, EBPA3UNCKUIA 3KOHOMUYECKUU COLO3
OEKMNAPALUS1 O COOTBETCTBUM

3aaBurenb, O6LIECTBO C orpaHNYeHHO OTBETCTBEHHOCTbLIO «PoLu [inarHoctuka Pycy»
HaMMeHOBaHue opraHn3auuy unu hamunus, UMA, OTHECTBO UHAVWBUAYANbHOO NPEeANPUHUMATENS, NPUHABLUMX AEeKnapauuio 0 COOTBETCTBUN

MecTo HaxoxgaeHus (agpec topuanyeckoro nuua): 107031, Poccus, ropoa Mockea, TpybHas nnowyagsb,
nom 2. Agpec (agpeca) mecTa ocyulectenenus geatensHoctu: 115114, Poccus, ropog Mocksa, ynuua
JleTHuKoBCKas, AoM 2, cTpoeHue 2, 6/u «Busanbgu MNnaza».

OIPH: 1097746730872 Homep TenedoHa: +74952296999, agpec aneKTPOHHON MoYThbI:

moscow.regulatory_dmo@roche.com.

MECTO HaxOXAEeHUsA (aapec IpUANYECKOro NuLa) U agpec (aapeca) MecTa oCyLUECTBNEHNS [eATENbHOCTY, PErMCTPaLUOHHBIA UMNN YYEeTHbIA HoMep
3asBuTens, Homep TenedgoHa, aapec ANEKTPOHHON NoYThI

B nuue eHepanbHoro anpekropa Tuno bpeHHepa
AOIMKHOCTD, d:ammnvm. WMSA, OTYECTBO PYKOBOAUTENSA OpraHu3aunn-aasBuTesNsa Unu nuua opraHnsauun-sasasuTens, OT UMEHU KOTOporo npuHUMaeTcs
Aeknapauus

3asABnsAeT, YTO JKCnpecc-aHanmaaTop (FMIOKOMETP) NOPTaTUBHbLIN ANt KOHTPOSIS YPOBHS rMOKO3bI
kpoBu, mogenb «Akky-Hek UHdopm lI» (Accu-Chek Inform I1)

UsrotoButensk "Roche Diagnostics GmbH". MecTo HaxoxaeHus (agpec opuandeckoro nuua) u agpec
(ampeca) mecTa ocyLLeCTBNEHUS AeATeNbHOCTM NO U3roToBneHuto npoaykumu: Mepmanus, Sandhofer
Strasse, 116 D-68305 Mannheim, Germany.

MpoAayKuusa M3rotToBieHa B COOTBETCTBUMU C TEXHUYECKON [OKYMEHTaLMel n3rotosutens

Kon TH B3 EA3C 9027500000

CepVIMHbIVI BbIMNYyCK
HaumeHoBaHue U 0603HaYeHne NpoayKLUUM (Ha3BaHue NPOAYKLUMM, UHbIE CBEAEHUS O NPOAYKLMK, obecneunBaioline eé uaeHTNUKaLuio), nonHoe
HauMEHOBaHWE U3rOTOBUTENS, €r0 MECTO HaXOXAEHUA (afpec IOpUAUYECKOro NuLa) U aapec (aapeca) Mecta ocyLEeCTBNEHNS AEATENbHOCTY No
M3roTOBEHUIO NPOAYKUUM, HANMEHOBaHNe U 0603HaYEHNE JOKYMEHTa, B COOTBETCTBUM C KOTOPbIM W3rOTOBNEHa NPoAYKUMs, koa (koabl) TH B3
EA3C, HaumeHoBaHue obbeKTa AeknapupoBaHus

COOTBETCTBYeT Tpe6oBaHUAM
TexHuYecKoro pernameHta TamMoXeHHOro coto3a « ANeKTPoOMarHMTHasi COBMECTUMOCTb TEXHUYECKNX
cpeactey (TP TC 020/2011)

HauMEHOBaHUe TEXHUYECKOTO pernaMeHTa (TeXHUYECKNX PernamMmeHToE)
Deknapauusi 0 COOTBETCTBUM NPUHATA HA OCHOBaHUU
MpoTtokon ucnbitanuin Ne JTTS-DW-OV/MB ot 17.04.2018
UcnbiTatenbHblil LeHTp ObLlecTBa ¢ orpaHuMyeHHol oTBeTCTBEHHOCTbLI0 "LieHTp UcnbiTaHuit!, aTtectar
akkpegutaumm Ne RA.RU.21A094 ot 23.01.2017, cpok aeincTeusi - 6eccpoyHsblii.

anMeHeHHaﬂ cXema gexknapuposaHna COOTBETCTBUA - 34

cBEeAEHUs O LOKYMEHTaX, NOATBEPKAAIOLLMX COOTBETCTBUE NPOAYKUMN TpeBGoBaHMAM TEXHUMECKOrq-1X) pernameHTa(-oB), NPUMEHeHHas cxema
AEKNapupoBaHNs COOTBETCTBUA

HOononHutenbHas uHdopmayus
O603Ha4eHue 1 HaMMeHoBaHue cTaHaapTa cm npunoxexue Ne 1 Ha 1 nucre.
Ycnosusa xpaHeHus npoaykuum B cooteeTcTeum ¢ FOCT 15150-69. Cpok xpaHeHus (cny>0bbl, rogHOCTH)

yKasaH B npunaraeMon K npoayKumm GKCI'lJ'IyaTaLWIOHHOﬁ AOKyMeHTauun

O60o3HayeHve U uameuosanue(-uﬂ) c-ram;apra(—os) cBefeHns 06 YCroBMsaX U CpoKax XpaHeHus, cpoke cnyxObl (rogHOCTM) MNK pecypce NpoayKuuu, 1
vHas nHcopMauma (Npu Hanuuum)

Oexnapauus o COOTBeTCTBVWI AEMCTBMTeana ¢ Aartbl peructpauum no 16.04.2023 BknoYNTENBLHO

Tuno bpeHHep

damunus, UMs, OTYECTBO PyKOBOAUTENS OpraHn3auun-3assuTens, ynonHOMOYEHHOro nuuya
opraHusayuv-3asBuTensa unNu UHGNBKUAyanbHOro npeanpuHUMaTens

[arta peructpauum nexnapauu o cooTBeTcTBUMU: 17.04. 2018



