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MHCTPYKLIA MO MPUMEHEHIO MEAVLIMHCKOIO
N3OENNSA

Habop peareHTOB A4na onpegeneHns aHtuten IgM k wrtammy SARS-CoV ‘2 KopoHaBupyca
MMMYHOXEMUTIIOMUHECLIEHTHLIM METOZIOM B K/IMHUYECKOM 06pasLe Ha aHannsatopax cepumn CL
ANs AMarHocTuKu in vitro, not 2020070111

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA



SARS-CoV-2 IgM(CLIA)

HanmMeHOoBaHMe MeAULMHCKOIO n3genus

Habop peareHToB Ans onpegeneHna aHtuten IgM k wrtammy SARS-CoV-2 KopoHaBupyca
UMMYHOXEeMUTIOMUHECLLEHTHBIM MeTOAOM B EcnmMHMueckom o6pasue Ha aHanusatopax cepumn CL
ANa AnarHocTuky in vitro, not 2020070111

[Janee no TekcTy «Habop peareHTOB Ans onpegeneHua aHtuten IgMs.
MHpopmaymna gns 3akasa
Tabnuua 1

KaTanoxHblli HOMep dacosKa
SARS-CoV-2 IgM 122 2 Kaccetbl ¢ peareHTamu XHOO TecToB
(KannbpaTopbl BK/HOYEHbI)

Ha3zHa4yeHue nsgenna

Habop npumMeHseTcs Ans AMArHOCTUKK in Vitro 4NA Ka4yeCTBEHHOIro 06HapyXeHusa aHTuten IgM
K Bupycy SARS-CoV-2 B cbiBopoTKe U nnasme (K2 34TA) yenoseka. MNpegHasHavyeH ans
NMPUMeHeHUs TONbKO AN TeX NauNeHTOB, KIMHNYECKUE MPU3HAKKU U CUMITOMbI KOTOPbIX
COOTBETCTBYIOT NpU3HakaM UH(eKLMU, Bbi3BaHHON SARS-CoV-2. B KayecTBe 40NONHUTENLHOIO
NHAMKATOpa 06HapY>XXeHNA B COYeTaHUM C 0OHapYy>KeHWEM HYKNEUHOBbIX KWUCNOT.

NHhopmaumna o noTpebuTene: Ana NpogecCUOHanNbHOro NPUMEHEHNS, MOXET MCNONb30BaTbCA
TOMIbKO KBaNM(ULMPOBAHHLIM NEepCcoHanoM B 061aCTW KIMHUYECKO nabopaTopHOi
ANArHOCTMKN (MEeAULUHCKUM NabopaTopHbIM TEXHUKOM UM BPaYOM K/IMHUYECKOIA
nabopaToOpHO ANarHOCTUKN).

Huxe npuBefeH cOCTaB MeANLMHCKOTO M3aenus.

Habop peareHToB Ana onpegeneHns aHtuten IgM k wrtammy SARS-CoV-2 KopoHasupyca
UMMYHOXEMUTIOMUHECLEHTHbIM MeTO4O0M B K/IMHMYECKOM 06pasue Ha aHanmMsatopax Cepuu
CL ansa gnarHocTuKM in vitro, B cocTaBe:

- KacceTta ¢ peareHTamn SARS-CoV-2 IgM - 2 wr;
- Kannépatop SARS-CoV-2 IgM (CO), yposeHb 0 - 1wrT;
- Kannbpatop SARS-CoV-2 IgM (Cl), ypoBeHb 1- 1wrT:
- IHCTPYKUMA NO NpUMEHeHUo - 1 wr.

KpaTkoe onucaHune

SARS-CoV-2 oTHOCKTCA K P-KOpoHaBMpycam 1 npeactaBnseT coboin PHK-Bupyc ¢ ogHol
NONIOXUTENbHO-NONAPHOM HUTLIO B 060/104Ke”™ OH pacnpocTpaHaeTcs nNyTeM nepefjaymn ot
ye/lOBEKA Ye/I0BeKY KarneflbHbIM MyTeM WAW MPU HEMOCPeLCTBEHHOM KOHTaKTe.
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Y MHOrmMx nauneHToB ¢ noaTeepXaeHHbIM COVID-19 pa3BuBaeTcs nuxopagka n/mnu
CUMMTOMbI OCTPOr0 pecnuMpaTopHoro 3abonesaHua (Hanpumep, Kawenb, 3aTpyAaHEHHOe
[bIXaHue).

B HacToslee BpeMsa nonnmepasHas LenHas peakuyms ¢ 06paTHON TPaHCKPUMLUEN B pexnme
peasnbHOro spemeHun (OT-IMLLP) Ha HYKNEMHOBYIO KUCNOTY BUpYCa, KOMMbIOTEPHAA TOMOrpagus
N HEKOTOpPble remMaToIornyecke napameTpbl ABAAKOTCA OCHOBHbIMU UHCTPYMEHTaMUN A4
KMHNYECKON AMarHOCTMKN NUHGeKunn, TecT OT-MLLP Ha HYKNeMHOBYIO KMCNOTY BUpYyca Ha
CerofHAWHNA AeHb CTan CTaHAAPTHLIM MeTOAO0M AnarHocTukm COVID-197

TecTuposaHue cneynduuecknx aHTutTen SARS-CoV-2 B KpoBM NaumneHTa ABNAETCA HALEXHbIM
BbIGOPOM 415 6bICTPOM, NPOCTON U BbICOKOYYBCTBUTENLHON gnarHoctuky COVID-19. LWwnpoko
Npu3HaHo, 4To IgM ABNAETCA NEPBLIM aHTUTENOM, Bbl3biBAEMbIM MNPV UMMYHHOR peakuunu nocne
UMMYHM3aUU UM UHQeKLMmn, 10 reHepaunn aganTuBHbIX, BbICOKOAM(MUHHBIX peakuunin 1gG,
KOTOpble BaXKHbl A4/1f A0NTOBPEMEHHOTO UMMYHUTETA U UMMYHONIOTMYECKOW NamsTu.

CnepoBaTenbHO, 06Hapy)XeHune aHTUTen IgM ykasbiBaeT Ha HegaBHee Bo3gelicTBne SARS-CoV-
2./\

MpuHUKN gelicTBUSA

AHann3 SARS-CoV-2 IgM cepun CL npepacTtaBnset cob60il ABYX3TanHbIin aHanu3 ans
KayeCTBEHHOrO0 BbifBNeHMa aHTuten IgM Kk SARS-CoV-2.

