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CTOMAPT

DENTAL SOLUTIONS

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkuumn EASC

Cxema geknapvpoBaHumn

Tun o6bekTa AeKnaprMpoBaHma

D,EKnaanMﬂ O cooTBeTCcTBUMU
Cratyc geknapauum

PerMcTpaumoHHbI HOMep AeKnapauum o
COOTBETCTBUM

[aTa perucrpaumv gexknapauum

[laTa OKOHYaHWA AeiCcTBMA AeKnapaLmm o
COOTBETCTBMM

CBoboaHOE pacnpocTpaHeHMe NPOAYKLMN He
orpaHuYyeHo 3aKoHoAaTeNbCTBOM PO

3aasuTtenb

Twun 3aasutens
Tun 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 OPUAUYECKOrO ANl
[onKHOCTb pyKoBOAUTENA

Appec

Appec mecTta HaxoXaeHuA

KOHTaKTHbIe AaHHble

Homep TenedoHa
Anpec aNeKTPOHHOM NoYTbI

CBeaeHUA O roCcyAapCcTBEHHOM perucTpauum

HanmeHoBaHMe opraHa, 3aperncTprupoBaBLlero
OpraHn3auuto B Kayectee OPUANUYECKOro nnua
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3mninCKOro 3KOHOMMYECKOTO COH03a (TEXHWYECKOTO periaMmeHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKTpomarHMTHasA COBMECTUMOCTb TEXHUYECKUX CPeacTB

TexHunueckune cpeacTsa, He BKAOUEHHbIe B [lepeueHb npoayKumu,
noanesatlen ceptudukaumm K TP TC 020/2011

1

CepuitHbIN BbIMYCK

[OevictByeT

EASC N RU [-KR.PA01.B.46573/24

26.01.2024

25.01.2029

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1237700365561
9714011318

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

OBLLIECTBO C OTPAHMYEHHOW OTBETCTBEHHOCTbLIO "TOMO-AEHT"
000 "TOMO-AEHT"

NamouKkunHa

[apba

CepreesHa

leHepasbHbIM AUpPEKTOP

125167, Poccua, r.MocKkBa, MyHULMMANbHBIN OKPYT XOPOLLEBCKUIA BH. Tep. T.,
np-KT JleHuHrpaackuii, a. 37, K. 3

+7 9295288323

tomo-dent@mail.ru

MekpaiioHHas nHcnekumsa PegepanbHol HaoroBon cnyxkb6bl Ne 46 nor.
Mockse
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[aTa perncrtpaumnm B Kadectse HOJ1 24.05.2023

[aTa npucsoeHma ONPH 24.05.2023

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 771401001

U3rotosurennb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

MonHoe HaumeHoBaHUe MouHTHuMKC, Ko, /1Ta. (PointNix Co. Ltd.)

Appec

3apernctpupoBaHo Ha Tepputopum EASC Het

AfLpec mecTa XKUTenbCTBa Kopes, Pecnybnuka, 3F, Ace Twin Tower 1, 212-1, Kuro-Dong, Kuro-Ku, Seoul,
Korea

MpoussoacTBEHHbIE NAOLWALKH

Kopesn, Pecnybauka, 3F, Ace Twin Tower 1, 212-1, Kuro-Dong, Kuro-Ku, Seoul, Korea

Afpec Nnpon3BoACTBA NPOAYKLMK Kopes, Pecnybauka, 3F, Ace Twin Tower 1, 212-1, Kuro-Dong, Kuro-Ku, Seoul,
Korea
NonHoe HanmeHoBaHMe Anpec mecTa ocyLLecTBAEeHUA AeATEIbHOCTU NO U3TFOTOB/IEHUIO NPOAYKUMNM:

CeeaeHMA 0 NpoayKuUmn

MponcxoxaeHne NpoayKLmMm KOPEA, PECNYB/IMKA

Obuee HaMMeHOBaHMe NPOAYKLMU AnnapaTt peHTreHOBCKMI UMPPOBON CTOMATONOMMYECKUI AUATHOCTUYECKMI
Point,

Ob6wwme ycnoBusi XpaHeHUs NPOAYKLUN Ycnosus xpaHeHus npogykumnmn B cootsetcteum ¢ FTOCT 15150-69 "MawuHbl,

nNpubopbl U Apyrve TexHUYeckue nsgennsa. UcnofHeHna ana pasandHbIx
KAMMATUYECKMX PaltoHOB. KaTeropuu, ycaoBua aKcnayaTaumm, XpaHeH s 1
TPaHCMNOPTUPOBAHUA B YACTM BO3AEUCTBUA KAMMATUUECKMX GaKTOPOB
BHellHel cpeabl". CpoK XxpaHeHUs (cnyxbbl, rog4HOCTM) yKa3aH B npuaaraemom
K NPOAYKLMM TOBapOCOMNPOBOANUTENBHOM U/UAN SKCNAYaTaLLMOHHOM
AOKYMEHTALMK,

