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Ha MeaVLMHCKOe 13aenmve

PeareHT VITROS KopoHaBupyc SARS-CoV-2 1gG 2 B kacceTe (VITROS Anti-SARS-CoV-2 1gG 2
Reagent Pack) pna KauecTBEHHOr0 M NONyKONYECTBEHHOT0 UMMYHOAMAa1 HOCTUYECKOT 0
onpefeneHnss UMMYHOr106yIMHOB Kacca G K KopoHaBupycy SARS-CoV-2 MeTOLOM YCUIEHHOM
XeMUNIMNHecUeHUMK Ha aHannsaTtopax cepumn VITROS, not 0200

Kanmépatop VITROS KopoHasupyc SARS-CoV-2 IgG 2 (VITROS Anti-SARS CoV-2 1gG 2
Calibrator) gna kambposku aHanmnsatopos cepum VITROS npn Ka4eCTBEHHOM U
NoNYyKONNYECTBEHHOM UMMYHOAMArHOCTUYECKOM ONpeenieH MMMYHOr100y/IMHOB Knacca G K
KopoHaBupycy SARS~CoV-2 MeTOLOM YCUNIEHHON XeMUTIIOMUHECLIEHLMN Ha aHa/1M3aTopax cepum
VITROS, not 0200

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



VITROS mmyHoAmarLicrmyecxme npoayKrbl

PeareHT VITROS KopoHaBupyc SARS<k)V-2 IgG 2 B kacceTe (VITROS Antl-SARS-CoV-2 IgG

2 Reagent Pack) /11 Ka4eCTBEHHOTO W MOJTYKO/TMHECTBEHHOTO UMMYHOAMarHOCTUHECMOTO

onpeaeneHs UMMYHOr06yIMHOB Knacca G K KopoHaBupycy SARS-CoV-2 MeTogoM _BBJ 6199955
YCUIEHHOW XEMWTKOMMHECLIEHLIMN Ha aHanM3aTopax cepum VITROS, not 0200

Kanmbpartop VITROS KopoHwmpyc SARS-CoV-2 IgG 2 (VITROS Antl-SARS-CoV-2 IgG 2
Calibrator) anst KanmépoBkM aHanM3aTopos cepun VITROS npy KaueCTBEHHOM U
MosTyKONMYECTBEHHOM UMMYHOAMAarHOCTUHECKOM OrnpeaeneHnn MMMyHOM100yIMHOB Kiacca G
K KoaBupycy SARS-CoV-2 METCAOM YCUIEHHOM XEMUWTFOMUHECLIEHLIMN Ha aHa/M3aTopax
oeonn VITROS. not Q300

1 6199956

[Ans gnarHocTukm in vitro WI'IpOCbeCCVIOHaI'IbHOI'O na60paTopH0ro Mcnosib3oBaHuA.

HasHauveHue, coctas 130/ U NMOKa3aHNA K MPYMEHEHIO

vITROS VimmyHoguaTocTmnyeckmne npodyktbl PeareHT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 B kaocete (VITROS Antt-
SAFS-CoV-2 IgG 2 Reagent Pack) /19 ka4eCTBEHHOIO 1 MoJTyKO/IMYECTBEHHOTO IMMYHOAMAarHOCTUHECMOro onpeaesieHnst
VMMYHOI106yNIMHOB Knacca G K HopoHaBupycy SARS-CoOV-2 METOAO0M YCUIEHHOM XEMUTOMTIOCLIEHUMW Ha aHasm3aTopax
cepum VITROS, 10T 0200 npegHasHaueH 4151 KAUECTBEHHOTO U NOMYKOIMYECTBEHHOTO UMMYHOAUATHOCTHYECKOTO ONpPeAeeHNst
MMMYHOT/106yNIMHOB Kkiiacca G K KopoHaBupycy SARS-CoV*2 B YenloBeYECKOM CbIBOPOTKE METOAO0M YCU/TIEHHOW XEMUTIOMUHECLIEHL MU Ha
aHanusartopax cepun VITROS (VITROS ECI/ECIO, VITROS 3600, VITROS 5600, VITROS XT 7600).
n oicn.v «ftm k nptfMOHOffttio' TecT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 npegHa3HayveH A1 UCMOb30BaHNS B Ka4ecTBe
BC/IOMOraTeflbHOro cpeAcTsea A/ naeHTUUKaLmn vl ¢ aaanTuBHbIM (MOlyYeHHbIM eCTECTBEHHbLIM NyTeM WM Yepes BaKLUHaLWIo)
VMMYHHbIM OTBETOM Ha SARS-CoV-2. B HacToswee BpeMs HEN3BECTHO, Kak [0/Ir0 NOC/e 3apaKeHNA MOryT COXPaHATLCA aHTUTena, u
obecneunBaeT M HaAIMYME aHTUTEN 3aLUTHBIA UMMYHUTET.
MpegynpexgeHune: TecT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 He A0/HKEH UCMOMb30BaTbCA A1 ANarHoCTUPOBaHUA OCTPOW MHAeKL MK
SARS-CoV-2.
TecT VITROS KopoHaBunpyc SARS-CoV-2 IgG 2 MOXeT NPUMEHSITbCS AJ/151 NPOrHO3UPOBaHWsi TUTPOB HEUTPa/IU3YIOLWNX aHTUTE/T B KavyecTBe
CypporaTHOro Tecta Ha HeiTpasiMdytowue aHTuTena. TecT MOXeT NPUMEeHATLCA A5 onpejeneHns nnas3Mbl KpOBW, Noaxoasawen ans
npoBeAeHNsA Tepanuy peKoHBasIeCLIEHTHON N1asMoi. TeCcT Takke MOXeT NPUMEHSITLCA A1 MOHUTOPUHIa U3MEHEeHUS YPOBHSA aHTUTesN nocne
MHUUMpOoBaHUsA. COOTBETCTBME TUTPAM HENTPa/IN3YIOLLMX aHTUTES GbI/I0 YCTAHOBJIEHO C JIOMOLLBLIO aHa/In3a Ha nceBaoTwUA Bupyca SARS-
CoV-2 Ha ocHOBe Bupyca Be3nkynspHoro ctomatuta (BBC).
Pe3ynbTatbl NpegHa3HavyeHbl 4NN BbiABeHNA aHTuTeNn K SARS-CoV-2.Altutena IgG kK SARS-CoV-2, kak npaBuo, BbISBNAKOTCA B KPOBU
yepes HeCKO/IbKO HefesNb Nnocsie NepBOHaYa/IbHOro MHPMLMPOBAHUS, HECMOTPS Ha TO, YTO MPOAO/IHKUTENIbHOCTb NMPUCYTCTBUA aHTuUTen
nocsie MHOULMPOBaHNA HeJOCTaTOYHO OXapakTepusoBaHa. Y ftofeil MoXeT 6bITb 06HapyXMBaeMblli BUPYC B TeYeHNe HEeCKOSIbKUX Heaenb
nocsie CepoKoHBEPCUU.
YyBcTBUTENbHOCTL TecTa VITROS KopoHaBupyc SARS-CoV-2 IgG 2 B nepunop, paHHeln nHdekuun HemsBecTHa. OTpuuaTenbHble
pe3ynbTaTbl HE UCKIIOYAIOT Hanmumne ocTpoii nHdekun SARS-CoV-2. Mpn noA03peHnn Ha OCTPYHO MHMPeKLNIo Heo6XoAMMO NpoBeaeHne
npsimoro tTecta Ha SARS-CoV-2. JloxHononoxutenbHble pesynbTarel Tecta VITROS KopoHaBupyc SARS-CoV-2 IgG 2 MoryT BO3HUKaTb 13-
3a NepeKkpecTHOWN peakTUBHOCTU OT paHee CyLIeCTBOBABLUMX aHTUTEN UK APYTNX BO3MOXHbIX MPUYMH.)

VITROS VimmyHOoamaTocTuyectoro Npoaykibl [Bubpatop VITROS KopoHasupyc SARS-CoV-2 IgG 2 (VITROS Anti-SARS-
CoV-2 IgG 2 Calibrator) o151 karinbpoBky aHanmzartopos cepumn VITROS npu kKa4eCTBEHHOM W JIOXTYHOO/IMHECTBEHHOM
VIMMYHOAWarNKCryYeCKoM onpeagneHnm MMMyHOT/100y/IMHOB Kiacca G K KopoHaBupycy SARS-CoV-2 MeToa0M YCWIEHHOM
Y OMUIFOMMHECLEHLIMN Ha aHanmn3aTopax cepun VITROS. ot 0200 & coctase

1. Kanun6patop 1- 2 donakoHa, 1,0 mn.

2 Kann6bpoBouHas kapTa -1 wT

3. MpoTokon kapta -1 wt

4 OTUKETKN CO WTPUX-KOAO0M KanmépaTtopos - 8 wT

npepgHasHavyeH Ana kannbposkn aHanusatoposB cepun VITROS (VITROS ECI/ECIQ, VITROS 3600, VITROS 5600, VITROS
XT 7600) npn Ka4yeCTBEHHOM M MONYKO/IMHECTBEHHOM OMnMpeAeseHUNn MMMYyHOrnobynmHoB knacca G kK kopoHaBupycy SARS-
CoV-2 B 4UeNnOBeYECKOW CbIBOPOTKE.

Kpartkoe onvicaHvie 1 o6bscCHeHMEe TecTa

TsKe bl OCTPbIA pecnnpaTopHbI CMHAPOM KopoHaBupyca 2 (SARS-CoV-2) — 310 3a6oneBaHue, Bbi3blBaemMoe
HOBbIM 6eTa-KOPOHABMPYCOM, BO36YANTE/IEM KOPOHaBUPYCHOI 60n1e3Hn 2019 (COVID-19), 1 cTaBWMM NPUYMHHBIM
takTopom naHaemmm. SARS-CoV-2 B OCHOBHOM NepegaeTcsa Yyepe3 BO3AYLIHO-KanesabHbI 1 KOHTakTHble NyTU, 1
BUPYC MHULMPYET KIETKN YenoBeka NocpeAcTBOM CBA3bIBaHNSA C
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aHrMoTeH3uH-NpeBpallaowmm depmeHTom 2 (ACE2). Joan, niduymposaHHble SARS-CoV-2, MOTyT UMETb MPU3HaK1 1
CUMMNTOMbI OCTPOroO pecrnMpaTopHOro 3abosieBaHus, Takme Kak nxopagka, Kallesb, OAblliKa, HO TaKkKe MOryT He UMeTb
cumnTomoB. CMMNTOMaTUyeckme, NPegcMMNTOMHbIE U 6eCCUMNTOMHbIe Hocutenim SARS-CoV-2 MoryT 6bITb
NoTeHUNasIbHbIMN UCTOYHMKaMKM Nepegayn supyca.™

OG6HapyXeHne BUPYCHbIX FTEHOB C NOMOLLbIO 06PAaTHOM TPaHCKPUMNLMOHHOM NOMMMeEpPa3HO LenHoW peakumn B peasibHOM
spemern (OT-MLUP) ssBNsieTcA B HacTosiWwee BpeMs 30/10TbIM CTaHAAPTOM B AnarHoctuke COVID-19. AnA
ANarHoCcTMYeCcKOro TeCTUPOBaHUS, Kak NpPaBunso, NCOMb3YIOTCA 06pasLbl N3 BEPXHUX AbiXaTelbHbIX NyTel, Takme Kak
Ma30K M3 HOCOINOTKN U Ma30oK N3 POTOrNoTKU. NY nnu, nHpmumpoBaHHbIX SARS-CoV-2, aHTuTena IgG K BUpyCy HaunHatoT
npoayumpoBatbcs Yepes 1-2 Hefenun nocsie BO3HUKHOBEHUSA CUMIMTOMOB. Y 60/1bLUMHCTBA MHMULNPOBAHHbIX
cepokoHBepcus IgG gocturaetca yepes 3-4 Hefenu Nocsie BO3HNKHOBEHUS CUMNTOMOB.  ®

