O6uwecTtBo C orpaHNYeHHON OTBETCTBEHHOCTbIO
«A3NAMEe[KOHCONT»

ASMH M E.BI Poccusa, 109004, MockBa, yn. A_é}(j)n)_l:;gggugggéﬁ 421
KOHCAT 2 Wian: 7700020540
MOATBEP>XOAHKO

MPEKTOP MO PasBUTUIO
000 «AMK>»

epuesa H. H.

nona 2024 r.

POTOIMPAPNYECKUME N3SOBPAXXEHNA
MEOVNUWNHCKOIO N3AENNA

Habop peareHToB ANA KONNYECTBEHHOIO onpefeneHns pakoBo-asMO6pMOoHaIbHOIo
aHTUreHa B cbIBOpOTKe KpoBu yesnioBeka (CEA CLIA Microparticles (CEA)) Ha
aHanmnsarTopax UMMYHOXEMUTIOMUHECLLEHTHbIX cepun AutoLumo.

CrtpaHunuya 113 19

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKUX H3DENHIA



doTorpaduueckoe n3obpaxeHne Habopa peareHToOB 40 BCKPbITUA BHELIHER ynakoBku (Kopobka),
(pacosBka 50*2 TecTOB

N

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Ctpanuya 2 u3 1



doTorpaduyeckoe n3obpakeHne Habopa peareHToOB [0 BCKPbITUS BHELIHEN yNaKoBKM (Kopobka),
hacoBka 50*2 TecToB

@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CTtpaHunua 313V



doTorpachuueckoe n3obpakeHne Habopa peareHTOB NOC/e BCKPbITUSA BHELWIHEN ynakoBKu (Kopobka),
(pacoBka 50*2 TecToB

CtpaHnuya 4 n3 v

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



doTorpacdmnyeckoe nsobpaxeHne Habopa peareHToB A0 BCKPbITUS BHELWIHEN yNnaKoBKN (KOpobka),
dacoBka 100 TecToB

@ 000 LIUPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTtpaHuya 5u3l



doTorpadmyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUS BHELIHENW ynakoBkKK (KOpob6ka)
®dacoska 100 TecToB

-,00 TecToB
BapvaHT ncnosiHeHuS. JIOXX000K0r el
p.,.C.p.u-o-Ho. JIBHOIO MCMOoJIb30BaHUA
TONbKO ANd npogeccuo OTCYTCT.Y<&
-s»4 ..r. ‘e

>CCUhCN«»'e

1™

@ 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTpoHNUO 613 T



doTorpagpuueckoe nsobpaxeHne Habopa peareHToB Noc/e BCKPbITUS BHELWIHE yNaKoBKU
(kopobka). d®acoBka 100 TecToB

CrtpaHunua 7u3 T

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



doTorpaguyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUSA BHELLUHEN ynaKoBKM (Kopobka).
dacoBka 100*2 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CrtpaHnuya 8mn3s 1



doTorpadmnyeckoe n3obpaxeHne Habopa peareHTOB NOcNe BCKPbITUS BHELIHENW ynakoBKN (KOpobka)
®dacoska 100*2 TecTOB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpoHULO 9u3 1



doTorpagpunyeckoe n3obpakeHne TPaHCNOPTHOW yNnakKoBKM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 10vm3 ¥



doTorpagnyeckoe n3obpaxeHme Kkannbpartopos

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHULO M3 X



¢%IorpaqomquKoe N306paKEHNE KOHTPO/bHBLIX MaTepuanos

TeU]> 11 1iJJiUIW | Il 1d'41%1 [ -7

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpaHuya 12 n3 IS



doTorpagrnueckoe nsobpaxeHue KapTpugxei
BapunaHT KapTpugxa Ne 2

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 1313 K



doTorpachmnyeckoe n3obpaxeHme kapTpuaxen
BapunaHT kKapTtpupgxa Ne 1

& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
CtpaHunuya 14 u3 I
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Habop peareHToB /19 KO/IMYECTBEHHOI O ONpeaesieHns
pPakoBO-3MOPUNOHANBHOTO aHTUMEeHa B CbIBOPOTKE KPOBU
yenoseka (CEA CLIAMicroparticles (CEA)) Ha aHann3aTopax
MMMYHOXEMWUIOMUHECLLEHTHbLIX cepun AutoLumo

BapunaHT ncnonHeHusa: ®acoska 50*2 TectoB

PerncrtpaynoHHoe ygoctoBepeHune: Ne P3H 202X/ XXXXX oT XX. XX . XXXX

Tonbko /1A npodpeccnoHanbHOro NCNob30BaHUA

AHTuTena kBNY 1, 2 nsupycy renatnta C nuHBsAg oTcyTCcTBYIOT

YNONHOMOUYEHHbI# NpeACTaBUTENb NPOU3BOAMUTENS HA
Tepputopuu Poccuiickoih degepaumnm:

000 «AsnaMepgKoHcanT»
109004. r MockBa, BH. Tep. . MyHULWNabHbIA OKPYT
TaraHckumia, yn. A. ComkeHuybiHa, g. 27. at/nom/kom 1/111/10

000 LMPMH (@] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CEA CLIA Microparticles

REF cmB0205 LOT
AutoLumo CEACalibrators 8X
IVP I Quafity Control TC

Microparticles Solution

Enzyme Conjugate

H317.H412

For professional use only

AUTOBIO DIAGNOS”CS CO..LTD.

