LEPU MEDICAL

SARS-CoV-2 Antigen Rapid Test Kit

(Colloidal Gold Immunochromatography)

[ Product name ]

SARS-CoV-2 Antigen Rapid Test Kit
(Colloidal Gold Immunochromatography)

[ Model]
1 test/kit; 5 tests/kit; 10 tests/kit; 25 tests/kit; 50 tests/kit.

[ Intended Use]

The product is intended for the qualitative detection of antigen
against SARS-CoV-2 in clinical samples (nasal swab).

[ Summary]

Coronavirus, as a large virus family, is a single positive stranded RNA virus with 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 the N protein (Nucleocapsid),
which is a protein component located inside the virus. It is relatively conserved among B-coronaviruses
and is often used as a tool for the diagnosis of coronaviruses. ACE2, as a key receptor for SARS-CoV-2 to
enter cells, is of great significance for the research of viral infection mechanism.

[ Principle]

The current test card is based on the specific antibody-antigen reaction and immunoanalysis technology.
The test card contains colloidal gold labeled SARS-CoV-2 N protein monoclonal antibody which is
pre-coated on the combination pad, matched SARS-CoV-2 N protein monoclonal antibody immobilized
on the Test area (T) and corresponding antibody in the quality control area (C).

During testing, the N protein in the sample combines with the colloidal gold labeled SARS-CoV-2 N
protein monoclonal antibody which is pre-coated on the combination pad. The conjugates migrate upward
under capillary effect, and subsequently captured by the N protein monoclonal antibody immobilized in
the Test area (T). The higher the contents of N protein in the sample, the more the conjugates captures and
the darker the color in the test area is. If there is no virus in the sample or the virus content is lower than
the detection limit, then there is no color demonstrated in the test area (T). Regardless of the presence or
absence of the virus in the sample, a purple stripe will appear in the quality control area (C). The purple
stripe in the quality control area (C) is a criterion for the judgment of whether or not there is enough sample
and whether or not the chromatography procedure is normal.

[ Component]

The product consists of test cards, Instructions for use, sample treatment solution. And in each test card
bag, it includes one SARS-CoV-2 antigen detection card and one package of desiccant.

Model Test card Instructions for use Sample treatment solution
1 test/kit 1 test 1 1mlx1

5 tests/kit 5 tests 1 1mix1

10tests/kit 10 tests 1 2mix1

25 tests/kit 25 tests 1 3mlx2

50 tests/kit 50 tests 1 5mlx2

For each test card bag, it contains one test card and one package of desiccant.

The test card consists of gold standard mat (coated with colloidal gold labelled SARS-CoV-2 N protein
monoclonal antibody), sample mat, nitrocellulose membrane (Test area (T) is coated with an
SARS-CoV-2 N protein monoclonal antibody; the quality control area (C) is coated with goat anti-mouse
antibody), absorbing paper, and hydrophobic stiff card.

[ Storage and Stability ]

It should be stored at 4°C~ 30°C, be kept dry and away from sunlight. The shelf life is 12 months.
For per test card, it should be used within 1 hour after unsealing.
Production Date and Expiration date are shown in the package label.

[ Sample Requirements]

The product is used to test the human nasal swab sample.

Sample collection: During the collection procedures for samples, take care to make proper protection, and
avoid direct contact with the sample. In case of accidental contact, disinfection treatment should be carried
out in time and necessary measures should be taken.

Nasal swab sample: During sampling, the swab head should be completely inserted into the nasal cavity
and gently rotated 5 times. After removal, the swab head should be sampled in the other nasal cavity in the
same way to ensure that enough samples are taken.

Sample preservation: after sample collection, please complete the test within 1 hour.

The sample should come to room temperature before testing.
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i LEPU MEDICAL
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[ Haumenosanue npojykral

O6uwenpunsaToe Hanmenopanue: Habop peareHToB JUIABBIABIICHHUS AHTUI€HA KOPOHABUPYCa
(SARS-CoV-2) (mMMyHOXpOMATOrpapudeCKIM METOI0M)

[ ®opma ynakosku ]

1 Tect / ynax., 5 tect / ynak., 10 TectoB / ynak., 25 tecto / ynak., 50 TectoB / ymax.

[ Mpeanonaraemoe ncnonssosanmue ]