SARS-CoV-2 nHhnuMpyeT K1eTKM Yenoseka nyTemM CBA3bIBaHNSA LWNMNOBUAHOIO (S) 6enka ¢ peuenTopoM aHIMOTEH3UH-
npespauatowiero oepmeHTa 2 (ACE2). LUnnoBuAaHbIn 6eN0K cOCTOUT N3 cybbeanHuy, S1 1 S2, npm atom S1
B3ammogelictByeT c ACE2 yepes pelentop-cBasbiBatowmii gomeH (RBD). ®AHTUTeNa k 6enky S1 unn RBD, 6nokupytoLine
cBAi3biBaHWe Bupyca ¢ peuentopom ACE2, Tem cambIM MHIMGUPYS MHAPEKLMIO, Ha3bIBaOTCA HeNTpan3yoLwmmm
aHTUTenamu.' FeHepauns HeNTPaNM3YOLWNX aHTUTEN ABNSETCA BaXHbIM MEXAHU3MOM yMOPasibHOTO UMMYHUTETA NPOTUB
BUPYCHOWN MH(PEKLUN 1 OCHOBHOW Liesibio NPy CO34aHNN BakUuuH. ®Kpome 3Toro, HeliTpanimsyolmne aHTuTena cryxart B
KayecTBe K/1I04EBOro aKTMBHOMO MHrpeAneHTa peKoHBaieCLLeHTHON n1a3Mbl KPOBU, UCMNO/b3YyeMOoii B 1leYeHnn nauneHToB C
Tshkenoli choopmoli COVID-19. ®HegaBHee nccnefoBaHne, B KOTOPoe 6bI10 BK/IKOYEHO 60s1ee TpuauaTy NATK ThicaY
nauyMeHToB, rocnnTasiM3npoBaHHbix ¢ COVID-19, nokasano, 4To nepesnBaHne peKkoHBa/IeCLLEeHTHOM N/ia3Mbl KPOBU C
BbICOKMM YPOBHEM aHTUTes, onpegeniseMbiM ¢ NoMoLibio aHanmsa VITROS Anti-SARS-CoV-2 IgG 2. npuBoanno kK
3HaYNTENIbHOMY CHIDKEHUIO CMEPTHOCTW. MNpn 3TOM nepeniBaHne B TeYeHue Tpex AHeli C MOMeHTa NOCTaHOBKMN AnarHosa
COVID-19 ob6ecneunBasno ewe 60/bllee CH/KEHNE CMEPTHOCTU.  OTO MUCC/efoBaHne NogyepknBaeT BaXKHOCTb
n3mepeHns ypoBHeii IgG ¢ MOMOLLBIO BbICOKONPON3BOANTENIbHOIO CEPOsIOrMYecKoro TecTa A1 CBOeBPEMEHHOro
onpegesieHns NPUrogHOCTN PEKOHBA/IECLEHTHON M1asMbl KPOBU 4151 IeYeHUs NauMeHToB.

AKTMBHOCTb HEATPa/IN3YIOLWNX @aHTUTEN N3MepPSeTCHA C MOMOLLbIO aHa/IM30B Ha HeNTpaIn3aumio in vitm, Npu KOTopbIX
ncnosnb3ytoTes Bupyc SARS-CoV-2 nam BUPYCHble YacTulbl nceBgoTuna. A gekTMBHOCTb HeliTpasin3ytoweil akTMBHOCTU
BbIpaXaeTcs B TUTpax HelTpanuaylwmx aHTuten. ” Ceponornyeckre TecTbl, HaleseHHble Ha 6e/10k S wn S1 SARS-
CoV-2, eMOHCTPUPYIOT TECHYIO B3aUMOCBSA3b C TUTPaMV HENTPA/IN3YIOLWMX aHTUTES, ONpeesiIeHHbIX C MOMOLLbIO
aHa/IM30B Ha HeliTpanmsayuio.

MNpyHUMNGI NpoLeaypb|

TecT VITROS VMmmyHoamnarHoctuyeckne npoayktbl VITROS KopoHasupyc SARS-CoV-2 IgG 2 nposBoauTca ¢
ncrnonb3oBaHnem PeareHta VITROS KopoHaBupyc SARS-CoV-2 IgG 2 B kacceTe n Kannbpatopa VITROS KopoHaBupyc
SARS-CoV-2 IgG 2 B uMmyHoaunarHoctnyecknx cuctemax VITROS ECI/ECIQ/3600 u nHTerpupoBaHHbIx cuctemax VITROS
5600/XT 7600. cnonb3yeTcs MeToAMKa KOMMYECTBEHHOTO MMMYyHOaHaIn3a, Kotopas npeAgycMaTpyBaeT ABYX3aTanHyo
peakumto. Ha nepBoii cTagumn aHTuTena K SARS-CoV-2, npucyTcTBytoWMe B 06pasLe, CBA3bIBAOTCA C aHTUreHom Sl
wmnoBuaHoro 6enka SARS-CoV-2, nokpbiBaloLWmMM yHKN. HecBsA3aHHbI o6pa3el, yaanseTcsa nyteM NnpombiBaHus. Ha
BTOPOM 3Tarne 406aBNsAOTCA MeYeHble NepoKCMAasol XpeHa MbllrHble MOHOK/TOHa/IbHble aHTUTeNa K aHTutenam IgG
yesioBeka B BM/e KOHbIOrMpoBaHHOrO peareHTa. KoHblorar cneyndmnyHo CBA3bIBAETCA C aHTUTeslaMy KOMMJeKca aHTUreH-
aHTMTeno. Ecnn KoMnaekcbl OTCYTCTBYIOT, HECBA3AHHbIN KOHbIOTaT yAasifieTcs Ha nocsiefylolem atane npoMbiBaHUSA.
KonunuecTBO KOHBblOrata, Me4eHHOro NepoKcnAas3on XpeHa, N3MepsieTcs Npu NOMOLLW JIIOMUHECLLEHTHON peakunmn B
NYHKN J06aBNAETCA peareHT, coepXalinii NIOMUHOTeHHble cybcTpaTbl {NPon3BOAHOE NIOMUHOMA U MEPKNCIOTHAsA COSb) U
CpeACTBO A/151 MepeHoca 3/1eKTPOHOB. MNepokcnjasa XpeHa B CBA3aHHOM KOHblOraTe KaTasim3npyeTt OKUcrieHne
NpOV3BOAHOrO JIIOMUHOSA, NpoAyLMnpys ceeT. CpeAcTBO 4J/19 NepeHoca 3/1eKTPOHOB (3aMelleHHbIV aueTaHuang)
NoBbIWAET YpOBeHb BbipaboTaHHOro CBeTa U NpoA/ieBaeT ero nssiydeHve. CBeToBble CUrHasIbl CHUTBLIBAIOTCA CUCTEMO.
KonnuyecTBO KOHbBIOrata, MeyeHOro Nepokcuaason XxpeHa, ykasbiBaeT Ha KonnyectBo aHTuTen IgG k SARS-CoV-2.
Uncnosble 3Ha4YeHUsA curHasia OTHOCUTE/IbHO NOPOroBOro 3HaYeHUss 6yAyT YBEIMUMBATLCA NO Mepe yBe/INYeHns
kosimyecTBa aHTUTeNn kK SARS-CoV-2, npucyTCcTBYIOWNX B 06pasLie.

Bpems go nepsoro TemnepaTtypa
Tun TecTa Cucrema’ Bpems nHKyb6auun pesynbTata TecTa O6bem o6pasua
ViMmyHOMeTpuU- ECI/ECIQ, 3600,
48 MUHYT 37 X 20 MK/
eckuii 5600/XT 7600 37 maryT Y

' TIPOAYKUUSI N CUCTEMBI MOTYT 6bITb HEAOCTYMHbLI B HEKOTOPbIX CTPaHax.
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Cxema peakuumn

MbiwnHbIE
MOHOK/IOHa/bHble
PeKoM6MHaHTHbIN aHTuTena K aHtutenam
aHTureH SARS-CoV-2 IgG yenoseka,
MeYeHHble

nepokcugasoii xpeHa
NlomnHecueHuns

MpenynpexkaeH s 1 Mepb| MPEAOCTOPOXHCHOTU

NMPEAYNPEXAEHWE MoT BbIPT NbHO MHP MPLLSI3BAHHbIiMaT epuas

PaccmaTp/aa ™ KaKUCTOUYHVKU H (b BN . PeareHT B KacceT e B COAEPXUT

MaT epuasibl HanoBBYBCAXO NPOUCAALLLABHMSA, CCV'BRXAT MaT eprasibl XKMBOTHOIMO
NPOVCXOXAEHNSA. KannmbpaT op cogepxnT MaT epuasibl YesTOBEYEeCKOro
TLLIX3VCXOXAAHSA.

MposBnsfTa 0CTOPOXHOCT b, paboT as c MaT epuanamMmu HanoBayecsaxo
npoveacoxaaHus. Bce obpasLbl cripayaT paccmMaT puBaT b, 10 K NOTBPLLMa/IbMO
NNAOKPrpoaaHHbIB. H GOT T MeT O/ TeCTUpoBaHUAHE M»aT neT O ruaHTum
oTcyTcTBAABMpYCa renaTtuTaB, exfrca renatvrTa C (BIrC). Bupyca
waMyHogedumT a yenoseka (BUY 1*2) nnuwpyTuxBo3oy T Aranei MHenpTii.
O6palBLIT, UCMOT B30 BaBIO, XPB HaBT U yT unmsaumnsa TBOfy utQku x n g o K

0T XO[0B 0T 06Pa3L,0B ¥ MOLLIOHBHT OB TECTAA0/IXOThI NMPOBOANT bCAB

COOTB TCTBAAC NpoLeaypaMu, onpeasneT eBuMn HauoHa/IbHbIMY PyNoaoCcT BaaT
1 HOP/IIOMY B OTOLWWBIBT T eXHWKM 6e30MacHOCT 1 Npu paboT e C 61OoMNoTUYeCKm
onacHbIMV MaT epyasiaMmv (Hanpumep AokyMeHT bl .31M 29)/

KanmbpaTop VITROSANtf-SARS-CoV-2IgQ 2 copepXnT :MaT puLly C HeraT MBHOM
peakuynein Ha aHTuTenak SARS-CoV-2, Nosly4yeHHY0 y JOHOPOB, NPOLU el nX

T AMUAyenbHOEe TeCTUPOCaHNO M TPOAEMOHCT PIPOB LU L UX OT pULET e/TbHYH0
pBato pBO Ha NOBEPXHOCT HblaHTUreH T pyca renaTuTaB 1 aHTuTenak Bupycy
renaTuTaC (BrC)m BUY npu TpoBeae/T n aHaT aoB yT aepXuWblNT MBTCH a K1
UMMMOD AT MeHT HbixaHanusos). Kenn()BTop VITROSANtSARS-CoV-21gG 2
gonoreeneT >Ho coaMNUNT : TnMTenolgo k SARS-CoV-2. PaccmMaTpuBaT b Kak
NCTONTVKMHG BNPT .

