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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)

OpraHu13auMoHHOo-NpaBoBas popma

lNMonHoe HanmeHOBaHMeE IPULMYECKOro NLA
CokpalleHHOe HauMeHoBaHMe LPUANYECKOro Au1La
Pamununa pykoBoanTeNs LOPULANYECKOro N1La
Mma pykosoauTena ropuamndeckoro anua
OTyecTBO pyKOBOAUTENA HOPUAMYECKOTO ANLLA
JonxHocTb pykoBoguTensa

Appec

Appec mecTta HaxoXaeHuA

AZpec MecTa OCyLLeCcTBAEeHUA AeATeIbHOCTH
KoHTaKTHble gaHHble

Homep TenedoHa

AZpec 31eKTPOHHOW NOoYTbl

CBegeHMA O rocyfapCcTBEHHOM perucTpauum
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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.PA06.B.62678/22

19.09.2022

15.09.2027

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1107746210220

7715801869

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

OGLECTBO C OFPAHMYEHHOW OTBETCTBEHHOCTbIO "H3MTUB MEAMKAN"
000 "H3NTMB MEAMKAN"

B/INHOB

AMUTPUN

AHOPEEBUY

FEHEPA/IbHbIV ANPEKTOP

127018, POCCUA, FOPO, MOCKBA, Y/1. MONIKOBAS, A.16, 0d.12

127018, POCCUA, T Mocksa, yn Nonkosas, gom 16, oduc 12

+7 9999998825

s@native.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 22.03.2010

[aTa npucsoeHma ONPH 22.03.2010

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 771501001

U3rotosurennb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

MNonHoe HanmeHoBaHMe «Genoray Co., Ltd.» («deHopaw Ko.,/ITa.»)

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

AZpec MecTa }K1TenbCcTsa KOPEA, PECNYBJ/IMKA, 512, Byucksan Technopia, 560, Dunchon-daero,

Jungwon-gu, Seongnam-si, Gyeonggi-do, Korea

MpoussoacTBEHHbIE NAOLWALKH

KOPEA, PECNYB/IMKA, 512, Byucksan Technopia, 560, Dunchon-daero, Jungwon-gu, Seongnam-si, Gyeonggi-do, Korea

Azpec Nnpon3BoACTBa NPOAYKLMN KOPEA, PECNYB/IMKA, 512, Byucksan Technopia, 560, Dunchon-daero,
Jungwon-gu, Seongnam-si, Gyeonggi-do, Korea
MonHOe HanmeHoBaHUe «Genoray Co., Ltd.» («QxeHop3it Ko.,ITa.»)

CBeaeHMA 0 NpoayKuUmn

MponcxoxaeHne NpoayKLmMm KOPEA, PECNYB/IMKA

Ob6uiee HaMMeHOBaHMe NPOAYKLMN AnnapaTt CToOMaToJIOrMYECKUN PEHTFEHOBCKUI nepeHocHon PORT-X IV

Ob6Lme ycnoBUs XpaHeHUsa NPoAYKLUK Ycnosua xpaHeHna 2 no NOCT 15150 v B cOOTBETCTBMM C PyKOBOACTBOM NO
3KCnayaTauum.

O6wwue ycnosuma akcnayaTaumMm npoayKkumm CpoOK cny»Kbbl — He meHee 5 nerT.

CeegeHusa 06 0603HaueHUU, naeHTUGUKaLUU U J0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaYeHne) NpoayKLmMm AnnapaTt CTOMaTO/IOrMYEeCKUIA PEHTIEHOBCKMIA NepeHocHo PORT-X IV
Tvn PORT-X IV
Mogenb BApPMaHTbl UICMONHEHMA: ANnapaT CTOMaTONI0rMYECKNIM PeHTreHOBCKUM

nepeHocHoi PORT-X IV; AnnapaT cTOMaToN0OrMYecknii peHTreHOBCKUM
nepeHocHoi PORT-X IVe

Kog TH B3/ EASC 9022130000

Cpok cny»bbl MAK pecypc NPoAyKLUU Cpok cny»6bl — He meHee 5 neT.