JIaHHbIH NPOLYKT UCTIONB3YETCs JUIS KaueCTBEHHOTO BBIABJICHHS HOBOTO aHTHI€Ha KOPOHABHpYCa
(SARS-CoV-2) B kimHHYecKHX 00pasuax (Ma3kax U3 HOCa).

l TlonBenenue UTOroB ’

Koponagupyc oTHOCHTCS K GOJIBIIOMY CEMEHCTBY BUPYCOB H IIPEACTABISACT COO0I 0JHOLECOYSHHbIiT
PHK-coznepxammuit Bupyc ¢ 06onoukoii (envelope). 3BecTHO, 4TO BUPYC BBI3BIBACT IPOCTYY,
GmKHEBOCTOUHBII pecnupatopHerii curapom (BBPC), Tsxkensiii ocTperii pecrmpatopsiii cuuipom (TOPC) u
Jpyrue cepbesnbie 3abonesanus. CTpykTypHbiM 6ekom SARS-CoV-2 siisiercst Hykieokarcng N
(Nucleocapsid), 310 GenkoBbIi KOMIOHEHT BUPYca. OH OTHOCHTEIILHO KOHCEPBATHUBEH CPEeIN
KOPOHABHPYCOBPO/A B M 4aCTO HCIOJIB3YETCs B KAYECTBE HHCTPYMEHTA JUIsl IUarHOCTHKH KopoHasupyca. ACE2,
KOTOPBIii ABIACTCS KITFOUCBBIM PELETITOPOM /s TpoHMKHOBeHHS SARS-CoV-2 B KiIeTKy, nMeeT Gonbioe
3HAYCHHE JUTA M3YYCHN MCXaHH3Ma Pa3BUTHS BUPYCHON HH(PEKIHMH.

[ Mpusuyn Tectnposanus ]

JlauHbiii Habop paboTaeT Mo NPUHIIKMITY PEaKIHK "aHTHIeH-aHTHTEN0" i MeTOly MMMyHoaHanu3a. TecTopast
T10J1I0CKa COAEPKUT MOHOKJIOHAJIbHBIE AHTUTENIA HYKJICOKANCuaa N KOpOHABUpYCa, MEYEHHbIE KOJUIOHHBIM
30JI0TOM U NIPEABAPUTEIBLHO HAHECCEHHBIC HA MeMGpaHy, a TaK)K€ MOHOKJIOHAJIbHBIC AHTUTE/IA HYKJICOKANCu1a N
KOpOHaBHpyca, MMMOGHJ’IPBMPOB&HHHE B OGJ'[aCTPI TECTHPOBAHUSA (T), 1 COOTBETCTBYIOILIUE aHTHTEIA B 06HaCTH
KoHTpos kagecTsa (C).

Bo Bpewms TectupoBanus nykineokancua N, conepikaiuuiics B o0pasiie, CBA3bIBACTCS ¢ aHTUTENAMH
HyKJICOKancuaa N KOpOHABHPYCa, MCYCHHBIC KOJUIOMAHBIM 30JI0TOM U NPEABAPUTEIBHO HAHECCHHBIC HA
MeMﬁpaHy, 3aTeM KOHBIOTIaHTBI O] ﬂeﬁCTBHeM KanuuIapoB JIBUXKYTCA BBEPX, I'/IC CBA3BIBAIOTCS C
MOHOKJIOHAIbHBIMH aHTHTEIaMH HyKJleokaricua N, ”tMMOOHIH3HpoBaHHbIM B obnacti TectupoBanus (T). Yem
BBILIIE COAeprKaHKe HyKIeokarcuga N B 06pasiie, TeM 60Jiblie aHTUTe ObLIO CBA3aHO, H TEM TEMHEE
craHoBuTCs 1BeT TecToBoi obmactu (T). Eciu B 06pasie He CoaepiKUTCst KOPOHABUPYC, HIIH COCPIKAHIE
BHpYCa HIDKE TIpe/ie/ia 0OHapyCHHS, TO IIBET TecToBO# 06nacTi T He n3MeHnTcs. HesapucuMo oT Hanmuumst
BHpYyca B 00pasiie, B o61acT KoHTposis kauectsa (C) HOABHTCS ITypIypHO-KpacHas juuus. [TyprypHo-kpacHas
JHHUS B 00J1acTH KOHTpoUIs KadecTBa (C) ABJISETCs MOKA3aTe/IeM TOro0, 4TO ObLI 100aBICH HaIeKALIHIT 00beM
obpasia, ¥ IPoLecC UMMYHOXPOMATorpadui ObLT BBIMOTHEH MPABHIIBHO.

