EBPASUNCKHUN DKOHOMUYECKHWI COIO3
NEKJAPALIMSA O COOTBETCTBUM

3asBuTens OONIECTBO ¢ OrpaHHYEHHOH OTBETCTBEHHOCTHIO «Pomr Jlnarnoctika Pycy, (yrnosHoMouenHOE
M3rOTOBHTE/IEM JIMIIO HA OCHOBaHHHM Jorosopa 6/ ot 28.11.2018 r.).

Mecto naxoxaenus: 107031, Poccuiickas ®enepauns, ropox Mockea, TpyOHas miomans, 1om 2. Ajpec Mecra
ocyuiecTsieHus aearensHoctu: 115114, Poceuiickas @enepaums, ropoa Mocksa. yiuna JletTHHKOBCKas, 10M 2,
crpoenue 2, 6/1 «Bupanpau I1naza», OcHOBHO# rocyaapcTBEHHBIH perucTpalimonnbii Homep: 1097746730872,
Tesnedon: 4952296999, aapec eKkTpoHHO# MouThl: moscow.regulatory dmo(@roche.com

B e ['eHepanbHoro pupektopa Tuiio Bpennepa

3asIBJISIET, YTO AHAIM3aTOp aBToMaTH4yeckuii Juia nposenenus [11[P-ananusa B peskuMe peabHOro BpeMeHH
mozens : LightCycler 96 Instrument ¢ npuHa/uIe)HOCTSIMH

[Iponykums wm3rotoBnena B coorBerctBuM ¢  TpeboBanmsamu TP TC 020/2011 "DaexkrpomaruurHas
COBMECTHMOCTBL TEXHHYECKHX cpeicTB"

Hsrorosurteans Roche Diagnostics GmbH

MecTo HaxoMXIEeHHs U aipec MECTa OCYIIECTBIICHUS JeSTe/IbHOCTH 10 H3TOTOBJICHHIO NpoayKuuu: ['epManmus,
Sandhofer Strasse 116, D-68305 Mannheim, Germany. ®uinan usrorosurens: Roche Diagnostics International
Ltd Centralised and Point of Care Solutions : Forrenstrasse 2, 6343 Rotkreuz, Switzerland.

Abgene, Units 4 - 8 Suffolk Drive, Fairwood Industrial Park, Ashford, Kent, TN23 4FD, United Kingdom.
Roche Diagnostics GmbH Centralised and Point of Care Solutions : Sandhofer Strasse, 116, 68305 Mannheim,
Germany

Roche Diagnostics GmbH Centralised and Point of Care Solutions: Nonnenwald 2, 82377 Penzberg, Germany.

Kox THBDJ] EADC 9027 50 000 0, cepuiinbiii BRITYCK

CootsercrByer Tpedoanusam TP TC 020/2011 "DnekTpoMarHuTHAsi COBMECTHMOCTh TEXHHYECKHX ¢peJIcTB"

JeKkaapanus 0 cOOTBETCTBHH NPHHATA HA OCHOBAHHUH 1POTOKOJIA HernbiTanuii Ne2019.D-102.08CP or
14.08.2019 r. OOO Hcnpirarensusiii nadopatopusti uentp "MexnTectlIpuGop", per. Ne POCC
RU.0001.21MI126 ot 22.07.2015 Cxema jieknapupoBanust: 31

Honoanurennnas nudopmanus O6o3HaueHne 1 HauMeHoBauue craraaptos: FOCT P 51522.1-2011 (MK
61326-1:2005) CoBMECTHMOCTh TEXHHUECKHX CPEJICTB HIEKTPOMArHUTHASL. DJIEKTPHYECKOe 000pyA0BaHHE JUIs
U3MEpEeHHs, ynpasienus u nabopatopHoro npumenenus. Yacrs 1. OGuie TpeboBaHMs 1 METO/IbI HCIIBLITAHHIA.
Cpoxk ciyx0s1 10 s1eT ykasan U3roToBUTEIeM B JOKYMEHTAIIMH HA MPOAYKLKIO. Y CI0BHA XpaHEHH
CTaHJAapPTHEIE IPH HOPMAIBHBIX 3HAYEHHUAX KIMMAaTHYeCKHX (GakTopoB BHemmHei cpeabl. Cpok XpaHeHHs
M3/IeIMS HE YCTAHOBJIEH.

Jexyapanus 0 cCOOTBETCTBHH AeHCTBHTEIBHA ¢ 1aThl perucTpanun no 15.08.2024 praounTe/bHO

Tuso bpennep

( ) A yd ‘l : ( ( )
noanwuce CD.H.Egaaamenu

Perncrpanmonnbiii Homep aexaapanun o cootBetcreun: EADC Ne RU I-DE.HB09.B.00768/19

JaTa perucrpanun aekjapauuu o coorsercreun 16.08.2019




