BIOMERIEUX

REF| 423834
VIDAS® SARS-COV-2 IgG (9COG)

Habop peareHToB «VIDAS SARS-COV-2 IgG (9COG)» Ans KayecTBEHHOro onpeAeneHns ummyHornobynuHos knacca G (IgG) k wrammy
SARS-CoV-2 kopoHaBuMpyca B CbIBOPOTKE WUNN Nia3me KpoBW YernoBeka MeToA0M MMMYHO(EPMEHTHOrO hriyopeCcLIeHTHOro
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aHanusa Ha aHanusartopax MMmyHornorndeckux cemenctea VIDAS (nanee no tekcty Habop VIDAS SARS-COV-2 IgG, IVD
VIDAS SARS-COV-2 IgG, VIDAS 9COG, 9COG).
HA3HAYEHUE

Habop VIDAS SARS-COV-2 IgG (9COG) npegHasHayeH Ansi KA4eCTBEHHOro aBTOMATU3NPOBAHHOTO ONpeaeneHus
nmmyHornobynuna G (IgG), cneunduyHoro ans SARS-CoV-2, B CbIBOPOTKE UK Nia3me KpoBY YenoBeka (NMTui-
renapuH) MeTogom UMMMyHodepMeHTHoro cpriyopecueHTHoro aHanusa (Enzyme Linked Fluorescent Assay, ELFA) ¢
MOMOLLIbIO aHanM3aTopoB MMMyHonornyeckmx cemerictea VIDAS.

OTOT aHanu3 npegHasHayeH Ans UCNonb30BaHWS B Ka4eCcTBe BCMOMOraTenbHOro cpeacTea Ans AMarHoCTUKN N, KOTopble
Mornu 6biTe NOABEPXKEHbI BO3AENCTBUIO BUpYCa ¥ Obinn MHMMLMPOBaHLI, @ Takke AN onpegeneHns cneumguyeckoro
uMMyHHoro oteeTa aHTuTen IgG k SARS-CoV-2.

KPATKOE ONUCAHUE

HoBbI KOPOHaABMPYC, BbI3bIBAOLLUIA OCTPLIN pecnmpaTopHbIi guctpecc cuHapom (SARS-CoV-2), — 370 HOBbIN
Betacoronavirus, obHapyxeHHbIi B Kutae B aekabpe 2019 roga v Bbi3BaBLUMIA MEXAYHAPOLHYO BCMbILLKY

pecnupaTopHoro 3aboneBaHusi, Ha3bIBAEMOro MHGEKLMEN, BbI3BAHHOM HOBbIM KOpoHaBupycoMm SARS-CoV-2. bonesHb MoXeT
npoTekaTb kak B oopMe caMoKynupytoLlerocsi 3aboneBaHus AblxaTernbHbIX NyTEW NErKoro TeYEHUst, Tak U B TSHKeNow opme,
OCMNOXHEHUSA KOTOPOWM MOTYT BKINOYaTh TAXKENY NPOrpecCcupyoLLyo NHEBMOHMIO, NONMOPraHHy0 HeJOCTaTOYHOCTb

1 cmepTb. !

Ceponoruyeckme nccrnenoBaHuns, MO3BOSISIOLME BbISIBUTL B KPOBM crieLuduryeckne MMMyHOrnoOynmHbl, SBASIOTCS eLle OAHUM
NoAxo40M ANS BbISIBNIEHWS NUL, KOHTAKTUPOBaBLUMX ¢ BO3OyauTenem SARS-CoV-2, B JONOMHEHNE K M3MEPEHNIO BUPYCHOM
Harpyaku (Hanpumep, MNLP) B o6pasuax 13 AbixaTenbHbIX nyTei.?

OerictBuTensbHO, y 6onbumnHeTBa nauueHToB ¢ COVID-19 B TeyeHue gecsATn AHEN OT MOMEHTa NPOoSsIBIEHWS CUMNTOMOB UNn
nosxe Habnogancs MMyHHbIN oTeeT.3 OH xapakTepusyeTcs paHHUM NOBbILLEHeM UMMYyHOrnobynuHos Tuna M (IgM), nocne
Yero cneaoBano MoBsbILLEeHe MMMYHOrMobynuHos Tuna G (IgG).4

Kpome Toro, peakuusi CbIBOPOTOYHOI HeTpanusaumm 1 KynsTYBMPOBaHWE BUpYca NPOAEeMOHCTPUPOBAnu NpucyTcTBue
HeWTpanu3ayLLMX aHTUTES, YTO KoppenupoBarso ¢ npucytcteueM IgG, pacnosHatowero Spike-6enku n 6enku Hykneokancuaa
SARS-CoV-2.5

nPUHLUMN
B ocHOBe 3TOro aHanMTMYECKOro MeToAa NEeXUT coveTaHme 2-CTyneH4YaToro MMMYHOEPMEHTHOrO aHanusa Tuna
«C3HABUY» C hMHAnNbHLIM IyopecLeHTHbIM AeTekTupoBaHuem (ELFA).

OpHopasoBsbIn HakoHeuyHWK SPR (HocuTens TBepaon dasbl) paboTaeT ogHOBPEMEHHO Kak TBepAasa dasa v Kak nuneTupytoLlee

yCcTponcTBO. PeareHTbl, Heo6xoamMMble AN aHanu3a, roToBbl K MCMOMb30BaHUIO U HAXOOSATCS B 3anevaTaHHbIX O4HOPAa30BbIX
cTpunax.

Bce aTanbl aHanu3a BbINOMHATCA I'IpVI60pOM aBToMaTtuyeckun. PeakunoHHasi cmecb LUMPKynnpyeT B HAKOHEYHUKe SPR
HeCKOJ1bKO pas.

Mocne atana pa3BeaeHns obpasua nmmyHornodynmH G (IgG) SARS-CoV-2 3axBaTbiBaeTCs peKOMOMHAHTHBIM
aHTureHom SARS-CoV-2, HaHeCeHHbIM Ha BHYTPEHHIO NOBEPXHOCTb CTEHKM HakoHeYHuka SPR. HecBsizaHHbIE KOMMOHEHTbI
yAansitoTCsA Ha aTanax OTMbIBKU.

Ha BTopom aTane cneundunyeckum mMeTogom 06Hapy>KEHVI$| |gG ABNAETCA UCMNOoJIb30BaHNE aHTUTeNna K |gG YyenoBeka,
MEYEHHOrO LLenoYHon dhocdaTason. HecBaA3aHHbIE KOMMOHEHTbI yoanaTCca Ha 3Tanax OTMbIBKWU.

Ha 3akntountensHoM aTane onpepenennsi cybctpat (4-metnn-ymbennudepmn gocdat) LMpKynmpyeT B HakOHeYHUKax SPR.
Mpu aTOM hbepMeHT, coaepKaLlmincsa B KOHbIOraTe, KatanusupyeT ruaponua cyberpaTa ¢ obpasoBaHvem riyopecLmpyoLero
npoaykra (4-metTun-ymbennudgepoHa), pnyopecueHums KOTOporo uaMepseTcs Npy AJIMHE BOJHBI

450 HM.

WHTeHCMBHOCTB (hnyopecLeHLmMn NponopLyoHanbHa YPOBHIO aHTUTeN B obpasLe.

Mo okoH4YaHUM aHannsa I'Ipl/l60p aBTOMaTUYECKN paccyUTbIBaeT pe3ynbraTbl NO CTaHOAPTY S1, COXpaHeHHOMY B ero
namMaTn, 1 nonyvyaeT TeCToBoe 3Ha4YeHue.

Mocne aToro pesynsraTbl MOryT BbITh pacnevyaTaHb!.
COCTAB HABOPA (60 TECTOB)

Ctpunbi@ (9COG) STR FOTOBbI K UCMOMb30BAHUIO.
60 wTyK
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HakoHeuHukn SPR SPR [OTOBbI K NICNONb30BAHUIO.
(9COG) Ha BHYTpeHH10l0 MOBEPXHOCTL HakoHeYHnka SPR (HocuTenb TBepaomn
(2yn. x 30 wr.) asbl) HaHeceH peKoMOMHaHTHbIV aHTureH SARS-CoV-2.
S1 ['OTOB K MCMOMNBb30BaHMIO.
CTaHgapT - (6) Bydbep, cogepxalyuin rymaHM3npoBaHHOE PEKOMOUHAHTHOE aHTUTENo
Kgggé)OBqub'” knacca IgG k SARS-CoV-2 + ctabunusartop XMBOTHOIO NPOUCXOXAEHUSA +
( ) KOHCEpPBaHTbI.
X
1 (bJ'IaKOH 0.5 mn [onycTumblin Anana3oH B AaHHbIx MLE ykasaH B pasgene «Relative Fluorescence Value» (OTHocu-
(xnakmn) TerbHas BenuumHa dnyopecueHLmm) («Standard (S1) RFV Range» ([OnanasoH RFV ctanaapta S1)).
KoHTponb C1 [OTOB K MCNONB30BaHMIO.
nonoxutensHbIni®)

Bydep, coaepxalyuii rymaHm3anpoBaHHoOe peKkOMBMHaAHTHOe aHTUTENo

1‘2&2& % 0.5 Mn knacca IgG k SARS-CoV-2 + ctabunusartop XMBOTHOIO NPOUCXOXAEHUSA +
’ KOHCEPBaHTbI.
(runakmit) B gaHHbIx MLE yka3aH gonycTumblin avanasoH B Buae nHaekca («Control C1 (+) Test
Value Range» («[luanasoH TECTOBbIX 3HAYEHWI AN NOMNOXUTENBHOTO KOHTPOns C1»)).
KoHTponb Cc2 [oTOB K MCNOMb30BaHMIO.
oTpuuaTenbHbIN(®G)

Bydbep + cTabunmsatop XMBOTHOTO MPOUCXOXKAEHUS + KOHCEPBaHTLI.