[ OcHoBHEIE cocTaBNSAIONMIIE KOMITOHEHTHI ]

TIpOsyKT COACPHKHT TECTOBYIO TIOJNOCKY, HHCTPYKIIMIO 1O TIPUMEHEHHIO, Oy(epa /uts passesieHns obpasia.

Kapra Hnerpykimst 110 OOpasery pactropa
Dopma yHaKOBKH - O,
' Tecta HCIONB30BAHMIO | JyIst 06paboTKH
1 Tect/ynax. 1recrop |1 1 mx1
5 TecToB/YLIAK, Stecros | 1 1 wxl
10 Tecron/ynak, 10 Tecros | 1 2 max1
25 TecToB/ymak. | 25 TecToB | 1 3Mmx2
50 recron/yiax. 50 recros | 1 5 M1x2
B Kai/IOM HaKCTHKE KapThl TeCTa HaXO/UTCs O/iHa KapTa Tecra u ojiHa
VIIAKOBKA OCVIIHTENS .

Kazkip1ii Habop peareHToB CONEPXKHT 1 TECTOBYIO MONOCKY JUIABBIABICHHS AHTUI€HA KOPOHABUPYCA
(SARS-CoV-2) u | ynakoBKy oCyIIHTEIs.

TecroBasi 110J10¢a COCTOUT U3 30JI0TOI MCM6PB.HH (C HAHCCCHHBIMH MOHOKJIOHAJIbHBIMHU aHTUTCIIAaMH
nykieokarcuaa N SARS-CoV-2, MeUeHHBIMH KOJOHIHBIM 30JI0TOM), MeMOpaHbI JUlst 00pasia,
HHTPOIICIUTIONO3HOI MeMOpaHbl (MOHOKJIOHAJIbHBIE aHTHTENa HykiIeokancuaa N SARS-CoV-2,
MMMOOHIH3HpOBaHHbIe B 06acTu Tectuposau (T); aHTHTENA KO3BI K HMMYHOIIIOOYIMHAM MBILIH,
HaHeceHHbIe Ha 001acTh KonTposist kayectsa (C)), abcopbunonHoit Gymars, ruapodobHOit MeMOpaHbI.

[ Vcnosus xpanenus u cpox roguoctn

XparuTs npu Temnepatype 4-30°C B CyXoM H 3alMILEHHOM OT CBET MecTe He Gouee 12 Mecsies.
Cpok roiHocTH 1 HaGopa peareHToB 1ocie BCKPBITHs cocTaBiiseT 1 yac.
JlaTa NpOM3BO/ICTBA H 1aTa OKOHYAHKS CPOKA FOJHOCTH yKa3aHbl HA yIIAKOBKE.

[ TpeGoanus k o6pasam ]

JlaHHbliT Ha0Op PeareHToB MPUMEHSIETCS ISl TECTUPOBAHHS 00Pa3LOB - Ma3KOB H3 HOCA.

3abop 06pa3ioB: B mpomecce 3a60pa 06pasIOB CIeIyeT MPHHATH HEOOXOIMMBIE MEPHI 3aIUTHI, YTOOI
n30eskaTh MPSIMOro KOHTAaKTa ¢ 00pasiamu. B ciyuae ciydaiiHoro KoHTakTa He0GX0IMMO CBOEBPEMEHHO
MPOBECTH AC3UHPEKUNOHHYIO 00PabOTKY H IIPUHSATH COOTBETCTBYIOLINE MEPbI.

Bssitie Ma3ka u3 Hoca: Bo Bpemst 0T60pa po6 HeoOGXOAMMO MOIHOCTBE BCTABUTh TAMIIOH B HOCOBYIO MOJIOCTB
1 OCTOPOKHO TIOBEPHYTH AT pa3. ITociie H3BIeUEeHHs IIOCPEICTBOM TOI0 K€ TAMIIOHA HEOOXOIMMO B3ATH
npoBy B APYyroit HOCOBOH MOIOCTH TAKMM e 00pa3oM, 4ToObl 00€CIIEUHTh JOCTATOYHOE KOIMYECTBO HPOO.
Xpaxenne 06pa3oB: HEOOXOUMO IPOBECTH TECTHPOBAHKE B TedeHHe 1 daca mocie 3a6opa 06pasios.

