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MHHHACTDBP HA 3/IPABECIIA3ZBAHETO,

I, CBETA HEJXEJIS1
COPHA

CTAHOBHIIE

Ot nou. 1-p Muiena Benusaposa, oM
'nasen xoopaunatop va Excrepren cppeT no ximunuHa naBoparopus,
[peacenaren na Baarapckoro ApyxecTBO N0 KIHHHYHA naboparopus (BIKI),

Ornocno: Bannanpany MeToan 3a KonmyecTBeHo onpenessite, pepepenTHA CTOMHOCTH,
MHTEDPEPEHLMH 1 3HATCHHE HA aRTHTE A cpemy SARS-CoV-2.

YBAXKAEMH N'OCIIOAUH MUHHUCTDLP,

SARS-CoV-2 e Geraxoponasupyc, koiito TPHHHHABA OCTPO PECIIHPATOpHO 3a00asBaHe
(Kopouasupycro  3abonssane-2019, COVID-19). KopoHAaBHPYCHT MMA YETHpH OCHOBHH
CTRYKTYPHU NPOTEREH. wimyecr (spike, S), memOparex (membrane, M), npoteus Ha BHpYCHATA
obsuBka (envelope, E) u uykncoxancunen (nucleocapsid, N) nporens. Ot Tax spike (S) u
nucleocapsid (N} ca nadi-cunno umynorenss, [o-cneuuanso, S-NPOTEHHET € OCHOBEH 3aHTeH
aHTHIeH, KOWTO TPENMIBHKBA YCH/ICH CHHTES HA MPOTEMH HCYTpaM3Kpainy anrurena (nAbs) u
HIpac CchllecTseta poiti Bh8 BHPYCHOTO IPUKPENBAHE, CIIMBAHE, HABIH3AHE U PA3NPOCTPAHEHHE.
S-aoporemnnT BiMOYBA N-TepMmunanna S cyOenuHuia, OTrOBOpHA 32 CBBP3BAHETO Ha
BUPYCHUA peuerrrop u C-repmunansa S2 cyBennuuua, OTrOBOPHE 34 HABAWIAHETO HA BHPYCa B
rnetkata. S1 cyGeannnnara nma N-TepMunanen noMein (NTD) n penerrrop-cewbp3pai aomeiin
(RBD), xato RBD ampexrtno ce CBBP3BA € YOBCILIRMA AHIHOTEH3UH-KOHBEPTHPALL €H3HUM 2
(hACE2) penenrropu b Memfipanara na KJIETKATA~FOCTOMPHEMHEHK.

Hywkneoxancuaaust nporean N obpasyea xomrexcn ¢ Bapycka PHK wu yuactsa B
TPRHCKPUIMMATA U peruTHkanugTa Ha supycsa PHK, criofasaneto na reHoma, xancynnpa{i BLB
BUPHOHY, H HHXHOMPA NPOUCCHTE Ha KNeTHUHUS LUKBI HA KIETKUTE TOCTOTIPHEMHHLLH.

Iipu nxdexuns cuec SARS-CoV-2 opraHaMsT Ch3aBa CIOKeH HMYHEH OTIOBOp CpEwy BHpPYCa,
KOHTO BK/IOUBA NMPOHIBOACTBOTO Ha CheUH(UYHM aHTHTENA CpeIy BHPYCHH AHTHIEHH, KaTO
munuecTHs (spike) mporenn (S) u vykneokancuna (N), KOHTO €3 OCHOBHUTE AHTUIEHY.

HeyTpanusupamure anmtarena (nAbs) NMPEAOTBPATABAT HHPEKTHPAHETO HA KACTKHTE upe3
HEYTpanH3NpaHe Il HHXUOUpPaKe Ha BUONIOIHIKOTO ASHCTBYE Ha BHDPYCHHS areHT. SARS-CoV-




2 nAbs HMaT CHITHO HeyTPATH3NpPAmO AeiicTBue cpemwy RBD 5 S1 cybeaununara, kato npesar
Ha CBep3sanero Ha RBD kuM petienropa ACE2. TOWHO Te3n aHTHTENa ¢ CHHTEIHPaT B
OpraHsMa ClIEX BAKCHHA U 33Cera MMaT HaN-TONIMO 3HAYECHAE 33 CHCTONHHETO HA M3IPANEHUA
HMYHHATET.

NAbS cpeuly HYKNEOKANCHIMMS @HTHIEH KOPETHPAT ChC CTENEHTA H2 MPOTeKTHBHHA HMYHEH
OTTIOBOP LIPH HHAMBKAH, KOHTO ca npeboneaysanu COVID-19.

