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IOJITOTOBKA UM ITPOLIETYPA HA TECTA
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1. Buumarenno npouerere unctpyxipute sa usnonssae na STANDARD Q COVID-19 Ag Test.

2.
CPOK'BT Ha TO[IHOCT.

3. Ilposepere TeCTOBOTO YCTPOIICTBO I ONIAKOBKATA HA BIIATO3a/{bPKATENA .

Kbt

4. 3arBOpeTe IIBTHO eNpyBeTKaTa C KarauKara.
[IIpo6u B TpancopTHu cpemu]
1. C nomouira Ha MUKpomnuIera B3eMeTe 350 pl TpaHcmopTHaTa cpeja.

Cwmecere npo6ara ¢ Gydepa 3a eKCTpaKIus.

2. Crejt HaNpaBeHOTO CMeCBaHe, 3aTBOPETE IUIBTHO eNpyBeTKaTa.

Ly ) gl
OssuulT“

AHAJIN3 HA IIPOBU

1. Hanecere 3 Kanku eKCTpaxupaHa 1poba BbpXy AMKaTa Ha
USIUTBATETHOTO YCTPOICTBO.

HAKONKO MbTW ce cmecsaT
2. Oruerere pesynTara OT TecTa cref; 15-30 MuHyTH.

edrops {% '

[

' Orvern

cnepn 15-30 MuH

He oruuraitre cnen 30 MiH

15-30 MuH

TIposepere cpoka Ha rojHOCT Ha I'bp6a Ha onakokara. He nsnonspaiire KuTa, ako nsredye

He orunrarite pesynTatute OT TECTa C/lefi TOBeYe OT
30 mumayTi. ToBa Mo>Ke fja azie a/IIIBI pe3y/ITaTi.

VAN

OBACHEHME U U3TTOKEHUE

M Boeenenne

Kopouasupycsr e erosepmken PHK Bupyc ¢ monoxnrena Bepura ¢ o6BuBKa
ot okomo 80 mo 120 nm B AmameTnp. HeroBuAT reHeTmyeH mMaTepuan e Haii-
ronemuar ot Bewuku PHK Bupycn m e BakeH maToreH Ha MHOTO JIOMAIITHK
SKMBOTHM, IOMALIHU OOMMIM M 4OBeWKN 3a6o/ABanus. Mosxe j1a IpUIMHU
PAsIMYHM OCTPYU M XPOHMYHU 3aGonsBanus. OOuMTe NPUSHALM HA YOBEK,
3apaseH C KOPOHABMPYC, BKIIOYBAT JAMXATE/THM CUMIITOMM, TPECKa, KalUIMIA,
3ayX ¥ mUCTIHeA. B MO-TeXKyM crmydan MHEeKIMATa MOXKe Ja HpUYMHU
TTHEBMOHMA, TeXBK OCTBP PECTIMPATOPeH CUHAPOM, 6b6pedyHa HelloCTaThYHOCT
u popu cMbpr. Hosuar kopowaeupyc mpes 2019 r. wm ,SARS-CoV-2
(COVID-19)" e OTKpUT MOpajii CTyYanTe Ha BUPYCHA IHEBMOHMSA B YXaH Ipes
2019 r. n e 06siBen o1 CBeTOBHATA 3/[paBHA Opranu3anus Ha 12 auyapu 2020 r.,
TIOTBBPIKAABAIIKIL, Ye MOYKe /Ia IPUYMHY HACTMHKM 1 PECTIMPAaTOpPeH CHHIPOM B
Brmskusa  mstoxk  (MERS) u  mo-cepmoshm 3a6onsBaHMA Kato  OCTBP
pecniparopen curgpom (TOPC). Tosu kut e mosneseH 3a 6bpsa [AMArHOCTHKA
Ha KOpoHaBMpYCHa MH(eKIus. PesynraTure oT TecTa ca caMo 3a KIMHUYHA
CIIpaBKa M HE MOTaT Jja ce€ M3MO/I3BaT KaTO OCHOBA 3a NOTBDBPXKAAaBaHEe MK
MBKTIOYBAHE CaMO Ha CTydau.

IIpepnasnayenne

STANDARD Q COVID-19 Ag Test e 6bps xpomarorpadcky aHamms 3sa
KauyecTBeHO OTKpyBaHe Ha crermduunyu amturenn na  SARS-CoV-2,
TPUCHCTBAIIM B YOBEIKNA HasodapuHKc. TosM TecT e npefiHasHaYeH caMo 3a
3/IpaBHM PAGOTHUIM ¥ 7TAGOPATOPUH KaTO TIOMONI 33 PaHHA MATHOCTMKA Ha
SARS-CoV-2 nuexims Opyu NalueHT ¢ KIMHIHN cumiromu ¢ SARS-CoV-2
nneknya. Toif MpeoCTaBA caMo MbPBOHAYANIEH PE3YNTAT OT CKPUHIHTOBUA
tecT. To3u TPOMKT e TpeJHA3HAYeH CaMo 3a MEJUIMHCKA MpodecnoHamHa
ynotpe6a 1 He e MpeJHasHAYeH 3a MYHA ymorpeba. [Ipumaranero Ha Tecta u
TBHIKYBAHETO HA pe3ynTaTnTe TPAOBA Jla Ce M3BBPIIBA OT OOydeH 3[paBeH
Crenyamct. PesynTaTpT T TO3M TecT He TPAG6BA /la G'b/ie eMHCTBEHATa
OCHOBA 32 JINarHO3aTa; M3UCKBA Ce MOTBBPYK/AABAIIO TeCTBAHE.

