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CTOMAPT

DENTAL SOLUTIONS

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkuumn EASC

Cxema geknapvpoBaHumn

Tun o6bekTa AeKnaprMpoBaHma

D,EKnaan,Mﬂ 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 HaMMeHOBaHWE PUANYECKOTO NLA
CoKpallleHHOoe HaMMeHOBaHWe PUANYECKOTO NLA
damunva pyKoBoAUTENN IOPUANYECKOTO NLA
Mma pykosoauTena ropuamndeckoro anua
LonKHOCTb pyKoBOANUTENSA

Appec

Appec mecta HaxoXKaeHUs

Appec mecTa oCyLLecTBAEHMA AeATeNIbHOCTU
KoHTaKTHble gaHHble

Homep TenedoHa

Appec 3N1eKTPOHHOW NOoYTbI

CBeaeHUA O roCcyfapcTBEHHOM perucTpauum

HavmeHoBaHMWe opraHa, 3apermcTpMpoBaBLLEro
OopraHM3aumio B Ka4yecTBe PUANYECKOro 1nua
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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 [-DE.PA02.B.90824/24

19.03.2024

18.03.2027

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1037724034204
7724276937

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

OBLLIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbLIO "XAPUKO AEHTA MEA"
000 "XAPUKO AEHTA MEL"

BALATAN

HAPAAH OATT

FEHEPA/IbHbI AUPEKTOP

115230, POCCHA, T.MOCKBA, LI KALWWNPCKOE, A.5, K. 1

115230, POCCUA, T Mocksa, fepbeHeBcKas HabepekHas, gom 11, Kopnyc B

+7 9153880216

SD@hariko.ru

MexpaiioHHas nHcnekuma PegepanbHol HaoroBon cnyx6bl Ne 46 nor.
Mockse
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[aTa perncrtpaumnm B Kadectse HOJ1 01.01.2008

[aTa npucsoeHma ONPH 17.06.2003

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 772401001

U3rotosurtenb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

MonHoe HaumeHoBaHue "Otopp OeHTtan CE"

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

Afpec mecTa XuUTenbcTsa FEPMAHWA, Dirr Dental SE, Hopfigheimer Str. 17, 74321 Bietigheim-Bissingen,
Germany

MpousBoacTBEHHbIE NNOLWAAKHU

FEPMAHWA, Dirr Dental SE, Hopfigheimer Str. 17, 74321 Bietigheim-Bissingen, Germany

Azpec Nnpon3BoACTBa NPOAYKLMN FEPMAHWA, Dirr Dental SE, Hopfigheimer Str. 17, 74321 Bietigheim-
Bissingen, Germany

CBEAEHMH O NpoAyKuuu
MponcxoxkaeHne NPoayKLmu F’EPMAHWNA

Obuiee HanMmeHoBaHME NPOAYKLNM Bnaoeokamepa nHTpaopanbHaa ctomatonormyeckasa VistaCam iX HD Smart