Tlepea TecTHpOBaHHEM 06Pa3Lbl JODKHBI ObITh JOBEACHbI 10 KOMHATHOI TEMIIEPATyPbI.

[ Test Method ]

Please read the instruction for use carefully before performing the test. Before testing, restore the reagents
and sample to room temperature.

1. During sampling, the swab head should be completely inserted into the nasal cavity and gently rotated 5
times. After removal, the swab head should be sampled in the other nasal cavity in the same way to ensure
that enough samples are taken.

2. Before the test, the double-sided adhesive protective layer should be removed in advance to prevent liquid
splashing. If the double-sided adhesive protective layer is torn off after adding diluent, it is easy to cause
liquid splashing.

3. Thread the swab sample through the bottom of well B into well A.Add 6 drops of the diluent into well A.
Do not drop the diluent into the other wells.Rotate the shaft ,two rounds each direction.

4. During the test, the test card should be placed on the horizontal desktop. The test card should be fixed and
do not remove the test card.

5. After covering the left side, gently press the adhesive position to make the two sides completely fit and
start timing. Wait until the purple band appears. The test result should be read within 15-20 minutes.

Remove the protective cover of the
fixing glue.

Thread the swab sample through the bottom of well B into well A.Drip
the diluent to well A.Rotate the shaft ,two rounds each direction.
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Stick the left and right sides together. The test result will be shown after 15 min.
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[ The Explanation of the Testing Results]

« Positive (+): There appear purple stripes
in both quality control area (C) and either
test area (T).

« Negative (-): There is only one purple stripe in the
quality control area (C), and without purple stripe in
either test area (T).

C Control Line C Control Line
T Test Line T Test Line
Positive Negative

« Invalid: There is no purple stripe in the quality control area (C), or there is blue stripe in the quality control
area (C), indicating incorrect operating procedures or the test card has already deteriorated. Under this
condition, it must read the instruction for use again carefully, and then use the new test card to test again. If
the problem still exists, stop using the products with same lot number and contact the local suppliers

immediately.
C Control Line
T Test Line

Invalid Invalid Invalid Invalid
[ Limitation of Procedure]

1. The test results of this product should be comprehensively judged by the physician in combination with
other clinical information, and should not be used as the only criterion;
2. The product is used to test the SARS-CoV-2 antigen of the clinical sample.

[ Product Performance Index ]

1 Physical Property

1.1 Appearance

The test card should be clean and integral, no burrs, no damage, no pollution; the material should be firmly
attached; 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 10mm/min.

1.3 Membrane Strip Width

The membrane strip width of the testing card should be>2.5mm.

1.4 The preparation quantity of the diluent for the samples

The volume of the diluents for the sample is no less than the indicated value.

2 Detection Limit

[ Meron tectuposanus ]

BHuMaTe1bHO 03HAKOMBTECH C HHCTPYKLMEH 110 IPH ) TIepe I
TECTUPOBAHHUEM JIOBEHTE PCAKTHBBI H 0OPA3IIbl 10 KOMHATHON TEMIIEPaTyphI.
1. Bo Bpems 0160pa npod HEOGXOMMO MONHOCTBIO BCTABHTH TAMIIOH B HOCOBYIO TOJIOCTh H OCTOPOXHO
TIOBEPHYThb IATH pa3. [Tociie u3BieueH s IOCPEJICTBOM HTOI0 K€ TAMIIOHA HEOOXO0MMO B35Th IIPOOY B JAPyroit
HOCOBOH MOJIOCTH TAKUM K€ 00pa3oM, 4TOObI 06ECIEUHTh JOCTATOYHOE KOJINYECTBO IPOD.

2. Tlepes TecToM CIeyeT 3apaHee yAATHTh ABYCTOPOHHHIT KICHKNi 3aIUTHEI CI10i, 4TOOBI HE TOMYCTHTH
Pa3OpBI3rHBaHUs KHAKOCTH. ECITH ABYCTOPOHHUI KICHKHMIA 3alIIATHBIN CIION CHSAT T0CIIe 00aBICHHS KUAKOCTH
JUIst pa3baBiIeHus, TO JIErKO MOXKET NPUBECTH K Pa3OPbI3THBAHUIO JKUJIKOCTH.