B Tecros npunuun

STANDARD Q COVID-19 Ag Test uma fie JMHMM C TIPEBAPUTENTHO
nokpurtne, ,C” Control line, ,T” Test line Ha noBbpxXHOCTTA Ha
HUTpOILETyNo3HaTa MeMbpana. KakTo KOHTpO/THATA JMHNA, TaKa M TeCTOBATa
JIMHUA B TIPO3Opela C pesyITaTuTe He Ce BIDKMAT TIpefM HaKamBaHe Ha

5. Hocere miranmu mpeimasHi CpeicTBa, KaTo PHKABUIM ¥ Ta6OpaTOPHIL
0671eKTa, KOraTo paboTute ¢ pearenTiTe OT KiTa. Vsmimire fo6pe phuere ci
C7lefi MPUKTIOYBaHe Ha TeCTOBeTe.

6. Ilouncrere f06pe pasnuBiTe, KATO 3MON3BATE TOXOMSIL Ae3NH(bEKTAHT.
Pa6orere ¢ Beiraky mpo6y TakKa, CAKAII CHBPIKAT MHPEKIMOHN areHTH.

7. CraspaifTe yCTaHOBEHITE IIPENA3HI MEPKI CPeIly MIUKPOGHMOIOTIHNTE
OTACHOCTH O BpeMe Ha TIPOLelypUTe 3a TeCTBAHE.

8. VIsxpbprere BCHYKY ITPOOM ¥ MATePUai, U3MOI3BAHN 32 M3BHPIIBAHE HA
TecTa, KaTo 6MOTOrMIHO OmacHy oTnabiyL. JlabopaTopHiTe XMMITIeCK 1
61OTIOrMYHO OMACHN OTIAABIN TPsi6Ba a ce 06paboTBAT U UKBBPIIAT B
CHOTBETCTBIIE C BCHYKI MECTHIL, [THPYKABHI U HALMOHAHI PasTopenu.

9. BrarosarbpykaTesisi B omakoBKata abcop6upa Biarara i a moAAbpKa
BTIQYKHOCTTA OT BB3/IeNICTBAIINTE MTPOYKTH. AKO IIBETa MY Ce IPOMEHM OT
JK'B/ITO B 3€/IEHO, TECTOBOTO YCTPOICTBO TPs6Ba /la Ce M3XBBP/IM.

B3EMAHE U IIPUTOTBAHE HA ITPOBML

1. 3a jja B3emeTe npo6a ¢ Haso(apiHreaneH TAMIIOH, IIOCTABeTe
CTEpI/ICH TAMIIOH B HO3/Ipa Ha MALMEHTA, I[DCFMT&]Z](M 3agHaTa
MOBBPXHOCT Ha Hazo(apuHrca.

. “IPES BHMMATETHO BbPTEHE, HATHCHETE TAMIIOHA, TOKATO Ce

TIOCTUTHE CBIIPOTUB/ICHNE .

3aB'bPT€TE TaMIIOHA HAKOJIKO ITBTH CPELy CTEHAaTa Ha HOCOI/TbTKAaTa.

VISB&JJCTC TaMIIOHa BHMMATE/THO OT HO3/ipaTa.

IIpo6ara Tpsi6Ba fja ce TeCTBA BB3MOYKHO Haii-CKOPO C/IeJ] B3eMaHeTo.

TIpoGure Morar jia ce ChbXpaHsABAT Y CTaliHa TeMIiepaTypa o 1 yac

wm nipu 2-8 ° C/ 36-46 ° F 110 4 waca npeyiy TecTBaHeToO.

OTPAHMYEHME HA U3IIUTBAHETO

1. [Tporesypara 3a M3NMTBaHe, PE/TIA3HNTE MEPKM U THIKYBAaHETO Ha
pesynITaTuTe OT TOBA M3MNUTBaHe TPsAOBA JIa Ce CasBaT CTPUKTHO MPU
U3INTBAHETO.

2. TecTbT TpsAGBA [1a Ce M3MIO/I3BA 32 OTKPMBaHe HA aHTUreH Ha SARS-
CoV-2 B po6M OT TAMITOHY Ha YOBEIIKM HOCOT/TBTKH.

3. HuTo Ko/mm4ecTBeHaTa CTOHOCT, HUTO CKOPOCTTa Ha KOHI[EHTPAIMs Ha
anTured Ha SARS-CoV-2 He Morar Jia 6b/IaT OIpe/ie/ieH ) Ypes TO3u
KayecTBEH TeCT.

4. HeciasBaHeTo Ha Ipolie/lypaTa 3a M3MUTBAHE Ml MHTEPIPETHPAHETO Ha
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PLEASE READ INSTRUCTIONS CAREFULLY BEFORE YOU PERFORM THE TEST

KIT CONTENTS

Test device (individually
ina foli pouch with
desiccant)

Sterile swab Instructions for use

Extraction buff er tube

Q-NCOv-01G

€SD BIOSENSOR

&

Nozzle cap

PREPARATION AND TEST PROCEDURE

B PREPARATION

1. Carefully read instructions for using the STANDARD Q COVID-19 Ag Test.

2. Check the expiry date at the back of the foil pouch. Do not use the kit, if expiry date has

passed.

3. Check the test device and the desiccant pack in the foil pouch.

4. Press the nozzle cap tightly onto the tube.

[Specimens in transport media]

1. Using a micropipette, collect the 350yl of specimen from the
collection cup or VITM. Mix the specimen with an extraction
buffer.

