doTorpagmyeckme n306paxeHVs 06LLETO ByAa HA MEAVLIMHCKOE M3aenie

Kanunbpatop gna obecnevyeHnsa NpaBU/IbHOCTU KAYeCTBEHHOr0 onpejesieHns
aHTuTen Knacca IgM K Bupycy renatmta A UMMYHOXEMUNKOMUHECLLEHTHbLIM
METOAOM B CbIBOPOTKE U Naia3Me KPOBU 4YesioBEKA HA UMMYHOXUMUNYECKUX
aHanunsartopax Alinity i «<tHAY aHTuTtena IgM Kanunépatop (Alinity i HAVAD
IgM Calibrator)»

(pasmepom He MeHee 18 X 24 CaHTUMETPA)

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



doTorpaduyeckoe n3obpaxeHune snga ynakoskun «HAV aHtutena IgM Kanunbpatop (Alinity i HAVADb IgM Calibrator)»

AliNnity i HAVADb IgM calibrator
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Ddortorpaduaeckoe w3obpaxenne orkpuTol ynakoskd «HAV anturena IgM KanuGparop (Alinity i HAVAD IgM Calibrator)»
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doTorpaduueckoe n3obpaxkeHne ynakoBku u gnakoHoB «HAV aHTuTena IgM Kanubpatop (Alinity i HAVAb IgM Calibrator)»
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doTorpaduueckoe uzodpaxenne gnaxonos «HAV anturena igM Kam6patop (Alinity i HAVAb IgM Calibrator)» \
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3cero NpoLwuTo, NPOHYMepoBaHO
1 CKPEeneHo nevatbto
JINCTOB
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MaxkeT MapKHMpOBKH Ha MEHLIHHCKOE H3JIEJIHE

Kaaubpatop ans ofecneueHns NPaBAALHOCTH KAY€CTBEHHOTO
onpeae/ieHHA aHTHTe] Kaacca IgM k Bupycy renaTuTa A
HMMYHOXeMH/JTIOMHHECHCHTHBIM METOI0OM B CHLIBOPOTKE H MJIa3Me KPOBH
YeN0BEeKa HA HMMYHOXHMHYECKHX anaiu3aTopax Alinity i
«HAYV aurutena IgM KanuGparop (Alinity i HAVAD IgM Calibrator)»
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D IrRerl 02rR28-01

Kanmnbépartop ana obecneyeHns npaBM/IbHOCTM KayeCTBEHHOIO onpeaeneHns
aHTuTen knacca 1M kK Bupycy renatuta A UMMYHOXeMUIIOMUHECLEHTHbIM
METOAOM B CbIBOPOTKE U MNnJsila3aMe KpoBU 4vesioBeKa HaA MMMYHOXUMNYECKUX
aHanusartopax Alinity i «<HAV aHTuTena IgM Kanuopatop (Alinity i HAVAb IgM
Calibrator)» B cocTase:

Kannébpatop 1 (Alinity i HAVAb IgM CAL 1) - 1 donakoH x 3,0 mn

NHCTPYKUMA MO NMPUMEHEHUIO
JaHHbIN NPOAYKT COAEPXUT MOJTyYeHHbIe OT YesioBeka uU/unu NoTeHunasibHO
NH(PEKUMOHHbIE KOMIMOHEHTbI.
MpounssoaguTens: Abbott GmbH & Co. KG (3660TT T'Mm6X 1 Ko. KIN) Max-Planck-Ring 2,
65205 Wiesbaden, Germany/ CTpaHa npoucxoxaeHusa: NepmaHus /PY Ne oT /
MHCTpYKUMA MO NpUMEHEHUIO HA PYCCKOM fA3blke: www.abbottdiagnostics.com/IFU/
Cepus, ncnonb3oBaTthb A0, YC/I0BUA XPaHEHUS yKa3aHbl B rpadonyeckmnx cCUMBO/Iax.
PaclumdpoBKy rpagonyecknx CUMBOJIOB CM. B MHCTPYKLUMUN.
ABTOpPU30BaHHbI NpeacTaBUTeNlb N3rOTOBUTENSA Ha TeppuTtopun Poccum n gpyrux
cTpaH CHI: O6wecTBO C OrpaHN4YeHHO OTBETCTBEHHOCTbLIO «D660TT J1abopaTopmn3»,
125171, Poccus, r. MockBa, JleHUHrpaackoe wocce, 16A, ctpoeHue 1, Ten: +7 (495) 258
42 70 (80); Pakc: +7 (495) 258 42 71 (81)
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MakeT MapKUpOBKM KOMMOHeHTa (hnakoHa) MeANLMHCKOro n3aenms

CBefieHMs 0 CTaHAapTax, NPUMEHSEMbIX K 3TUKETKe Ha MIA:

CraHgapT HavmeHoBaHMWe cTaHfapTa

MOCTPuco MeouuMHCKME  u3gennd  ANA  OWMArHOCTMKM  in Vitro -

18113-1-2015 WHhopmaums, npefocTaBnseMas MPON3BOANTENEM
(MapkmpoBka). YacTb 1 TepMuHbI, onpedeneHus u obLive
TpeboBaHus

TOCTPuco MeauumHCKne  m3genns AN AUMarHocTUKM  in o vitro -

18113-2-2015 VHdopmaums, npegocrassemas Npon3BoANTENEM

(MapkupoBKa). YacTb 2. PeareHTbl 4718 AUarHOCTUKM in vitro ans
MPO(ECCMOHaILHOT0 NPUMEHEHNS

MOCTPuco N3genms  megmuuHcKMe.  CUMBO/bI,  MPUMEHSIEMbIE  NPU

15223-1-2014 MapKUpOBaHUN Ha MEAULMHCKUX W3OENUSX, 3TUKETKaX U B
COMPOBOAMTENbHON  AOKyMeHTaumn. YacTb 1 OCHOBHblE
TpeboBaHus

PaclLLMpoBKa CMBO/I0B NPeACTaB/eHa B MHCTPYKLIN.
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Bcero npoLwwmTo, NpoHyMepoBaHa
W CKPEN/IEHO MeYaThio
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