CBepgeHna 06 0603HaueHUN, MAEHTUOUKALMU U A40NONHUTENbHAA MHPOPMAaLMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) npoayKumum BapuaHTbl ucnosHeHus: Point 500 HD, Point 500C HD, Point 3D Combi,
Point 3D Combi 500C.
NHaa nHpopmauma o npoayKumm [eknapauua cooTBETCTBUA PAacNpOCTPaHAETCA Ha NPOAYKLMIO,

W3roTOBJIEHHYIO C AaTbl N3roTOBAEHUA 0TOBpaHHbIX 06pa3Los (Npob)
NPOAYKUMW, MPOLIeALLINX UCCNe0BaHUA (UCNbITaHWA) M U3MEPEeHUs,
yKasaHHyo B aKTe(ax) oTbopa

Koa TH B3/, EASC 9022130000

CraHpapTbl U MHbIE HOPMATUBHbDbIE A OKYMEHTbI, NPUMEHAEeMble NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpgapt 1

Ob603HayeHne cTaHAapTa, HOPMATUBHOTO FOCT 30804.6.1-2013 (IEC 61000-6-1:2005)

OOKyMeHTa

HanmeHoBaHwue cTaH[apTa, HOPMATUMBHOTO "CoBMECTUMOCTb TEXHUYECKUX CPEACTB 3/IEKTPOMArHUTHAA. YCTOMUYMBOCTb K

AOKYyMeHTa 3/IEKTPOMArHUTHBIM NOMEXaM TEXHUYECKUX CPEeACTB, MPUMEHAEMbIX B XKU/bIX,
CraHpapr 2

O603HavyeHne cTaH4apTa, HOPMATUBHOIO FOCT IEC 61000-3-3-2015

AOKYMeHTa
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HavmeHoBaHKWe cTaHAapTa, HOPMATUBHOTO "InekTpomarHuTHas coBmectumocTb (IMC). YacTb 3-3. Hopmbl. OrpaHuyeHmne
AOKyMeHTa N3MEHEHWI HanpsKeHUs, konebaHui HanpsaxKeHua n danKepa B

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun MCMbITATENBHAA NTABOPATOPUA OBLLIECTBA C OTPAHUYEHHOW
OTBETCTBEHHOCTbHH UCMNbITATENLHbLINA LLEHTP « KOHTPO/1b», atTectat
akkpeautauum POCC RU.32468.04/1EM0.1M1.009 ot 28.09.2023

Afpec mecTa OCyLLEeCTBAeHUA AeATe/IbHOCTU 105118, Poccuiickas ®eaepauus, ropog Mocksa, yanua bypakosa, 27 b
NpPou13BOACTBEHHON NabopaTopum

MNpoToKon uccnepgosaHua (UCNbITaHUA) U U3MepeHUn

[aTa npoTokona 26.01.2024
Homep npoToKona E/1C-001-0665
A OKymeHTbl, Nnpeanonaraembie cxemom AEeKNapuposaHua
TP TC 020/2011

UHble fOKYMEHTbI

HanmeHoBaHWe fOKymeHTa PerncrpaumoHHoe yaoctoseperue Ne ®C3 2011/09036 ot 05.03.2011 roaa,
BblgaHo PepepanbHoi cnyx6oi No Haasopy B chepe 34paBOOXPAHEHMUA
(POC34PABHAL30P)

Homep AoKymeHTa ®C32011/09036

[aTta foKymeHTa 05.03.2011

WccnepoBaHue TMNA NpoayKLUm

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeamTaLum Oa

[lOKyMeHTbl, NpeACcTaBNeHHbIE 3aABUTE/IEM

Opo6peHne TMNa TPaHCNOPTHOTO cpeacTBa/oaobpeHmne TUNa Wwaccu

CTpaHa mecTa HaxoXaeHuna POCCHA

UHble JOKYMEHTbI, NpeacTaBNeHHble 3aaBUTeNeM

MpunoxkeHne  KaTeropus gOKyMeHTa HasBaHuMe fOKymeHTa Homep goKkymeHTa [aTa foKymeHTa

Lpyroe PerncrpaumoHHoe ®C32011/09036 05.03.2011
yaoctosepeHne Ne ©C3
2011/09036 o1 05.03.2011
rosa, sblaaHo ®enepanbHom
cnyxx6oi no Hagsopy B coepe
3/ paBoOOXpaHeHuA
(POC34PABHAL30P)
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