DPOTIPAPNYECKNE N3OBPAXXEHUNA

«PeareHTbl 4Na KOIMYECTBEHHOI0 onpegeneHnsa uncrtatnHa C
NMMYHOTYPOMMETPMYECKUM METOA0M B CbIBOPOTKE M MJla3Me KPOBM Ha aHasmsaTopax u
Moaynsx cobas ¢ n cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl
NCMONMHEHNS»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3RENM



PeareHTbl 471 KO/IMYECTBEHHOrO onpegeneHns umctatuHa C UMMYHOTYpPOMMETPUYECKMM METOLOM B
CbIBOPOTKE 1 Masme KPOBWU Ha aHanmsaTopax U Mmoaynsax cobas ¢ u cobas Integra (CYSC2/Tinadiuant Cystatin

C Gen.2), BapuaHTbl UCNOSTHEHWS:
1. PeareHThbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 225 TecToB
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PeareHTbl A1 KONMYECTBEHHOIO onpegeneHnsa umctatmHa C UMMYyHOTYPOUMETPUYECKMM METOLOM B CbIBOPOTKE M Ma3Me KPOBM Ha
aBagusgrropax n mogynsax cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl UCMO/THEHUS:
L PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 225 TecToB
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PeareHTbl A/19 KOIMYECTBEHHOIO OnpefenieHns umuctatuHa C MMMYHOTYPOMMETPUYECKMM METOAOM B CbIBOPOTKE WM Mnasme KpPoBU Ha
aHasimsaTopax 1 mogynsx cobas ¢ n cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl UCMOSTHEHUS:
1 PeareHTbl B kacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 225 TecToB

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



PeareHTbl 41 KO/IMYECTBEHHOIO onpefeneHns uyuctatmHa C MMMYHOTYPOMMETPUYECKMM METOLOM B CbIBOPOTKE WM MNiasmMe KpPoBU Ha
aHanmsaTopax n moaynsax cobas ¢ 1 cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapyaHTbl UCNO/THEHNSA:
1. PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 225 TecToB

PM X Thl 4151 MOMU»»CTS>*P |0ro onpaasasiHUS LUCTATAN™ C H»M(JyHoTyp6ssi—TpMmv>Chlv meToZ0M ® cbiioponB 1 rTasm
A Yoswm ma I#mnumTo|; ox M Mofynax oobM; ¢ u cobMm im*gra (CYSC2/T(n»>quanl Cystatin C Gan.2). sapuaut MenosiMaHus:
1. PMrgHrel a saooatg (CYSC2/Tin%4|uant Cystatin C Qsn.2 oebaa o syatamt), 22S tsctoc

PerncrtpaymoHHoe ygoctoBepeHme Xi P3H 2019/8652 0T

Cpor rogHoCcTU CM Haysmcceke

Temnepartypa XpaHeHLL am. ia yrBxcBe:

Homep fota cMm. Ha yTLLEeOBKe

r™mr3BogutensrmKocbe DUgnoatics CTbHNC'Pow ,1"™arHoctuke MmeX'*), Sandhofer Straase 116,68305 Mannbeim,
Germany, ' epmaHuns

N3penvne npegHasHauyeHo TOMbKO AN AUarHOCTUKM in vitro

YnosiHono4veHHbIA npeAcTaBuTeslb NPOU3BOANTENSA Ha TeppuTopumn P®: O6LLLECTBO C OrpaHNYeHHOV OTBETCTBEHHOCTLIO
«PoLu ikarHocTtnca Pyc» (OO0 yPow AuarHoctuka Pyc»), 107031. MockBa, Tpy6GHasi niowaas, a.2 Ten: <7495

229-69-99, dhaxc. +7495 229-62-64 E-mail: moscow.reception2_<lia@roche.com

VIHCTP='KLs1 MO NPYIMEHEHWIO Ha PYCCIOM si3blKe Ha 6yMaskHOM HOCHITesle MpeAocTas/ifAeTcs OTAeNbHO (415 3aTdoca

