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CTOMAPT

DENTAL SOLUTIONS

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkunmn EASC

Cxema geKknapmpoBaHusa

Tun o6beKTa AeKNapUpoBaHUs

ﬂ,eKl'Iaan,Vlﬂ O COOTBEeTCTBUU
Cratyc geknapauum

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUMU

[aTa perucrpaumu gexknapauum

[aTta OKOHYaHUA AeNCTBUA AeKnapauum o
COOTBETCTBUMU

CeoboaHOe pacnpocTpaHeHve NpoayKUMMN He
OrpaHMyYeHo 3aKoHOAaTeNbCTBOM P

CBepeHMA 0 NPUNOKEHUAX K AeKnapauum

HavmeHoBaHWe NnpunoxxeHuna

MpunoxeHne NsrotToBuTeNEN 1

3aasurtenb

Twun 3aasutena
Tun geknapaHTa

OCHOBHO rocyAapCTBEHHbIV PErMCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKAUMOHHDBI HOMEpP Ha/loronnaTeblMKa
(MHH)

OpraHusaumoHHo-npasosas Gpopma

MonHoe HaMMmeHOBaHWE PUANYECKOro AnLa

CoKpallleHHOoe HaMMeHOBaHWeE PUANYECKOTO ML
damunva pyKoBoAUTENN IOPUANYECKOTO NLA

Mma pyKosBoauTensa opuanyeckoro nua
OT4YEeCcTBO PYKOBOAUTENS IOPUANYECKOTO NNLA

ﬂ,OJ'I)KHOCTb pyrkosBoguTenAa

Bbinucka ot 23.07.2025. NaeHTudumkaTtop Bbinuckn 8ecdedd8-fAec-4d37-8054-ae70f4c045e6

MopAaaKoBbI HOMEpP NPUNOXKEHMUA

[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3mninCKOro 3KOHOMMYECKOTO COH03a (TEXHWYECKOTO periaMmeHTa
TamoXeHHOro coto3a)

TP TC 004/2011 O 6e30nNacHOCTN HU3KOBOLTHOIO 060PYA0BaHMSA

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB
Hu3KoBoIbTHOE 060PYA0BaHNE, He BK/IOYEHHOE B [lepeyeHb NpoayKumu,
noanesatulen ceptudukaumm K TP TC 004/2011

TexHW4Yeckune cpencTBa, He BKAOYeHHbIe B [lepeyeHb NpoayKumm,
noanexauei ceptudmkaumm K TP TC 020/2011

1

CepuitHbIN BbIMYCK

OewncrteyeT

EASC N RU [-LI.PA04.B.44076/24

20.05.2024

19.05.2029

Ja

Konnyectso ICTOB B NPUNOXKEHUN

HOpuguueckoe muo
YNOAHOMOYEHHOE 13roTOBUTENIEM INLLO

1207700018019

9719001137

06|.I.|,eCTBa C OFpaHMHEHHOVI OTBETCTBEHHOCTbHO

OBLLEECTBO C OFPAHWYEHHOWM OTBETCTBEHHOCTBIO "®UIMHOB
ONOKUTAN EHTAN"
OOO Il¢mll

Monanangm
Omutpuin
AnekcaHgposuy

leHepasbHbIM AUpPEKTOP
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Appec

Afpec mecTta HaxoXaeHuA

KoHTaKTHbIe AaHHble

Homep TenedpoHa
Anpec aNeKTPOHHOM NOYTbI

CeefeHuA 0 rocyAapcTBEHHOM perncTpauum

HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuto B Ka4yectee KPUANYECKOro inua

[aTa perncrtpaumnm B Kadectse HOJ1
[aTa npucsoenma ONPH

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM)

U3rotosurenb

Twn nsrotosutena

CoBnagaert ¢ 3aABUTE/IEM

MonHoe HaMmeHoBaHWe

Appec

3apernctpupoBaHo Ha Tepputopum EASC

Ap,pec MeCTa XUTENbCTBA

Bbinucka ot 23.07.2025. NaeHTudumkaTtop Bbinuckn 8ecdedd8-fAec-4d37-8054-ae70f4c045e6

105187, Poccusa, ropog Mockea, yanua LLlepbakosckasn, gom 53, Kopnyc 3,
S1ax 3 KomHaTa 308