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U JO0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaueHne) NpoayKLumum C MpUHaANEeXXHOCTAMM B cocTaBe: 1. HakoHeYHuK - 1 wT. 2. CmeHHasdA
ronoska (Cam/Proof/Proxi) - He 6osiee 3 wr. 3. KoHTeiHep ana xpaHeHus
CMEHHbIX ro10BOK - 1 wT. 4. [lep»aTesib HakoHe4YHuKa (6e3 USB pasbema /
c USB pazbemom) - 1 wrt. 5. baok nutaHuma - 1 wr. (npm HeobxoaumocTu). 6.
USB Kabesnb 4,8 m - 1 wt. (npn HeobxoaumocTu). 7. OgHopa3oBbie
3aWmTHbIe Yexabl (20 wr./yn.; 100 wr./yn.; 500 wrt./yn.) - 1 yn. (npu
HeobxoaumocTu). 8. AMCTaHUMOHHbIe Koanayku (5 wT./komna.) - He 6onee
2 komnAa. (Npy HeobxogumocTu). 9. YNAOTHUTENbHOE KO/bLO KPYr10ro
ceyeHus, 17 x 1,5 mm - 2 wr. (npm HeobxogumocTtu). 10. Yucrtawasn
candetka - 1 wT. 11. IMCK c nporpammHbim obecrnedyeHnem ana o6paboTtkm
nsobpaxkeHuit VistaSoft - 1 wT. 12. PykoBoACTBO NO aKcnayaTauum - 1 wr.
MpuHaanexHocTn: 1. Habop ana ounctkm obbvekTmnea VistaCam 6e3
oumnctuTtens, B coctase: 1.1. BaTHble nanoyku agsyctopoHHue - 100 wr. 1.2.
Manoykn nnacTmkosble OAHOCTOPOHHME - 5 WT. 1.3. TKaHb 13
MWKPOBOJIOKHa - 1 WwT. 2. Habop ana ounctkm obbvekTmea VistaCam, B
coctase: 2.1. BaTHble Nafo4yku ABYCTOPOHHMeE - 100 wr. 2.2. MNanoykm
NAACTUKOBbIE OAHOCTOPOHHME - 5 WT. 2.3. TKaHb U3 MUKPOBONOKHA - 1 WrT.
2.4, Ounwatowas xuaxkoctb OPTIK CLEANER 30 mn - 1 wr.

NHaa nHpopmauma o npoayKumm MpoayKuuns N3rotoBseHa Ha OCHOBAHUM PerncTpaumoHHoro
yaoctosepeHua Ne P3H 2023/20864 ot 18 asrycrta 2023 roaa BblaaHo
depepanbHoli cny»60i No Haa3opy B chepe 34paBoOXPaHEHUS
(POC34PABHAA30P). Ha ocHoBaHuu : FTOCT P M3K 60601-1-2-2014
"HALUMOHA/IbHbIA CTAHOAPT POCCUMNCKOW ®EAEPALMN. U3OENUA
MEANUMHCKUE SNEKTPUYECKME. YacTb 1-2. Ob6wme TpeboBaHuA
6€30MacHOCTM C Y4ETOM OCHOBHbIX QYHKLMOHA/IbHbIX XapaKTEPUCTUK.
MapannenoHbIN cTaHAAPT. DNEKTPOMArHMTHaA COBMECTUMOCTb.
TpeboBaHUA 1 ucnbiTaHMa"

Kog TH B3/ EASC 8525811900
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CpoK xpaHeHus YCNOBUWA U CPOK XpaHeHUsA (roAHOCTU) YKa3aH B NpUiaraemom K
NPOAYKLMM TOBAapOCONPOBOANTENbHON AOKYMEHTALMW U HA YNaKOBKe

UccnepoBaHuna, ucnbiTaHUA, USMepPeHus

WUcnbiTaTenbHas nabopartopusa

Na6oparopus 1

HanmeHoBaHuWe ncnbiTaTeIbHOM NabopaTtopun McnbiTaTenbHaa nabopatopusa ®BY «POCTECT-MOCKBA» (YHUKaNbHbI HOMep
3anucy 06 akkpeanTauumn B peectpe akKkpeamToBaHHbIx any, Ne POCC RU.0001.21
lA31 o1 17.04.2014)

Afpec mecTa oCyLLeCcTBAeHUA AeATeIbHOCTHU 117418, POCCUA, T Mockea, HaxMmoBCcKuit npocnekT, 4. 31

Nnpou13BOACTBEHHOM NabopaTopumn

MpoToKon uccnepoBaHus (UCNbITaHUA) U U3MepeHUn
[aTa npoTokona 02.03.2022

Homep npoTokona 31-000033-22

[ OKymeHTbl, NpeAcTaB/eHHble 3aaBUTEeNIeM

Opo6peHne TMNa TPAHCNOPTHOrO cpeacTBa/oao06peHme TUNA WaccK

CTpaHa mecTa HaxoXKaeHusa POCCHA

QR - Koa
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