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1.0 BCTYN

3acTocyBaHHA 3a Npu3HaYeHHAM: flKicHe BU3HaueHHA cneyudiuHux IgA
aHTuTin go SARS-CoV-2 B cupoBaTtui a6o nnasmi KpoBi 3a fonomorow
iMyHO$epMeHTHOro MiKpon/iaHLLIeTHOro aHanisy.

2.0 NOACHEHHA TECTY

TAXKUA TOCTPUIN pecnipaTOpHUn CMHAPOM KopoHaBipycy 2 (SARS-CoV-2),
BUABNEHWI HanpuKiHUi 2019 poKy, € NpuynHoto 3axBoptoBaHHA Ha COVID-19.
Ak SARS-CoV-2, TaKk i SARS-CoV, wo € npuunHoto enigemii TPBI 2002 poky,
HanexaTtb Jo poay 6eTakopoHaBipyciB i TiCHO NoB’A3aHi Mix coboto. MNepepaya
SARS-CoV-2 BinbyBa€eTbca nepeBaxHO yepes TICHUI KOHTAKT i3 iHdikoBaHMM
nauieHTamu, NOBITPAHO-KPanenbHVM LUIAXOM, 3a3BMYall Yepes Kallesb uu
UXaHHA.

Yepes BuCOKy WBMAKICTb Nepefavi Ta TAXKicTb, COVID-19 cTas npuunHoo
rno6anbHOI NaHAeMil, ika CMPUYMHMIIA KapaHTWH Ta KapaHTUHHI NPOTOKONM 3
KpaiH ycboro cBiTy. Xouya fJiarHOCTMKa B OCHOBHOMY MNPOBOAMTbCA 3
BUABMIEHHAM BipYCHOI HYKNeiHOBOT KMCoTh 3a gonomoroto /1P 3BOpoTHOI
TPaHCKPUNTa3n B PEXMUMi peanibHOro 4acy, MoBiJOMAAETbCA Mpo 6Garato
XMOHUX HeraTMBHMX pe3yfbTaTiB, TOMY ICHYE HaranbHa noTpeba Yy
CepOsIoriYHOMY CKPVHIHTY aHTUTIN AK GiNblL HafiiHOT MeTOZONOriT TeCTYBaHHS.
3okpema, aHTuTINa imyHornobyniHy A (IgA) npotu SARS-CoV-2 6ynu BuaBneHi
Ha 6inblu paHHiX cTagiax BipycHoi iHdeKuii (3-10 gHiB NicnA NOABM CUMNTOMIB).
Kpim Toro, piBHi IgA Ha paHHix cTagiax iHpeKLii AeMOHCTPYIOTb MO3UTUBHY
Kopensuito 3 TaxXKicTio cumnTomi COVID-19. BeaxaeTbca, Wwo Le moxe 6ytn
noB'A3aHo 3 TuM, wWo Bipycn SARS-CoV-2 MeluKaloTb Yy CAnM30Bit 060M0HLi
HOCOMNOTKM Ha paHHix ctagiax COVID-19 i wo IgA € Hanbinbw fomiHyloUMMn
AHTUTINAMM Y CIM30BUX OOONOHKAX.

TectoBuii Habip Anti-SARS-CoV-2 (COVID-19) IgA AccuBind® ELISA - ue
AKICHWI TecT, NPY3HAYeHUN AN1A OTPUMAHHA BUCOKOUYTIMBMUX Ta KOHKPETHYMX
pe3ynbTaTiB 3a [OMOMOrol0 MPOCTOro Ta KOPOTKOro npoTtokony. Y TecTi
BMKOPUCTOBYETbCA PEKOMOIHAHTHMIN HyKneokancuaHui 6inok (rNCP) 3 SARS-
CoV-2, HaHeCceHOro B MIKpPOJyHKaX, ANA 3aXOMNfeHHA NPUPOAHUX aHTUTIN y
3pa3ky. Ha nepwomy eTtani nonepeaHbo po36aBneHi 3pas3ky JoHdaloTb
6e3nocepeaHbo B NyHKW. Micna nepLoi iHKy6auil HAANULWOK MaTepiany 3paska
NPOMMBAETLCA | B NYHKN [OAAIOTb aHTU-NIOACHKI aHTWTiNa IgA (anti-hlgA),
MiveHi ¢pepmeHToM. [icns gpyroi iHKy6auil HagnWWKW MaTepiany 3HOBY
npommBaloTb i AoAaloTb CybCTpart, Wob oTpumaTi NomiTHe 3abapBneHHs B
pe3ynbTaTi peakLii 3 pepMeHTOM Ta NePEKNCOM BOAHIO.

3.0 NIPMHUMUN METOAY

MocnigoBHuit meton IOA Tuny ceHasiu (TUM 10):

PeareHTn, HeoOxigHi Aana nocnigoBHoro aHanizy IMA, BknouyawTb
iMMOGini3oBaHN  aHTUreH, LUUpKynoloue aHtutino po SARS-CoV-2 Ta
depmeHTHO-3B'A3aHi IgA-cneyundiyuHi aHTUTING NOAUHN.