HeobXxoAMMOo 06paTUTLCA K YNosIKoMoyeHBOMY npeactaEvre:fOHa TN UTopuin P®, KOHTaKTbl CM.BbILLIE).
Kar kavep 066002631M
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PeareHTbl /11 KOJIMYECTBEHHOIO OnpefeneHns uuctatmHa C MMMYHOTYPOUMETPUYECKM METOLOM B CbIBOPOTKE M MJia3Me KpPOBU Ha
aHanmsaTopax u mogynsax cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl UCMOSHEHUS:
2. PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 COBAS INTEGRA/ cobas ¢ systems), 225 TecToB
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PeareHTbl /19 KOSIMYECTBEHHOrO onpefeneHns umuctatuHa C MMMYHOTYpOMMETPUYECKM METOLOM B CbIBOPOTKE W M1a3me KPOBM Ha
aHanm3aTopax 1 moaynsax cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapyaHTbl UCMOTHEHMS:
2. PeareHThbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 COBAS INTEGRA/ cobas ¢ systems), 225 TecToB

YoV SvvekeairJe(d
For USA:
B: Solution bl potywera
jnMOP&Mleredsaine
C: Latex porictesin
glydne buffer cooled with
antK:ystalinC
antiboJes (rabbit)

70545301

(54

g 2Q24-1(K31
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PeareHTb! /19 KONMYECTBEHHOMO onpeeneHns yuctatuHa C MMMYHOTYPOMMETPUYECKUM METOLOM B CbIBOPOTKE M MNia3me KPoBU
aHanmsartopax 1 Mmogynsx cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl UCNONIHEHNS:
2. PeareHTbI B KacceTe (CYSC2rFina-quant Cystatin C Gen.2 COBAS INTEGRA/ cobas ¢ systems), 225 TecToB

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



PeareHTbl 471 KOMIMYECTBEHHOIO onpefeneHns umuctatuHa C MMMYHOTYPOUMETPUYECKMM METOLOM B CbIBOPOTKE U Ma3Me KPOBU Ha
aHanmsaTopax 1 Mogynsx cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapuaHTbl UCMOMHEHUS:
2. PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 COBAS INTEGRA/ cobas ¢ systems), 225 TecToB

ANRKEMTBI 4NIM MONIMUSIETUILI MO0 0 N P M ffmw uMCT«TH» C UMMY«OoTypBILISMY UM»C W M METOAOM T €blo0POTA» U i
¢ oon Ha «Hanumrro”™ ax M moaynax eoblu: c n eobm (rttagra {CYSC2/r(oa<”u«v Cyatatin C Oan.2).
2. PaarmTit a kaccata (CY9C2mna-<|uant Cytiatin C Ban.2 COBAS MTWIOfAA/ cobaa ¢ ayatama), 22% ractoa

PerncrpavumonHoe yagoctoseperdne M P3H 2019/8652 ot
CpOX rogHOCTU CM. HayTIaxcexe

TemnepaTypa >CpaHeH!si CM. 1a YraKoBLL
Homep oTa cM. Ha yrnakoske

MpowuzsoguTesb: «Roche Diagnostics GmMbH» ("Pow AuarHoctuke Fm6X'*X Sandhofer Strasse 116,68305 Mannheim,
Germany, lepmaHuna

M3penvne npegHasHayvyeHo TONbKO AN ANarHOCTHKM in vitro

YNO/HOMOYEHHbI NpeAcTaBuUTe b MPOKLOAHTENSA HAa TeppuTopmn P® : O6LecTBO C OrpaHNYeHHOW OTBETCTBEHHOCTLIO

«Pow AHarHocTnka Pyc» (OO0 «Pow AunarHoctuka Pyc»), 107031. MockBa, TpybHas nsiowagap, 4.2 Ten: +7495
229-69-99, dhakc: +7495 229-62-64. E-mail moscow.reception2_dia@roche.com

VIHCTP>TCLVIsi MO UPYMEHEHMIO Ha PYCCKOM $i3bIKE Ha GYMaXkHOM HOCUTe e r?>efocTaB/sieTcsl OTAEebHO (415 3arnpoca

