. C€
Mo FU-COVID-19Aa-8STH03, Ve Add 1434
Ef

© COVID-19 (SARS-CoV-2)

Antigen Test
OEeraLUE Midstream = Saliva Ogerationsl Uss Videa
For Singlé Use Only,
Far in vitro diagnostic use only,

Please read the instruction carefully before use

|Intended wse|

This product is used for in vitro qualitative detection of the SARS-CoV-2 anfigen in buman safiva specimen,
which is used to assist in the diagnosis of COVTEW19.

“This product is mtended for home selfstesting as 2 rpid test for novel coronavinus infection. Both people who
have close contact with COVID=1% infected patients and symptomatic people can be tested. However,
prelimingry results need to be confimmed based on clinical diagnostic results. Please do not make a medical
relevance decision without consulting with your doctor,

Users aged 10 and over can test by themself. Users under 10 years old should be tested with supervision or
assistance of an adult, Test within the first 7 days of symptom onses when viral sheddingviral load is at its
highest.

|Materials and Components|
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Testapparaal zonder Collection Bag Timer
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|Preparation before the test]

1

Clean your hands, make Read the Check all components o make sure that all
sure they are dry before instructions parts are complete and not damaged. Check
starting the test. Carefully. the Fxpiration Date that printed on the foil

pouch,

| Test Procedure|

NOTE: Please keep the temperature at 15~ 30 °C and the humidity at 20%-80%% during the
whole test.

1. 2.~
= b
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Open the package and take out the test device. Familiar with the test device and identify the
observation window and specimen collection end of the test device.
NOTE: It should be used within ene hour.

i Gently cough before collection, concentrate your saliva in mouth (i there

=) 15 sputum coughed up, please keep the sputum in the mouth ). Remove the

f— blue cap of the test device and place the white specimen collection end in
ﬂ = your moth to absork the saliva. Cover the cap end place the test device
. flat an the desktop when the specimen collection end is filled with salva

and the purple=red substance i moving in the ebservation window
NOYTE: Do not eat, drink, chew gum, smoke or vape for at least 30
miintes before testing.

Read results at 15 minutes.
NOTE: Do not read resulis

after 3 minutes, Please put the used test
device and the packing bag
15 min i the collection bag for
proper dispasal.
[Interpretation of test results]
Nugative I there is only a conrol Ine (C) and the test ine (T} is colorless, it indicates thet SARS-

Positive
resull:
G
T T

C c -
il cenler

result: CoV-2 anfiggen has not heen detected and the result is negative
c 4 False-negative results are not ruled out,
“ Continue to comply with all applicable rules regarding contacts and p

T

IMeAsures.
Megative < Even il il test is negative, there may be an infection. In case of doulst, repeat the
test after -3 days because the coronavirus cannot be accorately detected at all
of infection.

< Negative resulls may not mean thai a person is not infectious and if symptoms are
pmmmmmmmmm PCR.

+ Recommend (within 1=3 davs) if there is an ongoing suspicion of
infection, being in a high-risk setting, where there s an occupational risk, or other
requirements.

I both the control e (C) and the test line (T) it indicates that SARS-Cova2
antigen has been detected and the result is positive.{ A faint line is sizll an Indication
of a SARSCoVa2 N Protein Positive )

< Falsepositive results are not ruled out,

Pusitive 4+ Comtact vour doctor or local health department

Tnvalid [f the control line (C) is not observed, the test is considered to be invalid whether the

T test Lite (T) is visible of not. A new test needs to be performed using a pew test device.
4 [t may be caused by incorrect test operation. Please retest with a mew test kit.
< If the test result is still invalid, please contact your doctor or COVID=19 testing

Trrvalid

|Summniary]

The novel coromavimeses belong to the L genus, COVIDa1% 15 an acute respiratory infectious discase,
People are generally susceptible. Currently, the patients infected by the novel coronavirus are the main
source of infection, asympromate mfected people can alse be an infectious source. Based on the curment
epidemiological mvestigation, the incubation period 15 1 to 14 days, maostly 3 to 7 davs. The main

Manifestations include fever, fatigue and dry cough. Nasal congestion, runny nose, sore llmL myalgia

and diarrhea are found in a few cases,

Once infected with the SARS-CoV-2 virus, you may be hospitalized and some complications may
eceur. I without promp treatment it may even lead to death,

['Test principle]

This produet uses the double antibody sandwich method to detect the SARS-CoV=2 N protein. When the
sample contains the coronavires antigen, both the test line (T) and the control line {C) will appear, and the
resuit will be positive, When the sample does not contaim the coronzvins antigen or no coromavins antigen
is detected, the test ling (T) will not appear, only control line (C) will appear.

ll_.m[hulinm of inspection meﬂmds]
1. This test kit is only used for in vitro diagnosis

2

i

This test kit is only used 1o detect CD\’]D—]ﬁ antigen in luman saliva samples. The resulis of other
specimens may be wrong,

This test kit is only used for qualitative detection and cannot indicate the level of SARS-CoV-2 antigen
in the specimen.

. This test kit is only a clinical awxihary diagnostic tool. [f the result is positive, it is reeommended to use

other methods for further examination in tme and the doctor”s diagnosis shall prevail.

. This test does not determine the actiology of the respiratory infection cavsed by micro=coganisms other

than the SARS=CoVal virus,
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This test can detect both the viable and the noneviable SARSCoVe2 virus. False negative resulis may

b given following poor sampling,

7. Any failure to respect the test procedure may negatively impact the performance of the test and'or
invalidate the test result.

. Ifthe result of the test is negative, yet clinical symptoms persist, it is advised that you carry out

additional tests using other clinical methods, A negative result at no time rales out the presence of

antigens of the SARS=CoVa2 virus in the sample, as they may be present but at a level mfenor to the

minrmum detection level of the test, or if the sample has been collected meomectly.

