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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
Homep dakca

CBeaeHUA O roCcyfapcTBEHHOM perucTpauum

HavmeHoBaHMWe opraHa, 3apermcTpMpoBaBLLEro
OopraHM3aumio B Ka4yecTBe PUANYECKOro 1nua
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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
1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU [-DE.PA01.B.38228/21

17.06.2021

16.06.2026

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

+7 8123244212

MepaiioHHas nHcnekuusa PegepanbHoit HanoroBom cnykbbl Ne15 no CaHKT-

MNeTtepbypry

CTOMAPT

DENTAL SOLUTIONS

CrpaHuua 1


https://www.stomart.ru
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[aTa perncrtpaumnm B Kadectse HOJ1 06.05.2005

[aTa npucsoeHma ONPH 02.12.2002

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 780601001

U3rotoButenb

Tun nusrotoBuTENS MHocTpaHHOEe Lo

CoBnagaert ¢ 3aABUTE/IEM Het

MNonHoe HanmeHoBaHMe "KaBo [leHTan I'm6X", l’epmanma, KaVo Dental GmbH

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

Afpec mecTa KUTenbCTBa FEPMAHWA, F'epmaHusa, Bismarckring 39, 88400 Biberach, Germany
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MpoussoacTBEeHHbIE NIOWALKU

FEPMAHWA, KaVo Dental GmbH, Bismarckring 39, 88400 Biberach, Germany
Appec nponsBoACTBa NPOAYKLNK FTEPMAHWA, KaVo Dental GmbH, Bismarckring 39, 88400 Biberach, Germany

MNonHoe HaumeHoBaHUe KaVo Dental GmbH

FEPMAHWA, KaVo Dental GmbH, Bahnhofstralle 20, 88447 Warthausen, Germany

Appec nponsBoACTBa NPOAYKLUK FTEPMAHUA, KaVo Dental GmbH, BahnhofstraRe 20, 88447 Warthausen,
Germany
FEPMAHWA, Zollner Elektronik AG, Manfred-Zollner-Str.1, D-93499 Zandt, Germany
Anpec npon3BoACTBa NPOAYKLINK FEPMAHWUA, Zollner Elektronik AG, Manfred-Zollner-Str.1, D-93499 Zandt,
Germany
BEHIPUA, Zollner Elektronik Kft., Deakvari fasor 16-18, H-2600, Vac, Hungary
Azpec Nnpon3BoACTBa NPOAYKLUN BEHIPUA, Zollner Elektronik Kft., Deakvari fasor 16-18, H-2600, Vac, Hungary

PYMbIHWA, S.C.ZES Zollner Electronic S.R.L., Principala, nr, 16 Paulesti, RO-447230, Satu Mare, Romania

Afpec npomM3BOACTBa NPOAYKLINK PYMbIHWA, S.C.ZES Zollner Electronic S.R.L., Principala, nr, 16 Paulesti, RO-
447230, Satu Mare, Romania

KWTAWM, Zollner Electronic (Taicang) Co. Ltd,Ningbo East Road No.29 CN-215400, Taicang City Jiangsu Province, P.R. China
Azpec Nnpon3BoACTBa NPOAYKLMN KWTAW, Zollner Electronic (Taicang) Co. Ltd,Ningbo East Road No.29 CN-
215400, Taicang City Jiangsu Province, P.R. China
CBepeHuAa o NnpoayKuumn

MpoucxoxkaeHne NPoayKLmu F’EPMAHWNA

Obuiee HanMeHoBaHME NPOAYKLNM Mpubop no yxoay 3a CTOMaTO/IOrMYeCcKMMM MHCTpymeHTammu QUATTROcare
Plus 2124A c npuHaaNeXHOCTAMM, cornacHo npunoxkeHuto Ne 1 Ha 1 aucre

