®ororpaduueckne w3oGpaxkenns oblero BUAa Ha MEAUIHHCKOE H3NEIHE

KoHTpoabHble MATEPRANSI VIS NOATBEPAACHHS BOCHPOH3IBOANMOCTH H UPABAILROCTH
KonHwecTBenHoro onpeacacans Muoraoluna STAT uMMyHOXeMEIIOMHHECHEHTHLIM
METOOM B CHIBOPOTKE H ILIA3ME KPOBH %€I0BEKa HA HMMYHOXHMHIECKHX AHATH3ATOPAX
Alinity i «Muornobun STAT Koarpoanuste maTepnann (Alinity i STAT Myoglobin
Countrols)»

(paamMepoM He MeHee 18 X 24 canTuMeTpa)

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



doTorpagmyeckoe n3obpaxkeHne Buaa ynakoskn MuornoonH STAT KoHTposbHble MaTepuans (Alinity i STAT MyogioSs;

Kat. Ne 04Vv3710
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doTorpaduyeckoe n3obpaxeHne snaa ynakosky MuornobmH STAT KoHTposbHble matepuansl (Alinity i STAT Myoglobin Controls), Kat. Ne
04Vv3710

o 6T
1v18

K|

< STAT Myoglobin Control*

IMLLITKT CM*
I 7 . /
Alinity *
Y MyoKifff
jrarafyogtobin Cewtoote

fi*BSSSSSS CAWN>
'Oet-C]V[ e Ti* rvbnic**ufe*6 «e w w «@peee % — --------
41tsefO0t

L
[« TMmt (T

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



doTorpamyeckoe n3obpaxeHue giakoHoB MuornobuH STAT KoHTponbHble matepuanbl (Alinity | STAT Myoglobin Controls), Kat. Ne
04Vv3710

1M
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MakeT MapKHpOBKH Ha MEAHLIUHCKOE H3MIETTHE

KoRTpoasHBI¢ MATCPHAIDI IS NOATBEPAXCHHS BOCTIPOH3BOAHMOCTH H NPABIILHOCTH
KOJIAYeCTBEHHOTO onpeaeieAns MEOraoduKa STAT aMMYHOXeMHTIOMAHECICHTHLIM
METO/AOM B CHIBOPOTKE H NAA3ME KPOBH “e/I0BEKa HA HMMYHOXHMAIECKHI AHANHIATOPAX
Alinity i «Mrornobun STAT Konrpoasusie maTepuansi (Alinity i STAT Myoglobin
Controls)»
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MakeT MapKMpOBKN MeAULMHCKOro n3genus Ans obpalieHns Ha Tepputopun
Poccuiickoin ®epepaunm MuornobuH STAT KoHTponbHble Matepuans! (Alinity i STAX
Myoglobin Controls), Kat. Ne 04Vv3710

04V3710 IVD

KOHTpONbHble MaTepuanbl AN NOATBEPXAEHNA BOCNPOU3IBOAMMOCTU M NPaBUIbHOCTU KOIMYECTBEHHOTO
onpepeneHna muornob6uHa STAT UMMYHOXEMUIOMUHECLEHTHBIM METOLO0M B CbIBOPOTKE Y NnasmMe KpoBU
yenoBeka Ha MMMYHOXMMUYECKUX aHannsatopax Alinity i «<Munorno6uH STAT KOHTpONbHbIE MaTepuansl
(Alinity i STAT Myoglobin Controls)»

B cocTtaBe: KoHTponb L (Alinity i Myo STAT Control L) -1 gpnakoH x 3,0 mn; KoHTponb M (Alinity i Myo STAT
Control M) -1 ¢pnakoH x 3,0 mn; KoHTponb H (Alinity i Myo STAT Control H) -1 ¢onakoH x 3,0 mn; UHcTpyKLmMA
no npumeHeHunto / Mpownssoautens: Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo,
Ireland / Mecto npoussoacTtea: Microgenics Corporation, 46500 Kato Road, Fremont, CA 94538 USA /
CTpaHa npoucxoxpaeHusa: CLUA/ PY Ne f OT___ .. ../ VNHCTpyKuMa nNo NpUMEHEHUIO Ha
pycckom s3blke: www.abbottdiagnostics.com/IFU/ Cepus, ncnonb3oBatb [0, YCI0OBUA XpaHEHNS yKa3aHbl
B rpathnyeckux cumBonax. Paclwmnposky rpapuyeckux CUMBOJIOB CM. B UHCTPYKLUN.