A negative result does not rule out infection by the SARS-CoV=2 virus, particularly in people who

have come into contact with the virns, Follow=up tests with molecular diagnostics should be

scheduled o rule out infection in these people. Persons who show symploms of the disease but have

a pegative result until infection is ruled cut should follow country=specific restrictions.

100, This test 1s not & substitute for a medical consultation, or for the result of a biological analysis camied

oul in a medical analysis laboratony.
11 Positive test results do not exclude the possibility of co-infections of other pathogens.

3
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|Warnings and Precautions|
1. Read the instructions carefully before using the kit, and stricthy control the reaction time. If you do not
follow the instructions, vou may get inaccurate results,
120 naot cat, drink, chew g, smoke or vape for a2 least 30 mimates before testmg, False negative results
may occur if the saliva is not collected properly.
. Guard against moisture, do not open the foil pouch before it 18 ready for testing, Do not use it if the foil
pouch is damaged or the test device is damp.,
4. Please use it within the validity period.
Do mot replace the components in this kit with compaonents in other kits,
6. The kit shall be stored in strict ccordance with the conditions specified in this manual, Please do not
store the kit under freezing conditions,
7. The test methods and results must be mierpreted in strict accordance with this specification.
§. Negative results may occur it the SARS=CoVa2 antigen titer in the specimen falls below the minirmum
detection limit of this kit
9. There is no reduction in sensitivity of the COVID-19 (SARS-CoV=2) Antigen Test Midstream - Saliva
against the UK variant, Brazilian variant or the South Aftican variant, We will test the SARS-CoVel
variants from fime to time to confimm the impact of the latest vanants on the fest kit

s

i
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|Storage conditions & period of validity]

1. Store at 4°C-30°C, and it is valid for 24 menths, Do not use beyond the expiration date marked on
their outer packaging.

2. Afier the foil pouch is unsealed, the test device should be used as soon as possible and within cne
howr (15 ~ 30°C, Hurmidity <80%).

|Quality Control]
Program centrol is included in the test. A red line appearing in the control region (C) is the internal
procedural control. It confirms sufficient volume of the specimen.

[Performance index)

1. Limit of detection {LODY: The LoD is 80 TCID, /mL. A negative test result may mean that the vins
concentration is lower than this value.

2.High Dose Hook Effect: When the virus concentration exceeds 2.8 x 10F TCID, /L, the result may
be false negative.

3.Cross-renctivity: There is no cross-reactivity, including buman coronavirus 220F, human coromavins
0043, human coronavirus NL63, buman coronavirus HEU 1, MERS=coronavims, SARS coronavims,
adenovins 3, parainfluenza virus type 2, Enterovirus, respiratory syncytial virus (A), parainfluenza
virus type 3, parainfiuenza virus type 4a, influenza A HIN2 (Wisconsin/67/03), influenza A HINI,
inflluenza B (VICRTORIA), Rhinovirus {(HRVAS0), Haemophilus influenzae, Streplococcus
preumanize, Streptococcus pyoegenes, Candida albicans, Bacillus periussis, Mycoplasma pneumoniae,
Chlamydia pneumenine, Legionella pneumonia, Mycobacterium tuberculosis, Pneamocystis,
Psendomonas Bacteria, luman pneumenia virus (hMI'V), paraintluenza virus type 1, Staphylococcus
epidermidiz, Streptococcus salivarius, ete.

4 Endogenous Interference Studies: There is no interference in sudies on the following substances,
mchuding A frin (Ohymetazoling), mucin, Budenoside, Dextromethorphan, dexamethasone, methanal,
Acetylsalicylic Acid, Diphenhydramine, benzocaine, oseliamivir, tobramyein, mupirocin, biotin, ete.

|Clinical Performance|
The overall study scale was 336 cases, 122 positive samples and 214 negative samples,
Statistics of test results of salive samples:

i 95%
LCI UCI
DEEP POS|NEGITOTAALJPPA | u7.5% ) 90.9% | 99.2%

EECEE. ros |ue| 1 120 |NPA|99.5%] 94.9% ] 99.9%
cove | NEG | 3 J213 | z16 Jeev]oszen] sans] o

ApTes ITOTAAT) 122 | 214 | 336 NPV 98.6%| 933% ] 996%

Sensitivity: 97.5% (95% CI: 90.9% = 99.2)

Specificity: 99.5 (95% CL: 24.9% = 99.9%:)

Sensitivity: Compared with the RT-PCR Assay, among people infected with SARS-CoV=2 virus,
the probability of correct detection by the COVID=-12 (SARS-CoV-2) Antigen Test Midstream -
Saliva.

Specificity: Compared with the RT=PCR Assay, among people who have not been infected with
SARS =CoVa2 wirus, the probability of correct detection by the COVID=19 (SARS= CoVal)
Antigen Test Midstream = Saliva.
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|Index of Svmbaols|
Inwitro diagnaostic medical device Batch number
Expire date + Keep dry

Waming, please refer to the mstructions | =2

it the package Keep away from sunlight

P> [=a| 3]

‘Temperature range of product storage Date of manufacture

European union authorization
Tepresentative

Dan'tuse the product when the package
15 damaged

»
<@ ||

Do not re-use Contain sufficient quantity for <n> tests

k= |8lF

Mmoo | CE, [oovm

Manutacturer
Specification REF Specification REF
1 piece per box COVAEEEST-] 11 pieces per box COVAEISET-11
2 pieces per box COVARREST=2 12 pieces per box COVARISST-12
3 pieces per box COVAZISST3 15 pieces per hox COVARISST-15
5 pieces per box COVAZISST-5 14 picees per box COVAEIEST-16
& pieces per box COVAZISST=5 17 pieces per box COVAEISST=17
7 pieces per box COVAISST-7 18 pieces perbox COVApISST-18
# pieces per box COVAGRESTR 19 pleces per box COVAZISET19
9 pieces per box COVAZEST=H 20 picces per box COVAEISET20
10 prees per box COVARISST=I0 25 preces per box COVAEISST=25