3. BerasbTe oOpasen B JIyHKY A €O CTOPOHBI 1Ha TyHKH B.J[06aBbTe 11€CTh Kanesb JKUAKOCTH s
pazbaicHus B suciiy A. He 106aBnsiiTe Kanmm JKUAKOCTH JUTA pa3baBlicHUs B Apyrue suciikn. Bparmaiite Bam,
JIBa payH/la B KaJIOM HarpasjieHnn. Bpamaiite Ban, jBa paynja B KaK/I0M HarpasJIeHUH.

4. Bo Bpemsl TecTa KapToyKa TecTa JIOJKHA ObITh IIOMEIEHa Ha FOPH30HTAILHOM IIOBEPXHOCTH CTOJIA.
Kaprouka Tecta aomkHa 3akpenisthes. He ynansiite kaprouky Tecta.

5. HakpbIB B JICBYIO CTOPOHY, OCTOPOKHO HAKMHTE Ha KIICHKHI CIIOi B COOTBETCTBYIOIIEM MECTE /I
PaBHOMEPHOTO KPEIIEHHs CTOPOH, NI0TOM HauMHaiiTe otcuer BpeMenu. Oxujiaiite nossieHus JIMI0BOH
110J10Chl. Pe3ynbTarThl T€CTa ClIelyeT CUMTBIBATH B TeueHue 15-20 MunyT.

Tecra. [lepen

BcrassTe 06pasell B JIyHKY A €O CTOPOHBI 1Ha yHKH B.Jlo6aBbTe

Crnvre sampTHEE Kneepolf cnol pasbasuTenb B IyHKY A. Bpaiaiite Ba, ABa payH/ia B KaK/OM HAIPaBICHHH.
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HpUKJIEiiTe JIeBYI0 H NPaByio 00MacTH OrobpakeHue pe3y/bTaToB TECTa 10 OKOHYaHHH |5 MUHYT
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[ Unrepnperanus pe3ynsratos TectupoBanus )

« TTonoxuTenbHbIA (+): MOSABISIOTCS
IypITypHO-KPACHBIE JINHUHM B 00JACTH KOHTPOIIS
kauectBa (C) u B obnmactu tecruposanmst (T).

« OTpHuarenbHbli (-): 0Ha MypIypHO-KpacHas
JINHUS TOSIBIIAETCS B 00J1aCTH KOHTPOIS Ka4yecTBa
(C). B obnactu Tectupoanus (T)
ypIypHO-KPACHAsl JIMHUS HE MOSBIIACTCS.

c TectoBas nuuusA c Tectopas TUHAS

T KonrponbHas nuHus T KoHTposbHas JTuHHs

TlonoxuTenbHbIi o
OrpunatenbHblit

. HCI{OCTOBCPHUﬁ: «OTCYTCTBHE nypnypHo-KpacHoﬁ JIMHUH B 06ﬂaCTl/I KOHTPOJIA Ka4eCTBa (C))) " «HaJIU4ue
CHHei ToJI0CkI B 0011acTH KOHTPOJIst KauecTsa (C)» TOBOPHT O HENPABHIILHOM MPOBEICHHH aHANIN3a HITH
HOBPEK/ICHHH TECTHPYEMOIl IOJIOCKH. B 9TOM cllyyae ciie/lyeT CHOBa BHUMATE/IbHO 03HAKOMHTBCS C
HHCprKuﬂeﬁ 110 IPUMEHEHHUIO U MOBTOPUTH TECTUPOBAHUE C UCIIOJIb30BAHUEM HOBOI'O

Ha6cpa PCarcHTOB. Ecmm npoﬁneMa COXpaHACTCA, CICAYCT HCMEICHHO ITPEKPATHTH HCTIOIB30BAHHE }]aHHOﬁ
HapTH NPOIYKTa M 00PaTHTBCA K MECTHOMY TIOCTABIILIHKY.

U H OB

Henoc
[ Orpannuennocts MeTona TecTpoBanus ]

TecroBas nuans

KontponbHas THHIS

1. PesynbTaThl TECTHPOBAHKS, IPOBEICHHOTO C TIOMOIIBIO IAHHOTO MPOJIYKTa, JIOJDKHBI ObITH BCECTOPOHHE
OLIEHEHbI BPAYOM B COMETAHHH C KIMHAYECKOH KapTUHOM M HE MOT'YT HCHOJIb30BATHCS B KAYECTBE €IMHCTBEHHOIO
KPUTEPHSL;