NMPEAYNPEXAEHWNE CopepxuT PTOCIiNn3007"

PeareHT VITROSANtFSARS-CoV-2lgG2 copepxnT 1.0 % ProCiin 300.
N317: MOXeT BbI3bl0aTb a/lN1IepruvyecKyto KOXHyro peakumio. P260:

no/sb30BaT bCA3WUMTUbIMUNAyHanrTw. P302 * P362: MNPV MNMONAOAHUN HA
KOXXY: npoMbITb 60/1bLL MM KT F4BCT BOM BOAbl C MblfloM. P333 * P313:ecnu
MPOVICXOANT Pa3apax T T Ve KOKW U/T nosBnewwTe CblTbl, CefyeT oM TaTuTbCAaK
A 4y y . P3B3:MocTuvpaTb 3arpsA3HEHHYI0 caemMay N Tegnocneg™onpu

MCMNOT OBBHNEM.

NMPEOYNPEXAEHVE CopepxnT PT0OLLIO60*

KannbpaTop WmOSANO-SARS-CoV-2lgG2 cogepknT0.5 %PTOCHN950. H317:
MOXET BbI3bIBaTb a/I/1IEPrNYECKYI0 KOXHYHO peakuuto. P2W : nonb3oBaT beA
3aWnTHbIMMNepyaT Kamn. P302+ P3S2: MMTPU MOMNAOAAHUNHA KOXXY: npomMbITb
60/1bLU UM KOSIMYECT BOM BOAbI C Mbl/IoM. P333 * P313: eCc/in TUHAMCXGIUT
pa3fpaxT BHT KOXW Urbl NOSAB/IEHUNE CbITbl, CNeayeT 06paTUTbCAK WTady. P383:
nocTUPaT b 3arpA3HELL T YIO OAeX Ay nepeL, Noc/eayo L M HCNOIb300LU SIFOM .
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NMPEOYNPEXAEHNE

BesonacHas yTunusauusi

YT106bI onpenennTb cnocob 6e3onacHol yTnnmsaumnm gaHHoOro npoaykra, cne,u,yVlTe MeCTHbIM HOpMaTMBaM No yTuamsaumn
B 3aBMCMOCTW OT Ballero pacrnosioxXeHusa, a Takxe pekoMmeHgaunam mn ceefeHnaM B nacnoprte 6€30MacHOCTU.

PeareHTbl

CofepX1mMoe ynakoBk/ peareHToB
1 ynakoBKa peareHToB COLEPXUT;

100 NTlyHOK C NOKPbITUEM (PEKOMBUHAHTHbIV aHTUreH SARS-CoV-2. HaHECEHHbI B KonnyecTBe 110 HI/NyHKY)

18,0 mn peareHTa Ansa aHanunsa (bydhepHblli pacTBOp co cTabunnsatopaMmu 6bl4bero 6enka n NPOTUBOMUKPOOHbBIM
cpencTBoM®);

20,4 M1 KOHBIOTMPOBAHHOIO peareHTa [aHTUTeNa K aHTuTenam IgG yenoseka (MblWNHbIE MOHOK/IOHA/IbHbIE),

KOHBIOIMPOBaHHbIe C NEPOKCUAA30M XpeHa. 5 HI/M/] B 6ydpepHOM pacTBOpe CO cTabunmnsaTtopaMmu Gblubero 6enka u
NPOTMBOMMKPOGHbIM CpeACTBOM*.

*1,0% MpoknuH 300 (ProCrn 300)

icnonb3oBaHuWe yrakoBK/N peareHToB

. YrnakoBKa peareHTOB NOCTaB/IAeTCA B rOTOBOM /1 UCMOJ/Ib30BaHUA BUAe.

YnaKkoBKa peareHTOB COePXUT FOMOTeHHbIE XWUKUe peareHTbl, KOTopble He TPEBYIOT BCTPSIXMBaHUS UK
rnepemMeLwBaHNsA nepes 3arpy3koii B cucTemy.

« O6palyaiiTech C ynakoBKaMy peareHToB C OCTOPOXHOCTLI0. U36eraiiTe cregytowero:

- 06pasoBaHusi KOHAEHcaTa Ha YNakoBKe;

- BCMEHVBaHWsA peareHToB;

- BCTPAXVBaHUS YNaKoBKW.

XpaHeHne 1 NoAroToBKa YNakoBKN peareHToB

PeareHT YcnoBusa XxpaHeHus CrabunbHocTb* CpokrogHocty noTta 0200

3aKpbITbIN B X0MI04UMBHUKE 2.8 °C [lo ncteyeHns cpoka 11 aBrycta 2021 r.
rogHocTun

OTKpbITbIA B cucteme CucTtema BK/IKOYEHA £ 8 Hegenb £8 Heflenb € gaTbl OTKPbLITUA

OTKpbITbIA B xonogunbHuke 2-8 £ 8 Hepenb £8 Hefenb € gaTbl OTKPbLITUA

* laHHble He NoATBepPXAeHbl NCCnefoBaHNAMN cTabuibHOCTU B peasibHOM BpeMeHU.

¢ Ynakoska peareHToB VITROS KopoHasupyc SARS-CoV-2 IgG 2 B KacceTe npegHa3HavyeHa 4719 NCNO/b30BaHUsA [0
MNCTEYEHMSA CcpoKa rofHOCTW, YKa3aHHOro Ha KapTOHHOW ynakoBke, NPy XpaHeHUW 1 o6palleHnn B COOTBETCTBUM C
yKasaHuaMu. He ncnonb3oBarth MOC/e UCTEYEHUA CPOKa rofgHOCTW.

. He 3aMopaxunBaTb YNakOBKU peareHToB.

3arpy>Ka|7|Te YNakKoBK/ peareHToB HernocpeacTBeHHO M3 XONT04UNMbHUKA, 4TO6bI CBECTU K MUHUMYMY 06pa3OBaH|/|e
KOHAeHCaTa.

BcKpbITble yNakoBKM peareHToB YyBCTBUTE/IbHbI K BO3AENCTBUIO B/iarn 1 BIaXKHOCTU. XpaHUTe BCKPbITble OX/TaXAeHHble
YNakoBKW peareHTOB B 3anevataHHOM KOHTelHepe A8 XpaHeHNs1 yNnakoBOK peareHToB A/19 MMMYHOANArHoCTUYeCcKnx
npoayktoB VITROS ¢ cyxum BnaronorsioTuTesiem.

CopepxmmMoe kanmbpartopa

¢ 2 chnakoHa Kanuépartopa VITROS KopoHaBupyc SARS-CoV-2 IgG 2 (4enoBeyeckne pekombnHaHTHble Anti-SARS-

CoV-2 B MaTpuLe YesioBeKa C oTpuuaTesibHo peakumeli Ha Anti-SARS-CoV-2 ¢ NpoTMBOMUKPOGHBLIM cpeacTBOM*. 1
Mn).

¢ KanmbpoBouHasa kapTa -1 wWr.
» [poTtokon kapTta -1 wT.

+  OTMKETKM CO LUTPUX-KOAOM KasimbpaTopos - 8 L.
“0,5% TMpoknuH 950 (ProClin 950)
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Vicnonb3oBaHMe Kasimbparopa

Mcnonb3yiiTe TONBKO C yNakoBKOW peareHTOB C TeM Xe HOMepom cepuu. TulaTeNbHO Nepemelualite, nepesopaymnsas, n
HarpeiiTe o 15-30 °C nepep Ucnosib3oBaHNeM.

XpaHuTe kanmbpaTopbl B OPUrMHa/IbHBIX KOHTEliHepax ¢ NpobkaMu, YTo6bl n36exaTb 3arpa3HeHns n ucnapeHus. Bo
nsbexaHne ncnapeHns orpaHMynBalite Bpems HaxoxaeHus kanvbparopa B cucteme. CM. MHCTPYKLMIO NO
aKcnayaTtaunm cucTembl. Ilocne MCNosb30BaHMsA Kak MOXHO ObiCTpee BepHUTECHb K TemnepaType 2-8 "C wnu 3arpysuTte
06beM, AOCTATOYHbIV TO/IBKO A1 OAHOKPATHOrO onpefesieHuns.

XpaHeHure 1 NoAroToBka kanuéparopa

Kannépatop YcnoBus XpaHeHus CrabunbHOCTL* Cpok roaHocTtu siota 0200

He oTKpbITO [0 vcTeyeHus cpoka 11 aBrycTa 2021 .
3aMOpPOXEHHbIM £-20 “C rofjHOCTK

OTKpbITO B xonoannbHuKe 2-8 *C £24 yacos £24 4acoB C faTbl OTKPbITUA

* laHHble He NOATBEPXAEHbI UCCNeAOBaHNUAMMN CTAbU/IbHOCTN B pea/ibHOM BPeMEHU.

Kanu6patop VITROS KopoHaBupyc SARS-CoV-2 IgG 2 nocTaB/sieTCs 3aMOPOXEHHbIM.

Kanun6bpatop VITROS KopoHaBupyc SARS-CoV-2 IgG 2 npegHasHavyeH ANA NCMNOb30BaHUA 00 NCTEYEHUA CpoKa
rofjHOCTK, YKa3aHHOro Ha KapTOHHOW ynakoBKe, NPV XpaHeHnn n obpatleHn B COOTBETCTBUM C yKasaHuamun. He
VCMO/Ib30BaTh MOC/Ie NCTEYEHNA CPOKa rofHOCTU.

HE SAMOPAXWVBATb MOBTOPHO.

TecT VITROS KopoHasupyc SARS-CoV-2 IgG 2 ncnonb3syet 20 Mk Kanvbpartopa A5 KaXA0ro onpefeneHuns.
BHecuTe aNMKBOTY Kax0ro kanméparopa B KOHTeliHep AnA o6pasua (MpUHUMas BO BHYUMaHUe MUHUMasIbHbIA 06bem
3anosIHeHUsA KOHTeliHepa), Ha KOTOPbI MOXHO NMPUKIEUTb NPeAoCTaB/IEHHYIO 3TUKETKY CO LUTPUX-KOA0M. MoApo6HYIo
MHhopMaLMIO 0 MUHNMa/IbHOM 06beMe 3ano/IHEeHNS Yallek Win KOHTellHepoB A5 06pa3LoB CM. B MHCTPYKUWX MO
IKCrnyarauumn cUcTemsl.

Kann6bpatop VITROS KopoHaBupyc SARS-CoV-2 IgG 2 aBTOMatnyeckn obpabaTbiBaeTcs B ABYX MOBTOPHOCTSAX.

TpaHcnopTupoBka PeareHTa n Kannéparopa

PeareHT - Xx0n104nNbHUK 2-8 °C Npu OoTHOCUTEIbHOW BnaxHocTh oT 20 fo 80%.
Kanun6paTtop - MOpo3nnbHuK, npu £-20 °C

C60p, noarotoBka 1 XpaHeHvie 06pasLoB

MogroTtoBka nauveHTa
Ocobas noaroToBkKa nauueHTa He TpeﬁyETCH.

PekomeHayemble o6pasubl

CbIBOpOTKa

HepekomeHgyemMble 06pasLbl

Mnasma

- JATA.

Me ncnonb3yiiTe MyTHble 06pasLbl. MyTHOCTb B 06pa3uax MOXeT NOBMUSATbL Ha pe3y/ibTaTbl TecTa.
He ncnonb3yiiTe remoniM3npoBaHHble obpasupbl. CM, pasgen «OrpaHMyeHus npoueaypbi».