2. Press the nozzle cap tightly onto the tube.

=g =

ew times mix

ANALYSIS OF SPECIMEN

1. Apply 3 drops of extracted specimen to the specimen well of the test
device.

Read n

2. Read the test result in 15-30 minutes.
15-30
mins.

egmas Q @
— &
u Do not

15-30 mins read
after 30

mins.

coviD-19
Ag

Do not read test results after 30 minutes. It may give false

EXPLANATION AND SUMMARY

Introduction

WARNINGS AND PRECAUTIONS

Do not re-use the test kit.
Do not use the test kit if the pouch is damaged or the seal is broken.
Do not use the extraction buff er tube of another lot.

Coronavirus is a single-stranded positive-sense RNA virus with an envelope
of about 80 to 120 nm in diameter. Its genetic material is the largest of all
RNA viruses and is an important pathogen of many domestic animals, pets,
and human diseases. It can cause a variety of acute and chronic diseases.
Common signs of a person infected with a coronavirus include respiratory
symptoms, fever, cough, shortness of breath, and dyspnea. In more severe
cases, infection can cause pneumonia, severe acute respiratory syndrome, 6.
kidney failure, and even death. The 2019 new coronavirus, or “SARS-CoV-2
(COVID-19)”, was discovered because of Wuhan Viral Pneumonia cases in
2019, and was named by the World Health Organization on January 12,

Do not smoke, drink or eat while handling specimen.

L

Wear personal protective equipment, such as gloves and lab coats when
handling kit reagents. Wash hands thoroughly after the tests are done.
Clean up spills thoroughly using an appropriate disinfectant.

7. Handle all specimens as if they contain infectious agents.

2020, confi rming that it can cause colds and the Middle East Respiratory 8. Observe established precautions against microbiological hazards
Syndrome (MERS) and more serious diseases such as acute respiratory throughout testing procedures.
syndrome (SARS). This kit is helpful for the auxiliary diagnosis of 9, Dispose of all specimens and materials used to perform the test as bio-

hazard waste. Laboratory chemical and biohazard wastes must be
handled and discarded in accordance with all local, state, and national
regulations.

coronavirus infection. The test results are for clinical reference only and
cannot be used as a basis for confi rming or excluding cases alone.

Intended use

10. Desiccant in foil pouch is to absorb moisture and keep humidity from aff
STANDARD Q COVID-19 Ag Test is a rapid chromatographic ecting products. If the moisture indicating desiccant beads change from yellow to
immunoassay for the qualitative detection of specifi ¢ antigens to SARS-

CoV-2 present in human naso-pharynx. This test is for administration by

healthcare workers and labs only, as an aid to early diagnosis of SARS- SPECIMEN COLLECTION AND PREPARATION

CoV-2 infection in patient with clinical symptoms with SARS-CoV-2 . . . .
- . o . o N . 1.To cl llfec}g a nas;ogharynﬁgal S\ﬁab steame insert a sterile swa}l]) into the
infection. It provides only an initial screening test result. This product is nostril of the patient, reéacRing the sutface of the posterior nasopharynx.

strictly for medical professional use only and not intended for personal use. 2. Using gentle rotation, push the swab until resistance is met at the level of
The administration of the test and the interpretation of the results should be the turbinate. ) )
done by a trained health professional. The result of this test should not be 3. Rotate the swab a few times against the nasopharyngeal wall

the sole basis for the di sis: confi rmatory testing is ired 4. Remove the swab from the nostril carefully.
¢ sole basis for the diagnosis; conli rmatory testing Is required. 5. Specimen should be tested as soon as possible after collection.

6. Specimens may be stored at room temperature for up to 1 hours or at 2-8°

green, the test device in the pouch should be discarded.

Test principle
STANDARD Q COVID-19 Ag Test has two pre-coated lines, “C” Control
line, “T” Test line on the surface of the nitrocellulose membrane. Both the

C/ 36- 46°F for up to 4 hours prior to testing.

