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MHCTPYKLIMA no MPUMEHEHWIO MEAVLUMHCKOMO
N3LENNSA

Habop peareHToB Ana onpeaeneHmns aHtuten IgG k wtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXeMWUTFOMUHECLLEHTHbIM METOAOM B K/IMHUYECKOM 06pasLe Ha aHanusaTopax cepum CL
NS AMarHoCTMKK in vitro, noTel 2020050221, 2020050211, 2020050301, 2020060111

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



SARS-CoV-2 1gG (CLIA)
HawnmeHoBaHme MeAVNLIMHCKOIo m3aenus

Habop peareHToB Ans onpeaeneHuns aHtmuTen IgG K wrtammy SARS-CoV-2 kopoHaBupyca
NMMYHOXEMWUTHOMUHECLIEHTHbIM METOAOM B KIMHUYECKOM 06pasue Ha aHanusatopax cepum CL
[Nt AMarHoCcTMKKM in vitro, noTel 2020050221, 2020050211, 2020050301, 2020060111

[Janee no TekcTy «Habop peareHTOB Ana onpegeneHus aHtuten IgG».
WHopmaums gna 3akasa
Tabnuua 1

KatanoxHbli1 Homep dacoska
SARS-CoV-2 1gG121 2 KacceTbl ¢ peareHtamu x 50 TecTtoB
(kannbpaTopbl BKNHOUEHbI)

HasHaueHve wv3genus
HasHaueHue

Habop npumeHseTcs Ans AMarHOCTUKK in Vitro 419 KOIMYECTBEHHOIO 06HApY>XeHUS aHTUTeN
1gG Kk Bupycy SARS-CoV-2 B cbiBOpOTKe ¥ nnasme (K2 3ATA) yenoseka. lNMpeaHasHayeH ans
NMPUMEHEHMNSA TOMbKO A/ TeX NauVeHTOB, KIVHUYECKME MPU3HAKN U CUMMITOMbI KOTOPbIX
COOTBETCTBYIOT MpPU3HaKaM MH(eKLUMK, BbizBaHHO SARS-CoV-2, B KauecTBe LONONHUTENbHOIO
NHAMKaTopa 06HapyXXeHUs B COYeTaHUMN C 0OHAapPYXXeHWEM HYK/IEUHOBbIX KUCNOT.

VHopmaupsi 0 noTpebuTesie: Ans NnpodeccroHaIbHOTO NMPUMEHEHMUS, MOXET NCMO/b30BaTLCS
TONbKO KBaNM(MLMPOBAHHbLIM MEPCOHAIOM B 06/1aCTW KIMHMYECKO NnabopaTopHOii
ANarHocTmkn (MeAMLMHCKMM NabopaTopHbIM TEXHUKOM UM BPaYOM KNMHUYECKOW
nabopaTopHOIi AMarHOCTUKMN).

Hwuke npuBeaeH cocTaB MeAMLMHCKOIO U3Aenus.

Habop peareHTOB Ans onpegeneHus aHtuten 1gG Kk wramMmy SARS-CoV-2 kopoHasupyca
UMMYHOXeMUIIOMUHECLEHTHBIM MeTOOM B KIMHUYECKOM 06pasLe Ha aHanm3atopax cepumn CL
[N ANAarHoCTUKK in vitro, B cOCTaBe:

- Kacceta ¢ peareHtamn SARS-CoV-2 IgG - 2 wr,
- Kanubpatop SARS-CoV-2 1gG (CO), ypoBeHb 0 - 1wrT;
- Kannbpatop SARS-CoV-2 1gG (Cl), yposeHb 1- 1wr;
- VIHCTpYKUMA NO NpUMeHeHno - 1 .

KpaTtkoe onvcaHve

SARS-CoV-2 oTHocuTCcs K P-KopoHaBumpycam W npeactaBnser coboir PHK-Bupyc c ogHoi
MOMOXUTENbHO-NONSAPHOA HUTbIO B 060/104Ke’. OH pacnpocTpaHseTca nyTeM nepefadn OT
4enoBeKa YenoBeKy KanefbHbIM NyTEM WU NPU HENOCPEACTBEHHOM KOHTaKTe.

Y MHOIMX nauueHToB C noAateepXpaeHHoiM COVID-19 passuBaeTcsd nuxopagka u/vnm
CUMNTOMbI  OCTPOrO  PECcCnupaTopHoro 3abonesaHusa (HanpuMep, Kalwenb, 3aTpygHEeHHoe
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[bIXaHue).

B HacTosillee Bpems NofvMMepasHasi LienHas peakuus ¢ o6paTHOl TpaHCKpUMUMER B pexume
peasnibHoro spemeHn (OT-TLP) Ha HYKNENHOBYHO KMUCNOTY BMpPYyCa, KOMMNbIOTEPHAA ToOMorpadms
N HEKOTOpble remaTonorMyeckue napameTpbl ABASKOTCA OCHOBHbIMW  WHCTPYMEHTaMu Ans
KNMHNYECKON AnarHocTUKM unHdekumn. Tect OT-MLP Ha HYKNeMHOBYH) KWCMOTY BMpyca Ha
CEroAHALLHWIA AeHb CTan CTaHAAPTHbIM METOAO0M AnarHocTukm COVID-19N

TecTupoBaHue cneyugurueckux aHtuten SARS-CoV-2 B KpOBM MaLlMeHTa ABNSEeTCA HageXHbIM
BbIOOPOM A/19 ObICTPOiA, MPOCTOM N BbICOKOUYBCTBUTE/IbHOW AnarHocTnkn COVID-19. LLUnpoko
MPU3HaHO, YTO afanTUBHble, BbICOKOAP(UHHbIE peakuun 1gG BaxkHbl 414 LOATOBPEMEHHOro
MMMYHUTETA W WMMMYHONOrMYeckoin namatu”®. CrepoBaTenbHO, 06HapyeHue aHtuten IgG
YKa3bIBaeT Ha HeflaBHee Bo3aeicTBne SARS-CoV-2.

MpyHUMN aelicTBus

AHann3z SARS-CoV-2 1gG cepum CL npeactaBnsieT co60i  [BYXaTamnHbli  aHanu3 Ans
KO/INYECTBEHHOr 0 BbifiBMiIeHUA aHTuTen 1gG K SARS-CoV-2.

Ha nepBom 3Tarne B peakUWOHHbIA cocyn f06aBnstoT npoby, pacTBop Ansa 06paboTku npobbl U
napamarHUTHble MUKpOYacTuUbl, MOKPbITble aHTureHamn SARS-CoV-2. [locne WHKy6aumm
aHTuTena IgG k SARS-CoV-2 B npobe 6yayT CBA3bIBATLCA C MUKPOYACTMLAMU, MOKPbITbIMMU
aHTureHamm SARS-CoV-2. ocne 3T0ro MMKpOYacTuLbl 3aXBaTbiBAOTCA MarHUTHLIM MOJeM, a
[pyrvie HecBA3aHHbIe BELLEeCTBa YAaNaTCA MyTem NMpPOMbIBKY B AUCMNEPCUOHHONM nocye.