Ha nepBom aTane B peakLOHHbIW cocyp Ao6aBnatoT npoby, pacTsop ANs 06paboTKun nNpobbl 1
napaMarHMTHblIE MUKPOYacTULbl, MOKPbITbIE aHTUreHamn SARS-CoV-2. INocne HKyb6aumu
aHTuTena IgM Kk SARS-CoV-2 B npobe 6yayT CBA3bIBATLCA C MUKPOYACTULLAMW, MOKPLITbIMK
aHTureHamn SARS-CoV-2. ocne 3Toro MMKpoYacTULbl 3aXBaTbiBAOTCA MArHUTHBLIM MONEM, a
Apyrve HecBA3aHHbIe BeLLeCTBa y4anstoTCca NyTeM MPOMbIBKM B AUCNEPCUOHHONM Nocyge.

Ha BTOpOoM 3Tane B peakLMOHHbI cocyf f06aBnsatoT pacTBop pasbasutens n ALP (wenoyHas
(hochaTasa)-meyenoe MOHOK/IOHaIbHOE aHTUTEN0 NPOTUB UMMYHOTI06ynnHa (IgM) yenoseka.
Mocne nHkybaumm ALP-MedyeHOoe MOHOK/IOHaIbHOE aHTMTeI0 NpoTuB IgM yenoseka byget
006pa3oBbIBaTb CIHABUY-CTPYKTYPY C MUKPOYACTMLAMU, 3aXBaYeHHbIMU aHTUTenamm IgM K
SARS-CoV-2. loc/e 3Toro MMKpoYacTuLbl 3aXBaTbIBAKOTCA MAarHUTHbLIM MONEM, a Apyrue
HecBs3aHHble BellecTBa yA4ansatTca NyTem NPOMbIBKA B AUCNEPCUOHHON Mocyfe.

3atem pacTBOp HOCUTeNa [06aBNAKOT B peakUMOHHbIA cocyd. OH KaTanu3upyeTcs KOHbOratom
aHTuTena-ALP npoTtus IgM yenoBeka B UMMYHHOM KOMIJEKCe, YAepXnsaeMoMm Ha
MUKpoYyacTuLax. Pe3ynbTupytoLad XeMUTIOMUHECLLEHTHAsA peakLumna nsmepsercs B
OTHOCUTENbHbIX CBETOBbIX eanHuuax (RLU) ¢ nomoLbio hOoTOYMHOXUTENS B Npubope.

CyuecTByeT npamas CBA3b Mexay Konmyectsom aHtuten IgM k SARS-CoV-2 B npobe n RLU,
reHepupyemMoM B XOfe peakuuun. Hannuve nam oTCcyTCTBME aHA/IMTOB B Npobe onpefensercs
NyTeEM CPaBHEHNA XEMUOMWHECLEHTHOIO CUTHaNa B peakymMn ¢ CUrHa/IoM OTCEYKM,

onpegeneHHbIM npu Kanubposke. NHpekc otceukn (COI) paccunTbiBaeTcd nyTem geneduns RLU
npo6bl Ha RLU oTceuku.

KoMMoHeHTHLI cocTaBa

Habop peareHTOB 4N onpeaeneHns aHTuTen IgM MMeeT B CBOEM COCTaBe KaccCeTy C
peareHTamun SARS-CoV-2 IgM, kanuépatop SARS-CoV-2 IgM (CO), yposeHb O kannbpatop
SARS-CoV-2 IgM (Cl), ypoBeHb 1 (cm. Pasgen «/Hpopmauna Ana 3akasa»).
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KacceTa ¢ peareHTamm SARS-CoV-2 IgM coCTOUT U3 YeTbipexX KOMMOHEHTOB: Ra, Rb, Rc u Rd.
Kaxablil 13 KOMMOHEHTOB He MOXET ObITb 3aMeHeH. [1oapo6Hasa MHOpPMaL M 0 KaXA0M
KOMMOHEHTE KacCeTbl U Kanubpatopax npusBeseHa HUXKe.

CocTaB peareHToB, UCNO/b3YIOLWNXCA B Kaccere ¢ peareHtamm SARS-CoV-2 IgM npusefeH

HUXE.
Tabnuua 2
AHann3 KOMMNOHEHTOB peareHTa KoHueHTpayusa CAS-HOoMmep

Ra

MapamMarHUTHble MUKPOYaCTULbl, NMOKPbITbIE

SARS-CoV-2 aHTuUreHom 0.05% /
MES-6ycep >99% 7365-45-9
MpoknuH 300 (ProClin 300) 0,048 % 96118-96-6
Asng Hatpusa 0,09 % 26628-22-8
Rb

MeueHHoe ALP MOHOK/NOHanbLHOe aHTUTENO

npoTuB Yenoseyeckoro IgM (MblwnHbIA IgM) <0.01% /
MES-6ydep >99% 77-86-1
MpoknuH 300 (ProClin 300) 0,048 % 96118-96-6
As3ng Hatpus 0,09 % 26628-22-8
Rc

TPUC-6ydep >99% 7365-45-9
MpoknnH 300 (ProClin 300) 0,048 % 96118-96-6
Aszng Hartpus 0,09 % 26628-22-8
Rd

TPUNC-6ydep ~99% 145224-94-8
MpoknuH 300 (ProClin 300) 0,048 % 96118-96-6
As3ng Hatpus 0,09 % 26628-22-8

Cocras kanmbpatopa SARS-CoV-2 IgM (CO), yposeHb OnpueeseH B Tabnuue 3.
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mindray

Tabnuua 3
KOMMNOoHEeHT KoHueHTpauus CAS-HOomep
TPUC-6ydep >99% 145224-94-8
MpoknnH 300 (ProClin 300) 0,048 % 96118-96-6
As3ng Hartpus 0,09 % 26628-22-8

CocTaB Kanmbpatopa SARS-CoV-2 IgM (CI). ypoBeHb 1 npueeaeH B Tabnuue 4.

Tabnuua 4
KoMMNOHEHT KoHueHTpauna CAS-HOoMep
SARS-CoV-2 IgM <0.01% /
TP|/|C-6y(*)ep >99% 145224-94-8
MpoknnH 300 (ProClin 300) 0,048 % 96118-96-6
As3ung Hartpus 0,09 % 26628-22-8

PacrnonoxeHne peareHToB BO (h/1akOHaX KacceTbl NPpeCTaBAEHO Ha PUCYHKe HUXe (BUZ Crepean
cnesa v BWJ CBEPXY CrpaBa):

Re Rd Rc Rb

(MN0O0O

XpaHeHune, cTabUNbHOCTb U aKcNyaTayua

KacceTta ¢ peareHTamy SARS-CoV-2 IgM (Ra, Rb, Rc n Rd) cTabunbHa 10 UCTeYEHUS CpOKa
rOAHOCTM, YKa3aHHOI0 Ha 3TUKeTKe, NPU XPaHEeHWUW HEBCKPbLITON KacceTbl Npu Temnepatype 2-8
°C.
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lMocne BCKPbITUA KACCeTbI, U3LENNE MOXET XPaHUTbLCA Ha 6OPTY aHanM3aTopa v UCNoJib30BaTbHCA
npu Temnepatype 2-8 °C B TeueHune 7 fHeil.

