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[Tootenimetus]
Antigeenipdhine COVID -19 testikassett (ulitundlik kolloidne
kuld).

[Mudel]
Uks test kasutaja kohta {ihes kotis v&i kuus testi kuuele
kasutajale komplektis

[Ettendhtud kasutusala]

Seda toodet kasutatakse koroonaviirus-19 antigeeni
madramiseks siiljes, régas, roojas, heitvees, aerosoolides ja
teistes proovides. Tegemist on professionaalseks kasutamiseks

mdeldud kiirtestiga. Mitte kasutada pérast sailivusaja méodumist

[Kokkuvéte]

Koroonaviirused on suur viiruste perekond, mis koosneb
rakumembraaniga, Uksiku plussahelaga RNA viirustest. Viirused
pohjustavad rahvatervishoiu seisukohast olulisi haigusi nagu
kilmetused, Lahis-da respiratoorne siindroom (MERS) ja
raskekujuline dge respiratoorne siindroom (SARS). SARS-CoV-2
tuum koosneb nukleokapsiidi valgust (N), membraani valgust
(M), tmbrise (E) valgust ja ogavalgust (S), millest nukleokapsiidi
valku (N) ja ogavalku (S) kasutatakse sageli koroonaviiruse
diagnoosimiseks

[PGhimote]

Selle testi toopdhimdteteks on antigeen-antikeha reaktsioon ja
immunokromatograafia. Test sisaldab SARS-CoV-2 N
markervalgu vastast monoklonaalset antikeha 1, millega on
kaetud ulitundlik kolloine kuldplaat; SARS-CoV-2 N markervalgu

vastast monoklonaalset antikeha 2, millega on kaetud T- alal olev

triip; 1gG antikeha, millega on kaetud kvaliteedikontrolli alal (C)
olev triip. Kui testi kdigus saavutab koroonaviiruse sisaldus
proovis tuvastuspiiri vGi liletab selle, seondub proovis olev
koroonaviirus-19 antigeen kullariba katva antikeha 1-ga.
Konjugaat liigub kapillaarjéu toimel tilespoole ning seejarel
seondub antikeha 2-ga kaetud T-triibuga. Kui proovis
koroonaviirus-19 ei leidu, ei varvu T-triip lillakas-punaseks.
Vaatamata sellele, kas proovis koroonaviirus-19 leidub, ilmub
kontrollalale (C) lillakas-punane triip. Lillakas-punase
kvaliteedikontrolli (C) triibu alusel on véimalik otsustada, kas
proovi kogus oli piisav ning kas kromatograafne protsess kulges
normaalselt v8i mitte. Seda saab kasutada ka reagentide
kvaliteedi kontrollimiseks.

[Komponendid]
Pakendis sisaldub kas Uks voi kuus testikassetti, tiks

kasutusjuhend ja 1 ml diluenti. Iga komplekt sisaldab testikassetti

ja kotikest kuivatusainega, stilje kogumise vahendeid (sh.
siljetoru ja diluendikatsuti, milles sisaldub 1 ml diluenti) ning
pipetti. Testikassett koosneb kullaribast, prooviribast,
nitrotselluloosist membraanist, imavast paberist, PVC alusest ja
plastikust imbrisest.

[Sailitamine ja stabiilsus]
Testi tuleks sailitada temperatuurivahemikus 2°C~ 30°C, kuivas
ning paikesevalguse eest kaitstuna. Sailivusaeg on 18 kuud. Iga

pakendi sildile.

[NGuded proovile]
Testikassett sobib koroonaviirus-19 antigeeni tuvastamiseks

siiljes, rogas, roojas, heitvees, aerosoolides ja teistes proovides.

Proovid tuleks parast votmist voimalikult kiiresti ara kasutada
ning neid ei tohiks hoida pikka aega toatemperatuuril. Kui
proovi pole véimalik piisavalt kiiresti kasutada, vGib seda
sdilitada 48 tundi temperatuuril 2°C - 8°C. Pikaaegne
sdilitamine peaks toimuma stigavkilmas temperatuuril - 20 °C,
valtige korduvat sigavkilmutamist ja sulatamist.