CpoK xpaHeHuA Ycnosua xpaHeHna 2 no NOCT 15150 v B cOOTBETCTBMM C PYKOBOACTBOM NO
3KcnyaTauuu.
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EauHMLA NpoAayKTa

[aTa ucteyeHuMs cpoka rogHoCTM eauHNULLbI CpoK cny»kbbl — He meHee 5 ner.

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe MPpU NOATBEPKAEHUU COOTBETCTBUA

Cranpapr 1
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT P M3K 60601-1-2-2014
LOKyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO N3penna meguumHckue anekTpuyeckune. Yactb 1-2. O6wme TpebosaHuA
DOKyMeHTa 6€30MaCHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.
Pasgen (NyHKT, NOANYHKT) CTaHAAPTa, pasgenbl 4 n 6

HOPMATUBHOIo AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lencTeyer

UccnepoBaHua, UCNbITaHUA, U3MePEHUA

WUcnbiTaTenbHas nabopartopusn

Na6opatopusa 1

HanmeHoBaHuve vcnbiTaTenbHoM nabopatopun  UcnbitatenbHasa nabopatopua “ SGS Korea Co., Ltd.”

Afpec mecTa oCyLLeCcTBAeHUA AeATeIbHOCTHU KOPEA, PECNYB/IMKA, 512, Byucksan Technopia, 560, Dunchon-daero, Jungwon-
Npoun3BOACTBEHHON NabopaTopumn gu, Seongnam-si, Gyeonggi-do, Korea

MpoToKon uccneaoBaHuA (UCNbITaHUA) U USMepPEHUA

[aTa npoTokona 14.08.2020

Homep npoTokona F690501-RF-EMH000628

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPKAEHUUN COOTBETCTBUA

Bbibop 13 cnpaBoYHMKa (Npu3HakK) Oa

O603HayeHMe cTaH4apTa, HOPMATUBHOIO FOCT P M3K 60601-1-2-2014

[OKYMEHTA

HavmeHoBaHWe cTaHAapTa, HOPMATUBHOTO U3pgenns meamumnHCKMeE anekTpmyeckme. Yactb 1-2. Obwme TpeboBaHuA
[OKYMEHTA 6€30MaCHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.

MapannenbHblit CTaHAAPT. DNEKTPOMArHUTHasA COBMeCTUMOCTb. TpeboBaHuA
M UCMbITaHUA
CraTyc cTaHAapTa, HOPMaTUBHOIO AOKyMeHTa  [leicTeyeT

A OKyMeHTbl, NpeAacTaB/eHHble 3aAaBUTENIEM

[loroBop Ha Bbino/IHeHUe ¢VHKLI,VIﬁ WUHOCTPAHHOIo nsrorosutena

Homep gorosopa GEN-NTV-2205-RUS
[aTa porosopa 16.05.2022
MNpeamet porosopa Jorosop Ha ynosIHOMOYEHHOE NLLO

Opo6peHne TMNa TPaHCNOPTHOTO cpeacTBa/oaobpeHmne TMNa Wwaccu

CTpaHa mecTa HaxoXaeHuna POCCHA
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WHble AOKYMEHTbI, NpeAacTaB/eHHble 3aaBUTeNIEM

MpunoxeHue KaTeropua goKymeHTa

Apyroe

Apyroe

Apyroe

Horosop/KoHTpaKT 0
nocTaBKe NPoAyKLMM

OKcnayaTaunoHHas
OOKyMeHTauumaA

Ha3BaHune AoKymeHTa

CBnaeTenbCcTBO O NOCTaHOBKE
Ha y4yeT B Ha/10roBbIM opraH

CBMAETeNbCTBO O
rocyfapCcTBeHHOM
perncTpaLmm lopuanyeckoro
nua

YcTas

[loroeop Ha ynoaHomo4YeHHoe
nuo

PykosoacTso o
aKcnayaTauum

Homep fokymeHTa

77 Ne 012487542

77 Ne 012487541

PeweHne No 1

GEN-NTV-2205-RUS

Bepcua 1.0
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[ata gokymeHTa

22.03.2010

22.03.2010

15.03.2010

16.05.2022

01.09.2022
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