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POTOIMPAPNYECKOE N3OBPAXXEHVE MEANUWVNHCKOIO U3AENNA

MaTepuan KOHTPoNbHbIN SARS-CoV-2 IgM (P) ans npuMeHeHMs Npu NpoBepKe
(DYHKLUMOHANbHbIX XapaKTepUCTUK MeAULUHCKOro U3LeNnsa 48 MarHocTUKM in vitro «Habop
peareHToB ANA onpegenieHna aHtuten IgM k wtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUOMUHECLEHTHLIM METO40M B K/IMHMYECKOM 06pa3ue Ha aHanu3aTopax cepum CL
ANS ANarHocTUKM in vitro», not 2020070100

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM UCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3REM



MaTtepuan KoHTPOnbHbIi SARS-CoV-2 IgM (P) ans npuMeHeHMs Npuv NpoBepkKe (YHKUWOHAaSIbHbIX XapaKTePUCTUK MEeLULMHCKOro M3gennsa ans
AnarHocTukm in vitro «Habop peareHToB gnsa onpegeneHnsa aHtuten IgM Kk wrtammy SARS-CoV-2 KopoHaBupyca MMMYHOXEMUTIOMUHECLEHTHBLIM
MeTOLOM B K/IMHUYECKOM 06pasLe Ha aHanu3aTopax cepum CL ans gMarHocTuUKM in vitro», not 2020070100, B BapMaHTax UCMONHEHUSA:

1. Matepunan KOHTpPoNbHbIA SARS-CoV-2 IgM (P) ons npuMeHeHMs npu NpoBepKe MYHKLUMOHANTbHbIX XapaKTepPUCTUK MeAULMHCKOrO U3gennsa ans
AnarHocTUKK in vitro «Habop peareHToB A4n4A onpegeneHns aHtuten IgM K wrtammy SARS-CoV-2 KopoHaBupyca MMMYHOXEMUMOMUHECLLEHTHBIM
MeTOOM B K/IMHUYECKOM o6pasLe Ha aHanmsaTopax cepum CL gnsa guarHocTuky in vitro», not 2020070100, 0,5 mn - 3 pnakoHa, B cocTaBse:

- MaTepuan KOHTPONbHbIA SARS-CoV-2 IgM (P) ons npuMeHeHUA npu NpoBepKe PYHKLNOHANIbHbIX XapaKTePUCTUK MeAULMHCKOIO U3fenns
N8 AnarHocTUKK in vitro «Habop peareHToB 4N onpegeneHus aHtuten IgM k wtammy SARS-CoV-2 KopoHaBupyca
UMMYHOXEMUTIOMUHECLEHTHBLIM METOL0M B K/IMHUYeCKOM 06pasLie Ha aHanusaTopax cepuu CL gna gmarHocTuku in vitro», 0,5 mn - 3

thnakoHa
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MapKnpoBKa BHELUHENA YMNaKOBKWM MeAMLMHCKOro usgenusa «MaTepman KOHTPonbHbIii SARS-CoV-2 IgM (P) gna npuMeHeHMS Npu MNpoBepke
(DYHKLNOHANIbHbIX XapaKTepUCTUK MeAULLMHCKOrO U3aenusa AN MarHocTUKM in vitro «Habop peareHToOB Ansa onpegeneHus aHtuten IgM K wtammy
SARS-CoV-2 KopoHaBupyca MMMYHOXEMUMOMUHECLLEHTHBIM METOAOM B K/AMHMYECKOM o06pasue Ha aHanmsaTopax cepum CL gna gnarHoCTUKK in
vitro», not 2020070100, B BapumaHTax MWCMNOfHeHMs: 1. MaTepuan KOHTPO/MbHbIN SARS-CoV-2 IgM (P) ana npuMeHeHUs npu MpoBepkKe
(DYHKUMOHANbHbIX XapaKTepUCTUK MefULMUHCKOro U3fenus gna guarHocTUKM in vitro «Habop peareHTOB [f/is onpefeneHnsa aHTuTen IgM K wrammy
SARS-CoV-2 KopoHaBupyca UMMYHOXEeMWUTIOMUHECLEHTHLIM METOAOM B K/IMHMYECKOM 06pasue Ha aHanmsaTopax cepum CL gna AnMarHOCTMKM in
vitro», not 2020070100, 0,5 mn - 3 hnakoHa, B coCTaBe»

