — SARS-CoV-2, Chfipka A+B vyuziva k detekci antigent metodu
dvojitého sendvice protilatek. Po pridani odpovidajiciho mnozstvi vzorku do jamky pro
vzorek na testovaci kazeté se vzorek pohybuje po membrané testovaci kazety.

Pokud vzorek obsahuje pfislusny antigen, navaze se tento antigen na protila

sledky se mohou objevit v pipadé, e titr antigenu ve vzorku je nizsi nez
Ini detekéni limit této soupravy.

[Materialy a soudasti]

Poskytnuté materialy

1) Sterilni vatovy tampon

2) Zkumavka pro extrakei antigenu s extrakéni reagencii

3) Testovaci kazeta

4) Piibalové informace

5) Stojanek na zkumavky (Volitelné)

Poti‘ebné vybaveni, které neni soucasti baleni.

Casova¢/Stopky

[Podminky skladovani a doba pouZitelnosti]

1. Soupravu skladujte pii teploté 2-30 °C do data zi i ¢ho na
foliovém sacku.

2. Po otevieni foliového sacku musi byt testovaci kazeta pouzita co nejdiive, nejpozdéji do
jedné hodiny.

3. Testovaci kazetu chraiite pred pfimym slune¢nim zéfenim, vlhkosti a teplem.

4. Testovaci soupravu nezmrazujte.

[Odbér vzorkii]

Moznost 1: Vzorek z nosniho vytéru:

1. Nechte hlavu pacienta pfirozeng uvolnit, vyjméte tampén a drzte jej ve
vzdalenosti maximalné 8 cm od $picky. Vlozte tampon opatrné do nosni dirky
pacienta; $picku tamponu zasuiite asi 2-3 cm hluboko, dokud nenarazite na
odpor.

koloidnim zlatem na konjugaéni podlozce. Vznikly imunokomplex nasledné vytvori
sendvicovy komplex s dalsi protilatkou imobilizovanou v oblasti testovaci linie. Vznik
viditelné barevné linie v oblasti testovaci linie znamena pozitivni vysledek pro dany
antigen.

Testovaci kazeta obsahuje také kontrolni linii kvality. Bez ohledu na pfitomnost ¢i
nepfitomnost testovaci linie se musi objevit ervena kontrolni linie C. Pokud se kontrolni
linie C neobjevi, vysledek testu je neplatny a test je nutné zopakovat.

[Varovini a bezpe¢nostni opatieni]

1. Pfed pouzitim soupravy si peélivé prectéte ndvod k pouziti a presné dodrujte stanoveny

reakéni cas. Nedodrzeni ndvodu méze vést k nepresnym vysledkim,
2. Vzorky musi byt ény v laboratofi s odpovidajicimi i

i. Se viemi vzorky

a materidly pouzivanymi behem testovani zachzejte v souladu s laboratorni praxi pro préci

s infek¢nim materialem.

3. Chraiite pred vhkosti. Neotevirejte hlinikovy foliovy sicek, dokud nejste pfipraveni test

provést. Nepouzivejte test, pokud je hlinikovy foliovy sacek poskozeny nebo pokud je
testovaci kazeta vihka.

4. Pouzivejte pouze do data pouzitelnosti.

5. Pred pouzitim nechte viechny
15-30 °C.

6. Nenahrazujte sougdsti této soupravy soucdstmi z jinych souprav.

7. PH testovéni vzorek nefedte, jinak mize dojit k nepfesnym vysledkim.

8. Soupravu skladujte presné v souladu s podminkami uvedenymi v tomto névodu.
Soupravu neskladujte pi teplotach pod bodem mrazu.

ic a vzorky vytemp: na pokojovou teplotu

9. Testovaci postup i interpretace vysledkii musi byt provedeny presné podie tohoto ndvodu.

15 minutéach, negativni vysledky je vak nutné odec¢ist az po uplynuti 15 minut
a vysledky po 30 minutéach jiZ nejsou platné.

2 kapky vzorku do kazdé jamky 2 kapky vzorku do kazdé jamky

[Interpretace vysledki testu]

PRO ANTIGEN COVID-19:

Negativni vysledek: pokud je viditelna pouze kontrolni linka C a detekéni linka
Ag zlstiva bezbarva, znamena to, Ze antigen SARS-CoV-2 nebyl detekovan
a vysledek je negativni.

Pozitivni vysledek: pokud se objevi jak kontrolni ¢ara C, tak detekéni cara Ag,
znamend to, ze byl detekovan antigen SARS-CoV-2 a vysledek je pozitivni.
Neplatny vysledek: Pokud se neobjevi kontrolni &ara C, je test neplatny bez
ohledu na to, zda je pfitomna detekéni Cara Ag (jak je zndzornéno na obrazku
nize), a je tieba test zopakovat.