Kanunbpatop SARS-CoV-2 IgM (CO), ypoeeHb Ou kannbpatop SARS-CoV-2 IgM (ClI),
ypoBeHb 1 CcTabusibHbl 40 UCTEYEHUSA CPOKA FOAHOCTYU, YKa3aHHOIO Ha 3TUKETKe, NMPu XpaHeHuu
HEeBCKPbITbIX (h1aKOHOB Npu TemnepaType 2-8 °C.

Mocne BCKPbITUS KannmbpaTopbl CTabu/bHbI B TeHeHWEe 7 AHEN MPU XpaHEHUN 1 UCNONb30BaHUN
npu tTemneparype 2-8 °C.

MoaroToBKa peareHToB

PeareHT rRa: ['0TOB K UCMOJ/Ib30BaHUIO
Peai"CHT Rb: [OTOB K MCNO/b30BaHWNIO
PeareHT Rc: '0TOB K MCN0/Mb30BaHUIO
PeareHT Rd: F0TOB K MCNO/Ib30BaHMIO
Kanunbpatop CO: 0TOB K MCMO/Ib30BaHUIO

Kanu6patop C1: F0TOB K UCNO/Mb30BaHUIO

Tpeﬁyelvlble MaTepuanbl, He NoCTaB/AAE€Mble B KOMMMEKTE

AHannsatop aBTOMaTUYeCKNA MMMYHOXEMUTIOMUHECLLEHTHbIV ANS AMArHOCTUKK in Vitro cepum
CL ¢ npuHagnexxHocTamuU

Kar. Ne CS511: PacTBop cy6CTpaTHbIN ANA aBTOMaTUHECKUX UMMYHOXEMUNHOMUHECLLEHTHbIX
aHanmsatopoB cepun CL ans AnarHoCTUKK in vitro. 4x115 mn.

Kat. Ne CS512: PacTBOp cy6CTpaTHbIl AN aBTOMATUUYECKUX MMMYHOXEMUNKOMUHECLLEHTHbIX
aHanusaTopos cepun CL gna gnarHocTukuy in vitro, 4 x 75 mn.

KaT. Ne WB411: PacTBop 6y(hepHblii MPOMbIBOUHbIA ANS aBTOMAaTUYECKMUX
NMMYHOXeMUTIOMUHECLLEHTHBIX aHann3aTopos cepun CL ana gnarHocTukuy in vitro.

PeakLMOHHbI cocyn

CoBMecTUMbIE aHanmsaTopbl

AHannsatop aBToOMaTUYeCKUii UMMYHOXEMUTIOMUHECLLEHTHbIN 415 AMAarHOCTMKK in vitro cepuun
CL ¢ npuHagnexHocTsMK, B BapuaHTax ucnonHeHus: CL-I000i, CL-1200i, CL-2000i,
PernctpaunoHHoe ygoctoepeHne Ne P3H 2020/10238 oT 4 masa 2020 roga.

C60p M noaroToBKa matepunanoB ana nccnegoBaHnA

UenoBeyeckasa CbIBOPOTKA, renapuHusMposaHHaa nnasma n 94TA

(aTMNEHAMaMUHTETPAYKCYCHAs KMCNoTa)-nna3Ma ABAsiTCs NoAXOAAWMMM ANs TecTa.
PeKoMeH/yeTCs uenoBeyeckas CbiBOPOTKA.
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Heobxo4umo cnefoBaTb MHCTPYKUUAM MPOU3BOAUTENS MO 06paboTKe NPoBUpoK And coopa
CbIBOPOTKM 1 Nna3mbl. O6pasybl 4O/MKHbI 6bITb NPOTECTUPOBAHbI KaK MOXHO CKOpee nocne
oTbopa Npob v npegBapuTeNbHON aHANMTNYECKO 06paboTKN.

Ecnu TecTnpoBaHue He 3aBepLUeHO B TeyeHMe 24 4yacoB, NOMeCTUTb CyMNepHATaHT B NPoOUPKK
ANa XpaHeHUs. MNOTHO 3aKpbITble 06pa3Lbl COXPaHAKT CTabUILHOCTL B TeUeHue 7 LHei npu
2~8 °C. Ecnu TeCcTUpoOBaHMe He MOXET ObiTh 3aBEPLUEHO B TeYeHMe 7 AHEl, 06pasLbl AOMKHbI
ObITb 3aMOPOXXeHbI Npu TemnepaType -200 °C unm Huxe. O6pasLbl MOTYT XPaHUTLCS

npu -200 °C go 1o gHeir.

O6pasybl MOTYT MoABepratbCca He 60/iee YeM NATU UMKNAM 3aMopaxusaHus/oTTansaHua. M3-3a
BO3MOXHbIX 3(h(PeKTOB ncnapeHus obpasybl U KanmbpaTopbl Ha aHanm3aTopax AO/MKHbI 6biTh
HeMea/IeHHO NPoaHan3npoBaHsbl.

He ncnonb3oBaTb 06pasel, Npu cneayroLinx ycnoBusax:

CU/ibHasa remMonun3sauuns
fIBHOE MUKPOGHOE 3arpsasHeHue
BUAUMBIA PUOPUH MW ApYTue NOCTOPOHHME BeLLecTBa

Mpoueaypa aHanusa

Ons onTuManbHOV NPON3BOANTENBHOCTU AHHOIO aHann3a onepaTopbl A0/KHbI BHUMATENbHO
NnpounTaTh PYKOBOACTBO MO 3KCMN/yaTaLuy COOTBETCTBYHOLLEN CUCTEMbI, YTOGbLI NONYYUTb
AOCTAaTOUHYH MH(OPMALUIO, TaKyl KakK MHCTPYKLUKU N0 3KCMyaTalun, XpaHEHNIO N KOHTPOIO
Npo6bl, MepaM NPeA0CTOPOXHOCTM 1 TEXHUYECKOMY 06CNyXMBaHMIO. Heo6X0AMMO
MOArOTOBUTbL BCE HEOOXOAMMbIE MaTepuansbl 415 aHamn3a.

