Dororpadutieckue niobpakenus obmero BEIa HA MEAHUHHCKOC H3XCARE

KoATpoabAbIe MATEPHAJILI AN NOATBEPXRIEHHA BOCMIPOHIBOTHMOCTH H HPABHILHOCTH
KOJTHYUECTBEHHOTO ONpeIeieHHA nporacTpuu-puansuar-nentuas (ProGRP)
HMMYHOXeMHTIOMAHECHCHTHLIM METOIOM B CHLIBOPOTKE M ILIA3Me KPOBH Y€/I0OBEKA HA
AMMYHOXHMEYECKHX ananmaTopax Alinity i «ProGRP Kontpoabtsie MaTepuanbi (Alinity
i ProGRP Controls)»

(pa3mepoM He MeHee 18 x 24 canTuMerpa)

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHU# 1 PETHCTPALIMH MELMLMHCKUX U3REM



doTorpaduueckoe nsobpaxeHue suga ynakoskm ProGRP KoHTponbHble maTepuansl (Alinity i ProGRP Controls)
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dotorpaduyeckoe u3oGpaxeHne oTkpbiToi ynakoexu ProGRP Kontpoasusie maTepmanw: (Alinity i ProGRP Controls)
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doTorpaduyeckoe n3obpaxeHne ynakosku n pnakoHoB ProGRP KoHTponbHble maTepuansl (Alinity i ProGRP Controls)
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doTorpaduyeckoe n3obpaxeHue nakoHoB ProGRP KoHTponbHble maTepuans! (Alinity i ProGRP Controls)

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



L)

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



Bcero NpownTo, NpoHymepoE
N CKpernsieHo rneyarbio
nncToBs
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Maker MAapKHPOBKH Ha MCHAHIIHHCKOS H3AC/IHE

KoRTpoabHbie MATEPHAJIBI LIS HOATBEPXKICHHS BOCTIPOHIBORHMOCTH H OPABHILHOCTH
KOJIHYEeCTBEHHOr 0 ONpeAcieHHE NPOracTpHH-puansnAr-nenTuaa (ProGRP)
HMMYHOXCMRIIOMAHCCICHTHLIM METOAOM B CLIBOPOTKE H HIA3ME KPOBH 1€J0BEKa HA
HMMYHOXHMHYecKHX aHanuzaTopax Alinity i «ProGRP KoHTpoasHbIe MATEPHAIBI
(Alinity i ProGRP Controls)»
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Maker MApKHPOBKH MARINACKOrO HYIEIHE AMu oGpamenns na Tepputopan Poccuiickoli Menepannn
ProGRP KonTtpoabusie MaTepuansl (Alinity i ProGRP Controls), Kar Ne 09P3210

@ (REF| 09P3210 [vD g

KoWTponbHble MaTepuanb ANA NOATBEPXASHUS BOCNPOM3BOAUMOCTU ¢
NPaBUNbHOCTU KONUYECTBEHHOrO OnpefeneHns NPOracTPUH-PUNUSUHT-NeNnTMAA
(ProGRP) UMMYHOXEMUNIOMUHECLISHTHLIM METOAOM B CLIBOPOTKE U nnasme
KpOBU uenoBeKka Ha WMMYHOXUMUYeCKUXx aHanusatopax Alinity i «ProGRP
KonTponsHouie matepuansi (Alinity | ProGRP Controls)» B cocrase:
Koxtpons L (Control L) -1 ¢onaxoH x 8,0 mn.; Koutpons M (Control M) -1 ¢pnakon
x 8,0 mn.; Koutporib H (Control H) -1 ¢nakoH x 8,0 mn.; UHcTpykuma no
npumeHeHuio / MpoussoauTtens: 36601t MMEX, MNepmanus, Abbott GmbH, Max-
Planck-Ring 2, 65205 Wiesbaden, Germany / Mecto npounssoactea: Denka Co.,
Ltd., Kagamida Factory, 1359-1, Kagamida, Kigoshi, Gosen-shi, Niigata, 959-
1695, Japan / CtpaHa npoucxoxaeHus: AnoHus / PY Ne / oT
v ! WHCcTpyxuMs nO NPUMEHEHWIO HaA PYCCKOM  A3bIKE:
www.corelaboratory.abbott /IFU / Cepua, ncnonb3osartb 40, YChOBUA XpaHEeHUs
yKasaHbl B rpacgpuueckux cumeonax. Pacwundposky rpaduyeckux CUMBONOB CM.
B MHCTPYKLMW.

ABTOpPM30BaHHbIA NpeACTABMTESfbL U3rOTOBUTENS Ha TeppuTopun Poccun
n Apyrux ctpad CHI™:

O6wWwecTeo ¢ orpaHM4eHHOW OTBETCTBEHHOCTBIO «J060TT JlaGopaTopus»,
125171, Poccws, r. Mockea, JleHuHrpaackoe wocce, 16A, cTtpoeHne 1,

Ten: +7 (495) 258 42 70 (80); Pakc: +7 (495) 258 42 71 (81)
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MaKeT OpuUrMHanbHO MapKUPOBKN MeAULMHCKOTo nsgenmsa ProGRP KoHTponbHble maTtepuanbl (Alinity i

ProGRP Controls), Kat Ne 09P3210
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MaKeT MapKMpPOBKMN KOMMNOHEHTOB MeanLMHCKOro nigenns ProGRP KoHTponbHble Mmatepuansl (Alinity i

ProGRP Controls), Kat Ne 09P3210

» KoHTponb L (Alinity i ProGRP Control L)

Alinity i 09P32L
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CBefleHVs 0 CTaHAapTax, NPUMEHSIEMbIX K 3TUKeTKe Ha MI:

CraHgapT
rOCT P NCO
18113-1-2015

MOCT P NCO
18113-2-2015

oCT P NCO
15223-1-2014

HaumeHoBaHue cTaHfapTa

MeouUWHCKWE  un3genus  ANA AWArHOCTMKKM  in vitro.
NHpopmaLms, npegocTtasnsemMas N3roToBUTENEM
(mapkmnpoBka). Yactb 1. TepmuHbl, onpegeneHns u obuime
TpeboBaHuS.

MefguuMHCKUe u3genus AN AWArHocTMKM T vitro -
WNHpopmayms, npegocrtaensemas npon3BoAUTENEM
(MapkupoBka) - YacTtb 2: PeareHTbl And AWAarHOCTUKM in Vvitro
ANA NPo¢hecCMOHaIbHOTO NPUMEHEHMS.

N3penna  meguumHckue. CUMBONbI,  NPUMEHSEMbIE  MpU
MapKMpoOBaHUN Ha MeAMUWUHCKUX WU3Lennsax, 3TUKETKax u B
COMpPOBOAWUTENbHON AOoKyMeHTauuu. Yactb 1. OCHOBHble
TpeboBaHus.

PacLu1gpoBKa CMBO/MOB NPEeACTaBNEHA B UHCTPYKLIMN.
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Bcero npowunTo, NpoHymepoBa
M CKpen”~HO ne4yarblo
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