doTorpagpmnuueckmne n3obpaxeHus

Habop peareHTOB U KannbpaTtopoB ANA KAYeCTBEHHOrO onpefeneHns obwmnx aHTUTen
IgM/lgG k SARS-CoV-2 MMMYHOXEMWNOMWHECLEHTHbBIM METOLOM B CbIBOPOTKE U
nnasMe KPpOBW Ha aHanusaTopax U Mmoaynsax UMMyHoOXummnyeckmux cobas e (Eiecsys Anti-
SARS-CoV-2 cobas e analyzers/ACOV?2), 200 TecTtoB. Cepusi: LOT 52091101.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM UCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3REM
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[labop peareHTOB ¥ Kanub6paTopoOB [N Ka4yeCTBEHHOro OnpejeseHWs 06WUX aHTUTEN

IMMYHOXEMUTIOMUHECUEHTHBIM mMeToAOM B CbIBOPOTKe n nnasme KpoBU Ha aHanusatopax

IMMyHOXUMmnyeckmx cobas e (Elecsys Anti-SARS-CoV-2 cobas e analyzers/ACOV2), 200 TecTOB.
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IgM/IgG k SARS-CoV-2

N MOAynax
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Elecsys Anti-SARS-CoV-2

Ll 09203095190

For USA: |CGONIENTI

For Emergency Use Autfiorization only
For professional use

M  Streptavidin-coated microparticles 0.72 mg/mL

R1 Biobnytaied SARS-CoV-2*specrfic r«:wnbinant
antigens (E. coli)

R2  SARS-CoV-2-specffic recombinant aniqaerss
labeled with ruthenium ccmplex

Call Human serum, non-reactive for
anti-SARS-CoV-2 antibodies

Cal2 Human serum, reactive for anti-SARS-CoV-2 antibodies
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alop peareHTOB H KaJHGPATOPOB ANM KAYCCTBEHHOro onpeaencuun obwmx anruten IgMAgG k SARS-CoV-2
MYHOXEMUIIOMHHECLCHTHBIM METOAOM B CHIBOPOTKE K IUIa3Me KPOBH HA JHAAM3ATOpPAX H  MOAYASX
MMyHOXBMHuecknx cobas e (Elecsys Anti-SARS-CoV-2 cobas e analyzers’ACOV2), 200 Tecros. Cepua: LOT 52091101
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MiBop p*ar*HTto» u kanumbpaTopo*

ANS KavyacnaHHOro onpafanaHuma OBWHK aHTuTen IgM/IgG w
SARS-COV-2 HMMYMOKaMUNIOMUMECUEHTHBIM METO/IOM a CbiBOpPOTaa U nna3me KpoBU Ha amanusartopax

N MOAYNAX UMMYyHOXummyecknx cobas e (Elecsys Anti<SARS-CoV>2 cobas e analy2efs/ACOV2|, 200
TecToB. Cepua: COT (2001101
Cocras:

1.KaccaTta c peareHTamu Ha Tpu oTganamma (pnakoHa) (ACoVZ):M.R1.R2 - t un;
2 Kanun6patop 1 (ACOV2 CiHI). dhnakoH, o6bem 0,67 mn >1 wr.;

3. Kanub6psTtop2 (ACOV2 Cal2). hnakoH, o6bem 0.07 mn - 1un;

4. WHCTPYKIpM NO NPUMEHEHUIO

PermctpayuoHHoa ygoctosapamua N» oT

CpoOK rogHOCTN CM. Ha ynakoake. TemnepaTypa XpaHeHUs eM. Ha YTMHIOBKa. HOMep noTa CM. Ha ynakoske
AHTuTena Kk BUY 1,2 wn supycy renatuta C n HBSAg oTcyTCcTBYIO T

CbIBOPOTKY, cogapxauyw aututana npotma SAR(<CoV-2 (ACOV2 Cal2), nmakTnaunpoaanu raniom a
Teyanma SO MuHYT npu BNC.

MpovnaaoanTenb: «Rocha Dtognostice OmbHa CPow [Awuarnoctukc m6Xx"), Santfhofer Straaaa WB.
08300 Marmhelm, Germany, FapmaHusa

M3penve npefHa3HauyeHo TONbKO A48 AMAarHocTukm in Yo

YnonHomouaHHbIA npagctasutant npounsaogutelbl Ha Tepputopun Pd:

O6blaoTao ¢ CrpBUMHEMMOB OTaeTCTBaHWOCTLIO «Pow [narnootuka Pyca (OOO «Pouy [narHocTuka Pyca).
107031. HAXkaa. Tpy6Han nrumua/lB. Tan: *7 495 229-«9-BB. hakc; «7 aob r 2B-B2-«B.

C-TaM: Toecoulraoapkon »a ¢ ocl>e.cot

KaT.noaxap OBMSOMIM



HaGop pearenvoB M xaauGpatopos mis KauecTaennoro onpesenenns obmnx autnven 1gM/gG k SARS-CoV-2 nMMYHOXEMHIIOMHHECUEHTHBIM METOA0M B CHLIBOPOTKE H
nAa3Me KPOBH HA AHAMHIATOPAX H MOAYANX RMMYHOXHMHYeckHX cobas e (Elecsys Anti-SARS-CoV-2 cobas e analyzers/ACOV2), 200 vectros. Cepun: LOT 52091101
1. Kacceta ¢ pearentamu Ha Tpi otaenenus (Gaaxona) (ACoV2): M, R1,R2 - L wit.
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Ha00p PearctHTOB B KAJHUOPATOPOB ANA KAUCCTEBCHROIO ONPCRCICHAN OGUILAR RNITHICT IEMY/IEL K SAKIALOY-Z HMRYROICMWIOMHHCCRCHTHDLIM METO10M B (HIBOPUTRE B
ANIA3ME KPOBH NS SHAAHIATOPAX H MOAYANX HMMYHOXHMIYECKHX cobas ¢ (Elecsys Anti-SARS-CoV-2 cobas e analyzers/ACOV2), 200 recros. Cepun: LOT 52091101
| KacceTa ¢ peareuTaMu ua Tpy ovaencnus (Pnaxona) (ACoV2Z)y: M, R1, R2 - 1 wT.
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fev.
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HaGop pearenTon M KaAHGPATOPOB ANE KA4ECTBEHHOrO ONPENeeHHA 06IKX aHTHTEN IgM/IgG x SARS-CoV-2 uMMYHOXEMHIOMHHECUCHTHDIM METONOM B CHIBOPOTKE B
n/1a3Me KPOBH HR AHAJIHIATOPAX N MOZYANX HMMYHOXHMHYeckuX cobas e (Elecsys Anti-SARS-CoV-2 cobas ¢ analyzers'ACOV2), 200 vecros. Cepua: LOT 52091101

4, HuCTPYKIHA ND NPHMENEHHIO.
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