B gaHHbix MLE ykasaH gonyctumbii gnanasoH B Buae nHgekca («Control C2

X o
1 cpnakor x 0,5 mn Test Value Range» («[InanasoH TecToBbIX 3Ha4YE€HUN AN KOHTpons C2»)).

(Knakmn)

CI'IeLI,VIqI)VIKaLI,VIVI C OCHOBHbIMW J@HHbIMU 3aBOOCKMX YCTAHOBOK AJ14 Ka]'lVI6pOBKVI aHanmsa: WTpux-Ko4 ¢ gaHHbimn MLE
(BBO,EI, AaHHbIX I'IapTVIVI) Hane4vyataH Ha 3TUKETKEe YyNMaKOBKWN.

1 MHCTPYKLMA NO NPUMEHEHUIO, KOTOPYHO MOXHO 3arpy3nTb ¢ canta www.biomerieux.com/techlib

(@ OMACHO ' NPEAYNPEXAEHUE : EUH208 / H317 / H318 / P261 / P280 / P302 + P352 / P305 +

P351 + P338

© NPEQYNPEXOEHMUE EUH208 / H317 / P261 / P280 / P302 + P352

O6o3HayeHne onacHocTu
+ EUH208: Copgepxut 2-meTun-4-n3otnasonmH-3-oH rugpoxnopua. MoxeT Bbi3blBaTb annepruyeckyto peakumio.

* H317: Mpn KOHTaKTE C KOXEN MOXET BbI3blBaTb annepruieckyto peakumio.
» H318: MNMpu nonagaHuu B rnasa BbI3bIBAET HeobpaTMMble NOCNeaCTBUS.

Mepbl NpegoCTOPOXHOCTH
* P261: M3beratb BObIxaHus nbinv/gpiMa/rada/TymaHa/napo/asapo3onen.

» P280: lNonb3oBaTtbcA 3aMUTHLIMKU NepYyaTkaMmn/3aLlLMTHOM ogexaon/cpencTsamm 3awmThl rmas/nuua.

« P302 + P352: NP NOMNAOAHNN HA KOXY: NpomMbITe 60nbLUXMM KONMYECTBOM BOAbI C MbIFTOM.

» P305 + P351 + P338: NMPN NOMAOAHNU B IMABA: 0CTOPOXXHO NPOMbITh Ffias3a BOAOW B TEYEHNE HECKOMbKUX
MUHYT. CHATb KOHTaKTHbIE NMMH3bI, €CNY Bbl NOMb3YyETECH MMM U ECINN 3TO NErko caenaTtb. [MpogomknTb NpoMbIBaHNe
rmas.

[ononHuTenbHyo MHGOPMaLMIO CM. B NacrnopTte 6e30nacHoCTu.

HakoHeuyHuk SPR
HakoHeuHnk SPR mapkupoBaH kogom «9COG».

[ocTaHbTe HeobxoaMMoe KonmyecTBO HakoHe4YHMKoB SPR 13 naketa 1 TwaTenbHO CHOBa ero 3akpomnTe.
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CTpun ¢ peakTuBamm

Ctpun cocTonT 13 10 NyHOK, 3anevyaTaHHbIX MapKUpOBaHHOW NOMOCKOM U3 (onbrin. Ha aTukeTke ykasaH LUTpUX-Kog,
cofepXaluuii MHGopMaLMio 0 Kofe aHanuaa, HoMepe napTum Habopa u cpoke rogHocTW. dorbra Hag NepPBOK NMyHKOM
nepdgopupoBaHa ans BHeceHus obpasua. MocrneaHas nyHka Kaxnoro CTpuna ¢ peakTuBamiy SABMsSeTCA KIOBETON Ans
CUUTLIBaAHUA (OIyopUMETPUYECKOro peayrbraTa. JIYHKM B LeHTparnbHOM YacTui CTpuna cogepkat pasninyHble peakTusbl,
HeoGxo4uMble A4S aHanuaa.

OnucaHue ctpuna 9COG
CTpun coaepXuT AMaTaHonamuH 1 HaTpus asua. CM. 0603HaueHnst onacHoCTU «H» 1 Mepbl NpeaoCTOPOXHOCTM «P,
nepeyncneHHsle sbiwe. @

JlyHka PeareHTbl
1 Jlynka gnsa obpasua: BHecuTe 100 MKN cTaHgapTa, KOHTPOns unm obpasua.
2 Pacteoputens ons obpasua: bydep + geTepreHT + cTtabunusartop XMBOTHOMO
NPOUCXOXAEHUS + KOHCEPBAHT.
3-4-5 MpombiBOYHbIN Bydep: Bydep + AeTEPreHT + KOHCEPBAHT.
6 KoHblorat: MOHOKMOHanbHbIe aHTUTEeNna Molwmn k IgG yenoBeka, MeveHble LenoyYHON
docartazon + ctabunmaaTop XKMBOTHOTO NPOUCXOXKAEHNS + KOHCEPBAHT.
7-8 MpombiBOYHbIN Bydep: Bydep + AeTepPreHT + KOHCEPBAHT.
9 MycTtas nyHka
10 KioBeTa Ansi cunTbiBaHUs, cogepxallas cyoctpar: 4-metunymbennudepundocdar

(0,6 Mmornb/n) + KOHCEpPBaHT.

HEOBXOAUMbIE PACXOOHbIE MATEPUATbI U IPYTUE MATEPWUATDI, HE BKINTIOYEHHBLIE B HABOP

OpHopa3soBble NUNETKN U (MM) MUKPOMMUMNETKM HY>XHOTO obbema.

OpHopasoBble nepyaTtky 6es Tanbka.

MonHbIN CIMCOK pacXoAHbIX MaTeEPUAnoB 1 ApyrMx MaTepuaroB ykasaH B pPyKOBOACTBE Nofb30BaTenNsi aHanuaaTopa.
AHanusatopbl uMmyHonornyeckne cemenctea VIDAS: VIDAS, mini VIDAS unu VIDAS 3 (ganee no TekcTy aHanusaTop, npubop).

NPEOOCTEPEXEHUA U MEPbI MPEAOCTOPOXHOCTU

Tonbko ANA ANarHOCTUKM in vitro.

Tonbko AnA npodeccMoHanbLHOro MCNoNb3oBaHUA KBanuULMPoOBaHHLIM NEPCOHANoOM B KIIMHUYECKOMN
na6oparopum.

[aHHbIn Habop He coaepXuUT BeLLEeCTBa YeNoBE4ECKOro NPOUCXOXAEHNS.

[aHHbIN Habop coaepPXMT BELLEeCTBa XUBOTHOTO NpoucxoxaeHus. CepTudurkaT NponcxoxaeHms n/vnm caHuTapHoro
COCTOSIHUSI )KMBOTHBIX HE rapaHTUPYET NOMHOCTLI0 OTCYTCTBMSA TPAHCMUCCUBHBIX NATOreHHbIX areHToB. [oaTomy
pekomeHayeTca obpalarbes ¢ AaHHbIMU MPOAYKTaMM Kak C NoTeHLManbHbIM MCTOYHUKOM MHMpeKLmn, To ecTb C
cobnoaeHem ctaHaapTHbIX Mep 6e3onacHoCTH (He nNpornaTtbiBaTh U HE BAbIXaTb).

He ncnonbayiite HakoHe4YHUKM SPR, ecnn nakeT NoBpexaeH unu oTkneeHa obo3HavyeHHas NyHKTUPOM Haknerka Ha
HakoHe4yHuke SPR.

He ncnonbayiite CTpunsl C BUAMMBIMY NOBPEXAEHNAMM (NoBpexaeHa donbra unm nnacTukosas 4acThb).
3anpeLyaeTcs UCNomnb30BaTb SBHO UCMOPYEHHbIE KOMMOHEHTHI.

He ncnonb3ayiite peakTvBbl NOCNE OKOHYaHUSA CPOKa rogHOCTU, YKa3aHHOIO Ha 3TUKETKE KOPOOKM.

He cmelwunBarite peakTvBbl (M OAHOPa30Bble pacxodHble Matepuansl) U3 pasnuyHbIX NapTUN.

PeareHTbl anga aHanunsos VIDAS 9COG npegHa3HayeHbl TOMbKO 41151 UICMONb30BaHUSA C aHanmM3aTtopamm MMMYHONOrMYeckumMm
cemencrtaa VIDAS.

WcnonbayinTe nepyatku 6e3 Tanbka, MOCKOMNbKY Npy NPOBEAEHNM ONpPeAeneHHbIX TECTOB METOA0M
MMMYHOMEPMEHTHOIO aHanmnsa Tanbk MOXeT CTaTb MPUYUHON MONYyYEHUS HEBEPHbLIX PE3YNbLTaToB.

