DFEAEPAABHAS CAVIKEA 11O HAA3OPY B COEPE 3APABODXPAHEHWMA
( POQSAI’ABHAA‘BOP)

PETHCTPALIMOHHOE YHOCTOBEP EHHE
HA MEAULIMHCROE U3 AEJIH]:
ot 07 aBrycra 2023 roaa Ne P3H 2021/13228

- Ha meqmuuHeCKOe H3eme :
Tecr-nonockn "Axky-Yek® Uncrant" (Accu-Chek® Instant)

Hacrosiee perucTpaliHOHHOE YAOCTOBEPEHHE BHLIAHO
O6mecTBo ¢ orpanuYeHHoN oTBeTcTBeHHOCTRIO ''Pom InaGerec Kea Pyc”
(000 "Pomu Iuaderec Kea Pyc'"), Pocens,

107031, Mocksa, Tpy6Has mi., 1. 2, nomem. I, kom. 42b

e I’Ipénanomenb

"Pom Jduaberc Kea I'm6X", I'epmanns,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

Mee:'ro IIPOM3BOJCTBA MEJIMIIHHCKOTO H3/IeIHs
Roche Diabetes Care, Inc., 9115 Hague Road, Indianapolis, Indian1 46250, USA

Homep PEruCTpaHOHHOrO 10Che Ne P/I-55506/26320 o1 06.04.2023

Knacc moTeHIHATLHOTO PHCKA TPHMEHEHHS MEIUIIHHCKOTO U3/ienus 25

St

Koa O6mepoccuiickoro kiaccupuKaTopa npoIyKIHHU MO BHAAM SKOHC MHYECKOH
nesrensHocTH 21.20.23.110

Hacrosimee pericTpalMOHHOE yJOCTOBEpeHHE HMEET NPHIIoKEHUE Ha | nucte
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PEAEPAABHASN CAVIKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APAEHAA3OP) :

[PUJIOSKEHUE
R PETHCTPALIHOHHOMY ¥/10CTOBEPEHHIO

HA MEAHLIMHCKOE HU34ENHUE
or 07 aBrycra 2023 rona  Ne P3H 2021/13228

JIuaer 1

- Ha menunmuCcKoe H3nenme _
Tecr-nostockn "Axky-Yex™ Hucrant” (Accu-Chek® Instant),
BAPHAHTHI HCIIONHEHHS e :
1. Tecr-monockn "Axxy-Yex® Uucrant” (Accu-Chek® Instant) - 10 mr.
2. Teer-nonockn "Axky-Yek” Uncrant" (Accu-Chek® Instant) - 50 mr.
3. Tect-nonocku "Axky-Yex® Uncrant” (Accu-Chek® Instant) - 100 nrr,

A.B. Camoiinosa

0124039




['eHepallbBHOMY AUPEKTOPY
00O «Pow JTyaGerec Kea Pyc»
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OTBETCTBEHHOCTBIO Kapnyxuy BnaguMupy BanepbeBUYY
«PET'llOHAJ]beIﬂ NEHTP OUEHKH COOTBETCTBHS»

Aapec: 123060, ropoa Mockea, yanua Mapinania Poifaniko,

1o 2, Kopiyc 9, momemenne 638 107031 y Poccui, ropoi Mocksa,
Tea: +7 (499) 979-00-85 ) :
Lo o TpyGHas 1ol alb, 10M 2, oMelIeHHe
http://regionos.ru/ L KOoMHAarTa 42b

OKIIO 34577662, OT'PH 1147746865243
WHE/ KT 7716781260 / 77340 1001

Ten. +74952296995
___LLMB,,H_ZQZJ___——NQ PR s . [ T
Ha Ne

™ MHOOPMAIMOHHOE [TMChMO ]

B cBsizy C 3anpocoM OTHOCHTEIBHO oBs3aTEBHOTO MO/ BEPHIEHHA COOTBETCTRIA
NpO/YKLKH, COrJIacHO perucTpaluoHHOMY yIOCTOBEPEHHUIO Ne P3H 2021/1322§ ot
20.01.2021, BBLIAHHOTO denepanbHOil CIlyXK00H 10 HAI30PY i cepe 31paBOOXpaHCHU
(POCBJIPABHAJIBOP):

Tect-nonockn «Akky-Hex® HMHCTaHT» (Accu-Chek® Ins ant):

BApMAHTHI HCITONHEHU:

Tecr-nonocku «AKKy-Hex® HMHCTaHT» (Accu-Chek® Ins rant) — 10 mT.

Tect-ronocku «AKKy-Yex® HIHCTaHT» (Accu-Chek® Instant) — 50 wrT.

Tect-roocki «AKKy-Uek® Uncraat» (Accu-Chek® Ins tant) — 100 wrT.,

pOU3BOACTBA QUPMBI Roche Diabetes Care GmbH (Fouw JlnaGerc Kea I'M6X),
["epmanus, Sandhofer Strasse 116, 68305 Mannheim, Germany; 3aBOJ(bI-H3rOTOBU [€JTH-
Roche Diabetes Care, Inc., 9115 Hague Road, Indianapolis, Indiana 46250, USA; Roche
Operations Ltd., 2875 Ponce By-Pass, Ponce, Puerto Rico 00732, coobuiaeM clIeaytoilee.

Brinteyka3aHHas NPORYKIMsS HE BKIIOHCHd B «EnuHslH DepedeHb MpOIYKIHH,
noIexameii  0bs3aTenbHOMN cepTu(dHUKaLUIL> H «EauHplii  mepedeHb POy KIHH,
[TOJATBEPKAEHHE COOTBETCTBUA KOTOPO# OCYILECTBIAETCS B dcpMe NPHHATHS JeKIapanuH
0 COOTBETCTBHH», YTBEPXKICHHBIC noctaHoB/eHneM [y aBUTEIbCTBA Poccuitckoit
®enepamvu ot 01.12.09 T No 982 (c M3MEHEHHAMHM), ¥ NJEeICTABICHHC ceprudukara
COOTBETCTBUSL M JEKIapaluu O COOTBETCTBHH IO BhIIIEIEPSUNCIICHHBIM [EPeUHAM Ha
JAHHYIO POy KIHIO HE TpebyeTcs.

Hacrosiee pa3bsCHEHUE NEHCTBHTENBHO 10 BHECeHMs W3MeHeHMH B JOKYMEHTEI,
yCTaHaB/IMBAIOUINE HeoOX0AMMOCTh  [TPOBEACHUA 0693areIbHOr0  MOATBEPHACHUA
COOTBETCTBMS JAHHBIX TOBapoB TpW BBO3E Ha TaMOXEHHYE) TEPPHUTOPHIO PoccuicKoi
Qenepalll.  .oovs
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