Ha BTOpOM 3Tane B peakLMOHHbIA cocyq A06aBnAT pacTBop pasbasutens n ALP (wenoyHas
(hochatasa)-MeyeHOe MOHOK/IOHA/IbHOE aHTUTENOo NPOTUB UMMyHornobynuHa (IgG) uenoseka.
Mocne wWHKy6aumm ALP-MeyeHOe MOHOKNOHa/bHOe aHTUTeno npotus IgG 4yenoseka 6Oyadet
06pa3oBbIBaTb C3HABUY-CTPYKTYPY C MUKPOYacCTMLAMK, 3aXBayeHHbIMU aHTuUTenammn I1gG K
SARS-CoV-2. llocne 3Toro MMKpoOYacTULbl 3axBaTblBAlOTCA MArHUTHbLIM NOSIEM, a Apyrue
HeCBf3aHHble BELLLeCTBa YAaNATCA MyTeM NMPOMbIBKM B AUCMNEPCUOHHON nocye.

3aTemM pacTBOp HOCWUTeNs L06aBNAOT B peakUMOHHbIA cocys. OH KaTanm3npyeTcsi KOHbIOratom
aHtutena-ALP npotms IgG 4enoBeka B VMMMYHHOM KOMIMJIEKCE, YAEpXWBAaeMOM Ha
MUKpoyacTuuax.  Pe3ynbTupyrowas  XeMWIIOMUHECLEHTHas  peakums  M3MepsieTcd B
OTHOCUTE/IbHbIX CBETOBbIX efnHuLax (RLU) ¢ momoLybo (h0TOYMHOXUTENSA B NpUoope.
KonunyectBo aHtTuTen IgG k SARS-CoV-2, npucyTCTBYHOLWMX B Mpobe, NPoOnopuvoHasbHO
OTHOCUTEe/IbHbIM CBeTOBbIM eanHuMuam (RLU), reHepupyembiM BO BpeMs peakuuun. Pe3ynbTaTbl
aHanu3a Ha aHtuTena IgG Kk SARS-CoV-2 MOXHO onpeennTb C NMOMOLLbI KanMbpoBOYHON
KPWBOW, KOTOpas yCTaHaBNMBaeTCH Ha 3aKOAMPOBAHHOW OCHOBHOW KasMbpOBOYHOM KpPUBOW W
[BYX YPOBHAX Kannmbpatopos NpojyKTa.

KOMMOHEHTbI cocTaBa

Habop peareHToB A/14 onpefeneHns aHTuten IgG MMeeT B CBOEM COCTaBe KacCeTy C
peareHTamm SARS-CoV-2 IgG, kanubpatop SARS-CoV-2 IgG (CO), yposeHb O Kanmbpartop
SARS-CoV-2 1gG (Cl), yposeHb 1 (cm. Pasgen «Hpopmauusa AN 3aKkasa»).

Kaccerta c peareHTamn SARS-CoV-2 IgG cocTonT 13 YeTbipex KOMNOHEHTOB; Ra, Rb, Rc 1 Rd.
Kaxablil N3 KOMMOHEHTOB HE MOXET ObITb 3aMeHeH. MoApo6Has MHopMaLna 0 Kaxk4oM
KOMMOHEHTE KacCeTbl U Kasimbpatopax npuBefeHa HUXE.

CocTaB peareHTOB, UCNOMb3YHOLINXCA B KacceTe ¢ peareHTamn SARS-CoV-2 IgG npusegeH B
Tabnuue 2.
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KoMMoHeHT KoHueHTpauus  CAS-Homep
Ra

MapamarHUTHblE MUKPOYACTHLbl, MOKPbLITbIE

SARS-CoV-2 aHTureHom 0.05% /
MES-6yep >99% 7365-45-9
Mpoknux 300 (ProClin 300) 0.048% 96118-96-6
Asung Hatpus 0.09 % 26628-22-8
Rb

MeyeHHoe ALP MOHOK/IOHaNbLHOE aHTUTENO

MpOTMB YenoBeyeckoro 1gG (MbllKHBbI 1gG) <0.01% /
MES-6ycep >99% 77-86-1
MpoknuH 300 (ProCln 300) 0.048% 96118-96-6
Asung Hatpwusa 0.09 % 26628-22-8
Rc

TPUC-6ytep >99% 7365-45-9
MpoknuH 300 (ProCln 300) 0.048% 96118-96-6
Asunp Hatpusa 0.09 % 26628-22-8
Rd

TPUC-6ydtep >99% 145224-94-8
MpoknuH 300 (ProCln 300) 0.048% 96118-96-6
Asung Hatpus 0.09 % 26628-22-8

CoctaBs kanubpatopa SARS-CoV-2 IgG (CO), ypoBeHb OnpuBegeH B Tabnuue 3.
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KomnoHeHT KoHuUeHTpaHuA CAS-Homep

TPUC-6ydep > 99% 145224-94-8

0 - -
Mpoknuk 300 (ProClin 300)  0-048% 96118-96-6
BND (5-6pom-5-HuTpo-1,3- 0.02% 30007-47-7
AMOKCaH)

Cocrtas kannbparopa SARS-CoV-2 IgG (Cl), ypoBeHb 1npuseseH B Tabnuue 4.

Tabnuua 4
KommoHeHT KoHLeHTpauus CAS-Homep
SARS-CoV-2 1gG 0.01% /
TPUC-Gychep > 99% 145224-94-8
Mpoknun 300 (ProClin 300)  0.048% 96118-96-6
BND (5-6pom-5-HuTpo-1,3- 0.02% 30007-47-7
[ONOKCaH)

PacnonoxeHune peareHTOB BO (P/lakoOHax KacceTbl NPeACTaB/IEHO HA PUCYHKe HUXKE (BUA Cnepeau
C/ieBa 1 BUJ, CBEPXY Crpasa):

Rb Rd Rc Rb

O © 00O
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XpaHeHue, CTabWNbHOCTb M 3KCMyaTaums

Kaccerta c peareHTamm SARS-CoV-2 1gG (Ra, Rb, Rc 1 Rd) ctabunbHa go ncteyeHns cpoka
rOAHOCTN, YKa3aHHOr0 Ha 3TUKETKE, NPU XPaHEeHU HEBCKPbITON KacceTbl Npu Temnepatype 2-8
°C

Mocne BCKPbLITAA KACcCeTbI, N3Ae/ine MOXEeT XpaHUTLCS Ha 60pTy aHann3aTopa v 1UCMosb30BaTbCs
npv Temnepatype 2-8 °C B TeYeHUe 7 gHeiA.