PRO ANTIGEN CHRIPKY A+B:

Negativni vysledek: Pokud je viditelna pouze kontrolni ¢ara C, detekéni cary A
a B jsou bezbarvé, coz znamena, ze nebyl detekovan antigen chiipky A ani B a
vysledek je negativni.

Pozitivni vysledek:1) pokud se objevi jak kontrolni linka C, tak detekéni linky A
a B, coz znamend, Ze byly zjistény antigeny chfipky typu A a B a vysledek je
pozitivni;

2) pokud se objevi jak kontrolni linka C, tak detekéni linka A, znamena to, Ze
byl detekovan antigen chfipky typu A a vysledek je pozitivni;

3) pokud se objevi jak kontrolni linka C, tak detekéni linka B, znamena to, Ze
byl detekovan antigen chfipky typu B a vysledek je pozitivni;

Neplatny vysledek: Pokud se neobjevi kontrolni linka C, je test neplatny bez
ohledu na to, zda je pfitomna detekéni linka A a B (jak je zndzornéno na obrazku
nize), a je tieba test zopakovat.

Pro COVID-19 (SARS-CoV-2)
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Pozitivni Negativni Neplatny

2. T pétkrat otote po sliznici uvnitf nosni dirky, aby se zajistilo, Ze se
zachyti hlen a buiiky. Stejnym tamponem zopakujte tento postup v druhé nosni
dirce, abyste zajistili odbér dostate¢ného vzorku.

&s L

3. Vyjméte tampon z nosni dirky.

2: Vzorek z vytéru:
Nechte hlavu pacienta pfirozené uvolnit a opatrné zavedete tampon do nosni

Pro chfipku A a chfipku B
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[Kontrola kvality]

Jako interni kontrola postupu se pouziva ervena ¢arka objevujici se v kontrolni
oblasti (C), ktera potvrzuje dostatetny objem vzorku.

[Omezeni metody testovani]

1. Tato testovaci souprava je urcena vyhradné pro diagnostiku in vitro.
2. Tato testovaci souprava se pouziva vyhradné k detekci extrakti z vyteri
z nosu, nosohltanu nebo Gstni ¢asti hltanu u lidi. Vysledky testovani z jinych
vzork mohou byt chybné.

3. Tato testovaci souprava slouzi pouze ke kvalitativni detekci a nedokaze ur¢it
mnozstvi antigenu ve vzorku.

4. Testovaci souprava je pouze klinicky pomocny diagnosticky nastroj. Pokud je
vysledek pozitivni, doporucuje se v&as pouzit daldi metody pro

dirky pacienta. Tamponem prejdéte po povrchu zadni ¢asti nosohltanu a nékolikrat
jim otocte. Stejnym tamponem odeberte stejnym zptsobem vzorek z druhé nosni
dirky.

Moznost 3: vzorek vytéru z orofaryngu

Nechte pacienta mirné naklonit hlavu, otevfit Gista a vydavat zvuky .4 “, &imz se
odhali hltanové mandle na obou stranach. Uchopte tampon a jemné jim alespoi
tiikrat otfete ob& strany hitanovych mandli pacienta tam a zpét.

[Pieprava a skladovini vzorki]

Po odebrani vzorkii pomoci tampéni Ize tampony uchovat v extrakénim ¢inidle,
které je soucasti soupravy. Cerstvé odebrané vzorky je tieba zpracovat co
nejdfive, nejpozdéji viak do jedné hodiny po odbéru. Odbérovy vzorek lze
uchovévat pii teploté¢ 2-8 °C po dobu nejvyse 24 hodin; pro dlouhodobé
skladovani jej uchovavejte pii teploté -70 °C, vyhnéte se vSak opakovanym
cyklim zmrazovani a rozmrazovani.

[Piiprava vzorkii]

1. Odtrhnéte ochrannou folii z zkumavky na extrakci antigenu.

2. Vlozte tampon se vzorkem do extrakéni zkumavky, otaejte v ni tamponem asi
10 sekund a poté tiikrat pfitlacte tampon ke sténé zkumavky, aby se z tamponu
uvolnil antigen.

3. Vyjméte tampon a pfitom stlaCujte stény zkumavky, abyste z tamponu vytlacili co
nejvice tekutiny. Tampony likvidujte v souladu s postupy pro likvidaci biologicky
nebezpe&ného odpadu.

4. Nasad'te §pic¢ku s kapatkem pevné na extrakéni zkumavku.

[Provedeni testu]

Pred pouZitim si peclivé pie¢téte navod a pied provedenim testu nechte
testovaci soupravu, extrakéni Cinidlo a vzorky dosahnout pokojové teploty.