Mepen 3arpyskoin Habopa peareHToB SARS-CoV-2 IgM B npnbop B NepBbIil pa3 cnegyet
OCTOPOXHO BCTPAXHYTb HEBCKPbITbIA (PNAKOH C peareHTaMm He MeHee 30 pas, 4TOObI
pecycneHAnpoBaTb MUKPOYACTULbI, OCEBLUME BO BPEMSA TPAHCMOPTUPOBKY U XPaHEHWS.
BusyanbHO ocMOTpeTb (h1akoH, 4To6bl Y6eAnUTbCA, YTO MUKPOYACTULLbI XOPOLLO MepemMeLlaHbl.
Ecnm MmKpoyacTuubl OCTAOTCA NPUAMNLWUMMN K PNakoHY, NPOLO/MKaTb BCTPAXMUBATL 40 NOHOM
romoreHmsauuu. Ecnm MmkpoyacTuubl He MOTYT GblTb TOMOTEHU3NPOBAHbI, PEKOMEHAYETCH He
MCNO/b30BaTb 3TOT (PIAaKOH C peareHTOM. O6paTUTLCA B CNYXKOY NOAAEPXKM KneHToB Mindray
3a nomoublo. MN3beratb nepesopaynBaHNsA OTKPLITOrO lakoHa C peareHToMm.

[ns faHHoro aHanmsa Tpebyetcs 10 MKN Npo6bl ANs OAHOFO TecTa, He BK/toYas
HeMcnonb3yemblii 06beM KOHTeHepa AN Npo6bl. [oNoNHUTENbHbIA 06beM TpebyeTcs npw
BbIMOMIHEHWUW AONONHUTE/IbHLIX TECTOB TOV Xe Npo6bl. OnepaTopaM HEO6X0AUMO CliefloBaThb
PYKOBO/ACTBY MO 9KCM/yaTalUn CUCTEMbI U ONpPeAeneHHbIM TPe60BaHUAM aHanm3a ans
onpeAeneHns MMHUManbHOro 06bema NPo6bl.

Kannbposka
Kanubépatopbl Npoc/ieXxXmnsatoTca No BHYTPeHHeMY 3TanoHy SARS-CoV-2 IgM Mindray.

WNHipopmauna o kKannbpoBKe XpaHUTCA B LUTPUX-KOLAX, MPUKPENIEHHbIX K YNaKOBKe peareHTa u
Kanmépatopa. Mpu BbINONHEHUN KaNMOPOBKM HEO6XOAMMO CHayana NPOCKaHMpPOBaTb LUTPUX-
KOAbl B CUCTEME, a 3aTeM NPOBepuTL [Ba yPOBHA Kannbpartopa. MNepep no6bIM TECTUPOBAHMEM
SARS-CoV-2 IgM TpebyeTcs gocToBepHas Kannbposka.
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MoBTOpHasa KannbpoBka TpebyeTcs Npu CrefyoLmnx yCnoBusx;

1 I[peablayLias KanmbpoBKa 6blna BbINOMHEHA 32 7 [HEN [0 3TOrO.
2. KOHTpO/b KayecTBa NIeXXUT BHe NpefesioB 0XXMAAEMOro AManas3oHa.
3. Vicnonib3yetcs Habop peareHTOB C HOBbIM HOMEPOM MapTUm.

Moapo6Has UHCTPYKLMS MO KannbpoBKe NpuBeeHa B pPyKOBOACTBE MO IKCM/yaTalun CUCTEMbI.

KoHTposb KayecTsa

Monb3oBaTeni MOTYT FOTOBUTL KOHTPO/Ib KaYeCTBa BMECTE C K/IMHUYECKMMU npobamMu.
PedepeHcHble fMana3oHbl MOTYT YCTaHABNMBATLCA B COOTBETCTBUM C NPOTOKO/OM,
YTBEPXAEHHbIM OTAe/bHbIMW NabopaTopUAMM.

PekomeHfyeTcs, 4TOObI KOHTPOJIb KayecTBa NPOBOAUIICS O4MH pa3 Kaxble 24 vaca, ecnu
MCMONb3YITCA TECTbl, UM NOCNEe KaXA0N KaimbpoBKM. HacToTa KOHTPOS KavyecTBa A0/HKHA
ObITb aianTUpoBaHa K Tpe60BaHUAM Kax[oin nabopatopuu.

Pe3ynbTaTbl KOHTPONA KavyecTBa AO/DKHbI YKNafblBaTbCA B 3afaHHbI Arana3oH. Ecnv KOHTPOsb
BbIXOAMT 3a Npefenbl 3afaHHOro AnanasoHa, COOTBETCTBYIOLLME pe3ynbTaThl TecTa SABAAKOTCA
HeLelCTBUTENbHbIMU, N NPO6LI HEO6XOAUMO NOBTOPHO NPOTECTUPOBATL. MOXET NoTpeboBaThHCH
NOBTOPHas KanmbpoBka. Heo6xoaMmMo 06paTUTLCA K PYKOBOACTBY MO 3KCNayaTauum CUCTEMbI,
4yTOObI NPOBEPUTL CUCTEMY. ECNKn pe3ynbTaTbl KOHTPONA KayecTBa BCe eLe HaxoAAaTCs BHe
npefenos 3aflaHHblX 4Mana3oHoB, c/iefyeT 06paTUTbLCA B CNYXOY NOALAEPXKKN K/TMEHTOB
Mindray.

BbluncneHue pesynoia ros

AHanunzatop cepum CL paccunTbiBaeT cpefHue curHanbl RLU kak kannbépaTtopa C1, tTak un CO.

AHanunsatop cepumn CL paccuumTtbiBaeT pesynbtat SARS-CoV-2 IgM Ha 0CHOBe OTHOLLEeHMA
RLU npo6bl K RLU oTceukn (nHgekc otcedku, COI) ana Kaxgoro obpasua v KOHTPONs.

RLU oTtceukn = [(cpegHee RLU kanu6patopa C1- cpegHee RLU kann6paTtopa CO) x
Koa(huumeHT Kannbposku] + cpegHee RL.U kannbpatopa CO

KoapthnumeHT KanmbpoBKN MHANBMAYANEH ANA KaXAON napTum peareHTa u Kanubpatopa.

COIl » RLU npo6bl/RLU oTceukn

PasBeseHune obpasua

Pa3BefieHne 06pa3L,oB NpegHasHauyeHHbIX 419 TeCTMPOBAHMA C UCMONb30BaHMEM Habopa
peareHToB Anda onpegeneHns aHtuten IgM npotns SARS-CoV-2 He gonyckaetcs.

MHTepnpeTauna pesynbTaTtos

O6pasubl ¢ COI "1,00 cunTaroTca oTpuLaTeNbHbIMM Ha aHTMTeNa IgM K SARS-CoV-2.
OTpuuaTeNbHbI pe3ynbTat He MOXET UcknunTs COVID-19.
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O6pasubl ¢ COI >1,00 cumtatoTCs MNONOXMUTENbHLIMK Ha aHTUTena IgM K SARS-CoV-2, uTo
CBMAETENbCTBYET O HeflaBHeN MHGeKUnn. MNonoXnTenbHble pe3ynbTaTbl TeCTa BCe eLle
HY)XXAalTCa B AaNbHenWweM NoATBEPXKAEHNN.