Peaktnebl Habopa cogepxaTt HaTpWs asunf, KOTOPbIN MOXET BCTyNaTb B peakumio C MeAbI0 UM CBUHLIOM B
BOOOMPOBOAHbLIX TPy6ax n o6pasoBbIBaTh B3pbIBYaTLIE a3unabl MeTannoB. Ecnn xmnakoctun, cogepxalume asung
HaTpWs, CNMBAOTCS B KaHanu3aumio, HeobxoanMo NPoMbIBaTh OTBOA B KaHaNM3auumio BO N3bexaHne HakonneHus.
O3HakoMbTeCh C NPYBEAEHHBLIMU Bbille 0603HaYeHNAMM OnacHOCTU «H» 1 mepamu NPefoCcTOPOXHOCTU «Px».
MponuTble XMAKOCTN HeobXxoAMMO TLATENbHO BbITUPATL Nocne ob6paboTkM XNAKUM MOKOLLMM CPEACTBOM UMK
pacTBopom 6bITOBOro oTbenmeaTens ¢ cogep>XaHmeMm HaTpusi rmnoxrnopuTa B KoHUeHTpauun He meHee 0,5 %.
WHdopmaumio 06 obpaboTke B cnydae NnpornvBOB Ha aHanNM3aTop WUnv B aHanu3aTtope CMOTPUTE B PYKOBOACTBE
noneb3osartens. He aBToknaBmpyiTe pacTBOpbl, CoAepXxalume otbenusarens.

CnepyeT perynspHo NnpoBoanTb 06cnyxunsaHve 1 obessapaxuBaHve aHanusatopa (npoueaypbl NPoMUnakTM4eckoro
obenyxuBaHmsa 1 06CnyxmMBaHUS CO CTOPOHLI NOMb30BaTeNs CM. B PyKOBOACTBE MOMb30BaTens).
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YCNnoBusa XPAHEHUA

» XpaHute Habop npu Temneparype +2 °C/+8 °C.

* He 3amopaxuBaiTe peakTUBbI.

+ XpaHuTe Bce Heucnonb30BaHHbIE peareHTbl Npu Temneparype or +2 go +8 °C.

* Mocne BckpbliTUSi HAOOPa NPoOBepPLTE LIENOCTHOCTb M FEPMETUYHOCTb NAKeTOB C HakoHeYHkamu SPR. He
ncnonb3ynte HakoHeuHnkn SPR, ecnu ynakoska nospexaeHa.

* YT0o6bI COXPaHUTL CTabUNbLHOCTbL HaKOHeYHUKOB SPR, TWaTenbHO 3aKpouTe NakeT ¢ HAKOHeYHUKaMm
¥ BnaronornoTuteniemM nocrie MCnonb3oBaHUsA U BepHUTe BeCb HAabop Ha XxpaHeHue npu Temneparype +2 °C/
+8 °C.

* Npw XpaHeHNn B peKOMEHAOBAHHbIX YCIIOBUSIX BCE KOMMOHEHTbI OyayT COXpaHATb CTabUNbHOCTb [0 UCTEYEHUS
CpoKa rogHoOCTU, yKa3aHHOro Ha 3TUKETKE KOPOOKW.

OBPA3LDbI

Tun ob6pas3ua 1 cnocob c6opa
CbIBOpOTKa unv nnasma KpoBu Yernoseka (nMTui-renapuH)

MpumeyaHue: Pe3yanaTb|, nony4yeHHble C UCnornb3oBaHNEM ﬂpO6MpOK Ana B3ATUA KPOBU OT pa3finyHbIX
npounssoguTenen, MOryT OTnnM4aTbCA B 3aBUCUMOCTU OT UCMOSb30BaHHbIX MaTepuarnos U nobaBok. HekoTopeble I'Ip06I/IpKVI
MOryT coaepXxaTb BelecCTBa, KOTOpble MOryT NOBMUATbL Ha pe3ylbraTbl MCnbITaHWUNA.

Tunbl Npo6GMpoK, NpolweaLne Banuaauuio
 nnacTukosas Npobupka ¢ NUTUR-renapuHoOM;

¢ nnacTtukoBasd r|p06MpKa C aKTMBaTOpPOM CBEepPTbIBaHUA,

MpoBepky ucnonb3dyembix Npobupok Ans obpasLoB onpeaeneHHoro TMna gomkHa nposoanTb nabopatopus. MNpu
NCMONb30BaHUN crnefynTe pekoMeHaaunmsaMm Npon3BoamTens.

MogroroBka o6pasuoB
DencTeytowas Bepcna gokymenta WHO/DIL/LAB/99.1 conepuT pekoMeHaaLmm, Kacatowmecs NoAroToekn obpasuos. &

Mpu ncnonb3oBaHMM NPobKpok AnA 06pa3LoB cregynTe pekoMeHgaumMsam N3roToBUTENs NPobupok.

lMpeaHanuTyecknn aTtan, BKIOYAOLWNIA NOArOTOBKY 06pa3LoB KPOBU, SBMASIETCS OYE€Hb BaXKHbIM LLIAroM npu npoBeaeHnn
MeaULUMHCKUX aHann3oB. B cooTBeTcTBUM ¢ TpeboBaHUAMN Hagnexallen nabopaTtopHON NpakTUKKU, OTBETCTBEHHOCTb 3a
npoBeaeHne 3TOro aTana MNexuT Ha pykosogutene nabopatopuu.

HepocTaTtouHoe BpeMsi pOpMUPOBaHUS CryCTKa MOXKET NPUBECTU K 06pa3oBaHnio ubprHa ¢ MUKPOCTYCTKaMu, KOTopble
He BUAHbI HEBOOPYXKEHHbIM Ma3oM. B npucyTcTBUM onbpuHa, 3pMTPOLIMTOB UMW B3BELLEHHbIX YacTUL, MOTYT BbiTh
nosny4yeHbl OLWNBOYHbIE pe3ynbTaThl.

O6pasupl, cogepxalume dubpuH / CTPOMY 3pUTPOLIMTOB CreayeT LeHTpudyrnpoBaTb nepes uccreqoBaHueM.
Mpu pabote ¢ o6pasuamm CbIBOPOTKM Nepes LeHTpudyrnpoBaHmemM Heobxoammo yoeamTbCca B TOM, YTO CryCTOK

CchopMMPOBaH MOMHOCTLI. B HekoTOpbIX 06pasLuax, 0COGEHHO OT NaUMEeHTOB, NONy4aLWUX aHTUKOAryNAHTHYO UNn
TpoMBonNuTUYECKyto Tepanmio, OPMMPOBaHUE CrycTka MOXeT ObiTb 6onee AnuTenbHbIM.

MoarotroBka 3aMOpoOXeHHbIX 06pa3LoB

Mocne pasmopaxunBaHusa 1 Ao nccnegoBaHnsa obpasubl HeobxoanMo nepemeluats. MNepemeluarite ¢ NOMOLLbIO
BMXPEBOW MeLlarnku Tuna Boptekc. MNpu HeobxoauMocTy nepes NpoBeAeHNEM aHannsa MOXHO O4UCTUTL obpasLibl OT
npumecen nytem ueHTpudyruposanust (20 muHyT npun 2000 g nnm 10 munyT npu 3900 g).

CtabunbHocTb o6pasua

O6pasubl MOXHO XpaHWUTb B 3aKpbITbIX MEPBUYHBIX Npobupkax npu Temnepatype +18 °C/+25 °C go 6 4acos unu npu
Temnepartype ot +2 °C/+8 °C B Te4yeHne OByx AHeN nocne anvksotmposaHus. Mpu HeobxoammocTn 6onee ANUTENLHOIO
XpaHeHUsi CbIBOPOTKY Uy Nnasmy KpoBM criedyeT 3amopaxueaTe npu temneparype -19 °C/-31 °C.

OT1un 06pasubl MOryT XpaHUTbCA B TedeHue 12 mecsaues npu Temnepatype -19 °C/-31 °C, ¢ npoBeaeHuem He 6onee Tpex
LUMKITOB 3aMOpaXkMBaHUs/OTTanBaHus.

dakTopbl UHTephepeHUUK, CBsAI3aHHble C 06pasLoMm
He pekomeHayeTcsa Ucnonb3oBaTh 06pasLibl C MpU3HaKaMu remosnvaa, nMneMum Unmu KTepUYHoCTU. Ecnim Bo3amMoXxHO,
npousBeauTe NOBTOPHOE B3sITME 0GpasLa.

Cwm. pasgen «PABOYUE XAPAKTEPUCTUKU — nccnepoBaHue BelwecTB, CMNOCOOHbLIX OKa3aTb BIIMAAHME Ha
pe3ynbTaT aHanusay, B KOTOPOM NMpuBeaeHbl NPOTECTUPOBAHHbIE COEOUHEHMS.

MHCTPYKUUA NO NPUMEHEHUIO
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Ans nonyyeHns noapo6HOIN MHOpPMaLMK CM. PYKOBOACTBO Nonb3oBartens npubopa.

CuutbiBaHMe AaHHbIX npoTokona aHanu3sa VIDAS PTC (Protocol Test Change) u aaHHbix MLE

Mpy nepBOM BbINOMIHEHUWN aHanNu3a
C nomolLLbi0 BHELLHEro ckaHepa LUTPUX-KOLOB aHanv3aTtopa oTckaHupyiTe wrpux-koabl (PTC u MLE) B cnepytowem
nopsigke:

1.

2,

OTckaHupyinTe cooTBeTCTBYOLWME WTpUX-Kkodbl PTC, KOTOpble MOXHO 3arpy3uTb ¢ canTa www.biomerieux.com/
techlib. 310 cunTbIBaHME NO3BONUT NepedaTtb AaHHble NpoTokona aHanmsa VIDAS PTC B nporpammHoe obecneveHne
npubopa ans ero o0OHOBNEHUS.

