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«A3naMepKoHconT»
A3 I/l ﬂ M E|D| Poccua, 109004, MockBa, yn. A. ConxeHunubiHa, a. 27
Ten.: +7 495 988 47 44

KOHCAANT OFPH: 1137746433879

WHH: 7709929540

[MpeKkTop no pasBuUTHIO
I/I 000 «am k»

Mepuesa H. H.

» nekabps 2024 r.

POTOMPADPNYECKWME N3OBPAXEHNA
MEOANLWNHCKOIoO N3AENNA
Habop peareHToB ANA KONMYECTBEHHOIO onpefesieHna BbICOKOYYBCTBUTENbHOIO C-
peakTMBHOro 6esika B CbIBOPOTKe U nnasme kposu yenoseka (hs-CRP CLIA
Microparticles (hs-CRP)) Ha aHannsatopax MMMYHOXEeMUNIOMUHECLLEHTHbIX Cepun
AutoLumo

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCTIbITAHIA/ W PETUCTPALIMI MERHLMHCKUX H3ENHIA



doTorpadmsa Habopa peareHToB 40 BCKPbITUA BHeELWHeEN ynakoBku (kopobka), ¢hacoBka
50*2 TecToB

CnnpaHuua 2 ns3 17

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



doTorpadpmua Habopa peareHToB A0 BCKPbITUS BHELWHEN ynakoBKM (KOpobka), dhacoBka
50*2 TecToB

CTtpaHwnya 3 ns3 17

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



hs-CRP CLIA Microparticles

REF cmro102 LOT 20230415 2023-04-15 ~ 2024-10-14

Microparticles Solution 2.3mLx g

Enzyme Conjugate 11.Om L x| \/100 )K 2C
Sample Diluent 11.Om L x|

Calibrator A x1

CalibratorB x1 STk *t X H317.H412
Quality Control 1 xi For professional use Only
Quality Control 2 xi AUTOBIO DIAGNOSTICS CO.. LTD.

doTornacduna Habopa peareHTOB [0 BCKPbITUS BHELLHEW ynakoBku (kopobka), cpacoska 100 TecToB
& 000 LIUPMH 527 INFO@CIRMIRU € WWW.G0SZDRAVNADZOR RU

CTtpaHunua 4 n3s 17



hnTnrnachia 1
@ 000 LWHPMH (7 INFO C|RM|.RU@WWW.GUSZURAVNADZUR.RU(;I Ha60pa peareHToB 0 BCKPbITUA BHELWIHEN YNMTAaKOBKU (K0p06Ka), (baCOBKa 100 TecTOB
CTpaHI/ILI,a 5un3 17



MhnTNnrna i1 *
@ 000 LHPMH () INFO@CIRMLRU & WWW.G0SZDRAVNADZOR RU Cbl/lﬂ Ha60pa peareHToB nocsie BCKPbITNA BHELWIHEN YNaKOBKH, Cba.COBKa 50*2 TecToB

CTtpoHMuo 6 n3s 17



®oTornadpua Habopa peareHTOB Moc/se BCKPbITUS BHeLWHel ynakoBku, gpacoBka 100 TecToB

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

b*
S . % ? -

HS-CRP CUAMicoparticles
itroV

20230A15

AOTOBIO

tio
O»Alghos

0B

CTtpaHuuyo 7 us 17



Calilj Calibr
n 2023017 EE1 20230121

2 2024-07( 2 2024-071

LL| Recon W j-\-/--s‘l Recon.\l/
AUTOBION AUTOBIO>»

doTorpadusa kanubpaTopa HU3KOrO YPOBHA M KainépaTtopa BbICOKOrO YPOBHSA

CTtpoHuyo 8 ns 17

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



Calibrator A Calibrator B
1230121 J 20230121 |

124-07-20 2024-07-20

hs-CRP , hs-CRP .
pn.With .OmLDist#  A«n.With |.OmLOisti'

DIAGNOSTIC"  *)810 DIAGNOSTIC

doTorpadusa kanmbpatopa HU3KOro ypoBHA U Kannbpatopa BbICOKOTO YPOBHS

CTtpaHuya 9 us 17

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



f 2X, » 2C

[<tlled W ater J:Distilled W ater
HICSCO., LTD. ASTICS CO., LTD.
o rfctf

doTorpaduma kanmbpatopa HU3KOro YPOBHS U KannépaTopa BbICOKOTO YPOBHS

CTtpaHuya 10 us 17

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



Quality”™ s

Qualityi

20230121 lot] 2023011

S 2024-07-» 2 2024-07

Recon.Withlj VD Vi
AUTOBIO L Recort}

AUTOBIO'

doTorpadpma KOHTPONA HU3KOTO YPOBHS U KOHTPO/SA BbICOKOTO YPOBHS
CtpaHuuya N uns 17

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



ility Control 1 wvly Control 2

30121 \ a0

124-07-20 124-07-20

hs-CRP hs-CRP
With [.O m L DistjJ «on.With j Omi DistiH*

»«Q diagnostics' W|lo"N cihno5TIB

doTorpadusa KOHTPOA HU3KOTO YPOBHSA M KOHTPOJ/ISA BbICOKOTO YPOBHS

CTtpaHuya 12 u3 17

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



2*C » 2*c4
Jii'lled W ater UNistilled W ater

~NCSCO., LTD. ASTICS CO ., LTD.

doTorpadms KOHTPONS HU3KOTO YPOBHS U KOHTPOJS BbICOKOTO YPOBHS

CTtpaHuya 13 un3s 17

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

(04] hs-CRP

1. Microparticles Solution T.ZmL
2.Enzyme Conjugate S.SmL
3.Sample Diluent S.SmL

LOT 20230121 ym

2c4
2024.07-20

AUTOBIO DIAGNOSTICS CO.. LTD.