ToNbKO pe3ynbTaTbl aHann3a He LOKHbI UCMOb30BaTLCA 419 NOATBEPXKAEHUSA UMK
ncknrveHnd COVID-19. KnnHnueckne pewieHnUs AOMKHbI MPUHUMATLCA B COYETaHUN C
APYTMMW fOKa3aTeNbCTBaMU, TAKUMM Kak CUMNTOMbI, UCTOPUS 60/1e3HK, pe3y/ibTaTbl aHaIn3a Ha
HYKNEWHOBbIE KUCNOTbI U T.4.

OrpaHunyeHne nN3mMepeHNn

WNHanBMAyanbHbI UMMYHHbIA OTBET Ha MHpeKUnto SARS-CoV-2 3HauMTeNnbHO BapbupyeTcs u
MOXET flaBaTb pa3Hble pe3ynbTaTbl B aHa/M3axX pasHblX Npon3BoguTenein. Yto kacaetcs
pasn4nin B MeTofax aHanmsa, kaimbpoBKax 1 cneyupruyHoOCTM peareHToB, pe3y/ibTaTbl aHan3a
pasHbIX NPOM3BOANTENEN HE AOMKHbI MCNOMb30BaTbLCS B3aM0O3aMeHAEMO.

Ecnu pesynbtaThl aHannsa Ha aHTutena IgM kK SARS-CoV-2 He COOTBETCTBYHOT K/IMHNYECKUM
JaHHbIM, 0N NOATBEPXKAEHNA pe3ynbTaTa npefnaraeTcd LOMNOMHUTE/IbHOE TECTUPOBaHMeE.

Kak v BO Bcex TecTax, COfepXXalinx MOHOK/IOHaNbHble aHTUTeNa MblLUW, B PEAKUX CyYasax
MOTYT GbITb MONyYeHbl aHOMa/bHbIE Pe3ynbTaTbl B 06pasyax, B3ATbIX Y MNaLUEHTOB, KOTOpPbIe
noslyyann MOHOK/OHaNbHbIe aHTUTENA MbIWW ANS ANArHOCTUKM UK Tepanun.4,5.

PesmaTonaHblii pakTop (RF) IgM B coueTaHum ¢ SARS-CoV-2-cneynduynsim IgG moxeT
NMPUBECTUN K IOXXHbIM PeakTUBHbLIM pe3ynbTaTaM B aHanu3ax Ha onpegeneHune IgM. O6paboTka
npo6 B aHanuise Mindray SARS-CoV-2 IgM cBOAMT K MUHUMYMY UHTepthepeHunto RF, ogHako
B PEAKUX CNyyasx HeNb3s UCKNYaTb MHTEP(EPEHLNIO, BbI3BAHHYH BbICOKUMMU
KOHUeHTpauuamm RF n SARS-CoV-2-cneuudguyHoro IgG.

eTepoubHbIE aHTUTENA B CbIBOPOTKE Ye/0BEKA MOTYT pearmpoBartb C peareHTHbIMU
UMMYHOT106yIMHAMK Y BbI3blBaTb UHTEP(EPEHLMIO B MUMMYHOaHann3ax in vitro.6 MauyueHTsl,
perynsipHo nofjpepraroLinecs BO34eiCTBUIO NPOAYKTOB XUBOTHOI0 MPOUCXOXAEHUS UK
XWUBOTHOW CbIBOPOTKW, MOTYT 6bITb NMOABEPXEHbI TAKON UHTepdepeHLMn, 1 MOTYT HabnoaaTbea
aHOMasibHble 3HaYeHns. Ana AMarHoCTUKN MOXeT noTpe6oBaTbCa [ONONHUTENbHASA
NMHopmaLms.

PesynbTaTbl MOTYT OT/IMYATHLCA B pa3HblX NabopaTopmsax U3-3a pasnnymnii B NoNynauum.
PekomeHAyeTcs, YTOObI Kaxkaa naboparopus yctaHaB/imMBana CBO COOCTBEHHbIN pediepeHCHbI
AnanasoH.

®yHKUMOHANbHbIe XapaKTePUCTUKK n3aenmns
O6uiast HeonpegeneHHOCTb

Habop peareHToB SARS-Co0V-2 IgM paspabaTtbiBancs ¢ TpeboBaHnem K 06LLei
HeonpegeneHHocTn < 10% (KoathdumumneHT Bapmaymm MHCTpymeHTa). Oblas HeonpeaeeHHOCTb
onpegensnacb B COOTBETCTBMM C NPOTOKoNOM EP 15-A3 HaunoHanbHOro kommreTa no
KAMHU4YecKUM nabopatopHbimM cTaHgapTam (NCCLS)7. Tpu ypoBHS o6pasia aHann3mpoBainch B
5 noBToOpax, N0 OAHOWN aHa/IMTUYECKON Cepun B TeYeHMe AHA, BCEro B TeyeHue 5 AHel, Ha O4HON
NapTUKN peareHToB C O4HONM KannbpoBOYHON KPWBON. Pe3ynbTaTbl NpuBeAeHsbl B Tabanue 5*.
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Tabnuua 5

O6pasey, CpegaHue CTtaHgapTHOe %CV
N3MepeHHbIe 0TK/IOHeHMe (COI)
3HayeHns SARS-
CoV-2 IgM (COl)

1 0.05 0.00 /
2 1.14 0.03 2.62%
3 2.24 0.07 3.18%

*Penpe3eHTaTUBNbIE JAHHbIE: Pe3yNbTaThl B 0T 4eNbHbiX 1a60paTOPUAX MOTYT OT/MYATLCS.

AHanuTuyeckKas MHTepgepeHLUmnn

Pesynbtathl onpegeneHna SARS-CoV-2 IgM He nogseprasnch BAUAHUIO 3HAOTEHHbLIX BELLECTB
B CleAyoLWnx KOHLUeHTpaumax (Kputepuii: 0OTHOCUTENbHOE OTK/IOHEHWE COCTaBNSAET MeHee

+10%)*.
Tabnuua 6
NHTephepupytoLLee BewecTBo KoHueHTpauus nHTephepupytowwero
BellecTBa
Bunupy6buH <60 mr/pan
FemornobuH < 1000 mr / an
Nnnuabl < 3000 mr / gn
O6uwmii 6enok <10r/an
MyKonpoTenH <200 mr / an,
oo6wwmin IgG <4r/pan
o6bwuii IgM <0.5r/gn
PeBmatoungHblii thaktop (RF) < 1500 ME/™Mn

*Pel'lpe3eI/ITaTI/IBHble OaHHblIE; pe3y/ibTaThbl B 0Tﬂ,eﬂbeIXﬂa60paTOpl/IF|X MOTyT OT/IM4aTbCA.

