O6wecTBO C OrpaHUYEeHHOW OTBETCTBEHHOCThIO
«A3namMegKoHCOoNT»

A3 I/l ﬂ M Eﬂl Poccus, 109004, MockBa, yn. A. Co/mxkeHuubliHa, a. 27

Ten.: +7 495 988 47 44

K O H C Aﬂ T OI'PH: 1137746433879

WNHH: 7709929540

NOATBEPXAAIO

[lnpekTop No pasBuUTUIO
000 «AMK»

MepueBa H. H.

» HOA6pA 2024 T.

POTOTPAPNYECKUE N3OBPAXEHWA
MEAONUMNHCKOIO U3AENNA
Habop peareHToB A1 KO/IMYECTBEHHOIO onpefeneHna TupeornobynnHa B CbIBOPOTKe
kpoBu yenoseka (TO CLIA Microparticles (TO)) Ha aHannsatopax
NMMMYHOXEMUNIOMUHECLEHTHbIX cepun AutoLumo

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM MCMbITAHIW W PETMCTPALIMI MEAHLMHCKUX H3DENHIA
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doTorpadmyeckoe n3obpaxeHme Habopa peareHToB, PacoBka 50*2 TecToB
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doTorpacmueckoe nsobpaxeHne Habopa peareHToB, ®acoBka 100 TecToB
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®oTorpacmueckoe nsobpaxeHme Habopa peareHToB, ®acoBka 100 TecToB
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doTorpachmyeckoe nsobpaxeHune kanmbpartopa A n kanunépartopa B (Calibrator A n Calibrator B)

Cali Calit
[loT| 202308 (tori 202305":
g 2024-# S 2024-0»

CTtpaHunua 6 ns 17
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hoTorpacmyeckoe n3obpaxeHue kanubpartopa A u kanmbpartopa B (Calibrator A n Calibrator B)

¢ Calibrator A Calibrator 8
350512 SJJO512
««=08-11 nJ408-11
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doTorpaduyeckoe n3obpaxeHue kannopartopa A n kannbpartopa B (Calibrator A n Calibrator B)
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doTorpadhmyeckoe n3obpaxeHne KOHTPOAE HU3KOTO M BbICOKOTO ypoBHen (Quality control 1 m
Quality control 2)

Quak
{iflil 202305":
8 2024-H

n5Tom»»Yy
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oTorpacdmyeckoe n3obpaxeHne KOHTPONEN HM3KOTO N BbICOKOTO ypoBHeli (Quality control 1 n

Quality control 2)
r1

«lity Control 1!  uitty Control 2

# C
MM1
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sorpadunyeckoe n3obpaxeHne KOHTPONEN HU3KOTO N BbICOKOTro ypoBHeit (Quality control 1 un
Quality control 2)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHnya 11 us 17



doTorpaduyeckoe n3obpaxeHme KapTpuaXeii ¢ OCHOBHbIM peareHToMm
BapuaHT kKapTtpugxa Ne 1

@ 000 LUPMI [ INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR.RU CtpaHuue 12u3 17



doTorpadpuyeckoe nsobpaxeHme KapTpuaXxXer ¢ OCHOBHbIM peareHTom
BapuaHT KapTtpugxa Ne 2
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oTorpaguyeckoe m3obpaxeHue npuMmepa TPAHCMNOPTHON YNAaKOBKM MeAULMUHCKOTO U3AENNS:

CrnpoHuuo 14 n3 17
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Habop peareHTOB 4/11 KONIMYECTBEHHOTO OnpeaesieHns
TupeornobynuHa B CbIBOPOTKE KpoBU YenoBeka (TG CLIA
Microparticles (TG)) Ha aHann3aTopax
UMMYHOXEMU/TIOMUHECLIEHTHbIX cepumn AutoLumo

BapunaHT ucnonHeHus; dacoska 50*2 rectoB

1. Oad4oaHoii peareHT TG:

- PBcTeop mukpomacTtHL, (Microparticiea S<4ution), 1.2 mn- 2 um.
- PepmMeHTHbIV koHBbloraT (Enzyme Conjugate). 3.0 ma -2 wit.
>N"36aenTenb peareHta (Assay Diluent), 3.0 un - 2 wr.

. Kannbpatop Hu3koro ypoBHa (CaibratorA)-1 wr.

. Kann6patop Bbicokoro ypoBHs (Caitbrator 8) ~ 1 wr.