Ocobble Mepbl NPEAOCTOPOXHOCTA

BAXHO! Co06LLasnoch, YTOHEKOTOPbIEYCTPONCTBAA/IS C6opa BMSIOT Ha Apyrve

aHa/mM3VpyemMble BELLECTBA YN TECThbl  /13-3a MHOro06pasvsigoCc TYMHbIX
ycTpoicTBANA cbopa 06pasuos, komnaHus Ortho Clinical Diagnostics He MoxeT
[ATb OKOHYaTe/lbHOE onpeeneHe NPoM3BOAY TEbHOC T CBOMX NPOAYKTOB C

STVMMYCTPOCTBaMU. YoemrTech, YTOBaLLM YCTPOACTBAA/1A cHbopa 06pasLoB
COBMECTVMbI C 3TUM TECTOV

C6op 1 nogrotoBka 06pasLos

MNMposeamnTe c60p 06pasLIOB C MCMOMb30BaHMEM CTaHAAPTHLIX Npoueayp.®

[ns ncnonb3oBaHus 1 06paboTkn obpasua cnegyinTe MHCTPYKUMAM, NpuiaraeMbiM K YCTPORCTBY 418 c6opa.

O6pasubl cnegyeT TwaTeslbHO OTAEIUTL OT JI060ro K1eToYHoro maTepuana. Heco6ntogeHne aToro Tpe6oBaHNSA MOXET
NpVBECTU K OLUIMGOYHOMY pe3ysbTarty.

TecT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 ncnonb3yeTt 20 Mk o6pasua 418 kak[oro onpegeneHus. 3aecb He
y4TeH MUHMMa/IbHBIV 06bEM 3ano/IHEHUA BbIGpaHHOro KoHTeliHepa 1A 06pas3LoB. Moapo6Hy UHopMaLuio o
MUH/Ma/IbHOM O6beMe 3ano/IHEeHNS YalleK U KOHTeliHepoB 4715 06pasLoB CM. B UHCTPYKLMUW MO 3KCMayartauymmn
cUcTeMbl.

icnonb3oBaHWe U YCNOBUSA XpaHeHUs

XpaHuTe o6pasubl B KOHTeliHepax ¢ Npo6kamu, YTOGbl N36exaTb 3arpsA3HEHUS U NCNapeHus.
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YT06bl M36exaTb NepekpecTHOro 3arpsisHeHs 06pasLoB NayMeHToB, crieayiiTe Npouesypam, yTBEPXAEHHbIM B Balleli
naéopartopuu.

Heo6x0AUMO orpaHuynTL BpeMs Npe6biBaHUsi 06pasL0oB B cUCTEME Nepes NpoBeAeHEM aHan3a, YTo6bl n3bexartb
ncnapeHnsi. CM. MHCTPYKLMIO NO 3KCMyaTaumy CUCTeMbI.

Mocrne Ucnosib30BaHNs Kak MOXHO GbICTpee BepPHUTECH K TeMnepaType 2-8 °C unim 3arpysuTe JOCTATOUHbIN 06bEM A/1s
OAHOKPATHOTO onpeaesieHus.

O6pasubl MOXHO XpPaHUTb A0 24 4yacoB NpU KOMHaTHOM Temnepatype (g4o 30 ®C) nnv 7 gHeli npyu Temnepartype 2-8 "C.

O6pasLbl, KOTOpble He 6yAyT NPOTeCTUPOBaHbl B TeHEHNE yKa3aHHbIX Bbille NepuoAoB BPEMEHUN, AO/MKHbI XPaHUTbCS
npu Temnepatype s -20 °C 1 MOryT nepeHecTn 5 LMKIOB 3aMOpaxnBaHs/oTTanBaHus.

B KayecTBe asibTepHaTUBbI BblLLECKA3aHHOMY, CTaBU/IBHOCTbL 06pasLa MOXeT GbITb YCTaHOB/IEHA KaX A0l
naéopaTtopueii.

MNpouenypa TecTMpoBaHUA

MaTepurasibl B KOMMNEKTE NOCTaBKN

VITROS ViMmmyHogmarHocTuyeckme npogyktbl PeareHT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 B kacceTe (VITROS
Anti-SARS-CoV-2 IgG 2 Reagent Pack)

VITROS VIMMyHoguarHocTuyeckme npoayktel Kannépatop VITROS KopoHasupyc SARS-CoV-2 1gG 2 (VITROS Anti-
SARS-CoV-2 IgG 2 Calibrator)

HeO6XOAI/IMbIe Matepuasibl, He BXOAALWMNE B KOMIMJIEKT NOCTaBKA

MMmyHogunarHocTuyeckme npodykrbl VITROS, curHabHbI peakTus.
MMMyHoanarHoctuyeckme npodyktbl VITROS YHyBepcasibHblli MPOMbIBaIOLLMNIA peakTuB.

MaTepuanbl AN KOHTPOAA KadecTBa, Hanpumep, VITROS ViIMMyHoamnarHoctuyeckne npoayktbl Habop KoHTponei
VITROS KopoHaBupyc SARS-CoV-2 IgG

MimMmyHoamarHocTuyeckne npoayktbl VITROS, Kopobka AN XpaHEHUS yNakoBKU peareHTOB C B/1aronornotTuTenem.

WNHCTpYKUMM MO 3KcnyaTauum

PerynsipHo ocyLiecTBAsITE NepeyyeT C Lefbio KOHTPO/IS peareHToB 1 06ecrneyeHnst LOCTaTOUYHOrO Ko/ImyecTBa
curHanbHoro peaktusa VITROS, yHuBepcasibHOro npomMbiBatolero peaktmsa VITROS v cepuii 0TKa/IMGpOBaHHbIX
peareHTOB A/15 3an/aHMPOBaHHbIX paboT. Mpy NpoBeAeHUM NaHeseil TECTOB Ha ofHOM o6pasLe y6eanTech, YTO 06bemMa
o6pasua 4OoCTaToOuHO /1A 3anpoLUeHHbIX TECTOB.

Moapo6HYH0 MHMOPMALMIO CM. B MHCTPYKLMK MO 3KCM/lyaTauuy CUCTEMBI.

MpumeyaHve. He ncnonb3yiite NPoAyKT C BUAUMbIMU MOBPEXAEHUSIMUA.

Ha3BaHue aHanm3a rno ymosi4aHuo

B OTYeTax nauueHTa TeCTy MO YMO/YaHuio npucBavBaeTcs HasBaHne SARS-CoV2 IgG 2. B MeHto BbiGopa TecTa 1
nabopaTopHbIX 0OTYETaxX TECT MO YMOYaHUIO MMeeT KOPOTKoe HavMeHoBaHue CVG2. Mpu HEO6XOAUMOCTM 3TV HACTPOIKU
MO YMOJTHaHUIO MOXHO U3MEHUTb. MoAPO6HYI0 MH(IOPMALMIO CM. B MHCTPYKLMM MO 9KCM/TyaTaummy CUCTEMBI.

Karmbposka

npouegypa KasimbpoBku

Kann6poBka ocylecTBASETCA AN1A KaX A0 cepun oTAeNIbHO; YNaKoBKN peareHToB U kannbpartop CBsA3aHbl N0 HOMepy
cepumn. YNakoBKN peareHToB U3 OfHOl CEpUM MOTYT UCNONBb30BAaThCS A5 OAHON Ka/TMGPOBKY.

naBHasa kaIMbpoBKa ycTaHaBMBaeTCs A1 KaX /[0 HOBOW cepuy peareHTOB MyTem NpoBeeHNss MHOrOKpaTHbIX
TecToB. 3TO MpoLiecc, Npy NOMOLLM KOTOPOro onpeAenseTcs cneynuyHbIi AN KOHKPeTHON cepun napameTp [a],
KOTOPbI CBSI3bIBAET CUTHa Ha NOPOroBoM 3HadeHun (3HaveHue cutoff) c curHanom kanuépartopa.

MoporoBoe 3HauveHue (3HaveHune cutoff) = (a x curHan kannépatopa 1).

Y6eauTechb, 4YTO 415 KaXJol HOBOV Cepun peareHTOB B CUCTEMe JOCTyMNHa rnaBHas kasimbpoBka.

O6paboTaliTe kKanMbpaTop TakuM e 06pa3om, Kak 1 obpasubl. 3arpy3nTe gocTaToyHOe KOSIMYecTBO AN

aBTOMAaTMYeCKOro onpeseneHns B ABYX NoBTopax. EC/IM MCNONb3YHTCA 3TUKETKU CO WTPUX-KOAAMU, HET
Heo6X0AMMOCTU B NPOrpaMMMpPOBaHUN KasIMGPOBKN — OHa HaYHETCS aBTOMAaTUYECKU.

Bo Bpemsi 06paboTKM KaimbpaTopa AeliCTBUTENbHOCTb Ka/IMGPOBKM OLEHNBAETCSA MO NapaMeTpam KauecTBa, KoTopble
CpaBHUBAIOT (DAKTUYECKUIA CUTHAST KaimbpaTopa ¢ OXMAAEMbIM CUTHaNIOM. ECnu kannbpoBka npremnema,

paccunTbIBaeTCsl MOPOroBoe 3HAUEHME U COXPaHAeTCsi 415 UCMO/b30BaHus C /0601 YNakoBKOW peareHToB U3 aTol
cepum.
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NHCTPYKLUA

KoHTposb kayectBa

* KayecTBO Ka/IMGPOBKM HEBO3MOXHO MOSIHOCTBLIO ONMUCaTb OAHUM NapameTpoM. OTyeT o kanbpoBske cneagyeT
ncnosib3oBaTb BMECTE C A0MYCTUMbIMU KOHTPOJ/IbHLIMU 3HAYEHUSIMW, YTOGbLI onpeaenmnTb AeiCTBUTENIbHOCTb
KasIMBGpoOBKN.

* [loBTOpHas KaM6poBKa HeobxoaMMa nocrie NpeABapuTesIbHOIO onpeAeneHNs NHTepBasia KasIMGPOBKU MU Npu
3arpyske Apyroi cepuv peareHToB.

¢ Pe3ynbTaTbl K&JIMGPOBKU OLEHMBAIOTCA MO HECKONBbKUM MapameTpaM kayecTBa. HecooTBeTCTBMe 1t060ro n3
onpefesnieHHbIX Anana3oHoOB NapameTpoB kayecTBa GyAeT 3aKko4MPOBaHO B OTUYETE O KanmbpoBke. [leiicTBUSA, KoTopble
Heo6Xxo0AMMO NpeAnpPUHATL NOC/e HeYAaYHOW Ka/lMGpOBKKU, CM. B MHCTPYKLMUN MO 3KCnayaTaunm cucTemsi.

*  MoApo6HbIe NHCTPYKLMK MO NPOLIECCY Ka/MGPOBKM CM. B MHCTPYKLMK MO 3KCM/lyaTauyum cucTemsl.

Korga Heob6xoanma kasimbpoBka

« [pousBoguTe KAMOGPOBKY MPU N3MEHEHUN CEPUN YNAKOBKN peareHToB U KasmbpaTopa.
‘  TlpousBoauTe KAMOGPOBKY Kaxable 28 AHE.

* [lpoBoauTe nocrie ykasaHHbIX NpoLieayp TEXHNYECKOro 06CnyXnBaHus.

* Ecnu pe3ynbTaTbl KOHTPO/IA KayecTBa MOCTOSIHHO BbIXOAAT 3a npejesbl 4ONyCTMMOro ananasoHa.

LlONONHUTENBHYI0 MH(OPMALMIO O BPEMEHUN KaNIMGPOBKM CM. B MHCTPYKLMM MO 3KCMyaTauum CUCTEMBI.

