®oTtorpaprueckue H300paKenns

«PearenTn B KacceTe AJIS KOJIHYECTBEHHOIO ONpee/ieHHN CBA3aHHbIX H CBOOOAHBLIX
Jgerxkux neneii Kanna AMMyHor/100y1HHOB HMMYHOTYPOHIHMETPHYECKHM METOAOM B
CLIBOPOTKE H ILIA3Me KPOBH HA aHAJH3aTOpax H Moayanax Gnoxnmuaueckux Cobas Integra
u cobas ¢ (KAPP2/Tina-quant Kappa Gen.2 COBAS INTEGRA/cobas ¢ systems), B
BAPHAHTAX HCIIOJIHEHHSD

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3RENM



PeareHTbl B KacceTe A1 KONMYECTBEHHOIO ONpeAeNieHns CBA3aHHbIX U CBOBOAHbLIX Nerkmx LUenein Kanna uMmMyHorno6yanHos
NMMYHOTYPOUAMMETPUYECKMM METOLOM B CbIBOPOTKE M Nia3Me KPOBWU Ha aHanusatopax u Mogynsax 6uoxummnyeckmx Cobas
Integra n cobas ¢ (KAPP2/Tina-quant Kappa Gen.2 COBAS INTEGRA/cobas ¢ systems)
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Peai eHTbl B KacceTe AN KONMYECTBEHHOI0 OnpeaeneHns CBA3aHHbIX U CBOBOAHbIX Nerkux ueneir Kanna nMMyHOrno6ynvMHos
MMMYHOTYPOUANMETPUYECKMM METOOM B CbIBOPOTKE M MMa3Me KPOBM Ha aHanm3aTopax W Moaynsx Guoxmmmnyeckux Cobas

Integra n cobas ¢ (KAPP2/Tina-quant Kappa Gen.2 COBAS INTEGRA/cobas ¢ systems)

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



PeareHTbl B KacceTe A/15 KOJIMYECTBEHHOTO ONpeAeNieHns CBA3aHHbIX U CBOBOAHBIX Nerkmx uenein Kanna uMMyHorno6ynmHoB
UMMYHOTYPOUAMMETPUYECKAM METOLOM B CbIBOPOTKE M MJia3Me KPOoBW Ha aHanm3atopax u Mogynsx 6uoxmmuyeckux Cobas
Integra u cobas ¢ (KAPP2/Tina-quant Kappa Gen.2 COBAS INTEGRA/cobas ¢ systems)

fd30mr

B: buffer 50 mmoUt
pH 8 ft PEG 7%

c; Polyckrtal arilhfiuren
keppe antiboly (o),
dependert ontitey;

TRIS/HCI buffer 20 mmoi/L,
pH 7.5

[LU ] 75562001

2 2025447
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PeareHTbl B KacceTe A5 KOIMYECTBEHHOM0 OnpeeneHns CBA3aHHbIX U CBOOOAHBIX NErkmnx Lenein Kanna mMMyHorno6ynmHoB
NMMYHOTYPOUAMMETPUYECKUM METOLOM B CbIBOPOTKE U MNia3Me KPOBM Ha aHanu3atopax v mogynax buoxmmuyeckmnx Cobas
Integra n cobas ¢ (KAPP2/Tina-quant Kappa Gen,2 COBAS INTEGRA/cobas c systems)
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PMM-«HTbl B K»CC«T« AnA nonmusacT— wHOfo onp«A*N*HuA ew oaHHbIX 1 CBO60AHBLI* nonoot Lonom Kanne
MbIMYHO-NOGY/IMHEB HMMYHBTYP6GUANM«TPUYOCIMM MOTO/04 B CbIBOPOTU» 1 NNB3MO lyoew N* aHONUXBIOPBX U «MAYTUK
6HOKMMHYOCTX CobmMm tntogram cobm e (KAPP2rrin*-quant Kappa Ban.2 COBAS INTEORA/eobaa e aymaTa»