"=+ ) Tposoperrc WENALL DL npoGara. Muunt momnoxnonammu antit-SARS-CoV-2 antutena ca MOKpUTI PESYITATITE OT TECTa MOXE 2 NOBIIAC HEGIAIONPUATHO Ha pesyatitte results control line and test line in the result window are not visible before applying LIMITATION OF TEST
peaynratu Senert BBPXY 00/1aCTTA HA TECTOBATA JIMHIA, @ MUALIITE MOHOK/IOHATHI OT TecTa M / WK 12 lOBEJIE /10 HEBA/IM/IHM Pe3y/ITaTH. Yellow CAUTION ’ any specimens. Mouse monoclonal anti-SARS-CoV-2 antibody is coated on . . . . .
~ atu-nentku IgY aHTUTeNa ca HOKPUTH BHPXY KOHTPO/HAT MUHMsA. Mt 5. OTpuiaTesieH pesynTaT OT TeCTa MOXKe Jla Bh3HIKHE, aKO HUBOTO Ha .. g b b - d lonal anti-Chick bodv i 1. The test procedure, precautions and interpretation of results for this test
et =+ @ fmka sa npota - TBHBIKYBAHE HA PE3VJITATA OT TECTA . . o =+ O Reault Green the test line region and mouse monoclonal anti-Chicken IgY antibody is must be followed strictly when testing.
-l A JKbnro: Bamnpen MoHOK/TOHa/THM aHTU-SARS-CoV-2 AHTHUTE/A, KOHIOTMPAHMU C I[BETHU YaCTUI[M, U3BJICYEHUS AaHTUTEH B npoﬁa € 1o quCTBMTeHHOCTTa Ha TeCTa WIN ako X window coated on the control line regian Mouse monoclonal anti-SARS-CoV-2 R Y g . . .
Seneno: Heranmier *“C" Konrponna mauna 1 "T" TecroBa muumsa  ce usnonssar kato jierekropu 3a SARS-CoV-2 anturenno ycrpoiictso. ITo Ce IOyl HeKauecTBeHa npoba. . . Vellow Valid INTERPRETATION OF TEST RESULT antibody conjugated with color Pa-mdeg are used as detectors for SARS- 2. The test should be used for the <.ietect10n of SARS-CoV-2 antigen in
<Onakoska> <TecToBo ycTpoicTBo> <Bnarozapvparen> < BpeMe Ha Tecra, aHTHreHbT SARS-CoV-2 B mpobara BsauMopeiicTBa ¢ 6. 3a 110-TO/IAIMa TOUHOCT HA MMYHHUSI CTATYC Ce PENnopbuBaT e A\ Yellow: Vali . . e . CoV-2 antigen device. Durine the t;st SARS—éoV—Z antigen in the human nasopharyflge-al swab specimens. X )
cT MOHOKTOHA/THO anTH-SARS-COV-2 aHTUTSIO, KOHIOTMPAHO C IIBETHM YacTUILH, JIOIIB/IHUTE/THY TIOCTIE/IBALLI TeCTOBE C M3TIO3BAHE Ha IPYTH 1a60PaTOpHIt Green: Invalid ControlLine 1 “T” Test Line timen imgeract b momocln 1gal anti-SA}(S-CoV-Z b gcon'u ated 3. Neither th.e quantitative valu? nor the rate of SARS-CoV-2 antigen
Il B3EMAHE HA ITPOBU Orpuuarenen | o6pasyBaifkii KOMIUIEKC OT IBeTHM 4YaCTUI[M aHTUIeH-aHTUTANO. Tosu METOJ. <Foil pouch> Test device> <Desiccant> > i P! W T 1body conjug; concentration can be determined by this qualitative test.
torn 4 . . . " Lo & with color particles making antigen-antibody color particle complex. This 4. Failure to follow the test procedure and interpretation of test results may
[Ha30¢apmﬂreanﬂa Hp06a] KOMIIJIEKC MUIpupa BBPXY 6MeM6paHaTa 4pe3 KaluasApHO JAEUCTBUE 10 7. Pe3yﬂTaT’bT OT TeCTa TpﬂﬁBd BUMHArM Jia ce oleHsABa ¢ J:[pyTM JIaHHU, Negatlve I Cumplex nligrates on the membrane via Capillary action unﬁl the test hne’ 3 adversely aﬂect st Performance and/or prOduce invalid resuhs
TECTOBATA JIMHMA, KB/IETO i€ Objie Y/IOBEH OT MUIIKATA MOHOK/IOHA/THO aHTH- JOCTBITHM 3a JIeKapA. . COLLECTION OF SPECIMEN where it will be captured by the mouse monoclonal anti-SARS-CoV-2 -
~ N SARS-CoV-2 antursno. I]BerHa TecToBa MMHNA 1iie 6bjle BUMMA B IPO30Pelia 8.0TpuIiaTesieH pesy/ITaT MOXe /la Bb3HUKHE, aKO KOHI[EHTPAIMATA Ha A ibod lored li 1d be visible in th It wind if SARS
1. IlocraBeTe cTepueH TAMIIOH B HO3/paTa Ha ‘\} bt cT cT ¢ pesyrrature, ako SARS-CoV-2 aHTureHu mNpuchcTBAaT B mpobara. QHTUTEH WM AaHTUTSTIO B Ipobata e 1oj| TpaHMIjaTa Ha OTKpMBAHe Ha TecTa u [Nasopharyngeal swab] - - antibody. A colored test line yvou < Vl,Sl e in 4 e.resu Fwnn ow if SARS- 5. A negative test result may occur if the level of extracted antigen in a
