EBPASUNCKUI DKOHOMUYECKHIA COIO3
JNEKJAPALIUSI O COOTBETCTBUU

3asBuTenn O611ECTBO € OrpaHUUYEHHON OTBETCTBEHHOCTHIO «Potu JlnarnocTuka Pycy, (ynonHomoueHHoe
M3rOTOBUTE/IEM JIMLIO HA OCHOBAHWH J0rOBOPaA YNOJHOMOYEHHOro auua 6/4 ot 28 Honbpa 2018 r.).

Mecrto naxomaenms: 107031, Poccuitckas ®enepauus, ropon Mocksa, TpyGnas niowaae, iom 2. Axpec mMecra
ocyuiectsieHus aearensHocth: 115114, Poceuiickas @enepauus, ropoa Mocksa, yauua JleTHUKOBCKas, 10M 2,
crpoenue 2, 6/u «Bupanbau Inasza», OcHOBHO#H rocyaapcTBeHHbIN perucTpaunontbiii Homep: 1097746730872,
tenedon: 4952296999, agpec snekTpoHHO# nouThl: moscow.regulatory dmo@roche.com

B jnue ['eHepansHoro aupektopa Tuno bpenHepa

3asBJAsET, YTO AHanu3atop aekTpoauTos Moens 9180 ¢ npuHaanexHoCTIMH
[Mpoaykuus u3roTonieHa B COOTBETCTBMH ¢ Tpebosanuamu TP TC 020/2011 "DaektpomarHurHas
COBMECTUMOCTb TEXHHUYECKHX CpelcTB"

H3rorosurteab Roche Diagnostics GmbH

Mecro HaxOoXACHHUA U aapec MeCTa OCYLLECTBIEHHUA AEATENBEHOCTH MO M3rOTOBJIEHUIO NPOAYKLHH: Fepmamm,
Sandhofer Strasse 116, D-68305 Mannheim, Germany. ®@uanansl usrotoeutens: 1. Roche Diagnostics GmbH,
Sandhofer Strasse 116, D-68305. Mannheim. Germany.

2. Roche Diagnostics International Ltd., Forrenstrasse 2, CH-6343, Rotkreuz Switzerland.

3. Roche Diagnostics Graz GmbH, A-8020 Graz, Kratkystrasse 2, Austria.

Koa THBDJI EADC 9027 80 110 0, cepuiiblii BbInyck

Coorsercrsyer Tpe6osannsim TP TC 020/2011 "DaexTpoMarHUTHAs COBMECTUMOCTL TEXHHUECKHX CpecTB"

Jerkaapanus 0 COOTBETCTBHH IIPHHATA HA OCHOBAHHM NPOTOKONA UcnbITaHWit Ne 2018.D-187.12CP or
14.12.2018 r., OO0 Hcnbitatenshblit naGopatophsiii ueHTp "MenTectlIputop", per. No POCC
RU.0001.21MI126 ot 22.07.2015 Cxema aeknapupoBaHus: 31

Jdonoauureasnas nudopmaunus Tpedosanus TP TC 020/2011 «DnekTpoMarHuTHas COBMECTHMOCTb
TEXHHYECKHMX CPEACTB» COOJIIOAAIOTCS B pe3y/ibTaTe NpuMeHeHus Ha 1oOpoBonbHOM ocHose TOCT P 51522.1-
2011 (MDK 61326-1:2005) CoBMECTHMOCTb TEXHHUYECKUX CPE/CTB MIEKTPOMArHUTHAs!, DJIEKTPHUECKOE
o0opya0oBaHHe A1 W3MEPEHHS, YNpaB/ieHus U nadoparopHoro npumerenus. Yacte 1. OS1ume Tpebosanus u
MeTobl HenbiTanuid. Cpok ciyxObl 10 neT ykasaH M3roToBUTEIEM B JIOKYMEHTALMH Ha MPOAYKUHIO. YCA0BUA
XpaHeHHs CTaHAapTHBIE NPY HOPMAJIbHbIX 3HAYEHUAX KIMMaTHYECKHX (DAaKTOPOR BHellHe#H cpejibl. Cpok

¢ 1aTbl peruerpauuy no 23.12.2023 praovnre/1bHO

Tuno bpenuep

(noanmcs) (®.1.0. 3ansuTeNA)

M.

Perncrpaunonnslii Homep aexkaapauuu o coorserectBun: EADC Ne RU JI-DE.AMK47.B.05518/18

JaTa perucrpaunu aekaapamnun o cooreercTeun 24.12.2018