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO., LTD.
H Ath FloorD=1# Zone, Pear] Industrial Park, |06 Tnnovation Avenue, High =Tech
Development Zone, 230088 Hefel, Anhui, China

] LIUXLIS LERENSWELT GMBH
[Fee | Kochste 1, 47877, Willich, Germany

Hf\

Scan QR code for IFL in
different lnnguages,
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° COVID-19- SARS-CoV-2) ois
-viruksen antigeenitesti
= Midstream = Sylkiniiyte

Vain kertaliyttiinen.
Tarkaitettu vain in vitro ~diagnostiseen kiiyttion,
Lue ohject huolellisesti ennen kiiy s,

| Kiiyttiitarkoitus]

Tt tuotetia kivietdgin SARS-CoV-l-viruksen antigeenin m vitro kvalitativiseen havaitsemiseen thmisen
sy kiniyticessd, jota kiytetiin COVIN-1 9-viniksen diagnasointiin.

Tamé tunte on tarkoitet kotitestaukseen miden koronavirstarunnan pikatestng, Teste)d voidasn kayti
sekii henkiliille, joilla on liheinen yiveys COVID-19<tarumnan saancisim potilaisiin, cttd pireileville,
Alustavat tulokset on kuitenkin vahvistettava kifinisten diagnostisten tubosten perusteclla, Al tee
ldaketicteellisia paitiksia neuvotielematta Fakinsi kanssa,

10 vuotta tEytaneet kiyediit voivat suorittaa testin itse, Alle 10-vuotiaat kiiyitidjst on testattava aixuisen
valvonnassa tal avustuksella. Testaa ensimmisten 7 piiviin kuluessa oireiden allamisesta, kun viruksen
levidminen/vimskuonma on korkeimmillasn,

|Materiaalit ja komponentit]
m‘*".w""'ﬁ-{\-: 5
. = 2N
sarramy e e o 4
Foliopussi knivausaineclla Ohje
- 4 { Testissd tarvittavat
materiaalit, joita el
toimiteta pakkauksen
mukanz)
Testilaite ilman Keriyspussi Timer
pakkauspussia
[Valmistelu ennen testii|

| o ot %
[ g
oot iy S

frrramvw P B P b -
" A

Puhdista kitesi ja varmista, Lue nimi Tarkista kaikki osal varmistaaksesi, elld

efti ne ovat kuivar ennen chjeet kaikka osat ovar ydellisid eivitki
testin aloittamista. Warovasti, vahingoittuneet. Tarkista foliopussin
painetin viimeinen kiiyiitpiivi,
| Testin menettely]

HUOMAUTUS: Suorita festis kelio testanmisen ajan vmpiiristtssi, jonka Himpdtila on 15-30°C
ja kosteus 20-80 %a.

: 0 g

[ e

Li
— Niythem keriypsd
Avaa pakkaus ja ota testilaite pois pakkauksesta, Tutustu testilaittecseen ja tunnista testilaitteen

tulosikunan ja nidytieen keriyspiiin.
HUOMAUTUS: Testilaite on kiiytettivii tunnin Kuluessa,

Yaki varovastl ennen niytteen keriimist, keskitd sylki suubun (jos
tunnet yskiksen pidé se suussa). Poista testilaitteen sininen korkkd ja
aseta valkoinen niytteen kerfyspad suuhun syljen imemiseksi. Peitd
korkki ja aseta testiluite tasaisesti tydpdydalle, kun niytteen keriyspad
on tytetty syljelld ja violettipunainen aine ikl tulosiklunassa,
HUOMAUTUS: Alii svis, juo, pureskele purakumin, dliki tupakoi
tai polta sihkitupakkaa vihintiin 30 minuuttia ennen testausta,

4w Lucwsttokset 1Smimutin ]
kuluttua. ~
HUOMAUTUS: Ali lue ) o
testitulosta 30 minuutin _| Laita kiytetty testilaite ja
i Jiilkeen. pukkauspussi keriyspussiin
15 min hifvittimiss varten.
Mestitulosten tulkinta]
Negatiivinen  Mikyy vain kontrolliviiva (), mutia testiviva (T) on virittn, Tamé osoitias, et@
festitulos: S ARS-C o¥a2-viruksen antigeenid ei ole havaittu ja testitulos on negatiivinen.
e < Vidrii i testitulobsia el ole suljettu pois.
. <+ Noudaia edelleen kaikkin soveltuvin b situlisia ja suojato , jotka
koskevat muiden ihmisten kanssa tapahtwvaan lahikontakiin.
< Infektio voi silti olla, vailkka testi olisi fivi Epiiy i k Toista

Negatiivinen mmmhmmmmmmammmmmmm

infektinvaihicissa.

<+ Negatiiviset testitulokset eiviit villiEimatia tarkoita, et henkild el ole tarttuva, ja
jos oireita esiintvy, henkilin on hakenduttava vitlittimdisti PCR-testillis tehiiviin
lisgtwtkimubsiin.

o Uit testidi i seuraavissa tapanksissa (1-3 pliviin k
WWWJMMWM5WMIMM
olemassa ammatillinen riski tai muwut vaatimuokset.