MalyenTa, KaTo ro BTpUeTe BHUMATETHO B N { OO | 11 VIHTEeH3UBHOCTTa Ha IIBeTHATa TECTOBA JMHMA 1ie BAPUPA B 3aBUCHMOCT OT JUIM aKo TIPo6aTa e GIIa ChOpata WM TPAHCIOPTHPAHA HENPABIIIHO, cT cT (?OV’% antigens are present in the specimen. The intensity "f.COlored test specimen is below the sensitivity of the test or if a poor quality specimen
3a/{HaTa MOBBPXHOCT HAa HOCOIT'BTKATA. - & kg/ 3y [ | KO/MMYecTBOTO anTuren Ha SARS-CoV-2, mpucbcrBaimo B mpobara. Ako SARS- C/IeJIOBATETHO OTPUIIATETHUAT PE3Y/ITAT OT TECTa He eMMMUHUPA ‘\} Positive 1 11 ?me will va?'y depending upon the ""T‘Ol‘m of SARS'COV’Z_ antigen pr‘esenl is obtained.
VI3Bajere CTepUIIHMA TAMIIOH OT HOCHATa \ CoV-2 aHTUTeHN He TPUCHCTBAT B IpobaTa, TOraBa B TeCTOBATa IMHUA He Ce BB3MOKHOCTTa 32 TOPC-CoV- 2 uadekia 1 Tpabsa 1a 6'be MOTBbPIeHa L. Inserta sterile swab into the nostril of the patient, ; —~ % in the specimen. If SARS-CoV-2 antigens are not present in -the specimen,
i3 \ P i3 Pexuy P f1a 67y pA o ) . S
KyXuHa. ! 5 - - nosesBa uBsT. KOHTPO/IHATA IMHUA Ce M3NION3BA 32 MPOLEMlyPeH KOHTPOI U C BUpYCHa Ky/ITypa I MOTeKynApeH aHamus win ELISA swab over the surface of the posterior = = d// N - N then no color appears in the test line. The control line is used for procedural 6. For more accuracy of immune status, additional follow-up testing using other laboratory
- CT cT BuHary TpsGBa [ Ce NOABABA, aKO POLEAYPATA 32 USNUTBAHE CE MAIBIHABA . TIONOXHTEHIITE pesyATaTH 01 TeCTa He M3KTIouBaT KO;/IHd)eKLU/IM . nasopharynx. Withdraw the sterile swab from the \ (& - - control, and should always appear if the test procedure is performed methods is recommended.
‘ N3 1 TPaBU/IHO U TECTOBNUTE PEATeHTH Ha KOHTPO/IHATA IMHMA PAaGOTAT. JAPYTH aTOTeHI. nasal cavity. ! cCT cCT properly and the test reagents of the control line are working. 7. The test result must always be evaluated with other data available to the physician.
> x5 i i Chabpkanue Ha KUTa 10. OTpHIATETHIITE PeSyITATH OT TeCTa He ca MpeNHASHAYEHI 2 2. Inse_rl the swa.b into an extraction b.uffer tube. Invalid 1 8. A negative reslult may occur if the co.ncentratio.n of antigen or antibody in a specimen is
2. Tlocrasete TamIIOHa B EKCTPAKIMOHHUA Gydep. . YIIpaB/IABAT APYIU KOPOHABUPYCHN MH(EKIMN C U3K/TIOUEHIIE Ha While squeezing the buff er tube, stir the swab | ‘ Kit contents Pelow the detection limit of tl.le test or if the specimen was collected or.tr.a.nsported
Jlokaro cruckare GydepHara enpyBeTka, 3aBbprere T 1. Llperia feHTa Lie ce MOABH B TOPHATA ACT HA IIPO3OPELIA ¢ Pe3YNTATIITE, TecroBo ycTpoficTBo (MHANBHAYATHO B OMAKOBKa € OMHO I Baro3axbpkaren) SARS-CoV. more than 5 times. ™ x5 - - [ | improperly, therefore a negative test result does not eliminate the possibility of SARS-
e O:S n};m pyB: 3 P 3a JIa OKaXKe, e TeCTBT PaboTH IpaBiIHO. Tasu JIeHTa e KOHTPO/THA Excrpaxupania 6ydepna enpyserka 11.11. nep!;ro}:n/r OT BPeMeTO, OTKOTKOTO Bh3pACTHHUTe, KoeTo Jlerara ca 1. A colored band will appear in the top section of the result window to @ Test device (individuallyrin a foil pouch ,With desiccant) CoV-2 infection, and should be confi rmed by viral culture or an molecular assay or
g Ry mums (C). Karmauxa c jrosata CKJIOHHI [Ia OT/Ie/IAT BUPYC 3 MO-//b/ITH MOJKE Jia JOBEJie 10 PasIndus B show that the test is working properly. This band is control line (C). (@ Extraction buff er tube @ Nozzle cap @ Sterile swab ELISA.
2. llBerHa jieHTa Ilie Ce MOABY B JI0/IHATA YACT Ha IIPO30PEI[A C Pe3y/ITaTuTe. Crepu/ieH TaMIIOH GYBCTBUTENHOCTTA MEXy BH3PACTHI M eI 2. A colored band will appear in the lower section of the result window. 9. Positive test results do not rule out co-infections with other pathogens.
L Tasu HéHTa e recroBa mHNA Ha SARS-CoV-2 anruren (T), koeto VHcTpyKimy 3a ynoTpeba ' > [« This band is test line of SARS-CoV-2 antigen (T). ®) Instructions for use 10. Negative test results are not intended to rule in other coronavirus infection except the
