PoTorpadpuieckHe H30OpakeHHN

«PearenTnl B KacceTe A8 KOTHYECTBEHHOr0 ONpee/ieHHS CBA3aHULIX B CBODOAHBIX
Jgerknx nenei JiamM6aa AMMYHOr100y1HHOB HMMYHOTY POHAHMETPHYECKHM METOAOM B
CHIBOPOTKE H IJIa3Me KPOBH HR AHAJH3ATOPax H Moayasx Guoxumuyeckux Cobas Integra
n Roche/Hitachi cobas ¢ / cobas ¢ (LAMB2/ Tina-quant Lambda Gen.2 COBAS
INTEGRA/cobas ¢ systems), B BapHaHTAX HCNOJAHEHHR»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3RENM



PeareHTbl B KacceTe A5 KOIMYeCTBEHHOIO onpeaenieHnsi CBA3aHHbIX M CBOOOAHbIX Nerkux uenen Jiamé4a MUMMYHOrn06yIMHOB
MMMYHOTYPOMANMETPUYECKMM METOLOM B CbIBOPOTKE U Naa3Me KPOBU Ha aHanm3atopax M moaynsx buoxmmuyeckmnx Cobas
Integra n Roche/Hitachi cobas ¢ (LAMB2/ Tina-quant Lambda Gen.2 COBAS INTEGRA/cobas ¢ systems)
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PeareHTbl B KacceTe A/151 KONIMYeCTBEHHOTO onpeaesieHnsi CBA3aHHbIX U CBOOOAHbIX Nerkux uenen Jiaméaa UMMYHOT/106yIMHOB
NMMYHOTYPOMANMETPUYECKMM METOAOM B CbIBOPOTKE U Naa3Me KPOBM Ha aHanmMsaTopax U Mmoaynsax ouoxmmunyeckmnx Cobas
Integra u Roche/Hitachi cobas ¢ (LAMB2/ Tina-quant Lambda Gen,2 COBAS INTEGRA/cobas c systems)

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



PeareHTbl B KacceTe A1 KOJIMYEeCTBEHHOIO ONpeaeeHNs CBA3aHHbIX M CBOBOAHbIX NerKnx uenei J1Iamo64a MMMYHOTN106y/IMHOB
NMMYHOTYPOUANMETPUYECKMM METOAOM B CbIBOPOTKE M Mna3me KPOBWM Ha aHa/nmsaTopax U Moaynsax buoxmmmyeckmnx Cobas
Integra n Roche/Hitachi cobas ¢ (LAMB2/ Tina-quant Lambda Gen.2 COBAS INTEGRA/cobas ¢ systems)
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PeareHTbl B KacceTe [/151 KOIMUYECTBEHHOI0 OMNPefeneHmsi CBA3aHHbIX 1 CBOOOAHbIX NIerKnx Lenen J1amé6aa MMMYHOr /100y IMHOB
NMMYHOTYPOMANMETPUYECKMM METOAOM B CbIBOPOTKE U Mna3me KPOBM Ha aHa/nmsaTopax U mMoaynax 6noxmmmyeckmnx Cobas
Integra n Roche/Hitachi cobas ¢ (LAMB2/ Tina-quant Lambda Gen.2 COBAS INTEGRA/cobas ¢ systems)

Pmrarrbl  KBcc«T« ANA IONNUYBCTASAHHOIO ONP«A*N«HNSA CMOSIMHBIX U Ca060AHbIX nanmx udnw Siambaa
UMMYXKN06YyIMHOE UMMYHOTYp6UAMMATPUYA0IMM MATO/OM LW CbIA0PONM 1 Naoma (PosiM Ha anankMropax H MoAynax

6V|0XVIVI;/IHaCTX Cobwm intagra n Rochamitaehi eobaa e (LAMB2/ TimnquanC Lwr~da Ban.2 COBAS fNTEOIU/cobaa o
ay«ams

PermctpanHoHHoe yfocTOBEpEHNE P3H 2020/12707 or.
CpoK roffJHOCTU CM. Ka ynakcrke

TeMngf>aTypa XxpaHeHUK CM.Ka>TLIKBXe
Howmep noTa cM Ha ynakoEke

Mpovasonutenb: *oche DUpiostics GmbH» C’Pow .AuarHoctuke F'm6X™*), Sandhofer Strawe lid. 68305 Mannheim.
Germany. lepmaHus

Vageave npexTasHayeHo TONbKO A/18 AMAarHOCTUKM in vitro
YNoMHOMOYEHHbI NpeaCTaBuUTe b MPOV3BOANTENSA Ha TEPPUTOPUN P® : O6LLecTBO C OFpaHNUYeHHO 0TBETCTBEKHOCTHIO