MicnA popaBaHHA 3paska, WO MICTUTb aHTUTINO nNpotu SARS-CoV-2, BUHMKae
peakuia MiX aHTUreHoMm, Lo OyB iIMMOGINi30BaHM B MIKPONYHL, Ta aHTUTINIOM
3 YTBOPEHHAM iIMyHHOro Komnnekcy. B3aemopisa inlocTpyeTbcA HacTynHUm
PiBHAHHAM:
[

a
ﬁ h-Ab x.sarscova) - Ad(mecP)
ka

h-Ab x.sarscov2) + Admce)

Aginee) = IMMOGIiNi3oBaHMiA aHTUreH (NOCTilHa KinbKicTb)
h-Abx-sars-cov-2= JIIOACbKi aHTUTINA (3MiHHA KiNbKiCTb)
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h-Abx-sars-cov-2) - Agince)= IMyHHMI KOMNNEKC (3MiHHA KiNbKiCTb)
ka = nocTiHa wemngKocTi acouiauii
k-a = NocTiHa WBngKocTi gucouiauii

Micna 3akiHYUeHHA uacy iHKy6auii nyHKy NpOMMUBalOTb, WO6 BigOKpeMUTA
He3B'A3aHi KOMMOHeHTW acnipauielo Ta/abo AekaHTauiewo. [oTim fgo
MIKPONYHOK [Ofal0Th creumdiyHe aHTUTINO, Nos'a3aHe 3 depmeHTOM (@HTK-h-
IgA). Llen KoH'toraT 3B'A3y€TbCA 3 IMyHHVM KOMMIEKCOM, AKUIA YyTBOPUBCA.

ENZ ENZ
IC (higay + ABxnigay = Abxniga) - IC (nga)

IC (hign) = IMMOGIiNi3oBaHMIA iMyHHWI KOMMNEKC (3MiHHa KinbKicTb)
ENZA b x-h-1ga) = KOH'toraT pepmeHT-aHTUTINO (NOCTilHa KinbKicTb)
ENZADBx-h1ga) - |.C. (h1gn) = Komnnekc Ag-Ab (3miHHMI)

D®epmeHTHUI KoH'toraT aHTU-h-IgA, AKKIN 3B'A3YETLCA 3 IMYHHIM KOMMNEKCOM Y
Apyrin iHKy6aUii, BiAOKPeMNIOETbCA Bif MaTepiany, WO He npopearysas,
eTanom NPOMUBaHHA. AKTUBHICTb ¢depMmeHTIB y Uil ¢pakuii npaAmo

nponopuifHa  KOHUeHTpauii  aHTUTin y  3pa3ky. Bukopucrosytoun
CMPOBATKOBUI  pedepeHCHUn  maTepian, eKBiBaNEHTHWA  MO3UTUBHO-
HeraTMBHOMY TpPaHWYHOMY 3HAUYeHHIO, 3HAYeHHA MOMMHAHHA MOXHa

NOPIBHATU 3 TPAHWYHUM 3HAYeHHAM [ANA BM3HAYEHHA MO3UTMBHOIO 4
HEeraTMBHOro pe3synbTaTty.

4.0 PEATEHTU

Marepianu, Wwo nocrayalTbca:

A. KoHtponi AHTU-SARS-CoV-2 IgA - 1 mn/¢pnakoH
Tpu (3) PnakoHU roTOBMX AO BMKOPMUCTAHHA KOHTPOMbHUX 3pa3sKiB Ans
aHTN-SARS-CoV-2 3 NO3WTWMBHWM, HEraTVBHMM Ta FPaHWYHMUM PIBHAMMW
IgA. 36epiratu npu Temnepatypi 2-8 °C. [logaHo KOHCepBaHT.

B. ®epmeHTHuUI1 peareHT Anti-higA - 12 mn/¢pnakon
OpuH (1) dnakoH 3 KOH'toraTomM aHTU-NOACbKNIA IgA-NepoKcmaasa XpoHy
(HRP), B OydepHiii maTpuui. [opaHo KoHcepBaHT. 36epiratu npu
Temnepatypi 2-8 °C.

C. TMnactuHa, nokputa aHTureHom SARS-CoV-2 - 96 nyHOK
OpHa MikponnaHweT i3 96 nyHKaMu, MNOKPUTUIA PeKOMOIHAHTHUM
HyKneokancmgHum 6inkom 3 SARS-CoV-2 Ta ynakoBaHWiA B aftOMiHIEBMI
MaKeT i3 CylwunnbHUM areHToM. 36epiratv npu Temnepatypi 2-8 °C.

D. KoHueHTpaT po3YyMHHUKa cUpoBaTKu - 20 mn
OpuH (1) $nakoH 3 KOHLEHTPOBAHMM PO3UYMHHUKOM CUPOBATKU, LIO
MicTUTb BydepHi coni Ta 6apBHWK. 36epirati npu Temnepatypi 2-8 °C.

E. KoHueHTpaT po3uuMHy AnA NpomMuUBaHHA - 20 mn
OpvH (1) dpnakoH, wo mictutb MAP y 3abydepeHOMy CONbOBOMY PO3UMHI.
[NonaHo KoHcepBaHT. 36epiraty Npu Temnepatypi 2-8 °C.

F. Cy6crpar- 12 mn/$pnakoH
OgauH (1) dnakoH, wo mictutb TeTpameTundeHsuguH (TMB) Ta nepokcug
BogaHto (H20:) B 6ydepi. 36epiratn npu Temnepatypi 2-8 °C.

G. Cron-po3uuH - 8 mn/¢$pnakoH
OpvH (1) dnakoH MicTUTb cunbHy KucnoTy (0.5 M HxSO4). 36epiratyi npm
Temnepatypi 2-8 °C.

H. IHcTpyKuUia go Ha6opy.

3ayBaKeHHA 1: He BMKOPUCTOBYWTE peareHTV 3 BUYEPMaHUM TEPMiHOM
npuaaTHOCTI.