3. VlsBajiere TaMIIOHa, JOKATO CTHCKATE CTEHITE Ha w TI0Ka3Ba MOOKMENIEH pesy/Tar. s 3.Remove the swab 3. Even if the control line is faint, or the test line isn't uniform, the test SARS-CoV.
. ” 3. HOPV[ AKO KOHTPOJ/IHATA IMHUA € C/1aba MK TeCTOBaTa IMHUA HE € e < . \h 1 : fi 1y 2 he t s 1t shoul
€IIPYBETKATa, 3a Ia M3B/IeYeTe TEYHOCTTA OT €HOPOJIHA, TeCTHT TPAGBA [1a CE CUMTA 32 HSBHPLICH IPABITHO It CbXPAHEHNE VI CTABJJIHOCT HA KUTA ve]i]tlll'zsﬁ?l::lzfnfizlht'er:i:elsklzi$:lJtUbe to H s 0.u dbe considered l.o-be performed properly and the test result should KIT STORAGE AND STABILITY 11. Children tend to shed virus for longer p'eriods of time than adults, which mayresult
A PESYNTATDT OT TeCTa TPAGBA 13 Cé MHTEPIPETHP KATO TIONOXHTENEH Crxpanssaiire kirra mpu 2-30 ° C / 36-86 © F, Ges mpsiKa CpHdeBa CBeT/mHA. q - be interpreted as a positive result. Store the kit at 2-30°C / 36-86°F out of direct sunlight. Kit materials are in diff erences in sensitivity between adults and children.
pesynrar. Marepvgnme Ha KuTa ca CTabu/IHM JI0 CPOKA Ha TOJIHOCT, OTIIEYaTaH Ha BHHIIHATA * The presence of any line no matter how faint the result is considered stable until the expiration date printed on the outer box. Do not freeze the
KyTus. He sampassBaiite kuta. iee kit.
->) [« * TIpu Ham JIMHUSA, MO KOJIKO c1aba, pesynTarbT ce positive.
c‘ll;lra 32 IIOIOKMUTENEH. e * Positive results should be considered in conjunction with the clinical
* TlomoxxnTeNHNUTE Pe3ynTaTH TPAGBA a Ce PasITIEK/AT BB BPB3Ka C HPEHYHPE)KHEHM;[ M IIPENITASHV MEPKI i history and other data available.
1. He usnonssaiire TIOBTOPHO TECTOBMUA KUT.
KIMHUIHATA MCTOPM;‘ n )Ipyr" HAIMIHI TaHHM. 2. He usnonssaiite TecroBus KHUT, aKO OITaKOBKaTa MM YINTBTHEHMETO Ca .
3. He usnonssaiire enpyBeTkara ¢ OyQep 3a eKCTpaKiys Ha Apyra HapTHjA TeCT KaceT.
4. He mymiere, He NuiiTe 1 He sKTe, JOKATO paboTute C MPo6H.
2. Kpbcrocana peakTuBHOCT: He € MMasio KpbCTocaHa peakiys ¢ MOTEHIMATHO KPBCTOCAHO PEAKTUBHI BEleCTBA C U3K/II0YeHe Ha SARS-kopoHaBupyc.
CbBUPAHE U ITPUTOTBAHE HA ITPOBU P P P P P P PORIBHPY
. Florida/USA-2_Saudi . 1T e KomuenTpamst HuBo Ha BUpYCeH maM B KpaTHy Ha LoD) Pesynrarn
TpaHcnopTHa cpena Bupyc / Bakrepun / Ilapasur Iam Tun u3TO9HNK /TIpoGa Konuenrpanus | Pesyrrar MERS-Coronavirus Arabia 2014 Zeptomatrix/uHakTuBupan 4X10*TCID, /ml NEG HEO TN D D AT ESIED P (Orxpur X /3)
. K 7 P, 0
TIperopbuNTe/THN YCTIOBUS 33 ChbXPAHEHIE SARS-coronavirus Urbani BEI/unaktusupan Bupyc 3.5ug/ml POS Human etapneumovirus (hMPV) Peru2-2002 e — 1X105TCID. /ml NEG e s
Bupycna rpancnoprna cpepa (VIM) - " 3 Type BT P P 50 Mucin: bovine submaxillary gland, type I-S 100 ug/ml SARS-CoV-2 POS
2°C to 8°C 25°C MERS-coronavirus Jeddah_1_2013 Bionote/pexom6uHanTeH poTent 10 ug/ml NEG e
Copan UTM™ Universal Transport Media 12 hours 8 hours Type 1 Korea Bank for Pathogenic Viruses / live | 3 X 105 TCID,/m NEG H”"}"Z”l; mt?g’;eu?:;” LS 1A10-2003 Zeptomatrix/mxaxtusnpan 1X 105 TCID, /ml NEG Blood (human), EDTA anticoagulated SR 1/800 dilution 03
BD™ Universal Viral Transport 12 hours 8 hours HaumoHansa Ky1TypHa KOIEeKIs P Biotin 100 ug/m (1.25 X 1032 TCID, /ml) POS
FA Transport Medium 12 hours 8 hours Type3 32 ATOTeHN / Ha )KINBO 1.5X 10 TCID,,/ml NEG Type 1 Zeptomatrix/uHakTuBupan 1X10°TCID, /ml NEG Hasannu cipeiioBe Win Kamku
; s ) )
ASAN PHARM UTM 12 hours 8 hours Type 5 Korea Bank for Pathogenic Viruses /live | 4X10°TCID,/ml | NEG T Type2 Zeptomatrix/unaxtusupan 1X10°TCID,/ml | NEG Neo-Synephrine (Phenylephrine) 10% (v/v) e POS
GDL Korea UTM 12 hours 8 hours Typed Korea Bank for Pathogenic Viruses /live | 1.5X10°TCID /ml | NEG Type 3 Zeptomatrix/unaxtusupan 1X10° TCID, /ml NEG Afrin Nasal Spray (Oxymetazoline) 10% (v/v) Ry e s POS
