®ororpadpuveckre H306paxkeHut 00MIEro BUHAA HA MEAHTHHCKOE H3AEIHE

KoHTpoabLHbIe MATEPRAISI /IS NOATBEPARACHHS BOCTIPOHIBOAEMOCTH H NPABHILHOCTH
onpeaeieHRS ABHAHOCTH aHTHTE Kiacea IgG k Toxconname
AMMYHOXeMHETIOMEHECIIEHTHLIM METOIOM B CHIBOPOTKE H MJIA3ME KPOBH HeJI0BEKR HA
HMMYHOXHMHYECKHX auasu3atopax Alinity i "Toxo asuanocTs anTaTen IgG
Konrpomubie MaTepHaan (Alinity i Toxo IgG Avidity Controls)”

{pa3mepom He MeHee 18 X 24 caHTEMETpA)
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3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



AllNnity i Toxo IgG Avidity Controls

Tax Avidity Ctrl

%Avi
1 X 6.0 mL <50.0

1 X 6.0 mL >60.0
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Bcero npowunTo, NpOHYyMepoBaHo
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MakeT MapKHpOBKH Ha MEJHIIMHCKOE H3/EIHE

KonTpoabnbie MaTepHAabl IS NOATBEPXKACHNA BOCHPOH3BOANMOCTH H NPABHILHOCTH
onpefieieHHs ABHAHOCTH aHTHTe Kiacea IgG k Toxconnasme
HMMYHOXeMH/IIOMHHECIICHTHLIM METOOM B CHIBOPOTKE M IIa3Me KPOBH Ye/I0BEKa Ha
HMMYHOXHMHYeCKHX aHaau3aTopax Alinity i "Toxo asuanocTs anTuTen IgG
KonTtpoabnbie MaTepnansi (Alinity i Toxo IgG Avidity Controls)"
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/KOHTpPO/IbHbIE MaTepuasbl 4ns NOATBEPXAEHWUSA BOCMPOMU3BOAUMOCTU M NPaBUIbHOCTH
‘onpeeneHns aBuaHOCTM aHTUTEN Knacca IgG K Tokconnasme
NMMYHOXEMUTIOMUHECLIEHTHLIM METOOM B CbIBOPOTKE W Nia3Me KPOBU YenioBeka Ha
NMMYHOXMUMUYECKMX aHanmn3aTopax Alinity i

"Toxo aBngHoCcTb aHTuUTen IgG KoHTponbHble maTepuans! (Alinity i Toxo 1gG

Avidity Controls)"

B cocTaBe:
- KoHTponb Hu3kom aBugHoctn (Toxo IgG Avidity Low Avidity Control) -1 x 6,0 mn
- KoHTponb BbicoKoW aBugHocTn (Toxo 1gG Avidity High Avidity Control) -1 x 6,0 mn
- VHCTpYKUMA N0 NPUMEHEHUIO

MpownssoanTens: Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205, Wiesbaden,
Germany ("epmaHus) / PY Ne / or__ . . |

VHCTPYKLMIO MO NPUMEHEHMIO Ha PYCCKOM si3blke cM: www.abbottdiagnostics.com/IFU
Cepwus, 1UCMob30BaTh A0, YCI0BUA XPaHEHWNSA YKa3aHbl B Fpaginyeckmnx CUMBOMAX.
PacLumngpoBKy rpayecKknx CUMBOJIOB CM. B MHCTPYKLMK.

[aHHbIA MPOAYKT COAEPXXUT NOMYyYeHHbIE OT YeoBeKa U/Un NoTeHUMa bHO
NH(EKLMOHHbIE KOMIMOHEHTHbI.

ABTOPU30BaHHbIN NMpeAcTaBUTe b N3rOTOBUTENA Ha TeppuTopun Poccum n gpyrux
cTpaH CHI:

OOLLeCTBO C OrpaHNYeHHO OTBETCTBEHHOCTLIO «3660TT JS1abopaTtopms», 125171,
Poccusa, r. MockBa, JIeHUHrpagckoe wwocce, 16A, CTpoeHue 1,

Ten: +7 (495) 258 42 70 (80); dakc: +7 (495) 258 42 71 (81)
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~EXp.

CBefieHNda 0 cTaHgapTax, NpuUMeHsAeMbIX K 3TUKeTKe Ha MU

CraHpapTt
rOCTPNCO 18113-1 -
2015

FTOCTPNCO 18113-2-
2015

FTOCTPNCO 15223-1-
2014

HavmeHOBaHuVe eTaHAapTa

MeauuuHCKMe u3genus ns AnMarHocTUKW in vitro - WHGpopmMayums,
npegocTaBnsiemass npomsBoguTesieMm (Mapkuposka). Yactb 1. TepMUHBbI,
onpegeneHns n obuine TpeboBaHUA

MeauuuHCKMe un3genna Ana AUarHocTUKM in vitro -  WHGopmayms,
npegocTasnsemas nponssogmtenem (MapknpoBka). YacTb 2. PeareHTbl 414
OMarHoCTUKM in vitro AN npogecCUoHaNbHOro NPUMeHeHUs

N3pennga MeANLUNHCKNE. CumBObI, npuMeHsieMble npu
MapKupoBaHUU Ha MEAUUWMHCKUX U3dennax, I3TUKeTKax U B
CONPOBOAMTENbHOM fOKYMeHTaumn. Yactb 1. OCHOBHble TpeboBaHMA

PacwimnpoBKa CMMBO/I0B NpeAcTaB/ieHa B MHCTPYKLMW MO MPUMEHEHNIO.
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Bcero npowunTo, NPOHYMEpPOBaHC
M CKpenjeHo nevyatbio i
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