3ayBa)keHHA 2: He nigpasatn BnAvBYy Tenna Ta COHUA. Bigkputi peareHTu
cTabinbHi 60 AHIB Npun 36epiraHHi Big 2 go 8 °C. CTabiNbHICTb KOMMNOHEHTIB Ta
Habopy 3a3HayeHi Ha eTUKETLI.
3ayBaxkeHHA 3: [lepepaxoBaHi
MiKponnaHweTa.

peareHTM pAna opHoro 96-7yHKOBOro

4.1 Heo6xiaHi, ane He HapaHi 3 Habopom maTepianu

1. Minetka 3 ¢pikcoBaHMM 06'eMOM abo 3MiHHVM 06'eMOM, 3haTHa nofaBaTh
06’emu B aiana3soHi Big 10 go 1000 mMKN 3 TOYHiIcTIO Ao 1.5%.

2. [o3aTop (1) Ansa noBTopHKX nogay o6'emom 0.050 mn, 0.100 mn Ta 0.350
MJ1 3 TOYHICTIO, WO nepesuLye 1.5%.

3. Bowepwu ana mikponnaHLWeTiB abo nnsLKa-nyibsepusaTop (oOnuinHo).

34nTyBay MIKpPOMMAHLWETIB 3 MOX/MBICTIO 34UMTYBAHHA MOMMUHAHHA Ha

DOBXWHi XxBUNi 450 HM i 620 HM.

A6copbytoumnin nanip Ans NPOMOKaHHA TYHOK MiKPOMIaHLUETIB.

MnacTrkoBa ynakoBKa abo KpuLlKa MiKponiaHLUueTa Afs eTanis iHKyOaLii.

BakyymHuIn acnipaTop (4oaaTkoBo) Ana eTanis MUTTA.

Tanmep.

MaTtepianu ona KOHTPOIO AKOCTI.
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5.0 3AYBAXKEHHSA TA 3ACTEPEXXEHHSA
Ha6ip npusHayeHuli mineKu 0na oiazHocmuku in-vitro
He 0nsa HympiwHb020 a60 308HiWHb020 BUKOPUCMAHHA
Ha ndAx abo meapuHax

ByAb-AKi KOMMOHEHTH, WO MICTATb CMPOBaTKY NoAnHY Bif NauieHTis 3 COVID-
19, 6ynu iHaKT1BOBaHI Nepef 06PO6KOI0 Ta BUPOOHMLTBOM. BcTaHOBREHO, WO
BCi MPOAYyKTK, WO MICTATb NIOACbKY CUPOBATKY, He pearyloTb Ha NOBEepPXHEBUIA
aHTUreH renatuty B, aHTuTina BT 1 Ta 2 Ta BI'C 3a gonomoroto nileH30BaHnx
pearenTiB FDA. OCKinbKu >KofeH BifoOMUI TeCT He MoXe 3abe3neunti noBHy
BMEBHEHICTb Y BifCyTHOCTI 30yAHMKIB iHdeKLT, 3 yciMa NpoayKTamm cpoBaTKu
NIOAVHW i NOBOAUTUCA AK 3 MOTEHUINHO Hebe3neuyHVMu Ta 34aTHUMU
nepenaeati xBopoby. HanexHi nabopaTopHi npoueaypy MOBOMKEHHA 3
npoayKkramu KpOBi MOXHa 3HaNTn B LenTpi KOHTPOJI0
3axBoptoBaHb/HalioHanbHU iHCTUTYT OXOpoHW 3popos'a "biobe3neka B
MikpobionoriyHmx Ta 6iomeanuHux nabopatopiax”, 2-e BupaHHA, 1988 p.,
My6nikauia HHS (CDC) 88-8395.

be3neyHa yTunisauia KOMNAEKTylOUMX MOBMHHA BIAMNOBIAATN MiCLLEBUM
HOPMaTUBHVM Ta 3aKOHOAABYMM BYMOTaM.

6.0 36IP | 3BBEPIFAHHA 3PA3KIB

3pa3kamMm noBuHHa OyTM KpoB; cupoBaTKka abo nnasma 3a TWMNOM Ta
LOTPUMYBATMCA 3BUYAMHMX 3aMobiXHUX 3axofiB npu 3abopi 3paskis
BeHenyHKUielo. KpoB cnig 36upatn y 3BMUYaiiHy NpobipKy Ans BeHemnyHKUii 3
YepBOHUM KOBMaykom 6e3 [06aBOK abo aHTUKOArynsHTIB (4nA CUpPOBaTKM)
abo BakyymHy npobipky, wo mictute EATA a6o remapuH (ans nnasmu).
LleHTpudyryiTe 3pasok, Wwob BifoKpeMnUT CMpOBaTKy abo nnasmy Big KNiTWH.

3BepHiTb yBary, Wo He 6yno ofpHux Aokasis nepepadi COVID-19 yepes
06pOo6KY KpOBi, ane TexHiKM 3aBXAW MOBMHHI OyT obepexxHuMn Ta
NOBOANTNCA 3 yCiMa 3pa3kaMu NaLieHTiB AK 3 MOTeHUiHO Hebe3neyHumm.