MpocnexnBaemMmocTb Ka/IMGPOBKU
Kanu6poska Tecta VITROS KopoHasupyc SARS-CoV-2 IgG 2 UMeeT NPOC/IeXUBAEMYI0 CBSA3b C BHYTPEHHVM

3TaJIOHHbIM KaJ'II/IﬁpaTOpOM, KOTOprI‘;I ABNAETCA 3Ha4YeHnem, NpUCcBOEHHbIM ANnsa onTuMmnsaumnmn KIMHNYeCKOn
4yBCTBUTE/IBHOCTU U CI'IeU,VICbVI'—IHOCTVI.

KanimbpoBouHas mogdenb
Pe3ynbTaTbl paccUnTbIBAOTCA B BU/E HOPMa/IM30BaHHOMO CUrHasa OTHOCUTE/IbHO NOPOroBOro 3HaveHwus cutoff. Ans
onpegeneHus felicTBUTE/IbHOrO COXPaHEeHHOro NOPOroBOro 3HaYeHUs 419 UMMYyHoAMarHocTudeckux cuctem VITROS un

MHTerpupoBaHHbIX cuctem VITROS Bo BpeMsi NpoLecca KaiMbpoBK1 UCMOMb3YeTCst CNeumpuyHbIi 415 KOHKPETHOW napTum
napameTp.

KOHTpO/1b KayecTBa

Bbl6op MaTtepuana asist KOHTPOJIS KadyecTBa
Ana ncnonb3oBaHNA ¢ UMMYHOANArHOCTUYECKUMU U MHTErpupoBaHHbIiMn cuctemamm VITROS pekomeHayroTcsa
ncnosib3oBaTb Habop koHTponeH VITROS KopoHaBupyc SARS-CoV-2 IgG. Ha6op koHTponeii VITROS KopoHaBupyc
SARS-CoV-2 IgG Bk/toYaeT Habopbl KOHTPOen 11 2 Ana reHepypoBaHna HepeakTUBHbIX N PeakTUBHbIX pe3y/ibTaToB
COOTBETCTBEHHO. [PON3BOANTENBHOCTL APYTUX AOCTYMHbIX B MPOAAXe XMUAKNX KOHTPO/IbHbIX 06pa3LoB HE06X04MMO
OLleHMBaTb Ha COBMECTUMOCTb C [JaHHbIM TEeCTOM /10 UCMOJIb30BaHUA [J/11 KOHTPOJIA KavecTBa.
MaTepunasibl KOHTPOSIbHbIX 06pa3L0B MOryT EMOHCTPMPOBATL Pas/InynsA B CPaBHEHUU C APYTMMU MeToAaMun onpeaeneHus
aHTuTen 1gG Kk SARS'CoV-2, ecnn oHW cofepxaT BbICOKME KOHLeHTPaun KOHCepBaHTOB, CTabnUIn3aTopoB UM Apyrux
Hedmsnonornyecknx Ao6aBok, 1M60 eCAn OHN MHbIM 06pPa30M OT/INHAIOTCA OT HaCTOALEed MaTpuLbl obpasLa venoBeka.
Hapnexauwmii gnanasoH 3Ha4yeHUii KOHTPOS KauyecTBa HEOBXOANMO YCTaHOBUTL /181 BCEX MaTepuanos A1 KOHTPONs
KayecTBa, Ucnonb3yembix ¢ Tectom VITROS KopoHasunpyc SARS-CoV-2 IgG 2.

PekomeHaauuu no npoueaype KOHTPOsIsi KavecTBa

* B COOTBETCTBMU C Tpe6GOBaHWAMY Haanexatieit na6opaTopHoi npaktuku (GLP) ans noatsepxaeHus
NPOV3BOAUTENIBHOCTM TecTa HE06X0AMMO 06pabaTbiBaTh KOHTPO/IbHbIE 06pa3Lbl.

*  BblGepute ypoBHM KOHTPOJISA, KOTOPble NMPOBEPSIIOT KIMHUYECKM 3HAUMMble KOHLEHTPALMU.

*  YT106bl NPOBEPUTHL NPOV3BOAUTENILHOCTL CUCTEMbI, NPOAHANN3NPYIATE KOHTPO/IbHbIE MaTepuaibl:
- nocre KasiMbpoBKu:
- ec/M cucTeMa BbIK/lOUEHA B TeUeHVe 60siee YeM 2 YacoB;
- nocre nepesarpysku ynakoBOK peareHToB, KOTOpble 6Gbiv yAasieHbl U3 oTAeneHus Ansa nogayun Microwell n

COXpaHeHbl [/151 NOC/IEAYIOLLEro UCMO/b30BaHNS;

- B COOTBETCTBMM C MECTHbIMW HOPMAaTMBaMU U/ MO MeHbLUEel Mepe OAMH Pa3 KaxAbli feHb, Korga npoBoAuTCs TeCT;
- nocrie NpoBeAeHNs YKa3aHHbIX NpoLesyp TeEXHNYECKOTo 06CTyXMBaHUS.

Ec/nn B COOTBETCTBMM C MpoLeAypaMu KOHTPOSIS KavecTBa, YTBEPXKAEHHbIMM B Balleli nabopaTopum, TpebyeTcst 6onee
4yacToe UCMOoJIb30BaHVE KOHTPOSIel, crieayiTe aTUM npoleaypam.

*  AHanuaupyiite matepuasnbl 418 KOHTPO/IS KayecTBa TakuM e 06pa3om, Kak 1 06pasLbl NauneHToB.

+  Ecnu pe3ynbTaTbl KOHTPOJIS BbIXOAAT 3a Npeenbl Balero 4onycTMmoro guanasoHa, NpuynHy Heo6xoaumo
1ccreoBaTh A0 MPUHATUS PeLleHnst O COOBLIEHMN Pe3y/ibTaToB nauueHTa.

»  O6LWue peKOMEHAALMN OTHOCUTE/IBHO KOHTPOJISi KAYeCcTBa CM. B OMy6/IMKOBaHHbIX PYKOBOACTBAX.
Bonee Nogpo6Hyo MHPOPMALMIO CM. B MHCTPYKLMK MO 3KCMlyaTaummn CUCTEMBI.
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nOAFOTOBKa N XpaHeHne Mmarepuasia gnsd KOHTPO/1a KadyecTtBa
VHdopMauuto o NoAroToBke, XpaHeHUM 1 CTabunbHOCTU CM. B AOKYMeHTauumn nponsBoauTens o npoaykre.

Pesynbtartbl

Pe3ynbTarbl pacCcuUnTbIBalOTCA aBTOMATUYECKN C MOMOLLBIO UMMYHOANArHOCTUYECKUX N UHTErPUPOBAaHHbLIX CUCTEM
VITROS.

MoacyeT pesynbTaTtos

CurHan o6bpasua

p =
esynerar CwurHan Cutoff (3HaueHune Cutoff)
VHTepnpeTaumns pesynbLTaToB

CornacHo HasHadeHuto TecT VITROS Anti-SARS-CoV-2 IgG 2 npegHa3HayeH A1 Ka4eCTBEHHOro 1 Mo/yKO/IMYeCTBEHHOTO
VIMMYHOZMarHoCTMYeCKOro onpeAesieHns MMMYHOrNo6yMHOB kriacca G k kopoHaBupycy SARS-CoV-2

KauyecT BeHHasi UHT epnpeT aluusa pe3y/bTaT 0B

PesynbTaTbl 06pasua 6yayT 0TO6paxaTbCs C YUCNOBbIM 3HAYEHMEM CUTrHasIa OTHOCUTEIbHO NOPOroBoro 3HayeHus (S/C) un
OTMETKOW «HepeakTUBHbIV» (OTpUUaTenbHbIn) NN «PeakTUBHbIV» (MONOXUTENbHbIN).

PesynbTat (S/C) < 1,00 2 1,00
OnuncaHune pesynbTaTta HepeakTuBHbI (OTpULLATENbHbIN) PeakTuBHbIN (MONTOXUTENbHbIN)

Cnepytowas tTabnmua MOXeT NCMNONb30BaTbCs AN MHTepnploTaumMmn 3HadeHuii S/C 1 OLEeHKN BbIpaXeHus
HeliTpanuayowmnx aHTuTen kK SARS-CoV-2 B otaenbLHOM obpasLie.

VITROS Anfr-SARS-CoV-2 IgG 2
KnnHnyeaasa anrbIMoCcTb

PesynbTar Tecta (3/c) WHTepnpeTauys
O6pa3sel ABNAETCA HepeaKTUBHbIM
< 1,00 (oTpuuatenbHbIM) Ha aHTuUTena IgG AHTUTENa He obHapyXeHbl.
Kk SARS-CoV-2.
O6pasey, peakTUBHbIN Ha aHTUTeNa
O6paseL, ABASETCA pPeakTUBHbIM Anti-SARS-CoV-2.
2 1,00 (nonoxutenbHbIM) Ha aHTUTena IgG
K SARS-CoV-2. BeposiTHO, NMetoTCs HENTpanuaytolLune

aHTuTena.

MonyKONMYBCT BBHHAA MHTEPNpe T aumusipesyibTaToB. COOTBETCTBY/E, YCT aHaB/IMBAEMOE Ha KXKA0M
YPOBHE TUT[OB.

[Na oueHKN NPUCYTCTBUS HEATPa/IN3YIOLLMX aHTUTEN Ha XenaeMblX YPOBHSAX B MONOMOLTE/IbHbIX 06pasLax ncnonb3yercs
npmBeAeHHan Hwxe Tabnnuya cCOOTBETCTBUA MexAay pe3dynbTtatom aHannsa VITROS Anti*SARS-CoV-2 IgG 2 B s/C 1 TUTpOM
HeliTpaniM3ylowmnx aHTuTen. NpegctaBneHHble B Tabnimue AaHHble OCHOBaHbl Ha UCMbITaHWAX, NPOBEAEHHbIX BO BHELLHeM
LLeHTpe, B KOTOPbIX 6bIIN UccneaoBaHbl 1922 o6pasLia CbIBOPOTKN KPOBU OT OTAENbHbIX KOHBA/IECLLEHTHBIX JOHOPOB. Kaxabii
o6pasel, TecTMpoBan ¢ nomolbto aHannsa VITROS Anti-SARS'CoV-2 IgG 2. Pe3ynbTatbl NpeAcTaB/ieHbl B BuAe 3Ha4YeHus s/c.
TUTp HeNTpaM3yloWnX aHTUTeN onpeaensanu ¢ NOMOLbIO aHann3a ceBAoTUNMPoOBaHHOro Bupyca SARS-CoV-2 Ha ocHoBe
BUpyca Be3unkynsapHoro ctomaruta (BBC).

CootBeTcTtBME pe3ysbTarta aHania VITROS Anti-SARS-CoV-2 IgG 2 (B S/C) TUTPY HEATPa/TU3YHOLLINX
akTuTen (BeposiTHOCTb,%)

8/C n 2 noporosoe

VITROS 3HauyeHue 8/c nAb2 1:80 rmAb21:180 nAb2 1:320 nAb2 1:640

Moporo-
BOE

3Ha4vyeHne n %¢ n %’ n Yom n Yom n Ym
21 1846 96,0 1789 96,9 1582 85,7 1219 66,0 843 45,7
25 1546 80,4 1536 99,4 1419 91,8 1140 73.7 809 52,3
2 10 1123 58,4 1122 99,9 1097 97.7 973 86,6 738 65,7
215 600 31,2 600 100,0 598 99,7 583 97,2 498 83,0
220 149 7,8 149 100,0 149 100,0 149 100,0 141 94,6

PeByﬂbTaTbl penpe3eHTaTBHbI, HO HE NpeAHas3HavYeHbl 6bITb @6CONOTHBIMU 3HAYEHUSAMU
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OrpaHnyeHns npoLeaypb|

OrpaHn4eHVs NpoLeaypb|

Vi3BeCcTHble NHTepdepPeHTbI

TecT VITROS Anti-SARS-CoV-2 IgG 2 oueHnBanu Ha nHTepdepeHLNto B COOTBETCTBUMN C floKyMeHToM CLSI EPO7.
YacTo BCTpeuarowmecs BelwecTsa bbin NpoTeCTMPOBaHbl Ha O4HOW NapTuM peareHToB. Cpean NPOTECTUPOBAaHHbIX
COefMHEHWNI HN OAHO He co3AaBano MHTepdepeHLMIO A1 KIMHUYECKOl nHTepnpeTaumMn pesynbtatos Tecta. CnmMcok
NpOTECTMPOBaHHbIX COeANHEHN, KOTOpble He Bbi3blBasIM UHTepdepeHUMto, CM. B pasgene «HenHTepdepupyowme
BeljecTBa».

