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Oekna pauun 0 cooTBeTCTBUU

OcHoBHbIe cBeaeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkuumn EASC

Cxema geknapvpoBaHun

Tun o6bekTa AeKnaprMpoBaHma

AeKknapauua o COoTBeTCTBUMU
CraTyc geknapauum

PerMcTpaumoHHbI HOMep AeKnapauum o
COOTBETCTBUM

[aTa perucrpaumv gexknapauum

[laTa OKOHYaHWA AeiCcTBMA AeKnapaLmm o
COOTBETCTBMM

CBoboaHOE pacnpocTpaHeHMe NPOAYKLMN He
orpaHuYyeHo 3aKkoHoAaTeNbCTBOM PO

3aasuTtenb

Twun 3aasutens
Twun geknapaHTa

OCHOBHO rocyAapCTBEHHbIV PETMCTPALLMOHHbIN
HoMep topuandeckoro anua (OrPH)

NaeHTUPUKALMOHHbIA HOMep HanoronnaTesblyMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HaMMeHOBaHMeE PUANYECKOro AnLLa
CoKpalleHHOe HaMMeHOBaHWe PUANYECKOTO LA
damunna pykoBoanUTeNs LOPUANYECKOTO NLA

MmAa pyKosoauTensa opuanyeckoro anua
OT4ecTBO PyKOBOAUTENA OPUANYECKOrO ANl
[onKHOCTb pyKoBOAUTENA

Appec

Appec mecTta HaxoXaeHuA

A,cl,pec mMecTa oCywecTtseHnA OeATENNIbHOCTU

KoHTaKTHble AaHHble

Homep TenedoHa

Afpec 3/1eKTPOHHO NOYTbI

CBegeHUA 0 rocyfapcTBEHHOM perucTpauum
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniiCKOro 3KOHOMUYECKOTO CO3a (TEXHMYECKOro pernamMeHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKTpomarHMTHasA COBMECTUMOCTb TEXHUYECKUX CPeacTB

TexHuyecKkune cpeacTBa, He BKIOYEHHbIe B [lepeueHb NPoayKL MK,
noanesatlen ceptudukaumm K TP TC 020/2011

1p

CepuitHbIN BbIMYCK

LeiicteyeT

EASC N RU [-CZ.PA09.B.78720/25

31.10.2025

30.10.2030

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1057748661057

7705692378

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

OBLLIECTBO C OTPAHMYEHHOW OTBETCTBEHHOCTbLIO "EMT-MMM"
000 "BMT-MMM"

Kapaces

Nnba

Bnagmumuposuy

leHepasbHbIM AUpPEKTOP

119049, Poccma, ropog MocKBa, BHYTPUropoACKasa TeppUTOPUA ropoaa
MYHULMNANbHbIA OKPYT AKMMaHKa, yauua LLlabonoskKa, 4om 23, nomelleHne
6/1

119049, Poccusa, ropos Mocksa, yanua LLabonoska, gom 23, Kopnyc 5

+7 4957838667

bmt@bmtmos.ru
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HavmeHoBaHWe opraHa, 3aperncTpMpoBaBsLLEro MexpaoHHasa nHcnekuma PepepanbHO Hanorosoi cnyxbol Ne 46 no r.
OpraH13aLumio B KayecTse opUAMYECKoro mua Mockse

[aTa perncrtpaumnm B Kadectse HOJ1 18.10.2005

[aTa npucsoeHma ONPH 18.10.2005

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 770601001

U3rotosurennb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

MNonHoe HanmeHoBaHMe BMT Medical Technology s.r.o.

Appec

3apernctpupoBaHo Ha Tepputopum EASC Het

Afpec mecTa KUTenbCTBa 60200, Yewwckan Pecnybauka, Cejl 157/50, Zabrdovice, Brno

MpoussoacTBEHHbIE NNOLWAAKN

60200, Yewwckana Pecnybauka, Cejl 157/50, Zabrdovice, Brno, I/TOHACC: 49.198600°, 16.621391°

Azpec npon3BoACTBa NPOAYKLUN 60200, Yeuickaa Pecnybauka, Cejl 157/50, Zabrdovice, Brno, [NTOHACC:
49.198600°, 16.621391°

CsepeHuna 0 NpoAyKLUm

MpoucxoxkaeHne NpoayKLmMn YEXUA
Obuiee HaMMeHOBaHMe NPOAYKLMN CTepunumsaTtop ropAYeBo3ayLUHbIN
O6Lwue ycnoBuma XxpaHeHUA NPOAYKL MM YcnoBus, CPOKM XpaHEHUA 1 CYKObI NPOAYKLUK: B COOTBETCTBUM C