3pasKu MoxHa 36epiraTi B XonoAuIbHNUKY Npu Temnepatypi 2-8 °C npoTtArom
Makcumym cemun (7) OHiB. AKWO 3pa3ku He MOXyTb OyTu MmpoaHanizoBaHi
NPOTArOM LbOro Yacy, 3pa3ku MOXyTb 36epiratuca npu Temnepatypi -20 °C
npotarom 30 AHiB. YHWKaliTe BUKOPUCTAHHA 3abpyAHEeHWX MpUCTpOiB.
YHuMKanTe NOBTOPHOTO 3aMOPOXKYBaHHA Ta PO3MOPOXYBaHHA. [InA aHanisy y
[1BOX NpUMipHMKax noTpi6Ho 0.200 mn po3BefeHoro 3paska.

7.0 KOHTPOJ1b AKOCTI

KoxHa nabopatopis NOBMHHa MPOBOANUTU aHasi3 KOHTPOJIIO Ha PIBHAX Y MeXax
HOPManbHOro, FPaHMYHOrO Ta NIABULLEHOrO Aiana3oHy ANA MOHITOPUHIY
pe3synbTatiB aHanisy. Lli KoHTponi cnif po3rnagaTty AK HeBiAOMI Ta BU3Havatn
3HauYeHHA B KOXHill MpoBefeHini npouenypi TectyBaHHA. Cnifg BecTn Tabnumui
KOHTPOMIO  AIKOCTi, W06 CTEXWTUM 3a MOKa3HMKaMK peareHTiB, WO
nocrayaTbca. [inA BCTaHOBEHHA TEHAEHLIN Cnifi 3aCTOCOBYBATU BiANOBiAHI
CTaTUCTUYHI  MeTogu. IHAMBIAyanbHa nabopaTopid MOBUHHA BCTAHOBUTW
nonyctumi mexi edekTMBHOCTI aHanidy. Kpim Toro, makcumarnbHa abcopbuis
NOBMHHA BIAMNOBIZAaTU MUHYNOMY [OCBigy. 3HayHe BiOXwneHHA Big
BCTAHOBNIEHUX TMOKAa3HMKIB MOXe  CBiQUMTU MPO  HEMOMITHY  3MiHYy
eKcnepuMeHTasIbHUX YMOB abo MOripLIeHHs cTaHy peareHTiB. CBiXi peakTnBm
Cnifl BUKOPYCTOBYBATU /1A BU3HAYEHHA MPUYNHM 3MiH.

8.0 MPUTOTYBAHHA PEATEHTIB

1. PO34YMHHUK cMpoBaTKuN
Po3BefliTb BMICT KOHLEHTpaTy PO3YMHHMKA cupoBatku o 200 mn y
BiANOBIAHIN €MHOCTI 3 AUCTMNIbOBaHOK abo [AeioHiI30BaHOW BOAOIO.
36epiratv npu Temnepatypi 2-8 °C.

2. MpomusHuii 6ydep
Po3Bectn BMICT KOHLEHTpaTy MPOMMBHOrO po3umHy fo 1000 mn
OMCTUNBbOBAHOI abo AeiOHI30BaHO BOAOIO Y BiAMOBIAHIN €MHOCTI Ans
36epiraHHs. 36epiratv npu Temnepatypi 2-30 °C go 60 gHis.

3. PosBepeHHsA 3pa3kKiB nauieHTa (1/100)
Hanpuknag, BHeciTb 0.010 mn (10 MKn) KOXHOro 3pa3ka nauieHta 8 0.990
M (990 MKN) po3unMHHUKa cmpoBaTky abo 0.0101 mn (10.1 mkn) B 1T mn
(1000 mkn). HakpwiiTe Ta nepemiwaiTe Ha BopTeKci abo peTenbHO
nepemillanTe WNAXOM iHBepcii. 36epiratn npu Temnepatypi 2-8 °C fo
Ccopoka BOCbMMU (48) roaviH.

Mpumimka: He esukopucmosylime peazeHmu, siKi 3a6pyoHeHi abo maromo
6akmepii.

9.0 MPOTOKOJ1 AHANI3Y

Meped noyamkom aHanisy eci peazeHmMu, cupo8amkosi pegpepeHcHi Mamepianu i
KOHMpoi No8UHHI 0ocsemu KiMHamHoi memnepamypu (20-27 °C).
**[lpoyedypa mecmyeaHHsi NOBUHHA BUKOHyeamucs KeasigikosaHoro
N1100UHo0 abo Hag4yeHUM npogecionanom**

1. CdopmyiiTe nyHKM MiKpOMIaHLIETa Aisl KOXKHOrO KOHTPOJIbHOMO 3pa3ka
Ta 3pa3ka nauieHTa AnAa aHanisy y ABOX NpMMipHUKax. Po3BepiTb 3pa3ok

Mepeknaday TemsaAHa 3eneHcbKa

nauieHTa abo 6yab-AKi 30BHiLUHI KOHTPOMbHI 3pasku 1/100 (gue. Po3gin
8.0 «[igroToBKa peareHTy»). [lOBEpPHiTb HEBMKOPUCTaHI CMYXKM Ha3aj B
anoMiHiEBUIA NaKeT, 3aKpuiiTe Ta 36epiraite npu Temnepatypi 2-8 °C.

2. BHeciTb 0.100 mn (100 mMKn) BigMNOBIAHOIO CPOBATKOBOIO pedepeHCHOro
MaTepiany, KOHTPoMo abo po3BefeHOro 3paska nalieHTa y npu3HayeHy
NYHKY ANA BU3HauYeHHsA IgA.

