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Oekna pauun 0 cooTBeTCTBUU

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

lpynna npoayKunmn EASC

Cxema geknapmpoBaHua

Tun 06beKTa AEeKNapUPOBaHNA

[eKknapauua o cooTBeTCcTBUM
CraTyc geknapauuu

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUM

[aTa perucrpaumm gexknapauum

[aTa OKOHYaHWA AeiCcTBMA AeKNapaumm o
COOTBETCTBUMU

CBob6OHOE pacnpocTpaHeHME NPOAYKLUN He
OrpaHMYeHo 3aKoHOAATENbCTBOM P

CBeAeHUA 0 NPUNOXKEHUAX K AeKapauum

HanmeHoBaHMe NpuaoKeHua

MpunoxeHne NpoayKumn 1

3aasuTtenb

Twun 3aasutens
Tun geknapaHTa

OCHOBHO rocyAapCTBEHHbIV PETMCTPALLMOHHbIN
HoMep topuandeckoro anua (OrPH)

NaeHTUPUKALMOHHbIA HOMep HanoronnaTesblMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HaMMeHOBaHWeE PUANYECKOro AnLLa
CoKpalleHHOe HaMMeHOBaHWe PUANYECKOTO LA
damunna pykoBoanTeNs LOPUANYECKOTO NLA

MmAa pyKosoauTensa opuanyeckoro anua
OT4ecTBO PyKOBOAUTENA OPUANYECKOrO ANl
[onKHOCTb pyKoBOAUTENA

Appec

Appec mecTta HaxoXaeHuA

KoHTaKTHbIe AaHHble

Homep TenedpoHa
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MopAAKOBbIA HOMEP NPUNOMKEHMSA

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

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB

TexHuyeckue cpeacTBa, He BKAOYEHHble B [lepeyeHb NpoayKLmK,
noanesaulen ceptudukaumm K TP TC 020/2011
1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU O-CN.PA01.B.70115/21

01.02.2021

31.01.2026

Ja

Konnyectso ANCTOB B NPUAOKEHUN

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1162651062529

2635219818

O6wecTtBa Cc oOrpaHMYEHHOW OTBETCTBEHHOCTLIO
O6wecTBO C orpaHnYeHHo oteeTcTBeHHOCTbo "HOBIOAEHT MHTEPHELLUHA"
000 "HOBIOAEHT MHTEPHELLHA"
KATYHUEB

Uropb

HWUKO/TAEBUM

Ynpasnsaowmi - MTHANBUAYaANbHbIM NpeanpUHUMaTE b

356236, POCCUSA, KPAM CTABPOMOJIbCKUI, LUMAKOBCKUM PAMOH, CENO
BEPXHEPYCCKOE, Y/INLIA BATANCKASA, 30AHUE 24T, OPUC 1

+7 8655333888

CrpaHuua 1
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ALpec 3N1eKTPOHHOW NOYTbI ved@novgodent.ru

CBegeHMA 0 rocyfapCcTBEHHON perncTpaumum

HanmeHoBaHMe opraHa, 3aperncTpnpoBaBsLLero MepanoHHaa nHcnekuma PegepanbHol Hanorosol cnyxbel Ne 11 no
OpraHn3aumio B KayecTse oPUAMYECKOro mua CraBpononbcKkoMy Kpato

[aTa perncrtpaumnm B Kayectse HOJ1 27.05.2016

[aTa npucsoenna OIPH 27.05.2016

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM) 262301001

KoHTaKTHbIe AaHHble

Homep TenedpoHa +7 8655333888

AZpec 31eKTPOHHOW NoYTbl ved@novgodent.ru

U3roTtoButenb

Twun nsrotosutena MHocTpaHHOe nnyo

Cosnapaer c 3aaBuTeNIEM Het

MonHoe HanmeHoBaHue HuH60 L3aH631 BocoH Meaukan UHcTpymeHT Ko., /ita. / NINGBO JIANGBEI
WOSON MEDICAL INSTRUMENT CO., LTD

Appec

3aperncrtpmpoBaHo Ha Tepputopum EASC fa

AZpec MecTa KUTenbCTBa KuTtait, Ne 25, Lane 300, Jinshan Road, Jiangbei District, Ningbo 315032,

Zhejiang, China

CeeaeHuMA o0 NpoayKUUU

MpouncxoxxaeHne NpoayKumnm KUTAM
Obuiee HaMMeHOBaHWE NPOAYKLMK CTomaTonormyeckue ycTtaHOBKU:
Ob6wwue ycnosuma XxpaHeHUsa NpoayKunm Ycnosusa xpaHeHus npoayKkummn B cootsetcteum ¢ FTOCT 15150-69 "MaluHbl,

npnubopbl U ApyrMe TexHUYeckme nsaenua. UCnonHeHna ana pasamndHbix
KAMMATUYECKMX PalloHOB. KaTeropuu, ycaoBua sKcnayaTaumm, XpaHeH s 1
TPaHCNOPTUPOBAHMA B YacTU BO34EMCTBUA KIMMATUUECKUX paKTOpOoB
BHelwHel cpeapl”. CPOK XxpaHeHun (cnybbl, FOAHOCTM) yKasaH B Npuaaraemom
K NPOAYKLMM TOBAPOCONPOBOANUTEIbHOW U/UAN IKCNNYyaTALMOHHOM
AOKYMeHTaLmm