Remel MicroTest M4RT 12 hours 8 hours i o ; ' y i s Saline Nasal Spra 10% (vAv 1.25 X102 TCID, /ml POS
HBSS(+CaCl2) 2hours P Adenovirus Type 8 Korea Bank for Pathogenic Viruses /live | 4X10°TCID,/ml | NEG Type 4A Zeptomatrix/unaxrsipan 1X10°TAD,/ml_ | NEG B o) . /M)
vy f 5 OMeONaTHYHO IEKAPCTBO 3a 06/IeKYaBaHe HA ATEePIIN
Type 11 Korea Bank for Pathogenic Viruses / live | 4 X 10°TCID, /ml NEG WA i G Sl e oy Ll o) bEE
) + Korato usnonssate supycha tpancioptsa cpenia (VTM), e BaxcHo ja ce rapanmipa, e VTM, chbpskany mpo6ara, . N . * Yopemknu koponasupyc HKU1 ne e TecrBan. % VIeHTUYHOCT Ha HYK/IEOKANICH/IHATA TIPOTEMHOBA TTocejoBaTenHocT Mexxy HKU1 un Homeopathic Zicam Allergy Relief Nasal Gel 5% (v/v) SARS-CoV-2 POS
ﬁ ) e o Type 18 Korea Bank for Pathogenic Viruses / live 4X10°TCID, /ml NEG sodium C oot 20 ma/ml cultured virus media 205
ce 3aTOIVIA [0 CTaiiHa Temneparypa. CryeHnTe mpobyu HAMA Ja TeKAT IPABM/THO U MOTAT /Ia I0BENAT /10 TPENTHI — - odium Cromoglycate mg/m e
v HepamuHy pesyntatu. Llle GbaT HeOGXOMMI HAKOKO MUHYTH, 32 ia Ce TOBefe CTy/eHUAT 06paser] 1o Type 23 Korea Bank for Pathogenic Viruses / live 4 X10°TCID, /ml NEG SARS-CoV-2 e oy 35%. 3. V3c/efiBatust Ha eH{OTeHHY / eK30TeHHN nHTephepeHTHN BelecTBa: HsiMa HaMeca 3a IOTeHIMaTHN Olopatadine Hydrochloride 10 my/ml a 2; ;(8?(?3243'5’”/“) 5
NOTE CTaifHa TeMIepaTypa. Type 55 Korea Bank for Pathogenic Viruses / live 4X10°TCID, /ml NEG Tlorennuanuo unTephepnpaio Beuecrso Konnenrpanys Pesymratn ARTHEMpYCHI TeKapcTRa *
5
H1N1 Denver ATCC/>xuB Bupyc 3X10 TCIDSD/mI NEG Pecnimparopuu npo6u e 5 mg/ml POS
XAPAKTEPUCTUKU HA EGEKTMBHOCTTA HINT W5/33 ATCC/sxcrp Bupyc 3X10° TCID,/ml | NEG MyIpiH: 10BEXqu Cy6MaKcHapHH Kesi, T 1-S 100 ug/m NEG Oseltamivir (Influenza) 10 mg/ml POS
KIMHIYHa onjenKa Influenza A HIN1 Pdm-09 ATCC/>xuB BUpYyC 3X10°TCID, /ml NEG Kpwps (voBemka), EDTA anTukoarympana 5% (v/v) NEG Artemether-lumefantrine (Malaria) 50 uM SARS.CoV2 POS
-CoV-
HIN1 New Caledoni ATCC/: X10° TCID, /ml NE ioti i i ; ;
Yyscreurennocrra Ha Tecta STANDARD Q COVID-19 Ag 3a 6bp3o oTkpuBaHe Ha aHTureH Ha SARS-CoV-2 e ycraHoBeHa B GGl et me S E < Biotin 100 ug/ml NEG Doxycycline hyclate (Malaria) UM cultured VIS and'a 705
[POCIEKTUBHY, MHOTOMHCTUTYLVOHAHY, PaHLOMUSUPAHN, €JHOC/IENN NPOYYBAaHWs, NPOBEJEHM HAa MeCTa 3a M3INTBAHE, BCAKO B H1NT New jersey ATCC/xus Bupyc 3X10°TCID,/ml NEG Hasaiu cipeifose i Kamnki Qi (4 ) 120U “ 251 g(s?[(])g%:llt)m/ml) POS
Bpaswmst u Vupus mpes SARS 2020 r. IMTangemmst ma CoV-2. O6mo 115 monoxurensn mpobu 6sixa TecTBaHM C [OMOLITAa Ha Nevada/03/2011 ATCC/xuB Bupyc 3X10° TCIDSO/mI NEG Neo-Synephrine (Phenylephrine) 10% () e el (i et Trgiml o £ POS
STANDARD Q COVID-19 Ag Test. Tesu mpobm ce CHCTOAT OT HA30(apMHIeaTHN TAMIIOHM OT CHMITOMATHYHM IAIMeHTH. " Ribavirin (HCV) 1 mg/ml POS
Crennduannar rpagy STANDARD Q COVID-19 Ag Test e tecrBaH, usmonspaiiku 311 orpuuarensn mpo6bu. YyBCTBUTETHOCTTA M Influenza B B/Lee/40 ATCC/xus Bupyc 2.5X10 TCIDsolml NEG Afrin Nasal Spray (Oxymetazoline) 10% (v/v) NEG -
creréuyunocrTa Ha Tecta STANDARD Q COVID-19 Ag ca cpaBHeHN ¢ KOMEPCUAIM3IPAH MOJIEKY/ISIPEH aHa/N3. B/Taiwan/2/62 ATCC/>xuB BUpYyC 3X10°TCID, /ml NEG Saline Nasal Spray 10% (v/v) NEG Daclatasvir (HCV) 1 mg/ml POS
TIpOTHBOBB3NANTENHO TEKAPCTBO
TecTBajiTe YyBCTBUTETHOCTTA M CIIEL[(PIIHOCTTA Respiratory syncytial virus Type A ATCC/>xuB Bupyc 3X10°TCID, /ml NEG XoMeonmaTHIHO TEeKapCTBO 3a 00meKYaBaHe Ha AIePIun P i
. 0 0, : . - N Acetaminophen 199 uM SARS-CoV-2 POS
Tecrur STANDARD Q COVID-19 Ag noxasa 96,52% ot syscTautentocrra u 99,68% ot cretpduxara. Respiratory syncytial virus Type B ATCC/xus Bupyc 3 X10°TCID,/ml NEG Homeopathic Zicam Allergy Relief Nasal Gel 5% (v/v) NEG Acetylsalicylic acid 3.62 mM cultured virus media POS