HeobxoAnMO 06PaTUTLCA K YNO/THOMOYEHHOMY MNPeACTaBUTE N0 Ha TEKMTopLl P®, KOHTaKTbl CM BbiLLE)
Kar. Hovep 06600259190
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PeareHTbl 419 KONMYECTBEHHOrO onpegenieHns HuctatuHa C MMMYHOTYPOUMETPUYECKM METOAO0M B CbIBOPOTKE M Njasme KpoBY Ha
aHasimsaropax u moaynsx cobas ¢ n cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapyaHTbl UCMOSIHEHUS:
3. PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 250 TecToB

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



PeareHTbl A8 KOMMYECTBEHHOIO OMPeAeneHns HucTaTuHa C MMMYHOTYPOUMETPUYECKM METOOM B CbIBOPOTKE M Niasme KpoBU Ha
aHasim3aropax u mogynsx cobas ¢ n cobas Integra (CYSC2/Tinadiuant Cystatin C Gen.2), BapyaHTbl UCMOHEHWS:
3. PeareHTbl B Kaccete (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 250 TecToB

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



PeareHTbl /19 KONMYECTBEHHOrO onpeaeneHns unuctatmHa C MMMYHOTYPOUMETPUYECKMM METOAOM B CbIBOPOTKE W MjiasMe KpPoBM Ha
aHasimsaTopax 1 Mofynsx cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapyaHTbl UCMOMHEHWS:
3. PeareHTbl B KacceTe (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 250 TecToB
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PeareHTbl 4715 KOMMYECTBEHHOMO onpeAeneHns HUcTatuHa C MMMYHOTYPOMMETPUYECKUM METOAOM B CbIBOPOTKE U M/iasMe KPOBM Ha
aHasmsaTopax 1 moaynsax cobas ¢ u cobas Integra (CYSC2/Tina-quant Cystatin C Gen.2), BapyaHTbl UCMO/THEHUS:
3. PeareHTbl B Kaccete (CYSC2/Tina-quant Cystatin C Gen.2 cobas ¢ systems), 250 TecToB

PTHIN*ITbI AN1A A0NMYOKTAKUNOTO0 ONPH# A<NM«M LUCTATUHU C MMMy 30Typ G «Tpnd>caw MeTof0M a Cblaopon» U naamMmm
|poan aM Aoarof«Xu moaynax eobac.B n cobas Integra (CY$C2/Tina<qusr« CystMIn C Oan.2). Bapuaut ucnonvauua:
~ Pam”™ bl a ttceara (CYSC2/TInauant Cystatin C Baa2 cobas c systama). 250 TaeToa

PernctpannoHHm ypoctoBepeHume Xt P3H 2019/S652 ot

CpoK rogkocTu cat HayLLxeese

TebckpAaType :dhaHCcWw 1K ockaynaxoaxc

Homep foTta cm. Ha ynakoske

M;porBoguTeNs: «Roche Diagnostics GmbH» <*PowAnarHoctuke MoX**), Sandhofer Strasse 116,68305 Mannheim,
Germany, "'epmaHus

NapenHe npegHa3Ha4vyeHo TO/IbLKO A1 AMAarHOCTUKM in vitro

YNONHOMOUYEHHbIN NpeacTaBUTe b NPON3BOANTENA Ha TeppuTopmn P®: O6LLLECTBO C OrpaHNYEeNHOM OTBETCTBEHHOCTBIO N
«Pow OnarHoctnka Pyca (OO0 «Pow AuarHoctuka Pyc»X 107031, MockBa, Tpy6Has rnsowaap, 4.2 Ten: +7 495
229-69-99. dhakc +7495 229-62-64. E-mail; moscow recepiion2jlia@rochc.Gom

VIHCTPYKLMSA MO rdpiMeHesmnio Ha pycckoM Sohtxt Ha 6yrMmMcKoM HocuTesie rpcaoCTaBsieTcsl OTAENbHO (4/11 3anpoca
KeebXxo4amMo 06paTuUTLCA K YNO/THOMOYEHHOMY MPeAcTaBuUTeNtO Ha TeppuTopun PP, KOHTaKTbl CMBbILLE).

Kar. kamep 0SI05961M

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