SARS-CoV-2 IgM Positive Control

Contents: 3>«0.5 mL
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MaKeT PYCCKOS3bIYHOM MapKUPOBKWM MeAULMHCKOro m3genuss «MaTepuan KOHTPOsbHbIM SARS-CoV-2 IgM (P) ans nNpuMMeHeHUs npu NpoBepkKe
(DYHKUMOHANbHbIX XapaKTepUCTUK MeAULIMHCKOro U3fenusa 418 AUarHocTuKu in vitro «Habop peareHToB 715 onpefeneHnsa aHTuTen IgM K wtammy
SARS-CoV-2 KopoHaBupyca MMMYHOXEMUTIOMUHECLEHTHBIM METOA0M B K/AMHMYECKOM o6pasule Ha aHanmzatopax cepum CL gna AnarHoCcTuKM in
vitro», not 2020070100, B BapmaHTax WcnofHeHus: 1. MaTepman KOHTPOAbHbIN SARS-CoV-2 IgM (P) ana npuMeHeHWs npu MNpoBepKe
(DYHKUMOHaNbHbIX XapaKTepuUcTUK MeaAnLMHCKOr0 U3AeNusa Aas ANarHocTMKK in vitro «Habop peareHToB A5 onpegeneHns aHTuten IgM K wtammy
SARS-CoV-2 KopoHaBupyca MMMYHOXEMUMOMUHECLLEHTHBIM METO40M B K/MHMYECKOM o6pasue Ha aHanuzatopax cepum CL gna gMarHoCcTUKM in
vitro», not 2020070100, 0,5 mn - 3 hnakoHa, B cocTaBe»

MaTepuasn KOHTPONbHbIN SAR$-CoV'-2 I"M (P) 4118 npyuMeHeHNs Npuy NpoBepke
IVKMHOAANIbHBIX XapakTeEPUCTUK Me,3UUMHCKOTO U3OeNvsa 4719 ANarHOCTUKM LW, vitro «Habop
peareHTOB 415 onpegeneHvs aHtutesn "M k nrramv> SARS-CoV'-2 kopoHaBupycB
UMXMHpXe>" MeTOZ0M B K/IMHNYECKOM 0bpasLe Ha aHasmsaTopax cepum CL
ON19 ANarHoCTMKM LW vitro», noT 2020070100, 0.5 mn - 3 dhiakoHa, B COCTaBE;
- MaTepuan KOHTPOsbHbIN SARS-CoV-2 Ig™M (P) Ans npMeHeHns Npu npoBepke
P>UNKNNOHATBbHBIX X*aKTe PUCTUK MEOVULIMHCKOIO U3AeNVs A8 ANarHOCTUKN L vitro «Habop
peareHTOB 419 onpeneneHvs aHtutes1 JgM k wramv>' SARS-CoV-2 kopoHaBupyca
H\D/ilox«dHiip;~M MEeTOZ0M B K/IMHNYECKOM 0%)asLie Ha aHanm3aTtopax cepuu CL
019 AMarHOCTMKK in vitro». 0.5 mn ~3 dunakoHa,
- UHCTP>'KNNSA NO NPUMEHEHNIO;
-NacnopT ueneBbIX 3Ha4YeHUI.
PerHcTpauHoHHOe yaocToBepeHune Jla oT
Kog napTuu, CpOK rO4HOCTU, YCNOBUS XpaHEeHWs U rpadmyeckme CUMBO/Ibl >1ca3aHbl Ha
OpUrMHa.JIbHO yMaKoBKe.
AHTnTtena Kk BWY 1, 2 B Bupycy renatuta C un OTCYTCTBYHOT.
LLi>oB3BOAHTE b
Maii”3pain bno-Megukan dnekrpoHnke Ko., /1T4