PesynbTathbl onpegeneHnsa SARS-CoV-2 IgM He nogepranncb BAUAHUIO PapMaLeBTUYECKMX
BELLECTB B CNeAYHOLWMX KOHUEHTpauusax (KpMTepUin: 0THOCUTENbHOE OTK/IOHEHWE COCTaBNseT
mMeHee £10%)*.

Tabnuua 7
NHTephepupytoLee BeLLecTBo KoHueHTpaums nHTeptheprpytoLLero
BellecTBa
3aHamusup 0,6 mr/an
Pn6asupuH 30 mr/gn
OcenbTamusup 4,5 mr/on
Mepamusup 36 mr/an
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NonunHaeunp 24 mr/gn
PUTOHaBMP 6 mr/gn
Apbugona rmapoxnopug 12 mr/gn
NeBognokcaymnH 36 mr/;ul
A3NTpoMULUH 30 mr/an
LiedTpnakcoHa HaTpreBas Cofb 120 mr/an
MeponeHem 30 mr/gn
TobpamunuuH 1,2 mr/gn
MMcTamMunH rmagpoxnopug 0,03 mr/an
deHnnappuH 0,3 mYan
OKcumeTa3onnH 0,06 mr/gn
BeknomeTtasoHa gunponunoHar 0,06 mr/gn
JexkcameTasoH 1,2 mr/an
dnyHusonng nonyrugpar 0,06 mr/an
"pnaMLMHONOHA aLEeTOHNL 0,06 mr/gn
byaecoHunp 0.016 mr/gn
MomeTa3oH 0,024 mr/gn
®nyTnkasoHa nponuoHar 0,06 mr/an

*Pel'lpe(ieVlTaTVlBVlble OaHHblIe; pe3ynbTaThbl B OT/AE/NbHbIX na6opaTopV|;|x MOTYyT OT/INY4aATbCA.

Habop peareHTOB Ans onpeaeneHunsa aHTuten IgM oueHMBanNcsa Ha NOTeHLUMaNbHYHO
NnepeKpecTHYH peakTUBHOCTb C aHTUTeNaMn IgM K 3a60/1eBaHMAM, KOTOPbIe NepeyncrieHbl B

Tabnuue 8.
Tabnuua 8
lMoTeHuManbHbIe NHTEPGEPUPYIOLLME aHTUTENA Konnyectso KonuuecTtBo
IgM K 3aboneBaHuAM NlpoTecTMpoBaHHbLIX 06pasLoB C
o6pasyos MONOXUTENbHOW
peakuuen

KopoHasupyc yenoseka OC43(HCoV-0C43)
KopoHaBupyc yenoseka 229E(HCoV-229E)
Bupyc rpunna tuna A (He KnaccupuumpoBaH)

Bupyc rpunna A nogtnna HIN1 (2009)

Bupyc rpunna H3N2
Bupyc rpunna H7N9

2
3
3
1
Ce30HHbIl Bupyc rpunna HIN1 1
4
1
Bupyc rpunna tuna B (He knaccmuumnpoBaH) 5

1

OO O O O O o o o o

Bupyc rpunna B AmaraTta
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Bupyc rpunna B BukTopus
PecnnpaTtopHO-CUHLUTUANBbHBIN BUPYC
PuHoBMpyc (He KnaccugpmumpoBaH)

AfLeHoBMpPYC (He KnaccuuumpoBaH)

1
6
4
6
JHTepoBUpYyC (He KnaccmpnumpoBaH) 3
Bupyc 3nwTeiitHa — bapp 9
Bupyc kopu 1
LimTomeranosmpyc 1
Bupyc anugemmnyeckoro napotuTa 1
Buvipyc BeTpsiHOW ocnbl 1
MwuKonnasMmeHHas MHeBMOHUA 10
AHTuTENa IgM K SARS-CoV-2 S
Mpo6a 340p0BOro YenoBeka 20
Bupyc renatuta B
Bupyc renatuta C
B/Y-1
BNY-2
Bupyc naparpunna 1
Bupyc naparpunna 2
Bupyc naparpunna 3
OHTeposupyc 71
Xnamugoguna nHeBMOHNM
CTpenTOKOKK MHEBMOHUN
MukobakTepun TybepKynesa
Tokconnasma roHau

KopoHasupyc yenoseka NL63

O O O O O O O O O O O O O O O 0O 0O 0O O O O o o o o o o

N N W Ol kb R R, R, R, R, 0o o U,

KopoHaBupyc 4yenoseka HKU1

*Pel'lp€3eHTaTVIBVIbIe hNaHHble: pe3ybTaThbl B OTAENIbHbIX na60paTopV|f-|x MOTYyT OT/Mn4aTbCA.

KnuHnyeckas cneynumyHocTb

B obuweli cnoxHoctn 1183 obpasya (He oTHocsAwmxca K COV1D-19) 6bianM NpoTECTUPOBAHLI C
nomoulbto aHanm3a Mindray SARS-CoV-2 IgM, n 1104 6bin1 Npu3HaHbl OTPULLATENbHbIMM.
KnuHunyeckas cneundmuHocTs coctasnaeT 93,32 % (95 % AW: 91,75-94,61 %).
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KnnHun4yeckas 4yBCTBUTENbLHOCTb

B o6weit cnoxxHocT 915 06pas3uoB 13 NOATBEPXAEHHbIX cnyyaes COV1D-19 (OT-MLUP-
MONOXUTENbHbIN) GblIN NPOTECTUPOBaHbI C MOMOLLbIO aHann3a Mindray SARS-CoV-2 IgM.
Pe3ynbTaTbl Obl/IN KnaccupmunpoBaHbl N0 BPEMEHW OT MOSB/IEHWUSA CUMNTOMOB 0 c6opa npob.
[aHHble 3TOro nccnefoBaHns nNpuBefeHbl B TabnuLe HKe*. YyBCTBUTENbHOCTL MOXET
pocturatb 89,66 % (95 % AW 84,24-93,36 %) ans npob, oTobpaHHbIX B TeyeHue > 15 aHeit
nocse NosiBNIEHUS CUMNTOMOB.

Bpemsa (gHu)**  Kon-Bo [MonoxuTenbHbln pesynstaT YyBCcTBUTENBHOCTL (95 Vo IN)

<7 31 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%)

* Penpe3eHTaTUBHbIE AaHHbIE; Pe3yNbTaThl B OT/E/bHbIX 1a60paTopUsX MOTyT OT/NYaTHCS.
** BpeMsi =BpeMsl OT MOSIBNEHNS CUMMTOMOB 10 0T60pa npob.