PcrmctpannokHoc ygoctoBepeHne M P3H 2020/127(4 ot

CpoX rofisicCTH cm. SKynakcere

TemnepaType XpaHeHns CM rcaynaiccBxe

Komep nota cM. Ha yTLLCOBKe

MpounssoguTens: <<Roche Otagnottics CTbH»C'Pow XLtrHocTuke Mv6X'*)» Ssndhofer Straste 116,68305 Mannheim,
C/~rmany, 'epmaHns

M3genve npegHasHauyeHo TONbKO 418 AMAarHoCTUKM in vitro

YNOMHOMOYeHHbIV NpeAcTaB/Te/lb NPOU3BOANTENS HA TeppuTopun P®: O6LLeCTBO C OrpaHNYeHHOV 0TBBTCTBEKHOCTbIO
«Pow [inarHoctnka Pyc» (OO0 <>owjnarHocTuka Pyc»), 107031, Mocksa. Tpy6Has nnowagp, 4.2 Ten: +7 495

229-69-99, chakc: +7495 229-62-6" E-mail: mo»cow.reccpuon2_dia(~oche.com

VIHCTPYKUWA MO MPUMEHEHMIO Ha PYCCKOM 5i3bIKe Ha 6yb0XXHOM HOCUTESIe LL>ej0CTaB/IseTCA OTAebHO (Ana aai™oca

Heob6X0AMMO 06paTUTLCS K YNOTHOMOYEHHOMY MPeACTaBUTENO HA TMOUTOPUM P®, KOHTaKTbl CM. BbILLE).
Kar. Hoaaep 06749976190



PeareHTbl B KacceTe /11 KO/IMYeCTBEHHOTO ONpejesieHns CBA3aHHbIX 1 CBOOOAHBIX NErkux uenei Kanna uMmyHoOrno6ynmHoB
UMMYHOTYPOUAMMETPUYECKUM METOAOM B CbIBOPOTKE U Myia3Me KPOBU Ha MOAynax 6uoxmmmyeckmx cobas ¢ (KAPP2/T1na-
quant Kappa Gen.2 cobas ¢ systems)
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PeareHTbl B KacceTe /15 KOIMYECTBEHHOI0 ONpejeNieHnst CBA3aHHbIX U CBOBOAHbLIX Nerkmx Lenein Kanna uMMyHorno6ynnmHos
UMMYHOTYPOUAMMETPUYECKMM METOAOM B CbIBOPOTKE M M1a3mMe KPOBM Ha Moaynsx 6uoxmmuyeckux cobas ¢ (KAPP2/Tina-
quant Kappa Gen.2 cobas c systems)
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PeareHTbl B KacceTe /11 KOJIMYECTBEHHOI O OrpefesieHns CBA3aHHbIX U CBOBOAHBIX SIerknx uernein Kanna MMmyHorno6yivMHoB
UMMYHOTYPOUANMETPUYECKUM METOAOM B CbIBOPOTKE W Mia3Me KPOBU Ha MOoAynsx buoxmmmnydeckux cobas ¢ (KAPP2/Tina-
guant Kappa Gen.2 cobas c systems)
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PeareHTbl B KacceTe 419 KONMYECTBEHHOIO ONpejesieHns CBA3aHHbIX 1 CBOOOAHbIX Nerkmx ueneit Kanna uMmyHorno6ynmHos
NMMYHOTYPOUANMETPUYECKMM METOLOM B CbIBOPOTKE U Mia3Me KPOBU Ha MoAynsax 6uoxmmmyeckmx cobas ¢ (KAPP2/Tina-
quant Kappa Gen.2 cobas c systems)
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Nno A0BEPEHHOCTH M. 1
ot 30.01.2023 r.

Bcero nNpoHymMepoBaHo,
MPOLWHYPOBAHO 1
CKpenneHo neyarsbio

A nucta (0B)



