7
@ fsagovru

Oekna pauun 0 cooTBeTCTBUU

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)

OpraHusaumoHHo-npasoBas ¢opma

NonHoe HaumeHOBaHMe ropungnyeckoro amua

COKpaLLI,EHHOE HanmeHOBaHMe pnan4ecKkoro anua
damuana pyKoBOAMTENA OPULUYECKOTO LA

Nma pyKoBoauTensa topnanmyeckoro mua
OTyectBO pykoBoguUTENA OpUOgN4YeCcKoro 1mua
[OMKHOCTb pyKOBOAUTENSA

Appec

A,cl,pec MeCTa HaxoXaAeHnAa

KoHTaKTHble AaHHble

Homep TenedoHa

CeepeHuA 0 rocyAapcTBEHHOM perncTpauum

HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuto B Ka4yectee KPUANUYECKOro nua

[aTta perncrtpaumnm B Kadectse HOJ1
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniACKOro 3KOHOMMUYECKOTO CO3a (TEXHMYECKOro pernameHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB

TexHuyecKkue cpeacTBa, He BKAOYEHHble B [lepeyeHb NpoayKLumK,
noanesatulen ceptudukaumm K TP TC 020/2011
34

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU [-DE.PA01.B.64986/19

13.08.2019

12.08.2024

Ja

HOpunanyeckoe amuo
YNonHOMOYeHHOe N3roToBuTenem Anuo

1027810294918

7826144707

O6uecTBa C OrpaHUYeHHON OTBETCTBEHHOCTbIO

OBLLECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTBIO "KABO AEHTA/
PYCC/IAHA"
000 "KABO AEHTAJ1 PYCCNIAHA"

LLIABBIPUH
AHAPEN
AJIEKCAHZPOBWY

FEHEPA/IbHbBIV ANPEKTOP

195112, POCCHA, FTOPOZ, CAHKT-NETEPEYPT, MPOCMEKT MA/TIOOXTUHCKUNA,

[OOM 64, IUTEPA B, MOMELLEHWE 26H

+7 8123244212

MeskpaiioHHas nHcnekuusa PepepanbHoi HanoroBom cnykobbl Ne15 no CaHKT-

MeTepbypry
06.05.2005

CTOMAPT

DENTAL SOLUTIONS

CrpaHuua 1


https://www.stomart.ru
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[Jata npucsoexna ONPH 02.12.2002

Kog, npuumHbl nocTaHoBKK Ha yyeT (KMM) 780601001

U3sroTtoButenb

Twun nsrotosutena MHocTpaHHOe nnyo

Cosnapaer c 3aaBuTeNIemM Het

MonHoe HaumeHoBaHUe «KanbteHbax n doiirt Tm6X», Ffepmanus, Kaltenbach & Voigt GmbH
Appec

3apernctpupoBaHo Ha Tepputopum EAIC fa

AZpec MecTa KUTenbCTBa FEPMAHWA, Bismarckring, 39 D-84000 Biberach, Germany

MpoussoacTBEHHbIE NAOLWALKH

FEPMAHWA, Bismarckring, 39 D-84000 Biberach, Germany
Afpec Npon3BoACTBa NPOAYKLMK FEPMAHWA, Bismarckring, 39 D-84000 Biberach, Germany

MNonHoe HaumeHoBaHMe KaVo Dental GmbH

CeeaeHMA 0 NpoAyKuUn

MponcxoxaeHne NpoayKLmMm FTEPMAHNA

Obuee HaMMeHOBaHMe NPOAYKLMU Mpubop AN AUATHOCTUKM KapMO3HbIX n3meHeHui 3yb6a DIAGNOcam 2170 ¢
NPUHAANEXHOCTAMM

Ob6wwme ycnoBUs XpaHeHUsA NPOAYKLUN Temnepatypa o1 -10°C go +55°C, oTHOCMTeNbHasA BAAXKHOCTb OT 5% f0 95%,

6e3 KoHaeHcauumn. Cpok cnyx6bl 10 ner.