OtckannpyiTe aaHHble MLE ¢ 9TUKETKM KOPOOKH.

Mpu OTKPBLITMM HOBOWA NApPTUX PeaKTUBOB
Mepen nepBbIM NPoBeAeHEM aHanu3a HeoGXoAUMO OTCKaHMPOBaTb AaHHble MLE Ha 3TukeTke KOpOoBKM C MOMOLLbHO
BHELLHEro ckaHepa LUTPUX-KOAO0B aHanvsaropa.

MpumeyaHue: BBoa fgaHHbIX napTumn HeobxoaMMo npoBoAuUTb OAMH pa3 Ans KaXxaomn napTum peakTuBoB.

B 3aBucumocTu ot aHanusatopa, AaHHble MLE MOXHO BBECTU BPY4YHYIO UNTU aBTOMAaTU4YeCKM (CM. pyKOBOACTBO
none3oBarerns).

KanubpoBka
KannbpoBky ¢ ucnonb3oBaHveM cTaHAapTa, BXoAsLWEro B coctaB Habopa, Heobxoanmo NpoBOAUTL AN
KaXK[,oM HOBOW MapTumn peareHToB nocre BeBoga AaHHbiXx MLE, a 3aTem kaxable 28 gHen.

OaHHasi onepauunsi KOMNEHCMPYET BO3MOXHbIE HE3HAaYUTENbHbIE BapuaLMmy NONy4YeHHOro Npyu aHanuse curHana,
BO3HMKaOLLME NpU XpaHeHun Habopa.

CtaHgapT ¢ MapkupoBkor S1 Heobxoanmo TecTMpoBaTb ABAXAbI.

3HayeHus cnyopecLeHLmMm, NonyYeHHble Npu kanubpoBke, AOMKHbI HAXOAMTLCS B Npeaenax yCTaHOBMNEHHOTO
OvanasoHa 3Ha4YeHUn OTHOCUTENbHOM BenuumHbl dryopectieHumn (Relative Fluorescence Value, RFV), ykasaHHoro B
AaHHbix MLE. Ecnv nony4eHHble 3Ha4eHUsi HE COOTBETCTBYHOT YCTAHOBINEHHOMY AMana3oHy, BbINOMHUTE KanubpoBky
elle pas.

KoHTponu
B kaxabin Habop BXOAMT ABa KOHTPONS.

[nsa Banugaumy kaxxaon kanubpoBku HeOBX0AMMO UCMONb30BaTh KOHTPOMNKY, BXxoaslme B Habop. KoHTponu Heobxoanmo
NPUMEHATb Cpa3sy MNOCne BCKPbITUS HOBOro Habopa, YTobbl YAOCTOBEPUTLCS B HEM3MEHHOCTU paboumx XxapakTepucTuk
peareHTOoB.

MpumeyaHune: KnneHT HeCET OTBETCTBEHHOCTb 3a UCMOSIb30BaHNE KOHTPONS HE NO Ha3HaYeHUIo

AHanunsatop NPoOBEPUT KOHTPOSbHbIE 3HAYEHUS TOMBbKO B TOM Criyyae, eCrv KOHTPOSIM NoOMeYeHbl Kak C1 nnm C2.

Ecnu nonyyeHHble KOHTPOIbHbIE 3HAYEHUSA OTKIOHSAKTCS OT OXXUOAEMbIX PE3yNnbTaToB, Pe3ynbTaThl CHATAOTCS
HeoencTBUTENbHBIMU.

Mpoueaypa

1.

NSO

U3BnekuTe Habop, XxpaHAWMIACA Npu TeMnepaType +2/+8 °C, n Bo3bMuTe Heob6xoanMble peareHTbl. 3aHOBO
TWaTenbHO 3anevyaTtanTe NakeT ¢ HakoHe4YHMKamn SPR n nomecTuTe Ha XpaHeHue Npu TeMmnepartype ot +2 Ao
+8 °C. PeakTnBbl MOXHO MCMONBL30BaTL CPasy.

[ns kaxgoro TecTupyemoro obpasua, KOHTPOrS UK cTaHAapTa UCMoNb3ynTe OQuH CTPUN U OAWH HakoHeYHK SPR.
IMnoTHO 3akpoinTe NakeT ¢ HakoHeYHMKaMu SPR nocne n3BneyeHust u3 Hero Tpebyemoro konuyecTsa HakoHeYHNkoB SPR.
TecT 0603Ha4yeH B aHanun3aTope kogoM 9COG. CtaHaapT ¢ MmapkmpoBkoi S1 HeobxoaMMo TecTupoBaTb ABaXAbl.
KoHTponu, o6o3Ha4eHHble kak C1 1 C2, AomkHbI TECTUPOBATLCA OAHOKPATHO.

Mpu HeobxoamMMoCTH LeHTpUdYrMpynTe obpasubl A4ns AOCTUXKEHUS NPO3PaYHOCTHU.

MepemelwanTe cTaHOapPTbl M KOHTPOMNU C MOMOLLbIO BOPTEKC-MUKCEPA.

[ng nonyyeHns onTMMarnbHbIX Pe3ynbTatoB CM. MHGOPMaLMIo BO BCex MyHKTax B pasgene OBPA3LbI.

Mepen BHeCEHMEM 06pas3LOB, CTAaHAAPTOB M KOHTPONen ybeauTech, YTO B HAX OTCYTCTBYHOT Ny3blpbKM BO3AyXa.

[Ons paHHOro Tecta 06LEM CTaHAAPTa, KOHTponei n ob6pasua AomkeH cocTaBnATb 100 Mkn.

NMPEOQOCTEPEXEHMUE: Onsa npubopa VIDAS 3 ctaHAapT M KOHTPONM HEO6XOAMMO BHOCUTL B JIYHKY AnA
BHeCceHUs o6pasLia BPy4HYHO C MOMOLLLIO NUMETKN.
YcTtaHoBUTE HakoHeYHMKn SPR 1 cTpunbl B npnbop.
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10. HaununTte aHanwms, kak onncaHo B PyKOBOACTBE Nofb3osaTens. lNocne 3Toro Bce aTanbl aHanu3a BbIMOMHAITCH
aBTOMATUYECKM.
NMPEOOCTEPEXEHMUE: HauvHaTb aHanu3 cnegyeT B TedeHne 10 MUHYT nocne BHeceHus obpasua B cTpun.

11. Bpems BbINONHeHWsA aHanv3a OygeT cocTaBnAaTb NPUMONU3nNTenbHO 27 MUHYT. 3aBepLUVB aHanms, N3BnekiTe n3
npubopa HakoHeuHukn SPR v cTpunbl.

12.Mocne ot6opa pacTBOPOB NUNETKOW 3aKpowviTe dorakoHbl U NOMeCTUTE Nx 0bpaTHO Ha XpaHeHue npu Tpebyemon
Temnepartype.

13. YTnnusmnpyinte ncnonb3oBaHHble HAKOHEYHUKN SPR 1 CTpunbl B @MKOCTb A4S OTXO40B COOTBETCTBYIOLLErO Knacca.

KOHTPOJ1b KAYECTBA

MoxHO NpoBeCcTV AONOMHUTENbHbIA KOHTPOMb KayecTBa B COOTBETCTBUM C MECTHLIMU HOPMAaTUBHLIMU TpeboBaHUAMN
nnu TpeboBaHMAMK, CBA3aHHBIMU C akKpeauTaumelt, a Takke TpeboBaHUAMU, onpeaeneHHbIMU BHYTPEHHEN npoLeaypo
KOHTpons KkayecTBa B nabopatopum.

PE3YNbTATbI U UHTEPNPETALIUA

[Mocne okoHYaHWs aHanM3a KoMMboTep Npubopa aBToOMaTUYECKM aHaNM3MpyeT pesynbsraTt. dryopecLeHUuns B KloBeTe
ONs CHUMTBIBAHMSA M3MepSIeTCa ABaXAbl ANSA KaX40ro Tectupyemoro obpasua. [epoe cuntbiBaHME B KIOBETE —
cuntbliBaHue boHoBON hriyopecueHummn cybecTpaTta nepen BHECEHMEM PEAKLNOHHON XNAKOCTM HAaKOHEeYHNKoM SPR.

BTopoe namepeHne nponssoantca nocne VIHKy6aLI,I/II/1 cy6CTpaTa C hepMEHTOM, KOTOPbIN MOXET CBSA3bIBATLCS C
HaHeCeHHbIMW Ha BHYTPEHHIOI NOBEPXHOCTb HAKOHEYHUKa SPR Genkamu.

AHanusartop paccuuTbiBaeT OTHOCMTENBHYI Benu4uuHy dnyopecueHummn (Relative Fluorescence Value) BblvuutaHnem
dryopecueHuum cybeTpaTta n3 KOHEYHOW BenuyMHbl oryopecLeHUmMn. JTOT pesynbTaTt pacrnevyaTsiBaeTcs.

WHTepnpeTauusa 3HavyeHni RFV obpasuos nposoautcs cuctemon VIDAS cnepytowmnm obpasom:
TecTtoBoe 3HavyeHue = RFV obpasua / RFV ctangapta
Pesynbrat Tecta n ero nHTepnpeTauusa Takke pacrneyarbiBatoTCs.