Kanunépatop SARS-CoV-2 1gG (CO), yposeHb Ou kannbpatop SARS-CoV-2 IgG (Cl), yposeHb
| cTabu/ibHbI O UCTEYEHUA CPOKA FOLHOCTU, YKAa3aHHOIO Ha 3TUKETKE, NpU XpaHeHUN
HEBCKPbITbIX (D1aKOHOB npu Temnepatype 2-8 °C.

Mocne BCKPbITUA KanmbpaTopbl CTabu/bHbI B TeUeHWEe 7 AHel NpW XpaHeHUW 1 UCMO/b30BaHWM
npu Temnepatype 2-8 °C.

MoaroToBKa peareHTOB

PeareHT Ra: '0TOB K MCNO/b30BaHMIO
PeareHT Rb; N0TOB K MCMO/b30BAHUIO
PeareHT Rc: [0TOB K MCNO/b30BaHMIO
PeareHT Rd: M0TOB K MCMONb30BaHNIO
Kann6patop CO: M0TOB K MCMO/b30BaHNIO

Kanubpatop C1:0TOB K MCNO/b30BAHUIO

TpebyeMble MaTepuasibl, He NOCTaBNAEMbIE B KOMIEKTE
AHanm3atop aBTOMaTUYeCKnUii UMMYHOXEMUNKOMUHECLEHTHbIN A1 ANarHOCTUKM in Vitro cepum
CL c npuHagnexxHoctamu

Kat. Noe CS511: PacTBop Cy6CTpaTHbIin 4715 aBTOMAaTUYeCKUX MMMYHOXEMUTFOMUHECLEHTHBIX
aHanusatopos cepun CL ana anarHocTuKy in vitro, 4x115 mn.

Kat. Ne CS512: PacTBop Cy6CTpaTHbIi A1 aBTOMAaTUUYeCKMX MMMYHOXEMUTFOMUHECLLEHTHbIX
aHanm3atopos cepun CL ons guarHocTuku in vitro, 4 X 75 mn.

Kar. No WB411: PactBop 6yepHbIfi MPOMbIBOYHBIVA A/1 aBTOMATUYECKMX
NMMYHOXeMUNHOMUHECLIEHTHBIX aHanm3aTtopos cepun CL ana AMarHOCTUKM in vitro.

PeakUMOHHbIV cocyf

CoBMecTUMble aHa/IM3aTopbI

AHanm3arop aBTOMaTU4eCKnini UMMYHOXEMUTFOMUHECLEHTHBIN NS AMArHOCTUKK in Vitro cepum
CL c npuHag/iexHocTamu, B BapuaHTax ucnonHeHus; CL-1000i, CL-1200i, CL-2000i.
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C60p 1 NOAroToBKa MaTepyasioB /151 UCC/ea0BaHUs

Yenoseueckas CbIBOPOTKA, rernapuHU3NpoBaHHas nnasma n SAOTA
(aTMneHaMamMuHTETpayKCycHas  KucnoTa)-nnasma  ABAAIOTCA  MOAXOAAWMMKU  Ans  TecTa.
PekomeHfyeTCa YenoBeyeckas CbIBOPOTKa.
HeobxoanmMo crnefoBaTb WHCTPYKUMAM NPOM3BOAMTENs MO 06paboTke Mpobupok ans cbopa
CbIBOPOTKM M nNna3Mbl. O6pasupbl LO/MKHbI ObITb NMPOTECTUPOBAHbI Kak MOXHO CKOpee rfocre
oT60pa Npob v NpeLBapUTENIbHON aHAIMTUYECKO 06paboTKK.
Ecnn TecTupoBaHMe He 3aBeplleHO B TeyeHue 24 4acoB, NMOMECTUTb CyrnepHaTaHT B Npooupku
AN18 XpaHeHWs. T110THO 3aKpbiTble 06pa3libl COXPaHAIOT CTabU/IbHOCTb B TeYeHue 7 [Hel npu
2~8 °C. Ecnu TecTUpoBaHMe He MOXET ObiTb 3aBEPLUEHO B TeYeHWe 7 [Hei, o6pasubl LO/IKHbI
ObITb 3aMOpPOXeHbl Mpu TemnepaType -200 °C wunm Hwke. O6paslbl MOryT XpaHUTbCS Mpu
-200 °C po 10 aHei.
O6pa3upbl MOryT noAsepraTbCA He 60/1ee YeM NATU LMKIaM 3aMopaXusaHusa/oTTavBaHus. M3-3a
BO3MOXHbIX 3P{EKTOB MCnapeHns o6paslibl 1 KanmbpaTopbl Ha aHanm3aTopax AO/DKHbl 6biTb
HeMe//IEHHO NPoaHaIN3NPOBaHbI.
He vcnonb3oBatb 06pasew, Npu Cnefyowmnx ycnoBuax:

CWUNbHas remMonun3aums

SBHOE MWKPOOHOE 3arps3HeHne

BUAUMbIV (PUOPVH MK Lpyrve NMOCTOPOHHME BellecTsa

IMpoLieaypa aHanmsa

[na onTUManbHOW NPOU3BOAMTENILHOCTU AaHHOrO aHanv3a oneparopbl LO/MKHbI BHUMATENIbHO
npoynTaTb PYKOBOACTBO MO 3KCMJyaTauuMum COOTBETCTBYIOLLEA CUCTEMbI, 4TOObI MONYYUTb
[OCTAaTOYHYIO MH(OPMALMIO, TAKYH KaK MHCTPYKLWM MO 3KCryatauumn, XpaHeHUo 1 KOHTPOHO
npobbl, Mepam NPeLOCTOPOXHOCTM U TeXHUYeCcKOMy 06CnyxmBaHWO.  Heobxogmmo
MOAroTOBUTL BCe HEOOXOAUMbIe MaTepuasibl AN aHan3a.

Mepepn 3arpyskoii Habopa peareHToB SARS-CoV-2 IgG B npubop B nepsbii pa3 cnegyet
OCTOPOXHO BCTPSAXHYTb HEBCKPbITbIA (lakoH € peareHTamum He MeHee 30 pas, 4TOObI
pCCyCMNeHAMpPOoBaTb MWUKPOYACTULbl, OCEBLUME BO BPEMA TPAHCMOPTUPOBKM WKW  XPaHeHUs.
Bu3yanbHO 0CMOTPeTb (PakoH, YTOObl Y6eanThesa, YTO MUKPOYACTULLbI XOPOLLO MepemMeLlaHsbl.
Ecnm MukpoyacTuubl OCTaoTCA MPUAUMLLMMU K (DAKOHY, NPOAO/MKATb BCTPAXMBATL 40 MOHOW
romoreHusaumun. Ecnn MmkpoyacTuibl He MOryT 6biTb FOMOreHU3MpPOBaHbl, PEKOMEHAYeTCs He
MCMoMb30BaTh 3TOT (W1aKOH € peareHToM. O6paTuTbLCA B CNY)XOY NoaLep>XKu knneHtos Mindray
3a NOMOLLbIO. M36eratb NepeBopaymMBaHns OTKPLITOrO (PakoHa C peareHToM.

