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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 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

A,cl,pec mecTa ocywectseHnA OeATENNIbHOCTU

KoHTaKTHble AaHHble

Homep TenedoHa

Appec 3N1eKTPOHHOW NOoYTbI

CBeaeHUA O roCcyfapcTBEHHOM perucTpauum

Bbinucka ot 14.05.2025. NaeHTudumkatop ebinuckn d8fef8d7-4e9e-4022-88f6-780debaa23c5

[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniACKOro 3KOHOMMUYECKOTO CO3a (TEXHMYECKOro pernameHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKTpomarHMTHasA COBMECTUMOCTb TEXHUYECKUX CPeacTB

TexHuYecKkune cpeacTBa, He BKAOYEHHbIe B [lepeyeHb NPoayKL MM,
noanesatlen ceptudukaumm K TP TC 020/2011

1p

CepuitHbIN BbIMYCK

LeiicteyeT

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

03.12.2021

02.12.2026

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1167847211410
7801308632

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

O6wecTBO C orpaHNYeHHol oTBeTcTBeHHOCTbIO "CEBEPHAA KAPOJIMHA"
00O "CEBEPHAA KAPO/IMHA"

YUKYHOB

ONET

BUKTOPOBUY

leHepasbHbIM AUpPEKTOP

199106, POCCUA, FOPOA, CAHKT-METEPEYPI, MPOCMEKT 6O/1bLLON B.O,
[.OM 60/10, KBAPTUPA 12
199106, POCCUA, TOPOL, CAHKT-NETEPEYPT, MPOCMEKT EO/IbLLON B.O,
[OM 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 NAOLALKH

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

Afpec Nnpon3BoACTBa NPOAYKLMHK FepmaHusn, Durr Dental SE, Hopfigheimer Str.17, 74321 Bietigheim-Bissingen,
GLN otcytcTByeT, KoopauHatbl [JTOHACC: 48.954018; 9.155261

CseaeHuMA 0 NpPoAYKLUUU

MponcxoxkaeHne NPoayKLmn F’EPMAHWNA

O6Liee HavMeHOBaHMe NPOAYKLMM O6opyaoBaHue cTomaTonorMyeckoe: Komnpeccopbl CTOMaToONOrMYecKune
mogenu 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.

Ob6wme ycnoBus XxpaHeHUsa NPOAYKLUN Ycnosua xpaHeHusa npoayKkuum 8 cootsetcteum ¢ FOCT 15150-69. Cpok
XpaHeHusa (cny6bl, FOAHOCTM) yKa3aH B Npuaaraemoi K NpoayKLmum
TOBapPOCOMNPOBOANUTENbHOM U/WUAN 3KCNAYaTaLMOHHOM AOKYMeHTaLm

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U J0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HaumeHoBaHWe (0603HaueHMe) NpoayKLMK O60opyaoBaHUe cToMaToNnornyeckoe: Komnpeccopbl CTOMaTONOrMYeCcKMne
mogenn DURR, BapuaHTbl ucnonrenua: 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

CTaHAaprI U UHble HOPMATUBHbIE AOKYMEHTbI, TpumeHAaemble Npu noaTBep>X4eHUU COOTBETCTBUA

Cranpapr 1
O603HayeHWe cTaHAAPTa, HOPMATUBHOTO FOCT 30324.1.2-2012 (IEC 60601-1-2:2001)
AOKYMeHTa
HanmeHoBaHwue cTaHapTa, HOPMATMBHOIO "U3penna meanunHCKMe anekTpudeckme. Yactb 1-2. O6wue TpeboBaHus
AOKYMEHTa 6€e30MacHOCTU. INEKTPOMArHUTHasA COBMECTUMOCTb. TpeboBaHUA U MeToabl
Pasgen (MyHKT, NOANYHKT) cTaHAapTa, pa3gensl 3, 36

HOPMATUBHOIo 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

Bbinucka ot 14.05.2025. NaeHTudumkaTtop ebinuckn d8fef8d7-4e9e-4022-88f6-780debaa23c5

[aTa goKymeHTa

14.08.2018
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