O6wecTBO C OTPaAaHUYEHHON OTBETCTBEHHOCTbIO
«A3nAMeaKOHCONT»

Poccusa. 109004, Mocksa, yn. A. ComxkeHunyblHa, a. 27
A3A MEQ

Ten.: +7 495 988 47 44

OI'PH: 1137746433879
KO H CA” T NHH: 7709929540
NOATBEPX A

MPEeKTOpP MO pa3BUTUIO
000 «AMK»

Mepuesa H. H.

ceHTa6pa 2024 r.

POTOMPAPNYECKUNE N3OBPAXEHNA
MEOVNUNHCKOIO N3OE/TNA
Hab6op peareHToB A/ KONMMYECTBEHHOTo onpegeneHns N-KOHLEBOro nponentuga
HaTpuiypeTnyeckoro ropmoHa (B-tuna) B cbiIBOpPOTKe M nna3Me kKpoBu yenoBeka (NT-
proBNP CLIA Microparticles (NT-proBNP)) Ha aHanu3aTtopax
UMMYHOXEMUNKMMUHECLEHTHbLIX cepun AutoLumo

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



doTorpadpuyeckoe n3obpaxeHme Habopa peareHTOB A0 BCKPbITUS BHELWHENW YyNakoBKU
(kopob6ka), thacoBka 50*2 TecTOB
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Habop pearaHToa fnsi KOMMYECTBEHHOI O ONpeaeneHns
N-KOHUeaoro nponenTtuga Harpuilypetmyeckoro ropMoHa
(B-Tina) a cblaopoTKe M Mnasme KpoBUM YefioBeka
(NT-proBNP CW N Microparticles (NT-proBNP)) Ha
aHanmMsaTopax NMMYHOXEMUTFOMUKECLIEHTHBIX

cepun AutoLumo

BapunaHT ncnonHeHunsa: dacoska 50*2 TectoB
P«rlicTp«ymoHMo« yaoeToB*p«HH#; L P3H 202X/XXXXX 0T XX XX XXXX

TonbKo ANa NnpoeccnoHarIbHOro NCMNOMb30BaHMS

YNONHOMOYEHHbIV NpeacTaBuTelb NPON3BOANTENA HA
Tepputopun Poccuitckon depepauymm:
00O cAanaMepKoHcant»

109004. r MockBa, eil. Tep. I MyHUUMNa/IbHbIA OKPYT
TaraHcknii, yn, A ComxeHuubiHa, 4. 27. at/mom/kom 1/111/10
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doTorpadmyeckoe n3obpaxeHme Habopa peareHTOB [0 BCKPbITUA BHELIHEN yNnaKoBKU
(kopobka), hacoBka 50*2 TecToB

yn.y
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doTorpacumnyeckoe n3obpaxeHne Habopa peareHTOB NOC/e BCKPbITUA BHELWHENR ynakoBKK
(kopo6ka), dpacoBka 50*2 TecToOB
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doTorpagunyeckoe n3obpaxeHne Habopa peareHToB A0 BCKPbITUS BHELIHEN YNaKoBKMN
(kopobka). ®acoBka 100 TecTOoB

& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
CTtpaHunua 6 ns 20



doTorpachms Habopa peareHToB 40 BCKPbITUSA BHELWHEN ynakoBku (kopobka). ®acoska 100
TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHnua 7 uns 20



BCKPbITUS BHELLHEN YNakoB
TecToB KA

(xopobka).

& 000 UWMPMI (&) INFO@CIRMIRU @ WWW GOSZDRAVNADZOR RU MPownua oo



doTorpaguyeckoe n3obpaxeHme Habopa peareHTOB NOC/I€ BCKPbITUA BHELIHEN YyNaKOBKM
(kopobka). ®acoBka 100 TecTOB

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpanuua 9 us 20



doTorpadunyeckoe n3obpaxeHne kanmbpartopos: Kannépatop A (Calibrator A) n Kanunébpatop B
(Calibrator B)

Vv Calibrn'

K Calibn'
mNe|
n 2023071~

>1 20230717

A 2025-01'1Y
I 2025-01'A*"

N

'tecon. W i«y

AUTOBIOP™ “Aecon.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpoHuua 10 u3 20



doTorpacunyeckoe n3obpaxeHne kannbpartopos: Kannépatop A (Calibrator A) n Kannépartop B
(Calibrator B)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHunya 11 us 20



doTorpadmyeckoe n3obpaxeHune kannopartopos: Kannbpatop A (Calibrator A) n Kannépartop B
(Calibrator B)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 12 n3 20



doTorpaguyeckoe nobpaxeHme KOHTpPoOsiel HU3KOro ypoBHsa (Quality control 1) n BbICOKOTO
ypoBHei (Quality control 2)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHwnuya 13 13 20



doTorpaguryeckoe n3obpaxeHme KOHTponen HuU3koro yposHsa (Quality control 1) n BbICOKOro
ypoBHeli (Quality control 2)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpoHnuo 14 n3 20



doTorpachunyeckoe n3obpaxeHune KapTpuaxen
BapuaHT kapTpupxa Ne 1

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Ctpanuya 15 u3 20



doTorpapmnyeckoe n3obpaxeHme KapTpugxei
BapuaHT KapTpugxa Ne 2

@ 000 LHPMH () INFOGCIRMLRU & WWW.GOSZDRAVNADZOR RU CTpaHuua 16 u3 20



dJOTorpachquKoe I/I306pa)KeHVIe npnmMmepa TpaHCﬂOpTHOVI ynakoBKM MegNUNHCKOTo n3gennd:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpannua 17 u3 20



