PoTtorpadaueckne H3obpaxennn

. HaGop xoHTPONLHBIX CHLIBOPOTOK /IS KOHTPOAS KRTECTBA ONpeac/ieHHs O0mHEX AHTHTENX

. IgM/igG x SARS-CoV-2 B chiBOpOTKE H IIa3Me KPOBH HMMYHOXeMEIIOMEHECUCHTHLIM
METOA0M NS AHAJHIATOPOB H MOXY/Icii BMMyHOXHMHIeCKHX cobas ¢ (PreciControl Anti-SARS-
CoV-2 S cobas e analyzers). Jlor: 65295001

ramem . Al

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



Habop KOHTPO/bHbLIX CbIBOPOTOK A/ KOHTPOMSA KadyecTBa onpegeneHus oowmx aHtuten IgM/IgG k SARS-CoV-2 B CbIBOPOTKE M Nnasme KpoBWU
UMMYHOXEMUTIOMUHECLEHTHBIM METOAOM A1 aHaAM3aTopoB U Moaynein nmmyHoxumumueckmx cobas e (PreciControl Aiiti-SARS-CoV-2 S cobas e
analyzers). J1oT: 65295001.
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Habop KOHTPO/bHbIX CbIBOPOTOK AN KOHTPO/IA KadyecTBa onpegeneHvs obwux aHtuten IgM/IgG  k SARS-CoV-2 B CbIBOPOTKE W Miasme KpoBu
UMMYHOXEMUTIOMUHECLEHTHBIM METOAO0M A/ aHanu3aTopoB U Mogyneli MMMyHoxmmuyeckmx cobas e (PreciControl Anti-SARS-CoV-2 S cobas e
analyzers). 1oT: 65295001.

cobas e analyzers e

P261.P272.P230
P333+P313
P362+P364

FI 09289313190

fCOffTENTI
PCACOV2S1: 2x1.0mL
COBAS, COBAS E. PCACOV2S2: 2x1.0mL

PRECICONTROL and ELECSYS
are iredamarks of Roctw.

0-68305 ManntTeim LLLI' C €

~-Distribution in USA by:
8 Roche Otagnoetics,
i Indtarnpilia, IN -*703289313190 |

i~Made mGerrmlny o1 [ jX J dieJoe.roche.com f

co>bas
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Habop KOHTPO/IbHbIX CbIBOPOTOK A1 KOHTPONS KayecTBa onpegeneHms obwmx aHtnten IgM/IgG k $ARS-CoV>2 B CbIBOPOTKE M Njias3mMe KpPOBMU

UMMYHOXEMUNOMUHECUEHTHLIM METOAOM A/ aHanAnM3aTopoB M Moaynen mmmyHoxmmmyeckux cobas e (PreciControl Anti-SARS-CoV-2 $ cobas e
analyzers). 1oT: 65295001.

PreciControl Antl-SARS-CoV-2 S

[ LU 09289313190
For USA: [content]

iLOfl 6S29S001

For Emergency Use Authorization only

2 2023-03-31
PC ACOV2S1: human semm, non-reactlve for
antl-SARS-CoV-2 antibodies 2022-07-20
PC ACOV2S2; human serum, reactive for
anti-SAHS-CoV-2 anfitiodies. L 07613336180693

Donly 01 <floch”
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Habop KOHTPOJIbHbIX CbIBOPOTOK ANs

65295001
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KOW pofs KauycciBa onpeaeneHust o6uux auTuien

IgM/IgG K

Ha6op KOWTPONbHLIX CbIBOPOTOK AN* KOHTpona
aBTHTenN 1jfM /1gG K SARS-C"V-2 B CbIBOPOTKE H
aMMYBOXOMHAMMMUOENCBTabl M ANH

Hnasue
MEeTOAOM

aBaNHMTOpPOB
1. CbiBopoTKa KoTponbHasa 1(PC ACOV2S1), ¢nakoH, 06bem | mn - 2 wr,;