2. JIaHHBIH TPOKT NPUMEHSETCS JUIs TECTHPOBAHMS HA HAJIMYIE aHTHreHa kopoHasupyca (SARS-CoV-2) B
HcClelyeMbIX o0Opasiax.

[ ®yuxumonansubie nokasatenu npoaykral

1. ®usnyeckune cpoiicTBa

1.1. Buemnuii Bug

TecToBas NOJIOCKA IOJKHA OBITE YHCTOI M 1IENbHOI, Ge3 3ayCeHIIEB, TIOBPEXK/ICHUI 1 3aTPsA3HCHHIA; BCe
MeMOPaHBI JIOJIKHBI OBITH IIPOYHO 3aKPEILICHBI; MAPKHPOBKH JIOJKHBI ObITh YSTKHMH H HE HMETh
nospeskennii. bydep s passenenns obpasia 10/keH ObITh IPO3pauHbIM, €3 NPUMECeii U XIIONbEeB.

1.2. CKOpOCTb MHTPALIMH KUIKOCTH

CKOpOCTL MHTPAKH JKHAKOCTH JI0JI’KHA COCTABIIATE HE MCHEE 10 MM/MHH.

1.3. IlIuprHa MeMOpaHHOI 1OJIOCHI

MemOpannasi oj0ca TeCTOBOM MOIOCKHU JA0JDKHA ObITh > 2,5 MM.

1.4. O6bem passeneHus 0bpasia

OGbeM pasBesiecHHs 00pa3iia He J0DKEeH OBITh MEHEE YKA3aHHOTO 3HAUCHHS.

2. MUHHMAaJIbHBIH TIpejiell 0OHapyKeH s

Jlnst onpeiesieHus 4yBCTBHTEILHOCTH Pe(hepeHTHBIX P00 4acTOTA MOI0KUTEIBHOTO 00HAPYIKEHHS T0JDKHA
6b1TE He MeHee 90%.

3. CTeneHb COOTBETCTBUS OTPHIATEIIBHBIX PE3yJIBTATOB PehepPEHTHBIX PO

Jlnisi onpeielieH st OTPUIATEIILHBIX Pe3YJIbTaToOB peepPeHTHBIX PO YaCTOTa OTPUIIATEIBHOTO OOHAPYKEHNS
nomkHa 61th 100%.

4. CTeneHb COOTBETCTBHSI MOJIOKUTEIIBHBIX PE3YJIBTATOB PeePEHTHBIX IPOO

llﬂﬂ ONpEJICJICHUA MOIOKHUTCIBHBIX PE3YJIbTATOB qu)epEHTHBlX l'lp06 4acToTa MOJOKUTCIBHOIO 06Hapy>kemm
nomkHa 6b1Th 100%;

For the detection of sensitivity reference material, the positive detection rate should be no less than 90%.

3 Negative reference products compliance rate

For the detection of negative reference material, the negative detection rate should be 100%.

4 Positive reference products compliance rate

For the detection of positive reference material, the positive detection rate should be 100%.

5 Repeatability

For the detection of enterprise reference material P2 and P4, the results should be positive and the color
rendering should be uniform.

6 Cross-reactivity

Cross-reactivity: This test device has no cross reactivity with endemicity 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, mycoplasma pneumoniae,
Human metapneumovirus.

7 Clinical Performance

210 clinical samples based on the nucleic acid detection method (PCR) test results were obtained for testing,
including 75 positive and 135 negative samples. The SARS-CoV-2 Antigen Rapid Test Kit was compared
with nucleic acid method (PCR) using the collected clinical samples. The results were summarized in the
table below:

SARS-CoV-2 Antigen Rapid Nucleic acid detection method (PCR)
Test Kit Positive Negative
Positive 69 1
Negative 6 134
. . - 92.00%
Diagnostic Sensitivity (95%CT: 83.63%-96.28%) /
Diagnostic Specificity / 99.26%
(95%CTI: 95.92%-99.87%)

[ Precautions ]

1. The test is only suitable for professionals to use in vitro auxiliary diagnosis. Do not use expired products.

2. Do not freeze or use after the expiration date (see the packaging for the expiration date).

3. Avoid excessive temperature and humidity in the experimental environment. The reaction temperature should
be 15-30 ° C and the humidity should be below 70%.