M, o

° wn —

2]

o

E>50zg®

gome Z

OUJ

o= A N 8>08 0 0g= &5

UL°O O~ Ok o

=>q

SON O °Q &



doTorpacdunyeckoe n3obpaxeHme MapkKnpoBOYHOIro CTUKepa NOTPEOUTENBCKOM YNakoBKK
MeaguunHckoro nagenua. d®acoska 100 TecTos

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHunya 16m3 1



& O °rTduR

Habop peareHTOB 415 KONMYECTBEHHOI O onpeaeneHuns
pPakoBO-3MOpPNOHa/IbLHOIO aHTUTEeHa B CbIBOPOTKE KPOBU
yenoseka (CEACLIAMicroparticles (CEA)) Ha aHanm3aTopax
MMMYHOXEMUTIOMUHECLEHTHbIX cepun AutoLuTo

BapuaHT ncnonHeHunna: ®acoska 100*2 tectoB

PBr»«crtpaymoHHo« ygoctoBepeHme: Ne P3H 202XYXXXXXOTXX. XX . XXXX

Tonbko /1A npocheccnoHasibHOTo NCNOJIb30BaHUA

AHTuTena KBNY 1,2 n Bupycy renatuta C u HBsSAg oTcyTcTByIOT

YNONHOMOYEHHbIA NPefCcCTaBUTEND MPOM3BOJUTENS HA
TeppuTopuu Poccuiickoil degepauum:

000 «AsnaMepgKoHcanT»
109004. r MockBa, BH. Tep. I. MYHULMMabHbIA OKPYT
TaraHckuin, yn. A. ConxeHuusblHa, g. 27, at/nom/kom 1/111/10

000 LIMPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CEA CLIA Microparticles

REF CMB0203 LOT
AutoLumo CEACalibrators 8 X
IVD |Qua|ity Control 100%2 2X i

Microparticles Solution

Enzyme Conjugate

(0]
H317.H412

For professional use only
AUTO08I10 DIAGNOSTICS CO.NTO.
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doTorpaduyeckoe n3obpaxeHne Mmaketa MapkKMpoBku kanubpartopa HM3Koro yposHsa (Calibrator
A) v kannbpaTtopa BbicOKOro yposHsa (Calibrator B)

Calibrator A
[ W CEA frc
Recon. With 1.OmL Distilled Water V

AUTOBH® DIAGNOSTICS CO., LTD. TC/J1

Calibrator B
B

S

Qvd | CEA [
Recon. With 1.O0mL Distil ted Water V
AUTOBIO DIAGNOSTICS co., LTD. [C/J1

doTorpauryeckoe n3obpaxeHne maketa MapKMpOBKU KOHTPONA HU3KOro ypoBHA (Quality
Control 1) 1 KOHTponA BbicOKOro ypoBHA (Quality Control 2)

Quality Control 1

CEA n
Recon. With 1.OmL Distilled Water J

AUTOBIO DIAGNOSTICS CcO., LTD. [C4

Quality Control 2
1/\

CEA ex
Recon. With 1.O0mL Distilled Water V

AUTOBIO DIAGNOSTICS co., LTD. [C4

000 LIMPMH @] INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR.RU
000 P (&1 ® CtpaHnua 18 n3 1



MapkeT mapkuposkn OCHOBHOro peareHta CEA ang BapuaHta ucnosiHeHuA: dacoska 50*2
TecToB

CEA

1. Microparticles Solution 1.2mL
2. Enzyme Conjugate 5.5mL

LOT

2x N

VD

AUTOBIO DIAGNOSTICS CO., LTD.

MapkeT mapknpoBkn OcHoBHoro peareHta CEA gna sapuaHTa ncnonHeHusa; ®acoska 100
TectoB, dacoBka 100*2 TecToB

CEA

1. Microparticles Solution 2.3mL
2. Enzyme Conjugate 11.0mL

LOT

2x N

IVD

AUTOBIO DIAGNOSTICS CO.. LTD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHMLO 19 u3
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MpoHyMepoBaHo, MPOLUINTO W

CKpenneHo nevyaTbo Ha

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



