O6U,ecTBO C OTPAHNYEHHOW OTBETCTBEHHOCTbL IO

«A3nAMefKOHCONT»
A3 I/l FI M Eﬂl Poccua, 109004, MockBa, yn. A. ConxeHuubliHa, a. 27
Ten.; +7 495 988 47 44

K O H CA]'I T OTlPH; 1137746433879

NHH: 7709929540

NOATBEPXAAIO

JvpekTop no pasBuTuUIO
000 «AMK»

MNepueBa H. H.

ceHTaA6pAa 2024 .

POTONTPAPNYHECKUME N3OBPAXEHWNA
MEONUNHCKOIO N3OE/TNA
Habop peareHTOB A/19 KONIMYECTBEHHOTO OnNpefesieHNa BbICOKOYYBCTBUTENBHOTO
cepaeyHoro TponoHnHa T B CbIBOPOTKe U nnasme kposu yenoseka (HS-cTnT CLIA
Microparticles (HS-cTnT)) Ha aHanu3aTopax UMMYHOXEMUTIOMUHECLUEHTHbLIX CEpUmn
AutoLumo

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHWI 1 PETUCTPALIMH MELMLIMHCKUX U3RENM



doTorpadmueckoe n3obpaxeHme Habopa peareHToB A0 BCKPbITUSA BHELUHEN yNaKOBKM
(kopo6ka), thacoBka 50*2 TecToB
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doTorpadpmyeckoe n3obpaxeHne Habopa peareHToB 40 BCKPbITUS BHELIHEN YyNnakoBKU
"Kopobka), thacoBka 50*2 TecToB

lam|

el N
e td

000 LWPMM (27 INFO@CIRMLRU & WWW.G0SZDRAVNADZOR.RU
SODINC - CTpoHMUOo 313 22



doTorpadpmyeckoe n3obpaxeHne Habopa peareHToOB 40 BCKPbITUS BHELUHEW yNakoBKU
(kopob6ka), hacoBka 50*2 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTPOHMLO 4 u3 22



goTorpaduueckoe nsobpaxeHne Habopa peareHTOB NOCNE BCKPbITUSA BHELIHEN YyNAaKOBKMN
(kopo6ka), thacoska 50*2 TecToB (BapuaHT kapTpuaxa Ne 1)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 5us 22



HS-cTnT CLIA Microparticles

\B E~ CMHO0602 \LOT1 20230920 2023-09-20 n 2025-03-19

Microp«rticl*sSolution 2.3mLKt
InxymoCon|ug«t« Il .OmLxt
pm -\ SompU Dtluont S.SmLx 1
\IV D\ Celibrotor A Xt
Calibratort xt /\ 8’
Calibratorc x 1
Quality Controlt xt H317.n412

Quality Control 2 x 1 Forproftssionijlus« only
AUTOBIO DIAGNOSTICS CO., LTD.

gmorodw 3
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doTorpadmss Habopa peareHTOB [0 BCKPbITUA BHeLUHel yrnakoBku (kopobka). Pacoska 100
TecToB
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doTorpadua Habopa peareHTOB A0 BCKPbITUS BHELLHEN ynakoBKu (Kopob6ka). dacoska 100
TEecToB

«> -C Cc
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doTorpagmueckoe n3obpaxeHne Habopa peareHTOB NOCNE BCKPbITUA BHELIHEN yNnakoBKu
(kopob6ka). ®acoBka 100 TecToB

—h

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CrtpaHuuya 9uns 22



doTorpagmnyeckoe nsobpaxeHne kanmbpartopoB: Kannopartop A (Calibrator A) n Kannépatop B
(Calibrator B)

v p
"o fi:
Vv
_\/x-
/.‘r mn
~glibt* Call calibf
.