ABTOPU30BaHHbI NpeacTaBuUTeNb U3TOTOBUTENA Ha TepputTopun Poccum n apyrux ctpad CHI:
O6uwecTBO C OTPaHUYEHHOW OTBETCTBEHHOCTbIO «J660TT JlabopaTtopus», 125171, Poccus,

r. MockBa, JleHuHrpagckoe wocce, 16A, ctpoeHue 1,
Ten: +7 (495) 258 42 70 (80); dakc: +7 (495) 258 42 71 (81)
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MaKeT opUrnHanbHoM MapKMpoBKU MeanuUnHCKoro MuornobuH STAT KOHTpO/bHble
maTepuansl (Alinity i STAT Myoglobin Controls), Kat. Ne 04V3710

OuBIM [~1
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Alinity i STAT Myoglobin Controls
Myo STAT Ctris

Icomnobltj 2 = 3.0 mL
leownwt|MI 2x 3.0mL
leoNTNOLIH: 2 x 3.0 mL

CONTAINSI AZIDE
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MaKeT MapKMUPOBKN KOMMOHEHTOB MeANLIMHCKOIO n3aenvst MunornobuH STAT KoOHTponbHbIe MaTepuasbl

(Alinity i STAT Myoglobin Controls), Kat. Ne 04Vv3710

Kokrpornb L (Alinity i Myo STAT Control L)

initv i 04V37L
Alinity i o
Myo STAT
r T ICONTROL G999S3RO1
A ICONTAMWSIAZIOC S@@.
ABBOTT &

Kokrponbs M (Alinity i Myo STAT Control M)

EJ] ® Alinity i 043
'r-vc V*® Myo STAT '
4 r CONTROL M (99854R01
wurawuM ﬁﬁ]\tﬁb
A iCONTAMSH\ZBE S@@.
ABBOTT

KoHTponb H (Alinity i Myo STAT Control H)

Tor 04V37N
3 & Alinity = o
Myo STAT
r T mCONTROL H G99955R01
|
A\\ CONTAINS! AZID6 LAE)Q
ABBOTT &

CBefleHNsl 0 cTaHAapTax, MPUMEHSEMbIX K 3TUKeTKe Ha MU:

CraHpapTt HanmeHoBaHMe cTaHgapTa

FOCT P NCO MeguunHcKue  um3genusa  Ana  AWArHOCTUKM  in vitro.

18113-1-2015 WHpopmaums, npegocTtasnsemas N3roTOBUTENEM
(mapkupoBka). Yacte 1. TepMmuHbl, onpegeneHns u obuime
TpeboBaHuA.

rOCT P NCO MeguuuHckne un3genns  And  AMarHoCTUKKM  in  vitro -

18113-2-2015 WHpopmayms, npegocrasnsgemas npou3BoguUTenemM

(mapkunpoBKa) - YacTb 2: PeareHTbl 418 AMarHOCTUKKM in vitro
419 NPoghecCUOHaIbHOTO NPUMEHEHWS.

rOCT P NCO N3penna  meguunHckne. CUMBOSMBLI, MPUMEHSAEMble  MNpu

15223-1-2014 MapKUpPOBaHUN Ha MeAUUMHCKUX W3LeNnax, 3TUKeTKax W B
COMPOBOAMTENbHON  JOKyMeHTauun. Yactb 1. OCHOBHble
TpeboBaHuA.

PacLuMgpoBKa CUMBO/IOB NPeACTaB/IEHA B UHCTPYKLNM.
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