Apyrve orpaHnyeHus

* TleTepodunbHble aHTUTENa B 06pa3Lax CbIBOPOTKM MOFYT co3jaBaTb MOMEXU B UMMYHO/IOTMYECKNX aHanm3ax. 9Tun
aHTUTeNa MOryT NPUCYTCTBOBaTb B 06pasLax KpoBU /1L, KOTOPble PEryaIipHO KOHTaKTUPOBa/IN C XXUBOTHLIMU 1N
nostydann npenapatbl U3 CbIBOPOTKN KPOBU XXMBOTHbLIX. Pe3y/ibTarbl, KOTOPble HE COOTBETCTBYHOT K/IMHUYECKNM
HabAeHNAM, yKa3blBalOT Ha HE06X0A4MMOCTb NPOBeAEHNS [ONOSTHUTENIbHOrO TECTUPOBAHUSA.

» Ecnu konunuyectso aHTUTEN K BUPYCy SARS'CoV'2 B 06pasue HuxXe npeaena onpeesieHus A1 aHanansa i Bupyc
noAseprcst HeaHaunTeNbHOV aMUHOKMCNIOTHOW MyTaummn (MyTaumsiM) B aNUTone, KOTopblii pacno3HaeTcst aHTUTENI0M,
o6GHapyXvBaeMbIM TECTOM, MOXET BO3HUKHYTb «HepeakTUBHbIN» pe3ysnbTaT.

* PesynbTartbl, NnonyyeHHble Npu NPOBEAEHNN [aHHOrO TeCTa, AO/DKHbI MHTEPNPETUPOBATLCA TOJILKO B COYETaHUN C
K/TMHUYECKUMUN AaHHBbIMW 1 pesyfbTatamun Apyrux nabopaTopHbIX UCCNef0BaHNi 1 OLEHOK.

* Mcnonb3yiiTe B codyeTaHUM CO cTpaTerveil TeCTUPOBaHUA, U3/I0XKEHHOI opraHaMu 3paBoOXpPaHEHNsA B BalleM permoHe.

e Pe3ynbTrartbl NpegHasHayeHbl AN BbIABAeHNA aHTUTeNn K SARS-CoV-2. AHTuTtena IgG Kk SARS-CoV-2 moryt
o6HapyXnBaTbCsl MO3Xe nocsie MHheKyMoHHOro 3aboneBaHns. Ha TekyLMii MOMEHT HEM3BECTHO, Kak A0/ro nocne
MHMEKLMOHHOrO 3a601eBaHns MOTyT COXpaHAaTbCs aHTuTena IgG.

¢ Hanuuue cneunduryeckmx aHTUTesT ABNSETCA NPU3HAKOM MepeHeCeHHON 1am TekyLwen nHeKLmn.

¢ JlabopaTopuun MOryT 6bITb 0683aHbl COO6LLaTbh 060 BCEX MONOXUTE/IbHbIX pe3yibTaTax B COOTBETCTBUU C
TpeboBaHMAMUN KOHKPETHOW CTpaHbl WM opraHa 34paBoOXpPaHEHUS.

XapakTeprCcTnkn 30bdpeKTBHOCTU

Mpeaen o6HapyXeHus
Mpeaen obHapyxeHns (LoD) gns Tecta VITROS Anti-SARS-CoV-2 IgG 2 cocTtaBnsieT 0,127 s/c n onpegerieH B
COOTBETCTBUM C fOoKyMeHTOM CLSI EP17. T[peaen konuyectBeHHOro onpegeneHns (LoQ) 6bin1 ycTaHOB/IEH B
COOTBETCTBUUN C AOoKyMeHToM CLSI EP17. Ha6Gnwopgaemblii LoQ npu KB 20 % coctaBnsn 0.000387 s/c, a 3asiB/IeHHbI
LoQ 6b1n 3agaH kak 0,127 s/c, nockosibky LoQ He MoxeT 6bITb Hke LoD. 3Tu AaHHble penpe3eHTaTnBHbI. XoTA LoQ
3afaH Kak 0,127, nopor aHann3a cut-off octaBanack npu 1,00 s/c.

Mpenen o6bHapy)}OHVS 1 Npeaen KoMYeCcTBEHHOTO onpeaesieHnst

Mps|dp/1x0nocToi Npobb! Mpogen obHapyxeHns LoQ
SC sic slc
0,0299 0,127 0,127

KNuHUYecKkne xapakTepucTmku NponsBoanTeIbHOCTM MeToaa

YyBCT TITI/IHOCTb

BbIn1o npoTecTMpoBaHo 58 06pasLoB, B3ATbIX y NaLMeHTOB C NOATBEPXAEHHBIM MOIOXKUTENbHbLIM pe3y/ibTatomMm Ha SARS-
CoV-2 npu nomowum MUP. N3 58 06pa3LoB C NOMOXNUTEIbHBbIM pe3ysibTaToM aHanu3a metogom MUP 51 ganu
«PeaKTuBHbIi» pe3ynbTar, a 7 — «HepeakTuBHbI» pe3ynbTaT npu nposegeHun Tecta VITROS Anti-SARS-CoV-2 I1gG 2.
PeakTBHOCTb KOppenupoBasia C NpoLleAWnMN AHAMU Nnoce NosiB/ieHns cMMnToMoB. V3 40 o6pa3LoB, cobpaHHbIX 6osiee
yeMm 4yepes 15 AHelt nNocne BbIsIBNEHVS CUMNTOMOB. 36 GblM peakTUBHbIMU, NPU MOMOXUTENIbHOM NPOLEHTHOM
cooTBeTCTBUM pe3ynbTaros (MMC) c MUP, pasHom 90 %.

Pe3ynbTaTbl NpeAcTaBeHbl B Tabnunue Huxe.

Bpems (B AHAX) MeXay

nosiB/IEHNEM Konnuectso O6bLee KOM4ecTBO
CUMIMTOMOB 1 C60POM 1”nnyecTBo HepeakTUBHbIX NPOTECTUPOBaHHbLIX
CbIBOPOTKU peakTMBHbIX 06pa3LoB o6pasLoB obpasuos nnc (95% 4n)
12-15 15 3 18 83,3 % (58,6-96,4 %)
> 15 36 4 40 90,0 % (76,3-97,2 %)

*KNUHWUYBCXKAs YyBCTBUTE/bHOCT b (MO JaHHbIM KITMHUYECKUX U O bITaHniiHa TeppuTOopu P®)

Bblno npoBefeHNe TecTupoBaHne 25 nauyyeHToB NoATBEPXAEHHbIX C nomoulbto MLP Ha SARS- CoV-2. cnbiTyemMbiMu
N34e/IMAMN NONyYeHO 25 NONOXUTENbHBIX PE3Y/bTAaTOB, U3 HUX 25 6blIM NONOXKNTENbHBIMY MPU UX TECTUPOBaHUN
KOMMEpPYECKN AOCTYMHbIM, 3aperncTpypoBaHHbIM B YCTAHOB/IEHHOM MOpPsiAKe MeANLMHCKUM U3[esivemM, NCNob3yeMbiM AN
cpaBHeHMs.

KnnHunyeckasa 4yBCTBUTENBHOCTL cocTaBuia 100% (25/25; AN 95% 86,28*100%)
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XapakTepucTnkn 3dhheKTBHOCTA

CnBKPNYHOCT b

BbIno npoTecTMpoBaHO YeTblpecTa ceMb 06pa3yoB € nNpegnonaraemMmbiM oTpuLaTenbHbIM pe3ysibTaTtoM Ha SARS-CoV-2,
B3SITbIX Y 3[J0POBbIX JOHOPOB KPOBU A0 NaHgeMumn COVID-19, yto npmeeno k 100%-i KNnHUYeckoi cneymtmnyHocTn

(95%-ii IN: 99,1-100,0 %).

KnuHuyeckas cnelp 1goriHOC T (MO AaHHBIM KITUHWYECKUX UCTIbIT aHuii Ha Teppurc’ > Pd)

Bblnn npoTecTupoBaHbl 50 oTpuuaTeibHbIX 06pa3L0B OT YC/I0BHO-340POBbIX NaLMeHTOB, B TOM YMC/ie y NauyueHToB

C aHTUTeNaMu, OT/IMYHBIMU OT KOPOHABUPYCHOWN MHMeKLMM SARS-CoV-2, OTHOCALWMMUCS K CeyHOLWUM KaTeropusiM:
aHTuUTena K Bupycy rpuynna A v B, K ageHoBUpYycCy, K pecnnupatopHoOMy CUHLUUTUaNIbHOMY BUpYycCy, K lMaparpunny tun 1-4, K
pyvHOBUpPYCY, K aHTUreHam supyca renatuta C, kK HBs-aHTureHy supyca renatuta B, k BUY1 n BUY2, k aHTepoBupycy 71, K

MUKobHakTepusim Ty6epKynesa, K Mukonsaasme nHeBmoHun, k Chlamydophila pneumonia, k Bupycy dnwTeiiH-Bapp,
MeTanHeBMOBMpYcCa YesioBeKa, K CTPENTOKOKKY MHEBMOHMUM, K 6eTa-kopoHaBupycam OC43 n HKU1 n anbda-

K

kopoHaBupycamun NL63 1 229E. Bce 06pasLibl Nokasanu oTpuuaTesibHble pedy/ibTaTbl NpU TECTMPOBAHUMN UCMbITbIBAEMbIMU
MEAVNLNHCKUMWN U3AeNNAMU N KOMMEPYECKN AOCTYMHbIM, 3aperMcTpMpoBaHHbIM B yCTaHOB/IEHHOM MOpsiAKe MeANLMHCKUM
n3gesiveM, NCNonb3yembiM 4718 cpaBHeHUs. KnuHnyeckas cneundgunyHocTb coctaBmna 100% (50/50; AN 95% 92,9 -100%)

MoTBMmiilasibHO NBPBXPBC T MO-PBAKT VBHBIB MTLLPYIbI

TecT VITROS Anti-SARS-CoV-2 IgG 2 oueHBanu Ha NOTEHLMabHYIO NePeKPecTHY0 peakTUBHOCTL B 06pasuax c
oTpuuaTesibHON peakuneli Ha aHTUTeNna K SARS-CoV-2 ¢ K/IMHUYECKMMU COCTOSIHUMW, HE UMEHOLMMUN OTHOLLEHUS K
nHpekunn SARS-CoV-2. PesynbTaTbl NpeAcTaBsieHbl B Tabnue HUXe.