1. Rozbalte a vyjméte testovaci kazetu.

2. Drzte zkumavku pro extrakci ve svislé poloze a nakapejte dvé kapky testovaného
vzorku do kazdé jamky pro vzorek (S). Spust'te Casovac.

3. Vysledky vyhodnotte do 15 minut. Vyrazné pozitivni vysledky Ize odecist jiz po

Negativni (-) 3 0

Celkem 151 151

PRESNOST

(CITLIVOST) 98 % 100%

Vysledky testii na chfipku typu B:
VYSLEDKY . RT-PCR (chipka typu

TESTU Detekce antigenu B)

Pozitivni (+) 159 165

Negativni (-) 6 0

Celkem 165 165

PRESNOST o 0

(CITLIVOST) 964 % 100 %

3. Detekee specificity (mira detekce negativnich vzorki)

Vysledky testd na COVID-19:

VYSLEDKY .

TESTU Detekce antigenu RT-PCR
Pozitivni (+) 1 0
Negativni (-) 409 410
Celkem 410 410
PRESNOST 99,8 % 100 %

(SPECIFICNOST)
Vysledky testii na chiipku typu A a B:

vySetfeni. Kone¢nou diagnézu musi stanovit lékafr.

[Index vykonnosti]

1. Fyzické vlastnosti

1.1 Vzhled: Vyrobek by mél byt &isty a bez vad, bez otiepil, bez poskozeni a bez
necistot. Kryt testovaci kazety by mél byt rovny, horni a spodni kryt by mély
byt rovnomérné uzavieny a neméla by byt patrnd zadna mezera. Vnitini
testovaci prouzek by mél byt pevné pfipevnén bez vile. Extrakéni ¢inidlo by
nemélo obsahovat zadné cizi latky.

1.2 Velikost: Velikost vnitiniho testovaciho prouzku by neméla byt mensi nez
2,5 mm.

1.3 Rychlost migrace tekutiny by neméla byt mensi nez 10 mm/min.

2. Citlivost detekce (mira pozitivnich nalezii)

Vysledky testii na COVID-19:

VYSLEDKY .

TESTU Detekce antigenu RT-PCR (COVID-19)
Pozitivni (+) 106 110
Negativni (-) 4 0
Celkem 110 110
PRESNOST o N
(CITLIVOST) 964 % 100%

Vysledky test na chiipku typu A:
VYSLEDKY . RT-PCR (chfipka typu

TESTU Detekce antigenu A)

Pozitivni (+) 148 151

VYSLEDKY j

TESTU Detekce antigenu RT-PCR

ssledné Pozitivni (+) 2 0
Negativni (-) 308 310
Celkem 310 310
PRESNOST o 5
(SPECIFICNOST) 99,4 % 100 %
4. Mez detekee

Pro COVID-19 Ag: 80 TCIDso/mL

Pro chiipku typu A: roztok pro kontrolu kvality zfedény 10°krat

Pro chiipku typu B: roztok pro kontrolu kvality zfedény 10°krat

5. KfiZova reakce:

Pro antigen ch¥ipky A+B

5.1 Viry chfipky typu A a typu B se navzijem ncovliviiuji. Testovaci prouzky na
COVID-19 nevykazuji kiizovou reakci s chiipkou typu A ani chfipkou typu B.
Testovaci prouzky na chiipku typu A a B nevykazuji kiiZovou reakci s novym
koronavirem.

5.2 Nevykazuje kiizovou reakci s nasledujicimi mikroorganismy: virus chiipky
typu C, parainfluenzovy virus, adenovirus, respiraéni syncytialni virus, virus herpes
simplex, virus pfiusnic, rhinovirus, respiraéni chlamydie, mykoplazma, tuberkuloza,
cerny kaSel, bila Candida, zaskrt, H: philus influenzae, Legionella p phil
Mycobacterium tuberculosis, Staphylococcus aureus, enterovirus 71 a koronavirus.
Pro antigen COVID-19

5.3 Kfizova reaktivita testu SARS-CoV-2 Ag se hodnoti testovanim

skupiny piibuznych patogend, patogeni zpusobujicich onemocnéni s vysokou
prevalenci a normalni nebo patogenni flory. Vysledky dokazuji, Ze produkt
nevykazuje zadnou zkiizenou reaktivitu.

Mik q K ace Zkiizena reaktivita

1% 10°CFU/mL

Ne (33 negativni)

k falesné negativnim vysledkim nedochazi, pokud je SARS-CoV-2 ve vzorku
pritomen spole¢né s jinymi mikroorganismy.