CBepgeHna 06 0603HaueHUN, MAeHTUOUKaALMMU U A40NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) npoayKumum Mpubop no yxoay 3a CTOMaTOIOrMYECKUMU MHCTPpyMmeHTamu QUATTROcare
Plus 2124A c npuHaaNeXHOCTAMM, COrlacHo npunoxkeHuto Ne 1 Ha 1 nucte
NHaa nHpopmauma o npoayKumm PerucrtpaumoHHoe yoocToBepeHmne Ha MeguLMHCKOe usgenve

depepanbHoOM cnykbbl No Hag3opy B chepe 34paBOOXPAHEHMSA
(POC34PABHA30P) Noe ®C3 2012/11715 ot 16.06.2021 .
Kogbl OKMZ, 2 32.50.11.110

Koa TH B3/ EA3C 9018499000

[LOKyMeHT B COOTBETCTBUM C KOTOPbIM U3roTOBAEHA NPOAYKLMUA

AokymeHT 1

HanmeHoBaHWe fOKymeHTa HopmaTnBHaA AOKYyMeHTaLMA U3rotosutena

CraHAapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPXAEHUN COOTBETCTBUA

Cranpapt 1
Bbi6op M3 cnpaBoYHMKa (MpU3HaK) Ja
O603Ha4yeHne cTaH4apTa, HOPMATUBHOIO [OCT 30324.1.2-2012
AOKyMeHTa
HanmeHoBaHue cTaHapTa, HOPMaTUBHOTO N3penva meanumMHCKMe anekTpuyeckune. Yactb 1-2. O6wue TpeboBaHmA
AOKYyMeHTa 6e30MacHOCTU. INEKTPOMArHUTHaA COBMECTUMOCTb. TpeboBaHUA 1 meToabl
Pasgen (NyHKT, NOANYHKT) cTaHaapTa, pasgennbl 3 1 36

HOPMATUBHOIoO AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTVBHOTO AOKYMEHTa  YTpatua cuay 8 PO
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CraHpaprt 2
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT P M3K 60601-1-2-2014
LOKyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO N3penna meguumHckue anekTpmyeckune. Yactb 1-2. O6wme TpebosaHuA
DOKyMeHTa 6€30MacHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lencTeyer

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

CTpaHa MecTa HaxoXAeHWA UCMNbITaTe/IbHON POCCHA
nabopatopumn

MpW3HaK akKpeamMTaLmm UCNbITaTeEIbHOWN [a
nabopatopumn

Homep aTTectaTa akkpeauTaumm ncnbitatensHon 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 uccneaoBaHuA (UCNbITaHUA) U USMepPEHUA

[aTa npoTokona 06.08.2019

Homep npoTokona 0604-08-19

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPKAEHUUN COOTBETCTBUA

Bbibop 13 cnpaBoYHMKa (Npu3HakK) Oa

O603HayeHMe cTaH4apTa, HOPMATUBHOIO FOCT 30324.1.2-2012

[OKYMEHTA

HavmeHoBaHWe cTaHAapTa, HOPMATUBHOTO U3pgenns meamumnHCKMeE anekTpmyeckme. Yactb 1-2. Obwme TpeboBaHuA

[OKYMEHTA 6e30NacHOCTU. INEKTPOMArHUTHAA COBMECTMMOCTb. TpeboBaHMA U MeToabl
MCNbITaHWI

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa  YTpaTun cuny B PO

Bbi6op M3 cnpaBoYHMKa (MpU3HaK) [a

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

OOKYMeEHTa

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

MapannenbHblili CTaHAAPT. DNEKTPOMArHMTHaA COBMECTUMOCTb. TpeboBaHusA
M UCMbITaHUA
CraTtyc cTaHZapTa, HOpMaTMBHOroO AoKymeHTa  [lencTeyeT

[ OKyMmeHTbl, NnpeacTaB/ieHHble 3aABUTeNeM

[oroBop Ha BbinosHeHUe GpYHKLMUIA MHOCTPAHHOTO U3rOTOBUTENSA

Homep gorosopa 21/09-1

[aTa porosopa 21.09.2012
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QR - Koa
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