Karteropus o6pasua Ns)ﬁnrl;l:se:gso HepealcTBHbI PeakTVBHbI

AHTUTENA K afleHOBUpYyCYy 2 2 0
AHTuTena IgG K Bupycy rpunna A 5 5 0
AHTUTeNa 1aM K Bupycy rpunna A 3 3 0
AHTuTena IgG Kk Bupycy rpuynna B 5 5 0
AHTUTeNna 1M k Bupycy rpunna B 1 1 0
AHTUTENA K BUpycy Kokcakun 5 5 0
AHTUTENA K 3XOBUpPYCY 5 5 0
Bupyc nonnomnenuta 4 4 0
AHTUTENA K PeCNMPaToOpHOMY CUHLUTUA/IbHOMY BUPYCY

(PCB) 3 3 0
AHTuTena Kk Brc 5 5

AHTUHYK/EapHble aHTUTENa 5 5 0

Bosbluas 4yacTb 3,0POBOr0 HacesieHusl 6blia NoABepXeHa BO34eNCTBMI0 PacnpoCTpaHeHHbIX KOPOHABUPYCOB.

BbI3bIBalOLLMX pecnupaTopHble nHdekummn (6eta-kopoHaBmpyc OC43 n HKU1 n anbtha-koptoHasupyc NL63 1 229E). 407
06pa3y0B KPOBM 340POBbLIX 4OHOPOB 6blLN NPOTECTUpOBaHbI Npu nomowm Tecta VITROS Anti-SARS-CoV-2 IgG n ganun

«HEepeaKTVBHbIN» pe3ysbTar.

0T eHUpasbHble NepekpPECT HO-PeakT MBHbIE MOAFPYNMbl (MOA4AHHbI M KTMHUYECKUXUCTbIT aHuiiHa TeppuTopum Pd)
BblM NpoTecTUpoBaHbl 06pasLibl CbIBOPOTKN KPOBU 340POBbIX 406POBO/bLEB, BaKLMHMPOBAHHbLIX NPOTUB CE30HHOIO rpunna,

VHAMBUAYYMOB, nepeHecwnx OPBW 3a 14-90 aHeli Ao Havyana vccregoBaHust U 06pasLibl JOHOPOB C OGHaPYXEHHbIMU

VIH(*)eKU,I/IOHHbIMVI 3a6051eBaHUsAMMN. PeakTUBHOCTU He o6Hapy>KeHo.

Kateropus o6pa»408 Yucno HepeakTBHbIB
obpasLoB
JoHOpbI, BaKUMHNUPOBAaHHbIE OT CE30HHOrO rpunna 9 9
(BbISIBNIEHBI @aHTUTENa K BUpYCY rpunna A n B)
[oHopbl, nepeHecwne OPBW (aHTUTena K afeHOBUPYCY - 2 NauueHTa; K 1 1

pecnupaTtopHOMY CUHLMTUA/IbHOMY BUpPYCY - 1 naumneHT: K Maparpunny tvn 1-4,
Parainfluenza virus 1-4-4 nauueHTa; K puHoBupycy, Rhinovirus - 1 nauueHT; K Apyrum
TNam KopoHaBupyca - 3 nauneHTa)

[loHopbI, C 06HapyXeHHbIMU UHMEKLMOHHBbIMY 3a601eBaHUAMN (CodepXxaT CyMMapHble 1
aHTuTena knaccos M u G k Bupycy renatuta C - 1 nauyueHT; aHTuTena K HBs-aHTureny
Bupyca renatnta B- 1 nauuweHT: o6wmne aHTutena k BUY (HIV-1 n HIV-2) - 2 nauneHTa;
aHTuTena knacca M k Chlamydophila pneumonia - 1 naumeHT; aHTUTEeNa K S3HTEPOBUPYCY
71, Enterovinjs 71 - 1 nauuneHT; aHTUTeNa K MMKObakTepmsam Tyb6epkynesa
Mycobacterium tuberculosis - 1 nauueHT; aHTUTeNa K MMKomnaasme MHEBMOHUN.
Mycoplasma pneumoniae - 1 nayueHT, aHTUTesna K BUpycy dnuwTteliH-bapp - 1 nauneHT;
aHTUTena K MetanHeBmoBuMpyca Yyenoseka. Human Metapneumovirus (hMPV) - 1
naumeHT, aHTUTes1a K CTPENTOKOKKY MHEBMOHUK, Streptococcus pneumonia - 1 naymeHT.
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XapakTepucTuky apdrekKTMBHOCTU

Mpeym3noHHOCTb (TOYHOCTDb)

NpeuM3noHHOCTb OLleHBanacb B COOTBETCTBUM C AOoKyMeHTOM CLSI| EP05. [1Ba NOBTOPEHUS KaoKAOW M3 B XNOKOCTEN,
cMecu nynoB 06pa3LoB YesioBeka U KOMMEPUYECKUX KOHTPOJIbHbIX 06pasLoB, HE3aBMCUMO TECTUPOBAIUCH ABaXAbl B
[eHb B TeveHWe ABajLaTN ABYX Hel TecTUpoBaHMS. DKCNEepPUMEHT NPOBOAW/ICS C UCMNO/Ib30BaHWEM OZHOM NapTum
peareHTOB B OAHOI MMMyHoAunarHocTuyeckoi cucteme VITROS 3600. PenpeseHTaTMBHbIe NoKasaresn
NPoOn3BOANTENIBLHOCTU NPeACTaBEHbI HUXE.

TOYHOCTbL B pamKax cepumn TOYHOCTb B pamMkax TOYHOCTb B pamMkax Yueno
aHanmsoB* maIMOPOBKU™* naboparopun*** HabogeH
CpegHee S/C (ef0] %KB (ef0] % KB co % KB nii Yucno gHen
0,02 0,002 HAT™ 0,005 H/"" 0,007 H/" 88 22
3.47 0,138 4,2 0,408 12,4 0,518 14.2 88 22
1,08 0,061 5,9 0,136 13,2 0,165 14,5 88 22
0,56 0,020 3,8 0,042 8,0 0,070 12,0 88 22
4.24 0,151 3.8 0,317 7.9 0,475 10,7 88 22
4,65 0,203 4.6 0,377 8.5 0,504 10,3 88 22

' B pamkax cepuu aHann3oB (NOBTOPAEMOCTb). TOYHOCTb MEXAY NOBTOPHOCTAMM, YCPEAHEHHAsA ANS BCeX Cepuil.
** TOYHOCTb B paMkax kannGpoBku. O6Lias TOYHOCTb CO B3BELIEHHbIMU NoKasaTes I iMnN Bapuayunm B pamkax Cepuit aHannsos, B pasHbix
Cepusax aHann3oB 1 B pasHble AHU.

B pamkax na6opatopun. Mepa BAVSHUA NMOBTOPHO kanu6poBKM Ha O6LLYI0 TOYHOCTb, PacCYMTaHHAA Ha NapTuio peareHTa no
[laHHbIM He MeHee 4 KanMbpoBOK.

HM — HenpuMmeHUMo, % K6 nuweH cmbicna npyu NnpuGAMXeHnn s/c K Hynt.
AnpeLl'I/I3I/IOHHOCTb (I'IO AaHHLIM K/TMHNYECKNX ncnbITaHW Ha TeppuTopmnn P(D)

Bocnponasc™1MMOCT bUMPBOUMNBLHOC T b1AOH T POMbHE1X IM T BP T NOB(NOAAHHLIML 7 THHUYBCHOO(HCMNLI T LA HB
TBPpPT OpUNP®)

Bocnpon3BoAMMOCTb OLleHUBa/IN MOCPeACTBOM U3MePEHUIA KOHTPO/bHbIX MaTepnanos (Ha6op koHTposieit VITROS
KopoHaBnpyc SARS-CoV-2 IgG, not 0160) B 5 NOBTOPHOCTSIX B TeueHue 4 aHei. KoadpcpmumeHT Baprauumn (KB) npu
onpejesieHn BOCNPOM3BOAMMOCTU UCTbITYEMbIX MONOXNUTENBHbIX KOHTPO/IbHbLIX Marepuanos (KOHTPO/b 2) cocTasnseT
KB < 15%. Bce ucnbITyeMble oTpuuate/ibHble KOHTPO/IbHbIe MaTepuasnbl (KOHTPO/b 1) uMenu 3HavyeHune s/c<l B
COOTBETCTBUM C TEXHNYECKOW fOKyMeHTauueln nponssoantens (rae S - curHan obpasua. C - curHan cutd>ff).

<>LUYV'BNBHMBBHY T Px»H0BpH/101BOMNL»13BCV HMO(T Ye3("[* TrocT 1 (no gaHHbIM KiwHH4ecno(Hen>TSHiaHB
TBpPpUTOPHUP @)

CX0AMMOCTb OLleHUBaIN NnocpeAcTBOM 10 NOBTOPHbIX M3MeEPeEHUIF 06pa3LLOB peakTUBHOW 1 HepeakTUBHOW Ha 1gG
aHTUTena K SARS-CoV-2 cbiBopoTku. KoadpduuymeHt Bapnauum (KB) npu onpegeneHnm cXognumocTu UCNbITyeMbIX
NoNoXnTe bHbIX 06pa3L OB CbIBOPOTKM cocTaBnsieT KB < 15%. Bce pe3ynbTaTbl MCMbITYeMOl OTpuLaTeibHOW CbIBOPOTKM
nMenu 3HayeHue s/c<l B COOTBETCTBUW C TEXHUYECKOW AOKyMeHTaumel nponssoguTens (rae S - curHan obpasua. C -
curHan cut-off).

CneununyHocTb

HeunrepdBpHpYIOLLMB BeLLeCTBa

TecT VITROS Anti-SARS-CoV-2 IgG 2 oueHnBanu Ha nHTepepeHLun B COOTBETCTBUM C floKyMeHTOM CLSI EPO7.
Cpeam npoTecTMPOBaHHbIX COeAVHEHWNIA HM OAHO He co3jaBasio NOMeXW A5 KIMHUYECKON nHTepnpeTayum

oTpuuaTenbHbIX pe3y/ibTaToB TecTa U pe3ynbTaToB CO Caboli peakuneil B ykazaHHbIX KOHLLEHTpaLuusX.

CoeaunHeHne KoHueHTpemusi
Bunupy6uH, KOHbIOrMPOBaHHbI 40.0 mr/gn 475 mkmonb/n
Buinpy6uviH, HEKOHBLHOTMPOBaHHBI 40,0 mr/gn 684 MKMOnb/N
BruoTtuH 3510 Hr/mn 14,3 MKMONb/N
Femorno6uH 1000 mr/gn 0,156 mmonb/n
WHTpanunung, 2000 mr/an H/M

H/M » He NpYMeHMMO (aNlbTepHATUBHbIE eAUHULIbI He NPefoCTaBNA0TCS).
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CcblUkun

ACneumgUyHOCTb (MO AaHHBIM KIIMHUYECKUX UCMbITaHW Ha Tepputopun Po)

BeliecTBa, KOTOpPble HE NHT W XPBPUPYIO T
TecT VITROS KopoHaBupyc SARS-CoV-2 IgG 2 6bl11 OLLeHEH Ha BINAHNE UHTEPEPEHTOB.

M3 NpOTECTUPOBAHHbIX COEANHEHN HWN OAHO HE MOB/IUSINIO HA KIMHUYECKYO MHTepnpeTauuio TeCcTa B OTPULATENBHbIX 1
peakTUBHbIX 06pasLax B ykasaHHbIX KOHLEHTpaLuusX.

Bewectso KoHueHTpauus
Bunupy6uH obLwunii 61,4 mr/an
Tpurnuuepunbl 50,7 mr/gn
Femorno6uH 1009 wmr/gn

*Mo AaHHBbIM KITMHUYECKUX UCTIbITaHWi Ha TeppuTopun Pd)
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MosicHeHWEe yCMOBHbIX 0603HAYEHWIA

Cnepytouwme CMMBOJIbl MOTYT ObITb UCMO/b30BaHbl Ha 3TUKETKax npoaykTa.