Ona  paHHoro aHanusa Tpebyetcd 10 Mkn npobbl  Ans OAHOrO TecTa, He BKIKOYas
HeMcnosb3yemblii 00bEM KOHTelHepa Ansa npobbl. [JOMONHUTENbHbIA 06beM TpebyeTca npu
BbIMOJIHEHUWN [OMONHUTE/IbHbIX TECTOB TOM e npobbl. OnepatopaM HeoOXOAMMO CliefoBaTb
PYKOBOACTBY MO 3KCMjyaTauuy CUCTEMbl U OMNpeAeneHHbIM TpeboBaHMAM aHanu3a [ANs
onpegeneHns MMHUMaIbHOro o6bema nNpooebl.

Kannbposka

KannbpaTtopbl NPOCNEXMBAKOTCA N0 BHYTPeHHEMY 3TasioHy Mindray.

WNHpopmayms o KannmbpoBke XpaHUTCS B LUTPUX-KOAaX, NPUKPENIEHHbIX K YNaKoBKe peareHTa v
Kannépatopa. lNpy BbINOMHEHUW KanMOPOBKM HEOOXOAMMO CHayana MpPOCKaHWpOoBaTb LUTPUX-
KOAbl B CUCTEMe, a 3aTeM MPOBEPWTL [Ba YPOBHA Kanmbpatopa. lMepes Mo6bIM TeCTUPOBaAHMEM
SARS-CoV-2 1gG TpebyeTtcs focToBepHas KannbpoBKa.

MoBTOpHasA KannbpoBKa TpebyeTcs Npu crefyroLmnx yCnoBusx:
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1 Mpegblgywias kanubposka 6blna BbINOMHEHA 3a 7 fHel 40 3TOro.

2. KOHTpO/b KayecTBa NeXUT BHe NpesesioB 0XXMAAeMOoro guanasoHa.

3. Vicnonb3yeTtcs Habop peareHTOB C HOBbIM HOMEPOM MapTUW.

Moapo6Has MHCTPYKLUMA NO KannbpoBKe NpuBefeHa B pPyKOBOACTBE MO 3KCM/yaTaunu CUCTEMbI.

KOHTpO/b KayecTBa

Monb3oBaTen MOryT TOTOBUTb KOHTPO/b KayecTBa BMECTE C  K/IMHWYECKUMKU npobamu.
PedpepeHcHble AManasoHbl  MOTYT  yCTaHaB/iMBATbCA B COOTBETCTBMM C  MPOTOKOJ/IOM,
YTBEPXAEHHBIM OTAE/bHbIMU NabopaTopusmMu.

PekomeHgyeTcs, 4TOBGbl KOHTPO/b KayecTBa MNPOBOAWICA OAMH pa3 Kaxzible 24 4vaca, ecniu
MCNONb3YHTCA TECTbl, UK MOC/ME KaxOoM KanmbpoBKW. YacToTa KOHTPONA KayecTBa [O/HKHA
ObITb aflanTpoBaHa K TpeboBaHMAM KaXKaoi nabopatopuu.

Pe3ynbTaTbl KOHTPO/A KayecTBa AO/KHbI YKNaAblBATLCA B 3afjaHHbIV Anana3oH. Eciv KOHTPosb
BbIXOAWUT 3a Mpefenbl 3aaHHOro AuanasoHa, COOTBETCTBYHOLLME pesynbTaTbl TecTa ABNAKTCA
HeAelCTBUTEIbHbIMU, U NPO6bl HEOOXOAMMO NOBTOPHO NPOTECTMPOBaTb. MOXeT NoTpe6oBaTLHCA
MOBTOpPHaA Kannbposka. Heo6xo4MMO 06paTUTLCA K PYKOBOLCTBY MO 3KCMJyarauum CUCTEMBI,
4yTO6bl MPOBEPUTL CUCTeMy. Ecnu pe3ynbTaTbl KOHTPONS KayecTBa BCe elle HaxoAAaTCs BHe
npesenos 3afaHHbIX [AManasoHoB, C/refyeT 06patuTbCsa B CYXOY MOALEPXKM K/VEHTOB
Mindray.

BbluncneHve pesynbTaToB

AHanu3atop aBTOMAaTUYECKM BblUMCASAET pe3ynbTaT aHTUTen IgG Kk SARS-CoV-2 ans Kaxaol
nNpobbl Ha OCHOBE OCHOBHOM Ka/JIMOPOBOYHOW KPWBOM, CYUMTHIBAEMOM CO LUTPUX-KOAa, WU
OTHOCUTENIbHbIX CBETOBbIX eanHuy, (RLU), creHepupoBaHHbIX U3 ABYX YPOBHei KannbpaTopos
NPoAyKTa C 3aaHHbIMY 3HaYeHMAMMW. Pe3ynbTaTbl NPUBELEHbI B eA./Mi.

Pa3BefeHVe obpasuia

Pa3BefieHMe 06pa3L,0B NpefHa3HaYeHHbIX 419 TECTUPOBaHMA C UCMO/b30BaHWEM Habopa
peareHTOB Ang onpegeneHns aHtuten IgG He gonyckaeTcs.

VHTepnpeTaums pesynbTaToB

O6pasubl ¢ pesynbtatamu <10,00 ea./mn cumTatoTcs OTpuuUaTENbHbIMKW Ha aHTUTena IgG K
SARS-CoV-2. OTpuuaTenbHblii pe3ynbTaT He MOXeT uckniunt COVID-19.

O6pasybl ¢ pesynbtatamu >10,00 en./mn cumtaroTcs NONOXKUTENbHbIMW Ha aHTUTena IgG K
SARS-COV-2, 4To yKa3blBaeT Ha MNPeablayLyto WM TeKyLwyr WHMeKUUo. TonoxXntenscHble
pe3ynbTaTbl TECTA BCE €LLe HYXKAAtOTCA B Ja/ibHelLeM NOATBEPXKAEHNN.

TONbKO pe3ynbTaTbl aHanMs3a He [O/DKHbl  UCMOMb30BaThCA A1 MOATBEPXAEHUA UK
nckntodeHnss COVID-19. KnuvHuWyeckue pelleHWs [O/MKHbI MPUHUMATLCH B COYETAHUM C
OPYTMMK JOKa3aTeIbeTBaMU, TaKMMU KaK CUMMTOMbI, UCTOPUS 601e3HU, pe3y/bTaTbl aHan3a Ha
HYK/IEMHOBbIE KMCMOTbI U T.A.