WHTepnpeTaums pesynsraToB
WHTepnpeTauusa pes3ynsTaToB B COOTBETCTBUM C TECTOBLIM 3HAYeHMEM (i) BLIMAAMT criegyowmmM o6pasom:

MHpekc MHTepnpeTtauus
i<1,00 OTpuuarensHbii
i=1,00 [NonoxuTenbHbIN

OrPAHUHEHUA METOOA

* HekoTopble CbIBOPOTKU MOTYT COAEpXaTb aHTUTENA K KOMMOHEHTaM peareHToB, YTO MOXET MeLlaTb ONpPeaeneHuto.
MoaTomy pesynbraTthl aHanu3a cnegyeTt UHTEPNpPeTpoBaTh, NPUHMMas BO BHUMaHUE KIMHUYECKUA aHaMHe3
naumeHTa, a Takke pesynbraThl MObIX APYTNX BbINOMTHEHHbLIX TECTOB.

* VHTepnpeTauuio pe3ynsraTtoB, MOSTyYEHHbIX C UCMONb30BaHMEM 006pasLoB, B3sTbIX ¥ NaumeHToB ¢ SARS-CoV-2,
cneayeT BbINOMHATL C 6OMbLIOA OCTOPOXHOCTBHO.

+ OTOT aHanu3 npegHasHayeH TONbKO AN Ka4eCTBEHHOrO onpeaeneHms. CaMoCcToATENbHO TECTOBOE 3HAYEHME He
MOXET ObITb MCMONMb30BaHO A11s onpeaeneHuns konnyectea aHtuten IgG k SARS-CoV-2.

* BennunHa namepeHHoro pesynsrarta Bbille NOPOroBOro 3Ha4eHUs: He yKkasbiBaeT Ha obLee KonmMyecTBO aHTuTern,
npucyTcTByloWMX B obpasue.

* VIMMyHHBbIV OTBET naumeHTa nocrie 3apaxeHunss SARS-CoV-2 3HaunTenbHO BapbupyeTCst U MOXET 4EMOHCTPMPOBATh
pasHble pe3ynbTaThl NPy NPOBEAEHMN aHANM30B, U3rOTOBMIEHHbIX Pa3HbIMU NPON3BOAUTENSIMU. PesynbraThl
aHanu3oB, N3rOTOBMEHHbIX Pa3HbIMW NPOU3BOAMTENAMM, HE CNeayeT B3anMO3aMEHSATb.

PABOYME XAPAKTEPUCTUKN
Mpwn uccnegoBaHuu ¢ npumeHeHnem aHanusa VIDAS SARS-COV-2 IgG 6binv nonyyeHsl cregytolume pesynsraTbl:

AddekT 3arnba kpusomn
OdbdekT 3arnba KpMBOW OTCYTCTBYET (2-X STAMHbIN MPOTOKON).

MpeunsnoHHOCTb
VccnepoBaHue NpeLm3noHHOCTY Obino BbINOMHEHO B COOTBETCTBMU C pekoMeHaauusmu gokymeHta CLSI EP05-A3.
MaHenb 06pa3LoB YenoBeka, NPeACTaBMSALNX YPOBHN MHAEKCA B KAYECTBEHHOM Anana3oHe, bbina uccrnegoBaHa

C MOMOLLbIO aHanu3aTopa ceMencTea VIDAS c uenbto BKIoYeHust cnegyrumx OCHOBHbIX MCTOYHUKOB
Bapma6ean00TV|: CXOAMMOCTb, LUUMKIT aHannaa, KaJ'IVI6DOBKa 1 O€Hb.
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BbIno npoTecTMpoBaHo YeTbipe obGpasua B TpexXKpaTHON NOBTOPHOCTH, N0 ABa U3MEPEHUS B IeHb B TEYEHWeE LLECTU OHEN
Ha ogHom aHanusaTope cemencTsa VIDAS (N = 36 3HavyeHuin Ha oguH obpasey). Anga kaxgoro obpasua 6bina

paccyuTaHa CXoAMMOCTb (MPEeLM3NOHHOCTb pe3yrbTaToB B Npeaenax 0gHoro Lykia aHanuaa) u obLasi npeL3moHHOCTb
B Npegenax ogHol napTumu ¢ UCMoNb3oBaHMEM OAHOro npubopa.

Mony4eHHbIe pesynbTaThl NPeLM3NOHHOCTU AA KaXaoro obpasua NpMBOAATCA B CrieayioLlei Tabnvue ans crnpasku.

O6pazeL Kon-Bo CpenHee CxoauMocTb O0was NpeLUn3mMoHHOCTb
3HaveHue MPeUMaMOHHOCTb B Npeaenax B Mpeaernax ogHou naptum
MHOekca OMHOTO LMKIa aHANN33 C UCMONb30BaHNEM OOHOIO
npubopa
NHpekc KoadbdomumeHT WNHpekc KoadbdpumumeHT
cTtaHgapTtHoro | Bapuwauuu (%) | ctaHgapTHoro | Bapuaumu (%)
OTKITOHEHUS OTKITOHEHUS
O6paseu 1 36 0,03 0,00 H/M 0,01 H/M
O6paseu 2 36 0,89 0,04 4,00 0,04 4,50
O6pazsen 3 36 1,45 0,08 5,90 0,09 6,40
O6paseu 4 36 8,15 0,50 6,10 0,56 6,80

AHanutuyeckas cneynmnyHOCTb

MepekpecTHas peakTUBHOCTb

ABneHne nepekpecTHOW peakTUBHOCTN — 3TO UCCregoBaHue 06pasLoB, KOTOPbIE SIBMSOTCS OTpULUATENbHLIMU A
OLIeHMBaeMOro TecTa U MonoXUTENbHLIMU A1S YCIOBUS, CMOCOBHOIO NOBNUSTL Ha pesynbraT. Hanmune ykasaHHbIX
NOTEHLMANbHO MHTEP(EPEHLMOHHBIX YCITOBUIA HE JOMMKHO M3MEHSTL MHTEPNPEeTaLNto pesyrnsTaTtoB aHanmsa VIDAS

SARS-COV-2 IgG.

Pesynbtathl uccnegoBaHus 139 obpasuoB ogHoM napTum ¢ noMoLlbto npubopa VIDAS npepctaBneHbl B criedyoLlen

Tabnuue.
KaTeropusa obpasLos HpO‘lfg(J)-ITMVqueOc;:F?HbIX n oﬁ%?;;i?_r:fblx
obpasuos

bepeMeHHble XeHLUMHbI 5 0

AHTUHYKNeapHble aHTUTena 5 0

PeBmaToungHbin chakTop 5 0

Yenoseyeckne aHTMMbILWMHBbIE aHTUTENA 5 0

Haemophilus influenza B 5 0

Borrelia burgdorferi 6 0

Plasmodium falciparum 3 0

Toxoplasma gondii 6 0

Treponema pallidum 3 0

Trypanosoma cruzi 5 0

Bupyc renatuta A 3 0

Bupyc renatuta B 5 0

Bupyc renatuta C 5 0

Bupyc renatuta E 6 0

Bupyc npocToro repneca 6 0

Bupyc ummyHogedmumuta yenoseka 5 1

LinTomeranosupyc 3 0

Bupyc kopu 3 0

Bupyc anugemuyeckoro napotuta 3 0

Bupyc kpacHyxwu 6 0

Bupyc [eHre 3 0

Bupyc nuxopagku 3anagHoro Huna 3 0
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Konuyecteo

KaTeropus o6pasLoB I'IpOTg%‘II')VIaF;OU‘%aBHHbIX noﬁ%?xl:;?a?'r::blx
Bupyc xentoin nnuxopagku 3 0
Bupyc 3uka 5 0
Bupyc rpynna An B 10 0
PecnvpaTtopHo-CcUHUMTUanNbLHLIN BUPYC 10 0
KopoHaBupyc NL63 6 0
KopoHaswupyc 229E 6 0
Bcero 139 1

UccnepoBaHue BelecTB, CMNOCOOHbIX OKa3aTb BNMsiHUE Ha pe3ynbTaT aHanusa (MHTepdepupyrolime BelecTBa)
MccnenoBaHme NoTEHLMANbLHOMO BAWSIHAS YacTO UCMOMNMb3yeMblX BELLECTB ObINo NPOBEAEHO B COOTBETCTBUM C
pekomeHaaumsmm gokymeHta CLSI EPO7-Ed3.

3HaYMTENbHOro BNUSAHUS Ha pes3ynbratbl aHann3a nepedncrieHHblX HmXe BeLlwecCTB, BNJ10Tb A0 YKa3aHHbIX HMXe
KOHLIEHTpaLUWN, BbISIBNIEHO HE Oblino.

WccnepoBaHHOE BelLecTBO KoHueHTpauusi
FemornobuH 10 r/n
Nunuabl 30r/n
AnbOymuH 60 r/n
KoHblormpoBaHHbIvi 6unnpy6uH 0,4r/n
HekoHblormpoBaHHbI GunupyouH 0,4 r/n

KNMHUYECKUE PABOYUE XAPAKTEPUCTUKA

Cneundur4HOCTb

B obwen cnoxHocTn 989 obpa3uyos, 0TOOpaHHbIX y NULL C OTpULaTenbHbIM pe3dynsratom 4o ceHTsopsa 2019 roaa, Gbinm
nuccnenoBaHbl 0QHOKPaTHO C ncnonb3oBaHmem aHanmsa VIDAS SARS-COV-2 IgG v npubopa VIDAS. bbin o6HapyxeH
OLMH NOXHOMOMNOXMTENbHbIM 06pasel,.

WTorosas o6Luas cneumnnyHOCTb BO BHYTPEHHEM uccnegosaHumn coctasuna 99,9 % [99,4-100,0].