[Testi ldbiviimine]

Palun lugege enne testi tegemist tahelepanelikult neid juhiseid.
1. Arge s6oge, jooge, peske hambaid ega kasutage suuvett
vahemalt 30 minuti jooksul enne testi tegemist.

2. Avage testikassetti sisaldav fooliumkott, vGtke kassett vilja
ning markige sellele testitava inimese nimi voi proovi number.
Kasutage 30 minuti jooksul, eriti juhul kui ruumi temperatuur
on Ule 30°C v&i Shuniiskus on korge, siis tuleks test kasutada nii
kiiresti kui véimalik.

3. Asetage komplekt puhtale alusele, avage diluenditkatsuti
kate, keerake selle otsa slljetoru, koguge stigavalt kurgust suhu
siilge vOi réga, tehes hadlitsust ,Kuuua“ ning stljake torusse nii
palju, et selles oleks 2 ml vedelikku (torus on juba 1 ml
diluenti); keerake suljetoru lahti, asetage sellele kate, keerake
tagurpidi ja segage hasti 6-10 korda, seejarel keerake kate lahti,
imege vedelik pipetti, tilgutage 3-4 tilka (ilma vahuta, jittes iga
tilga vahele 3-sekundise pausi) prooviavasse ja oodake 10-15
minutit.

4. Oodake lilla triibu ilmumist. Testi tulemusi tuleks kontrollida
10-15 minuti jooksul, parast 15 minutit on tulemused kehtetud.

[Testi tulemuste selgitus]

Positiivne (+): Nagu ndha joonisel 1, peaksid C- ja T-aladel
olema naha lillakas-punased triibud;

Negatiivne (-): Nagu ndha joonisel 2, peaks lillakas-punane triip
olema naha ainult C-alal;
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Figure 1 positive (+)

Joonis | positiivne (+)

Figure 2 negative (-)

Joonis 2 negatiivne (-)

Kehtetu: vaatamata sellele, kas T-alale tekib lillakas-punane
triip, téhendab lillakas-punase triibu puudumine
kvaliteedikontrolli (C) alal, et test viidi |abi ebakorrektselt voi
testikomplekt ei ole toimiv. Sellisel juhul peaksite
kasutusjuhendi uuesti labi lugema ning siis testi uue
testikomplektiga kordama. Probleemi pisimisel I6petage selle
partiinumbriga testide kasutamine ja votke koheselt ihendust
oma kohaliku varustajaga.

test tuleks dra kasutada 30 minuti jooksul parast pakendi
avamist. Valmistamise kuupéev ja sdilivusaeg on margitud
[Protseduuri piirangud]

1. See reagent on kvalitatiivne ja esialgne testimismeetod,
millega madratakse koroonaviirus-19 sisaldust siljes. Selle
reagendiga saadavat tulemust tuleks pidada esialgseks ning
tulemuse kinnitamiseks tuleb kasutada ka ménd muud
anallisimeetodit.

2. See toode v&ib anda negatiivse tulemuse jargnevatel juhtudel:
1) Proovis ei esine viirust, v8i on proovis sisalduv viiruse kogus nii
madal, et see ei lleta reagendi kriitilist tuvastuspiiri, mistGttu ei
ole seda vGimalik tuvastada.

2) Viirus voib olla proovis inaktiveerunud. Kuigi nukleiinhappe
fragment vGib endiselt olemas olla, v&ib viiruse antigeen olla
havinenud ja inaktiveerunud.

3) Testi ebakorrektne ldbiviimine vdi muud tegurid, mis vdivad
viiruse tuvastamist mojutada, naiteks ebasobivad transpordi- ja
sdilitamistingimused, mis vdivad pShjustada reagendi mitte
toimimise.