. cetylsalicylic aci .62m .
5 4 B 1/800 dilution
1. Pestome Ha yyBcTBUTeNHOCTTA 1 Crrenukara Ha STANDARD Q COVID-19 Ag Test B cpaBrenne ¢ PCR Bloomington-2 ATCC/xcuB Bupyc 5 X10° cells/ml NEG Sodium Cromoglycate 20 mg/ml NEG Ibuprofen 2.425mM (1.25X 102 TCID. /ml) POS
PCR Legionella pneumophila Los Angeles-1 ATCC/>xuB Bupyc 5X 10* cells/ml NEG Olopatadine Hydrochloride 10 mg/ml NEG e — =
TIonoKITe e H Otpurarenen 061 82A3105 ATCC/>uB Bupyc 5X 10* cells/ml NEG AHTHBUPYCHU IEKapCTBa Pr— rw— e
upirocin mg/m
[onoxutenen K 5X10* cells/ml NEG i ; SARS-CoV-2
Orpimanener M 1 112 - Zanamivir (Influenza) 5mg/ml NEG Tobramycin 5 ug/ml s it POS
STANDARD Q COVID-19 Ag Test 4 310 314 Erdman 5X 10 cells/ml NEG Oseltamivir (Influenza) 10 mg/ml NEG Erythromycin 81.6 UM 1/800 dilution POS
o6 ) . _ : - 1.25X 102 TCID, /ml
S — 15 311 426 Mycobacterium tuberculosis HN878 Yonsei Univ. /unaxtusnpar u dunrsp| 5 X 104 cells/ml NEG Artemether-lumefantrine (Malaria) 50 uM NEG Giprofloxacin 302uM ( /M) POS
[) - ()
nerdpuaHOCT .68% +95% 98.22 - 99.99% b - : -CoV- T s -CoV-
3007001 H37Rv 5X 10* cells/ml NEG Quinine (Malaria) 150 uM NEG d )'(-Ill i 0%21%2:/;] ect: Kyrmusupanusar Bupyc Ha SARS-CoV-2 e B 06p Ky p T Bupyc Ha SARS-CoV-2 He moKa3sBa eeKT Ha KyKa npu
AHA/IMTUYHA ITPOU3BOIUTEIHOCT 4752-98 [Maryland (D1)6B-17] ATCC/live 5 X 10¢ cells/ml NEG LT (R e e ) 1 mg/ml NEG
1. Tpanuia na orkpusane (LoD): Macneasanero nsnonssa uam ,SARS-CoV-2 (2019-nCOV) NCCP 43326/2020 / Korea“. . 178 [Poland 23F-16] ATCC/live 5X 10 cells/ml NEG Ribavirin (HCV) 1 mg/ml NEG Bup na npo6ara Paspesxpane Kommentparis Pesynrar
TurbpbT Ha KyNTUBMpPaHusA BUPyC beme moTBbpzeHo oT PCR. Streptococcus pneumonia TCID, /ml
y Y - " ( )
262 [CIP 104340] ATCC/live 5X10* cells/ml NEG Daclatasvir (HCV) 1 mg/ml NEG 5
Knerxara ce unakTupypa u ce BKapsa B 1po6a nasodapunreanen rammon. LoD e 1,25 X 103.2 TCID50 / ml NEAT 1X 1062 POS
f lovakia 14-10 [2 ATCC/li X 10* cells/ml NE 11,
2019-nCoV Strain Tested NCCP 43326/2020 / Korea slovakia 14-10 [23055] CClive > X 10% cells/m G [P FE R e
1710 1X10°2 POS
i : Typing strain T1 ) i
Stock 2019-nCoV Titer 1X 1062 TCID, /ml Streptococcus pyrogens [NC¥§ ! 19841 SF130] ATCC/live 5% 10¢ cells/ml NEG Acetaminophen 199 uM NEG 100 X102 BOS
Paspesxpane 1710 1/100 1/200 1/400 1/800 1/1600 1/3200 1/6400 1/12800 : - Acetylsalicylic acid 3.62mM NEG -
Mutant 22 ATCC/live 5X 10¢ cells/ml NEG 17200 5X10% POS
TecrBaHa KOHIEHTPALMs B e | e | s 25X 125X = 3.06 X 153X | o - Ibuprofen 2.425mM NEG 1/400 25X 10%2 POS
- - - b - . . FH strain of Eaton Agen A -CoV- : i
paspexpane (TCID50 / ml) 1032 1032 1022 1022 Mycoplasma pneumoniae st [éll\l C'IE)C 18201 9 gent ATCC/live 5X10* cells/ml NEG AHTHGHOTHK SARS %’Xﬁgﬁgﬁéﬁ?&g&%é korea 17800 T b0S
Hopma npu 5 HOBTOpeHus 100% 100% 100% 100% 100% 0% 0% 0% . Mupirocin 10 mg/ml NEG Ky/ITUBMpPaHa Cpefia :
P P P! (5/5) 5/5) (5/5) /5) 5/5) 80% (4/5) (0/5) (0/5) (0/5) M129-B7 ATCC/live 5X10* cells/ml NEG ; br: P : 3m| e Y P p 1/1600 6.12 X 1022 POS
Hopma nipu 20 noBTOpeHms 100% 56% O6unHo npommBane Ha Hoca Bionote / O6mnro npomuBane Ha oDramycl £d 1/3200 3.06 X 1022 NEG
6111130 /10 rpaHMYHATA CTOMHOCT NA NA NA NA (20/20) (14720) 0% (0/20) NA NA HOCa IIPY XOpa KOUTO Ca 3/paBt Erythromycin 81.6 UM NEG 1/6400 1531022 NEG
NA NA NEG Ci ; .
i ) iprofloxacin 30.2 uM NEG
Haif-HiCKa KOHIIEHTpAINA € efHaKBa 1.25 X 1032 TCID. /ml SD biosensor / O6unto npomusatne P 1/12800 7.1X10"2 NEG
TO/IOKMTETHOCT HA AaHA/IUT : 50 Ha HOCa IPY XOpa KOUTO Ca 3[paBu
i P (LoD) O T ] 229 Zeptomatrix/usaxtysupan 1X105TCID,/ml | NEG
; 50
Coronavirus 0C43 Zeptomatrix/uxakTuBupan 1X10°TCID, /ml NEG
NL63 Zeptomatrix/uHakTuBnpan 1X10*TCID, /ml NEG