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U JO0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaueHne) NpoayKLumum Mpubop ANs AUArHOCTUKM KapUO3HbIX n3meHeHnin 3yba DIAGNOcam 2170
C MPUHAANEKHOCTAMM:
- HAKOHEYHMUK;
- KO/IbL,O-BbIK/tOYATEb;
- nposog, USB;
- KHOMKa ynpasnexua 1;
- KHOMKa ynpaBneHusa 2;
- Kamepa DIAGNOcam 2170;
- nporpammHoe obecnedeHune KaVo Software KiD Ha CD aucke/dnew-
KapTe;
- OKK/II03MOHHAA HacafKa bonbluas;
- OKK/II03MOHHAA HacaZlka Manas;
- noactaska DIAGNOcam 2170;
- CD-gnck DIAGNOcam 2170.

MHaa nHbopmauma o NpoayKumm PerncrpaymoHHOe ya0CTOBEPeHNE Ha MeANLIMHCKOE M3genne
depepanbHoM cnykbbl No Hagsopy B chepe 34paBOOXPAHEHMSA
(POC34PABHA30P) Noe ®C3 2012/13558 ot 29.12.2012r.

Kog TH B3/, EASC 9018499000

JLOKYMEHT B COOTBETCTBUM C KOTOPbIM U3roTOBNEHA NPOAYKLMUA

AoKkymeHT 1

HanmeHoBaHMe AOKYMEHTa HOpMaTVIBHaFI AOKYMEHTauMAa N3rotosuTenA.

CraHpapTbl U UHbIE HOPMATUBHbIE A OKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA
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Cranpapr 1
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT 30324.1.2-2012
LOKyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO N3penna meguumHckue anekTpmyeckune. Yactb 1-2. O6wme TpebosaHuA
DOKyMeHTa 6e30NacHOCTUN. INEKTPOMArHUTHAA COBMECTMMOCTb. TpeboBaHMA U MeToabl

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  YTpaTtua cuay 8 PO

CraHpaprt 2
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT P M3K 60601-1-2-2014
LOKyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO N3penna meguumHcKkue anekTpuyeckune. Yactb 1-2. O6wme TpebosaHuA
DOKyMeHTa 6€30MaCcHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lencTeyer

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

CTpaHa MecTa HaxoXAeHWA UCNbITaTe/IbHON POCCHA
nabopaTtopumn

MpW3HaK akKpegmTaLmm UCNbITaTeENIbHOWN [a
nabopaTtopumn

Homep aTTectaTta akkpeautaumm ncnoitatenbHo RA.RU.21ME22
nabopaTtopumn

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun McnbiTaTenbHbIl LeHTP anekTpoobopynosaHua PBY "Poctosckuit LLCM"

[aTa BHeceHun B peecTp cBeaeHuin 06 16.07.2015
aKKpeaMTOBaHHOM nLe

MpoToKon uccnepoBaHus (UCNbITaHUA) U U3MepPeHUA
[aTa npoTokona 06.08.2019

Homep npoTokona 0605-08-19

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa

O603HayeHuMe cTaHAapTa, HOPMATUBHOIO FOCT 30324.1.2-2012

[OKYMEHTA

HavmeHoBaHWe cTaHAapTa, HOPMATUBHOTO N3pgenns meamumnHCKMe anekTpmyeckme. Yactb 1-2. Obwme TpeboBaHuA

[OKYMEHTA 6e30NacHOCTUN. INEKTPOMArHUTHAA COBMECTUMOCTb. TpeboBaHMA U MeToabl
MCNbITaHWI

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa  YTpaTun cuny B PO
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Bbibop 13 cnpaBoYHMKa (NpuU3HaK) Ja

0O603HayeHMe cTaHAapPTa, HOPMATUBHOTO FOCT P M3K 60601-1-2-2014

OOKYMeEHTa

HavmeHoBaHMe cTaHgapTa, HOPMATUBHOTO N3penns meguumMHCKMe anekTpuyeckune. Yactb 1-2. O6wme TpebosaHuA
OOKYMeEHTa 6€30MaCcHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANBHbIX XapaKTEPUCTUK.

MapannenbHblili CTaHAAPT. DNEKTPOMArHMTHAA COBMECTUMOCTb. TpeboBaHusA
M UCMbITaHUA
CraTyc cTaHgapTa, HOpMaTMBHOrO AoKymeHTa  [lencTeyeT

[ OKyMmeHTbI, NnpeacTaB/ieHHble 3aABUTeNIeM

Jorosop Ha BbINO/IHEHUE ¢YHKLI,I/IFI WHOCTPAHHOIO U3rotoeuTena

Homep gorosopa 17/10-11

[aTa porosopa 17.10.2013

0Opo06peHne TMNAa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

QR - Koa

Of 0l
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