3aaHne Kegkn 12 Poyp CayT. MNMpOMbIWAEHHbIA NapK BbICOKX TEXHOJIOTUIA,

518057 KuTtaiickas HapogHasi Pecri>-0.1vka
Yno.IHOMO4eHHbIH EdbenctaBHTeNb B P&
000 «y™Hapen Megukan P>'C», Poccus, 129090, r. Mocka, O.IHMMHACKMIA NpocnekT, A16,
Cnp.5, aHTpecosb 4. no.melleHve |, kom.7, 11A
Ten +7 (499) 553-60-36
TOJIbKO ANA
MPO®ECCUMOHA/IBHOIO
MPUMEHEHNA
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MaTepran KOHTPonbHbIi SARS-CoV-2 IgM (P) ans NpuMMeHeHUs Npu npoBepke (YHKUMOHa/IbHbIX XapaKTepUCTUK MeAMUWHCKOro usgenus Ans
AnarHocTukuy in vitro «Habop peareHToB gna onpegeneHns aHTuten IgM kK wtammy SARS-CoV-2 KopoHaBupyca UMMYHOXEMUIOMUHECLEHTHBIM
MEeTOJO0M B K/IMHWYECKOM 0bpasLe Ha aHanusaTopax cepuun CL A8 AMarHoCTUKM in vitro», noT 2020070100. B BapuaHTax UCMONHEHUS:

2. MaTepuran KoHTposbHbIR SARS-CoV-2 IgM (P) ana npuMeHeHNs Npy NpoBepKe PYHKLUNOHANbHbIX XapaKTEPUCTUK MEAMLMHCKOrO n3aenus ans
ANarHocTuku in vitro «Habop peareHToB AN onpegeneHusn aHTuten IgM k wtammy SARS-CoV-2 KopoHaBupyca MMMYHOXeMUIHOMUHECLLEHTHBIM
MEeTOJO0M B K/IMHUYEeCKOM o6pasLie Ha aHanmsaTopax cepun CL gnsa gmarHocTuku in vitro», not 2020070100, 0,5 mn - 6 pnakoHOB, B cocTaBe:

- MaTepuan KoHTposbHbI SARS-CoV-2 IgM (P) 4ns npyuMeHeHUs nNpu nNpoBepkKe MYHKUMOHaNbHbIX XapaKTepUCTUK MeAULMHCKOro u3fennsa ans
AnarHocTuku in vitro «<Habop peareHToB gnsa onpegeneHnsa aHtuten IgM kK wtammy SARS-CoV-2 KopoHaBupyca UMMYHOXeMUMOMUHECLLEHTHbLIM
MeTO40M B KIMHUYECKOM o6pasLe Ha aHanusatopax cepumn CL ansa gnarHocTuKM in vitro», 0,5 mn - 6 hnakoHoB
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MapKnpoBKa BHeLUHE YMakKoBKW MeAULMHCKOro u3genns «MaTepuan KOHTPOnbHbIi SARS-CoV-2 IgM (P) ona nNpuMeHeHMst nMpu MNpPOBepKe
(DYHKUMOHANbHbIX XapaKTepUCTUK MeAULMHCKOro u3genusa 4nsa AuarHoCcTUKK in vitro «Habop peareHToB AN onpefenieHUsa aHTuTen IgM K wrammy
SARS-CoV-2 KopoHaBupyca MMMYHOXeMUTIOMUHECLEHTHBIM METOL0M B K/IMHWYECKOM o6pasue Ha aHanusatopax cepum CL gna gmarHocTuKu in
vitro», not 2020070100, B BapuaHTax WCMNONHeHUA: 2. MaTtepman KOHTpofbHbIA SARS-CoV-2 IgM (P) AnS npuMeHeHMs nNpu NpoBepke
(PYHKLUMNOHANbHbIX XapaKTepUCTUK MefULMHCKOro U3fenusa ANAs ANarHocTuKM in vitro «Habop peareHToB gnsa onpegeneHus aHtuten IgM K wtammy
SARS-CoV-2 KopoHaBupyca UMMYHOXEMUNOMUHECLEHTHBIM METO40M B K/AMHMYECKOM o6pasue Ha aHanuzatopax cepum CL ana gmarHocTukuy in
vitro», not 2020070100, 0,5 mn1 w6 (hNakoHOB, B cCOCTaBe»
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SARS-CoV-2 IgM Positive Control