HE CTPYLUYATE MAAHLLET NICNA AOOABAHHSA 3PA3KA

3.  HakpwuiiTe KpuwKow Ta iHKyOyiiTe 30 XBWIMH npu
Temneparypi.

4. Bupanitb BMICT MiKponaHLWeTy LWAXOM AeKaHTauii abo acnipaduii. Akwo
[leKaHTaLji€lo, NPOTPITb NNACTNHY Hacyxo abcopbyroumm nanepom.

5. [Hopante 350 mkn npomuBHoro 6ydepa (avs. Po3pgin 8.0 «lligrotoBka
peareHTiB»), AeKaHTyITe (MpoMokaHHA) abo acnipyiiTe. MoBTOPITL ABa (2)
[OAaTKOBI pasw, 3aranbHa KinbKictb Tpy (3) npomuBaHHA. MoxHa
BMKOPUCTOBYBaTU aBTOMaTUYHe abo pyuyHe MPOMMBaHHA. [loTpuMyiiTech
{HCTPYKUiA BUPOBHMKA LWOAO MPaBUIBHOTO BUKOPUCTaHHA. AKLWWO
BMKOPWCTOBYETbCA MAALIKa-NYyNbBEPU3ATOP, 3aMOBHITb KOXHY JYHKY,
HaTMCKaouM Ha Hel (yHrKaloum 6ynbballoK NoBiTps), Wob BHECTW PO3YKH
[NA NPOMUBaHHA. 3n1inTe Ta NOBTOPITb ABa (2) AofaTKOBI pa3u.

6.  [Jopaute 0.100 mn (100 mkn) pepmeHTHOrO peareHTy Anti-hlgA COVID-19
y BCi lyHKW. 3aBXaU fofaBaiiTe peareHTV B OAHAaKOBOMY MOPSAAKY, o6
MiHiMi3yBaTu Pi3HMLIIO B Yaci peaKLii MiX nyHKamu.

HE CTPYLUYITE MNAHLLET NICNA AOOABAHHA OEPMEHTY

7.  HakpuiiTe KpuLLKOO Ta iHKYOYy/Te npoTarom TpuauaTty (30) XBUnnH npu
KiMHaTHi Temnepatypi.

8. lpomuiite nyHKM Tpu (3) paswu, NoBTOpIOOUM KPoKK (4 i 5), AK onnucaHo
BULLE.

9.  [JOopante 0.100 mn (100 MKn) cy6CTPaTHOrO peareHTy y BCi IYHKW. 3aBXau
fofaBaiTe peareHT B OAHAKOBOMY MOPAAKY, W06 MiHimi3yBaTh
pi3HULI0 B Yaci peakuii MiX NyHKamun. He BUKopurcTOBYiiTe CybCTpaTHMM
peareHT, AKLO BiH BUMNAJAE CUHIM.

HE CTPYLUYMTE NJTAHLLET NICNA AOAABAHHA CYBCTPATY

10. [IHKybynTe npw KiMHaTHIn TemnepaTypi NpoTArom n'AaTHagusTn (15)
XBWVH, LWOG PO3BUHYTW AOCTaTHIN Konip.

11. [Hopaiite 0.050 mn (50 MKI) CTOM-PO3UMHY B KOXHY JIYHKY i 06epexHO
3aKpyTiTb MiKponnaHweT npotarom 15-20 cekyHA AnA nepemillyBaHHA.
3aBxAau gopasaiiTe peareHTU B Of4HAKOBOMY NMOPSAAKY, Wo6 MiHiMi3yBaTu
Pi3HULIO B Yaci peakLii MiX nyHKaMu.

12. 3uumTaiiTe NOrAMHAHHA B KOXHI nyHUi npyu 450 HM (BUKOPUCTOBYOUM
pedepeHcHy AOBXMHY xBusli 620-630 HM, W06 MiHiMi3yBaTU aedektu
NYHKW) 'y 34nTyBaui MikponnaHweTiB. Pe3ynbtat cnig npouvTatu
npoTArom n'ATHaauATY (15) XBUNKH NicNA AOAABaHHA CTOM-PO3YMHY.

MpumiTKa: BigHoWweHHA NOrAMHAHHA 4O rPaHUYHOI BEIMYMHMN He 060B'A3KOBO

€ NiHiiHUM, TOMy 3pa3kM He MOTPiIBHO AOAATKOBO PO36aBNATYH, AKLLO

NOrMVHAHHA NepeBuLLYE 34aTHICTb 3UMTyBaYa nnacTuHu (3a3suyan 3.0). OgHak

Lji 3pa3Ku cnip TPaKTyBaTW AK KaTeropmyHO NO3UTUBHI.

KiMHATHI

10.0 IHTEPMNPETALIA PE3YJIbTATIB

KoHTponb cut-off BMKOPWUCTOBYETbCA ANA BM3HAYEHHA MO3UTUBHOCTI abo

HeraTUBHOCTI 3pa3kiB. [inA iHTepnpeTauii pe3ynbTaTiB BUGIpKM JOTPUMYATECH

HaBefeHOI HMXYe npoLeaypu.

1. 3anuwitb MNOFMWHAHHA BCIX 3pas3kiB, OTPUMaHWX 3 PO3APYKIBKM
34nTyBaya MiKpOMaHLIETiB, AK 3a3HayeHo B [Mpuknagi 1.

2. ToMHOXTe cepefHE NOrnvMHaHHA KoHTponio cut-off Ha KoediuieHT cut-
off, o6 oTpumaTy 3HaueHHs cut-off.

3. TMoginiTb cepenHe MOrMMHAHHA KOXHOrO 3pa3ka Ha 3HauyeHHs cut-off i
NMOMHOXTe Ha 10, Wob OTpMMaTN OAMHULIO BiGHOCHOT BennuuHm (RV).

