O6LLI,€CTBO C orpaqueHHon OTBETCTBEHHOCTbHI

«A3naMepgKoHconT»
Poccusa, 109004, MockBa, yn. A. ComkeHunubiHa, g. 27

Ten.: +7 495 988 47 44

A3NA ME/A OFPH: 1137746433879
VHH: 7709929540
KOHCAJT

NOATBEPXOAO

pekTop No pasBUTUIO
000 «AMK»

H. H. NepueBa
» ntona 2024r.

POTOIMPAPNYHECKNE NSOBPAXXEHNA
MEAVLMHCKOrO N3AENNA
Habop peareHTOB ANA KONIMYECTBEHHOIO onpefesieHNna MHCY/NIMHA B CbIBOPOTKE KPOBMU
yenoseka (Insulin CLIA Microparticles (Insulin)) Ha aHann3aTopax
NMMMYHOXEMUNIOMUHECLEHTHBIX cepun AutoLumo

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



1. doTvorpadua Habopa peareHTOB [0 BCKPbITUSA BHELWHEW ynakoBku (kopobka),
(pacoBka 50*2 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CrtpaHuuya 2 us 20
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2. doTorpacdmsa Habopa peareHTOB A0 BCKPbITUS BHeLWIHEW ynakoBku (Kkopobka),
(pacoBka 50*2 TecTOB.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 3 u3 20



HaBop paaraHToa Ans KOAMYacTaaHHOro onpaganaHus
vucynMmMa acelaopoTka Kpoas dasnoaasa (Inaulin C4.1A
Micrpparticlas (InsukKn)) na aHanusiatopax

NMMYyMOXaMUAOMUHACLaHTNbIX capumn AutoLumo
BapuaHT ncnonHenunsa; ® acoska 50*2 tectos
AArHATAAYYAMHM MOar TWWWw Ta»: M=A3HT03x/KX X X X at XX XX XXXX
‘Tonako AJ1I9 Nnpod eccMoHanbHOFO NCNOMbL30BaHUSA
YnonHomMmaudanHbaB npagsTaamMTany nassaaagnransa Ha

Taaantaanu Moesafl««oA «aaapaHMM;

000 «AaunsiMaAKol
HOaOOA

Tar:

Moan*»

r MooHaa au rap r MyMUHUMAAIMMMIA OKPYT
. yn A ConTt a

BT. ar/nom/kom 1/11I/10

3. doTorpadma Habopa peareHTOB A0 BCKPbITUS BHeLWHelW ynakoBku (Kopobka),

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

(hacoBka 50*2 TecTOB.

CrtpaHuua 4 us 20



4. doTorpagus Habopa peareHTOB A0 BCKPbITUSA BHELWHEN ynakoBKK (Kopob6ka),
(pacoBka 50*2 TecTOB.

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuua 5 uns 20



5. ®oTorpadus Habopa peareHTOB NOC/e BCKPbITUSA BHELIHEN yNakoBKU,
hacoBka 50*2 TecToOB.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 6 ns 20



6. ®oTorpacpma Habopa peareHTOB A0 BCKPbITUA BHeLWHel ynakoBkn (kopobka),
pacoska 100 TecTOB.

@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHuua 7 n3 20



Insulin CLtA Microparticles
IWKFI CMGOIOa  ILOT| 20230838 ) 2023-06-28 7~ A2/

linsulin C«l

.1 QueMty Control _ -
ivDI1 abx
I ntym# Conlutieto

iftarmpio Oiluvnt Ntﬁ,pklia
For prof»iaton*| u*« ortit'
AUTOeiO DIAGNOSTICS CO , LTO

7. ®oTorpadusa Habopa peareHTOB A0 BCKPbITUSA BHELWHEW ynakoBku (Kopobka),
(pacoBka 100 TecTOB.

000 LIPMH &) INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR RU
000 fPMH B ® CrtpaHuua 8 ns 20
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WHoynwWM* = CW — BpOPW YprIoppap Onpurvh A
(INpuUMN} VP amanaapTeppk

PM«<yPBPMPNLpl*MpeMMTsaM* eppmM AutpLiHito
BapuaHT ncnonHaunmna- ®acoeska 100 Tactoa
UpmmTpdm»Uli— ynasTep |pe| |— L1«PpH»P*a/KKKAAPras ke« apss
ToNLKO ANA NPOMACCUOHANBHOFO UCNOALPOAAHUS
YnprnmMompmMpMubia nppapDKpUTENE IPMPPMUTRLA
TPPPTPPPYM MPBCMBAKPA AP<PPPM
292 AlMlHllpaKoKeaarB

0B0O4 T D, © Mypn BrpanvaP Pepyr
TprpNEEpE yn A cpnaw « 37. pr/npw/siom

8. doTorpadua Habopa peareHTOB [0 BCKPbITUSA BHELWHeW ynakoBkn (Kkopobka)

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

(pacoBka 100 TecTOB.