OrpaHunyeHne n3MepeHns

WNHanBnayanbHbI UMMYHHBIR OTBET Ha MH(eKuntio SARS-CoV-2 3HauMTeNbHO BapbUpyeTca U
MOXeT [aBaTb pasHble pe3y/nbTaTbl B aHaiM3ax pasHbiX MpoussoauTeneil. YTo Kacaetcs
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pasnnunii B MeToAax aHanmsa, KambpoBKax v CrneunpuyHoOCTM peareHToB, pe3ynbTaTbl aHaIn3a
pa3HbIX NPOVU3BOAUTENEN HE LO/MKHbBI UCMO0/b30BaTLCA B3aMO3aMEHAEMO.

Ecnu pesynbTathl aHanusa Ha aHTuTena 1gG Kk SARS-CoV-2 He COOTBETCTBYHOT K/MHUYECKUM
[aHHbIM, ANA NOATBEPXKAEHUA pesynbTaTa npeanaraeTca AOMONHNTENIbHOE TECTUPOBaHME.

Kak 1 BO BCex TecTax, CoAepXaliMX MOHOKNOHaNbHble aHTUTEeNna MbIWKN, B PEAKUX Clydasx
MOTyT ObITb MONY4YeHbl aHOMa/lbHble pe3ynbTaTbl B 06pasuax, B3ATbIX Y NaUMEHTOB, KOTOpble
Nnosiy4ann MOHOKJ/IOHa/IbHbIe aHTUTE/MA MbILWW AN AUArHOCTUKA AN Tepanuun.'> "
[eTepou/ibHble aHTUTEeNa B CbIBOPOTKE 4YesioBeKa MOryT pearmpoBaTb C PeareHTHbIMU
MMMYHOTrNobynMHaMy¥ M BbI3bIBATb  MHTEP(EPEeHLUMI0 B MMMyHOaHaim3ax. [launeHTsbl,
PerynspHoO nojgepratolimecs BO3LEACTBUIO MPOAYKTOB >KMBOTHOMO MPOUCXOXAEHUA WU
YXVMBOTHOW CbIBOPOTKWU, MOTYT 6bITb MOABEPXEHbI TAKOW UHTEP(EPEHLNM, N MOTYT HabNO4ATLCS
aHOMasibHble  3HayeHus. 18 AUArHOCTMKM  MOXET noTpeboBaTbCca  AOMOMHUTENbHAA
VHopmaLms.

PesynbTaTbl MOFYT OT/MYaTbCA B pasHbiX nabopaTtopusax wu3-3a pasanyumini B MNonynsumu.
PekoMeHayeTCs, 4TOObI Kaxkaas nabopaTopusa ycTaHaB/MBasa CBON COOGCTBEHHbIN pedepeHCHBbIN
[nanasoH.

AHaNUTUYECKIME (DYHKLMOHA/IbHBIE XapPaKTEPUCTUKIN MU3AENNS

Tabnuua 5
XapakTepuctmka TpeboBaHme
LOB (MNXI1 -npeaen XonocToi npoosbi) 15 en./mn
LOD (MO -npegen o6Hapy>KeHWs) 2,0 eq./mn
LOQ (MKO -npegen KoNNMYeCTBEHHOTO 3.0 /M
06HapyXeHus)
JInHeiHoCTb 3,0-500,0 en./mn
Pernctpupyemblii fnanasoH 3,0-2500,0 ea./mn
TouHoCTb OTHOCKTENbHOE OTK/IOHeHWe MeHee £10%
BHyTpucepuitHas npeum3noHHOCTb KB< 10%
MexcepuniiHas NPeLn3MoHHOCTb KB< 10%
MpeLn3NoHHOCTb OHOr0 YCTPONCTBA KB <10%
WNHTepdepeHums

PesynbtaTbl onpegeneHmna SARS-CoV-2 IgG He noasepranmcb BAUAHUIO 3HLOMEHHbIX BELLECTB
B C/ieAyHOLMX KOHLEHTpaunax (KpUTepurin: 0OTHOCMTENIbHOE OTKIOHEHWE MeXAY pe3y/ibTaTaMu
KOHTPO/IbHOr0 06pasLa 1 nHTepdepeHLMOHHOro obpasua coctasnseT MeHee +10%)*.

Tabnuua 6

NHTepthepupytoLlee BeLLECTBO KoHueHTpauus
NHTepepnpyoLLEro BelllecTBa

Bunnpy6rnHosas nHTepdepeHLms <60 mr/an
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emMorno6rHoBas UHTEPthepPeHLMA

NvnngHas nHTepdepeHums

NHTeptepeHuma obLuero benka

MyKonpoTenHoBas MHTepdepeHLUs

Oo6wuin IgG
O6wwuin IgM

PeBmatoungHbIli (hakTop (Rheumatoid Factor, RF)

< 1000 mr / an
< 3000 mr / gn
<10r/pn
<200 mr / an,
<4r/pn
<0.5r/an

< 1500 ME / mn

*Penpe3eHTaTVBHbIe AaHHbIE; Pe3yNbTaThbl B 0T AeNbHbIX 1abopaToOpuaX MOryT OT/MYaThbCS.

PesynbTaThl onpefeneHns SARS-CoV-2 1gG He noggsepranuch BAMAHMIO (hapmaLleBTUYeCKNX
BELLLECTB B CMefYIOLNX KOHLUEeHTpauuax (KpuTepuin; 0THOCUTENIbHOE OTK/IOHEHWE COCTaBNseT

MeHee £10%)*.

HasBaHVe NneKapCcTBEHHOr 0 BeLLECTBA

3aHamusup

Prn6aBupuH
Osentammusup (0cenbTaMmBMp)
Mepamunsup

NonwvHasnp

PuTtoHaBup

Abunaon ruapoxnopup
JNeBochnokcaunH
A3NTPOMULINH
LlethTprakcoH
MeponeHem
TobpamnLnH

FfmcTamunH rnapoxnopug
®eHnnedpuH
OkcrmeTasonuH
beknomeTtasoH
JlekcameTasoH

dnyHunsonug
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Tabnuua 7

KoHe4vHas KOHLEeHTpauus
(amanasoH KOHLUeHTpaLmit)

0,006 mr / mn
0,3 mr/ mn
0,045 mr / mn
0,36 mr / mn
0,24 mr / mn
0,06 mr / mn
0,12 mr / mn
0,36 mr / mn
0,3 mr/ mn

1,2 mr / mn
0,3 mr/ mn

12 mkr / mn
0,0003 mr / mn
0,003 mr / mn
0,0006 mr / mn
0,0006 mr / mn
0,012 mr / mn
0,0006 mr / mn



TpuaMmUMHONOHA aLeToOHNA 0,0006 mr / mn

bynecoHng 0,00016 mr / mn
MomeTa30H 0,00024 mr / mn
@ 1yTUKa30H 0,0006 mr / mn

*Penpe3eHTaTWBHbIE AaHHbIe; Pe3ybTaThl B 0T 4e/bHbIX Na60paTOPUAX MOTyT OT/AMYATbCS.