Rhinovirus

4,17 x 10°PFU/mL

Ne (3/3 pozitivni)

Chlamydia pneumoniae 1x10° Ne (3/3 pozitivni)
CFU/mL

Legionella pneumophila 1x 100 Ne (3/3 pozitivni)
CFU/mL

Mycobacterium tuberculosis 1x10° Ne (3/3 pozitivni)
CFU‘mL

Pneumocystis jirovecii 1x10° Ne (3/3 pozitivni)
CFU/mL

Pseudomonas Aeruginosa 1x10° Ne (3/3 pozitivni)
CFU/mL

Candida albicans 1 x10° Ne (3/3 pozitivni)
CFU‘mL

Slouceny vzorek vyplachu 14 % viv Ne (3/3 pozitivni)

nosni dutiny

Bordetella pertussis 1x10° Ne (3/3 pozitivni)
CFU/mL

Mycoplasma pneumoniae 1x10° Ne (3/3 pozitivni)
CFU‘mL

Staphylococcus Epidermidis 1x10° Ne (3/3 pozitivni)
CFU/mL

Streptococcus Salivarius 1x10° Ne (3/3 pozitivni)
CFU/mL

Lidsky koronavirus 229E 1x10° Ne (3/3 pozitivni)
PFU/mL

Lidsky koronavirus OC43 1x10° Ne (1920 pozitivni)

PFU/mL

Lidsky koronavirus NL63 9,87 x 10° Ne (3/3 pozitivni)

PFU/mL

Koronavirus MERS 7930 PFU-mL

Ne (3/3 pozitivni)

7. HOOK efekty:

Pro COVID-19 Ag: 1,4x10° TCIDsp/mL
Pro chiipku typu A: 5,1x10° TCIDsomL
Pro chiipku typu B: 5,6x10° TCIDse‘mL

[Vysvétlivky symbolii]

(ano‘ne) . Xan{
Streptococcus pyogenes 1 x 10°CFU/mL Ne (3/3 negativni) Mikro K Ruseni (ano/ne)
. . 5 L
Adenovirus 3 1 x 10°PFU/ML Ne (373 negativni) Candida albicans 1% 10°CFU/mL Ne (3/3 negativni) Virus Parainfluenza typu 1 110 Ne (3/3 pozitivni)
PFU/mL
Virus Parainfluenza typu 2| 1 x 10° PFU/mL Ne (33 negativni) Bordetella pertussis 1 x 10°CFU/mL Ne (3/3 negativni)
Virus Parainfluenza typu 2 1x10° Ne (3/3 pozitivni)
Lidsky koronavirus NL63 9.87 x 10° PFU/mL Ne  (3/3 negativni) Mycoplasma pneumoniae 1 x 10°CFU/mL Ne (3/3 PFU/mL
MERS negativni
€ ) Virus Parainfluenza typu 3 1x10° Ne (3/3 pozitivni)
koronavirus (pseudovirus, 7930 PFU/mL Ne (272 negativni
@ ( gativni) Chlamydia pneumoniae 1 x 10°CFU/mL Ne (33 PFU/mL
soucast genu ORFlab+N)
negativni) . - 5 P
. . . P fl typu 4 1x10° Ne (3/3 poziti
Lidsky koronavirus 229E 1 x 10°PFU/mL Ne  (3/3 negativni) araifiuencni virus typu 4a ¢ (3/3 pozitivni)
Legionella pneumophila 1 x 10°CFU/mL Ne (33 PFU/mL
Lidsky koronavirus OC43 1 x 10°PFU/mL Ne (33 negativni) L
negativni) Adenovirus (napt. C1 Ad. 71) 1x10° Ne (3/3 pozitivni)
Lidsky koronavirus s
1x 10°PFU/mL Ne  (3/3 negativni i
( 2 ) Mycobacterium 1 x 105CFU/mL Ne (33 PFU/mL
HKU1 ) - -
tuberculosis negativni) Lidsky metapneumovirus 1% 10° Ne (3/3 pozitivni)
Pseudovirus SARS-CoV-2/ 1 s ppy/mL Ne (373 negativai) (hMPV) —
(gen N v pIné délce) Pneumocystis jirovecii 1 x 10°CFU/mL Ne (3/3
negativni) Chfipka A H3N2 8,82 x 10‘PFU/mL | Ne (3/3 pozitivni)
Enterovirus 1 x 10°PFU/mL Ne (373 negativni) (Wisconsin/67/05)
Respiracni Pseudomonas Aeruginosa 1 x 10°CFU/mL Ne (3/3
i 1x 10°PFU/mL Ne (3/3 negativni) . Chiipka A (HIN1) 1x10° Ne (3/3 pozitivni)
syncytialni negativni)
PFU/mL
virus (A) Lidsky metapneumovirus | % 108 PFU/mL Ne (33
- o s
(hMPV) o Haemophilus influenzae 1x10 Ne (3/3 pozitivni)
Virus Parainfluenza typu 3 1 x 10°PFU/mL Ne (3/3 negativni) negativni) CEU/mL
Parainfluenéni virus typu i Virus Parainfluenza typu 1 1 x 10° PFU/mL Ne (3/3
P 1% 10°PFU/mL Ne (3/3 negativni) P ( Streptococcus pneumoniae 1x 108 Ne (3/3 pozitivni)
4a negativni) CFU/mL
'm]
Chfipka A H3N2 8,82 % 10PFU/ML Ne (3/3 negativni) Staphylococeus 1 % 10°CFU/mL Ne (3/3 . : itivni
Streptococcus pyogenes 1x10 Ne (3/3 pozitivni)
(Wisconsin/67/05) Epidermidis L
negativni) CFU/mL
Chiipka A (HINT) 1 % 10°PFU/mL Ne (3/3 negativni) .
P Salivarius 1> 10°CFU/mL Ne (3/3 Chipka typu B 2,92 x 10*PFU/mL | Ne (19/20 pozitivni)
Chiipka B 2,92 x 10*PFU/mL Ne (3/3 negativni) negativni) (Malajsie/2506.04)
(VICTORIA)
6. Latky zpisobujici ruseni: Enterovirus 1x10° Ne (3/3 pozitivni)
Rhinovirus (HRVA30) 4,17 x 10°PFU/mL Ne (3/3 negativni) 6.1 U chiipky A+B: B&zné rusivé latky ve vzorku, jako je krev, hlen, hnis atd., PFU/ML
nemaji na vysledky testu zadny vliv.
Lo o L 6.2 Pro COVID-19 Ag: Mikrobialni interference v testu SARS-CoV-2 Ag
Haemophilus influenzae 1x10°CFU/mL Ne (3/3 negativni) byla vyhodnocena testovanim souboru piibuznych patogent, pivodel Respiracni syncytidlni virus 1x10° Ne (3/3 pozitivni)
nemoci s vysokou prevalenci a normélni ¢i i flory, aby se prokazalo, ze PFU/ML
‘m|
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Influenza A+B & COVID-19 (SARS-CoV-2)
Antigen Test Kit (Colloidal Gold)