4.  Axkwo RV < 9, 3pa3ok HeratnBHMIN Ha IgA Anti-SARS-CoV-2, a akwo RV >
10, TO 3pa3oK nNo3nTnBHMI Ha IgA Anti-SARS-CoV-2.

5. 3paskm 3 RV, wo noTtpannawoTb B fdiana3oH 9-10, BBaxalTbcA
NPUKOPAOHHUMM i MOBWHHI OyTU MOBTOPHO AOCNIMKEHI 3 HOBUM
3a60pOM KpoBi NPOTArom 4-7 fHiB /1 NOBTOPHOI OLHKN.

Mpumitka: [Ina aHanisy faHUX TaKOXX MOXe BUKOPUCTOBYBATMCA KOMM'lOTepHe

nporpamHe 3abe3sneyeHHs, po3pobneHe AnA aHanisy ELISA. flkwo Take

nporpamHe 3abe3neyeHHA BUKOPUCTOBYETbCA, CNif BUKOHATU MepeBipKy
nporpamHoro 3abesneyeHHs.

NPUKNAA 1
(KoediuieHT Cut-off = 1.0)
COV = CepepHe CC x COF
COV = 3HaueHHsA Cut-off
CepepHe CC = CepeaHe nornuHaHHA KoHTponio Cut-off
COF = KoediuieHT Cut-off (us. Ceptudikar aHanisy)
COV=0.716x1.0=0.716



ID 3pa3ka Homep A6copbuia Cepem-lew RV I'Ioswmamnvvll
NYHKK a6cop6uii HeraTtusuuim
N Al 0.054 .
HeraTtuBHun B 0.058 0.056 0.8 HeratusHwui
C1 0.706
Cut-off D1 0726 0.716 10 Cut-Off
. E1 2.699 .
MosuTueHnn i 5720 2710 37.8 Mo3ntnsHUi
MauienT 1 o1 0177 0.176 25 H, i
auieHT H1 0175 . . ezcamuseHuli
A2 1.534
i 1.603 8 7]
MaujienT 2 B2 1671 223 MosumueHuii
C2 0.685
i 0.690 . i
MaujienT 3 D2 0,694 9.6 FpaHu4Hul

*[laHi, HaBefeHi B lNpuknagi 1, cnyxaTb nuwe Ana incTpauii i He NOBUHHI
BMKOpUcToBYBaTUCA 3amicTb Cut-off 3paska 3 KoXHMUM aHanizom. Y ubomy
npuknaai, ockinbkn koediuieHT Cut-off = 1.0, cepegHe nornnHaHHa Cut-
off koHTponio = 3HaueHHs Cut-off

11.0 TAPAMETPU KOHTPOJ1IO AKOCTI

Pesynbtatm  aWanisy MoxHa BBaXaTu

AOTPMMYIOTbCA HACTYNHi YyMOBMN:

1. MakcumanbHe nornuHaHHA (Mo3UTUBHUIA KOHTPOIb) = > 1.5

2 MNo3nTnBHWI KOHTPONb RV => 15

3. HeratuBHuUi KoHTponb RV =<6

4 Yotnpn 3 Wwectu nyniB KOHTPOMO AKOCTI MOBWHHI 3HaxXoAWUTUCb Yy
BCTaHOB/EHNX MeXax.

AOCTOBipHUMU,  AKLO

12.0 AHANI3 PU3UKIB
MSDS ma ®opma AHanisy Pusukig 0518 0aH020 npodykmy 0ocmynHi 3a 3anumom
8i0 Monobind Inc.

12.1 AkicTb po60oTn Habopy

1. nAa BiATBOPIOBAHOCTI pe3ynbTaTiB  BaXMBO,
NiATPMMYBaBCA NOCTINHUM B KOXHI NyHLi.

2. TineTyBaHHA 3pa3KiB He NOBMHHO NepeBuLlyBaT 10 XBUAWH.

3. He BUKOpUCTOBYBaTM BMCOKO JliNemiyHi, remonizoBaHi abo 3abpynHeHi
3pasku.

4.  fKIWO BMKOPUCTOBYETHCA GiflbLUe, HiXK OAUH NaHLLIET, PEKOMEHOYETbCA
nosToptoBaty Cut-off KOHTpoOsb.

5. [JopaBaHHA CyOGCTPaTHOrO PO3UMHY IHILIIOE KIHETWYHY peaKuilo, sKa
3yNUHAETbCA NPY AOAABaHHI cToMn-po3unHy. OTXe, AoAaBaHHA cybcTpaTy
i CTON-PO34MHY NOBMHHO MPOBOAUTUCA B OJHAKOBIV NOCNIfOBHOCTI ANA
YCYHEHHA BiAMIHHOCTEN y Yaci peakuii B Pi3HWUX NyHKaXx.

6.  BumiploBaHHA ONTMYHOI LWiNBbHOCTI Ha pigepi NPOXOAMTb BepTUKanbHO.
He TopkanTteca o AHa MiKpONyHOK.

7. lNoraHa npomvBKa NyHOK (HemoBHe BWAANEHHA PO3YMHY nif yvac
acnipauii) MoXe NPU3BOAUTU O HEBIATBOPIOBAHMX | HEQOCTOBIPHMX
pesynbrartis.

