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Hab6op peareHTOB AN onpeaeneHms aHtuTen IgM k wtammy SARS-CoV-2 KopoHaBumpyca
NMMYHOXEMUTIOMUHECLIEHTHBIM METOLOM B K/IMHMYECKOM 06pasLie Ha aHanm3aTopax cepun CL
[Ns AMarHoCTuKM in vitro, notel 2020060211, 2020070121, 2020070122
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SARS-CoV-2 IgM(CLIA)

HanmeHoBaHue MegULUNHCKOIO WU3Aenus

Habop peareHTOB Ana onpefeneHus aHtuten IgM kK wtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUFOMUHECLLEHTHLIM METOLO0M B HOTUHMYECKOM 06pasLie Ha aHanm3aTopax cepum CL
NS AMarHoCTuKK in vitro, notel 2020060211, 2020070121, 2020070122

[Janee no Tekcty «Habop peareHTOB 418 onpeaeneHus aHTuTen IgM».
NHpopmauma onia 3akasa
Tabnuua 1

KaTtanoxHblii HoOMep dacoBka
SARS-CoV-2 IgM121 2 KacceTbl ¢ peareHTamn x50 TeCcToB
(kanmbpaTopb! BK/IHOYEHDI)

Ha3sHauyeHune nagenuns

Habop npumMeHseTcs 41g AMarHoCTUKK in Vitro A1 Ka4eCTBEHHOr0 06Hapy>keHus aHTuten IgM
K Bupycy SARS-CoV-2 B cbiBopoTKe 1 nnasme (K2 34TA) venoseka. NpegHasHayeH 4/is
NMPUMEHEHUSA TO/IbKO 418 TeX NALUEHTOB, KIIMHUYECKME MPU3HAKN Y CUMMITOMbI KOTOPbIX
COOTBETCTBYHOT NpPU3HaKam NUHMEKLMK, BbI3BaHHON SARS-CoV-2, B Ka4yecTBe A0MNONHUTENBHOIO
NHAMKaTOpa 06HaPYXXEHNSA B COYETaHUMN C 0BHaPY>KEHVEM HYK/TEMHOBBIX KUC/OT.

MHpopmauma o noTpebutene: AN NPOMPECCMOHAILHOIO MPUMEHEHNS, MOXET MCMO/Nb30BaTHCS
TONMbKO KBaIMMMLMPOBaHHbBMI NEPCOHAIOM B 0611aCTU KIIMHNYECKOI NabopaTopHOi
ANArHoCTMKM (MeaMLMHCKM 1abopaTopHbIM TEXHUKOM WK BPavoM KAVHUYECKOA
NabopaTopHO ANarHOCTUKN).

Hwe npvBefeH COCTaB MeAULMHCKOro U3Lenus.

Hab6op peareHTOB Ansi onpeaeneHus aHtuten IgM kK wtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUTIOMUHECLIEHTHBIM METOOM B KIMHUYECKOM 0b6paslie Ha aHanmM3aTopax cepuu
CL ans amarHoCTUKM in vitro, B COCTaBe:

- Kacceta c peareHTamn SARS-CoV-2 IgM - 2 wr;

- KanmbpaTtop SARS-CoV-2 IgM (CO), ypoBeHb 0 -1 wWT;

- KannbpaTtop SARS-CoV-2 IgM (CI), ypoBeHb 1- 1wT;

- IHCTpYKUMS NO NpUMEHEHWUIO - 1 LT,

KpaTkoe onucaHue

SARS-CoV-2 oTHocuTCs K P-KopoHaBupycam v npeactasnseT cobori PHK-Bupyc ¢ ogHoi
MOMOXWTENbHO-MOMSPHON HUTBLIO B 060/104Ke™*. OH pacnpocTpaHseTcs NyTem nepegayn ot
4eN0BEKa Ye0BeKY KanenbHbIM NyTEM UAK NPY HEMOCPEACTBEHHOM KOHTaKTe.
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Y MHOrux nauymeHToB ¢ nogreepXaeHHbIM COVID-19 pa3suBaeTtcs nmxopagka n/mnm
CUMMTOMbI OCTPOr0 PeCnMpaTopHOro 3aboneBaHns (Hanpumep, Kallesnb, 3aTpyAHeHHOe
[bIXaHue).

B HacToslLLee BpeMs noinmmepasHas LenHas peakums ¢ 06paTHON TpaHCKpUNLUENn B pexxmme
peanbHOro BpeMeHun (OT-T1LIP) Ha HYK/IEMHOBYHO KUCOTY BUpYCa, KOMMNbIOTEPHas TOMOrpagus
N HEKOTOpPbIe reMaToNornMYeckme napaMmeTpbl ABAKTCA OCHOBHLIMU MHCTPYMeHTaMu Ans
KTMHUYECKOW AnarHoCTUKN MHQekuun. TecT OT-TMLLP Ha HYKNeMHOBYHO KUCNOTY BMpYCa Ha
CEerofHSALLIHNIA AeHb CTan CTaHAAPTHLIM METOA0M AnarHocTukn COVID-197,

TecTnpoBaHue cneunduyeckmx aHTuTen SARS-CoV-2 B KpOBW NaLMeHTa SBNSAETCA HaAEXHbIM
BbIOOPOM A15 6bICTPOIA, MPOCTOM N BbICOKOYYBCTBUTE/bHOM AnarHocTuKn COVID-19. LLnpoko
npu3sHaHo, 4to IgM ABNsSIeTCH NEPBbIM aHTUTENOM, Bbl3blBa€MbIM NPV UMMYHHOW peakuumn noce
UMMYHU3aLMN U MHEKLMK, 0 FeHepaumn afanTuBHbIX, BbICOKOAPMUHHBIX peakuuii 1gG,
KOTOpble BaXHbI 415 40NTOBPEMEHHOIO UMMYHUTETA Y UMMYHONOTMYECKON NamSTH.

CnepoBatenibHO, 06Hapy>keHne aHTUTEN IgM yKasblBaeT Ha HeflaBHee Bo3aelcTene SARS-CoV-
2.1\

NMpuHUMN gencrema

AHanns SARS-CoV-2 IgM cepumn CL npefcTaBnseT co60M ABYX3TanHbIi aHanm3 ans
KauyeCTBEHHOro BbbIBeHuA aHTUTeN IgM K SARS-CoV-2.

Ha nepBom aTane B peakUMOHHbIN cocya A06aBnsoT npoby, pacTeop A1s 06paboTkM Npobbl 1
napamarHUTHbIE MUKPOYaCcTULbI, MOKPbITbIE aHTUreHamu SARS-CoV-2. Mocne nHKy6aumm
aHTuTena IgM k SARS-CoV-2 B npobe 6yayT CBA3bIBATLCSA C MUKPOYACTULAMM, MOKPbITHIMU
aHTureHamn SARS-CoV-2. lNocne 3Toro MMKpoYacTULLbl 3aXBaTbIBAKOTCA MarHUTHLIM MOMEM, &
[pyrvie HecBs3aHHbIe BELLeCTBa yAanaTCsa nyTeM NPOMbIBKM B UCNEPCUOHHOM NOCYE.