«Pow AunarHoctukaPyc» 00 «Pow AunarHocTuka Pyc»X 107031, MockBa, Tpy6Has nnowagb, 4.2 Ten: *7495
229-69-99, hakc 495 229-62-64. E-niail: moscow,receptton2_dia@ roche.com

MNHCTPYKLUNSA NO T"BMEHEHKIO Ha PYCCKOM siablKe Ha 6YMaxxHOM HocuTene rS>efocTaBnsieTcs oTAeNbHO (419 3anpoca

HEo6X04MMO 06PaTUTLCA K YNONHOMOYEHHOMY NPeACTaBUTENO HA TEPPUTOPUM PP, KOHTArThl cM.BbL le).
Kar. Hcblep OeBBtS™ 90
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PeareHTbl B KacceTe A/151 KONIMYECTBEHHOTO ONpeesieHns CBA3aHHbIX U CBOOOAHbLIX Nerkux uenemn Jiaméaa MMMYHOT106yNMHOB
UMMYHOTYpPOUAMMETPUYECKAM METOAOM B CbIBOPOTKE U Msia3Mme KPOBW Ha Moaynax 6uoxmmuyeckmnx cobas ¢ (LAMB2/ Tina-
gquant Lambda Gen.2 cobas c systems)
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PeareHTbl B KacceTe A/19 KOJIMYECTBEHHOIO ornpeeieHns CBA3aHHbIX 1 CBOOOAHbIX Nerkux uenen Jiaméaa MMMYHOr106y1MHOB
NMMYHOTYPOMANMETPMYECKMM METOLOM B CbIBOPOTKE U Nnasme KpoBM Ha MoAynsax 6uoxmmumyeckmx cobas c (LAMB2/ Tina-
guant Lambda Gen.2 cobas c systems)
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PeareHTbl B KacceTe A5 KOIMYEeCTBEHHOTO onpeAeneHns CBsi3aHHbIX U CBOGOAHbIX TETKMX Lenen Jiam64a MMMyHOrno6ynnHoB
NMMYHOTYPOMAMMETPUYECKMM METOAOM B CbIBOPOTKE U M/1a3Me KPOBU Ha MoAaynsax 6uoxmmunyeckux cobas ¢ (LAMB2/ Tina-
quant Lambda Gen.2 cobas ¢ systems)
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PeareHTbl B KacceTe /151 KONIMYeCTBEHHOI0 onpeAenieHnst CBsi3aHHbIX M CBOBGOAHbIX Nerkux uenei /1améaa MMMYHOr106y/1MHOB

NMMYHOTYPOMAMMETPUYECKAM METOLOM B CbIBOPOTKE U Msia3Me KPOBU Ha MoAynax 6uoxmmunyecknx cobas ¢ (LAMB2/ Tina-
guant Lambda Gen.2 cobas ¢ systems)
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PeareHTbl B KacceTe 411 KO/MYECTNEHNOr0 onpefeneHnii CBA3aHHbIX U CBOBOAHbIX Nerkux Lenei
Niam64a UMMYHOTN06YIMHOB UMMYHOTYP6GUAMMETPUYECKMM METOOM S CbIBOPOTKE W Nna3Me KpoBW Ha
Moaynax 6unoxmmmnyeckux cobas c (LAMB2/ Tina<quant Lambda Gen.2 cobas ¢ systems)

PeruvcTpannoHHoe ygoctosepeHue >ft P LI 2020/12707 OT.

CpOK roOAHOCTN OC Kaynakcexe

TemnepaTypa XpaHeHus ar Haynaxoaiw

Homep nota cm HaynakoEre

MpounsBoanTe.lb; >=¥ate Diagnostics GmbH» (*Pow AunarHocTtTta N'M6X"), Sandhofer Strasse 116,68305 Mannheim,
Germany, l'epmaHus

Pbacnve npegHa3HayeHo TO/IbKO A1 ANAarHOCTUKM in vitro

YNonHOMO4YeHHbIV NpeAcTaBuTelb NPON3BOAUTENSA Ha Tepputopun Pd: O6LLEecTBO C

ffPou Anarnoctuka Pyc» (OO0 «Poni inarHoctuka Pyc»), 107031, Mocksa, Tpyfii— wraHga>a T Tk +m7495
229-69-09. thakc, +7 495 229-62-64, E-mail; moscow.recqption2_dia@roche.com

WHCrpykgan /> tLMMenNeHNIo Ha PYCCKOM A3blke Ha 6YM3ACHOM HOCUI<

H806XOAVIMO OﬁpaTVITbCFI K YyNo/IHOMOYEHHOMY T(*)C,U,CTaBVITeﬂI'OI'IB .
Kat Homep 05S106096)"
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Mo JJ0BEPEHHOCTM
ot 30.01.2023 1.

Bcero npoHymepoBaHo,
NPOWHYPOBAHO U
CKpenieHo nevyaTblo

il nucta (oB)