For professional use only

[Intended use|

The Influenza A+B & COVID-19 (SARS-CoV-2) Antigen Test Kit is an in vitro
immunochromatographic assay for the qualitative and differential detection of
nucleocapsid protein antigen from influenza A, influenza B and SARS-CoV-2 in
human nasal swab, nasopharyngeal (NP) swab and oropharyngeal swab
specimens. It is intended to aid in the rapid diagnosis of influenza A, influenza B
and SARS-CoV-2 infections.

Influenza, usually called "flu", is an acute respiratory infectious disease caused
by influenza viruses. It is highly contagious and is spread mainly through
coughing and sneezing. It usually breaks out in spring and winter. Divided into
influenza A virus, influenza B virus and influenza C virus. Influenza A virus has
strong variability, followed by influenza B virus, and influenza C virus is very
stable, so influenza A virus is more serious and prevalent than influenza B virus.
The novel coronaviruses belong to the P genus. 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.

[Test principle|

This kit uses the double antibody-sandwich method to detect antigens. When an
appropriate amount of specimen is added to the specimen well (s) of the test
device, the specimen will move forward along the test device. If the specimen
contains an antigen, the antigen binds to the antibody labeled with colloidal gold
on the binding pad, and the immune complex forms a sandwich complex with
another coated antibody which was coated on the test line, a visible colored line
will show up, which indicates that the antigen is positive. The test device also
contains a quality control line (C), regardless of whether there is a test line (T),
the red quality control line (C) should appear. If the quality control line (C) does
not appear, it indicates that the test result is invalid and need to do the test again.

[Warnings and Precautions]

1. Read the instructions carefully before using the kit, and strictly control the
reaction time. If you do not follow the instructions, you will get inaccurate
results.

2. The specimen shall be tested in a laboratory with certain conditions. All
specimens and materials during testing should be handled in accordance with the
laboratory practice for infectious diseases.

3. Guard against moisture, do not open the aluminum platinum bag before it is
ready for testing. Do not use it if the aluminum foil bag is damaged or the test
device is damp.

4. Please use it within the validity period.

5. Balance all reagents and specimens to room temperature (15 ~ 30 °C) before
use.

6. Do not replace the in this kit with s in other kits.

7. Do not dilute the specimen when testing, otherwise you may get inaccurate
results.

8. The kit shall be stored in strict accordance with the conditions specified in this

after 30 minutes are no longer valid.