Ha BTOpOMm 3Tane B peakLMOHHbIA cocy A06aBNsOT pacTBop pasbasuTens n ALP (LienoyHas
(hoccpaTasa)-MeveHOe MOHOK/IOHA/IbHOE aHTUTENI0 NPOTMB MMMYHOT106ynHa (IgM) Yenoseka.
Mocne nHky6aumm ALP-meyeHOe MOHOK/IOHa/IbHOE aHTUTeNo NpoTue IgM yenoseka bygeTt
06pa3oBbIBaTh CIHABMY-CTPYKTYPY C MUKpPOYaCTULAMW, 3aXBa4YeHHbIMU aHTUTeNnaMmn IgM K
SARS-CoV-2. ocne 3Toro MMKpoYacTuLbl 3aXBaTbIBAOTCA MarHUTHbLIM NoJeM, a apyrue
HecBsi3aHHbIE BELLECTBa YAaNATCA NyTeM NPOMbIBKY B UCMEPCUOHHO Mocye.

3aTem pacTBOp HOCUTENs [,06aBNAIOT B peakUMOHHbIN cocyd. OH KaTaim3npyeTcs KOHbHratom
aHTuTena-ALP npotus IgM yenoBeka B UMMYHHOM KOMIMJIEKCE, YAEPXNBAEMOM Ha
MMUKpoYacTMLUax. Pe3ynbTupytoLas XeMUntOMUHECLIEHTHAsA peakLuna n3mepsieTcs B
OTHOCUTE/IbHBLIX CBETOBbIX eauHMuax (RLU) ¢ noMoLLbio (hoTOYMHOXUTENS B MpUGope.

CyulecTByeT npsiMas CBi3b MeX/y KonmuecTBom aHTuTen IgM k SARS-CoV-2 B npo6e 1 RLU,
reHepMpyeMoM B X0fe peakumn. Hannume nnm oTcyTCTBME aHIUTOB B NPo6e onpegensercs
nyTeM CpaBHeHMst XeMUNFOMUHECLIEHTHOIO CUIHaNa B peakumy ¢ CUrHa/IoM OTCEYUKN,

onpeaeneHHbIM Npu Kannbposke. MHaekc oTceukn (COI) paccunTbiBaeTcs nyTem geneHus RLU
npo6bl Ha RLU oTceyku.

KoOMMOHEHTbI cocTaBa

Habop peareHTOB Ans onpegeneHns aHTuTen IgM 1MeeT B CBOEM COCTaBe KacCeTy C
peareHTaMmn SARS-CoV-2 IgM, kannépaTtop SARS-CoV-2 IgM (CO), yposeHb O KannbpaTop
SARS-CoV-2 IgM (Cl), ypoBeHb | (cMm. Pa3gen «Hpopmaums 4ns 3akasa»).
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Kaccerta ¢ peareHtamy SARS-CoV-2 IgM cOeToMT 13 YeTbIpex KOMNOHeHTOB: Ra, Rb, Rc 1 Rd.
KaxXabli1 13 KOMMOHEHTOB He MOXET 6bITb 3aMeHeH. [1oApo6Has MH(opPMaLMs 0 KoM
KOMMOHEHTE KacCeTbl M KaimbpaTtopax MNpuBEAeHa HIKE.

CocTaB peareHToB, MUCMNOMb3YHOLWLMXCA B KacceTe e peareHTamn SARS-CoV-2 IgM npusefeH

HKE.
Tabnmua 2
AHann3 KOMMNOHEHTOB peareHTa KoHueHTpauunsa CAS-Homep
Ra
MapamarHMTHbIE MUKPOYACTULbI, MOKPbLITbIE
SARS-CoV-2 aHTureHom 0.05% /
MES-6ydep >99% 7365-45-9
MpoknuH 300 (ProClin 300) 0,048 % 96118-96-6
As3ung Hatpusa 0,09 % 26628-22-8
RDb
MeyeHHoe ALP MOHOK/MOHa/IbHOE aHTUTENOo
NpoTMB YenoBeyeckoro IgM (MblLLnHbIA IgM) <0.01% /
MES-6ydep >99% 77-86-1
MpoknuH 300 (ProCln 300) 0,048 % 96118-96-6
Asng Hatpus 0,09 % 26628-22-8
Rc
TPUC-6ydep >99% 7365-45-9
MpoknnH 300 (ProCHN 300) 0,048 % 96118-96-6
A3ng Hatpusa 0,09 % 26628-22-8
Rd
TPUC-6ydep >99% 145224-94-8
MpoknnH 300 (ProCln 300) 0,048 % 96118-96-6
Asng Hatpusa 0,09 % 26628-22-8

CocTaB Kanubpatopa SARS-CoV-2 IgM (CO), yposeHb OnpuseeH B Tabnmue 3.
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Tabnuua 3
KOMMOHEHT KoHueHTpauns CAS-Homep
TPNC-6ydep >99% 145224-94-8
MpoknunH 300 (ProClin 300) 0,048 % 96118-96-6
Asng Hatpus 0,09 % 26628-22-8

CocTtas kanmbpaTopa SARS-CoV-2 IgM (CI), yposeHb 1npwvseseH B Tabnuue 4.

Tabnuua 4
KoMnoHeHT KoHueHTpayusa CAS-Homep
SARS-CoV-2 IgM <0.01% /
TPUC-6yhep >99% 145224-94-8
MpoknuH 300 (ProClin 300) 0,048 % 96118-96-6
As3ng Hatpus 0,09 % 26628-22-8

PacrnonoxeHune peareHTOB BO ()/lakOHaX KaeeeTbl MPeACTaB/IeHO Ha pueyHKe Huke (Buf enepeam
CfieBa v BUA CBEPXY enpasa):

Ra R4 Re Rb

© ©00

XpaHeHwue, CTabUNbLHOCTb U 3KCNyaTauus

Kacceta e peareHTamy SARS-CoV-2 IgM (Ra, Rb, Re 1 Rd) cTabunbHa g0 UcTeyeHUs epoka
FOAHOETM, YKa3aHHOr0 Ha 3TUKETKe, NPU XpaHeHN HEBEKPLITON KaeeeTbl Npy TeMnepaType 2-8
°C
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Mocne BCKPbITUS KacCeTbl, U3AENMNE MOXET XPaHUTbCS Ha 6OPTY aHanmM3aTopa 1 UCMo/b30BaTbCH
npv Temnepatype 2-8 °C B TeYeHue 7 gHeil.