Contents 6»0 5mL
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MaKeT PYCCKOS3bIYHOM MapKUPOBKM MeAMLMHCKOro m3genus «Matepuan KOHTPONbHbIA SARS-CoV-2 IgM (P) ans npuMmeHeHWs Mpu MNpoBeEpKe
(DYHKUMOHANbHbIX XapaKTepUCTUK MefULMHCKOro U3fennsa ansa AMarHocTuky in vitro «Habop peareHToB AN onpejesieHUs aHTuten IgM K witammy
SARS-CoV-2 KopoHaBumpyca MMMYHOXEMUMOMUHECLLEHTHLIM MeTO40M B K/JIMHWYECKOM ob6pasue Ha aHanmsatopax cepuum CL And ANArHoCTUKM in
vitro», not 2020070100, B BapuaHTax WCNoOAHeHUA: 2. MaTepman KOHTpONbHbIA SARS-CoV-2 IgM (P) gna npuMeHeHUs nNpu nNpoBepkKe
(DYHKLMOHANBbHbIX XapaKTepUcTUK MeAULUHCKOr0o U3fenus ansa GUarHoCcTUKK in vitro «Habop peareHTOB ANs onpefeneHnsa aHTuTen IgM K wtammy
SARS-CoV-2 KopoHaBupyca MMMYHOXEMUIIOMUHECLLEHTHBIM METO40M B K/AMHWYECKOM o6pasue Ha aHanu3atopax cepum CL gna anmarHocTUKK in
vitro», not 2020070100, 0,5 mn - 6 hNakoHOB, B cOCTaBe»

MaTepuan KOHTponbHbIK SARS-CoV-2 IgM (P) ATA NpYMEHEHNA NP NPOBEPKE
(P>*HIOMOHANbHbIX XapaKTEPUCTUK MEAULMHCKOTO U3LEeNna ANna AnarHocTukm W vitro «Habop
peareHTOB 4TS onpegeneHnsa aHtuten IgM k wtammy SARS-CoV-2 KoOpoHaBupyca

NMM> HOXe.Y WwnoMmmmech MeTOAOM B K/IMHMYECKOM 0b6pasle Ha aHann3aTopax c~3Hu CL
ATS AnarHocTukum in \itro». not 2020070100, 0,5 mn - 6 (hNaKOHOB, B COCTaBe:

- MaTepuan KOHTPObHbIN SARS-CoV'-2 IgM (P) gna NnpuMeHEHUs Npu NPOBEPKE
$>HKUHOHaNbHbIX XapaKT"NCTUK MEAULMNHCKOTO U34enna 4N AnarHocTukm W, vitro «Habop
peareHToB AN onpejeneHns aHtuten |gM k wtammy SARS-CoV-2 KopoHaBupyca
MMM\T;pXeXBA MeTOLOM B KIMHMYECKOM obpasLie Ha aHanu3aTopax cepuH CL
AN QNarHOCTUKKY W, vitro». 0,5 M - 6 hNakoHOB;

SUHCTPY'KUHA MO MPUMEHEHUNIO;

>nacnopT LeNeBblX 3HAYEHUIA.

PernctpaunmoHHoe ygoctosepeHune JI> oT

Kop naptum, cCpokK rOAHOCTU, YC/NOBWUA XPaHeHUA U rpauyeckne CUMBOSbLI ficasaHbl Ha
OpUTMHaNbHON \N1aKOBKeE.

AHTnTena Kk BUN11, 2 H Bupycy renatutajC u OTCYTCTBYIOT.

MpoH3BOAUTEND !

LbwATasHb Maituapaii éino-\kan”,%n InektpoHuke Ko.. N14.

3paHne ""'MwuHgpei”. 12 Poyp CayT. MpOMbIWJ/IEHHbIA MapK BbICOKWX TEXHOMOTWUNA.
Haw*Ttam?b. 518057 LU sHbYX3Hb. KnTanickas HapogHaa Pecny6nmka

YNO.NTHOMOYEHHbIN NpefCcTaBuTenb B PO :

000 «Muw|gpein M<g*ncan Pyx», Poccus, 129090, r. MockBa, OnnMnuiiCKMin npocnekT, 4.16.
CTp.5, aHTpeconb 4, nomeuw,eHune I, kom.7, MA

Ten. +7 (499) 553-60-36
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