A 202308"" lis3 202308~ 20230823

S 2025-02-~ 8 202S-Q~L 8 20257

Necwit- _ W itfl
AUTOBIO Recon.
AUTOBIO
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doTorpadgmyeckoe nsobpaxeHne kanmbpartopoB: Kannopartop A (Calibrator A) n Kanuépatop B
(Calibrator B)

"Nibrator Ailibrator B

~0823 R o Y

~m02-22
HS-cTnT

Jjith 1.0mL 1.0mL OjP WitSN™MTnT oy
diagnostics™ ™Dia gn o s ticsi.omL >

mN'agnostics CO'
4;--: "L
mSi
-urK7/\?-n
W w
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doTorpagmnyeckoe nsobpaxeHne kanumbpartopos: Kannbpartop A (Calibrator A) n Kanuépatop B
(Calibrator B)

@ 000 LUPMH () INFO@CIRMLRU @ WWW GOSZDRAVNADZOR RU CTpaHuie 12 us 22



doTorpachuyeckoe nobpaxeHue KOHTponel HU3KOro yposHa (Quality control 1) un
BblCOKOro ypoBHeii (Quality control 2)

QuaM™" Qualiw
(rOT) 2 Q30® [r(.TI] 2023082

g 2025°A g 200502

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHuua 13u3 22



doTorpagumyueckoe n3obpaxeHne KOHTponen HNU3Koro ypoBHs (Quality control 1) u
BbICOKOTO ypoBHeli (Quality control 2)

%Y Control 1 j Quality Contro

% 2 3 "4230823
AN2-22 ,A25-02-22
.n “"bIODIAGNOSTIC5" AnOBto DIAGNOST'AM -

@ 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
CTpoHuyo 14 us3 22



doTorpachuueckoe nlobpaxeHne KOHTposielh HU3KOro ypoBHa (Quality control 1) un
BbICOKOTo ypoBHeii (Quality control 2)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 15u3 22
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doTorpachuyeckoe n3obpaxeHne npumepa TPAHCNOPTHON yNakoBKN MeAULMHCKOTO
n3penvs:
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Habop peareHTOB A/19 KONIMYECTBEHHOrO onpeaesieHns
BbICOKOYYBCTBUTE/IbHOIO CEPAEYHOIo TPONOHMHA T B CbIBOPOTKE
1 nnasme kpoBu yenoBeka (HS-cTnT CLIA Microparticles
(HS-cTnT)) Ha aHanuM3aTopax MMMYHOXeMUTFOMUHECLEHTHbIX
cepnnAntOnnTto

BapuaHT ncnonHenna: ®acoska 100 TecToB

PernctpaunoHHoe yaoctoBepeHue; blaP3H 202X/ XXXXX0T XX. XX . XXXX
TonbKo gns I'lpOCbECCI/IOHaJ'IbHOFO MCMOoJ/1b30BaHUA

AHTuTena k BUY 1, 2 usupycy renatuta C nHBsAg oTcyTCcTBYIOT

YNOAHOMOUEHHbI NpeacTaBuTe/b NPON3BOANTENSA Ha
TeppuTopumn Poccuiickoii depepaumm:

000 «AsznaMepgKoHcanTt»
109004. r MockBa, BH. Tep. I MyHULUUNaNbHbI OKPYT
TaraHckuii, yn. A. ConmxeHuuyblHa, 4. 27, at/nom/kom 1/111/10

Habop peareHTOB /19 KOJIMYECTBEHHOIO onpefenieHns
BbICOKOYYBCTBUTE/IBHOIO CEPAEYHOrO TPONOHNHA T B CbIBOPOTKE
1 nnas3me KpoBu Yenoseka (HS-cTnT CLIA Microparticles
(HS-cTnT)) Ha aHann3aTopax MMMYHOXEMUTIOMUHECLLEHTHbIX
cepumn AutoLuTo

BapuaHT ncnonHeHuna: ®acoska 50*2 TecToB
PBructpaumoHmno* yapoctosepeHune: NsP3H 202X/ XXXXX oTXX. XX. XXXX