Habop peareHToB Ana onpefeneHus aHtuTen 1gG oLeHMBaICA Ha NOTEHUNANTbHYIO
MepeKpecTHYH PeakTMBHOCTL C aHTUTeNnamm 1gG K 3a60/1eBaHUAM, KOTOPbIE NMepeyncieHbl B
Tabnuue 8.

Tabnuua 8

MoTeHUWanbHble UHTEPEPUPYIOLLME aHTUTEN] KonnyecTtso Konnuectso
1gG K 3a6oneBaHUAM NPOTECTUPOBAHHbLIX 06pa3LoB C
06pasLoB MONOXKNTENbHO
peakuwen

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

Bupyc rpunna H3N2

Bupyc rpunna H7N9

Bupyc rpunna B Amarata

Bupyc rpunna B Buktopus

2
3
3
1
1
4
1
1
1
PecnypaTopHO-CYHLUMTHANbHBIA BUPYC 6
PuHoBMpyC (He KnaccupuumnposaH) 4
AfleHoBUpYC (He KnaccupuuupoBaH) 6
SHTepoBUpYyC (He KnaccupuunposaH) 3
Bupyc 3nwreliHa — bapp 9
Bupyc kopu 1
Liutomeranosupyc 1
Bupyc anngemmnyeckoro napotura 1
Bupyc BeTpsiHOI ocnbl 1
Mukonna3meHHaa NHeBMOHUS 10

AHTuTena IgM kK SARS-CoV-2 5

O O O O O O O O O O O 0O O 0o o o o o o o
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Mpoba 340pOBOro YenoBeka
Bupyc renaturta B

Bupyc renatuta C

BMY-1

BNY-2

Bupyc naparpunna 1
Bupyc naparpunna 2
Bupyc naparpunna 3
OHTepoBupyc 71
Xnamugogmna NHeEBMOHUN
CTpenTOKOKK MHEBMOHUY
MukobakTepuu Tybepkynesa
Tokconniasma roHam

KopoHasupyc yenoseka NL63

N N W Ol B R R R R R, 0o oo
O O O O O O O O O o o o o o o

KopoHasupyc yenoseka HKU1
*Penpe3eHTaTMWBHbIe JaHHbIe; pe3yNbT aThbl BOTAeNbHbIXNabopaToOpMAX MOTyT 0T IM4aTbCA.

KnnHnyeckas cneumpmyHoOCTb

B 06wein cnoxHocTn 2382 o6pasua (He oTHocAwmxca kK COVID-19) 6biimM NpoTecTupoBaHbl €
nomouibto aHanusa Mindray SARS-CoV-2 1gG, n 2261 6binn npu3sHaHbl OTpULATENbHbIMK.
KnnHunyeckas cneymgpuyHocTb coctaBnseT 94,92 % (95 % AW: 93,96-95,73 %).

KnnHundeckas 4yBCTBUTE/IbHOCTb

B obweli cnoxHoctn 915 o06pasyoB M3 NOATBEPXKAEHHbIX cnyvaeB COVID-19 (OT-MLP-
NOMOXUTENbHbIA) OblNN NPOTECTMPOBaHbI C MOMOLWb aHanm3a Mindray SARS-CoV-2 IgG.
Pe3ynbTatbl 6bM KnaccuMULMpPOBaHbl N0 BPEMEHU OT MOSABAEHWUS CUMNTOMOB A0 cbopa npob.
[aHHble 3TOro uccnefoBaHWs MpuBedeHbl B Tabnvue Hke*. YyBCTBUTE/ILHOCTb MOXET
pocturatb 100 % (95 % AW 99,48-100 %) ana npob, oTobpaHHbIX B TedeHue > 15 fHein nocne
MOAB/IEHNSA CUMMTOMOB.

Tabnuua 9
Bpemsi (aHn)**  Kon-Bo  [onoxuTtenbHbI pesynbtaT  YyBCTBUTENBHOCTL (95 Yo [IN)
<7 31 14 45,16% (29,16-62,23%)
8~14 145 123 84,83 % (78,10-89,76%)
15-21 193 193 100% (98,05-100%)
22-28 174 174 100 % (97,84-100 %)
>29 372 372 100% (98,98-100 %)

~ Penpe3eHTaTNBHbIE faHHbIE; pe3ynbTaThbl B 0T AeNbHbIX 1a60paTOpUsaX MOryT OTAMYAThCS.
«+« BpemMs = BpeMsa OT NOSIBNEHMSA CUMNTOMOB 40 0T 60pa npob.

B o6Leli cnoxxHocTy 28 06pasLoB C/lyyYaeB BbICOKON CTEMEHW MOAO03PEHNS Ha Hanuume Bupyca
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no pesynbTaTaM KOMMNbIOTEPHOW TOMOrpaumn, HO ¢ oTpuuaTenbHbiMy pesynstatamu OT-TMLP
OblIM NPOTeCTMPOBaHbl C Nomowblo aHanmsa Mindray SARS-CoV-2 IgG. 8 u3 28 o6pasuos
OblIN ONpefesnieHbl Kak MoJIoXKMTe bHbIE C MOMOLLbIO aHanu3a Mindray SARS-CoV-2 IgG. 3tu
28 cnyyaeB OblnIM OTCNEXEHbI U B UTOTE MOATBEPXAEHbI MOMOXUTENbHbIMW pedynbTatamu OT-
MLP.

Mephb! NPeAOCTOPOXKHOCTY Y NMpeayrnpexaeHns

1 TonbKO N8 NCMONb30BaHUA B LeNaxX AUarHoCTUKK in vitro.

2. CneynanucTbl [O/MKHbI MPOATU 06y4YeHME B OTHOLUEHMM BCEX HEOO6XOAWMBIX Mep
MpefoCTOPOXKHOCTU Mpy 0bpaLleHny ¢ 1abopaTopHbIMU peareHTaMu.

3. W3-3a pasnuuunii B METOLONOTUN U CNELUPUYHOCTM aHTUTeN pe3ynbTaTbl TECTOB OLHOW M
TOM >e npobbl MOryT OTAMYaTbCA MPU  UCMONb30BaHWM HAbOpPOB peareHTOB  PasHbIX
npoussoanTenein B cucteme Mindray mnm npu Mcnonb3oBaHUM HabopoB peareHToB Mindray B
LpYyrux cuctemax.

4. He ncnonb3oBaTb HabOPbI peareHToB Noc/e UCTEYEHNS CPOKa roAHOCTY

5. He ncnonb3oBatb BMeCTe peareHTbl U3 pasHbIX NMapTWil peareHToB.

6. Bcerga gepxaTb yNnakoBKY C peareHTaMu B BEPTUKa/IbHOM MONOXeHWUU, 4Tobbl n3bexartb
noTepb MUKPOYACTULL MEPEeS, UCMO/Ib30BAHNEM.