Kannépatop SARS-CoV-2 IgM (CO), yposeHb Ou Kanubpatop SARS-CoV-2 IgM (CI),
YypOoBeHb 1 CTabunbHbl 40 UCTEYEHMSI CPOKA FOAHOCTU, YKa3aHHOI0 Ha STUKETKE, MpY XpaHeHUN
HEBCKPbITbIX (h/1aKOHOB Npu TemnepaType 2-8 °C.

Mocne BCKPbITUSA KanmbpaTopbl CTabu/ibHbI B TeYeHWe 7 AHEN NPy XpaHeHU 1 1CMO/b30BaHUN
npu Temnepatype 2-8 °C.

MoAroToBKa peareHToB

PeareHT Ra: N0TOB K 1MCMNO/b30BaHUIO
PeareHT Rb: '0TOB K MCMO/b30BaHUIO
PeareHT Rc: M0TOB K MCMNO/b30BaHUIO
PeareHT Rd: M'0TOB K MCMO/1Ib30BaHUIO
Kannépatop CO: N0TOB K MCNO/b30BaHNIO

Kanunbpatop C1: 0TOB K MCNO/b30BaHNIO

Tpebyembie MaTepuasbl, He NOCTaB/IEMbIE B KOMMN/IEKTE

AHann3aTop aBTOMaTUYeCKNIn UMMYHOXEMUTIOMUHECLIEHTHbIN AN AMArHOCTUKM in Vitro cepum
CL c npuHagnexHocTtamu

Kat. No CS511: PacTBop cy6CTpaTHbIA 415 aBTOMAaTUYECKUX UMMYHOXEMUTFOMUHECLIEHTHBIX
aHanm3atopoBs cepun CL ana gnmarHocTuku in vitro, 4x115 mn.

Kat. No CS512: PacTBop Cy6CTpaTHbIiA 419 aBTOMAaTUYECKUX UMMYHOXEMUTIOMUHECLEHTHBIX
aHasm3atopoBs cepum CL ans agnarHoCcTuku in vitro, 4 X 75 mn.

Kat. Ne WB411: Pacteop Oy(hepHblil MPOMbIBOYHbIN 415 aBTOMAaTUYECKMX
NMMYHOXEMUTIFOMUHECLIEHTHbIX aHanM3aTopoB cepun CL 4ns AMarHoCTUKM in Vitro.

PeaKLIMOHHbIN cocyn

CoBmecTuMble aHann3artopsbl

AHanunsatop aBTOMaTUYECKUIA UMMYHOXEMUTFOMUHECLEHTHBIA 4715 ANarHOCTUKK in Vitro cepum
CL ¢ npuHagnexHocTamu, B BapnaHtax ncnonHeHus: CL-I000i, CL-1200i, CL-2000i,
PeructpauunoHHoe ygoctosepeHue Ne P3H 2020/10238 ot 4 maa 2020 roga.

C6op 1 noaroToBKa maTepuanoB Ans UccrienoBaHms

UenoBeyeckasa CbIBOPOTKa, renapuvHu3nposaHHasa nnasma n 3A4ATA
(3TUNEHAMAaMUHTETPAYKCYCHas KMCNOTA)-MN/1a3mMa ABAKTCA NOAXOAALLMMU A1 TeCTa.
PekomeHAyeTca YenoBeyeckas CbIBOPOTKa.
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Heob6xoamMmo cnegoBaTth MHCTPYKLMAM NPOU3BOANUTENS MO 06paboTKe MPOGUPOK Ans coopa
CbIBOPOTKM U nna3Mbl. O6pasLibl 4O/HKHbI ObITb MPOTECTUPOBAHbI Kak MOXHO CKOpee nocne
oT60pa NpPo6 1 NpeLBapuUTeNbHON aHaIMTUYECKON 06PabOoTKN.

Ecnu TecTpoBaHve He 3aBepLLEHO B TeveHue 24 4acoB, MOMECTUTb CyMNepHATaHT B MPOGUPKK
A1 XpaHeHus. T1NOTHO 3aKpbITble 06pasLbl COXPaHAKT CTabWUIbHOCTL B TEYeHWE 7 AHEW npu

2~8 °C. Ecnv TeCTUpOBaHMe He MOXKET ObITb 3aBEPLUEHO B TeUeHWe 7 AHeR, 06pasLbl 4OKHbI
ObITb 3aMOpPOXKeHbI Npu Temnepatype -200 °C unum Hke. O6pasLbl MOryT XPaHUTLCS

npwu -200 °C po 10 fHel.

OG6pa3sLbl MOTyT NoABePraTbCs He 60/ee YeM MATU LMKIaM 3aMOpaKMBaHWS/0TTanBaHus. 3-3a

BO3MOXXHbIX 3(D(HEKTOB MCMapeHnst 06pasLibl 1 KannbpaTopbl Ha aHaM3aTopax A0/MKHbI ObiTh
HeMe[lIeHHO NMPoaHaIM3NPOBaHbI.

He ncnonb3oBaTh 06paseL, npy CReayoLmX YCIoBUsX:

CUNbHas reMonu3aLus
SIBHOE MMKPOGHOE 3arpsisHeHve
BUAVMbIA (IMBPUH UM APYT1E NOCTOPOHHME BELLECTBA

Mpoueaypa aHanm3sa

[ns onTMasbHON NPOM3BOAMTENLHOCTY AAHHOIO aHasn3a onepaTopbl AOMKHbI BHUMATEIbHO
npoynTaTh PYKOBOACTBO MO 3KCM/IyaTauuy COOTBETCTBYIOLLEN CUCTEMbI, YTOObI MONYYUTb
[0CTaTOUHYIO MH(OPMaLMIO, TaKyH KakK MHCTPYKLUMMW NO 3KCnyaTauum, XpaHeHUO 1 KOHTPO/IHO
npo6bl, MepaM NPeAOCTOPOXHOCTU 1 TEXHUYECKOMY 00CNyXMBaHUIO. Heobxoammo
NOArOTOBUTbL BCE HEOOXOAMMbIE MaTepuasibl 415t aHamn3a.

