®otorpadrueckne uzobpaxkenus obmero BHAA Ha MEAUIMACKOE H3LE/IHE

KouTpoanELle MATEPHAL 1S BOATBEPAACHEA BOCHPOHIBOAHMOCTH H NPABAJILHOCTH
KOJIHYECTBEHHOTO ONPECNCHNT METOTPERCATA HMMYHOXEMHIIIOMNHECHECHTHBIM METOA0M B
CHIBOPOTKE H IIA3Me KPOBE YeN0BeKa HA HMMYHOXRMEYECKEX agaan3aTopax Alinity i
«MeroTpexcar KorTporsanie MaTepuans: (Alinity i Methotrexate Controls)»

{pasmepom He MeHee 18 x 24 caHTEMETpA)

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



®OTo6rpagnyeCkoe N306paxkeHne BUAa YTAKOBKU «MeTOTpeKcaT KOHTPONbHble MaTepuans! (Alinity i Methotrexate Co
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doTorpapuyeckoe nsoppaxeHne oTKpboITON ynakoBknm «MetoTpekcaT KoHTponbHble maTepuans (Alimty i Methotrex Sje
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doTorpapuuyeckoe nsobpaxeHne ynakoBkm n gnakoHoB «MeToTpekcaT KOHTpOANbHbB "™aTepuan*drarrgenn
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Bcero npouwmo, NPOHYMEPOBANO
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MakeT MapKUPOBKM Ha MeANLMHCKOE U3enne

KOHTpObHbIe MaTepuasibl AN NOATBEPXKAEHMUSA BOCMPOU3BOAMMOCTU U
NpPaBW/IbHOCTU KONMYeCTBEHHOI0 OnpeaeneHnsa MeToTpeKcarta
NMMYHOXEMWU/TIOMUHECLIEHTHBLIM METOOM B CbIBOPOTKE W M/1ia3mMe KpoBU
yesiloBeKa Ha UMMYHOXMMUYECKUX aHanmnsaTopax Alinity i «MeToTpekcaTt
KoHTponbHbIe MmaTepuanbl (Alinity i Methotrexate Controls)»
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IREF 109P48-10 LU

KOHTpOnbHbIE MaTepunasbl 1A MOATBEPXKAEHUA BOCNPON3BOANMOCTU U
npPaBUIbHOCTN KONMYECTBEHHOTrO ONpejeneHna MmetoTpekcara
NMMYHOXEMUNKOMUHECLEHTHBIM METOLOM B CbIBOPOTKE U nia3mMme KpoBU YenoBeka Ha
MMMYyHOXMMMYecknx aHanmsatopax Alinity i <MeToTtpekcaT KoHTponibHble maTtepuansl (Alinity i
Methotrexate Controls)»