7. He pekomeHgyeTCs MCMNOMb30BaTb YMAKOBKY C peareHTamy Mo UCTevyeHun 7 AHeil nocne
BCKPbITUS.

8. HapgexHocTb pe3ynbTaTOB aHa/sM3a He MOXeT ObiTb rapaHTUpOBaHa, €c/in He CrefoBaTb
WHCTPYKLUMAM, COepXKaliumca B JaHHOM UH(OpMaLMOHHOM BKNaAblLLe.

9. Bce o6pasubl M peakUWOHHbIE OTXOAbl CleAyeT cuyMTaTb MOTeHUWanbHO OGUONOrnyYecku
onacHbiMn. C 06pasuamn 1 peakuMOHHbIMU 0TX04aMW CcrefyeT obpalaTbCs B COOTBETCTBUMN C
MECTHbIMW MpaBUIaMun U MHCTPYKLUUAMN.

10. MacnopT 6e3onacHocTL BelecTBa (MSDS) MOXeT ObITb NPeAOCTaBEH MO 3anpocy.

MapKunpoBka uaenma

CumBon OnucaHne
VD MepuumHcKoe n3genve 4nsi AMarHoCTUKA in
VItro
C€ MpoAyKUMUA, MOMEYEHHass 3TUM CUMBOJIOM,
COOTBETCTBYET Tpeb6oBaHWAM  [IMPEKTUBHI

98/79/EC no MefUUUHCKMM  CpefcTBam
[MarHoCTUKM in vitro.
Howmep no katanory

IREF

Buonoruyeckuii puck

O,
oo’ ¢ TemnepaTypHbIii AUanasoH

Kog naptum

LOT

Mcnonb3osartb Ao
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Hsrorosnrciin

m
L

REP YnomioMoucHLIA NPC/ICTABUTEND B
I:sponciickom coobmecTne

O6parrrech K HEHCTPYKITHH 110 HPHMCHCIIHIO

Octopoxno! OOparHTeCh K HHCTPYKIIMH 110
UPHMCHCHHUIO

lic ncpcropaunsary,

Xpynkoc, obpamarsca oCcTopoKIO
bepeusn o1 Bi1aru

Orpannucnuc 110 mrabeIBPoBatIO

(T3]
N\
[ii
1
PP
o)
u

Jlara npouspozicrsa 3amudposana B J0TC: UCPBLIC 8 1HPP 1HOMCPA JIOTA COBIANAIOT C JIATOH
NPOH3BOJICTRA.

TNoxazanus

Jlnarnocruka koponosupycuoi nindexigun COVID-19.

Mpornsonoxkazanusn

Ile npuMenmmo Juts slansoro MU.

Tobouunie aciicrsnm.

lle npumennmo juist raninoro MH.

TexsunuecKkne XapaKTepHCTHKE H3/Ic/ng.

TeXHHYCCKHC XapaKTCPHCTHKY KOMIIOHCITOR KaceeTht ¢ pearcirraMu SARS-CoV-2 IgG,
tpeacranichn B tabiune 10.

TaGimna 10

Komnoueur XapakTepHeTHKR TpeGoBanne
pearcut Ra Bucunmii syt Cyciien3ns KopH41icBoro 118c1a ¢
TRCP/ILIMHM HaCTUIIAMW
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peareHT Rb

peareHT Rc

peareHT Rd

Kanmépatop SARS-CoV-2 IgG

(CO)

Kanuépatop SARS-CoV-2 1gG
(Ch)

O6bem, MmN 3,8 +£0.2

BHewHnii Bug Mpo3payHaa u becuBeTHas
XMNAKOCTb, He cofepxalasa TBepab
yacTuy,

O6bem, MN 3.5%0.2

BHewHnii Bug Mpo3payHaa n becuseTHas
XXMAKOCTb, He cofep)kallas TBepab
yacTumy,

O6bem, Mn 3.5+0.2

BHewHnii Bug Mpo3payHan u becuBeTHan
XNKOCTb, He coAepiallas TBepab
yacTumy,

O6bem, Mn 5.3 +£0.2

BHewHNR Bug Mpo3payHas u 6ecuBeTHas
XXNOKOCTb, He coAepikallasn TBepab
yacTumy,

O6bem, Mn 12+0.2

BHewHWIA BUA Mpo3payHas u becuBeTHas
XMAKOCTb, He codepikallas TBepAb
yacTuy,

O6bem, Mn 10+0.2

HopmaTuBHbIle Tpe6oBaHMS U CTaHAAPTbI.

HopmaTuBHble Tpe60oBaHNsA U CTaHAAPThLI, KOTOPbIE MPUMEHSINCL NPY NPOU3BOACTBE
PErncTpMpyemMoro MeAMLMHCKOTO U3AENUsA MpeLCcTaB/eHbl HUXKE.

EN ISO 18113-1:2011

EN ISO 18113-2:2011

EN ISO 15223-1:2016

EN 13612:2002/AC:2002

EN 1SO 23640:2015

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MeauunHCKne n3genns Ana AnarHoCTUKK in vitro -
WNHdopmauus, npegoctaBneHHas Npons3BoanTeNem
(MapkupoBKa). YacTb 1 TepmuHbI, onpegeneHns n obuime
Tpe6oBaHus (ISO 18113-1:2011)

MeanUnHCKME N3aenna ana AnarHoCTUKK in vitro -
WHopmauus, npefocTasfieHHas Npon3BoAUTENIEM
(MapkvpoBKa). YacTb 2: [InarHOCTUYECKME peareHTbl Ans
npogeccnoHanbHOro ncnosib3oeaHua invitro (ISO 18113-
2:2011)

MeauunHckue nsaenns - CUMBO/bI, KOTOPbIE J0/XKHbI
NCMONb30BaTbCS HA ATUKETKAX MEAULMHCKUX N3eNuni,
MapK1poBKa 1 MH(opMaLusa, KOTOPYHO criefyeT NpeacTaBuTb
YacTb 1: Obwue TpebosaHus (ISO 15223-1:2016,
ncripasneHHas sepcuna 2016-12-15)

OueHKa Npon3BOANTENBHOCTU ANAarHOCTUYECKMX
MeANLMHCKNX M3ennii in vitro

MeanumHCKMe n3genns ans AnarHoCcTuKK in vitro - OueHka
CTabWbHOCTM AMAarHOCTUYECKNX peareHToB in vitro (1SO



23640:2011)

YCTpaHeHVe Unn CHUXEHNEe pucka MHMEKLMKN, CBA3aHHON C

EN 13641:2002 o
AVarHoCTUYECKUMMN peareHTaMu, UCnosib3yemMbIMU in Vitro

MeaununHckue n3genus - NprMeHeHne ynpaBieHns puckamm
EN ISO 14971: 2012 K MeguunHcknum nsgenuam (ISO 14971:2007, ncnpasneHHas
Bepcmsa 2007-10-01)