WHCTPYKUMEN No sKcnayaTaLmm

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HanmeHoBaHuMe (0603HauYeHWe) NPoAyKL MM CTepunumsatop ropA4eBo3ayLHbIN
Mogenb mogenb STERICELL («CTEPULLEN/T»)
NHasa nHpopmauma o npoayKumnm [JelicTBune aeKknapaunmn o COOTBETCTBUM PACNPOCTPAHAETCA HA CEPUITHO

BbIMYCKAaEMYH0 NPOAYKLMIO, U3rOTOB/IEHHYHO C AaTbl U3rOTOB/IEHMS
0TO6paHHbIX 06pasLLoB (MPo6) NPoAYKUMK, NPOLLIEALLMX NCCAeA0BaHNA
(ncnbiTaHua) n nsmepenusa: ¢ 09.2025 roga

Kog TH B3/, EASC 8419200000

[lOKYMEeHT B COOTBETCTBMM C KOTOPbIM M3roTOB/IEHA NPOAYKLUA

AokymeHT 1

HanmeHoBaHWe fOKYyMeHTa MpoayKuma n3rotosneHa B COOTBETCTBMM ¢ AMpekTusoii 2014/30/EU
"IneKTpoMarHuTHas COBMecTMMOCTb"

CTaHAaprI U UHble HOPMATUBHbIE AOKYMEHTbI, TpumeHAaemble Npu noaTBep>X4eHUU COOTBETCTBUA

Cranpapr 1
O603HavyeHne cTaH4apTa, HOPMATUBHOIO FOCT P M3K 61326-1-2014
AOKYMeHTa
HanmeHoBaHWe cTaH4apTa, HOPMATUBHOO "O6opyaoBaHMNe INEKTPUYECKOE A1 USMEPEHUSA, YNPABAEHNA U
AOKYMEHTa NabopaTopHOro NnpumeHeHus. TpeboBaHMA 3NEKTPOMArHUTHOM
Pasaen (NyHKT, NOANYHKT) CTaHAapTa, (pasgensbi 6 1 7)

HOPMATUBHOIo AOKYMEHTa

Bbinucka ot 02.09.2026. NaeHTuduKaTop Bbinnckn b66414ac-1990-4ffd-9089-d8cbc86e1130 CtpaHuua 2



Oekna pauun 0 cooTBeTCTBUU

@ fsagovru

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HanmeHoBaHue vcnbiTaTenibHoOM nabopatopun  UcnbitaTenbHaa nabopatopua "BonbTekc" ObecTBa c orpaHUYeHHOM
oTBeTcTBeHHOCTbIO "MpodHaazop"

Afpec mecTa OCyLLeCTBAeHUA AeATe/IbHOCTU 121087, Poccuiickas ®egepauymsa, ropog Mockea, barpatMoHOBCKKUi npoesa, AoM

npoun3BoACTBEHHON nabopaTopumn 7, kopnyc 1, atax 4, nomewyeHue |, KomHata 21

MNpoToKon uccnepgosaHua (UCNbITaHUA) U U3MepeHUn

[aTa npoTokona 24.10.2025
Homep npoToKona 106-10-25-BT
A OKymeHTbl, Nnpeanonaraembie cxemom AEeKNapuposaHua
TP TC 020/2011

UHble fOKYMEHTbI

HanmeHoBaHWe fOKymeHTa JorosBop ynoAHOMOYEHHOrO nuya
Homep AoKymeHTa 01/07082020
[aTa foKymeHTa 07.08.2020

WccnepoBaHue TMNA NpoayKLUm

3aKntoueHune 06 uccnesoBaHMM TUNA NPOAYKLMUK

CTpaHa mecTa HaxoXKaeHusa POCCHA

Mpu3HaK akkpeauTaLum Ja

[ OKyMeHTbl, NnpeacTaB/ieHHble 3aABUTEeNeM

[oroBop Ha BbinosHeHUe GYHKLMUIA MHOCTPAHHOTO U3roTOBUTENSA

Homep gorosopa 01/07082020
[aTa porosopa 07.08.2020
Mpegmet gorosopa JorosBop yno/HOMOYEHHOrO nuya

WHble AOKYMEHTbI, NpeacTaB/eHHble 3aaBUTeNeM

MpunoxeHue KaTeropua goKymeHTa Ha3sBaHune AoKymeHTa Homep fokymeHTa [aTta foKymeHTa
Opyroe Jlorosop ynonHOMO4YEHHOro 01/07082020 07.08.2020
nmua
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