3. Kui haiguse epideemiline esinemissagedus vdaheneb, vaheneb
ka testi positiivne ennustusvadartus, mistSttu tuleks positiivsete
tulemuste tdlgendamisse madala riskiga populatsioonides
suhtuda ettevaatusega.

[Toote toimivuse indeks]

1. Fuusilised omadused

1.1. Vélimus

Testikassett peab olema puhas ja terve, teravate servade,
kahjustuste, saasteta; silt peaks olema selgesti loetav ja
kahjustusteta. Diluent peaks olema selge, vaba hagust ja settest.
1.2. Vedeliku liitkumise kiirus

Vedeliku liikumise kiirus peaks olema vahemalt 10mm/min.

1.3. Riba laius

Testiriba laius peaks olema > 2.5mm.

1.4. Lahjendatud proovi maht

Lahjendatud proovi maht peaks olema vahemalt nii suur kui
eespool vdlja toodud.

2. Tuvastuspiir

Tootja kontrollmaterjali testimise tulemused peaksid vastama
viidatud materjalides esitatud nduetele.

3. Negatiivse kontroll-lahuse vastavusmaar

Tootja negatiivse kontroll-lahuse testimisel peaks tulemus 100%
juhtudest olema negatiivne.

4. Positiivse kontroll-lahuse vastavusmaar

Tootja positiivse kontroll-lahuse testimisel peaks tulemus 100%
juhtudest olema positiivne.

5. Tapsus

Tootja tdpsust madrava kontroll-lahuse testimisel peaks tulemus
alati olema positiivne ning varvimuutus thtlane.

6. Anallisi spetsiifilisus

6.1 Ristireaktsioonid: see test ei anna ristireaktsioone inimese
endeemse koroonaviirus 0C43’ga, A -gripi viirusega, B-gripi
viirusega, respiratoor-stintsutsiaalviirusega, adenoviirusega, EB-
viirusega, leetriviirusega, tsitomegaloviirusega, rotaviirusega,
noroviirusega, mumpsiviirusega, tuulerdugeviirusega ja
Mycoplasma pneumoniae’ga.

6.2 Testitulemusi ei m&juta jargnevad biokeemiliste naitajate
kontsentratsioonid: bilirubiin <250pmol/L; triglutseriidid
<15mmol/L; hemoglobiin <10g/dL. Testitulemusi ei mdjuta
jargnevad ained: a-interferoon, zanamiviir, ribaviriin, oseltamiviir
ja paramiviir, lopinaviir, ritonaviir, abidool, levofloksatsiin,
atsitromatsiin, tseftriaksoon, tobramiitsiin,
histamiinhidrokloriid, fentlefriin, oksiimetasoliin,
naatriumkloriid (sdilitusaineid sisaldav), beklometasoon,

deksametasoon, flunisoliid, triamtsinoloon, budesoniid,
mometasoon ja flutikasoon.

[Testi efektiivsusnaitajad]

Diagnostiline tundlikkus 91,7%
Diagnostiline spetsiifilisus 99,6%
Uldine kokkulangevus 96,8%

[Ettevaatusabindud]

1. Arge kasutage sailivusaja tiletanud tooteid.

2. Arge siigavkiilmutage. Viltige testimiskeskkonnas liigset
temperatuuri ja 6huniiskust. Reaktsioon peaks toimuma
temperatuuril 15°C~30°C ja 8huniiskus peaks olema alla 70%.
3. Pakendis sisalduv kuivatusaine ei ole s6odav.

4. Testimist 1abi viies kandke kaitseriietust, kindaid ja
silmakaitsevahendeid.

5. Arge kasutage testikassetti, mille pakend on katkine,
margistus ebaselge voi sailivusaeg tiletatud.

6. Utiliseerige kasutatud proovid, testikomplekt ja muud
jaatmed vastavalt kehtivatele kohalikele seadustele ja
maarustele.