He ncnonb3oBaTb NOBTOPHO BepxHuii npeaen TemMnepatypb! fvanasoH

Vicnonk3osartk 10 AaTbl
VICTEUeHMS CPOKa roAHOCTY HWwkHUit Npepen Temneparypel 14yyimm AvanasoH cpeaHMX 3HaueHuit

(rog-mecsu-aeHb)

| LOT | HOMep fl0Ta UM Homep NapTun I OrpaHunyeHune TemnepaTypbl 11111]] 11N CpepaHAs Touka
SN 1 G .. O3HakoMbTeCb C Bepcueii "n”
epuiiHbIli Home o
P P D WNHCTPYKUMIA MO NPUMEHEHMIO WwH1 MposepeHo
| ref | Homep no karanory wm 1 Buumanve! NHCTpyKUmmn no 3amenseTcs
KO npoAykTa NPUMEHEHUIO U3MEHEHbI
OCTOPOXHO s1 AOnsa VICI'IOI'II:3OBaHuVIFI B LWITaTnBe JlOCTATOuHO ANA "N TecTOB
1 ansa KapTpuaXKen ¢ TecT-uunamm
. J151 ICMONb30BaHUS B LWITAaTUBE i i
Bepeub oi snalll (saumuare sz g' 1151 KapTpukeli ¢ TecT-unnamm IVD TeTRoTicTRO WAy a0
0T BRarM/cLIpocTy) A PTPVA; AVarHowW uKn B flabopaTopHbIX
YCNOBUAX
r~sT MexayHapogHas cuctema
Mpown3BoguTens eauHny, (C1) Der Grune Punkt (3eneHas Touka).
Mpownaeoantens cnegyet
CONV |  YcNnoBHble euHULbI © HOPMaTUBHbLIM Tpe6OBaHUAM
'ana npounssBoacTBa npu NCnosib30BaHMN HEKOTOPbIX
YyNnakoBOYHbIX MmaTepunanos
YMO/THOMOYEHHbIW Npes- 3HaueHune
cTtaBuTenb B EBponeiickom OuenenHoe B naboparopun
P cTaHfapTHOe OTK/1I0HEeHMWe
coobuiecTBe
K o B o OueHb onacHbI
OPPO3NOHHBIN
pp ocnnameHsiowmiics /N5 370POBbS
OnacHbIii AN 340poBbA OueHb TOKCUYHbIi TOKCWUHBIN B BOAHON 1M
OKpy>atoLien cpege

OpTo-KnuHukan inarHoCTUKe rapaHTUPYyeT, YTo n3genve npuMmeHMMo A1 3asB/IeHHOro Ha3HadyeHus. Bece usgenuvs rotosbl o4
MCNOMb30BaHNA A0 YKa3aHHOro eproka rogHoOCTW 1 B Crlydae cobntofeHns Bcex Tpe6OBaHI/IVI Nno XpaHeHK, TPaHCNoOpPTUPOBKe,

LLe/NN0CTOCTU yNnakoBKN 1 npoueayp>e NCnosib30BaHNA, YyKa3daHHbIX B UHCTPYKUUW MO NPUMEHEHNIO.
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VicTopusi nameHeHwin

YTWIN3ALINA

Heo6xoanmo cobntofaTb OCTOPOXHOCTL NPV 06GpaLLeHn ¢ MaTepuanamu, nosly4yeHHbIMU U3 KPOBU YeI0BeKa WU XUBOTHbIX.
Heo6xoanMo paccMaTpuBaTb BCe reMoMaTepuarbl, Kak NoTeHLMasibHO MH(MLMPOBAHHbIE.

YTunusaums oTxoA0B A0/KHA GbITb B COOTBETCTBUU C MEXAYHapOoAHbIMU TpeGoBaHUAMK, defepasibHbIM U NOKa/TbHbLIM
3aKOHOAATEe/IbCTBOM.

Knacc b cornacHo MNoctaHoBNeHMo [/1aBHOro rocylapCTBEHHOro caHUTapHoro spada P® ot 28.01.2021 N 3

"O6 yTBepXAeHUM caHnTapHbIX npasun 1 Hopm CaHlMuH 2.1.3684-21 "CaHMTapHO-3NMAEMMNOsIOTMYECKMe TpeboBaHMs K
cofepxaHuio TeppuTopuii rOpoACKUX U CENbCKMX NIoCeneHnid, K BoAHbIM 06 beKTaM, NUTLEBOK BOAE N MUTbEEBOMY
BO0OCHaGXeHN0, aTMoCcthepHOMY BO3AyXy, MOYBaM, XW1bIM MOMELLEHUSAM, IKCnyaTaumm NPon3BoACTBEHHbIX,
06LLEeCTBEHHbIX MOMELLEeHWN, opraHu3almm 1 NpoBeAeHN0 CaHUTapHO-NPOTMBO3NUAEMUYECKMX (MPOUNAKTUYECKINX)
meponpuaTuii”

MpoTBOMNOKa3aHUs K NPYMEHeHIo

OTCyTCTBYIOT MpPU UCMNOJIb30BaHUN N B COOTBETCTBUN C HA3HaYEeHUEM U MHCprKLWIeVI no NpUMeHeHuo

Mo6oyHbIe adhhekTbl NpY NPUMEHeEHUN

He ycTaHoBeHbI

Puckn, cBsisaHHble C NpuMeHeHnem n3genvs
Puckn naeHTudmumpoBaHbl cornacHo ctaHaapTy EN ISO 14971. Pucku, He BKIOYEHHbIE B pa3gen «lpeaynpexaeHus
1 Mepbl NPefOCTOPOXHOCTM» ObI/IN YUTEHbI B MPoOLEecce An3aiHa 1 pa3paboTkn NpoayKTa U He OKasblBaloT HEraTMBHOIO
B/IMSIHNA Ha NOJIb30BaTe 1A NPU UCMO/Ib30BaHNM NPOAYKLMN MO Ha3HAYeHNIO B COOTBETCTBUM C UHCTPYKUUEN.
B cocTtaBe n3genusa oTcyTCTBYIOT MaTepuasibl, BCTynalolme B HenocpeaCcTBEHHbIN UM ONOCPeAoBaHHbI KOHTaKT C
opraHu3MOoM nauveHTa 1 nepcoHana, UCMosb3yoLero ngenune, Npy BbINOSHEHUN TpebGOBaHUI 3KCMTyaTalnoHHOM
AOKyMeHTauMn (MHCTPYKLMKX NO NPUMEHEHMIO). B cocTaBe nsgennsa oTCyTCTBYIOT JieKapCTBEHHbIe CpefCcTBa U
thapmaveBTUyeckne cybcTaHumm.

|_|OTEHU|I/IaJ'IbeIe nosib3oBaresnin
JaHHble usgenus npegHasHayveHbl TONbKO ANS NPOgeCcCHOoHaNbHOIO NCNO/b30BaHNA B KNTMHUKO-ANArHOCTUYECKNX
na6opartopusx 18 NPoBeAeHUS COOTBETCTBYIOLWMNX UCCIeA0BaHWIA.
Monb3oBartenu - cneumasncTbl B 061acT n1abopaTOPHOWN ANArHOCTUKN:
- Bpay K/IMHMYecKoi nabopaTopHO ANArHOCTUKM,
- MeANLUMHCKNIA NabopaTopHbIii TeXHUK (henbaliep-nabopaHT),

- nabopaTtopHbIii cneuynanuncT (B TOM yncie ¢ 6Monornyeckum obpasoBaHveMm)
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WcTopusa nsmeHeHwii

McTtopus nameHeHuii:
[fata OB30P V3meHeHwit

12-04-2021 [lo6aBneH pasgen «TpaHCNoOpTUPOBKa»
[lobaeneH pa3sgen «rapaHTumn»
[lo6aBneH pasgen «YTuavsauunii»
[lob6aBneH agpec ynoJIHOMOYEHHOro NpeAcTaBuTeNs NPonsBoAnTens B PO
[lo6aBneH HoMep perncTpaLyoHHOro yjoCTOBepeHus
CaenaHbl He3HauMTe lbHble U3MEHEHNA B (hopmMaTMpOBaHUK Pa3fenos 1 pefakTnposaHme
[lo6aeneH pasgen «MokasaHns K NPUMEHEHNIO»
No6aBneH pa3gen «MoboyHble achthekTbl NPU NPUMEHEHNN»
[lobaBneH pasgen «PUCku, CBA3aHHbIE C MPUMEHEHUEM U3AeNns»
[o6aBneH pasgen «MoTeHynanbHble NONb30BaTENN
B pasgenbl «HyBCTBUTENbHOCTL», «CNeundunyHocTb», «MoTeHunanbHble NepekpecTHO-peakTUBHbIe
noarpynnbi», «CneumryHoCcTb» A06aBNeHbI Nogpa3aesnsl «[1o AaHHbIM KIUHUYECKUX UCMbITaHUI Ha TeppuTOopUmumn PO
B pa3gen "MpeunsmoHHOCTL" fo6aBNEHbI:

Moapasgen «Bocnpon3BoAMMOCTb U NPaBUNbHOCTb KOHTPO/IbHbLIX MaTepuasnos (Mo faHHbIM KAMHUYECKMX UCTIbITAHUI Ha
Tepputopumn PO}» n

Mopapasanen «OnpeaeneHne BHyTpucepuiiHoii Bocnponsso//*mocTtu/cxoammocT (MogaHHbIM KIUHUYECKNX UCMbITaHW Ha
Tepputopumn P®)»

[o6aBneH «Cpok rogHocTn nota 0200» B pa3fenbl «XpaHeHe 1 NOAroTOBKa YyNakoBKW peareHTa», «XpaHeHue u
noAroToBKa KanmbpaTopa»

YNOMHOMOYEHHbIV NPBACTaBUTENb FPOM3e0ATBASA Ha TeppuTopun Pd:
OO0 OpTo-KnnHukan AnartocTukc

143026, Poccusi, MockoBcKasi 06nacTb, r.o. OguHU0BCKUIA, 1. OOUHLOBO,
AepeBHA Ckonkoso, yn. Hosas, gom 100, cTp. 9

Ten:+7 (499) 951-26-12

PerucdpaumoHHoe yaoctoBepeHve B PO:

YcnoBuA NocTaBKU: BCe NOCTaBKU OCYLLECTB/IAIOTCA B COOTBETCTBUN CO CTaHA4APTHLIMU YC/TOBUSAMU KOMMNAaHUN Ortho-Clinical Diagnostics
mnn ee ,CWICTpVIﬁblOTOpOB. YcnoBus Bcerga MOXHO 3anpocuTb A/19 03HaKOMJIEHUA.

YcnoBuns NocTaBKW: BCe NOCTaBKM OCYLLECTBASAKTCA B COOTBETCTBUN CO CTaHAAPTHbIMK ycrnoBuamu komnaHum Ortho-Clinicai Diagnostics
1NN ee AUCTPUOGBLIOTOPOB. YCNOBKA BCErga MOXHO 3arnpocuTb A/11 O3HAKOMIEHUS.

Ortho-Clinical Diagnostics

EC IREP 1500 Boulevard Sebastien Brant
B.P. 30335
67411 llikirch
CEDEX, France

Ortho-Clinical Diagnostics

Felindre Meadows

Pencoed

Bridgend

CF35 5Pz

United Kingdom (Benuko6putaHus)

VITROS sABnseTcs ToBapHbIM 3Hakom komnaHuu Ortho Clinical
Diagnostics.
© Ortho Clinical Diagnostics, 2021

Ortho Clinical Diagnostics
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