[Interpretation of test results]

FOR COVID-19 ANTIGEN:

Negative result: if there is only a quality control line C, the detection line Ag is
colorless, indicating that SARS-CoV-2 antigen has not been detected and the
result is negative.

Positive result: if both the quality control line C and the detection line Ag appear,
indicating that SARS-CoV-2 antigen has been detected and the result is positive.
Invalid result: if the quality control line C is not observed, it will be invalid
regardless of whether there is detection line Ag (as shown in the figure below),
and the test shall be conducted again.

FOR INFLUENZA A+B ANTIGEN:

Negative result: if there is only a quality control line C, the detection lines A&B
are colorless, indicating that both influenza A&B antigen have not been detected
and the result is negative.

Positive result:1) if the quality control line C and the detection line A&B all
appear, indicating that influenza A&B antigens has been detected and the result is
positive;

2) if both the quality control line C and the detection line A appear, indicating
that influenza A antigen has been detected and the result is positive;

3) if both the quality control line C and the detection line B appear, indicating
that influenza B antigen has been detected and the result is positive;

Invalid result: if the quality control line C is not observed, it will be invalid
regardless of whether there is detection line A&B (as shown in the figure below),
and the test shall be conducted again.

For COVID-18
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manual. Please do not store the kit under freezing conditions.

9. The test methods and results must be interpreted in strict accordance with this
specification.

10. Negative results may occur if the antigen titer in the specimen falls below the
minimum detection limit of this kit.

[Materials and Components]

Materials provided

1) Sterilized Swab

2) Antigen extraction tube with Extraction Reagent
3) Test device

4) Instruction

5) Tube Rack(For 25pcs/box only)

Materials required but not provided
Timer.

[Storage conditions & period of validity]

1. Store at 2~30°C, and it is valid for 24 months.
2. After the aluminum foil bag is unsealed, the test device should be used as
soon as possible within one hour.

[Specimen Collection]

Option 1: Nasal Swab Sample:

1.Let the patient's head relax naturally, take out the swab, hold the swab no more
than 8cm away from the tip. Carefully insert the swab into the patient’s nostril,
the swab tip should be inserted up to 2-3 cm until resistance is met

2. Roll the swab 5 times along the mucosa inside the nostril to ensure the mucus
and cells are collected. Using the same swab, repeat this process for the other
nostril to ensure an adequate specimen is collected.

Ziw% Zﬂ'

3.Withdraw the swab from the nasal cavity.

Option 2: Nasopharyngeal Swab Sample:

For Flu A+B
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[Quality Control]

A red line appearing in the control region (C) is the internal procedural control.
It confirms sufficient specimen volume.

[Limitations of inspecti hods]

1. This test kit is only used for in vitro diagnosis.

2. This test kit is only used to detect human nasal swab, nasopharyngeal swab or
oropharyngeal swab extracts. The results of other specimens may be wrong.

3. This test kit is only used for qualitative detection and cannot indicate the level
of antigen in the specimen.

4. This test kit is only a clinical auxiliary diagnostic tool. If the result is positive,
it is recommended to use other methods for further examination in time and the
doctor’s diagnosis shall prevail.

[Performance index]

1. Physical characters

1.1 Appearance: The test should be clean and complete, no burr, no damage and
non-pollution. The shell of the test cassette should be flat, the upper and lower
covers should be evenly closed, and there should be no obvious gap. The inner
test strip should be firmly attached without waggle. The extraction reagent
should be free of foreign matter.

1.2 Size: the size of the inner strip should not be less than 2.5mm.

1.3 Liquid migration speed should not be less than 10mm/min.

2.Sensitivity detection (positive detection rate)

COVID-19 Ag test results:

Let the patient's head relax naturally, carefully insert the swab in the patient’s nostril.
Swab over the surface of the posterior nasopharynx and rotate the swab several
times.Use the same swab, take specimens from the other nostril in the same way.

Option 3: Oropharyngeal Swab Sample:

Let the patient's head tilt slightly, mouth open, and make "ah" sounds, exposing the
pharyngeal tonsils on both sides. Hold the swab and gently wipe both sides of the
patient's pharyngeal tonsils back and forth at least three times.
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[Sample Transport and Storage]

After Swab specimens were collected, swab can be stored in extraction reagent
provided with the kit. Freshly collected specimens should be processed as soon
as possible, but no later than one hour after specimen collection. Specimen
collected may be stored at 2-8°C for no more than 24 hours; Store at -70 °C for a
long time, but avoid repeated freeze-thaw cycles.

[Specimen Preparation]

1. Tear off the sealing film on the antigen extraction tube.

2. Put the swab specimen into the extraction tube, rotate the swab for about 10
seconds, and press the swab head against the tube wall to release the antigen in the
swab.

