["eHepanbHLIMNpeKTOp
000 « 1M NyTb»
VBaHoBa H.A.
na 2021 .

Hab6op peareHTOB 41 UMMYHO(PEPMEHTHOrO BbIABNIEHUA aHTUTeN Knacca I1gG ¢
HelTpanuaywen akTUBHOCTbIO K pelenTop-cBa3biBatowemy gomeHy (RBD)
NOBEPXHOCTHOIO rAMKonpoTenHa S KopoHaBupyca SARS-CoV-2
«Anti-SARS-CoV-2 Neutralizing Antibody ELISA Kit»,
naptmna 7E532B1

MAKETbB MAPKWUPOBKMU

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



Habop peareHTOB 4519 UMMYHO(PEPMEHTHOIO BbISIBNEHWSA aHTUTEN Knacca IgG ¢ HelTpanunsytoLei
|akTMBHOCTBIO K peuenTop-cBA3biBaloLLemMy aomeHy (RBD) noBepXHOCTHOrO MIMKOMPOTENHA S KOPOHaBUpyca
SARS-CoV-2 «Anti-SARS-CoV-2 Neutralizing Antibody ELISA Kit», naptna 7E532B1
B cocrase:
1. Ctpunbl (yHKM MUKponiaHLieTa), nokpbitele bACE2 (Micropiate wells coated with hACE2) -
12x8, 96 nyHOK
2. 96-nyHOYHbIN NNaHLweT ans nHkybmnposaHus (96-well dilution plate) - uenbHbIA, 96-NYHOUHBI
3. HRP-koHblormpoBaHHbiin RBD (HRP-RBD), I00x koHueHTpaT (HRP conjugated RBD, HRP-RBD
IOOx concentrate) - 100 MKn
byep ons passeseHna HRP (HRP dilution buffer) -10 mn.
Bythep ans passegeHmsa obpasyos (Sample dilution buffer) -10 mn.
MpombIBOYHBIN Bydhep, 80x koHueHTpaT (Wash buffer 80x concentrate) - 30 mn.
MonoxwutenbHbl KOHTPONb (Positive control) - 50 mMkn
OTpuuartenibHbIn KOHTPOsb (Negative control) - 50 mMkn
PacTtBop cy6cTpata TMB (TMB Substrate solution) -10 mn
10 Cton-pacteop (Stop solution) - 6 mn
11. 3awmnTHad njaeHka - 3 L.
12. MHCTpYKLMA NO NPUMEHEHUIo -1 LT,
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[LOT Homep naptum: PernctpaynoHHoe ygoctoBepeHue Ns:

7E532B1
IREF Homep no katanory: [JaTa Bblfauu perncTpaunoHHOro ya0CTOBEPEHUS

C8909C
[lata n3rotoBneHuns: 3rotoButens:
23.02.2021 | J HaHknH Basum Megukan TekHonomxwu Ko., ita.
1-3 3T, cTpoeHue C2 TeXHONOTNYECKNiA
Mcnonb3oBartb fA0: WHAyCcTpuUanbHblil napk Pag Meiinn,
22.12.2021 rocyaapcTBeHHasi 30Ha PasBUTUS IKOHOMUKN 1

TexHonoruin, 210038 HaHkuH, KHP

YNO/ITHOMOYEHHbI npeacTaBuTenb B Poccuiickoin degepauynm:
O6L,eCcTBO C OrpaHMYEHHO OTBETCTBEHHOCTbIO «Llapcknit nyTb» (000 «Llapckuii nyTb»),
Poccuiickaa degepaynsa, 125499, r. MockBa, yn. dnotckas, g. 46, kom. 1
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Habop peareHTOB 4151 UMMYHO(DEPMEHTHOTO BbISIBIEHUSA aHTUTEN Knacca IgG ¢ HelTpannaytoLLei
aKTUBHOCTbIO K peuenTop-cBA3bIBaoLLemMy aomMeHy (RBD) noBepXHOCTHOTO MMKOMNPOTEUHA S
KopoHasmpyca SARS-CoV-2 «Anti-SARS-CoV-2 Neutralizing Antibody ELISA Kit», naptmna 7E532B1

YNONHOMOUYEHHbIW nNpeacTaBuTeNb B N3rotoButens:

Poccuiickoin degepayuu: HaHknH Basum Megukan TekHonogxu Ko., ita.
O61WecTBO C OrPaHNYEHHON m J 1-3 a1, cTpoeHue 02 TeXHONOTMYEeCKUii
OTBETCTBEHHOCTbIO «Llapckuii nyTb» VHAYCTpWanbHbIA napk Pag Meinn,