B o6wen CJIOKHOCTV 28 06pasL,0B c/lyyaeB BbICOKOIN CTeMeHU MOA03PEeHUs Ha Hanmuune Bupyca
no pesynbTaTamMm KOMMbIOTEPHON TOMOrpagumu, HO ¢ oTpuuaTenbHbiMK pesynbtatamu OT-TMLP
Obl/IM NPOTECTUPOBAHbLI C MOMOLLbI0 aHanu3a Mindray SARS-CoV-2 IgM. 12 n3 28 o6pasyos
OblN onpefeneHbl Kak NOIOXKMUTEeNbHbIE C NOMOLW b0 aHannsa Mindray SARS-CoV-2 IgM. 3Tu
28 cnyyvaeB 6bINN OTC/IEXEHBI U B UTOTE NOATBEPXKAEHBI MONOXUTENbHBIMK pe3ynbTaTamun OT-
MLp.

MpeaynpexaeHns v Mepbl NPefoCTOPOXKHOCTY
1 TonbKo Anst UCNONb30BaHMs B LieNsX AMarHOCTMKK in vitro.

2. CneumanucTb| A0MKHbI NPOATM 06yUeHUe B OTHOLLEHUM BCEX HEOBXOAMMbIX Mep NPefoCTOPOXKHOCTM
Mpwn 06paLLieHnn ¢ 1abopaTopHLIMI peareHTamMm.

3. 13-3a pasnmumii B METOLONOMMN W CNELMBUUYHOCT aHTUTeN PesynbTaTbl TECTOB OAHOW W TOl e
npo6bl MOryT OT/MYATLCA MPU UCMO/Mb30BaHMM HAGOPOB PEareHTOB pasHbIX NPOW3BOAWTENEN B
cucteme Mindray uam npy 1UCnonb3oBaHUMM HaboPOB peareHToB Mindray B Apyrux cuctemax.

4. He ncnonb3o0Batb HAOOPbI peareHToB Moc/e NCTeYEHNs CPOKa ro4HOCTH
5. He ucnonb3oBarb BMeCTe peareHTbl U3 pas3HbIX MNapTUiA peareHToB.

6. Bcerga aepxaTb YMakoBKy C peareHTaMu B BEPTMKaNbHOM MOMOXEHWM, UYTOBbl M36exaTb NoTepb
MMKPOYacTUL, Nepes 1Cno/b30BaHMEM.

7. He pekomeHAyeTcs UCMO/b30BaTb YMAKOBKY C peareHTamMui Mo UCTEUEHUN 7 AHeN noc/e BCKPbITUS.

8. Hapie>XHOCTb pe3y/ibTaToB aHa/IM3a He MOXET BbITb rapaHTVMPOBaHa, C/M He CIeA0BATb VHCTPYKLMSM,
COZePXaLLmmes B ;aHHOM MH(opMaLMoHHOM BLlagplLe.

9. Bce 06pasupbl U peakLMOHHbIe OTXOAbI CNefyeT cuMTaTh NOTEHUMaIbHO BUMONOrnyeckn onacHeiMu. C
obpasyamMn 1 peakUMOHHbIMU OTXO4amu CrefyeT 0b6pawaTbCid B COOTBETCTBMM C  MECTHbIMU
npasuniamy N MHCTPYKLMAMAN.

10. MacnopT 6e3onacHocTy BellecTBa (MSDS) MOXET GbITh NPEAOCTaB/IEH MO 3anpocy.
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MapKnpoBKa n3genus

Cumson OnwucaHwne
VD MefuumMHCKOe n3fenve ANnd AUArHOCTUKK in
vitro
CE MpoAyKUuA, NMomeyeHHad 3TUM CUMBOJIOM,
cooTBeTCTBYeT TpeboBaHMAM  [MPEKTUBHI

98/79/EC no MeAMUMHCKUM  CcpefcTBam
AVMarHoCTUKK in vitro.
Homep no katanory

Buonornyeckuii puck
g %% TemnepaTypHblii AnanasoH
0000 l patyp a
Kopg napTtuu
Mcnonb3oBaTth A0
I‘/’Il N3roTtoButeno
YNONHOMOYEHHbIN npeacTaBuTeNb B
EC REP EBponeiickom coobliecTse
O6paTnTeCh K MHCTPYKLUM NO NPUMEHEHUIO
OcTopoxHo! Obpatntecb K MHCTPYKLMMK MO
NPUMEHEHWIO
tt He nepeBopaynBatb

Xpynkoe, 06pallaTbCs 0CTOPOXHO

bBepeyb OT Bnaru

OrpaHnyeHne Mo wTabenpoBaHunIo

[aTa Npon3BoACTBA 3allM(poBaHa B N0Te: NepBble 8 LGP HOMEpPa N10Ta COBNaaloT ¢ AaToi
NPOW3BOACTBA.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Moka3aHus

[narHocTrka KOpoHOBUpPYCHOM nHpekunn COVID-19.

MpoTMBONOKasaHnA

He npumeHnmo gna gaHHoro MW.

Mo6oyHble gericTBUA.
He npumeHumo gnsa gaHHoro MU.
TexHUYEeCKNe xapakTepUCTUKN U3aenns.

TexHn4yeckne xapakTepucTMKM KOMMOHEHTOB KacceTbl ¢ peareHTamm SARS-CoV-2 IgM,
npegcrtasneHbl B Tabnmyax 12-15.

Tabnuya 12
TexHUYecKne xapakTepucs KM KOMMNoHeHTa Ra 3HayeHue
BHewHniA Bua CycrneH3ns KOPUYHEBOro LiBeTa C TBEPAbIMM
yactuyamu
3anax bes 3anaxa
pH 6.5+0.1
OTHOCcUTeNnbHaa NAOTHOCTb, rfeM™ 1.028+0.010
PacTtBopumoOCTb HepacTtesopum
Tabnuua 13
TexHMYecKne xapakKTepuCcTukKM KomnoHeHTa Rb 3HaueHwue
BHewHWiA Bng lMpo3payHas XXNAKOCTb, He cogepxKallas
TBEP/bIX YacTuL,.
3anax be3 3anaxa
pH 6.5+0.1
OTHOCUTeNbHas NNOTHOCTb, r/cm” 1.039+0.010
PacTtBopuMmOCTb PacTBOpuM
Tabnuua 14
TexHMYEeCKMe XapakKTepuUCTUKN KOMNOHeHTa Rc 3HayvyeHue
BHewHwit Bng, Mpo3payHas XUAKOCTb, He cofepikallias
TBEPAbIX YacTul,
3anax be3 3anaxa
pH 7.510.1
OTHOCcUTeNbHas NAOTHOCTL, r/cm? 1.055+0.010
PactBopumocCTb Pactsopum
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mindray

Tabnuua 15

TeXHUYeCKMe XapaKTepucTUKN KomnoHeHTa Rd 3HaueHwue

BHewHWii Bug

3anax

pH

OTHOCUTENbHAA NAOTHOCTb, r/cm?
PacTBopnmoCTb

lMpo3payHas XUAKOCTb, He cofeprkallas
TBEPAbIX YacTul,

be3 3anaxa

7.5+0.1

1.012+0.010

Pacteopum

TexHU4YecKne xapaktepucTukn Kanméparopa SARS-CoV-2 IgM (CO), ypoBeHb 0

npefcrasfeHbl Tabnuue 16.