4. The test card bag contains desiccant, and it should not be taking orally.

5. When testing, please wear protective clothing, medical mask, gloves and goggles.

6. Do not use the test card with broken single packaging, unclear marks, and past the expiration date.

7. Dispose of used specimens, test cards and other waste in accordance with relevant local laws and regulations.
8. The test card should be used within 1 hour after being taken out of the aluminum foil bag.

9. The users should take samples according to the requirements of IFU.

10.Before the test, the double-sided adhesive protective layer should be removed in advance to prevent liquid
splashing. If the double-sided adhesive protective layer is torn off after adding diluent, it is easy to cause liquid
splashing.

11. Do not drop the diluent into the wrong well.

12. During the test, the test card should be placed on the horizontal desktop. The test card should be fixed and do
not remove the test card.

[ Explanation of Symbols]

DO NOT USE IF CONSULT
PACKAGE IS [:Ii] INSTRUCTIONS
DAMAGED FOR USE

DO NOT REUSE E USE-BY DATE
TEMPERATURE DATE OF
LIMIT MANUFACTURER
MANUFACTURER BATCH CODE
KEEP AWAY FROM -

SUNLIGHT KEEP DRY

IN VITRO

DIAGNOSTIC c E CE MARK
MEDICAL DEVICE

AUTHORIZED

REPRESENTATIVE

IN THE EUROPEAN

COMMUNITY

[ Approval Date and Revision Date of the Instruction]

Approved on 2nd, Sept., 2020;
Version number: CE-InCG27 REV.06

5. TouHocTh

Jlns ectupoBanus pedepeHTHbIX mpob P2 1 P4 Bce pe3yabTaThl H0JDKHBI OBITh MONOKUTEIBHBIMHE, &
NPOSIBJICHHE [[BETA - HICHTHYHBIM.

6. IlepexpecTHas peakTHBHOCTh

JIAHHBIH IIPOJYKT HE HMEET NePEKPECTHOI PEAKTHBHOCTH C YHIEMHYECKHM KOPOHaBHpYcoM denoBeka OC43,
BHPYCOM I'pHIITIa A, BUPYCOM rpuiina B, pecniupaTopHO-CHHIHTHATBLHBIM BUPYCOM, aJIeHOBHPYCaM, BUPYCOM
Onmreiina-bappa, BUPYCOM KOpH, LIMTOMETalOBUPYCOM, POTAaBUPYCOM, HOPOBHPYCOM, BUPYCOM
9MUAEMHYECKOr0 ITAPOTHTA, BUPYCOM BETPSHOI OCIBI, MUKOILIA3MOH THEBMOHUH U METAITHEBMOBHUPYCOM.

7 Kimunmngeckast 3phekTMBHOCTH

Jlnst TectpoBanus 66110 noMydeHo 210 KIMHHYECKHX 00Pa3I0B HA OCHOBE PE3yJIbTATOB TECTA 110 METOLY
obHapyxeHnst HyKIeHHOBbIX kuciaoT (PCR), Biodast 75 no3utuBHbIX U 135 HeraTuBHEIX 00pasuoB. KoMmiekt
JUIst KCIIpecc-TecTa Ha Hajnuue aHTHTeN K SARS-CoV-2 cpaBHHBAJICS ¢ METOIOM OOHAPYKEHUS HYKJIEHHOBBIX
kucior (PCR) ¢ ucronb30BaHueM COOpaHHBIX KIMHHYCCKUX 00pa3ios. Pe3toMe pesyibTaToB NPHBOINTCS B
TabIuIe HUKE:

KOMILICKT A1 oKCpecc-Tecta Ha | _MeToa 0GHapy e HyICHHOBBIX KHCAOT (PCR)

nanmuue anturen K SARS-CoV-2 TosnoxkutesbHbii OrpuuarebHblit
TlonoxutenbHbli 69 1
OrpunaTenbHbIi 6 134
92,00%

JlMarHocTHYECKAs 4yBCTBUTEILHOCTh /

(95%Cl: 83,63%-96,28%)

99,26%

JIMarHocTHYecKas CreruQuInocTs /
(95%CT: 95,92%-99,87%)

[ Oco6wie yxazanus ]

1. JlauHblit HaOOp pPeareHTOB MOKET HCIOJIB30BAThCS TONBKO CHEHUATHCTAMH JUIS THATHOCTHKH "in Vitro".
3anpeniaeTcs UCTob30BaTh MPOYKT C HCTEKIIMM CPOKOM FOIHOCTH.