Mepep 3arpy3koin Habopa peareHToB SARS-CoV-2 IgM B npn6op B NepBbIii pa3 creayet
OCTOPOXKHO BCTPSIXHYTb HEBCKPLITHIA PIakoH ¢ peareHTamu He MmeHee 30 pas, UToObI
pecycneHAnpoBaTb MUKPOYaCTULbl, OCEBLLME BO BPEMS TPAHCMNOPTUPOBKM U XPaHEeHWUS.
Bu3yanbHO 0CMOTpPeTb ()1akoH, YT00bI Y6eanTLCA, YTO MUKPOYACTULLbI XOPOLLIO MepeMeLLaHbl.
Ecnm MmnkpoyacTuLbl OCTaKOTCA NPUANMALLUMA K (P1akoHY, NPOAO/MKAaTb BCTPSIXMBATb A0 NOHOW
roMoreHun3aummn. Ecnm MmkpoyacTuLbl He MOryT ObITb FOMOreHU3MPOBaHbl, PEKOMEH/YETCA HE
NCMO0/b30BaTb 3TOT ()IAKOH C peareHToM. O6paTUTLCS B CNYXOY NoAAepKKM KnneHToB Mindray
3a NoMoLLBH. M36eratb nepeBopaumBaHns OTKPbITOMO (D/1akoHa C peareHToM.

[ns gaHHoro aHanunsa Tpebyetca 10 MK Npobbl ANs O4HOro TeCTa, He BK/KOYas
HENCNosb3yeMblil 06bEM KOHTENHepa A1t NPo6bI. JOMNoMHUTENbHBIA 06BEM TpebyeTcs npu
BbINOIHEHWW JOMOSTHUTENbHBK TECTOB TOI XKe Npobbl. OnepaTtopaMm HeOOXOAMMO CNefoBaTh
PYKOBOZACTBY MO 3KCMNyaTauuy CUCTEMbI U ONpeaeeHHbIM TPeboBaHMAM aHam3a ans
onpegeneHns MMHUMaIbHOro 06beMa NpPoob!.

Kannéposka
KannbpaTopbl NPOCNeXMBatTCA N0 BHYTPEHHEMY 3TasioHy SARS-CoV-2 IgM Mindray.

MH(opmaums o KannmbpoBKe XpaHUTCS B LUTPUX-KoAax, MPUKPENIEHHBIX K YNaKOBKe peareHTa u
Kannépatopa. Npn BbINOMHEHUN KaIMOPOBKM HEOOXOAMMO CHavana NPOCKaHNPOBaTh LUTPUX-
KoAbl B CUCTeMe, a 3aTeM MPoBepUTb ABa 3OBHSA Kanmbpatopa. Mepe NtobbIM TECTUPOBAHMEM
SARS-CoV-2 IgM TpebyeTcst OCTOBEPHAsA KaIMbpPOBKa.
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MoBTOpHasA KannbpoBKa TPebyeTcsa Mpu CNefyoLmX YCIoBUsX:

1 Mpeapluyulas KanubpoBKa Oblna BbINOMHEHA 3a 7 AHEN [0 3TOro.
2. KOHTponb KayecTBa NeXUT BHE NpeAesioB 0XX1AaeMoro guanasoHa.
3. Vicnonb3yeTtcst HA60p peareHToB C HOBbIM HOMEPOM NapTUK.

Moapo6Has MHCTPYKLMA NO KannbpoBKe NpvBeieHa B PYKOBOACTBE MO IKCM/yaTalyn CUCTEMBI.

KoHTponb Kayectsa

Monb3oBaTenn MOryT roToBUTb KOHTPO/Ib KAYECTBA BMECTE C KIMHNYECKUMU Npobamu.
PedepeHcHble Arana3oHbl MOryT YCTaHAB/MBATLCA B COOTBETCTBUM C MPOTOKO/OM,
YTBEPXKAEHHbIM OTAe/IbHbIMM labopaTopusMu.

PekomeHAyeTcs, YT0Obl KOHTPO/Ib KayecTBa NPOBOAWIICS OAMH pa3 Kaxkible 24 yaca, ecnm
MCNOMb3YHOTCA TECTbI, UM NOC/E KaXKAOW KanMbpoBKK. HYacToTa KOHTPO/SA KavyecTBa A0/HKHA
ObITb ajanTMpoBaHa K TpeboBaHMAM KaXKAoW fabopaTopun.

Pe3ynbTaTbl KOHTPOA KavyecTBa A0/MKHbI YKNaAblBaTbCSA B 3afaHHbIN Anana3oH. ECnmn KOHTPO/b
BbIXOAMWT 3a Npefesbl 3afaHHOro Amanas3oHa, COOTBETCTBYIOLLME Pe3y/bTaTbl TECTA ABMAKOTCH
HefenCTBMTENbHbIMU, 1 NPOObLI HE06XOAMMO NOBTOPHO MPOTECTUPOBaTb. MOXET NoTpe6oBaThHCA
NMOBTOPHas Kannmbposka. Heo6xoanumo o6paTUTLCS K PyKOBOACTBY MO 3KCMN/yaTaLum CUCTEMBI,
4TO6bI NPOBEPUTL CUCTEMY. ECNK pe3ynbTaTbl KOHTPO/S Ka4yecTBa BCE ELLE HAaXOAATCA BHE
npefenoB 3afaHHbIX AnanasoHoB, cneayeT 06paTuTbCs B CNYXOY Noaaep)KKN KIMEHTOB
Mindray.

BbluncneHne pe3ynbTaToB

AHanunzatop cepumn CL paccumntbiBaeT cpegHue curHanbl RLU kak kanmbparopa C1, tak n CO.

AHanusatop cepum CL paccumTbiBaeT pe3ynbtat SARS-CoV-2 IgM Ha 0CHOBe OTHOLLEHUA
RLU npo6bl K RLU oTceukn (MHAekc otceukn, COI) ans kaxaoro obpasua 1 KOHTPONS.

RLU otceukn = [(cpeaHee RLU kanubpatopa Cl - cpegHee RLU kanubpatopa CO) x
KO3(hthmumeHT KanmopoBku] + cpeaHee RLU kannbpatopa CO

KoathunuymeHT KanmbpoBKM MHAMBUAYANEH AN KaXKA0N NapTum peareHTa U Kanmbpartopa.
COIl = RLU npo6bl/RLU oTceuku

Pa3BefeHue obpasua

Pa3BefeHne 06pa3LoB NpegHasHavYeHHbIX 415 TECTUPOBaHNA C UCMO/b30BaHEM Habopa
peareHTOB 4n1a onpeaeneHnsa aHtuTen IgM npotne SARS-CoV-2 He fonyCKaeTcs.

WHTepnpeTauns pe3ynbTaTtoB

O6pasupl ¢ COI <1,00 cunTatoTcs OTprUaTenbHbiMK Ha aHTUTeNa IgM K SARS-CoV-2.
OTpuuaTenbHbIil pe3ynbTaT He MOXET UCKMUnTL COVID-19.
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O6pasupl ¢ COI >1,00 cumTatoTCA NONOXKUTENbHLIMK Ha aHTUTEeNa IgM K SARS-CoV-2, uTto
eBNAETE/NbETBYET O HeAaBHel MH(eKLMK. T10N10KUTENbHbIE pe3y/ibTaTbl TeCTa BCe eLle
HY>XAal0TCs B Aa/IbHEMLLEM MOATBEPXKAEHNM.