Tabnuua 16

TexXHU4YecKne xapaKTepucTUKN KomnoHeHTa Rd 3HaueHwue

BHeLHW BYg

3anax

pH

OTHOCUTENbHAA NNOTHOCTb, r/cM”
PacTBopMMOCTb

lMpo3payHas XMAKOCTb, He cofeprkallas
TBEPAbIX YacTul,.

bes 3anaxa

8.0+0.1

1.015+0.010

PacTeopum

TexHn4Yeckune xapakTepucTukun kanméparopa SARS-CoV-2 IgM (CI), ypoBeHb 1

npeacrtaeneHbl Tabnuue 17.

Tabnuua 17

TeXHU4YecKMe xapaKTepPUCTUKKN KoMMNoHeHTa Rd 3HadeHune

BHewHWii BUA

3anax

pH

OTHOCUTENbHAsA NAOTHOCTb, r/cm?
PacTBOpUMOCTb

O6beM KOMMOHEHTOB yKa3aH B Tabnuue 18.

CoctaBnsitowas/KOMHOHEHT

Kacceta ¢ peareHTamn  Ra

SARS-CoV-2 IgM Rb
Rc
Rd

KanuépaTtop SARS-CoV-2 IgM (CO), ypoBeHb 0
Kannépatop SARS-CoV-2 IgM (Cl), ypoBeHb 1
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lMpo3payHas XXUAKOCTb, He cofepikaLlas
TBEPAbIX YacTul,

bes 3anaxa

8.0+0.1

1.012+0.010

PacteBopum

Tabnuua 18

O6bem, MN
6,6 £0.2
6.3+0.2
6.3+0.2
9.8+0.2
1.2+0.2
1.0+£0.2



HopmaTuBHbIe Tpe6OBaHWUSA W CTaHA4APTHI.

HopMmaTuBHbIe Tpe60BaHUA M CTaHAAPTbl, KOTOPbIE MPUMEHANNCH NPU NPOU3BOACTBE
PErncTPMpPYEeMOro MeAULIMHCKOTO M3AeNns NPeacTaBieHbl HUXe.

EN ISO 18113-1:2011

EN 180 18113-2:2011

EN ISO 15223-1:2016

EN 13612:2002/AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2012

EN ISO 17511:2003

IEC 62366-1:2015

EN I1SO 13485:2016
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MeanumnHCKMe n3aenns ansg AnarHocTUKKM in vitro -
WNHdpopmaums, npefoctaBieHHas Npon3BoauTeneM
(mapkupoBka). YacTb 1: TepMuHbI, onpegeneHnsa u obume
TpeboaHua (ISO 18113-1:2011)

MeanUVHCKUE n3aenns ans GUarHoCTUKK in Vitro -
WNH(popmayms, npegocTaBneHHas npov3BogUTENEM
(mapkupoBka). Yactb 2: [IMarHOCTUYECKMNE peareHTbl And
npogeccnoHanbHOro UcnonbL3oBaHus in vitro (1ISO 18113-
2:2011)

MeanuunHckue nagenns - CUMBO/bI, KOTOPbIE AO/DKHbI
MCNONb30BaTbCA HA ITUKETKAX MeAULMHCKUX U3aeNniA,
MapKUpoBKa 1 MH(opMaL s, KOTOPY cneayeT NpesctaBuThb o
Yactb 1: Obwue TpeboBaHma (ISO 15223-1:2016,
ncnpasneHHas sepcus 2016-12-15)

OueHKa MpoOM3BOANTENLHOCTM AMArHOCTUYECKUX
MEeANLMHCKUX N3Jennia in vitro

MeguumnHcKre nsgenusa ana AnarHocTukuy in vitro - OueHka
CTabUNbHOCTN AMAarHOCTUYECKUX peareHTos in vitro (1ISO
23640:2011)

YCTpaHeHNe NN CHUXKEHUE PUCKA MH(EKL UK, CBA3AHHON C
ANarHOCTUYECKMMUW peareHTaMm, MCNoib3yembIMU in vitro

MeguunHckue nsgenua - NMpumeHeHne ynpasneHnsa puckamm
K MeguumMHckum nsgenuvam (1ISO 14971:2007, ucnpasneHHas
Bepcua 2007-10-01)

MeanumMHCKMe n3genma ana AMarHocTUKK in vitro -
Mi3mepeHne Konn4vecTB B 6MON0OrnYecknx obpasuax -
MeTponormnyeckas npocnexXnmBaemMocTb 3Ha4YeHUN,
NPUCBOEHHbIX KannbpaTopam U KOHTPO/NbHbIM MaTepuanam
(1SO 17511:2003)

MeaunurHckue naaennus - MpoeKTUpoBaHne MeguLUHCKUX
M3eNnii ¢ y4eToM 3KCMayaTaunoHHOW NPUrogHoCTU

MeguunHckune nsgenusa - CUCTeMbl MeHe)XMEHTa KayecTsa -
Tpeb6oBaHua N4 Lenen perynmpoBaHus



Buonornyeckune peepeHTHbIE UHTEPBAsbI.

B nonynsuun aHTutena IgM Ao/MKHbI OTCYTCTBOBATb.

PeMOHT M TeXHUYecKoe 06C/yXXMBaHMe.
Ans faHHOTO MeAMLMHCKOTO U3AeNnns TeXHUYecKoe 06Cy)KMBaHNe He TpebyeTcs.

[laHHOe MeANLMHCKOe U3Aenne PEMOHTY He MOANEXMT.

Cpok rogHocTu

Cpok rogHocTu Cpok logHoc rv nocsie NepBOro BCKPbITUA

6 mecaLes 7 [Hel

YcnosBun TPaHCOOPTUPOBKU

N3penne MoxeT TpaHCNOPTUPOBATLCA BCEMU BUAAMU KPbITOrO TpaHCcnopTa npu obecnevyeHnn
TemmnepaTypbl TpaHCNOPTMPOBaHMA 0T 2 40 8 RC.
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