I‘lﬂlﬂ\-’tlln 05 sk kontrollivitva (C) et testiviiva () nikyviit, timé osoittes, eftii SARS-CoV-2-
wiruksen antipeeni on havaithu ja festiinlos on pcmu\.mx ['[-Ieikmdnik}'vﬂwﬂw on

edelleen nsnitus SARS-Cov=2-vi N-pr P
g g < Vil positiivisia testituloksia e ole suljettu pois.
1

Posititvinen

Virheellinen  Jos kontrolliviivaa (C) ei havaite, testi kasotsan vitheellisis riippumatta siits, onko
testiviiva (1) nkyvissd vai ci. Unsi testi on suoritettava wudells testilaitioella.
+ e voi johtua virheellisestii toiminnasta. Testua uudella testisarjalla uudelven,
chc + Jos testitubokset ovat edelleen virheellisii, ota yhieyiti Biilkiirin tal COVID-19
=testanskeskukseen,

Virheellinen

[Tiivistelma]
Undet koronavirakset kuuluvat fsukuun. COVID-19 on akuuti bengitystieinfektiot, Thmiset ovat
yleensi alttiies sille. Tilld hetkelli unden koronaviraksen tartmnan saancet potilaat ovat pidiasiallinen
tartuntalihde. Lisiksi oireettomal tarturnan saaneet thrmisel voivat myés olla tartuntaldhteitd. Nykyisen
epidemiologisen nukimuksen perusteella itimisaika on 1-14 piivis, vseimmiten 3-7 pdiviid. Sairauden
tyypillisimmes otreet ovat kuume, visymys ja kuiva veid, Muita oireita voivat olla nendn tuklkoisuns,
siuha, lurkkukipu, lihaskips ja ripuli

Kun olet saanut SARS-CoV=l=viruksen, sagtat jouna sairealzan ja joitakin kompliksatioita saataa imest,
Ilman nopeas hoiioa se sasttan johtaa jopa kuolemaan.

[Testin tolmintaperiaate]

TéEma uote kiyttis kaksinkeriaisia vastaamevollerpimenetelméii S ARSCoVaZevinuksen Neproteiimm
havaitsemiseen. Kun niyte sisiltiiii koronaviruksen .mtignmii, seki testivitva (T ettd kantraolliviiva (C)
tulevat nikyviin, ja testitulos on positiivinen. Jos niiyte ei sisilli koronaviruksen antigeenii tai
koronaviruksen antigeenid ei havaita, testivitva (T) ei niy, vain kontroltivitva (C) tulee nélviin,

|Tarkastusmenetelmien rajoitukset]

1, THta testisarjans kivtetiin vain diagnostiseen in vitro Jiyttacn,

2 Tt testipakkansta kiiytetin vain COVIT] yiniksen antigeenin havaitsemiseen ihmisen sylkingytieissa.
Muunlzisista miyiteistd voi testi antaa vEind taloksia,

3. Theh testisarjan kiytetdiin ainoastaan antgeenin kvalitatiiviseen masykseen, eiki silla voida osoittaz
SARS-Col-2-viruksen antigeenin miirai niyiieessa.

4. Tmnntemsmja om varin kliininen lisidiagnostildatytkalu. Jos testitulos on positiivinen, on suositelavaa
Keytta muita meneteimia jatcomtamuksim ajoissa ja lakarn diagnoosi on ratkaiseva.

5. Timi testi el mianti muiden mikro-organismien kuin SARS-CoV-2-viruksen atheuttaman



hengitystieinfektion etiologiag.

6. Timi testi voi havaita sekii elinkelpoinen etti elinkyvyton SARS-CoV=2=virus. Viirii negatiivisia
testituloksia voidaan antaa huonon néytieenoton jilkeen.

7. Kiyttdohjeen noudattamatta jittiminen negatiivisesti heikentiii testin suorituskykyi ja'tai johtaa
vitheelliseen testitilokseen.

#. Jog testitulos on negatiivinen, mutta klimiset oirect jatkuvat yhi, on suositeltavaa hakentua muilla
klimisilld menetelmilli webt@vin hsitukimuksin, Negatiivinen lestitulos el missilin lapauksessa sulje
pois SARS=CoVa2=<vinuksen antigeenien esiintymisti niytieesss, koska niitd saattaa silti olla, mutta
sellaisella tasolla, joka on alhaisempi kain testin vahimmaist tai Jos néyie on kerditty
vildrin.

%, Negatiivinen testinalos 1 sulje pois SARS-CoV=2-viruksen tartuntaa, erityisest thmisilla, jotka ovat
souhimeet kosketuksim vireksen kanssa, Seumntatestit molekywhidiagnostitkalla tulisi ajeittas testattzalle
laisissa rapeuksissa infeltioiden poissulkerniseksi. Henkiliiden, joilla o tausdin eireita, mutta jodlla
on negativines testiiulos siihen asti, kun infisktio on suljeth pois, flee noudatiaa maskohtaisia rajoituksia,

10, TimaE testi e korvaa lagketicteellista konsultaatiots tai |a8keticteellisessi malyysilaboratoriossa
suoritetun biologisen analyysin wlosta,

11. Positiiviset testitulokset eivit sulje pois muiden patogeenien yhicisinfektioiden mahdollisuuia,

[VAROITUKSET JA VAROTOIMET]

1. Lue ohjeet huelellisesti ennen pekkml.ksm kit ja ole tarkkana reaktioon kuluvan ajan kanssa. Jos
et noudata ohjeita, saatat spada virheel lisi testiloksia.

2. Al sy, juo, pureskele purulkumia, il tupakoi tai polta sihkitupakkan vahint@in 30 minuuttia
ennen festausta, Vi negatinvizia testiniloksia saattaa esiintyd, jos sylked ei kerdth kurmolla,

3. Sunjaa testilaitetta kostendelta, 13 avas foliopussia ennen kuin se on valmis testattavalesi. AlA kiyti

sitii, jos foliopussi on vaurioitunot tai testilaite on kostea.

