O6uwecTBo C OrpaHUYEHHOW OTBETCTBEHHOCTbH
«A3UAMELKOHCONT»
Poccusa. 109004, Mocksa, yn. A. Co/mkeHuubliHa, a. 27

Ten.: +7 495 988 47 44
A3 I/I S:I M E |ﬂ| Ol'PH: 1137746433879
MHH: 7709929540

KOHCAIJT

NOATBEPX AL

AvpekTop no pa3sBuTuio
000 «AMK»

Mepuyesa H. H.

5» ceHTAGpa 2024 T.

POTONPA®PNYECKNE N3OBPAXEHWA
MEOAVNUNHCKOIO 3OENNA
Habop peareHToB A/19 KO/IMYECTBEHHOIO OonpejesieHns cepAeyvyHoro TpornoHWHa | B
CbIBOPOTKE M nnasme KpoBu venoseka (cTnl CLIA Microparticles (cTnl)) Ha
aHanmsaTtopax MMMYHOXeMUTIMUHECLEHTHbIX cepun AutoLumo

CTtpaHunya 1ums 20

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MERHLMHCKUX H3OENHIA



doTorpagmuyeckoe nsobpaxeHne Habopa peareHTOB 40 BCKPbITUSA BHELWHE ynakoBku (Kopobka),
(hacoBka 50*2 TecToB

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

CtpoHunuo 2 ns3 20



doTorpachmnyeckoe nsobpaxeHme Habopa peareHTOB A0 BCKPbITUSA BHELWHe ynakoBku (Kopobka),
¢hacoBka 50*2 TecToB

& 000 LIUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
CTtpaHunya 3 n3 20



doTorpadmueckoe ns3obpaxeHne Habopa peareHTOB 40 BCKPbITUS BHELWHEN ynakoBku (Kopobka),
(pacoBka 50*2 TecToB

%
%

<X

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
CTtpaHunua 4 n3 20



doTorpacdmyeckoe n3obpaxeHme Habopa peareHToOB NOC/Ne BCKPbITUS BHELWHEN ynakoBkuM (KOpobka),
pacoBka 50*2 TecTtoB (BapuaHT kapTpuaxa Ne 1)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTtpaHunya 5u3 20
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cTnl CLIA Microparticles
H  CMH0202 lot] 20230428 2023-04-28 § 2024-10-27

Microparticl*» Solution 2.3mLx1

Enxyt* Conjugal* S SmLxl

Calibrator A x 1

calibrator B x1

Quality Control 1 x 1 HL17,M412

Quality Control 2 x 1 for profBSsional us« only
AUTO08IO DIAGNOSTICS CO., LTD.

°0

BT 20 X 4

3© &To BN gD
gEoe ge o EN s

30 BA
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doTorpadhuyeckoe n3obpaxeHne Habopa peareHTOB A0 BCKPbITUA BHELWHEN ynakoBKU (Kopobka).
dacoBka 100 tecToB

& 000 LIUPMH (&7 INFO@CIRMIRU & WWW.G0SZDRAVNADZOR RU
CrnpoHuuo 7 13 20



gooTorpachuyeckoe n3obpaxeHne Habopa peareHTOB MOC/e BCKPbITUS BHELWHEN ynakoBKu (KOpo6ka).
dacoska 100 TecToB

=

/™1

- o g#_.>
> @

& 000 LIUPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CrtpaHuua 8 ns 20



doTorpacgmyeckoe nlobpaxeHne kanmbpartopos; Kannébpatop A u Kanmnbpatop B

@ 000 LYPMH &) INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR RU CrnpoHunuo 913«



doTorpagmyeckoe nobpaxeHme kannbpartopos: Kanuépatop A n Kanubpatop B

alibrator A Calibrator B
H3B
M7 40-27
clnl JLﬁ . A
ioti pithLOmLDistillefl
Hsl.OmL Distilled WH BDIAGNOSTICSCC

IXAGNOSTICS COJ

«

CrtpaHunuya 10 nus 2

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



doTorpacmuyeckoe nsobpaxeHmne kanmbpatopos; Kannébpatop A n Kanmbpatop B

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

J
?>dWater
50, LTD.

tor B

rc
kwied Water
CO..LTD,

CTtpaHunya I uns 20



rarpaguyeckoe nsobpaxeHue KoHTponei: KoHtponb 1 (Quality control 1) n KoHtponb 2 (Quality control
2)

Qualit) Qe

llod 20230428 llot] 2023042
2 2024-10-2? S 202410"
Recon. Wi

R:J?S BIO 01 AUTOBIO Ne

@ 000 LIUPMH () INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU CTpaHuua 12 u3 20



norpadgmyeckoe n3obpaxeHue KoHtponeii: KoHtponb 1 (Quality control 1) n KoHTponb 2 (Quality control

2)

dityControl 2

ne27 I/I

n

¥agnosticsco.,"

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

Quality Conuc*’
1230428

*24-10-27

K cTnl =
7-With 1.OmLDiil-»

“Biodiagnostics(®

CTtpaHunuya 1313 20



orpadgmueckoe n3obpaxeHne KoHTposnen: KoHTpone 1 (Quality control 1) n KoHTponb 2 (Quality control

2)
itrol 2 Control 1
<p> O
8t
tTri T
«illed Water Y Distilled Water
Q0. LTD '®RBTNIC.. LTD.