YyBCTBUTENbLHOCTb

YyBCTBUTENBHOCTL Onpeaensany nytem uccrnegosaHus 190 obpasuos, oTobpaHHbIX y 120 naumeHToB. Hannune
SARS-CoV-2 npegeaputensHo noareepxaeHo metogom MLP. 190 o6pasuos 6binv NpoTecTMpoBaHbl 0OHOKPATHO C
ucnone3oBaHnem aHanuaa VIDAS SARS -COV-2 IgG v npnbopa VIDAS.

B cnepytolueli Tabnuue onncaHa KnMHUYecKasi YyBCTBUTENIbHOCTL MO BpeMeHW oT6opa obpasLoB nocne
npeaBapuUTenbHOro NONoXUTENbHOro pesynsTtaTa MLUP.

MpumeyaHue: B faHHOM [OKYMEHTE YyBCTBMTENLHOCTb U COrMacoBaHHOCTb MONOXUTENbHbLIX Pe3yNsTaToB
—B3anMo3aMeHseMble TEPMUHBI, MOCKONbKY AnarHoctuka COVID-19 ocHoBaHa Ha pesynbsratax IMLP.

Konn4yecTtBo gHemn KonunuecTtBo 06pasLoB Konun4yectso CornacoBaHHOCTb 95 % pnoBepuTenbHbIN
nocne NONOXUTENMbHbIX NONOXUTENBbHbIX MHTEepBan
NONOXUTENbHOro pesynsratoB VIDAS pesynbLTaToB
pesynbrata MNLP
<7 oHen 117 53 45,3 % [36,6-54,3]
8-15 gHen 44 39 88,6 % [76,0-95,0]
2 16 gHen 29 28 96,6 % [82,2—-99,9]

MonoxutenbHaa nporHocTMyeckas ueHHocTb (MMLU) n oTpuuaTtenbHaa nporHocTuyeckas LeHHocTb (OlNL)
MonoxwTenbHas NPOrHocTUYecKas LeHHOCTb U oTpuLaTeribHas NPOrHOCTUYECcKas LIeHHOCTb HanpsMyto CBsi3aHa
C pacnpocTpaHeHHOCTbo 3abonesaHns cpeau Hacenenusi. PacyeTt caenaH ¢ npeanonoxeHvem 5 %

pacnpocTpaHeHHOCTH.

ML, v ONL, 6binm paccunTaHbl C UCMONb30BaHMEM Pe3yNnbTaToB, NOMYYEHHbIX Yepes 7 AHeN nocne nosiBneHnst

CUMNTOMOB.

bioMérieux SA
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KonunyecTtBo aHen nocne ANy ony
NosiBNEHNSI CUMINTOMOB
97,8 % 99,3 %
>
’ [86,4—99,7] [98,8-99,6]
98,0 % 99,7 %
214
[87,4-99,7] [99,1-99,9]

PacnpeaeneHue unaekca IgG nocne nosiBfieHMsi CAMNTOMOB
Ha cnepyowem pucyHke nokasaHo pacnpegenerue pesynsratoB VIDAS SARS-COV-2 IgG (nHaekc) anst 67 naumMeHToB
B 3aBMCMMOCTU OT Konn4ecTtBa ,D,HeI7I nocne nosaBneHnd CMMNTOMOB.

0-6 7-13 14-20 ==21

X = KonuyecTBO AHEN nocne nosiBNeHns CUMNTOMOB
y =  Pesyneratbl VIDAS SARS -COV-2 IgG
i= MoporoBoe 3HayeHne nHaekca

KonuyecTtBo aHen nocne 0-6 7-13 14-20 > 21
NosiIBIIEHUS CUMMTOMOB
KonunyecTtBo obpasuos 11 29 23 31
Konunyecteo
NONoXUTENbHbIX 2 21 21 30
pesyneratoB VIDAS

Kom6uHupoBaHHble paboune xapakTepMCcTUKU YyBCTBUTENBHOCTU M cneundrUyHOCTH, NONMyYEHHbIE C MOMOLLbIO
aHanu3sos VIDAS SARS-COV-2 IgG u VIDAS SARS-COV-2 IgM

B cneaytowert Tabnuue onvcaHbl KOMBVHUPOBaHHbIE paboyne XxapakTePUCTUKN KITMHUYECKON YyBCTBUTENBHOCTY,
nonyyeHHble ¢ nomolubo aHanm3os VIDAS SARS-COV-2 IgG n Habopa peareHTos «VIDAS SARS-COV-2 IgM (9COM)» ans
KayeCTBEHHOro onpeaeneHus nmmyHornobynunHos knacca M (IgM) k wtammy SARS-CoV-2 kopoHaBumpyca B CbIBOPOTKE UIu
nnasme KpoBu YerioBeka METOAO0M MMMYHOMEPMEHTHOrO PNyopecLIeHTHOrO aHanM3a Ha aHanuaaTopax MMMYHOMOrMYeCKUX
cemencrtBa VIDAS (ganee no tekcty VIDAS SARS-COV-2 IgM) (Homep no katanory 423833) no BpemeHn otbopa o6pa3uoB
nocre nonyvyeHns nonoxwuTtensHoro pesynerara lMLP.

bioMérieux SA pycckum - 9



VIDAS® SARS-COV-2 IgG (9COG)

056171 - 02 - 2020-06 -ru

Konn4yecTtBo gHemn KonuyecTtBo 06pasLoB Konunyectso CornacoBaHHOCTb 95 % poBepuUTENbHbI
nocne NONOXUTENbHbIX MONOXUTENbHbIX MHTepBan
MonoXuTenbHOro pes3ynbTaToB pesynbTaToB
pesynbrata NLP VIDAS IgM w/nnun
19G

<7 oHen 86 51 59,3 % [48,7-69,1]

8-15 gHen 28 27 96,4 % [81,7-99,9]

> 16 gHen 24 24 100,0 % [85,8—-100,0]

B o6uwen cnoxHoctn 308 obpasLoB, oTobpaHHbIX y NU1L, C OTpULaTENbHbIM pe3ynsTaTtoM 0o ceHTs6pst 2019 roaga, 6binu
uccnenoBaHbl ¢ ncnonb3oBaHneM aHanusoB VIDAS SARS-COV-2 IgG n VIDAS SARS-COV-2 IgM (Homep no
katanory 423833). bbinu obHapyxeHbl ABa NIOXHOMNONOXUTENBHBIX 0bpasLa.

MonyyeHHas kKOMOMHUPOBaHHAsA cneumdpnyHocTb coctasuna 99,4 % [97,7—-99,9].

MpoaonbHble KOMGMHUPOBaHHbIE UCCNeaoBaHNA
B cnepytowen Tabnuue nokasaHa cepokoHBepcusi SARS-CoV-2 IgG n SARS-CoV-2 IgM Ha ocHoBe pesynsraToB
ucnoitaHuin VIDAS o6pa3uoB Tpex naumMeHToB.

KonuyecTtBo aHen
nocne WHTepnpeTtauusa WHTepnpetauus
MOMOXMTENMbHbLIX dineaion] IgM Himeield® IgG
pesynsraros NLIP
0 0,06 OTpuuartenbHbli 0,02 OTpuuatenbHbli
7 1,20 MNonoXxuntenbHbIn 0,44 OTpuuareneHbli
MaumeHT 1
14 2,81 MNonoxnTenbHbin 4,49 [NonoxutenbHbIN
20 2,37 MNonoXxutenbHbIn 5,75 MonoxutenbHbIn
0 0,01 OTpuuarenbHbii 0,01 OTpuuarenbHbIn
7 0,63 OTpuuartenbHbii 0,06 OTpuuartenbHbli
MauueHT 2 — —
14 4,30 MNonoXxntenbHbIN 3,70 MonoxutenbHbIn
20 3,31 MNMonoxntenbHbIn 8,74 MNonoxutenbHbIN
0 0,05 OTpuuarenbHbii <0,00 OTpuuareneHblv
5 2,13 MNonoxuntenbHbIn 0,17 OTpuuatenbHbli
MaunenTt 3 — —
14 16,74 MonoXxntenbHbIn 33,00 MNonoxutenbHbIN
26 16,73 MNonoXxntenbHbIN 34,33 MonoxutenbHbIn

YTUITU3ALIUA OTXOO0B
YTunusunpymnte ncrnosnb3oBaHHbIE N HENCTNONb30BaHHbIE PeareHThl, a Takke KOHTaMUHMPOBAaHHbLIE PacXodHbIe MaTtepuarsl
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnseMbiMy Ana YTUAN3aLnnM MHMEKLMOHHBLIX MaTepuanos.

Kaxxgasa nabopatopus ob6a3aHa obpallatbCa ¢ NoNyyYeHHbIMU OTX0A4aMU U CTOKaMM B COOTBETCTBUM C UX TUMOM U
CTeneHbo OMacHOCTH, a Takke o6pabaTtbiBaTh U YyTUNM3NPOBATbL MX B COOTBETCTBUM C YCTAHOBIEHHBIMM NpaBuiaMm 1
HopMamu.
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TAB/TULA CUMBOJIOB U OBO3HAYEHUIA

CumBon O603Ha4eHne

Homep no karanory

MeauuuHckoe nsgenve ans AnarHoCTuKK in vitro

MarotoBuTenb

TemnepatypHbI AnanasoH

Mcnonb3oBartb Ao

Kog naptum

O6paTnTech K MHCTPYKLMM MO NMPUMEHEHWIO

CO,D,ep)KVIMOFO OOCTaTO4YHO AnA npoBedeHnda n-Konndectea TeCTOB

[ata nsrotoBneHums

3 <02 Erd~<EEE

OrPAHNYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucTnki JaHHOro N3nennsi COOTBETCTBYIOT YKa3aHHOMY
npegycMoTpPEeHHOMY Ha3Ha4YeHMWIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npy ycnoBumm, 4To CTporo cobnoaeHsbl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuto 1 06paboTke 1 Mepbl 6e3onacHOCTH, kKak NOAPOOHO U3MOXEHO B MHCTPYKLMAX
no akcnnyaTtaumm.