. KoHTp”b HM3KOro ypoBHs (Ouaity Consol 1)<>1 w.

. KoHTpoT» BbIcOKOro YypoBHA (Quality Control 2) - 1wr.

. VIHCTpyKUuMA no npyumeHeHunto - 1 wr.

. Bknagblw co WTpmux-kogom Ansa kanméparopos - 1wt

. Bknagblw co WTPMX-KOAOM ANA KOHTPOen-1 wr.

PernctpaynoHHoe ygoctoBepeHmne: NeP3H 202X/ XXXXX oTXX JCX.XXXX
Tonbko agnd I'IpO(bECCVIOHa!'IbHOFO mcnonb3oBaHWUA
AHTuTena kBNY 1.2 n Bupycy renatnta C n HBSA9 oTcyTCTBYIOT

YNO/IHOMOYEHHbIN npeanctaBnTe/ib Nnpon3BoanTesid Ha
TeppuTtopun Poccuiickoii degepaumn:
000 «AsunaMegKoHcanTt»

109004. r. MockBa, BH. Tep. I. MyHULMUNa/IbHbIA OKPYT
TaraHckuii, yn. A. CoykeHuublHa, 4. 27. aT/nom/kom 1/111/10

oO~NOOTPhwWN

Habop paaraHToagnaxonuyactaaHHoroonpaABiaHMBTpaoTobynHaa
cwaopOTKOkpoBu yanoseka (TO CLIA MiCfoparUdat (TO))Ha ananmaaTtopax
nmnymoxamunllsiMHacuaHTMbIXCBpUMANT: | T 0

5 OQEACOTTD)- It=t
a ror EEHOVEEVO<<LIT
7. Bsan:ib ARET

Tonato M npochacenomanbHoro nenonmoaan Wi

Aututanak BN41.2 neupycy renatmtaC u MiBaAoetcyTtcTta”
YnonnomoyauHbilii 1paAeTaBuTe/Ib NPOU3BOANTBAHA
TappuTBpumn Poecsiiceoii ®agapauuu:

QDM >
TCEOL IF MOAVIa IODNNBK <14
THEeCTAIA AT AR IO
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REF CMEO80S LOT

IVD CatibratorA ml
Calibrator B ml
Quality Control 1 H317,H412
Quality Control 2
For professional use only
AUTOBIO DIAGNOSTICS CO., LTD.
TG CLIA Microparticles
REF cME0802 LOT
Microparticles Solution 2.3mLal
Baeyme Conjugate S.SriLal
IVD Assay Diluent S.SnmLai

TG CLIA Microparticles

cd

Microparticles Solution 1.2mLM2
EnzymeConjugate 3.071k2

Wy S0*2 D a r

Assay Diluent 3.0mLx2

CatibratorA al

0]

~ H317,H412
For professional use only

AUTOBIO DIAGNOSTICS CO. LTD.

CalibratorB al

QualityCorntroM  al
Quality Control 2 al
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MakeT mapkupoBku kannépartopa (Calibrator A n B)

Calibrator A

(<>

Recon. With 1.0mL Distilled W ater ac
AUTOBIO DIAGNOSTICS CO., LTD. TC N1

Calibrator B

| S cD

DOS TG ac
Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO., LTD. rx”™n

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

Quality Control 1

(& o

Recon. With 1.0mL Distilled W ater at
AUTOBIO DIAGNOSTICS CO., LTD. a2CA»

1w

Quality Control 2

l/\

TG ac
Recon. With t .OmL Distilled Wdter V
AUTOBIO DIAGNOSTICS CO., LTD. , x »
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|lapkeT MapKMpoOBKM OCHOBHOIO peareHTa A/id BapnaHTOB ucnonHeHua: gpacoska 50*2 TecToB

1G

1. Mcropartides Solution Um L
2. Enzyme Coitiugate 3.0rbl
3. Assay Diluent 3.0mL

(L~

dC
2"C

VD
AUTOeiIO DIASHOSTICSCO., ITD

MapKkeT MapKMpPOBKM OCHOBHOIO peareHTa A/l BapuaHTOB MUCMONHeHUs: dpacoBka 100 TecToB

o TG

1. Microparticles Solution 2JmL
2. EnzymeCory'upate S.SmL
3. Assay Diluent S.SmL

LOT
2*C

IVD
MITOeiO DIASKOSTICSCO.. UD
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MpoOHyMepoBaHO, MNPOLINTO U
CKPENJIEHO MeyaTblo Ha
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