ToNbKO pesynbTathl aHanM3a He AO0/HKHbI UCMO0/b30BaTLCA A5 MOATBEPXKAEHUA UK
ncknoyeHna COVID-19. KnnHnyeckme peLleHns fo/MKHbI NPUHUMATLCA B COYETaHUN C
APYrMMun JoKa3aTe/IbCTBaMM, TaKUMK Kak CUMMTOMbI, UICTOpUS 60M1e3HN, pe3y/bTaTbl aHa/In3a Ha
HYK/IEMHOBbIE KUCNOTbI U T.A,.

OrpaHnyeHmne nsmepeHus

WHanBnayanbHbIn UMMYHHbIA OTBET Ha MHQeKUM0 SARS-CoV-2 3HaunNTe/IbHO BapbUpPYEeTCA U
MOXET AaBaTh pasHble pe3y/bTaTbl B aHa/M3axX pasHbIX Npou3BoauTenieidl. YTo KacaeTcs
pasninynii B METOAAxX aHa/In3a, KambpoBKax 1 CrneumnYHOCTM peareHToB, pesybTaTbl aHaIm3a
pasHbIX NPOV3BOAMTENEN He LO/MKHbI UCMO/b30BaTHCS B3aUMO3aMeHSEMO.

Ecnu pe3ynbtaThl aHanm3a Ha aHTuTena IgM Kk SARS-CoV-2 He COOTBETCTBYHOT KIMHNUYECKUM
[aHHbIM, 4719 NOATBEePXAEHNA pe3y/ibTaTta npes/iaraeTca 4OMO0HUTENIbHOe TECTUPOBAHNE.

Kak 1 BO BCex TecTax, CoAep >KalMxX MOHOK/OHa/IbHbIE aHTUTENA MbILLW, B PEAKNX CyYdasX
MOTyT ObITb NnoJsiy4eHbl aHOMaJIbHbIE€ Pe3y/bTaTbl B o6pa3u,ax, B3ATbIX Y NauUneHTOoB, KOTOPbIE
Nnoslyyasin MOHOK/NOHa/IbHble aHTUTeNa MbilWKN ANa ANarHoCTUKK Unu Tepanuun.4,5.

PeBmaTongHblin paktop (RF) IgM B coueTaHum ¢ SARS-CoV-2-crieumguyHbiv 1gG MoxeT
MPUBECTYU K NIOXXHbIM PeakT1BHbIM pe3y/ibTaTaM B aHanm3ax Ha onpegeneHune IgM. ObpaboTka
npo6 B aHanm3e Mindray SARS-CoV-2 IgM cBOAUT K MUHUMYMY MHTepepeHuUmto RF, ogHakKo
B PeAKUX ClyyasX Hefb3si UCKNKYaTh MHTEPEPEHLIMIO, BbI3BaHHYHO BbICOKUMM
KOHUeHTpaumamu RF n SARS-CoV-2-cnevuudguyHoro 1gG.

"eTepotnibHbIE aHTUTENA B CbIBOPOTKE Ye/10BEKA MOTYT pearnpoBath C peareHTHbIMN
UMMYHOT/106y/IMHaMM 1 BbI3blBaTb NHTEP(EPEHLMIO B MMMYHOaHa/IM3ax in vitro.6 MaupeHTsl,
PEerynspHoO nojsepraroLmecs Bo3LenCTBUIO NPOLYKTOB XMBOTHOMO NMPOUCXOXAEHUS N
YXMBOTHOW CbIBOPOTKW, MOTYT 6bITb NOABEPXKEHbI TAKON UHTEpgEPeHLMA, 1 MOTYT HabnoAaTLCS
aHOMaJ/IbHble 3HaYeHus. [1s AMarHOCTUKN MOXET NOTPe6oBaThCcA A0NONHUTE/IbHAsA
NH(opmaums.

Pe3ynbTaTbl MOTYT OT/IMYATLCSA B Pa3HbIX TA60PATOPUSX 113-3a PA3NIMUMIA B NONYNALMN.

PekomeHAyeTCs1, YToObl Kaxxaas nabopaTopus yCTaHaB/IMBana CBO COOCTBEHHbI pedepeHCHbI
AnanasoH.

®YHKUNOHaNbHbIE XapaKTePUCTUKN U3aenus

O6uiasa HeonpeaeneHHOCTb

Ha6op peareHToB SARS-CoV-2 IgM paspabaTtbiBasics ¢ TpeboBaHMEM K 00LLEN
HeonpeaeneHHocTn < 10% (KoaduumeHT Bapuaumm MHCTp3eHTa). O6LLas HeonpeaeneHHOEeTb
onpeaensanacb B COOTBETCTBUN C NPOTOKONOM EP15-A3 HalMoHaibHOro KoMmTeTa o
KNMHU4YeckmuM nabopatopHbiM ctaHgaptam (NCCLS)7. Tpu ypoBHSA 06pasLa aHam3npoBanCh B
5 noBTopax, No OAHON aHAIMTUYECKOI Cepun B TEYEHWE [HA, BCEro B TedeHue 5 fiHeld, Ha OfHON
napTUM peareHToB C O4HOW Ka/IMGPOBOYHOM KPMBOI. Pe3ynbTaTbl NpuBeeHbI B Tabnmue 5*.
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Tabnuua 5

Obpasel CpefiHue CraHpapTHOe %CV
N3MepeHHble OTKNOHeHue (COlI)
3HayeHna SARS-
CoV-2 IgM (COQI)

1 0.05 0.00 /
2 114 0.03 2.62%
3 2.24 0.07 3.18%

*PenpeseHTaTVBHbE AaHHbE; PE3yb TaThl B OT/E/bHbIX IAB0PATOPUAX MOTY T OT/IYATHCS.

AHannTuyeckas nHTepdepeHumns

Pe3ynbTatbl onpegeneHma SARS-CoV-2 IgM He nofsepraivcb BAUSHNIO 3HAOMEHHbIX BELLECTB
B CNeAYyHOLLMX KOHLEHTpauuax (KpUTEpWiA: OTHOCUTENbHOE OTK/IOHEHWNE COCTaBNAET MEHee

+10%)*.
Tabnmua 6
VHTepepurpytoLLiee BeLLecTBO KOHUeHTpaLms nHTepgeprpyoLLero
BeLLlecTBa
Bununpy6uH <60 mr/gn
"emorno6uH < 1000 mr / gn
Nvnnapl <3000 mr/ an
O6wuin 6enok <10r/an
MykonpoTenH <200 mr / gn,
O6wwi 1gG <4r/pan
O6wwi IgM <05r/an
PeBmatongHblii thaktop (RF) < 1500 ME/ mn

*Penpe3eHTaTUBHbIE iaHHbIE; Pe3y/bTaThl B 0T Ae/bHbIX 1a60paTOPUAX MOTY T OT/IMYATHCS.