1. Meroau 3a onpeaesinne Ha auvurena cpemy SARS-CoV-2
Hlo momenTa noseueTo TeCcTOBE €A NPeMHHARE NPOLEAYPR 33 CNEMHA OTOPHIALMH,
onobpenn ca ot FDA, Ho mopaau aunmcara Ha A0CTATBLYBO EpeMe, HE C2 BAANAHPAHH OT
FDA (To3u npomec € ABUIBI K HIHCKBA PECYPCH OT BCAKAKBO CCTECTBO, € KORTO CErat He
pasnonarame),

l.1.Bbp3ure recrose 3a agoxassawe na IghM/IgG amrurena cpemy COVID-19 ca
KauecTBeHH HMYHOXPOMATOTPAICKH TECTOBE 33 I0Ka3BAaHE HAa AHTHTENA OT knacose 1IgM
u IgG, xouTO MMAT Hai-BMOOKA WYBCTBHTENHOCT M CREUMOHYHOCT ¥ 3a [BATA BUAA
@HTHTENA BB BPEMEBUA UHTEPBAN 14-19 xun oT mossara Ha cumnTomure. Pesynrarst ce
U3pa3’sBa KaTo "NONOXHTENEH" waM ° orpuuatencH”. HenocTarsk Ha TO3M BYA ananus ¢
CYOSKTHBHOTO OTYMTAHE H4 PESYATATA M [O-HKCKATA YYBCTBMTENHOCT, HO BCE OINE
HAMHMPAT NPHIONEHHE,

L.2.Tecrosere 32 pokaeane Ha aHTHTena cpemy COVID-19 ¢ XemuiymMuHeCHEHTEH
meron (CLIA) ca noaxomsmm 33 OTKpMBaHE HAa ANTHTEN2 OT BCHWKM KRAcOBe
umyrorsobyannu, sgmounTento IgG cpeuty ByKaeokancnIuus anTHren. [IpHIoKHMY
€a NpH BCHYKH CAYYAH, KOramO MMa ceMmuenue 32 apexapana COVID-19 underuns,
KaTO OMBABAILE AHATHOCTHKE KbM PCR mHarHoCTukaTa npu Aokassane u npocieassase
Ha naumedTy ¢ COVID-19 undexuna, opu cumnromi, cuMmuumrersmn 3a COVID-19
wtexus ¢ JaBrocT OT noHe 10 axu, Ho otpunatened PCR w/uin autareren Tect

1.3.KonsaecTennTe Tectone 3a A0€a3BaHe HA HEYTPAAHIMPAINM AHTHTEAa Cpeuly
wanaecTus (spike) npoTewu onpeseasT xosMuecTsoTe Ha IgG amTMTena cpeiny
auTdrena Ha S1 penenrtop-cebpsmamus AoMeiin Ha Spike nporemwa (umnuectns
nporentn) Ha SARS CoV-2. Tesu Tecrose NO3BONABAT KOAWMECTBEHA OLEHKA Ha
XYMOPAanHHA UMYHEH OTrOBOP HA OPraHH3M2 CJ1eA BAKCHHA, KAKTO M NPOCHEARBAHETO
My B IMHamuka. HusoTo um e noeuweno w Opu mauuenty, npeboiexybasm oT
COVID-19.

1L.4.SARS-COV-2 IgM auruTesara ca CBUAETEICTBO 338 paHHA MADEKUHS ¢ KOPOHABHPYC
Hossata um Moxe na Gbaie yeTaHOBEHA CPEAHO HE no-paHo OT 10 guu caen 3apassiBaHe.
He ce npenopbysa #3MoN3B2HETO HM KATO EAHHCTBEHO M3CAEABAHE 34 NHATHOCTHIIpAHE
WITH H3KAIOYBANE HA HHDEKUSTS




Jexaapupanata OT NPOB3BOAHTENHTE HA TCCTOBE AHANHOCTHYHA YYBCTBHTEAHOCT H
crenuINOCT 33BNCH OT H3NoN3Basua meToA. Criopex xpurepuure ua C30, usnomsanure
AHATMTUMHU METONH Tpalaa na umar 95-97% uyscrasurennocr n 98-99% cnenuduunocr.

IprnaraM HAKOM CTOHHOCTH, CAMO XATO NPHMED.

LIAISON SARS-CoV-2 TrimericS IgG. uyBcTeHTenHoCT 96.5%, cneundusmocT
99.5%:

SARS-CoV-2 S-RBD IgG, MAGLUMI, SNIBE: uyecrenreasoct 100%,
cnernduurocT 99 6% citen 15-ae1 07 RAMANOTO HA CHMITTOMHTE.