3. Remove the swab while squeezing the sides of the tube to extract the liquid from
the swab. so as to remove as much liquid as possible from the swab. Dispose of
swabs according to biohazard waste disposal method.

4. Insert a dropper tip into the extraction tube tightly.

[Test Procedure]

Read the instructions carefully before use and allow test device, extraction
reagent and specimens to equilibrate to room temperature prior to testing.
1.0pen the package and take out the test device.

2.Hold the extraction tube vertically and add two drops of the test specimens into
each specimen well (s). Start the timer.

3.Interpret the results within 15 minutes. Strong positive results can be read within
15 minutes, however, negative results must be read after 15 minutes, and the results

ACCURACY o 0,

(SENSITIVITY) 98% 100%
Influenza B test results:

TEST RESULTS Antigen detection RT-PCR (Influenza B)
Positive (+) 159 165
Negative ( -) 6 0
Total 165 165
ACCURACY o, 0,

|_(SENSITIVITY) 96.4% 100%
3.Specificity d ion (d ion rate of negative samples)
COVID-19 Ag test results:

TEST RESULTS Antigen detection RT-PCR
Positive (+) 1 0
Negative ( - ) 409 410
Total 410 410
ACCURACY o, 0,

| (SPECIFICITY) 99.8% 100%
Influenza A&B test results:

TEST RESULTS Antigen detection RT-PCR
Positive (+) 2 0
Negative (- ) 308 310
Total 310 310
ACCURACY o, 0,
(SPECIFICITY) 99-4% 100%

4.Limit of detection

For COVID-19 Ag: 80 TCIDs¢/ml

For Flu A: the positive quality control diluted 10°-fold

For Flu B: the positive quality control diluted 10°-fold

5. Cross reaction:

For influenza A+B Antigen

5.1 Influenza A virus and influenza B virus do not cross each other. COVID-19 test
strip do not cross with Influenza A or influenza B. Influenza A+B test strip do not
cross with the novel coronavirus.

5.2 Does not cross-react with the following microorganisms: influenza C virus,
parainfluenza virus, adenovirus, respiratory syncytial virus, herpes simplex virus,
mumps virus, rhinovirus, respiratory chl dia, mycopl t losi:
pertussis, white Candida, Diphtheria, Haemophilus influenzae, Legionella

Influenza A test results:

TEST RESULTS Antigen detection RT-PCR (Influenza A)

Positive (+) 148 151
Negative ( -) 3 0
Total 151 151

hila, Mycobacterium tuberculosis, Staphylococcus aureus, Enterovirus 71

For COVID-19 Antigen

5.3 The cross-reactivity of the DeepBlue SARS-CoV-2 Ag Test is evaluated by
testing a group of related patt high-preval disease patt and normal
or pathogenic flora. The results prove that the product has no cross-reactivity.

TEST RESULTS Antigen detection RT-PCR (COVID-19)

Positive (+) 106 110

Negative (-) 4 0 and coronavirus.
Total 110 110

ACCURACY N "

(SENSITIVITY) 96.4% 100%

Microorganism Concentration (Cros=-Reactivity
(Yes/No)
Adenovirus 3 1x 10°PFU/mL No  (3/3 negative)

Parainfluenza virus Type 2| 1 x 10°PFU/mL

No  (3/3 negative)

Bordetella pertussis 1x 10°CFU/mL No (3/3 negative)

Human coronavirus NL63|  9.87 x 10° PFU/mL

No  (3/3 negative)

Mycoplasma pneumoniae 1 x 10°CFU/mL No (3/3 negative)

MERS

coronavirus(Pseudovirus, 7930 PFU/mL

part of ORFlab+N gene)

No  (2/2 negative)

Chlamydia pneumoniae 1x 10°CFU/mL No (3/3 negative)

1 x 10°CFU/mL No (3/3 negative)

Human coronavirus 229E 1x 10°PFU/mL

No  (3/3 negative)

Human coronavirus OC43 1 x 10°PFU‘mL

No  (3/3 negative)

Human Coronavirus 1 x 105PFU/mL

HKU1

No  (3/3 negative)

Mycobacterium

1 x 10°CFU/mL No (3/3 negative)

tuberculosis

Pneumocystis jirovecii 1x 10°CFU/mL No (3/3 negative)

1x 10°CFU/mL

SARS-COV-2Pseudovirus 1 x 105 PFU/mL

(N full-length gene)

No (3/3 negative)

Enterovirus 1 x 10°PFU/mL No (3/3 negative)
Respiratory syncytial 1x 10°PFU/mL No (3/3 negative)
virus(A)

Parainfluenza virus Type 3 1x 10°PFU‘mL

No (3/3 negative)