PesynbTtatbl onpegeneHns SARS-CoV-2 IgM He noaseprainch BAUAHUIO (hapmaLleBTUYeCKNX

BELLIECTB B C/IEAYHOLLMX KOHLEHTpauusax (KpUTepuid: OTHOCUTENbHOE OTK/IOHEHWE COCTaB/IfeT
MeHee £10%)*.

Tabnuua 7
VHTepthepmpytoLLee BELLECTBO KOHLeHTpauus nHTepgepmpyoLLero
BeLLlecTBa
3aHamuBMp 0,6 mr/gn
Prb6asupuH 30 mr/gn
OcenbTammsmp 4,5 mr/gn
MepamuBump 36 mr/on
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PuToHaBup

Apbugona rngpoxnopus
JeBothnokcauuH
A3NTPOMULNH
LletbTprakcoHa HaTpreBas CoJlb
MeponeHem

TobpamuumH

MMcTamMuH rmapoxnopug
®eHnn3puH
OKcumeTasonnH
beknomeTasoHa AunponuoHar
JekcameTasoH

®nyHu3onmg nonyruapar
TpramMunHOIOHA aueToHU/
byaecoHug

MomeTasoH

dyTUKasoHa nponuoHar

mindray

24 mr/on

6 mr/gn

12 mr/pn
36 mr/on
30 mr/gn
120 mr/on
30 mr/gn
1,2 mr/gn
0,03 mr/gn
0,3 mr/gn
0,06 mr/on
0,06 mr/gn
1,2 mr/on
0,06 mr/gn
0,06 mr/gn
0,016 mr/gn
0,024 mr/gn
0,06 mr/an

*PenpeseHTaTVBHbEE JaHHbEE; PE3YIbTaThl B OT/AENbHBIX na6opaTopV|ﬂx MOIYT OT/INHaTBCA.

HaGop peareHTOB A/1s onpegeneHus aHTuTen IgM oLeHVBancs Ha NoTeHUMarbHYH
MepPeKPecTHYH PEeaKTMBHOCTL C aHTUTeNamm IgM K 3a60/1eBaHNAM, KOTOPbIE NEPEUMCEHbI B

Tabnuue 8.

MoTeHUMabHbIE UHTEP(EPUPYIOLLME aHTUTENA
IgM K 3a60n1eBaHUAM

KopoHasupyc yenoseka OC43(HCoV-0C43)
KopoHasupyc venoseka 229E(HCoV-229E)
Bupyc rpunna tuna A (He KnaccumLmpoBaH)
Bupyc rpunna A nogruna HIN1 (2009)
Ce30HHbI BUpYyc rpunna HIN1

Bupyc rpunna H3N2

Bupyc rpunna H7N9

Bupyc rpunna Trna B (He knaccuguumpoBaH)
Bupyc rpunna B Amarata
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Tabnuua 8
Konnyectso Konnyectso
MPOTECTMPOBaHHbLIX 06pasLoB C
06pasuoB I'IOﬂO)KI/I'I;el'IbHOI\/'I
peakuyei
2 0
3 0
3 0
1 0
1 0
4 0
1 0
5 0
1 0
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Bupyc rpunna B BukTopus
PecnmpaTopHO-CUHLMTWANbHBIV BUPYC
PuHoBMpYycC (He KnaccupuumposaH)
AJeHoBupyc (He KnaccupuLmMposaH)
SHTEpoBMpYC (He KnaccupuLmMpoBaH)
Bupyc 3nwteliHa — Bbapp

Bupyc kopu

LinTomeranosupyc

Bupyc anuaeM1yeckoro napotuta

R P P P O W o kO

Bupyc BeTpsiHOli OCMbl

=
o

MwukonnasmeHHas NHeBMOHUSA
AHTuTena IgM Kk SARS-CoV-2
Mpoba 340p0BOro Yenoseka

N O
o

Bupyc renatuta B

Bupyc renatuta C

BY-1

BY-2

Bupyc naparpunna 1
Bupyc naparpunna 2
Bupyc naparpunna 3
OHTepoBupyc 71
Xnamngocguna nHeBMOHMM
CTpenTOKOKK MHEBMOHMW
MwukobaKTepum TybepKynesa
Tokconnasma roHay

KopoHasupyc venoeka NL63

O O O O O O O O O O O O O O O O O O O o o o o o o o o

N D WO R R R R R e, 0o o1 Ol

KopoHasupyc yenoseka HKU1

*PenpeseHTaTVBHbE JaHHbE; PE3Y/bTaThl B OT/IEMbHbX TA00PATOPUSX MOy T OTTIMHATHCS.

KnnHnyeckasa cneymmyHoCTb

B o6uieit cnoxxHoctn 1183 o6pasua (He oTHocAwmxes K COVID-19) 6blun NpoTecTMpoBaHbI C
nomowipto aHanmsa Mindray SARS-CoV-2 IgM, 1 1104 6biin npu3HaHbl OTpULATENIbHLIMA.
KnuHnueckas cneymgpuyHocTb coctasnseT 93,32 % (95 % AN: 91,75-94,61 %).
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KNnnHnyeckas YyBCTBUTE/IbHOCTb

B o6Luelt cnoxHoctv 915 06pa3LoB 13 NoaTBepXaeHHbIX cnyvaes COVID-19 (OT-MLP-
MOMIOXKUTENbHbIN) Bbl/IY NPOTECTMPOBAHBI C NOMOLLBI0 aHanm3a Mindray SARS-CoV-2 IgM.
Pe3ynbTaTbl 6b1IM bLIACCU(ULMPOBAHBI MO BPEMEHW OT MOABIEHNA CUMNTOMOB 0 cbopa npob.
[aHHble 3TOro nccnefoBaHNsA NpuBeseHbl B TabNMLe HUKe*. YyBCTBUTENIbHOCTb MOXET
pocturatb 89,66 % (95 % AN 84,24-93,36 %) ans npo6, 0TO6paHHbIX B TeUeHne >15 aHel
rocse nosiBieHNs CUMMNTOMOB.

Bpemsa (gHun)*  Kon-so [onoxutenbHblli pe3ynbtar YyBCTBUTENLHOCTL (95 % [ 1)

<7 3l 17 54,84 % (37,77-70,84 %)
8~14 145 101 69,66 % (61,74-76,55 %)
15-21 193 171 88,60 % (83,34-92,35 %)
22-28 174 156 89,66 % (84,24-93,36 %)
>29 372 265 71,24 % (66,44-75,60 %)

* Penpe3eHTAaTUBHbIE AaHHbIE; Pe3ybTaThl B 0TAE/bHbIX 1a60paTOPUSAX MOTYT OT/IMYATHCS.
** BpeMsi = BpeMsi 0T MOSIB/IEHUS CUMMNTOMOB 10 0T 60pa npo6.