3a 1cKknoYeHnem BbllLE€YyKa3aHHbIX Clly4YaeB, KOMMNaHUA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTui TOBApHOro Ka4yecTBa U rapaHTUii COOTBETCTBUS npeannonaraeMomMy Ucnosnb3oBaHUIo, N HE
[aeT HUKaknx obs3atenscTs, B TOM YMCHe SIBHO BblpaXXeHHbIX, nogpadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLUEHUN
MCMNONb30BaHMsA Kakoro-nnbo peareHTa, nporpaMmMHoOro obecneyeHus, np|/|60pa N pacxogHbIX maTtepuanoB (,qanee —
«CMCTeMa»), OTIIMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTaumn.

UCTOPUA NEPECMOTPOB
Kateropuu TMNoB nameHeHui

H/M He npumeHnmo (nepsoe nagaHue)

KoppekTypa McnpasneHue owmnbok B OKyMeHTaLmm

TexHuuyeckme [ob6asnexuve, nepecMoTp n/vnu yaaneHve kacatowencs npogykta uHdopmMaumnm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne n3aMeHeHnn HeTEeXHNYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. He3HayumernsbHble munoepaghcKue, 2pamMmamu4eckue U3MeHeHUs U USMEHEeHUSs 8
ghopmamuposaHuUU 8 UCMOPUIO NepecMompos He 8KITHYEHI.

Oara Howmep Bepcumn Tun nameHeHumn 0O630p M3MEHEHWI
Bblnycka
2020-05 056171-01 H/MN [NepBoe n3gaHue
2020-06 056171-02 TexHu4eckne n3amMeHeHus MHCTpyKkumns no npumeHexmtio / Paboune
XapaKTepucTUKm
AMUHNCTpaTUBHbIE KpaTkoe onuncanue / MpoaoneHble KOMOUHUPOBaHHbIE
N3MeHeHUs nccnenoBaHns
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[ns nony4eHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXkm npocbba obpallarbes K ynornHOMOYEHHOMY NpeacTaBUTErNio
npounssoguTens Ha Tepputopun Poccuiickon degepaunn:

000 «broMepbe Pyc»
Appec: Poccus, 115230, Mockea, 1-bih HaratuHckun npoesg, a. 10, ctp. 1
Ten./dpakc: +7 (495) 221 10 79
TenecdoH ropsuen nuHmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWss NOGOYHbIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UNW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOro U3AENns, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenuii Mexay coBGoM, hakToB 1 0GCTOATENbCTB, CO34a0LLUMX YrPO3Y XKU3HU U
3[0POBbLIO rPaXaaH N MEOULMHCKUX PaBOTHMKOB NpW NMPUMEHEHNI 1 SKCNyaTauum MeAULMHCKUX U3aenui,
HeoGXoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3apaBoOXpaHEeHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, SPR 1 VIDAS aBnsaTCS UCNONb3yeMbiMW, 3aperncTprupoBaHHbIMY U/1nu
HaXoAALWMMNCA B MPOLIECCE PErMCTPaLUN TOBAPHBIMM 3HAKaMu, NPUHaANexawmmm komnanmm bioMérieux, ogHom n3

[OYEPHMX UMK BXOASALLMX B €€ Ipynmny KOMMNaHWui.
CLSI sBnsietcst ToBapHbIM 3HakoM, npuHagnexaimm Clinical Laboratory and Standards Institute, Inc.

D,pyrl/le Ha3BaHUA N TOBApPHblIE 3HAKU NpUHaanexart ux 3akKoOHHbIM BriagernbLam.

673 620 399 RCS LYON
“ Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90

376 Chemin de I'Orme www.biomerieux.com

69280 Marcy-I'Etoile - France



HononHutensHas nHgopmauusa AnA nonb3oBaTtenen Ha TeppuTopumn Poccuiickoilt ®egepaummn

«Habop peazeHmos «VIDAS SARS-COV-2 IgG (9COG)» dns kayecmeeHHO20 onpedesieHusi uMMyHoz2106ynuHos knacca G (IgG) k
wmanmmy SARS-CoV-2 kopoHasupyca 8 CbiISOPOMKe UMU Mr1asMe Kposu Yesioeeka MemodoM UMMYHOEPMEHMHO20
hryopecueHmMHo20 aHanu3a Ha aHanu3amopax UMMyHorosuyeckux cemeticmea VIDAS»

HasHauyeHue:

Habop VIDAS SARS-COV-2 IgG (9COG) npegHasHayeH AnNg KayeCTBEHHOr0 aBTOMATU3MPOBAHHOIO —onpegeneHusi
ummyHornobynuHa G (IgG), cneundmuHoro ana SARS-CoV-2, B CbiBOPOTKE WM Nra3me KPOBW 4YeroBeka (NMMTui-renapuviH)
MeToAOM UMMYHOMEPMEHTHOro (yopecLeHTHOro aHanusa (Enzyme Linked Fluorescent Assay, ELFA) c¢ nomowgpto
aHanusaTopoB UMMyHorornyecknx cemencrtea VIDAS.

3TOT aHanu3 npeagHasHayveH Ans UCNonb3oBaHUsA B Ka4eCcTBE BCNOMOraTenbHOro CpeAcTBa Ans ANarHOCTVKW ML, KOTOpble MOTIIK
6bITb NoABEPXKEHBI BO3AENCTBUIO BUPYCa M BbiNn MHUUMPOBaHLI, a Takke ANst onpeaeneHns cneumnduruyeckoro MUMMYHHORO oTBeTa
aHtuTen IgG k SARS-CoV-2.

Mapenve He ucnonbsyeTcs AN Ka4eCTBEHHOro onpeaeneHns uMMyHornobynuHos knacca G k 6enkam kopoHasupyca SARS-CoV-2
Y BaKLMHMPOBAHHbIX NaLNEHTOB.

lMoka3zaHusA K NpUMeHeHuIo:
CornacHo HazHa4eHuo.

MpoTuBonokasaHus:
He npymenumo.

O6nacTb 1 yCNnoB/UA NPUMEHEHUs1 MeAULUMHCKOro n3aenus:

KnuHnyeckas nabopatopHas guarHocTuka.

[na guarHocTtukum in vitro.

[aHHbI Habop peareHToB NpegHa3HaveH A5is NPodeCCUoHanbHOro UCMOsb30BaHNS TONbKO B labopatopumn.

MHdopmMauus o noTeHUManbHbIX NONIb30BaTeNAX:
Habop peareHToB VIDAS SARS-COV-2 IgG (9COG) npeactasnseT cobor MeanumHCKoe n3aenve anst narHoCcTukm in vitro,
KOTOpOE NpeaHa3Ha4YeHo TOMbKO ANsi NPOdECCMOHANbHOr0 MCNOb30BaHUSA MEANLMHCKUMU NabopaTopHbIMU TEXHUKAMMU

(cbenbawepamm, nabopaHTaMm) v Bpavammn KNMHUYECKOWN nadbopaTopHON ANArHOCTUKK.

YcnoBusi TpaHCNOPTUPOBKM:

TpaHcnopTupoBka Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG) MOXeT OCyLLEeCTBNSATLCA NOOLIMY BUAAMU TpaHcnopTa C
cobniogeHnem ycrnoBuim XxpaHeHms™.

MaTepuansl 1 ynakoBka obecrneqmBatoT BO3MOXHOCTb UCMONb30BaHWSA peareHToB Nocre TPaHCNOPTUPOBKM U XpaHEHUS B
COOTBETCTBMM C pekoMeHAaUNaMN, NpeacTaBNeHHbIMN B MHCTPYKLUN MO MPUMEHEHMIO.

*¥Ycnosusi xpaHeHnst Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG): Temnepartypa 2 - 8°C.

CpOK rogHOCTU MEeQULIMHCKOrO U3aenusi Ans AUarHoCTUKM in Vitro:
Cpok rogHocTn coctaBnsaeT 12 mecsueB npu cobrnoaeHUn yCnoBuin XpaHeHus.

CpOK rogHoOCTU nocrie BCKPbITUA:
B Te4yeHMM yCTaHOBMNEHHOrO CpoKa rogHOCTM MEOULMHCKOro U3genus npu cobnoaeHun YCMOBUI XpaHEHUS.

MeToa KOHEYHOM CTepunu3auum:
He npumeHnmo. [JaHHOe MeauUUHCKOoe u3aenve He SIBNSeTCsl CTePUbHbIM.

Tpe6OBaHVIﬂ K TeXOGCHY)KMBaHVII-O, MOHTaXy U PEMOHTY MeAULIMHCKOro usaenusa Ansa AMarHoCTUKM in vitro:
He npMMeHnMOo K AaHHOMY MeANLUNHCKOMY U3AENUI0.