Anti- SARS CoV-2 total (CLIA wmeron), Cobas 6000, Roche Diagnostics
ceunpuanocr 99.8%, xarto cOopsMO  APYrH  KOPOHaBMPYCH JCKIIADHPAHATa
cneunbuunocr e 100%, kaxTo M CrOpAMO [aHesl OT BAaf-96CTH  NPOCTYAHH
uhdexuosHy npusHHuTed € 100%. Tosn TecT He e KOMHYECTBEH, HO € TOAXOANIN
38 JnokasBare Ha npefoneayeaHe, 3aWOTO  ACTEXTHPAa  aHTHTENa  cpeuly
HYK/ICOKANICHIEH AHTHIEH. '
Anti S1 RBD SARS CoV-2 IgG, Atellica IM, Siemens (CLIA meron)- xommuecTBeH
TECT, xapmonmzupan copsamo (30 craamapt ¢ daxrop 21,8 32 npespbinawe
ot AU/ml 8 BAU/mi, Cren 15-tu ner oT Hagano Ha Hadexuysra AcwiapupaHara
HyBCTBUTENHOCT Ha Tecta € 93.58% w aexmapupana coeunduunocr 99.9 % B
CPaBHHTEIHH TNPOYUBAHHA, NPOBENCHY OT NPOHIBOAHTENA, € ONPEReacHO, 4e
xoHuenTpawks Ha Anti 81 RBD SARS CoV-2 IgG > 7.0 AU/ml xopenupa 8 99.9% ¢
HANMYHME HE BUPYC-HEYTPANMIHPALH AHTHTENA ¢ uaxubpara cuna Han 50%.
SARS-CoV-2 1gG M wmeroa (Access, BECKMAN-COULTER -~ USA)-
XEMHIAYMAHECUCHTEH WUMYHOAHANM3 © HAPAMAarHHTHH YACTHIM, NPEIHasHAYMeH 33
NOMYKOAXHECTBeHO OTKpHBane Ha IgG antiTena cpemy SARS-CoV-2

AdviseDx SARS-CoV-2 1gG 11 (ARCHITECT, ABBOTT DIAGNOSTCS), CMIA
METO- 323 fI0JVKOMMMecTBeHO onpeaensne va Anti S1 RBD SARS CoV-2{gG
Cnpasxa B European Centre for Disease Prevention and Control
{www.ecdc europa.eu) u Joint Research Centre (JRC) noxassa, ue ca MamWMHU U Ce
winonzsar 8 EUJ 469 toprosxu kura cec CE Mapka

C nen xapmonuzaunn Ha pesyararure 32 SARS-CoV-2 IgGc  ce npenopsuna
NPEH3SHCAABANE HA CTOHHOCTHTE € noMomTa HA KoeuUHeHTH (Cnopea BHAA HA
HINOA3BABATR aHANATHYHA naaTrdgopma) B BAU/ml exmmmmnt.

2. Hma nmu MMHMMANCH 3AIIRTEH THTHP HA aHTHTENA, apeanassam ot 3afoaasane o7
SARS-CoV-2?

KM MOMEHTZ BCE OWe HIMa NPENOPBLKU 32 KOHUEHTPAUMA HA BHPYC HEYTPANH3IMPAIH
aHTHTeNa, HAl KOATO 43 Ce npHeMe Hajluuue Ha CHIypHa 3amura. Baxno € ma ce yTouHH, ue
HOpaaM AMNCATa HA MEKIAYHAPOIHM CTaHOADPTH BCAKA KOMTAHUA-TIPOM3BORMTEN HA TaKbB
AWArHOCTHHEH TECT, H3MOA3BA BBHTPOUIHM CTABNAPTH M TOBA IPABH DPE3YATATHTE, TIOAYYEHM C
PAHMMHW aHAMTHHSHK TURTGOpMH, HECpaBHUMM TIOMEXIXY CH. 32T0Ba 3a DPOCREAABaHE HA




KOHUEHTPAWGITA HA BHDYC-HEYTPANHIMPAINY AHTHTENR BbB BPEMETO tpabsa na ce manomea
CAMH H CDIL MCTOA, Ha €IMH NPOR3BOANTEN HA QUAIHOCTHYEH KHT,

Bce owe nama nayanu nanuu i 32 ToBa KOAKO ABIrO AHTHTEIATA OCHIYDABAT 3aiuTa. ToBa
€ NPOABIKATENEH Mpouec Ha HaBMOREHNE ¢ NepPHOIMYHO MOHHTOPUPAHE HA HUBATE Ha
AHTUTENATA B KOPENALHA C €BEHTYANHOTO HANHMME HA CHMITOMH Ha UHDEKLWA
CripaBka no Temata B caiita na FDA (EUA Authorized Serology Test Performance) nokassa, we
PE3YJTATHTE OT TE3U TECTOBE

® HECIeRBA A3 C& MUTEPNPETHPAT KATO CTENEH HA UMYHUTET ANH JAIINTA OT HHPEeKLHA,

® HE CAeKBa 1A €& DCHOBA 34 AMarHosa, 3a M3KuroYsane Ha OCTpa HH(I}GKHH}{ HIEH RCYCHHE
Ha NaHCHTH