B 06Leii cnoXxxHocTy 28 06pa3LioB ClyvaeB BbICOKOW CTeMNeHW NOA03PEHNS Ha Hanymne Bupyca
Mo pe3y/ibTatam KOMMbIOTEPHON TOMOrpagunn, HO ¢ oTpuuaTtesibHbIMK pesynstatamm OT-MLP
ObINN NPOTECTMPOBAHbI C MOMOLLbIO aHanm3a Mindray SARS-CoV-2 IgM. 12 13 28 o6pasuos
OblNK onpeaeneHbl Kak NONOXUTENbHbIE C MOMOLLbIO aHanm3a Mindray SARS-CoV-2 IgM. 31u
28 cnyyaeB 6b11M OTCNEXEHbI U B UTOre NOATBEPXAEHbI NONOXKUTEbHBIMU pe3ybTatamMmm OT-
rup.

MpeaynpexaeHns n Mepbl NPeA0CTOPOXKHOCTY
1 TonbKo 151 UCMIO/b30BaHMS B LIENAX AMarHOCTUKM INWALYO.

2. CneupianncTbl A0MKHBI MPOAT 06yYeHMe B OTHOLLIEHWI BCEX HEOOXOAVMbIX Mep MPeaoCTOPOXKHOCTM
MK 06paLLIEHNN C TABOPATOPHBLIMIA PEareHTaMu.

3. 3-3a pasmumii B METOAONOTAN U CMeUMMYHOCT aHTUTe/T Pesy/ibTaTbl TECTOB OfHOM U TOW e
Mpo6bl MOMYT OT/INYATLCA MPU KCMO/Mb30BaHMM HAbOPOB pPeareHTOB pasHbIX MPOM3BOAWTENEN B
cucteMe Mindray wm npy Mcnosb30BaHUM HAOOPOB peareHToB Mindray B Apyrux cucTemax.

4. He vcnonb3oBaTb HAB0PbI PeareHToB Noc/e UCTEHEHUS CPOKa FOAHOCTY
5. He vcnonb3oBaTh BMECTe peareHTb! 13 pasHbIX NapTuid peareHToB.

6. Bcerga fepaTb YNakoBKYy C peareHTamyi B BEPTUKA/IbHOM MO/IOXEHWM, UTOOb! M30EXaTb MOTEPb
MVKPOYaCTWL, Nepes, 1CTo/b30BaHVEM.

7. He peKoMeHIyeTCs UCToMb30BaTh YMakKOBKY C peareHTaMu Mo UCTeUeHN 7 AHel Nocrie BCKPbITUS.

8. HaaeXXHOCTb pe3y/bTaToB aHa/M3a He MOXKET ObITh FapaHTMPOBAHA, EC/IN HE CMEA0BATH MHCTPYKLIVSM,
COAEPMKALLMCS! B IAHHOM VHOPMALIYIOHHOM BKNAbILLE.

9. Bce 06pasLipl 1 peaKLIYOHHbIE OTXO/bI'C/IeyeT CUATATb MOTEHLWABHO GUOMOrYeCKM onacHbIMK. C
00pasLaMy U PeakLMOHHbIMK OTXOfdamMy CrieflyeT 00paLlaThbCsl B COOTBETCTBUM C MECTHbIMU
MPaBUIAMU 11 HCTPYKLSIVIA,

10. TMacnopT 6e30macHocTy BellecTsa (MSDS) MOXET ObiTb NPEAOCTaB/IEH M0 3arpocy.
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MapkupoBKa usgenus

CumBon OnncaHue
MeanumHcKoe nsgenve ANd AMarHoCTUKM IN
IVD :
Vitro
C£ MpoayKumMs, MomMevyeHHas 3TUM CUMBOJIOM,
COOTBETCTBYET TpeboBaHWAM  [MPeKTUBbI

98/79/EC MO MeAMLMHCKUM  CpefCcTBam
AMarHocTuKmM IN VItro.
Homep no karanory

Bronornueckuii puck

0

Q0°c TemnepaTypHbIV AnanasoH
Koz naptum
LOT
Vicnonb3osatb [0
i J 3rotoBuTe b
YNONHOMOYEHHbIN npeacTasuTesb B
EC REP

EBponeiickom coobLecTse
O6paTMTECh K MHCTPYKLMM MO NPUMEHEHUIO

OcTopoxHo! O6patnTecb K MHCTPYKUUWU MO
NPUMEHeHUIo

XpynKoe, 06pallaThCsi OCTOPOXKHO

bepeub OT Bnarun

T
He nepeBopaunBatb
I_I

OrpaHunyeHmne No WTabenmpoBaHunio

[laTa Npon3BoACTBa 3allMpOBaHa B 10Te: MepBble 8 LMgp HOMepa /I0Ta COBMNaAatloT C AaToi
Mpou3Bo/CTBA.
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lMoka3aHus

[unarHocTrka KopoHOBMpYCHoOI nHhekumn COVID-19.

MpoTnBONOKasaHuA

He npumeHnmo gna gaHHoro M.

Mob6oYHble aelicTBUS.
He npumeHumo ana gaHHoro M.
TexHn4yeckue XapakKTepucTnknm mn3aenna.

TexHU4YecKmne XapakTepucTUKN KOMMOHEHTOB KacceTbl ¢ peareHTamn SARS-CoV-2 IgV,
npefcras/eHbl B Tabnmyax 12-15.

Tabnmua 12
TexHM4YecKue xapakTepuCcTUKN KOMNoHeHTa Ra 3HauyeHue
BHeLHWIA BMA CycneH3na KOpMYHeBOro LBeTa e TBepAbiMn
yactmyammu
3anax be3 3anaxa
pH 6.50.1
OTHOCKTENbHAsA MNOTHOCTb, /e 1.028+0.010
PacTBOpPMMOCTb HepacTBopum
Tabnuua 13
TeXHNYECKNe xapakKTepUCTUKN KOMMOHeHTa Rb 3HaueHune
BHeLwHWIA BUA Npo3payHan >XMOKoCTb, He coaep kaLlas
TBEPAbIX YaeTul,
3anax be3 3anaxa
pH 6.5+0.1
OTHOCKTENbHAsA MNOTHOCTb, /e 1.039+0.010
PacTBopuMOCTb PacTBopum
Tabnuua 14
TexHUYeCcKue XxapakTepuCcTUKN KOMMNOHeHTa Re 3HauvyeHue
BHewwHuiA BUg, Mpo3payHasn XXMAKOCTb, He cofeprKallas
TBEPAbIX YacTuy,
3anax bes 3anaxa
pH 7.5+0.1
OTHOCUTENbHAsA NMOTHOCTb, /e 1.055+0.010
PacTBopumoCTb PacTBopum
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Tabnuua 15

TeXHNYEeCKNe xapakKTepUCTUKN KoOMNoHeHTa Rd 3Ha4vyeHue

BHeLLHWIA BUA Npo3payHas XMAKOCTb, He cofepykallas
TBEpAbIX YacTuL.