7. 30 minuti jooksul enne siiljeproovi andmist drge s6oge,
jooge, suitsetage, ndrige natsu vms.

8. Stabilisaatorlahuse sattumisel silma vdi naha pinnale
loputage veega.

9. Keerake proovikatsuti kork kdvasti kinni, valtimaks lekkeid

[Viited]

1. IVD-reagentide registreerimise eeskirjad, 1. oktoober 2014
2. IVD reagendi spetsifikatsioonide ettevalmistamise juhised,
11. september 2014

3. Juhised patogeenispetsiifilise M immunoglobuliini
kvalitatiivse tuvastamise reagendi registreerimise tehniliseks
hindamiseks, 17. mai 2013.

4. Hiina Rahvavabariigi Tervishoiuministeeriumi 2019-ncov
laboruuringute tehniline juhend (4. véljaanne)

[Stimbolite selgitus]
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XIAMEN ZHONGSHENG LANGIIE BIOTECHNOLOGY CO., LTD
Aadress: 2012WENGJIAOWEST ROAD, XINYANG STREET,
HAICANG DISTRICT, XIAMEN, FUJIAN, P.R. CHINA
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www.agiaccu.com

Volitatud esindaja Euroopa Uhenduses:
SUNGO EUROPE B.V
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Amsterdam, Netherlands
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Kehtiv alates: 2021-01-08

Kuuua

1. Avage diluendikatsuti kate

2. Keerake selle otsa komplektis kaasas
olev siiljetoru/-lehter

3. Koguge sligavalt kurgust suhu siilge
v0i roga, tehes hadlitsust , kuuua“

e .

aml

-, e
V)

4. Siiljake torusse nii palju, et selles oleks | 5. Eemaldage siiljetoru/-lehter

kokku vahemalt 2ml vedelikku

6. Asetage sellele kate ja segage seda
tagurpidi keerates 6-10 korda

0

7. Eemaldage kate ning imege vedelik komplektis kaasas
olevasse pipetti

8. Pigistage pipetti ja lisage 3-4 tilka (ilma mullideta) testkassetti
prooviavasse (kui pigistada pipetti rnalt siis on lubatud
prooviavasse tilgutada ka 4-5 tilka) ning oodake 10-15 minutit

9. Joonis 1: Kui 10-15 minuti moddudes ilmub testkassettile
ainult C-triip, on tulemus negatiivne. Teie suljeproovis ei
esine SARS-CoV-2

10. Joonis 2: Kui 10-15 minuti moddudes ilmub testkassettile C-
triip ning T-triip, on tulemus positiivne. Teie stljeproovis esineb
SARS-CoV-2

11. Kui C-triipu ei ilmu, on tulemus vaatamata sellele, kas T-triip ilmub vdi mitte kehtetu ning testi on vaja korrata

Skannige kood, et votta Gihendust ametliku WeChat
konto kaudu. Vaadake dppevideot testi teostamise kohta

Xiamen Zhongsheng Langjie Biotechnology Co.,Ltd
AADRESS: 2012 Wengjiao West Road,Xinyang Street ,Haicang
District, Xiamen

TEL:+86-592-6081232 Postiindeks: 361026
http://www.agiaccu.com

E-mail:agiaccu@outlook.com




Operation Instruction
COVID-19 Antigen Test Cassette (Hypersensitive Colloidal Gold)

Version 2.3

[Product Name]
COVID-19 Antigen Test Cassette (Hypersensitive Colloidal Gold).

[Model]
One test for one person per pack or six tests for six persons per
pack

[Intended Use]

This product is used for qualitative detection of coronavirus-19
antigen in saliva, sputum, feces, sewage, aerosol and other
samples.

For professional in vitro diagnostic use only. Do not use after the
expiration date.