+7 9265055501

d.popailidi@gmail.com

MekpaiioHHas nHcnekumsa PegepanbHol HaloroBon cnyko6bl Ne 46 nor.
Mockse

23.01.2020
23.01.2020

771901001

MHocTpaHHOEe Anuo
Het

"MBoknap BusageHT Al'"," Ivoclar Vivadent AG"

Het

NuxTeHwTenH, Bendererstrasse 2, 9494 Schaan, Liechtenstein, 22.257073°
113.467334°

’
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MpoussoacTBEeHHbIE NIOWALKU

FepmaHua, Alter Weg 3, 79112 Freiburg, Germany, 47.965579°, 7.699684°

Appec nponsBoACTBa NPOAYKLNK lepmaHus, Alter Weg 3, 79112 Freiburg, Germany, 47.965579°, 7.699684°
MpunoxeHune [a
MonHOe HaumeHoBaHKue "KNF Neuberger GmbH"

LLisenuapua, Stockenstrasse 6, CH-8362 Balterswil, Switzerland, 47.454540°, 8.941969°

AZpec Npon3BOACTBa NPOAYKLUN LWsenuapusa, Stockenstrasse 6, CH-8362 Balterswil, Switzerland, 47.454540°,
8.941969°

MpunoxeHwne Oa

MonHOe HanmeHoBaHKue "KNF Neuberger AG"

AscTtpus, Bremschlistrasse 16, 6706 Burs, Austria, 47.119286°, 9.796357°

Afpec Npon3BoACTBa NPOAYKLMK AscTpus, Bremschlistrasse 16, 6706 Burs, Austria, 47.119286°, 9.796357°
MpunoxeHne [a
MosHOe HanmeHoBaHUe "Ivoclar Vivadent Manufacturing GmbH"

CBepeHuAa o npoayKuumn

MpoucxoxkaeHne NpoayKLmu JINXTEHLWTENH

Obuiee HaMMeHOBaHWE NPOAYKLMK Meyb ans 06paboTKM CTOMATONOIMYECKMX MaTepManos Programat c
NPUHAANEXHOCTAMM,

Ob6wwue ycnosuma XxpaHeHUsa NpoayKunm Ycnosus xpaHeHUs NpoayKUumn B cOOoTBeTCTBUM ¢ TpeboBaHuamm FOCT 15150-

69. CpOK xpaHeHua (cnyxKbbl, ro4HOCTU) YKa3aH B NpUAaraemomn K npoayKkumnm
TOBapPOCONPOBOANUTENBHOM M/UNN SKCNNYATALMOHHOW AOKYMEHTALMM,

CeegeHna 06 0603HaueHUN, naeHTMOUKaALMK U A0NONHUTENbHAA MHPOPMaLMA O NPOAYKLUU

HanmeHoBaHMWe (0603HaYeHME) NPOAYKLMM Meub 4n8 06PabOTKM CTOMATONOTMYECKUX MaTepuranos Programat ¢
NPUHALNEKHOCTAMM,

ApTUKyN Toprosow mapku: "lvoclar Vivadent"

MHasa nHdopmaumsa o npoayKLmm [JeiicTBMe AeKkNapaLum pacnpocTpaHAeTca Ha NPOAYKLMIO, U3TOTOB/IEHHYHO

C OaTbl U3roTOB/IEHUSA 0TOBpaHHbIX 06pa3LoB (Npob), Npoweawmnx
nccnenoBaHusa (McnbiTaHua) u namepenms: 01.2024
Koa TH B3/, EASC 8514390000

[LOKYMEHT B COOTBETCTBUM C KOTOPbIM U3roTOBJIEHA NPOAYKLMUA

AokymeHT 1

HavmeHoBaHWe AOKYMeHTa MpoAayKuma N3roToBaeHa B COOTBETCTBMM C TEXHUYECKOM cneumbukaumen
"MBoknap BueageHT A", "lvoclar Vivadent AG"

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe MPU NOATBEPKAEHUUN COOTBETCTBUA

Cranpapr 1
O603HavyeHue cTaH4apTa, HOPMATUBHOIO FOCT P M3K 60204-1-2007
AOKyMeHTa
HanmeHoBaHwue cTaHfapTa, HOPMATUMBHOIO "Be3onacHOCTb MaLKH. D1eKTpoobopyaoBaHME MALLNH U MeXaHM3MOB. YacTb
AOKYMEHTa 1. O6uwme TpeboBaHmA"
CraHpaprt 2
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT 30804.6.1-2013
[OKyMeHTa
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HavmeHoBaHKWe cTaHAapTa, HOPMATUBHOTO "COBMECTUMOCTb TEXHUYECKUX CPEACTB SNEKTPOMArHMTHaA. YCTOMUMBOCTD K
AOKYMEHTa 3/IEKTPOMArHUTHbIM NOMEeXamM TEXHUYECKUX CPecTB, MPUMEHAEMbIX B }KUJIbIX,
Pasgen (MyHKT, NOANYHKT) CTaHAAPTa, pasaen 8
HOPMATMBHOIO AOKYMEHTA