Ha6op pearentoBA/IAKO/IMYBCTMHMOr00/IpajanBHus
N-kouueBoronponenTnga HaTpuilypeTnyecmoro ropMoHa

(B «T1na) B CbIBOPOTKE M NS1a3Me KPOBU HesT0BEKa

(NT-proBNP CLIAMicropartidet (NT-proBNP)) Ha
aHanmn3aTtopax UMMYHOXeMUIIOMUMECLEHTHbIX cepun AuloLumo

BapuaHT ncnonHeHns: ®acoska 100 TectoB
P*rMCTPBLVIONHOKY,A0CTOAAVIVKS: H»PBH202XXOOKOTIX XX XXX
Tonbko /1A npodpeccCMoHanbHOro NCMNoJ/Ib30BaHUA

YNONHOMOUEeHHbIi NpeAcTaBUTe b NPON3BOAUTENSA HA
Tepputopumn Poccuiickoli ®epepaldn;

OO0OkAanaMegKoHcanT»
109004, r. MockBa, BH.Tep. I. MyH»«4/NanbHbIAOKpYT
TaraHckuid, yn. A. Co/mkeHunLbIHa, 4. 27. aT/nom/kom 1/111/10

Habop peareHTOB 4/18 KOJIMYECTBEHHOTO onpeaesieHns
N-KOHUEeBOro nponentuga HaTpMnypeTnHeckKoro ropmoHa
(B-Tuna) BCbIBOPOTKE M NNa3Me KPOBU YenioBeKa
(NT-proBNP CLIA Microparticles (NT-proBNP)) Ha
aHasmsatopax MMMYHOXeMUIKOMUHECLLEHTHbIX

cepumn AuloLumo

BapuaHT ncnonHeHusa: ®acoska 50*2 tectoB
PerunctpaunornHoe ygoctoBepeHue: Ne P3H 202X/ XXXXX oT XX.XX. XXXX

ToNbKO ans I'IpOCbeCCVIOHafIbHOI'O nCcrosib3oBaHuA

REF CMHO0402

NT-proBNP CLIA Microparticles

lot] N S

CIS .r

Microparticle& Solution 2.3mLxi

Enzyme Conjugate S.SnnL>1

Sample Diluent Il .OmLxi
|VD CalibratorA «1

CalibratorB >1 H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

QualityControl 1 «1
QualityControl2 >1

NT-proBNP CLIA Microparticles

REF cmHo0405 LOT

Microparticles Solution 1.2mLx2 v

. Enzyme Conjugate 3.0T1k2 50*2
YNO/THOMOUYEHHbIN npeactaBuTesZiIb Npon3BoanNTeNIA Ha Sample Diluent 5.5mLx2
TepputTopmnn Poccuiickoii dJe,qepau,MM: IVD ’
CalibratorA xi H317.H412

000 «AznaMepgKoHcanTt»
109004. r. MockBa, BH. Tep. I MyHMLUMNa/IbHbIA OKPYT
TaraHckunii, yn. A. ConxeHuublHa, 4. 27, at/mom/kom 1/111/10

Calibrator B «1
) For professional use only
Quality Control 1 x|

Quality Control 2 «1

AUTOBIO DIAGNOSTICS CO. LTD.
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MakeT MmapkupoBkn kanmbpartopa (Calibrator A n B)

Calibrator A
LOT
IVD NT-proBNP rc
Recon. With 1.OmL Distilled W ateer V
A1AOBHKO DIAGNOSTICS CO.. LTD .2 n n
Calibrator B
LOT
VDI NT-proBNP arc

Recon. With 1.0mL Distilled Water
AUTOBIO DIAGNOSNCS CO.,LTD. 2C

MapkeT mapkupoBku kKoHTpona (Quality Control 1 n Quality Control 2)

Quality Control 1

LOT
NT-proBNP
Recon. With 1.0mLpDistiIIed W ateer /\arc
AUTOBIO DIAGNOSTICS CO.. LTD. 2rc n
Quality Control 2
LOT
1I\VOI NT-proBNP

Recon. With 1.OmL Distilled Watter Jk®°"
AUTOBIO DIAGNOSTICS CO.. LTD.2*c »

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 19 n3



MapkeT MapKMpoBKN OCHOBHOIO peareHTta ANA BapuaHTa UCNOJIHEHUA: (pacoBka 50*2

NT-proBNP

1. Microparticles Solution ~2n\l

2. Emyme Conjugate 3.0mL
3. Sample Diluent SSmi

rec X

IVD

Al140«0 OCAGNOSTESCO,LTD.

MapkeT MapKMpoBKM OCHOBHOFO peareHTa A/ BapUaHTOB MchnosiHeHUs: dgpacoBka 100

NT-proBNP

1.Mlicroportidas Solution 23mL

2. Eniyma Conjugate S.SmL
3. Sample Diluent 11.O0mL

o

VD

AUTOHO DIAGNOSTES CO. LTD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 20 us C



MpoHymepoBaHo

CKpernsieHo neyvartb
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