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POTONPAPNYECKUNE N3OBPAXEHNA
MEOAVUNHCKOIO N3AENNA

Ha6op peareHTOB A/1 KOJIMYECTBEHHOIO ONpeAeneHns acTpaanosia B CbIBOPOTKE U

nnasme kpoBu yYenoBeka (E2 CLIA Microparticles (E2)) Ha aHann3aTopax
UMMYHOXEMUMIOMUHECLEHTHbLIX cepun AutoLumo.

CtpaHuua 1u3 25
3NEKTPOHHAA KONHA OGOPMAIEHA LIEHTPOM UCTIbITAHIAV W PETUCTPALMI MEAHLMHCKWX H3DENHIA



doTorpaguueckoe n3obpaxxeHne Habopa peareHTOB [0 BCKPbITUA BHELIHEN YNaKOBKU
(kopob6ka), thacoBka 50*2 TecToB
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doTorpaguyeckoe n3obpaxeHme Habopa peareHTOB A0 BCKPbITUSA BHELIHEN YNaKOBKM
(kopobka), (hbacoBka 50*2 TectoB
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHunua 3 ns 2-



doTorpauyeckoe n3obpaxxeHne Habopa peareHTOB MOCNe BCKPbITUA BHELIHEW ynakoBKN
(kopobka), thacoBka 50*2 TectoB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuua 4 n3 25



doTorpauyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUA BHELIHEN YyNakKoBKU
(kopobka), thacoBka 100 TecTOB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CTpaHuuya 5 ns 2-



doTorpadumyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUA BHELIHEN YyNaKOBKU
(kopobka), hacoBka 100 TectoB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CtpaHuua 6 ns 2'
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doTorpaguyeckoe n3obpaxeHne Habopa peareHTOB NOC/Ae BCKPbITUS BHELIHEN YyNaKOBKM
(kopobka), pacoBka 100 TecToB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuuo 8 uns 25



doTorpagunyeckoe n3obpaxkeHne Habopa peareHTOB 40 BCKPbITUS BHELIHEN YNaKOBKM
(kopobka). ®acoBka 100*2 TecToB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuua 9 ns 25



0 U orcwS

& 000 LUHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

86



doTorpacmuyeckoe n3obpaxkeHne Habopa peareHTOB [0 BCKPbITUS BHELHEN YNaKOBKM
(kopobka). dacoBka 100*2 TecToB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuuya 11 us3 25



doTorpathmueckoe n3obpaxxeHne Habopa peareHTOB NOC/NAe BCKPbITUA BHELIHEN YyNakoBKK
(kopobka). ®acoBka 100*2 TecTOB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CnnpoHuuo 12 u3 25



doTorpaguyeckoe n3obpaxeHme kannbparopos: Kannépartop A (Calibrator A) u Kannbpartop B
(Calibrator B)
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doTorpagunueckoe nsobpaxeHne kanmoparopos; Kannbpartop A (Calibrator A) n Kannépatop B
(Calibrator B)
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doTorpauueckoe n3obpaxeHne kannbpartopos: Kannbpatop A (Calibrator A) n Kannépartop B
(Calibrator B)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpagmyeckoe n3obpaxeHne KoHTponen: KoHTponb HM3Koro ypoBHs (Quality Control 1) un
KoHTponb BbicOKOro ypoBHA (Quality Control 2)

[ivpl *1

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 16 u3 25



doTorpagmyeckoe n3obpaxeHne KoHTposein: KoHTponb HM3Koro ypoBHsa (Quality Control 1) un
KoHTponb BbicOKoro yposHs (Quality Control 2)
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doTorpagmuyeckoe n3obpaxeHne KoHtTponen: KoHtponb HM3Koro ypoBHs (Quality Control 1) un
KoHTponb BbicOKOro yposHs (Quality Control 2)

.-.K W ate*” W ate”
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& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHuua 18 n3 25



doTorpagmyeckoe n3obpaxeHne KapTpuaxemn
BapunaHTt KapTpmnaxxa Ne 1

000 LIMPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
Wo0DwtH . CtpaHuua 19uns 25



doTorpagmyeckoe n3obpaxeHne KapTpuaxemn
BapunaHT kKapTpugxa Ne 2

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 20 u3 25



doTorpaguyeckoe n3obpakeHne npuMepa TPAHCMOPTHON YyNaKOBKU MEAULMHCKOTO U3AENUS:

000 LIMPMH @] INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR.RU
000 fPHH i1 ® CtpaHuua 21 n3 25
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Habop peareHTOB A/151 KONIMYECTBEHHOIO onpeAesieHns
3CTpajvnosia B CbIBOPOTKE M N/1a3Me KPOBU YesioBeka
(E2 CLIAMicroparticles (E2)) Ha aHann3aTopax
MMMYHOXEMUTIOMUHECLEHTHbLIX cepun AutoLumo

BapuaHT ncnonHeHua: ®acoska 50*2 TecTtoB

ParnctpaynoHHo*ypoctoBepaHuma; Ne P3H 202X/XXXXX oT XX. XX . XXXX
TonbkKo aong I'IpO(*)eCCVIOHafIbHOFO NCnosib3oBaHNA

AHTuUTena kBWY 1. 2 nsupycy renatnta C u HBsSAg oTcyTCTBYHOT

YNONHOMOUYEHHbIN nNpeacTaBuTe/lb NPON3BOANTENSA HaA
Tepputopumn Poccuinickoii degepaunn:

000 «AsuaMegKoHcanT»
109004, r MockBa, BH. TeP. . MyHMLMNA/IbHbI OKPYT
TaraHckuia, yn. A. ConxeHuublHa, 4. 27, at/nom/kom 1/111/10

Habop peareHTOB A1 KONIMYECTBEHHOTO
onpepeneHna actpagnona B CbIBOPOTKe M Naasme
kpoBu yenoseka (E2 CLIA Microparticles (E2)) Ha
aHanmsatopax UMMYHOXEMUIIOMUHECLEHTHbIX
cepuun AutoLumo

BapunaHT ncnonHeHuns: ®acoska 100 TecTtoB

P«r«crpw |iemHo*ygoctoMp*MM«: NIP3H 202X/ XXXXX0TXX. XX . XXXX
TosnibkKo ansa ﬂpOCbECCI/IOHaﬂbHOFO ncnosib3oBaHMA
AHTuTena k BUY 1. 2 n Bupycy renatuta Cu HBsAg oTcytcTeyloT

Ynonuomoyenublii npeactaBuTens Npon3BoanTENS na
TeppuTopun Poccuiickoin depgepaumnu:

OO0 «A3naMegnKoHcanTt»

109004.r. MockBa, BH. Tap. . MyHULMUNanbHbI OKpYT
TaraHckuii, yn. A. ComxeHuubiHa, 4. 27. at/nom/kom 1/1IV10

000 LMPMH @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

E2 CLIA Microparticles

REF cwmFos05 LOT

AutoLumo E2 Calibrators 8X
IVD Quality Control

M icroparticles Solution 2X

Enzyme Conjugate
Antibody Solution CD
H317.H412
For professional use only

AUTOBIO DIAGNOSTICS CO., LTD.

E2 CLIA Microparticles
REF cwMmFo502 LOT d]

AutoLumo E2 Calibrators rc

Quality Control
IVD Microparticles Solution
Enzyme Conjugate A <I>
Antibody Solution H)17.H412
For professional use only

AUTOBIO DIAGNOSTICS CO.. LTD.

Acou

o

OF Q3E° 20X XE oQuy<L

| |
o

IQ

—e—rODo

3:°Q S3¥g° 00

oo
N3 e@e’ oLoro— §

oTO®

1
oO.

Q= B° ©gT 9

8 <o

9

0
9

0)
7s
mD

7s



o-odoa

[¢]
o
co

Habop peareHToB AN KONNYECTBEHHOTO
onpefeneHns acTpagnona B CbIBOPOTKE W Mia3me
kposu yenoseka (E2 CLIA Microparticles (E2)) Ha
aHanu3aTopax MMMyHOXEMUTKOMUHECLIEHTHBIX
cepun AutoLumo

BapuaHT ucnonHenus: ®acoska 100*2 TecToB

P«ructpaunoHHo«yaocToB<pBHUB; No P3H 202X/XXXXXOTXX. XX XXXX

TONbKOANS NPOECCUOHANBHOTO UCMOMb30BAHMS

AHTuTena Kk BUY 1,2 v Bupycy renatuta C n HBSAg oTCyTCTBYIOT

YNONHOMOYEHHbI NpeAcTaBUTENb NPON3BOANTENS Ha
TeppuTopumn Poccuiickoin deaepaumu:

000 «A3naMepKoHcanT»
109004, r. MockBa, BH. Tep. I. MyHULMNabHbIA OKpYr
TaraHckuin, yn. A. ConxenuubiHa, a. 27, at/nom/kom 1/111/10

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

E2 CLIA Microparticles

REF cMFo503 LOT

IVD

AutoLumo E2 Calibrators

Quality Control 1

00*2 X~
Microparticles Solution
Enzyme Conjugate

Antibody Solution

H317.H412

For professional use only

AUTOBIO DIAGNOSTICS CO., LTD.
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doTorpauueckoe n3obpaxxeHne makera Mapkmposku kKanubpartopa (Calibrator A u Calibrator B)

Calibrator A

[T o3

[LU E2 A arc

Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO.. LTD. 242 ~

Calibrator B
Ng$ >

S

Dyl E2
Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO.. LTD. 2C™

/\ arc

doTorpathuyeckoe n3obpaxeHme maketa MapkmMpoBkm KoHTpona (Quality Control 1 u Quality
Control 2)

Quality Control 1
#H<I>

E2 arc
Recon. With 1.0mL Distilled W dter _lk

AUTOBIO DIAGNOSTICS CO.. LTD. 2rc

Quality Control 2
lLoT

S

B2 arc
Recon. With 1.0mL Distilled W ater K

AUTOBIO DIAGNOSTICS CO.. LTD. 2«C»

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuua 24 n3 25



MapkeT MapKupOBKM OCHOBHOTO peareHTa A/ BapuaHTa McnosiHeHus: pacoBka 50*2

E2

1. Microparticles Solution 1.2mL
2. Enzyme Conjugate 3.0mL
3. Antibody Solution 3.0mL

Yy B UY:

LOT
2c4

IVD
AUTOBIO 01ACHO0$/1C$CO.. tJD.

MapkeT MapKMpPOBKM OCHOBHOTO peareHTa Ana BapuaHTOB UCNONIHEHUS: dhacoBka 100 n 100*2

<!> E2

1. Microparticles Solution 2.3mL
2. Enzyme Conjugate 5.5mL
3. Antibody Solution S.SmL

LOT pe-c

2 X 4

VD

AUTOBtO MA6H0$/1C$ CO.. LTD.

& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
CTtpaHnua 25 13 25



MpoHyMepoBaHO, MPOLWMUTO/

CKpeneHo neyarbio
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