4, Kavi sith sen voimassaolon aikana

5. Ala vaihda tiimiin testisarian osta muiden testituoticiden osiin.

6. Testisarja ulee sailyttii tiukasti tissi sinndssd mdritelivien edellyiysten mukaisesti. Al sailyid
pakkausta pakkasessa,

7. Testausmenetelmiit ja -tulokset on tulkitava tiukast timin ohjeen mukaisest.

&, Megatiivisia 1»su.mlckm wL csumya Jos nifytieen SARS-CoV=l=viruksen a
tirnin testisar

9. Testin COWID=1 ‘H SARS-CoVa2 mviruksen antigeenitesti Midstrearn = Sylkindyte herkhoyys ei
heikkene brittivarianttia, brasilialaista variantia tai eteliaffiklalaista variantia vastaan. Testaamme
SARS=CoVaZ-viruksen vanantteja zjoittaim vahwvistaaksemme uusimpicn munmnosten vaikutuksen
lestisarjaan,

igeenin mikird on alle

[Sdilvtysolosuhiteet ja wmnmnlmmk.a|

1. SEilytd 4°C « 30°C 155, ja se on voimassa 24 kiukantta, Al kvt testisarjan sisiltimiE testid
uﬂmpukkuuk-.mxa esitetyn viimeisen ki ivim jilkeen.

2. Kun foliopussi on avatty, testilaitetis on kiiytetivi mehdollisimman pian ja wnnin kuluessa (13- 30°C,
Kosteus <R0%).

[Landunvalvonia]
Testissi on mukana sisfinen menettelytapavalvonta. Kootrollialueella (C) néilogevit punzinen viiva toimii testin
sisiiseni menetelhyiapavalvontana, Se vabvistaa ndyteen ritivin tilaamden.,

[Teholklkunsindeksi]
1. Ha\'xmt.nnqa (LOD): LoD &0 TCID,,/mL. Negatitvnen testitulos vo tarkoittaa, ot vimispitoisms on
ls'la arvoa pienempi.

i Risﬁakliiu'sinus: Ristireaktiivisuus: Ristreaktinisuutia o ole, mukaan lukien thmisen koronavines 2208,
hrmisen komonavines OC43, fhmisen koronavines NLA3, ihmisen koronavires HET 1, MERS koronsvine,
SARS=koronavirus, adenovirus 3 parainfluenssavines, tyyppd 2, Enterovinus, hengitykseen littyvi
symsylisalinen virs (A), parsinfuerssavirs, tyyped 3, parsinfluenssavirus tvppd da, influenssa A HING
(Wisconsin/67/05), influenssa A TTINI, influenssa B (WVICRTORIA), Rhinovires (TRVA30), Haemophilus
influenzae, Prevmokokd, Streptococous pyogenes, Condida albicans, Bordetella pertussis, Mycoplasma
preumoniae, Keuhkoklamydia, Legioonalaistauti, Mycobacterium tuberculosis, Pneumocystis,
Pseudomonas aeruginosa, hmisen keuhkoluumevirus (hMPV), parainfluenssavirus, tyvppi 1,
Staphylococcus epidermidis, Streptococens salivarius fhe.

4. Endogeeniset hiiriftatkimukset: Seuraavia aineita koskevissa tutkinmiksissa el ole hiiriditd, mukaan
Tukien Afrin {Oksimetatsoliing), musimn, budencsidi, dekstrometorfaani, deksametasoni, metanoli,
asetyylisalisyylibappo, difenhydramiimi, bentsokating, cseltamiviir, tobramysini, mupirosiini, ictini jne.

| Kliininen suorituskvky]
Tutkimuksen koko oli 336 tapausta, 122 positiivisia niytetti ja 214 negatiivista niyiettE.
Tilastot sylkinfytieiden testituloksisia:

Vertailuna RT=PCR=miiiritys
POS INEG | YHTEENSA| P PA | 47.5%
SARS POS 19 1 120 NEPA |90.5%
Cov-l  NEG |3 213 ]| 216 |PPV]eean
vin -
Apesti | YHTEENSAJ 122 | 21 136 MNPV | 9E.6%

Herkkyys: 97,5% (95% CI: 90,9%=99,2%)

Spesifisyys: 99,5% (95% C1: 94,9%- 99.9%%)

Herkkyys: RI-PCR-miiiiritykseen verrattiuna SARS-CoV-2-viruksen tartunnan sazneiden thmisten
keskuudessa todennikaisyys havaila oikein testisarjalla COVID=1 9= SARS=CoValj=viruksen
antigeenitesti Midstresm - Sylkiniyte,

Spesifisyys: Verrattuna RT-PCR-miiiiritykseen henkildiden, jotka eiviit ole saancet SARS-CoVo2-
virusta, keskundessza todenniikaisyys havaita oikein testisarjalla COVID=19« SARS-CoV-2)=
virnksen antigeenitesti Midstream - Sylkindyte

[Viitieet]

1. Rapid SARS-CoVa? antigen detection assay in comparison with realsime RI=PCR assay for laboretory
diagnosis of COVID-19 in Thailand. Virol 12020 Now 131701177 doi: 10.1186/51 2985-020-01452-5.

2. Evaluation of the Panbio COVID=19 Rapid Antigen Detection Test Device for the Screenimg of Paticats
with COVID=19.J Clin Microbiol. 2021 Jan 21;59(2 ke02 58920 doi: 10.1128/JCW.02 58520, Print
2021 Jan 21.

3. Detection technologies and recent developments in the diagnosis of COVID=1% infection. Appl
Microbiol Biotechnol, 2021 Jan; 105(2 )44 1=d 55 doi: 10.1007/50025 3020110615 Epub 2021 Jan 4.