[Summary]

Coronavirus, as a large virus family, is a single positive stranded
RNA virus with a viral envelope. The virus is known to cause
major illnesses such as colds, Middle East Respiratory Syndrome
(MERS), and Severe Acute Respiratory Syndrome (SARS). The
core protein of SARS-CoV-2 is composed of nucleocapsid protein
(N), membrane protein (M), envelope (E) protein and spike
protein (S), among which nucleocapsid protein (N) and spike
protein (S). A diagnostic tool that is often used for coronavirus.

[Principle]

The kit works with the principle of antigen-antibody reaction and
immunochromatography. The device includes monoclonal
antibody 1 against sars-cov-2 marker protein labeled by
hypersensitive colloidal gold; monoclonal antibody 2 against
sars-cov-2 marker protein is coated at T line of reaction zone; I1gG
is coated at position of quality control line (C).

In the process of the test, when the level of coronavirus-19 in the
sample reaches or exceeds the detection threshold, the antigen
of coronavirus-19 in the sample binds with the monoclonal
antibody 1 precoated on the gold pad. The conjugates migrated
upward through capillary effect, and then bound to the coated
mcab-2 at the T-line. If there is no coronavirus-19 in the sample,
there will be no purple red band on the T line. No matter
whether there is coronavirus-19 in the sample, purple red band
will appear at the position of quality control line (C). The purplish
red band of quality control line (C) can be used as the standard
to judge whether the sample is sufficient and whether the
chromatographic process is normal or not. It can also be used as
the internal control standard of reagents.

[Components]

The products of different specifications contain one or six test
cassettes, one instruction manual and 1ml sample diluent. Each
kit contains a test cassette and a bag of desiccant, a set of saliva
collector (including a saliva funnel and a collection tube
containing 1 ml diluent), and a dropper. The test cassette
consists of gold label pad, sample pad, nitrocellulose membrane,
absorbent paper, PVC board and plastic card.

[Storage and Stability]
It should be stored at 2°C- 30°C, be kept dry and away from
sunlight. The shelf life is 18 months. For per test, it should be

Samples should be used as soon as possible after collection and
should not be stored for a long time at room temperature. If
the sample can not be detected in time, the sample can be
stored for 48 hours at 2 °C - 8 °C. Long term storage should be
frozen at - 20 °C, avoid repeated freezing and thawing.

[Test Method]

Please read the instructions carefully before testing.

1. Don't eat, drink, brush your teeth or use mouth wash, etc.
30 minutes before using the test.

2. Open the aluminum foil bag of the test cassette, take out the
test cassette, and mark the inspected person or sample
number on the cassette. Use within 30 minutes, especially at
room temperature above 30 ° C or high humidity, as soon as
possible.

3. Put the kit on a clean platform, open the cover of the diluent
tube, screw on the saliva funnel, make a “Kuuua” sound in the
throat to clear Saliva or sputum from the deep throat, and
collect the deep throat saliva or sputum to 2 m1 (there is
already | ml solution in the diluent tube); screw off the saliva
funnel, cover it, turn upside down and mix well for 6—10
times, then screw off the cover, let stand for 10 seconds, suck a
tube of liquid with a dropper, drop 3—4 drops (no bubble and
with 3 seconds interval between each drop) into the sample
hole and start to count for 10-15 minutes.

4. Wait for the purple stripe to appear. The test results should
be read within 10-15 minutes, after more than 15 minutes the
reading of the results are invalid.

[The Explanation of the Testing Results]

Positive (+): As Fig.1 showed, there should be purple-red bands
inCand T areas;

Negative (-): As Fig.2 showed, there should be purple-red band

only in C areas.
[ c
T T
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Figure 1 positive (+) Figure 2 negative (-)

Invalid results: no matter whether there is purple red band at T
line position, if there is no purple red band at quality control
line (C), it indicates that the operation procedure is incorrect or
the test kit has been invalid. In this case, you must read the
instruction manual carefully, and then test again with a new
test kit. If the problem persists, stop using this batch number
and contact your local supplier immediately.