CraHnpapt 3
O603HavyeHue cTaH4apTa, HOPMATMUBHOIO [OCT IEC 61000-6-3-2016
AOKYyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO "IneKkTpomMarHuTHas coemecTMmocTb (3MC). YacTb 6-3. Obwme cTaHAaPTbI.
AOKYMeHTa CTaHZapT 3/1EeKTPOMArHUTHON 3MUCCUM 1A KUbIX, KOMMEPYECKUX U NIETKUX
Pasgen (MyHKT, NOANYHKT) cCTaHAapPTa, pasgen 7

HOPMaTUBHOrO JOKYMeHTa
UccneposaHuA, UCNbITaHUA, U3MepPeHUa

WUcnbiTaTenbHan nabopartopus

Na6opatopusa 1

HanmeHoBaHue vcnbitaTesibHoOM nabopatopun  UcnbitaTenbHas nabopatopus Ob6LecTBa C OrPpaHNYEHHOM OTBETCTBEHHOCTBIO
"KPAHNUAEP", atTectaT akKkpeamTaumm POCC RU.31857.04M1/1C0.00065 ot

20.07.2020
Afpec mecTa oCyLLeCcTBAEHMA AeATeIbHOCTH 141540, Poccua, MockoBcKas o61actb, CONHEYHOTOPCKU paiioH, ropog,
Npoun3BOACTBEHHON NabopaTopumn ConHe4YyHOropck, AavHbliii nocenok MNosaposo, yanua MNoyTtosas, Aom 29

MpoToKon uccnepoBaHua (MCNbITaHUA) U U3MepPeHUn
[aTa npoTokona 20.05.2024

Homep npoTtoKkona 355-05/2024
p,OKYMEHTbI, npeagnosaraembie cxemom AEeK/NapUupoBaHuA
TP TC 004/2011

UHble [OKYMEHTbI

HanmeHoBaHMe fOKyMeHTa [Horosop ynonHomouyeHHoro avua Ne LNY/FDD/040324 ot 20.04.2024
Homep goKymeHTa LNY/FDD/040324

[aTa goKkymeHTa 20.04.2024

TP TC 020/2011
UHble fOKYMEHTbI

HanmeHoBaHWe fOKymeHTa [orosop ynonHomoueHHoro avua Ne LNY/FDD/040324 ot 20.04.2024
Homep AoKymeHTa LNY/FDD/040324

[aTa foKymeHTa 20.04.2024

WccnepoBaHue TMNA NpoayKLUm

3aKntoueHune 06 uccnesoBaHMM TMNA NPOAYKLMUK

CTpaHa mecTa HaxoXKaeHusa POCCHA

Mpu3HaK akkpeauTaLum Ja

[ OKyMmeHTbl, NnpeacTaB/ieHHble 3aABUTeNeM

Bbinucka ot 23.07.2025. NaeHTudumkaTtop Bbinuckn 8ecdedd8-fAec-4d37-8054-ae70f4c045e6 CtpaHuua 4
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[oroBop Ha BbinonHeHUe GpYHKLMUIA MHOCTPAHHOIO U3roTOBUTENA

Homep gorosopa LNY/FDD/040324
[aTa porosopa 20.04.2024
MpegmeT gorosopa [Jorosop ynonHomoyeHHoro anua Ne LNY/FDD/040324 ot 20.04.2024

OpobpeHne TMNa TPaHCMOPTHOrO cpeacTBa/oaobpeHme TMNA WaccK

CTpaHa mecTa HaxoXaeHua POCCHA

WHble AOKYMEHTbI, NpeacTaBiAeHHble 3aaBUTENIEM

MpunoxeHue KaTeropua goKymeHTa Ha3BaHune AoKymeHTa Homep fokymeHTa [ata gokymeHTa
Opyroe Jorosop ynonHOMO4YeHHOro LNY/FDD/040324 20.04.2024
nvua Ne LNY/FDD/040324 ot
20.04.2024
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