4. WHO https-/fwwwwho.int/publications-detail-redirect/diagnostic-testing-for-sars-cov-2.
Visited on November 15, 2021,

wiruses European Centre for [iscase Prevention and Control.

ww.eode.curopa.ewen/covid=] $latesevidence. Visiled on November 15, 2021,

|Symbaolien hakemisto]

In vitro -diagnostikkaan iarfoiei
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Valmistaja

Pakkauskoko REF Pakkauskoko REF
1 testi per pakkaus CONAEISET=1 11 testidl per testipakkaus COVAERISST-1]
2 lestil per testipakkaus COVAEISET=2 12 nestiil per testipakkaus COVAISST-12
3 testid per testipakkaus COVAIEEST3 15 testill per testipakkaus COVAZISSET-15

5 testid per testipakkaus COVAEISST=S 16 testill per testipakkaus COVARISST-16
6 lestili per testipakkaus COVARISST= 17 testiil per testipakkaus COVARISST-17
T testia per testipakkaus COVAZIZETT 18 testiil per testipakkaus COVARISET-18

8 testid per testipakkaus COVAEEET=E 19 testifl per testipakkaus COVAEISET1%
9 festid per testipakkaus COVAEISST9 20 testi per testipakkous COVARISST-20
Lnestid perestipakkong | COVARISST-I0 | 25 tesudi per testipakkaus | COVAISST25

ANHUI DEEFBLUE MEMCAL TECHNOLOGY CO., LT,
H 4ih FloorD=14 Zone, Pearl Industrial Park, 106 Innovation Avenue, High =Tech
Development Zone, 230088 Hefei, Anhui, China,

CE. RENSWE
¢ LUXUS LEBENSWELT GMEBH
Kocstr 1, 47877, Willich, Germnaxty
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© COVID-19 (SARS-CoV-2)
Antigentest
e Midstream - Saliv

Endast fiir engingshruk.
Fiir in vitro-diagnostisk anviindning endast,
Liis igenom anvisningarna noggrannt innan anviindning,

|Awsett bruk|

Denna produkt anviinds for in vitro=d isk detektion av SARS-CoV-2 antigenen [ ett ménskligt
salivprov, vilket anviinds fir auhjal.rla stilla diagnes av COVII=19,

Denna produkt avses for gjilvies: som et snabbiest fGr att pavisa smitta av det nya ceronavirset.

Béde personer som har nibra kontakt med personer med phvisad COVID=19 smitta och sympiomatiska
personer kan testa sig. Dock, behover preliminira provevar bekriftas baserst pd kliniska diagnostiska
provsvar. Ta inga medicinskt relevanta beshut utan att ridfidga din likare,

Anvindare som dr 10 &r eller dldre kan testa sjilva, Anvindare som dr under 10 dr ska testas under
Gversyn av en vuxen. Testa under de forsta 7 dagar efier de forsta symptomen nir virusutgfutelse!
virusbelastning & somm higst,

[Miaterials och Komponenter]

CEa

mmau 4 Ao Trst ,"1..
; e iand i

tTearramT e

Foliepise med torkmedelspése Anvisningar

-
(Material behdvs
men medfiljer inte)

Testanordning utan Uppsamlingspase Timer
firpackning

[Fiirberedelse innan testning]

[==2 k)
sarrams

Rengir hindema, se till Lis Kontrollera alia komponenter fhr art se till an

att de fir torka innan du anvisningama alla delar ér fullstindiga och oskadda.

piibiigar testringen. negerenn. Kontrollera ulglngsdaturmet som star tryekt
i fioliepdsen,

[Testprocedur|
OBS: Hill temperaturen vid 15~ 30 *C och luftfultigheten vid 20%=80% under hela testningen.

"0 lr|
e
l — N g
Cippna frpackningen och ta ut testanordningen, Bekanta dig med testanordning och identificra

vizningsfiinstret och slutet pd proveamlingen av testanordning,
OBS: Det ska anviindas inom en timme.

3. Hosla Eitt innan uppsamling, kencentrera din saliv I munnen (om sputum
= spottas upp, hller du sputum | munnen), Ta bort det bl locket fidn

I testanordning och placera den vita dnden av provsamlinges § mushen St
ﬁ? it absarbera saliv. Tack locket och placera tostanondning g bordet nar
J slutet pl provsamlingen r full av saliv och det ridlila dmnet riér sig till

visningsfinstret
ORS: Undvik att ita, dricka, tugga tuggummi, rika eller vape:a
atminstone 30 minuter innan testning.

+ — Avlis provsvaren vid 15 O |
minter. |
OBS: Avliis inte provsvar l Stappa d-dﬂ\'il‘lil .
efter 30 minuter. S0 O testanordning oc
| r fiirpackningspasen |
15 min | 81 2| uppsamlingspésen for
s | komckiavytiring.
[Tolkning av provsvar]

Negativt O det bara finns en styrlinje (C) och testlinjen (T dr firglis, indikerar der att
provsvar:  SARSSCoVe2-antigenct inte har upptickts och resultatet & negativ.
¢ < Falskenegativa provsvar atesluts inte.
h +anm&mammmhmmmﬂdm
< Aven om provsvaret fir negativt, kan en smitta firekomma. 1 hiindelse av tvivel,
. tar du upp testet efter 1=3 dugar eftersom coronaviruset inte gar att med exakthet
Negslt L pavisa vid alla smittans stadier.