8.  BuKoOpWCTOBYWTE KOMMOHEHTW TifibKM 3 OAHOro nota. He 3miwynte
peareHTu 3 pi3HMX NapTin.

9.  [yxe BMCOKa KOHLeHTpaLia aHTU-SARS-CoV-2 y 3pa3Kkax nauieHTiB Moxe
3abpyaHUTU 3pa3Ky Bigpasy Nicis UMX eKCTpeManbHUX piBHiB. MoraHi
Komii cBiguaTb Npo nepexpecHe 3abpyaHeHHs. MMOBTOPITb OyAb-AKMiA
3pasoK, AKMIN de 3a 3pa3koM MaLieHTa 3i 3HaUYeHHAM 6inblumMM HiX 3.0
OfMHULIb NOTNIMHAHHA.

10. TectoBa cuctema Anti-SARS-CoV-2 (COVID-19) IgA AccuBind® ELISA €
AKICHVMM aHanNi3oM i He 060B’A3KOBO BKa3yeE KiNbKicTb aHTUTIN IgA.

11.  He cnip BukopucToByBaTh 3pasku, 3abpyaHeHi MikpobionoriuHo.

12.  Byab-AKi 3pa3ku NauieHTIB, WO BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI, 6ynn
iHaKTMBOBaHI [0 06po6KW. OpHak noBogbTecb 3i BCiMa 3paskamu,
BK/IOYAIOUN KOHTPOSbHI 3pa3ku, AK 3 MOTEHUiINHO Hebe3neyHnmmn abo
iHpeKUinHUMK.

13. TlpaBunbHe i TOYHe MiNeTyBaHHA, a TaKOX AOTPUMaHHA TOYHOrO Yacy i
TemnepaTypHUX BUMOT € HEOOXigHUMMN ymoBaMU. Byab-ski BigxuneHHs
Bif BcTaHOBNEeHVX Monobind MOXyTb flaBaTh HEBIPHI pe3ynbTaTy.

14. [oTpumyBaTWCb BCiX BCTAHOBNEHMX HOPM poboTu nabopaTopHOi
NpPaKTVKKM Ans 3abe3neyeHHs HOpPManbHOI poboTU NPUCTPOLO.

15. BaxnuBum € KanibpyBaHHs BCbOro obnagHaHH#A, To6TO, NiNeTok, pigepa,
Bollepa Ta/abo aBTOMaTV30BaHUX IHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA
3 [aHUM MPUCTPOEM. TakoX OOOB'AI3KOBUM € HanexHWn pornsag i
06CNyroByBaHHs NPUCTPOLO.

16.  AHani3s pusukiB - Ak Bumarae finpexktusa €C 98/79/€C woao MapKyBaHHA
IVD - gna uboro Ta iHWWX NpUCTpOiB, BurotosneHnx Monobind, MoxHa
HagicnaTv enekTpoHHo nowToto 3 Monobind@monobind.com.

wob yvac peakuii

Mepeknaday TemsaAHa 3eneHcbKa

12.2 InTepnpeTauin pesynbrartis

1. BumiptogaHHa ma iHmepnpemayis pe3ysnbmamie NosUHHi 6ymu 8UKOHAHI
KeaniikosaHum Hag4eHUM NpogecioHas1IoM.

2. JlabopaTopHi pe3ynbTaTi He MOXYTb OYTW €OUHMM KpuUTEpieM Ans
BM3HAUEHHA JliKyBaHHA, OCOOMMBO, fKIWO OTPMMaHi pe3ynbTatu He
cniBnagaoTb 3 iHWUMW JOCNIAXKEHHAMM.

3. [nAa oTpuMaHHA [iNCHUX pe3ynbTaTiB afeKBaTHi KOHTpONi Ta iHuWi
napameTpu NOBMHHI 3HAXOANUTUCH B MeXKaxX BCTAHOBIEHNX HOPM.

4. Monobind He Hece BiANoOBiAanbHOCTI 3a pe3ynbTaTh TecTy B pasi, AKLIO
cKnapoBi Habopy 6ynu 3amiHeHi iHWYMKN CKNagoBUMKM 3 iHWNX Habopis,
ab0 AKLO pe3ynbTaTy Gynu iHTEPNPeTOBaHi HEBIPHO.

5. fKwo ana o6pobkm pesynbTaTiB TECTY BUKOPUCTOBYETLCA KOMN'lOTEp, TO
pO3paxoBaHi 3HAaUEHHA CTaHAAPTIB HEe MOBUHHI BIAXMAATUCA Gifbly, HiXX
Ha 10% Big NPUNMCaHNX 3Ha4YeHb KOHLIEHTpaLlii.

6. KniHiyHe 3HayeHHA pe3ynbTaTy CNii BUMKOPWUCTOBYBATUM [ANA OULIHKK
MOXNMBOT HasABHOCTI iHdekuii SARS-CoV-2 abo COVID-19. OpHak
KNiHiYHi BMCHOBKM He MOBWHHI 6a3yBaTWCA BUK/IYHO Ha LibOMY
TecTi, a CcKopiwe AK AOMOBHEHHA A0 KMiHIYHMX NPOSABIB NauieHTa Ta
iHWKX BIANOBIAHUX TecTiB, TakUX AK rictonoria, HasodapuHranbHUN
Ma3ok Towo. lo3nTneHM pe3ynbTaT He BKasye Ha COVID-19 i He
po3pi3HAE MixX iHdeKuUielo abo KoHTariosHicTio COVID-19. AHanoriuHo,
HeraTUBHWIN pe3ynbTaT He BUKIOYAE BiACYTHICTb iHdiKyBaHHA COVID-19,
a cKopille BKasye Ha AyXe HW3bKWN TUTP aHTUTIA, AKi MOXYTb OyTu
NoB'A3aHi 3 paHHIMM CTafliAMUN 3aXBOPIOBaHHA.