MeanunHcKe n3aenus ana agnarHoCcTuKK in vitro -
M3mepeHue KonnyecTs B GMosiornyecknx obpasuax -

EN ISO 17511:2003 MeTposiornyeckas nNpoCneXnBaeMocTb 3HaYeHU,
NMPUCBOEHHbIX KannbpaTopaM U KOHTPO/bHLIM MaTepuanam
(1ISO 17511:2003)

MeauumnHcKne naaenns - NMpoeKTMpoBaHne MegULMHCKNX

IEC 62366-1:2015 V3AENWIA C y4eTOM 3KCMyaTauMoOHHOV NMPUroAHOCTY

EN I1SO 13485:2016 MeguumHckue nsgenns - CUCTeMbl MeHeIXXMeHTa KayecTsa -
TpeboBaHWs 4na Leneli perynmposaHus

Buonornyeckue petiepeHTHbIe MHTEPBasbI.

B oT/imume o1 06bIYHbBIX KIMHWYECKUX AMAarHOCTUYECKUX NHOMKATOPOB, TaKMX Kak OMyX0/eBble
MapKepbl, FTOPMOHbI U T.4., aHTUTeNa IgG K SARS-CoV-2 BbipabaTblBatOTCA UMMYHHO
CUCTeMOW Yenoseka nocrne 3apaxeHns COVID-19, n 3T UMMYHOI06Y/IMHbI HEe CYLLECTBYIOT B
HOPMa/lbHOM OpraHu3mMe yenoseka. OTheNbHbIe TPYMMbl HACENEHUSA (MY>KUNHbI, KEHLLMHBbI,
asmartbl, eBPOMenLbl 1 T.4.) He UMEIT CYLLeCTBEHHbIX pa3/inynii B UMMYHHOM OTBETE, YPOBHAX
M TMNax aHTuTen, BblpabatbiBaeMbiXx COVID-19, N03TOMY KOHTPO/IbHbIE 3HAYEHUS U/IN
3HaYeHUs OTCEYKM, YCTAHOB/IEHHbIE /19 HOPMa/IbHbLIX NONYNALMIA U NaLUEeHTOB C KIMHUYECKU
AnarHocTtuposaHHbim COVID-19, npumeHnmbl K Hannumio aHTuTen 1gG Kk SARS-CoV-2 B0 Bcex
06bIYHbIX NONYNALMAX. TOYHO TaK Xe peareHTbl /14 TecTa Ha aHTUTeNa K BO30yauTensm
NHMEKLUMOHHBIX 3ab0neBaHWiA, Hanpumep, aHTUTeNa K Bupycy renatuta C, 6nefHol TpernoHeme,
aHTuTena IgG K TOKConnasmosy, v Apyrue peareHTbl 419 pasHbIX UHANBUAYAIbHBIX NONYNALNIA
TaKXKe He MMeoT Pas/IMyYHbIX KOHTPO/bHBIX 3HAYEHWUI UM 3HAYEHWI OTCEYKN.

PEMOHT 1 TEXHNYECKOE 06C/Ty>KMBaHME.

[na faHHOro MeAULMHCKOrO M3feNnsa TeXHUYeCKoe 06CyXXnBaHme He TpebyeTcs.
JaHHoe MefnLUHCKOe U34eNne PeMOHTY He MOAJIEXMNT.

CpoK rogHocTt

6 mecaues.
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YcnoBua TPaHCNOPTUPOBKU

3penvie MoXeT TpaHCMOPTMPOBATLCA BCEMMW BUAAMM KPbITOro TpaHcrnopTa npy obecrneveHnm
TemnepaTtypbl TpaHcnopTuposaHus ot 2 go 8 °C.

CnucoK 1Ucnonb3yemoii nuTepaTypsl

1 Ashour HM , Elkhatib WF Rahman MM , et al. Insights into the Recent 2019 Novel
Coronavirus (SARS-CoV-2) in Light of Past Human Coronavirus Outbreaks. Pathogens. 2020;
9: E186.

2. Jin YH, Cai L, Cheng ZS, et al. A rapid advice guideline for the diagnosis and treatment of
2019 novel coronavirus (COVID-19) infected pneumonia (standard version). Mil Med Res.
2020;7:4.

3. Boes M. Role of natural and immune IgM antibodies in immune responses. Mol Immunol
2000;37:1141-1149.

4. Primus FJ, Kelley EA, Hansen HJ, et al. “Sandwich”-type immunoassay of carcinoembryonic
antigen in patients rece iving murine monoclonal antibodies for diagnosis and therapy. Clin
Chem 1988;34:261-264.

5. Schroff RW, Foon KA, Beatty SM, et al. Human anti murine immunoglobuline responses in
patients receiving monoclonal antibody therapy. Cancer Res 1985;45:879-885

6. Boscat o, LM and Stuart, MC. Heterophilic antibodies; A problem for all immunoassays. Clin
Chem 1988;34(1):27-33.

7. CLSI. EP15-A3: Vol. 34, No. 12, User Verification of Precision and Estimation of Bias;
Approved Guideline—Third Edition.

MpoussognTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd. («LL3HbYX3Hb
MaiiHgpaii bno-Megukan 3nektpoHuke Ko., /114.»), Kutai

Appec npoussogutens: 3gaHve “MwuHgpein”, Kemkun 12 Poyp CayT, MNMpOMbIWEHHbIA Napk
BbICOKMX TeXHO/MOrniA, HaHblwaHb, 518057 LLIsHbWK3HbL, KuTaiickas HapoaHasa Pecny6nimka.
(Mindray Building, Keji 12th Road South, High-Tech Industrial Park, Nanshan, 518057
Shenzhen, People’s Republic of China.)

AJpec 3NeKTPOHHON noyThl: service@mindray.com.c
TenethoH: +86-755-26582888
dakc: +86-755-26582680

Y NONHOMOYEHHbIN NpefcTaBuTeNb Ha TeppuTopun EBponelickoro Cotosa: Shanghai
International Holding Corp.GmbH (Europe)

Appec npegctasutensd: Eiffestrape 80, Hamburg 20537, Germany
TenetoH: 0049-40-2513175
dakc: 0049-40-255726
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YNO/THOMOYEHHbIN NPeACTaBUTeN b MPOU3BOANUTENS HA TeppUTOpUM PoCCUIACKOM
®defepaumn

00O «MuHppeii Megukan Pyc»

129090, r. MockBa, OnMMNUIACKUIA npocnekT, 4. 16, cTp. 5, aHTpecosnb 4, nomelleHue |, Kom. 7,
MA.

TenedioH; (499) 553-60-36
dakc: (499) 553-60-39
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