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CTOMAPT

DENTAL SOLUTIONS

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

lpynna npoayKkunmn EASC

Cxema geknapmpoBaHua

Tun 06beKTa AeKNapUpPOBaHNA

[eKknapauua o cooTBeTCcTBUM
CraTyc geknapauuu

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUMU

[aTa perucrpaumm gexknapauum

[aTa OKOHYaHWA AeiCcTBMA AeKNapaumm o
COOTBETCTBUM

CBob6OHOE pacnpocTpaHeHME NPOAYKLUN He
OrpaHMYeHOo 3aKoHOAATENbCTBOM P

3aaBurtenb

Tun 3aasutens
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIN PErMcTpaLnoHHbIN
HoMmep topuandeckoro anua (OrPH)

NaeHTUOUKALMOHHbBIN HOMep HanoronaatenblwmKa
(MHH)

OpraHu3aumMoHHo-NpaBoBas popma

MonHoe HaMMeHOoBaHWeE KPUANYECKOro NNLA
CoKpallleHHOoe HaMMeHOBAHWE PUANYECKOTO ML
damunma pyKoBoaUTENS IOPUANYECKOTO INLA

Mmsa pykoBoaguTena ropmuanyeckoro anua
OT4YEeCTBO PYKOBOAMUTENS IOPUANYECKOTO NNLLA
LonKHOCTb pyKoBOANUTENSA

Appec

Afpec mecTa HaxoXKaeHua

Aapec mecTa OCylLLeCcTBAEHMA AeATeIbHOCTU

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 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB

TexHuyecKkue cpeacTBa, He BKAOYEHHble B [lepeyeHb NpoayKLumK,
noanesatulen ceptudukaumm K TP TC 020/2011
1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU [-DE.PA03.B.14581/21

03.12.2021
02.12.2026

Ja

KOpuaunyeckoe nmuo
YNo/IHOMOYEHHOE M3roTOBUTENEM NINLO

1167847211410

7801308632

ObLecTBa € OrpaHUYEeHHOM OTBETCTBEHHOCTbLIO

O6wecTBO C orpaHnYeHHo oTBeTcTBeHHOCTbO "CEBEPHAA KAPOJIMHA"
00O "CEBEPHAA KAPONNHA"

YNKYHOB

ONET

BUKTOPOBUY

F'eHepanbHbI AMPEKTOP

199106, POCCUA, TOPOL, CAHKT-NETEPBYPT, MPOCMEKT EO/IbLLUOM B.O,
AOM 60/10, KBAPTUPA 12
199106, POCCUA, TOPOL, CAHKT-NETEPEYPT, MPOCMEKT EOJIbLLON B.O,
AOM 60/10, KBAPTUPA 12

+7 8127028112

carolina_spb@mail.ru
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HanmeHoBaHMe opraHa, 3aperncTpupoBasLLero MexpaoHHasa uHcnekumna PeaepanbHOM Hanorosoi cy»osl Ne15 no CaHKT-
OpraH13aLumio B KayecTse opUAMYECKoro mua MeTepbypry
[aTa perncrtpaumnm B Kadectse HOJ1 05.05.2016
[aTa npucsoeHma ONPH 05.05.2016
KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 780101001

KoHTaKTHble AaHHble

Homep TenedoHa +7 8127028112

AZpec 3N1eKTPOHHOW NOYTbI carolina_spb@mail.ru

U3rotoButenb

Tun nsrotosuTena MHocTpaHHOEe Lo

CoBnagaert ¢ 3aABUTE/IEM Het

MonHoe HaumeHoBaHue "Otopp OeHTtan CE"

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

Afpec mecTa XUTenbcTsa Fepmanua, Dirr Dental SE, Hopfigheimer Str.17, 74321 Bietigheim-Bissingen,

GLN otcyTcTtyeT, KoopgmHatbel [JTOHACC: 48.954018; 9.155261

MpoussoacTBEHHbIE NAOLWALKH

lepmanusa, Durr Dental SE, Hopfigheimer Str.17, 74321 Bietigheim-Bissingen, GLN oTcytcTByeT, KoopauHatel [JTOHACC: 48.954018;