CeepeHusa 06 o603HaueHuun, naeHTUMPUKaumm 1 4oNoNHUTENbHAA MHPOPMALUA O NPOAYKLMUN
HanmeHoBaHuWe (0603HaueHne) NPoAyKL MM WOD330, WOD550, WOD730, c npvHaane>KHOCTAMMU

Kog TH B3/, EASC 9018410000

JlOKYMEeHT B COOTBETCTBMU C KOTOPbIM M3roTOB/IEHa NPOAYKLUUA

AokymeHT 1

HavmeHoBaHMWe AOKYMeHTa Oupektnsoin 2014/30/EU "O saneKTpomarHuTHoi comectumocTtn'

CTaHAaprI U UHble HOPpMATUBHbIE AOKYMEHTbI, TpumeHAaemble Npu noaTBep>XA4eHUU COOTBETCTBUA

Cranpapr 1
O603HayeHWe cTaHAAPTa, HOPMATUBHOTO FOCT 30324.1.2- 2012 (IEC 60601-1- 2:2001)
AOKYMeHTa
HanmeHoBaHwue cTaHA4apTa, HOPMATMBHOIO "U3penna meanunHCKMe anekTpudeckme. Yactb 1-2. O6wue TpeboBaHus
AOKYMEHTa 6e30nacHOCTU. INEKTPOMArHMTHaaA COBMECTUMOCTb. TpeboBaHMA U meToabl
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Pasgen (MyHKT, NOANYHKT) cTaHAapTa, pasgenol 3 1 36
HOPMaTUBHOIO AOKYMEHTA
MpunoxeHne JiE!
HavmeHoBaHue (0603HaueHne) NnpoayKumum CromaTonormnyeckue ycraHoskn: WOD330, WOD550, WOD730, ¢
NPUHaANEXKHOCTAMMU
ApTUKYN B cocTaBe:- CTOMaTO/I0rM4YecKkoe Kpecao € NoAroN10BHUKOM U ABYMA

NoA/IOKOTHUKaMK.- MoAy/ib acCUCTEHTA C MaHEe b0 YNpaBaeHus (nuctonet
«BOAA/BO3AYX», CIIOHOOTCOC, MbINIEKPOBOCOC).- 3a4HEe HUKHee
OCHOBaHMe Kpecna C AXOUCTUKOM.- LLiTaHra cBeTUNbHUKA.-
MaHTorpadmyeckmnin poivar.- CBETUNAbHUK CTaHAAPTHBIN.- MNeganb
ynpaB/ieHUA MHCTPYMEHTaMM U Kpecaom.- HeraTockon.- HanonbHbIn 610K
A9 NOAKNIOYEHNA K KOMMYHUKALMAM.- Yalwa naesaTelbHULbI.-
apobnok.- MoBOPOTHBINM pblyar.- MoZyb Bpaya ¢ NaHe bl YNpaBieHus
Ha 5 MHCTPYMeHTOB.- CTONIMK AN MHCTPYMEHTOB.- CTomaTosiormyeckas
nomna.- JepxaTtenb 414 HAKOHeYHUKOB.MpUHaanekHoctu:- LLtaHra gna
MOHUTOpPA.- MoHUTOP.- Kamepa nHTpaopanbHas.- CTyn Bpaya.

NHaa nHpopmauma o npoayKumm Ovpektnea 2014/30/EU "O aneKkTpomarHMTHOM coBmecTumoctu”

Kog TH B3/, EASC 9018410000

UccneposaHuA, UCNbITaHUA, U3MepeHUa

WUcnbiTaTenbHan nabopartopus

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTelbHOM nabopaTopun UcnbitaTenbHas nabopatopusa OO0 «HOPMA-TECT», aTTecTaT akKpeauUTaLumm
POCC RU.31993.040CK0.1/10021, cpokom gewnctama o 29.10.2025 roaa

Afpec mecTa oCyLLeCcTBAeHUA AeATeIbHOCTHU 346789, r. A3os, yn. Nobeppl 17, 0. 304

Nnpou13BOACTBEHHOW NabopaTopumn

MpoToKon uccnepgoBaHus (UCNbITaHUA) U U3MepeHUn
[aTa npoTokona 01.02.2021

Homep npoTokona MNHT/0021/0489

A OKymeHTbl, Nnpeanonaraembie cXxemow AEeKNapupoBaHUA
TP TC 020/2011
WccnepoBaHue TMNa NpoayKumu

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeauTaLmum Oa

CepTuduKaT Ha TMN NPOAYKLUM

Ceptudukar 1

CtpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKymMeHTbl, NnpeAcTaB/eHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu
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CTpaHa mecTa HaxoXxaeHuA POCCHUA

MHble AOKYMEHTbI, NpeAcTaBieHHble 3aABUTe/IeM

MpunoxeHne  KaTeropua AOKyYMeHTa HasBaHuMe fOKymeHTa Homep goKkymeHTa [aTa foKymeHTa

Opyroe PerncrpauymoHHoro ®C32012/13223 25.11.2016
YA0CTOBEPEHMSA, BbIAAHHOIO
depepanbHoii cnyxb6oi no
Haasopy B coepe
34,0aBOOXpaHeHUn
(PocaapaBHagsop),
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