TpeGoBaHus kK OXpaHe OKpYyXXatoLLei cpeabl:
MeauumHcKkoe nsgenve npu UCnonb3oBaHUM, TPAHCTIOPTUPOBKE Y XPAHEHUW HE OKasbiBAeT HeraTMBHOMO BO3AENCTBUSA Ha YenoBeka
1 OKpY>KaloLLyo cpealy Npv cobnoaeHun YCroBUii MPUMeHeHUst U Mep NPeAoCTOPOXXHOCTU, YKa3aHHbIX B UHCTPYKLIMN.



UHdopmaumsa no meTponornyeckon NpocnexmBaemMocTu:
He npnmeHumo.

JInHeNHoOCTL:
He npumeHumo.

AddekT 3arnba KpUBOM:

[na gaHHOro MeAULMHCKOrO U3Aenus He MOXeT HabnoaaTbea adhdekT 3arnba KpMBOKM MO NpUYMHE AU3aiHa uccrnefoBaHus (2-yx
CTyneH4aTblii MPOTOKON).

SCbeeKT 3arnba KpmnBOMn 06yCJ'IaBJ'IVIBaeT CHUXXeHne CurHana npm o4eHb BbICOKMUX KOHLUEHTpaUNdaXx onpegendaemMoro aHannuTa, 4to
NPUBOANT K HEKOPPEKTHOWN OLIEHKE pesynbTarta.

OddekT 3arnba KpMBOK BbI3BAH YPE3MEPHBLIM MOBLILLEHWEM KOHLEHTPALMKN ONpeaensaemMoro aHanuta, 4To NpMBOAMUT K
OHOBPEMEHHOMY CBSA3bIBAHUIO KaK CBA3bIBAIOLLMX, TaK U ONpedensembiX aHTUTenN, YTo, B CBOKO ovepedb, NpenaTcTeyeT
0b6pa3oBaHMio HEOBXOAVMbIX AN NPOBEAEHMWS UCCIIE[0BaHNA «CIHABUY» -KOMMMEKCOB. JTO KacaeTcsl B OCHOBHOM TOMNbKO TeX
TeCTOB, An3aiiH KOTOpbIX NpeAnonaraeT OAHOCTYNeHYaTbI NPOTOKON (MOTOMY YTO Aob6aBneHne aHanuTa n KOHbIOTMPOBaHHBLIX
aHTMTEn NPOMCXoaANT OQHOMOMEHTHO).

B cnyyae 2-yx cTyneH4yaToro npotokona, Ao6aBneHne KOHbIIMPOBaHHbLIX aHTUTEN NPOUCXOANT Ha BTOPOM 3Tane, oTAEeNbHO OT
pobaeneHunsa aHanuta. OTMbIBKa npoucxoguT Ao fobaBneHnst KoHblorata, Ytobbl yopaTh M36bITOK HECBA3aBLLErocs aHanuTa.

MoaTomy adhpeKT BbICOKON A03bl HE MOXET HabnaaTbCA No NpUYMHE Au3ariHa UccrefoBaHus.
OueHka BapnabenbHOCTU TeCTOB:

B ogHon naptum Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG) B cootBetcTBMM C pykoBoacTtBoM CLSI EP05-A3 6binu
onpepeneHsl paboyne xapakTepUCTUKU NPELM3NOHHOCTU, T.€. CXOAMMOCTb 1 0bLlas NnpeunsmoHHoCTb (B Npeaenax ogHon naptum ¢
Mcnonb3oBaHWeM o4HOro npmbopa).

[nsa kaxporo obpasua oLeHMBanu criegylolne KOMMNOHEHTbI BapuaGenbHOCTM (aucnepcun), BolpaxeHHble B Buge SD - vHaekca
cTaHaapTHoro oTknoHeHuss u CV - koadduumeHTa Bapuauum,%, ¢ UCNOMb3oBaHNEeM aHanu3a KOMMOHeHTa AMCNepCumn CornacHo
nraHy aKcnepuMeHTa ¢ rpynmnypoBKOii:

. CxoamMMOCTb (BHYTPM LMKNa) ¢ N = 3 NOBTOPHOCTAMMW B LMKNE

PasHbie cepuu ¢ n= 2 cepun B AeHb

PasHbie gHu ¢ n = 2 gHA Ha kannbpoBky

PasHbie kannbposku ¢ n = 3 kKanMbpoBKKM Ha NapTUIO

M nony4yanu nokasatesim npeuym3anoHHOCTH:

. CxoanMocCTb, OLeHNBaemMasi No KOMMOHEHTY ANns O4HON CEpPUN N3MePEHUA,

. O6Lwas NpeunsnoHHOCTb B MpeAenax oOAHOW MapTuM C MCNOMb3oBaHMEM OAHOro nMpubopa, paccyuTaHHas kak cymma
KOMMOHEHTOB BapuabenbHOCTU (gucnepcun) ANsS OAHON CepUN U3MEPEHU, pasHbIX CepUn N3MEPEHNA, pasHbIX AHEN 1
KanmbpoBOK.

Onpep,eneHMe noporoBoro 3Ha4eHus:

MoporoBoe 3HayeHve OGbiNo onpefeneHo C NOMOLLbL0 OfHOW napTum Habopa peareHToB VIDAS SARS-COV-2 IgG. B aHanuse
yyactBoBano 120 oTpuuartenbHbix 0bpasuoB, cobpaHHbIx Ao cepeauHbl 2019 roaa.

VIH,U,eKCbl 06pa3LlOB Obinin paccynTaHbl C UCNoONb3OBaHMEM CTaHOapTa KaJ'IVI6pOBOL|HOrO npun cucTemMaTuyeckomn I'IOBTOpHOIZ
KaJ'II/IGpOBKe. VIH,D,eKC 06pa3Ll,a = RFVoGpaaua/RFVc‘raHﬂapTa_

Moporoeoe 3HaveHune coctasuno 1,00.

OwnarHocTtuyeckasn YYBCTBUTEJIbHOCTDb!

YyBCTBUTENBHOCTL ONpeaensnu nytem nccnegosanus 190 o6pasuoB, oTobpaHHbIX y 120 naumMeHToB.

Kputepvem BknoyYeHuss obpasuoB Obln npeaBapuTenbHbI NonoxutenbHbid pesynbtat MLUP Ha SARS-CoV-2*, nockonbky
nepBoHavyanbHas auarHoctuka COVID-19 ocHoBaHa Ha [LUP ananmse. OT16op 06pa3suoB Obin nNpoBefeH MNPOCNEKTMBHO WU
petpocnekTiBHO. 190 06pa3uyoB ObIM NPOTECTUPOBAHbLI OAHOKPATHO C NMOMOLLb0 Habopa peareHToB VIDAS SARS-COV-2 IgG Ha
npubope VIDAS.

B tabnuvue Hwxe npencrtaefieHa AunarHoctnyeckaa 4yBCTBUTEIIbHOCTb, 3aBUCUMMaaA OT BpPEMEHU 0T6opa oGpaauos, npoweawmnx



npenesaputenibHoe noaTeepXxaeHne nosoXXUTesibHOro pesynbrtaTta C NOMOLLbIO FILI,P TecTa.

KonuyectBo gHen nocne | KonnyecTtBo KonuyectBo NONoOXnTENbHbIX YyBCTBUTENBHOCTb 95%
noaTBepPXaeHUN obpasuoB pesynbTaToB, NOATBEPXKAEHHbIX C [0BEPUTENBHbLIN
MONOXUTENbHOIO nomoubo aHanmsa VIDAS MHTepBan
pesynbtata lNLP

<7 nHei 117 53 453 % [36,6; 54,3] %
8 - 15 nneit 44 39 88,6 % [76,0; 95,0] %
> 16 nHet 29 28 96,6% [82,2; 99,9] %

*MNpenBaputeneHbii aHanua lMUP Ha SARS-CoV-2 npeactaensan cobow nepBoHavanbHOE MNOATBEPXKAEHUE MOMOXUTENBHOMO
pesynbtaTa Ha SARS-CoV-2 anga otbopa 06pa3uoB € Lenbko nocrneayoLero onpegeneHms Y4yBCTBMTENBHOCTA B 3aBUCUMOCTU OT
KonuyecTBa AHen ¢ nomoulpblo Habopa peareHToB VIDAS SARS-COV-2 IgG Ha npubope VIDAS.

B ma6nuue HuU)xe npedcmae.neHa duazHocmu4eckas yyecmeumesilbHOCMmb, 3asucumasi om epemMeHuU om6opa 06pa3uoe
rnocirie rnosiesieHuUsi CUMINmMomMos.

Yucno aHen nocne | Konnyectso KonuyecTtBo NOMNOXUTENbHLIX | YyBCTBUTENBLHOCTb 95%

NosiBNIEHNA CUMMNTOMOB obpasuoB pe3ynbTaToB, MOATBEPXAEHHbLIX C [0BEPUTENBHbLIN
nomoubo aHanusa VIDAS MHTEepBan

> 14 gueit 54 51 94,4 % [84,9; 98,1] %

AunarHocTnyeckas cneynpuIHOCTb:

B obuwert cnoxHoct 989 06pasuoB, 0TOOpaHHbIX y NWL C NpeaBapuTeNbHbIM OTPULATENbHBIM pe3ynbTaTtoM Ao ceHTsabpst 2019
roga, ObiNMM O4HOKPATHO MccnefoBaHbl C MOMoLb0 Habopa peareHToB VIDAS SARS-COV-2 IgG Ha npubope VIDAS. Bbin
06Hapy>XeH oauH NOXXHOMOMNOXUTENbHbIA 06paseL.

OuarHoctuyeckas cneundunyHocts coctaBuna 99,9 % (95% AU: [99,4 -100,0] %).