Tonbko O/ npoecCcnoHanbHOro NCNosib30BaHus
AHTuTena Kk BNY 1. 2 n Bupycy renatnta C n HBsAg oTcyTCcTBYIOT

YNONHOMOUEHHbI NpescTaBUTENb NPOU3BOAMTENS HA
TeppuTtopumn Poccuiickoli ®egepaynu:

000 «A3uaMepgKoHcanT»
109004, r. MockBa, BH. Tep. I. MyHULUNNANbHbIA OKPYT
TaraHckuii, yn. A. ConxeHunyblHa, 4. 27, at/nom/kom 1/IM/10

;2 000 LMPMM (&7 INFO@CIRML.RU & WWW.G0SZDRAVNADZOR.RU

ro

HS-cTnT CLIA Microparticles

REF CMH0602 LOT
Microparticles Solution 2.3mLx1 rc
EnzymeCor~ugate [1.OmLxl re
Sample Diluent S.Srr x|

VD Calibrator A k1 A <$>
Calibrators «1 H317H412
CalibratorC «1 For professional use only
Quality Control 1 k1 AUTOBIO DIAGNOS~CS CO., LTD.
Quality Control 2 k1

HS-cTnT CLIA Microparticles

REF CMH0605 LOT I/I
Microparticles Solution 1.2mLM2 SX
Enzyme Conjugate S.SmL>«2 50*2 ZXX
Sample Diluent 3.0mL«2
Calibrator A x1

IVD

Calibrator B x1
CalibratorC xl1
Quality Control 1 xl1
Quality Control 2 x1

H317.M412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

Yy

*
Q

8o ©g~

EN ESG EN 8 X8 OH00¢

o

2508w

8[\)



MakeT mMapkupoBku kannbpatopa (Calibrator A, B, C)

Calibrator A
LOT
HS-cTnT |
Recon. With 1.OmL Distilled Water V°®*
AUTOBIO DIAGNOSTICS CO.. LTD. TC4
Calibrator B
LOT
VD HS-cTnT
Recon. With 1.0mL Distilled Water Y °*
AUTOBIO DIAGNOSTICS CO.. LTD. 2X 4
Calibrator C
lot]
« (b
S
HS-cTnT

Recon. With 1.0ml Distilled Water V°®”
AUTOBIO DIAGNOSTICS CO.. LTD. 2Xx 4

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHnuya 20 ns 22



MapkeT mapknpoBkn kKoHTponda (Quality Control 1 n Quality Control 2)

Quality Control 1

LOT
IVD HS-cTnT 8C
Recon. With 1.O0mL Distilled Water Y
AUTOBIO DIAGNOSTICS cO.. LTD. [C/1
Quality Control 2
LOT
ND HS-cTnT

Recon. With 1.0ml Distilled Water 1k '
AUTOBIO DIAGNOSTICS CO, LTD , . 4

000 LMPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
000 fPH i1 ® CTtpaHuuya 21 ns 22



MapkeT MapkKnpoBKN OCHOBHOIO peareHTta A7 BapuMaHTa UcnosHeHus: gacoska 50*2

d HS-cTnT

1. Microparticles Solution 1.2mL
2. Enzyme G>njugate 5.5mL
3. Sample Diluent B.OmL

| 8 *C

r ¢ A

IVD

AUTOBO DIAGNOSTICSC a, LTD.

MapKeT MapKkMpoOBKM OCHOBHOrO peareHTa A1 BapMaHTOB UCNONHeHUs: chacoBka 100

d HS-cTnT

1. Microparticles Solution 2.3ml
2. Enzyme Conjugate 11.0ml
3. Sample Diluent S.Sml

r ¢ 1/

IVD
AUTONO DIAGNOSTICSC a, LTD.
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["pOHyMEPOBAHO, MPOLLUTO U
CKpErvieHo nevametoHA ' * '
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