[Performance Characteristics]
Diagnostic sensitivity 91,7%

Diagnostic specificity 99,6%
Overall agreement 96,8%

used within 30 minutes after unsealing. Production date and
expiration date are shown in the package label.

[Sample Requirements]

The test cassette is suitable for detecting coronavirus-19 antigen
in saliva, sputum, feces, sewage, aerosol and other samples.

2. The possible causes of negative results of this product include:
1) There is no virus in the sample, or the virus content in the
sample is very low, which is lower than the critical detection
concentration of reagent, and the low concentration sample
cannot be detected.

2) The virus may have been inactivated in the sample. Although
the nucleic acid may still exist, the virus antigen may have been
destroyed and inactivated.

3) Incorrect operation or other factors that may affect the
detection, such as improper transportation and storage, leading
to reagent failure.

3. When the epidemic degree of the disease decreases, the
positive predictive value decreases, so the interpretation of
positive results of low-risk population should be cautious.

[Product Performance Index]

1. Physical Property

1.1 Appearance

The test cassette should be clean and integral, no burrs, no
damage, no pollution; the label should be clear and not
damaged. The sample dilution should be clear without impurities
and flocs.

1.2 Liquid migration speed

The liquid migration speed should be no less than | Omm/min.
1.3 Strip width

The membrane strip width of the testing strip should be?2.5mm.
1.4 Sample dilution volume

The sample dilution volume should be no less than the indicated
value.

2. Detection Limit

For the detection of the manufacturer’s sensitivity reference
materials, the results should mee tits requirements.

3. Negative reference material compliance rate

For the detection of the manufacturer’s negative reference
materials, the negative detection rate should be 100%.

4. Positive reference material compliance rate

For the detection of the manufacturer’s positive reference
materials, the positive detection rate should be 100%.

5. Precision

For the detection of the manufacturer’s precision reference
materials, the results should all be positive and the color
rendering should be uniform.

6. Analysis Specificity

6.1 Cross-reactivity: The test device has no cross reactivity with
endemic human coronavirus OC43, influenza A virus, influenza B
virus, respiratory syncytial virus, adenovirus, EB virus, measles
virus, cytomegalovirus, rotavirus, norovirus, mumps virus,
varicella-zoster virus, and mycoplasma

6.2 The test results do not be interfered with the substance at
the following concentration: bilirubin concentrationS250pmol/L;
triglycerides concentration S15mmo1/L; hemoglobin
concentration S10g/dL. The test results do not be influenced by
the following substance: o-interferon, zanamivir, ribavirin,
oseltamivir, and paramivir, Lopinavir, ritonavir, abidol,
levofloxacin, azithromycin, ceftriaxone, meropenem, tobramycin,
histamine hydrochloride, phenylepluine, oxymetazoline, sodium
chloride (containing Preservatives), beclomethasone,

[Limitation of Procedure]

1. This reagent is a qualitative and preliminary screening
method, which determines the content of coronavirus-19 in
saliva. This reagent provides only one preliminary analysis
result, and a second analysis method must be used to confirm
the result.

dexamethasone, flunisolide, triamcinolone, budesonide,
mometasone and fluticasone.

[Precautions]

1. Do not use expired products.

2. Do not freeze. Avoid excessive temperature and humidity in
the experimental environment. The reaction temperature
should be 15°C-30°C and the humidity should be below 70%.
3. The package bag contains desiccant, and it should not be
taking orally.

4. When testing, please wear protective clothing, gloves and
eye shields.

5. Do not use the test cassette with broken single unclear
marks, and past the expiration date.

6. Dispose of used specimens, test kit and other waste in
accordance with relevant local laws and regulations.

7. Do not eat, drink, smoke or chew gum, etc. within 30
minutes before giving a saliva sample.

8. Wash with water if stabilizing liquid contracts with eyes or
skin.

9. Tightly cap the tube after collection, ensure on leakage.
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