(000 «LUapckuit nyTb»), Poccuiickas rocyfjapcTBeHHas 30Ha pa3BUTUA 3KOHOMUKUN K
depepaumnd, 125499, r. Mocksa, yn. TexHonorui, 210038 HaHkuH, KHP

®notckasd, 4. 46, kom. 1

Macca HeTTO:

Macca 6pyTTo:

Macca HeTTO NOTpebuUTENbCKOW YNaKoBKK:
W3penwii B TpaHCMOPTHOW ynakoBKe:

IVD . at _,-I o

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



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



CeHepasnbHbIN AMPEKTOP
000/ BOMWIA MY Tb»
MBaHoBaH.A.

2wl r.

Habop peareHTOB A9 UMMYHO(DEPMEHTHONO BbIsiIBNIeHNSA aHTUTeN Knacca IgG ¢
HenTpanuaytouieii akTUBHOCTbLIO K peLenTop-cBA3biBatowemy gomeHy (RBD)
NOBEPXHOCTHOIO rNuKonpotenHa S KopoHaBupyca SARS-CoV-2
«Anti-SARS-CoV-2 Neutralizing Antibody ELISA Kit»,
naptmna 7E532B1

POTOTPADPNYECKOE M3BOBPAXEHWE
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PucyHok 1. - ToTpebutennckasa ynakoska. bokoeas cTopoHa 1

MapKnpoBka ynakoBku (CTukep)

Vazymc

Habop peareHTOB 419 UMMYHO(DEPMaMTHOTO BbISIBAIEHUS aHTUTeN knacca IgG ¢ HaikTpanioyioL el akTMBHOCTbIO
K peLlanTop<esablBatolemMy goMeHy (RBD) noBepxHOCTHOTO rnkonpoTenna 8 kopoHasupyca SARS-CoV-2
«AntbSARS-CoV-2 Neutralizing Antibody ELISA Kit», naptus 7E632B1

B cocrase:

1. CTpunbl (nyHKM MUkponnauweta), nokpbiTble bACE2 (Microplate wella coated with hACE2) -
12*8,96 nyHOK

. 96-IYMOYLLLIN nnaHweT ansa uHkybuposanus (96-well dilution plate) - LenbHbIiA, 96-NyHOUHbI
. M"PycoHblormpoBaHHbIi RBD (HRP-RBO), IOOx koHueHTpaT (HRP conjugated RBO, HRP-RBO

I00x concentrate) -100 mkn
. byepalbipaaBegennabNe P(HKPO11n6onbuMbr)-10mn.
. Bythep ans passegenus obpasuos (Sample dilution butler)-10 ma.
MpombIBOYHbII 6ydhep, 80x koHLeHTpaT (Waah buffer 80x concenbate) - 30 mn.
. MonoxonenbHblil koHTPONb (Poeitive control) - 60 Mkn
. OTpuuarenbHblit KOHTPOsb (Negative control) - 60 Mkn
. PactBop cy6ecTpata TMB(IMBSubetrateaolution)-10 mn
10. Cton-pactBop (Stop solution) - 6 mn
11. 3awutHasa nneHka - 3 Wwr.
12. VIHCTPYKUMA N0 NPUMEHeHN0 -1 WT.
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LOT Hogégsnzaénf i PerucTpavMoHHoe yaocToBepeHune Ne
R1F Homepcggggéanory: [laTa BblIauM PETUCTPALMOHHOTO YA0CTOBEPEHMS

V13roToBuTeNb:
[lata n3roToBneHns:
2302 2021 HaHkuH Basum Megukan TekHonogxu Ko., N,

1-337, cTpoeHune C2 TexHONOrMYECKNiA
WHAYCTpUanbHbliA napk Pag Meiinn.
rocyflapcTBeHHas 30Ha pa3suUTUs 3KOHOMUKN U
TexHonoruiA. 210038 HaHkunH. KHP

Mcnonb3osats 0
22122021

YNoNHOMOYeHHbII NpefcTaBuTens B Poccuiickoit ®egepaumu:

Poccuiickas ®epepaums. 125499, r Mocksa, yn. ®notckas, 4. 46, kom. 1
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MpownTo, NPOHYMEPOBAHO, CKPenseHo
noAnucblo 1 neyatbip Ha CcTY nn.
leH.Qn pexTop Llapckuin nyTb»
H.A. ViB<aHolo
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