JEKJAPALIUSA O COOTBETCTBUHA

NuauBuayaiabubiii npeanpuanmare s IOmunos I0puit AnaronaneBny

HAaWMCHOBAHWE OpraHU3ali WiK (bamunun, HMA, OTYECTBO HHAMBHYAJIbHOTO NPEANPUHUAMATENS, PUHABLIMX ACKNIApaUHIO 0 COOTBETCTBHH

3apeructpupoBan MHcnexknus ®enepanbHoii Hanorosoi ciry:k0el Ne 15 1o r. MockBe, iata perucTpaniu
30.12.2014 roga, OT'PHUII: 314774636705003

CBEJCHHS O PErHCTPALMH OPTraHU3aLMK IIH HHAMBHAYAIBHOTO NPEANPUHUMATENA (HAUMEHOBAHHME PETMCTPUPYIOILETO OPraHa, aTa perucTpaLyy,
PErucTpaLroHHBIH HOMED)

FOpunnuecknii anpec: Poccuiickas @enepanus, Mocksa, 127322, ynuna S16noukoBa, nom 47, kBaptupa 21,
tenedon: +74957896875, snekrpornas moura: y5451514@yandex.ru, aapec hakTHUECKOro

MecToHaxoxenus: Poceuiickas ®enepanms, Mocksa, 127254, Oropoasslii mpoesf, oM 5, ohuc 521
azpec, Tenedon, paxc

B JINLIC

JAOJDKHOCTD, (baMmem, UM, OTYECTBO PYKOBOAUTE/IA OpraHu3aluy, OT UMCHHU KOTOpOﬂ NPUHUMACTCA ACKJIapalus
3asIBJISIET, YTO
Apromarnyeckuii mpoextop 3uakos PACP-6100 ¢ npunaanexuoctsamu: [Ipunannexsoctu k IIpoextopy
3HakoB PACP-6100: 1. JTuck ¢ TecToBBIME crakigamu. 2. MHCTpyKIws 1o skciutyataiuy. 3. Kponmrein ¢
nonkoif. 4. O6wextuB. 5. [Ipemoxpanurenu. 6. [TynbT IUCTAHIIMOHHOTO yIpaBieHHs ¢ 6aTapelikamMu. 7.

[Tpute3amutHEIN yexoil. 8. CereBoit Hyp. 9. OKpaH ¢ KpeNeXHBIMHU 3JICMCHTaMHU.,
HAUMEHOBAHHE, THM, Mapka NPOXyKLWK (yCIyrH), Ha KOTOPYIO pacnpoctpaHsercs aekaparys, kox OK 005-93 u (nnm) TH BOJI Poceunn, cBeneHus 0 cepHitHoM
BBINYCKE WJIM MAPTHH (HOMEp TIapTHH, HOMEPA U3JeNUH, PEKBU3UTHI J0roBOpa /KOHTPAKTa/, HAKNIaHasA, HAMMEHOBAHHE H3TOTOBHTE/IA, CTPAHBI U T. 11.)

CepuifHblii BBITyCK
Kox OKIIJ 2: 26.60.12.119
Kox TH B2 /I: 9018509000

Hsrorosuten: "POTEC Co., Ltd.". IOpuauueckuii anpec u agpec pakTHIECKOro MecToHaxoxaenus: 40-4,
Techno 2-ro, Yeseong-gu, Daejeon 34015, Korea, Pecrrybinka Kopest

coorseTcTByeT TpeGoBanusam ['OCT P 50444-92 Paznensr 3, 4, TOCT P 50267.0-92 (MOK 601-1-88),
I'OCT P M3K 60601-1-2010, TOCT IEC 60601-1-1-2011, 'OCT 30324.0.4-2002, TOCT ISO 10342-2011,
I'OCT ISO 10343-2011, TOCT 31590.1-2012 (ISO 15004-1:2006), 'OCT P MCO 8612-2010, 'OCT P KUCO
10341-2013, TOCT P ICO 19980-2013, "'OCT P 50606-93 Paznenei 4, 5

0003HaYEHHE HOPMATHBHBIX AOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPACACHO JAHHOM JeKnapauyei, C ykasaHueM IMyHKTOB 3THX HOPMATHBHBIX JIOKYMEHTOB,
cozepKaLixX TpeGOBaHNS U JaHHOH MPOAYKLHH

Ilelc.rlapaunﬂ 0 COOTBCTCTBHUHU IIPUHATA HA OCHOBAHHH:

Perucrpanuonnoe ynocrosepenue Ne ®@C3 2008/03095 ot 23.11.2020 rona, ®exnepanbHas ciryxba 1o
HaI30py B cepe 3apaBooxpanenus (Poczapasuanzop), Ceprudukar ISO 13485:2003 / EN ISO 13485:2012
Ne KR12/01790 no 24.02.2022 rona, Boias “SGS United Kingdom Ltd”

HH(I)OpMaLlHﬂ 0 IOKYMEHTAX, ABJIAIOLUHUXCSA OCHOBAHUEM U1 MPHUHATHA ACKJIapaluH
Jara npunsarus aexaapanun 10.12.2020
Jexapanust 0 COOTBETCTBHH JaeficrBuTe/IbHA 10 09.12.2023
M.IL

IO. A. IOuHOB

MNoAMNUCh HHULHAJIBI, (l)aMPlJH/IH

CeeneHus 0 PErUCTPALHHA JCKJIapani 0 COOTBETCTBHH?

Perucrpanuonnsiii Homep oprana 1o ceprudukanuu: RA.RU.10HX37, Opras no cepTuduKanuy IpoayKIiu
OO61ecTBa ¢ OrpaHHYeHHOM 0TBeTCTBEHHOCTHIO "CepTlIpoMOKenept”, anxpec MecTa HaXOXKICHUS U
daxTrueckuii agpec: 105120, POCCHUS, r. Mocksa, yi CeipomsatHudeckas Huxk., a. 11, ctp. 52, aTax 3,
oM. I, xomH. 7

HAaUMCHOBAHHUEC U aApecC opraHa rno cepmd)ukaunn, 3aperucTpUpOBABLIEr0 ACKIapaLlHio

Marasperucrpamuu: 10.12.2020, perucrpaunonnsiii Homep POCC RU JA-KR.HX37.B.04117/20

JlaTa PerucTpaLki U PerHCTPALMOHHBIH HOMEp JeKIapauny

J. Y. JlanusioBa

MOANKCH, MHALMABI, paMUINs PYKOBOAMTENS OPraHa fno cepTudukalvu
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