CtpaHuuya 14 n3 20
& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU P 4
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doTorpacmyeckoe n3obpaxeHne KapTpuaxen
BapuaHT Kaptpugxa Ne 2

@ 000 LHPMH [ INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU CrtpaHuua 16 3 20
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g o oxoMwo

Habop peareMTOB A/151 KOJIMY4ECTBEHHOTO ONpPeeneHns
CepAeyvHoro TposioMmHa | B CbIBOPOTKE 1 Nia3me Kposu
yenoseka (cTnl CtIAMicroparticles (cTnl))Ha aHanm3aTopax
MMMYHOXEMUMOMUHECLLEHTHbIX cepun AutoLumo

BapuaHT ncnonHeHuns: dacoska 100 Tectos
Pdructpaynommo* ygoctoMmp® mu*: TMP3H 202X/ XXXXX0T XX . XX. XXXX
Tonbko A1 MNpodheccnoHanbHOro NCNonb3oBaHns
YNONHOMOUYEHHbI npeanctasuTesib Npon3BoANTENA Ha
TeppuTopumn Poccuitckon degepaumm:

000 «A3nl4enKoHcant»
109004. r. MockBa, BH. Tep. I. MyHULMNanbHbI OKpYr
TaraHckuii, yn. A. ComkeHuublHa, g. 27, at/nom/kom 1/M1/10

Habop peareHTOB /19 KONMYECTBEHHOTO ONpeAeneHns
CepAeyYHOoro TponoHnHa | B CbIBOPOTKE U Mia3mMe KpoBK
yenoseka (cTnl CLIA Microparticles (cTnl)) Ha aHanm3atopax
MMMYHOXEMUTIOMUHECLLEHTHbIX cepum AutoLumo

BapuaHT ncnonHeHusa: dacoska 50*2 TectoB
PernctpaynoHHoe ygoctoBepeHmne: No P3H 202X/ XXXXX 0T XX. XX XXXX
Tonbko A1 npodpeccrnoHaibHOro NCnosib30BaHnA

YNONHOMOYEHHbIN NnpeAcTaBuTeNb NPOU3BOANTENS HA
Tepputopuun Poccniickoli depepaynm:

000 «A3naMepgKoHcanta
109004, r MockBa, BH. Tep. I MyHULUUNaNbHbIN OKPYr
TaraHckwnii, yn. A. ComkeHunybiHa, 4. 27, at/nom/kom 1/111/10

G’ﬂ(](][] LIUPMI &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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REF cmH0202 LOT

IVD

°0

cTnl CLIA Microparticles

Microparticles Solution 2.371k1 Cm
X A

Enzyme Conjugate S.SmLxi

Calibrator A x| q)

8 & 8- op poerD HAcTVEC aEvedd

H317.H412
Quality Control 1 ki For professional use only
Quality Control 2 «1 AUTOBIO DIAGNOSTICS CO., LTD.
>
: : 9
cTnl CLIA Microparticles f
Q
/\ S
REF CMH0205 LOT
Microparticles Solution 1.271k2
Enzyme Conjugate 3.0mLx2 8

IVD

Calibrator A x1
Calibrator 8 x1

Quality Control 1 xi q)

Quality Control 2 x1 H317.H412
For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

s U0

O ° BRI o



MakeT mapknpoBkn kanmopatopa (Calibrator A n B)

Calibrator A
[To3
Oy W cTW
Recon. With 1.0mL Distilled Water ~
AUTOBIO DIAGNOSTICS CO., LTD. zC ~
Calibrator B
n»
<
Oy U cTnl N e

Recon With 1.0mL Distilled W ater JK
AUTOBIO DIAGNOSTICS CO.. LTD. 2*C~

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

Quality Control 1
LLI

S

[ LW
. cTnl arc
Recon. With 1.0mL Distilled W ater

AUTOBIO DIAGNOSTICS CO., LTD. 2*Ci

Quality Control 2
g O

cTud
Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO., LTD. 2*C

@ 000 LUPMH (7] INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU CTpahnua Bus L



MapKeT MapKMpPOBKN OCHOBHOTO peareHTa A/ BapMaHTOB UCMNOSHEHUA: hacoBka 100 TecToB

) cTnl

1. Mkropartides Solution 23m /|
2. Enzyme Corrugate 5.5ml

acC

VD
MITONO DIAINOSNCSCO.. UO.

MapkeT MapKMpPOBKN OCHOBHOIO peareHTa Ais BapuMaHTOB MUCMOSIHEHUA: dhacoBKa 50*2 TecToB

(b cTnl

1. Mkropartides Solution 1"m L
2. Enzyme Corrugate 3.0ml

LOT
2X.J1

VD
amTono OIAGNOSNCS CO., uo.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CtpoHuuo 20 n3s 20



MpoHyMepoBaHO, NpoWwUT
CKpensieHo neyaTblo H

Cjpmui
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