X w XK



doTorpadus kapTpuaxa, sapmaHt Ne2

CTtpaHnya 15 u3 17

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



doTorpaduma TpaHCNOPTHON yNakoBKM MeaULUHCKOTO U3aenus

CTtpaHuuya 16 n3 17

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



Ha6op paaraHToa ins KONMYACTMHHOIO ONpBAENanns
*bICOKOYYacTauTanbHoro C-paakrnaHoro 6enka acbla”oTka
nnnasma kposu yenoseka (ha-CRP CLIA Microparticle* (h»-CRP))

Ha aHanusatopax UMMYHOXeMWU/TIOMUHECLeHTHbIX cepun AutoLumo hS'CRP CLIA M ICI‘O pal’tIC|eS

BapuaHT ncnonHenuns: ®acoska 50*2 trectos

1.0cHoBHOW peereHT hs-CRP:

* PactBop mukpoyvactuy (MicroparUdea Solution), 1,2 mn - 2 wT.

- ®epMeHTHbIl KoHbloraT (Enzyme Conjugate). 5,5 mMn > 2 wt. .

- Pas6asutenb o6pasua (Sample Diluent). 5.5 Mmn-2 wr. M E Iemroios [LOT| 2
2-Kenun6psTop Hu3koro yposHs (Calibrator A) - 1wr.

3.Kanu6patop Bbicokoro yposHsa (Calibrator B) - 1 wr.

e.KoHTponb HU3Kkoro yposHa (Quality Control 1) - 1 wr.

5.KoHTponb BbICOKOTo ypoBHA (Quality Control 2) - 1 wr.

6.MIHCTPYKLMSA MO NPUMEHEHUIO - 1 WT. MicroparticlBSSolution t.2mL»2
7.Bknajbiw co WTPUX-KOAOM ANS Kanu6paTopos - 1 wT. * Enxym* ConjugstB S.SmL>2 D J I
6.Bknajbilw co WTPUX-KOAOM ANA KOHTponei - 1 wr. 73

IVD Sampl* Oilucnt S.SmL«2
Paructpaunonnoa ygectoeapaHHa: NeP3H 202X/XXXXX0TXX. XX. XXXX CallbratorA KI
Tonbko A1 npodeccCMOHaNbHOTO UCNONbB30BAHNSA CalibratorB
AHTUTena Kk BUY 1,2 n Bupycy renatuta C u HBSAg oTcyTcTByl0T Quality Control 1 »1 AH317 . Hdki2
YNONHOMOYEHHbIi NpeACTaBUTENb NPON3BOAUTENS HA Quality Control 2 For professional use only
TeppuTopun Poccuickod agapayuu: AUTOBIO DIAGNOSTICS CO., LTD

000 «A3usMepKoHcanTt»
109004, r. MockBa, aH. Tep. I. MyHULMNanbHbI OKPYT
TaraHckuii, yn. A. ConxeHuublHa, a. 27.3T/noun/kom 1/IM/10

MakeTbl pyCCKOA3bIYHO MapKMpOBKM Aans hacoBkn 50*2 TecToB

hs-CRP CLIA Microparticles

-Pactvep McpgHKimi (MKropafUcM» soblOan). 23 nn -1 art.
~e»pwuTh¥ MNMrar(Ens)imaCe«*udMas>. 1L.Oma- 1«n
“AmBamnm o6pama (Baném DMuan)). 11A un - | uT

a Ki»l*paTap Mumoro ypoan» (CalbfMorfj) -1 T REF CMR0102 | lof
3 Kanus”op amsouroypsam (Casiblabl 8) - lur
4. KBUTpONK MM »r0 ypBar» (Owallly Control 1) - 1 wr
5.KBMypoiik»uco»oroypoa«|(Ow Ly CoMrbl 2)- 1wt
S.HicTpytuH» no npsimaxanma -1 wr.

T.SwiajMe COWTPUXHANOH AN» «ansiparapoa -1 wr MtcroparticlasSolution 2.3ml>

€.BOtaw Ui 0oWTPUX-BNOM An» couTponaa -1 wr | Enzyma Conjugata 11 Om w1
>ysioeToaapamao: Ne P3H 202X /1(XXXX0r XX.XX.XXXX IVD 1 samplapiluant 1.0 fn ixi
Tonbko [I/IA NpotheCCoHanbHOro NCMosb30BaHNs Caiibratora > /\ *
Aun»tan»«BMU 1.2a»HpycyronatutaCaHB»aooTeyTcraylCT alibrator. !
CalibratorB N —

Topparopum SoeeaBeke* eagopasmu» .
00O rAnaMMKoHW AT, QualityContreM -1 For professional use only
1090M.I Macaw, el Tap.r MymmMuno/bTeodyr Quality Control2 >1 AUTOBIO DIAGNOSTICS CO., LTD.

Taramea«l.ys A.CaxaunanHa.g.2T.n/noblnm 111/10

MakeTbl pyCCKOA3bIYHO MapKMpPOBKM Ans cpacoBku 100 TecToB

CTtpaHuya 17 uns 17

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



MepoBaHoO, MpPOoWwnTO U
O Neyarbo Ha

JMCTax

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