3anax bes 3anaxa

pH 7.510.1

OTHOCKTeNbHasA NNOTHOCTb, /e 1.012+0.010

PacTBOpMMOCTb PacTeopum

TexHMYeCKne XapakTepucTukn kanmoparopa SARS-CoV-2 IgM (CO), yposeHb 0
npegcrasneHbl Tabnmue 16.

Tabnmua 16

TexHnyecKkne xapakTepucTukn KomnoHeHta Rd 3HauveHue

BHeLuHWin BUA Npo3payHasn XXMAKOCTb, He coaepxkallias
TBEPAbIX YaCTUL,

3anax Bes 3anaxa

pH 8.0+0.1

OTHocUTe/IbHAsA NIOTHOCTL, r/cm® 1.015+0.010

PacTBOpMMOCTb PacTBopum

TexHU4YecKune xapakTepucTukn kanmopatopa SARS-CoV-2 IgM (CI), yposeHb 1
npegcraseHbl Tabnuue 17.

Tabnumua 17
TexHNnYeckKne xapakKTepuCTUKM KOMNOHeHTa Rd 3HauveHue
BHewHWIA BMA Mpo3payHas XMOKOCTb, He cofeprkallas
TBEPAbIX YacTULl,
3anax be3s 3anaxa
pH 8.0£0.1
OTHOCKTeNbHasA NAOTHOCTb, r/cm® 1.012+0.010
PacTBopMMOCTb Pactesopum
O6beM KOMMOHEHTOB yKa3aH B Tabnuue 18.
Tabnmua 18
CocTaBndatou,as/KoMNOHEHT 06bem, mn
KacceTa ¢ peareHTaMmn Ra 3802
SARS-CoV-2 IgM Rb 35+0.2
Re 35+0.2
Rd 53+£0.2
Kanmbpatop SARS-CoV-2 IgM (CO), yposeHb 1.2+0.2
0
Kannéparop SARS-CoV-2 IgM (Cl), yposenb 1.0+0.2
1
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HopmMaTuBHble Tpe6oBaHUS U CTaHAaPThI.

HopMmaTuBHble TPeBOBaHWUS U CTaHAaPTbI, KOTOPbIE MPUMEHSNMChL MPK NPOU3BOACTBE
PErUCTPUPYEMOrO MEANLIMHCKOIO U3AENNs NpeacTaB/eHbl HUXE.

MeauumnHcKne nsgenna ana AnMarHoCTUKKM in Vitro -
MHpopmaums, npegocTas/ieHHas Npov3BoAMTeNeM
(MapkupoBka). Yactb 1 TepMuHbI, ONpeseneHuns u obLume
Tpe6osaHua (ISO 18113-1:2011)

EN ISO 18113-1:2011

MeauumnHCKMe u3genua ona guarHocTUKKM in vitro -
MHpopmaums, npefocTasieHHas Npon3BoauTesemM

EN ISO 18113-2:2011 (MapkupoBka). YacTb 2: [inarHoCTUYEeCKMe peareHTbl 415
npodeccrnoHanbHOro 1cnosb3oBaHus in vitro (ISO 18113-
2:2011)

MegunuunHckue nsgennsa - CUMBO/bI, KOTOPbIE AO/MKHbI
CNO/Mb30BaTbCA HA ITUKETKAX MEAULMHCKUX U3AENNN,

EN I1SO 15223-1:2016 MapK1pOBKa 1 MH(OpMaLMs, KOTOPYHO criefyeT NpeacTaBuThb -
Yactb 1. Obwume TpedosaHms (ISO 15223-1:2016,
ncnpasneHHas sepcna 2016-12-15)

EN 13612:2002/AC:2002 OueHka npomssop,MTe/lb_Hoc_Tm [MarHoCTUYECKMX
MeANLUMHCKMX U3OeNniA in vitro
MeanunHCKMe n3aenus ana AnarHoCTUKK in vitro - OueHKa
EN ISO 23640:2015 CTabUNbHOCTM AMAarHOCTUYECKUX peareHToB in vitro (ISO
23640:2011)

EN 13641:2002 YCTpaHeHWe Un CHUXKEHWE pUCKa MHEKLUN, CBA3aHHOW C
' [ANarHOCTUYECKUMU peareHTamu, UCMosib3yembiMI in Vitro
MeauunHckne nsgenus - NprMeHeHne ynpasneHns puckamm
EN ISO 14971: 2012 K MeguunHCKuM msgenuam (ISO 14971:2007, ncnpasneHHas
Bepcusa 2007-10-01)

MeanLUMHCKMe U3aenms Anst ANarHOCTMKK in Vitro -
3mepeHune KonmyecTs B 610NOrMYeckmx obpasuax -

EN I1SO 17511:2003 MeTponornyeckas NPOCIEXMBAEMOCTb 3HAUEHMWIA,
MPUCBOEHHBIX KannopaTopam M KOHTPO/IbHbIM MaTepuanam
(1SO 17511:2003)

MeaunumHcKme n3aenus - NMpoeKTMpoBaHUE MeANLMHCKIX

IEC 62366-1:2015 o o
n3gennmn ¢ y4eTom aKcnnyatayMoOHHOM NpurogHoCcTn

EN 1S0 134852016 MeauLMHCK e n3aenms - CUCTEMbI MEHeKMEHTa KayecTsa -

TpeboBaHWs 4NA Lene peryninpoBaHums
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Buonornyeckue peepeHTHble NHTEPBasIbI.

B nonynsauum aHTuTena IgM 10MKHbI 0TCYTCTBOBAT.

PeMOHT 1 TexHMYecKoe 06CnyXKnBaHue.
[N [aHHOTO MEAMLIMHCKOTO M3[enns TEXHUYECKOe 06CNyXMBaHMe He TpebyeTcs.

[laHHOE MeMLIMHCKOE U3/enne PEMOHTY He MOAJIEXNT.

Cpok rogHocTtn

CpOK roHOCTM CpOK rofHOCTMN Nocne NepBoro BCKPbITUS

6 mecsLeB 7 [Hel

ycnosmna TpaHCNOPTUPOBKMU

V3genve MoXKeT TpaHCMopTMPOBaTLCA BCEMM BUAAMM KPbITOrO TpaHcnopTa npy obecneveHnm
TemnepaTypbl TpaHCNOpPTMpPOBaHWA oT 2 Ao 8 °C.

Cnuncok ncnonb3yemoii nutepartypbl
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