+ Negativa provsvar behdver infe innebdira Ittmpmhtz Irmlhmoclnm
symptomen fir ndirvarande miste siikat 3y gare testning
wia PCRL

<+ Rekommendationen Hr wmmm dm')\-idmmnm

Paositivt Oim bade kontrollinje (C) och testlinje (T) syns, mdikerar detta att SARS-CoV-2
provsvar:  antigen har phvisats och provevaret ir positivi.{ En svag linje dr fortfarande en
mAm indikation pd SARS-CoV-1 N Protein Positiv. )
<+ Fabh=positiva provsvar wlesluis inte.
“ Wir nérvarande, finns misstiinkt COVID-19 smitta,
Posith + Kontakta din likare eller lokala virdeentral per omghende.

-+ Riitta dig efter lokala bestimmelser, sjélvisolera och rapportera | enlighet med

[3]

(||
I
a0

Opgiltigt O kontrollingen () inte syns, anses testet som ogiltigt oavsett om testlinjen (T) &
symlig eller inte. Ett nyit test behiiver utfins med hjilp av en ny testanondning,
< Detta kan orsakas av felaktig testanviindning, Gorom testet med en ny

el e testsats,
The{r F Omtestets provsvar firblir ogiltigt, kontaktar du din Eikare eller COVID-19
testeenter.

[Sammanfatining]

De nva coronavirusen tillhér f genus, COVID-1% dr en allvarlig smitisam sjukdom som drabbar
andningsvigarna, Manniskor & allmiint sett mottagliga. For ndrvarande, i patienter smittade med det
nya coronavireset huvudsakliga smittokélla, asympromariska personer kan ocksd vara en smittolkllla.
CGirundat | befintlig epidemiologisk undersékning, dr inkubationstiden 1 till 14 dagar, oftast 3 till 7 dagar.
Huwudsakliga symptom inbegriper feber, tratthet och torrhesta, Nistippa, nnnande niisa, halsont, myalgt
och diamé dterfinns i 3 fall,

Wil smittad med SARS-Co¥-2 viruset, kan du bli inlagd pa sjukhus och vissa komplikationer kan
firekomma. Om du inte fir skyndsam behandling kan detta fill och med leda till diden.

[Testprincip|

Dienna produkt anviinder sig av dubbel antikropps=sandwich metoden [Gr atl pdvisa SARS=CoV-2 N
protein, Nar provimaterialet innehller corosavirus antigen, kommer bade testlingen (T) och kontrollinjen
{7) visas, och provsvaret blir pogitivt, Nir provsvaret inte innehaller coronavirus antigen eller mget
coronavirus antigen pavisas, kommer inte testlingen (T) visas, bara kontrollinjen {C) visas,

[Btgrﬂnsnmglrhnswmnssﬁn
. Denna testsats fr endast Gl fir m vitro-diagnostik.

2. Denna testsats anviinds endast ftir att pivisa COVID=19 antigen 1 méinskliga salivprow. Provsvar ftdn
annat provmatenal kan vara felaktiga,

3. Denna testsats anviinds endast fiic kvalitativ pavisnmg och kan inte indikera nivin av SARS=CoV=2
antigen [ provimatenialet.

4. Dienna testsats &r endast eft hjalpande diagnostiskt verktyg, Om provevaret dr positivi, rekommenderas
all anviinda andra s3n el vidare undersiika [ Ud och likerens diagnos ska kvarsta.

5. Detta test faststiller e etivlogin hos smitta | andningsviigama som orsakas av andra mikroorganismer



iin SARS=CoVal virusel.

Desta et kan phvisa biide alaivt och maktivi SARS-CoV=2 virus, Falska negativa provsvar kan ges vid

Tristfllig provtagning.

7. Ewventuell underlitenhet att beakta testproceduren kan negativi pdverka testets prestanda och/eller
ogiltigitrklara provsvaret.

&, O testets provevar & negativt, men kliniska sympom kvarstir, ar det Glinidligt ot otfim yterdigare
tester med hjdlp av andra kliniska metoder. Bt negativt provsvar utesiuter aldrig firekomst av antigen
| SARS=CoVa? viruset | provmatenalket, eftersom dessa kan frckomma men pa en niva under testets

mimimala grins fir pavisharhet, eller om provmatenialet har uppsamlats pa felakogt sat.

9. Ext negative provsvar utesluter inte SARS-CoVal virussmitta, sfeskilt i personer som har kommit i
kontakt med vimset, Uppftiljande tester med molekylirdiagnostik ska schemaliggas fir att uiesluta
smitia hos dessa personer. Personer somm visar symplom pd sjukdomen men har eil negativi provevar
tills smitra uteshuts ska rilia sig efter landsspecifika restriktioner.

141, Dictia test fir inget substitut fiir medicmsk radgnmmg, eller for resultat av en biologisk analys som utfis
i el medicinskt anelyslaboratorum.

11, Pesitiva provsvar uteslater inte majlighet nll andra samediga smitior av andra patogener.

6,

[Varningar och Firebygrande Atgﬁinl:rl

1. Liis anvisningama nogerannt innan du anviinder satsen, och kontrollera strikt reakitonstiden. Om du
mte fBljer anvisningamsa, kan du 3 et ocxakt provsvar,

2, Undvik att 8ta, dricks, tugga tuggummi, rika eller vapea atminstone 30 minuier innan testing, Falske
negativa provsvar kan frekomma om salived infe uppsamlas pd rin sitl.

1. Skydda mot fulkt, dppua inte foliephsen innan den & redo for tesming. Anviind inte om folicpésen 4r
skadad eller testanordningen & fuktig.

4. Anviind inom dess giliighetsperiod.

5, Byt mte ur komponentems [ satsen med komponenter frén andra satser.

6. Satsen ska [Grvams sinkt [ enlighet med de omstindigheter som specificeras [ denna bruksanvisnmg.
Fiievara infe satsen 1 minusgrader.