2. He crietyeT 3aMOpakMBaTh MIIH UCIONB30BATh MPOIYKT MOCIIE MCTEYEHHs CPOKA NOIHOCTH (CPOK FOAHOCTH
yKa3aH Ha yIaKOBKe).

3. Banpenaercst IPOBOANTH TECTHPOBAHUE B YCIIOBUAX CITHIIKOM BBICOKOI TEMIIEPATYPbI HIIH BIAKHOCTH.
Pexomenjtyemas Temneparypa - 15-30°C, BnaxHocTh - Huske 70%.

4, 3ar|pe|.uaeTc51 yl'lOTpe6.ﬂ5{Tl> BHYTPb OCYIIHTCIIb, HaXO)lﬂlL(l/IﬁCﬂ BHYTPH YITAKOBKH.

5. Ipu npoBeIeHHHN TECTUPOBAHHUS CIICAYET HAlETh 3aIUTHYIO ONEKIY, HEPUATKH H MACKy.

6. 3anpemaeTcs UCrob30BaTh MPOJIYKT TP MOBPEXK/IEHHH YTIAKOBKH,

HCpaBﬁOp‘—IHBLIX MapKHPOBKaX WM IMOCJIC HCTCUYCHUS CPOKA TOTHOCTH.

7. YTunuzauus HCIoIb30BaHHBIX 00Pa3IoB H HAOOPOB PEAreHTOB JI0JKHA OCYIECTBIATHCS € YCTAHOBICHHBIMI
B JIAHHOM PErHMOHE 3aKOHAMH M IPaBHIIAMH.

8. KapTquy TECTa CICAYCT HCTIOIB30BATh B TCYCHHUC 1 vaca mocse U3BATHS U3 MEUIOYKA U3 ATFOMUHHCBON
donbru.

9. Tlomp30Barely I0JKHBI OTOUPATh MPOOKI B COOTBETCTBHH ¢ TPEOOBAHHAMH PYKOBOJICTBA 110
HCIIOJIb30BAHUIO.

10. Ilepex TecToM ciexyeT 3apaHee yAaIUTh IBYCTOPOHHHI KICHKHII 3aIUTHBIH CII0H, 4TOObI HE JOIYCTUTH
Pa3OpBI3rUBaHys KUAKOCTH. Eciu IByCTOPOHHMI KIISHKMIA 31U THBIH CIIOU CHAT IOCIe T00aBICHHS KHIKOCTH
piuvy pazﬁanneﬂm{, 9TO JIETKO MOKET IIPUBECTH K pa36p513rusaﬂmo JKHUIKOCTH.

11. He no6aBustiiTe KAt >KUAKOCTH UL pa30aBICHUS B APYTYIO SUCHKY.

12. Bo Bpemst TecTa KapToyKa TecTa JOJIKHa ObITh IIOMElIeHa Ha TOPU30HTAILHOI IOBEPXHOCTH CTOJA.
Kaprouka Tecta J0/DKHA 3aKperuisThest. He yaansiite kKapTouky TecTa.

[ Unrepnperanus MapkupoBok ]

He ucrons308ars B CreoBath

@ Cllyuae NOBDEK/IEHHS [:[3] MHCTPYKIHH IO

VIAKOBKH TIPHMEHEHHIO

He ncnions3oears
Cpok romHocTH
TIOBTOPHO
30°C XPpaHuTh IpH Jlata
4C. Temmepatype 4-30°C TIPOH3BOACTBA

TTpouseozuTens Howmep mapTun

=z
P

//T/\ Bepeus OT IpAMBIX XpaHHTb B CYXOM
/.\\ COMHEYHBIX Tydei MecTe
H3nenne
Me/THIMHCKOTO
C E 3nak CE
‘Ha3HAYHHS JUIL

JIMAarHOCTHKH "in Vitro"

VIOIHOMOYeHHBI

TPeJCTaBHTENb B

@BPOIeiCKHX CTpaHaxX




Wolf Laboratories Limited

www.wolflabs.co.uk
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Wolflabs Tel: 01759 301142 Fax:01759 301143 sales@wolflabs.co.uk

Use the above details to contact us if this literature doesn't answer all your
guestions.

Pricing on any accessories shown can be found by keying the part number
into the search box on our website.

The specifications listed in this brochure are subject to change by the manufacturer and therefore cannot be guaranteed to be
correct. If there are aspects of the specification that must be guaranteed, please provide these to our sales team so that details can
be confirmed.
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