2. CbiBOpoTKa KOHTponbHas 2 (PC ACX3V2S2), hnakoH, 06bem 1mna - 2 wT;
3. WHcTpykuma DO npliieBeHnto
4.

[MacnopT NPUCBOEHHbIX 3HAYeHHA

PerBCTPMHOHBOC Y0CTOBEpPEM € oT
CpOK FOAHOCTM CM. Ba yNaKoBKe

TemMnepoTypo XPBHEHOS CM. Ba yMAKOBKe
Homep noTa cM. Ha ynakoBKe

AHTuTenak BNY 1,2 a supycy rewrrrHta C s HLWWA* sTCcyTCTUYIOT
CooepxxaBuun antn-8AK5-CBY-2 aHTuTesa CbIBOPOTKA KPOBE, HCIM /1.1
B|N(1-B'T0B.Temas  KOHTPO/bBOK  MaTepuana BanBallTeNbUOr»
BBaKTWBMpOBaBa HarpcesaHBCcM B TedeHue 30 mBBYT apa 56 *C.
MpBHManeTenb: «Roclm DiaptosHcs GmbH>» ("Pow [dHaTnocra rmeX
8«rame 116,6*305 MasHibeUa, Gem aay, NlepmaaBa

N menHc apefBanavaao Tbl»KO0 /1 » faarsocteka lavBr.
YaonHonoyeaabl* BpeAcTBaaTe* apoBaBaaaT”Ta

oimuraeuH ol 1>TBBTCTBelra<KTbI> «Pow [BarBocTBbl Pyo» (<XK) «PoeT [Baraktwa
INN*)1707031. Mockm, Tpy6Baa luotaa». x2 Ta* *7 495 229-60-99, pake +7 495 229-62-

64 p>B»||] moecowrecepHoe2_diH"a>cfaeeo«i

K» Bomap092B93190

KayecTBa OHpeMNnesaHH

[ ]
EMMYyBOXBMBYeCMHX cobox e (PreciCoBtrol ABtf-SARS-CoV>2 S cobas e aBalyxen>.
NoTt; 6529S001, B cocTaBe:

SARS-CoV-2 B CbIBOpOTKe

ob6Han
*¢hoBa
MauyaH1

n nnasme

UMMYHOXEMH/TIOMUHECUEHTHBIM METO/IOM A/19 aHa/M3aTopoB U Moayneli MMmMyHoxumunyecknx cobas e (PreciControl Anti-SARS-CoV-2 S cobas e analyzers). /10T:

KpoBMU
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Halop xoNTPOALEMIX CHBOPOTOK IN KOHTPOAN KauecTsa onpeseiesinna ofmmx autuTen IgM/IGG Kk SARS-CoV-2 B chiBopoTke W NAAIME KPOBM
HMMYHOXEMILTIOMNHECIICHTIAM METOIOM 1N AHARIATOPOB & Moay.ied HMMyHOXAMESecKNX cobas ¢ (PreciControl Anti-SARS-CoV-2 S cobas ¢ analyzers). Jlor:
65295001 .

2. Cuimoporica xoutponsiag 2(PC ACOV2S2), gmaxon, o6bem 1 ma -2 mir.;
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Habop KOHTPO/bHbIX CbIBOPOTOK [ANA KOHTPOMA KayecTBa onpegeneHus ob6buwux aHtuten IgM/IgG K $ARS-CoV-2 B CbiIBOPOTKE W naasmMe KpoOBMU
MMMYHOXEMUIHOMHHECLEHTHBIM METOAOM A/151 aHaNM3aTopoB U Moayieit uMMyHoxnMmmnyeckux cobas e (PreciControl Anti-SARS<CoV>2 S cobas e analyzers). 1oT: 65295001
3. VHCTPYKLMA NO NPUMEHEHNIO.

S e AT
Y f ifi g iff
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Habop KOHTPONbHbLIX CbIBOPOTOK AN KOHTPOAA KadecTBa onpegeneHns ob6buwux aHtuten IgM~AgG K SARS-CoV-2 B CbIBOPOTKE W nnasme KpPoOBWU
UMMYHOXEMUTIOMUHECLLEHTHBIM METOAOM [AJ/1S aHa/M3aTopoB W MoAaynein MMmmyHoxummuuyeckmx cobas e (PreciControl Anti-SARS-CoV-2 S cobas e analyzers). J1oT:

65295001
4. MacnopT NPUCBOEHHBIX 3HAYEHMWIA.
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Bcero npoHymepoBaHo,
NMPOWHYPOBAHO
CKpenieHO neyvyaTbio

nncta (oB)