7. Testmetoder och provsvar méaste tolkas strikt i enlighet med denna specifikation.

8. Negativa provsvar kan frekomma om SARS-CoVa2 antigen titer I provmaterialet faller under mins
ta grins fir phvisbarhet fir denna sats,

4. Ingen reduktion vad giller kinshighet far COVID=19 (SARS-CoVa2) Antigentest Midstream - Saliv
il U R=varianiten, brasilianska vadanten eller sydafrikanska varianten finns. Vi Komimer lesta SARS=
Cohe2 varianter fiin tid £l annan fir att bekritia péverkan som de senaste vanantema har pd testzatsen,

|Farvaringsomstindigheter & giltighetsperiod|

1. Fisrvaras vid 4°C=30°C, och ir giliig i 24 minader Anviind inte boriom uigdngsdatumel som finns
markerats pd den yitre forpackningen.

2. Mir foliepasen dr éppnad, ska testanordningen anviindas sé snart det fir méjligt ech inom en timme
(15=30°C, Luflifuktighet =80%:).

[Kvalitetskomtroll]
Programbontrell innefiitas i detta test. En riid linje som syns | kontrollregionen (C) dr intem procedurkontroll,
Dret bekiiftar tllrickdig volym av provmaterial

[Prestandaindex]
1. Griins fir pivisbarhet (LOD): LoD i 80 TCID, /mL. Eft negativt provevar kan innebira att
viruskoncentrationen fir ligre &n detta vinde,

2. “High Dose Hook"eflelt: Nir viruskoncentrationen verskrider 2.8 x 10° TCID,/'mL, kan provsvaret

vara falskt negative,

Kaorssreaktivitet: Det finns ingen korsreaktiviter, inklusive ménskligt coronavinus 229E, manskligt

coronavirus C/C43, miinskligl coronavines WLE3, miinskligt coronavirus TIRU L, MERS-coroeavirus,

SARS coronavins, adenovins 3, paramfiuene vires typ 2, Enterovins, respiratony syncytial vis (A,

parainfluenza vins type 3, paramffucnes virus typ da, mfleenza A HIN2 (Wisconsin®®7/05), influcnza A

HINL, influenza B (VICRTORIA), Rhinovirus (HEVA30), Haemophilus influenzae, Streptococeus

pricumoniae, Streptococous pryogencs, Candida albicans, Bacillus perussis, Mycoplasma prisumoniac,

Chlamydia pneumeniae, Legionella pneumonis, Mycobacterium tuberculosis, Pneumocystis,

Psendomaonas Baciena, buman preumonia virs (hMPV), parainfluesea virus typ 1, Staphylococeus

epidermidis, Streptoceccus salivarius, etc.

. Endogena Interferensstudier: Det finms ingen stoming [ studier pé faljande dmnen, inklusive Afrin
(Oxymetazoling), mucin, Budenosid, Dextrometorfan, dexametasone, metanol, Acetylsalicylsyra
Difenkydramin, bensokaim, oseltamivir, tobramycin, mupirocin, botm, cte.

g

e

[Klinisk Prestanda]
Orvergripande studicskala var 336 fall, 122 positiva prover och 214 negativa prover.
Statistik av testprovsvar frin salivprov:

0,
Referentic RT-PCR Assay Wikson Seore C1
LCI [ |
DEEP POSINEG|TOTAAL P PA Jo7.5% ) o9 | 9929
&gﬂ_ ros [ nef 1 120 [NepA99.5%]) 949w ]| 99.9%
cova | NEG | 3 J213 | 216 [pev]oeosw] vaie] soss
AeTest IToTAal] 122 | 214 | 336 NPV ]osew] 935w ] 996

Kinslighet:
Specificitet:

97,5% (95% CL: 90,9% - 99,2%)
99, 5% (95% CI: 94,9% =99.9%)

Kiinslighet: Jamfirt med RT-PCR test, bland personer smittade med SARS-CoV-2 viruses, ir
sannolikheten for komrekt phvisning av COVID=1% (SARS-CoVa2) Antigentest Midstream=Saliv.

Specificitet: Jamfart med RT-PCR test, bland personer som inte 4r smittade med SARS=CoVa2
viruset, ir sannolikheten fir korrekt pavisning av COVID-1% (SARS-CoV-2) Antigentest

Midsiream -

[Referenser]

Saliv.

1. Rapid SARSCoVa2 anfigen defection assay in comparison with real=time RI=PCR. assay for laboratory
disgw:m'!a of COVI19 in Thailend, Virel 12020 Nov 13;17(15177.doi: 1001 186/s1 2085020001 45245,
2. Evaluation of the Panbio COVID=19 Rapid Amtigen Detection Test Device for the Screening of Patienls
with COVID=19.0 Clin Microbiol. 2021 Fan 21:59(2 5e0Z258%20.dod: 10,1128 JCW.0258%20 Print 202 1

Jan 21,

3. Detection technologies and recent developments in the disgnosiz of COVID-19 infection. Appl
Microbzol Biotechnol, 2021 Jan; 1052 )44 1455 dot: 10, 1007/500253-020-11061-5.Epub 2021 Jan 4

4. WHO hitps:fwwwowho mtpublications-detail-redirect/diagnostic-testing-for-sars—cov-2. Visited on
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5. Coronavinuses Furopean Cendre for Disease Prevention and Control

Fawwscode. cuopa.ew/en/oovid-1 9 latest-evidence. Vistted on Wovernber 15, 2021,
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Specifikation REF Specifikation REF
1 styck per lada COVARISST-1 11 styck per lada COVAgISST=11
2 styek per lhda COVAgISST2 12 styck per da COVAgISST-12
3 styck per 1ada COVAZIEST-3 15 anyek per lada COVAgISET-15
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