13.0 OYIKYBAHI 3HAYEHHA

3i 3pa3kamu, oTpuMaHumu Ao rpyaHa 2019 poky 6yno nposefeHO
ROCNIMKEHHA Ha BUMNAR 3[0POBOro HaceneHHs (n = 154), Wob BU3HAUUTK
ouiKyBaHi 3HaueHHA Ana Tect-cuctemmn Anti-SARS-CoV-2 Accubind® ELISA. Ha
OCHOBI jaHVIX 6Y/10 BCTAHOBNEHO HacTynHe 3HaueHHsA Cut-off.

MNipTBeppaKeHa HaABHicTb aHTUTIN o SARS-CoV-2
IgA >10RV

14.0 XAPAKTEPUCTUKN HABOPY

14.1 TouHicTb

TouHicTb BMMIiptOBaHHA TecToBOi cuctemn Anti-SARS-CoV-2  (COVID-19)
AccuBind® ELISA B aHanisi i Mmixk aHanisamu BM3Hayanu 3a 4ONOMOrol0 aHanisis
Ha [ABOX PIi3HWX PIBHAX MYNOBAHWX KOHTPOMbHUX CMpPOBaTOK. KinbKicTb,
cepefHE 3HauYeHHA, CTaHAapTHe BigxuneHHA (o) Ta KoediuieHT Bapiauii gna
KOKHOI 3 LIX KOHTPOJSbHUX CMPOBATOK NPEeACTaBNEHi HUKYE.

TABNNLA 1
TouHicTb B aHani3i (3HaueHHA B RV)

3pasok N X 1) C\V., %
HeraTtnBHUi 20 1.39 0.09 6.66%
IpaHnyHMIA 20 10.52 0.41 3.89%
MNo3utneHMI 20 17.75 0.64 3.63%

TABNINLA 2*

TouHicTb MiX aHanizamm (3HauyeHHA B RV)

3pasok N X 1) CV., %
HeraTtnBHUi 16 1.39 0.14 9.73%
paHnyHUN 16 10.00 0.24 2.44%
Mo3utneHm 16 17.61 1.09 6.18%

*OTPUMAHO Y BOCbMY eKCNeprMEHTax y ABOX NPUMiPHUKaX.

14.2 Yytnusictb

YyTnueictb TectoBoi cuctemmn Anti-SARS-CoV-2 (COVID-19) AccuBind® ELISA
6yna BM3HAUeHa LWNAXOM TeCTyBaHHA 3pa3kiB Bif 30 MauieHTiB, AKi paHile
Manu no3uTmBHUI pesynbtaTt Ha SARS-CoV-2 3a gonomoroto RT-PCR. 3pa3kn
nauieHTiB OTPUMYyBanM 3 TPbOX Pi3HMX GaHKiB KpoBi. 26* i3 30 nauieHTiB
OTPUManV NO3UTUBHUI Pe3ynbTaT, WO CBifYWUTb MPO Te, WO YyTAMBICTb TeCTy
CTaHOBUTb NPUHANMHI 86.6% IcTnHHO-To3uTNBHOrO MOKa3HMKa.

*OcKinbkn aHTWTING IgA 3 YacoM 3MEeHLLYIOTbCA, MOXINBO, AeAKi NauieHTN He
6ynn fOCTaTHbO PaHo 3aAifHi ANA BUABNEHHA aHTUTIN IgA.

14.3 locToBipHicTb

TectoBa cuctema Anti-SARS-CoV-2 (COVID-19) AccuBind® ELISA 6yna
BMKOPUCTaHa pANA TecTyBaHHA 3paskiB, OTpUMaHMX Bif 23 nauieHTiB 3
NocniAoOBHUMM iHTepBanamu, AKi mann no3ntusHi Tectn, MNJP Ta IgA, Ha SARS-
CoV-2. [laHi HaBeaeHi B Tabnuui 3 HXKYe.
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TABNINLUA 3

MNpomixokuacy* | N | IgA No3utneHun | MosutnsBHUII KoedilieHT
0-3 gHi 25 13 52.0%
4-7 pHiB 17 12 70.6%
8-13 gHiB 6 6 100%
14-29 gHiB 10 9 90.0%

*3a3HayeHnn YacoBWIA iHTepBan BKa3aHUM Yy [AHAX Nicna  neplioro
BiABiAyBaHHA NikapHi i He BKa3ye Ha AaTy NOABY CUMMTOMIB.

14.4 CneyndiyHicTb

> 150 pi3HWX 3pa3KiB NaLieHTiB, BigibpaHux go rpyaHA 2019 poky, aHanisyBanu
ONA BM3HAYEHHA MOLMPEHOCTI MOMUKOBO MO3UTMBHUX pe3ynbTaTtiB. He
BVAABMIEHO MOMMWJIKOBO MO3WUTMBHUX 3pasKiB, WO CBiAYMTb MpPO Te, WO TecT-
cuctema Anti-SARS-CoV-2 (COVID-19) IgA AccuBind® ELISA mae 100%

cneundiyHicTb.
Monobind, Inc.
100 North Pointe Drive
Lake Forest, CA 92630

Tel: 949.951.2665 Fax: 949.951.3539 www.monobind.com
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