CTtpaHunua 9 us 20
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9. ®oTorpaduna Habopa peareHTOB 40 BCKPbITUA BHELWHeN ynakoBkn (kopobka),
hacoBka 100 TecTOB.

@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
CtpaHnua 10 n3 20



lity Control

Insuolir: E?UAy Mkraparlkle<
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Insuftn CLIA Microparticles
LI 20230628
2 2024-12-27

AUTOBtO DIAGNOSTICS CO , LTD

10. doTorpapus Habopa peareHTOB NOC/e BCKPbITUA BHELIHEN ynakoBKM,

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

(pacoska 100 TecTOB.

CtpaHuuya 11 n3 20
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(0] Insulin
Qﬁ ICTO%(GICIFEE(I(L(“(I( .2mL
3 Sampl»D<lu«nt S.OmL r
jiLOTj 20230626 BIC
2X-Y
~ 2024-12-27

MJTOSIO DIAONOSTICS CO.. L.TO.

12. doTorpadua kapTpuaxa (BapunaHt Ne2).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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13.doTorpacuma kanubpatopos (Calibrator A, Calibrator B).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 14 13 20



14.doTorpagusa kannbpatopos (Calibrator A, Calibrator B)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuua 15 us 20



15. doTorpadhus kannbpatopos (Calibrator A, Calibrator B),

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnunua 16 u3 20



16. doTorpacuma koHTponel (Quality Control 1, Quality Control 2).

@ 000 LMPMH [ INFOGCIRMIRU @ WWW GOSZDRAVNADZOR R CTpaHuua 17 u3 20



17. doTorpacuma koHTposieH (Quality Control 1, Quality Control 2).
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18. doTorpadua koHTponenn (Quality Control 1, Quality Control 2).
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)6op peareHTOB AN1A KOJIMYECTBEHHOrO onpeaeneHns
Cy/vHa B CbIBOpPOTKe KpoBu Yenoseka (Insulin CLIA
croparticles (Insulin)) Ha aHann3atopax
(MyHOXEeMUAOMNHECLLEHTHBbIX cepun AutoLumo

apuvaHT ncriosiHeHua: dacoska 50*2 TecToB

rnctpaumonHo* ygoctompaHma: Ne P3H 202X/ XXXXX0T XX . XX.XXXX

)bko OAJ1A MpodeccMoHanbHOINo UCA0Nb30BaHNA

IO/IMOMOYEHHBIV NpeAcTaBUTE b NPOM3BOAUTENS Ha
ppuTopumn Poccuiickon depepaynn:

00 «A3usaMegKoHcanTt»
)9004, r. MOCKBa, BH. Tep. I. MyHMLUUNa/IbHbIA OKPYr
{raHckuii, yn. A. ConxeHuublHa, 4. 27,3T/nom/kom 1/111/10

Insulin CLIA Microparticles

REF cwmco1os LOT d S
AutoLumolnsulin Calibrators 8Xx
IVD Quality Control D® X

Microparticles Solution
Enzyme Conjugate

. <>
Sample Diluent H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

19. MakeT pyCCKOSAA3bIYHHON MapKMpoBKM Ana dpacoBkm 50*2 TecToB.

Ha6op peareHTOB /151 KOSIMYECTBEXOr0 Orpesenenms
|<Hcynuvia a cbiBopoTke kpom Yenoseka {Insulin CLIA
Microparticles (Insulin)) Ha aHann3aTopax
«MMyHOKaunnItoMMHeCUaHTMbIX cepum AutoLumo

BapuaHT ncnonHeHusn: ®acoska 100 TecToB
YrmcraeymoMmmyaocToe*B«MmM:1e1>3H202)uX XXX X0TXX. XX XXXX
Tonbko [J1A MNMpodheccrnoHaibHOro NCnonb30BaHNsA

TONHOMOYEHHbIi NpeAcTaBMTENb MPOU3BOANTENSA HA
repputopsn Poccuiickon ®egapauun:

300 «A3snsMegKoHcanTt»
109004. r. MockBa, BM. TeP. T. MyHWULMMabHbI OKPYT
FaraHcHWiA. yn. A. ComkeHuubIHa, 4. 27. aT/nomyxom L1A/10

20. MakeT pycCKOSI3blUHOIA

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

Insulin CLIA Microparticles
REF cmG0102 LOT

Autol o Insdin Calibrators
VD QelityControl
NMicropartides Soution ¢
Erzyre Conjugate FRI7ZHI2
Sanrple Giluent For professional use only
AUTOBIO DIAGNOSTICS CO, LTD.

MapkupoBku ans gpacoskn 100 TecToB.
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