Afpec Nnpomn3BOACTBa NPOAYKLINK lepmaHusa, Durr Dental SE, Hopfigheimer Str.17, 74321 Bietigheim-Bissingen,
GLN otcytcTByeT, KoopauHatbl [JTOHACC: 48.954018; 9.155261

CBepeHuAa o npoayKuumn
MpouncxoxxaeHne npoayKunm FTEPMAHNA

Obuiee HaMMeHOBaHWE NPOAYKLMK O6opyaoBaHWe cTomaTosorMyeckoe: Komnpeccopbl CTOMATOIOMMYeCcKne
mogenn DURR, BapuaHTbl ucnonHenua: DURR Tornado 70, DURR Tornado 130,
DURR Trio, DURR Duo Tandem, DURR Quattro, DURR Quattro Tandem, DURR
P 6000, DURR P 9000.

Ob6Lme ycnoBUs XpaHeHUsa NPoAYKLUK Ycnosua xpaHeHna npoaykumm B cootsetctanm ¢ FTOCT 15150-69. Cpok
XpaHeHua (cay»Kbbl, FOAHOCTM) YKa3aH B NpUaaraemoi K npoayKumm
TOBapPOCOMNPOBOAMUTENBHOMN U/UAN IKCMIYATALMOHHOW AOKYMEHTaL MK

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HaumeHoBaHuMe (0603HaueHMe) NPoaYKLMM O60pyf0BaHUe cTOMaToNOrMYeckoe: KOMNpeccopbl CTOMaTON0rMYecKmne
mogenu DURR, sapuaHTbl ucnonHenua: DURR Tornado 70, DURR Tornado
130, DURR Trio, DURR Duo Tandem, DURR Quattro, DURR Quattro
Tandem, DURR P 6000, DURR P 9000

Kog TH B3/, EASC 8414802200

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe NMPU NOATBEPKAEHUN COOTBETCTBUA

Cranpapr 1
O603HayeHne cTaHAapTa, HOPMATUBHOTO FOCT 30324.1.2-2012 (IEC 60601-1-2:2001)
AOKyMeHTa
HavmeHoBaHKe cTaH4apTa, HOPMATUBHOTO "Uspenna meanunHCKMe anekTpudeckme. Yactb 1-2. O6wue TpebosaHus
AOKYyMeHTa 6e30MacHOCTU. INEKTPOMArHUTHaA COBMECTUMOCTb. TpeboBaHUA 1 meToabl
Pasgen (NyHKT, NOANYHKT) cTaHaapTa, pasgensl 3, 36

HOPMATUBHOIoO AOKYMEHTa
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UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun "Oiopp OeHTan CE"

AZpec MecTa OCyLLeCcTBNEHUA AeATe/IbHOCTH Dirr Dental SE, Hopfigheimer Str.17, 74321 Bietigheim-Bissingen

Nnpou13BOACTBEHHOM NabopaTopumn

MpoToKon uccneaoBaHuA (UCNbITaHUA) U U3MepPeHUA

[aTa npoTokona 19.10.2021

Homep npoTtokona R1G-138.2021

A OKymeHTbl, Nnpeanonaraembie cxemoim AEeK/N1apUupoBaHuA

TP TC 020/2011
WccnepoBaHue TMNA NpoayKLmm

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

Mpu3HaK akkpeamTaLum Oa

CepTuduKaT Ha TMN NPOAYKLUM

Ceptudukar 1

CTpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKyMeHTbI, NnpeAcTaBeHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

UHble AOKYMEHTbI, NpeacTaBaAeHHble 3aaBUTeIeEM

MpunoxeHwne KaTteropua ooKymeHTa HasBaHune fOoKymeHTa
Opyroe PerncrpaumoHHoe
yaocTosepeHue

Homep goKymeHTa

®C32010/07013
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[aTa goKymeHTa

14.08.2018
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