Pseud: Aeruginosa No (3/3 negative)

Human Metapneumovirus

1x 10°PFU/mL No (3/3 negative)

(hMPV)

Parainfluenza virus Type 1 1x 10°PFU/mL No (3/3 negative)

Staphylococcus

1 x 10°CFU/mL No (3/3 negative)

Epidermidis

St Salivarius 1 x 10°CFU/mL No (3/3 negative)

Parainfluenza virus Type 1 x 105 PFU/mL

4a

No (3/3 negative)

Influenza A H3N2 8.82 x 10°PFU/mL

(Wisconsin/6705)

No (3/3 negative)

Influenza A HIN1 1x 10°PFU/mL No (3/3 negative)
I za B
nfluenza 2.92 x 10*PFU/mL No (3/3 negative)
(VICRTORIA)
Rhinovirus(HRVA30) 4.17 x 10° PFU/mL No (3/3 negative)

Haemophilus influenzae 1 x 10°CFU/mL

No (3/3 negative)

6. Interfering substances:

6.1 For influenza A+B: Common interfering substances in the sample, such as
blood, mucin, pus, etc., has no effect on the test results.

6.2 For COVID-19 Ag: Microbial interference in the DeepBlue SARS-CoV-2 Ag
Test was evaluated by testing a panel of related pathogens, high prevalence
disease agents  and normal or pathogenic flora to demonstrate that false
negatives do not occur when SARS-CoV-2 is present in a specimen with other
microorganisms.

Influenza A

H3N2(Wisconsin/67:05)

8.82 x 10*PFU/mL

No (3/3 positive)

Influenza A HIN1

1 x 10° PFU/mL

No (3/3 positive)

Haemophilus influenzae

1 x 10°CFU‘mL

No(3/3 positive)

Streptococcus pneumoniae

1x 10°CFU‘mL

No (3/3 positive)

Streptococcus pyogenes

1x 10°CFU‘mL

No (3/3 positive)

Influenza B (Malaysia/250604)|

2.92 x 10*PFU/mL

No (19/20 positive)

Enterovirus

1x 10°PFU/mL

No (3/3 positive)

Respiratory syncytial virus

1 x 10°PFU/mL

No (3/3 positive)

Rhinovirus

4.17 x 10° PFU/mL

No (3/3 positive)

Chlamydia pneumoniae

1x 10°CFU‘mL

No (3/3 positive)

Legionella pneumophila

1x 10°CFU/mL

No (3/3 positive)

Mycobacterium tuberculosis

1x 10°CFU‘mL

No (3/3 positive)

Pneumocystis jirovecii

1x 10°CFU/mL

No (3/3 positive)

Pseudomonas Aeruginosa

1x 10°CFU‘mL

No (3/3 positive)

Candida albicans

1x 10°CFU‘mL

No (3/3 positive)

Pooled human nasal wash

14% viv

No (3/3 positive)

Microorganism Concentration Interference (Yes/No)

Bordetella pertussis

1x 10°CFU‘mL

No (3/3 positive)

Parainfluenza virus Type 1 1 x 10PFU/mL No (3/3 positive)

Mycoplasma pneumoniae

1x 10°CFU/mL

No (3/3 positive)

Parainfluenza virus Type 2 1 x 10°PFU/mL No (3/3 positive)

Staphylococcus Epidermidis

1 x 10°CFU/mL

No (3/3 positive)

Parainfluenza virus Type 3 1 x 10°PFU/mL No (3/3 positive)

Strep Salivarius

1x 10°CFU/mL

No (3/3 positive)

Streptococcus pneumoniace| 1 x 10°CFU/mL

No (3/3 negative)

Parainfluenza virus Type 4a 1 x 10°PFU/mL No (3/3 positive)

Human coronavirus 229E

1x 10°PFU/mL

No(3/3 positive)

Streptococcus pyogenes 1 x 10°CFU/mL

No (3/3 negative)

Candida albicans 1 x 10°CFU/mL

No (3/3 negative)

7. HOOK effects:

For COVID-19 Ag:1.4 X 103 TCIDso/ml
For Flu A:5.1 X108 TCIDso‘ml

For Flu B:5.6 X 10° TCIDso‘ml

[Instruction of Symbols]

Adenovirus (e.g. C1 Ad. 71) 1 x 10°PFU/mL No (3/3 positive)

Human coronavirus OC43

1x 10°PFU/mL

No (19/20 positive)

Human Metapneumovirus

1 x 10°PFU/mL No (3/3 positive)

(hMPV)

Human coronavirus NL63

9.87 x 10°PFU/mL

No(3/3 positive)

MERS coronavirus

7930 PFU/mL

No (3/3 positive)
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