® HECICNBA MA Ce M3MOJMABAT 33 HOKAIBAHE Ha MOCTBAKCHHANCH HMYHUTET
Hspwano ce nonveprasa, ue FDA e HAFPABHAR AOCTBIHM TE3H TECTOBE (10 BPOTOKON 32
cnewno ogobpense M ue Tesu IVD Tecrose morat ma ce m3noasear 3a NOXIIOMAraRe Ha
AHACHOIATA HA TeKymA HAH mnpeasinna  HadeKuns  cbe SARS-CoV-2, xaro

HACHTHQHUKDAT HUAMBUANTE ¢ ANANTHBEH HMYyHeH OTTOBOP KBM BHPYC, KoOHTO
apaaunasa COVID-19,

3. Pedepentun rpaunan
pu w3cneasane na SARS CoV-2 IgG awrwrena, uama ne¢umupann pedeperrim TPAHHLH.
Buaezenn ca yenosau cut-off crofsocty, kowro PasrpaHAYABAT OTPHUATENEH PE3yNTAT (Mnca
HA AHTHTENA) ¥ NOACKUTENICH PEIYATAT (HATUuHE Ha aHTHTEN]).
3a unvon anamwrwann naatdopmu, cut-off croitHocry ca:

DiaSorin 33 8 BAU/m/

Roche 0823 BAU/m!

Snibe' 4.33 BAU/ml

Abbot. 7 1 BAU/ml

Mindray: 12.16 BAU/ml

Thermo Fisher 28 BAU/mI(28-40 borderline)

Euroimmun (ELISA)25 6 BAU/ml (25.6-35.2 borderline)
Pesyarari wan Temu cut-off croitnoeTH ce OTHHTAT KATO JIOACKHTENHA" B CMBLCHJ HA
HAJBHITABAHE HA HAH-HHCKATR TO9KA HA OTYMTANE, HO B HHKAKHS cIysail He Kopeanpar
Ch¢ CTENMEHATA HA 3aiATA.

4. Wurepdepenuns na pesyrrarure

Hurephepenunara 3aicu oT Buna Ma Meroga BuismoxHo e Honyyasaxe Ha tanuuso
NOROXHTEIHN pesyiTaTy 33 onApeaensHe Ha SARS-CoV-2-aprurena TIDH PEBMATONOIMHYHH,
HAKOM CHCTeMHN 3a00nsBaHus ¥ cnen npebonenysane or padany BHPYCHM 3abonssaHus
{naparpur).

S. YecToTa HA M3CEABAHMATA 22 bfipefieasHe HA aHTHTeaa cpemty SARS-CoV-2,




HaMa JOCTOBEPHH HAYYHY RAHHH.

FDA aepuumnpa nesn3MOKHOCT Aa ce TpeacKawe KOJAKO AbATO aHTUTENATA lme ce
ACTEKTHDAT IPH NOJIOKUTEIHATE HHAABHIH, KAKTO # Y€ € HEW3IBECTHO KbM MOMEHTR 2Ny Te
ROKA3BAT HPOTEKTHBEH HMYHHTET,

Jaxawyenne:

1.

C ysaxenue: j :

Ha fasata ma ropemiowenure Qaktn cuHrame, de MICICABANETO HA ANTHTEIA
cpemty SARS-CoV-2 or knac IgG moxe aa novespan shpeboaeaysane” (n anara
Tina IgG, Ho No-cnenwanno ANTHTeAATA cpemy nucleocapsid (N) nporeuna).
HanoasanuTe ananuTHynm Meromm TpaGBA A2 OTrOBADPAT HA MUHHMAIHHTE
kpurepun na C30 3a 95-97% ayscrsureanoct n 98-99% cnenuduunoct.

Bee omte nama A0¢TATHYHO HayunH Ramuu 32 KOpeJauns Mexkay ¥ueara na SARS-
CoV-2 IgG n cnaara na nporexrusAns uM edekT, KAKTO H 32 TAXHATA AHHAMMKA
BbB BPEMETO,

Npusosasame koaerkTe A2 U3PA3RABAT PEIYATATHTE B Xapmonwsnpannte BAU/mi
CAHHHLA

lipenopuusame Aa ce IO3BAT METOMN I ABTOMATHYHH AHANLIATOPH C TpeaoCcTaBEeH
0T IIPOM3IBOHTEIR KoedHIeHT 3a xapmonnsanua KeM BAU exnnnann,
HacwpuaBame kosernte aa TPEROPLUBAT MHHEMAAEH HMYHEH npar or 130
BAU/ml, uesabucuvo or mocouenmre 0T npouzsoamveamre cut-off CTOMMOCTH
(npeanoaara ce, e NpHu TEIN CTONROCTR BeYe M2 HAASRICH HMYHEH 0TTOBOP).
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