B cocTase:
KoHtpornb L (Alinity i Methotrexate Low Control) -1 x 8,0 mn

KoHTponb M (Alinity i Methotrexate Medium Control) - 1x 8,0 mn

KoHtporb H (Alinity | Methotrexate High Control) - 1x 8,0 mn

KoHTposnb X (Alinity i Methotrexate X Control) - 1 x 8,0 mn

VIHCTpYKLMA MO NPUMEHEHWIO
I'Ipomsso,qmenb «3660TT 'M6X 1 Ko. KI'» (Abbott GmbH & Co. KG), Max-Planck-Ring 2, 65205
Wiesbaden, Germany (FfepmaHus)
MecTto npousBoacTBa: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA. (CLLA)
CTtpaHa npoucxoxgeHua: CLUA /PY Ne ot ../ VHcTpyKuusa no npyMeHeHUIo Ha
pycckom s3bike: www.abbottdlagnostics.com/IFU
Ceputo, CPOK rofHOCTU, YCNOBUS XPaHEHWs, CTpaHy NPOUCXOXKAEHUS U rpamryeckme CMMBO/bI CM. Ha
OPUrMHa/ILHOM YrnakoBKe. PacLlumgpoBKy rpaimyeckmnx CMMBOJIOB CM. B UHCTPYKLWN.
[JaHHbIV NPOAYKT COAEPXKUT NOMyYEHHbIE OT YenoBeka U/wiv NOTEHUNaIbHO MHPEKLUNOHHbIE
KOMIMOHEHTB.
ABTOpPU30BaHHbIN NpeAcTaBuUTeNb N3FOTOBUTENA Ha Tepputopun Poccumn n gpyrux ctpaH CHI:
O6LLECTBO C OrpaHNYEHHO OTBETCTBEHHOCTLIO «3660TT /labopaTopn3», 125171, Poccus, 1. Mocksa,
NeHviHrpagckoe Lwocce, 16A, ctpoeHuve 1,
Ten: +7 (495) 258 42 70 (80); daxc: +7 (495) 258 42 71 (81)
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A|Inlty i Methotrexate Controls Abbott
looncl [ Methotrexate
mol @M meme ML yr Ctrls

IOMIFOU 1x 8.0mL 0070 0.048 - 0.092 0.032 0.022 - 0.042 UM G tCeKG

Ix 8.0mL 0.460 0.304+ 0596 0204 0.138 . 0271 1 SMOGWAbich d
Ix 8.0mL 1.000 0.875- 1.32S 0454 0307 - 0.602 29 C€
1x 8.0mL 10.000 6.750 - 13.250 4.544 3.087 - 8021
MEOMDadMMT B/
rc

CONTAINSt AZIDE

IRD.CTLA i

MaKeT MapKUPOBKM Ka>Kaoro KOMNOHeHTa MeAULNHCKOro 13aenms
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IVD Alinity i 09P48L
80ml

Methotrexate 0,070 fimoliL
ceh ICONTROL 709260 ROL
CONTAINtiAaDt LIBQ
ABECTT
IVD Alinity i ngg.‘im
Methotrexate 0.450 pmollL
rc-A CONTROL M 709-265 ROL
CONTAINtiAaDE LAE)@.
ABET
IVD Alinity i 09P48N
soml
Methotrexate 1.000 pmol'L
I'cA CONTROL H 709270 ROL
COMTAINSt AZIDE LAE)@.
ABBOI
IVD Alinity i 03';4%
Methotrexate 10.000 fimoLL
rc-A CONTROL 709-345 ROL
CONTAINSiAZOE Qe
ABET a

CBefleHnsa 0 cTaHZapTax, NPUMEHAEMbIX K 3TUKETKe Ha MU

CraHgapt
FOCTPUCO 18113-1 -
2015

MOCTPNCO 18113-2-
2015

FOCTPUCO 15223-1-
2014

HanmveHoBaHwe cTaHAapTa

MeanuUMHCKNE W3fenns ANns AUarHoCTUKKM in vitro - MHopmaums,
npefocTaBnfeMas npounssoauTeneMm (MapkupoBska). Yactb 1. TepMuHbl,
onpezeneHns u obLume TpeboBaHMs

MeguumHCcKne usgenus ANs AWarHocTMkM in vitro - WHdgopmauums,
npefocTaBnseMas Npon3BoanTeNieM (MapkKUpoBKa). YacTb 2. PeareHTbl gns
ANAarHOCTUKM in Vitro A4na NpogecCMoHaIbHOro NPUMeHEHNS

N3genna megmumHckme. CUMBObI, MPUMEHAEMbIE NMPU MapKMPOBaHNW Ha
MEAULUMHCKMUX — U3LeNnaX,  9TUKETKaX W B COMNPOBOAUTE/NIbHOW
AOKyMmeHTauun. Yactb 1. OCHOBHbIE Tpe60oBaHWS

PaCLLII/ICpDOBKa CMMBO/10B NpeacTaB/ieHa B UHCTPYKUMW MO NPUMEHEHWIO.
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Bcero npowuTo, nponymepos
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