CTOMAPT

DENTAL SOLUTIONS

| [eKnapauum o cOOTBETCTBUMU '

|
'@ fsagovru

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

Appec mecTa HaxoXKAeHUs
KoHTaKTHbIe AaHHble
Homep TenedpoHa

Afpec aNeKTPOHHOW NOoYTbI

CeepeHuA 0 rocyAapcTBEHHOM perncTpauum

HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuto B Ka4yectee KPUANUYECKOro nua
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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
34

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU [-DE.PA06.B.03036/22

30.08.2022
29.08.2027

Ja

KOpuaunyeckoe nmuo
YNo/IHOMOYEHHOE M3roTOBUTENEM NINLO

1217700635844
9709076990

O6LLI,ECTBa C OFpaHMHEHHOVI OTBETCTBEHHOCTbHO

OBLLECTBO C OFPAHWUYEHHOM OTBETCTBEHHOCTbIO "3WC JEHTA/ PYC"
000 "31C AEHTAN PYC"

NIYKbAHOB

AEHNC

BNALMMMUPOBMY

FEHEPANIbHbIN AUPEKTOP

109544, POCCUA, T. MOCKBA, B-P SHTY3WACTOB, 4. 2, 3STAX/KOM. 20/33-42

+7 4952601041

ru.info@kavo.com

MekpaiioHHas nHcnekumsa PegepanbHol HaloroBon cnyko6bl Ne 46 nor.
Mockse
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https://www.stomart.ru
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@ fsagovru

[aTa perncrtpaumnm B Kadectse HOJ1 24.12.2021

[aTa npucsoeHma ONPH 24.12.2021

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 770501001

U3rotoButenb

Tun nsrotosuTena MHocTpaHHOEe Lo

CoBnagaert ¢ 3aABUTE/IEM Het

MNonHoe HanmeHoBaHMe «KaBo leHTan I'm6X», lfepmanus, KaVo Dental GmbH
Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

Afpec mecTa KUTenbCTBa FEPMAHWA, Bismarckring 39, 88400 Biberach, Germany

MpoussoacTBEHHbIE NNOLWAAKN

FEPMAHWA, Bismarckring 39, 88400 Biberach, Germany
Azpec npon3BoACTBa NPOAYKLUN FEPMAHWA, Bismarckring 39, 88400 Biberach, Germany

MNonHoe HaumeHoBaHUe KaVo Dental GmbH

FEPMAHWA, BahnhofstralRe 20, 88447 Warthausen, Germany
Azpec npon3BoACTBa NPOAYKLUN FEPMAHUA, BahnhofstraRe 20, 88447 Warthausen, Germany

MNonHoe HaumeHoBaHUe KaVo Dental GmbH

UTANWA, 43036 Fidenza (PR) Fraz. San Michele Campagna, Via Francesco del Nevo 190, Italy

Azpec npon3BoACTBa NPOAYKLUN UTANNA, 43036 Fidenza (PR) Fraz. San Michele Campagna, Via Francesco del
Nevo 190, Italy
MNonHoe HanmeHoBaHMe OMNIAS.R.L

CBeaeHMA 0 NpoayKuUmn

MponcxoxaeHne NpoayKLmMm FTEPMAHNA

Obuee HaMMeHOBaHMe NPOAYKLMU Annapat «KaVo» ana xupyprum n umnnantonormn EXPERTsurg LUX c
NPUHAA/IEXKHOCTAMM

Ob6wwme ycnoBUs XpaHeHUsA NPOAYKLUN YCNoBUA N CPOKKM XpaHEHUA, CPOK CNYKBbl (FOAHOCTM) YKa3aHbl B

npunaraemon K NpoayKLMM SKCNAyaTaLMOHHON JOKYMEHTaL MK,

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U J0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaueHne) NnpoayKLumum Annapat «KaVo» gna xupyprum n umnnaHtonormm EXPERTsurg LUX ¢
NPUHAANEXKHOCTAMM:
1. BNIOK HOXHOrO yrpaBaeHuA.
2. Xupyprudecknin mukpomotop INTRA LUX S600 LED.
3. NopgcTaska ana mmkpomoTopa INTRA LUX S600 LED.
4. Mposog mnkpomoTopa INTRA LUX S600 LED.
5. Aepxatenb ana 6yTbiiku.
6. Habop cTepunbHbix wnaHros S600 (10 wr.).

MHaa nHdopmauma o NPoayKLMM PerncrpauMoHHOE yA0CTOBEPEHNE HA MEANLIMHCKOE U3aenne
depepanbHo cnykbbl No Hag3opy B chepe 34paBOOXPAHEHMSA
(POC34PABHA30P) Ne P3H 2016/4489 ot 16.06.2021 .

Kog TH B3/, EASC 9018499000

[IOKYMEHT B COOTBETCTBMM C KOTOPbIM M3roTOB/IEHA NPOAYKLUA
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AokymeHT 1

HavmeHoBaHWe AOKYMeHTa HopmaTuBHan LOKYMeHTaUma M3roToBuTens

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe MPpU NOATBEPKAEHUU COOTBETCTBUA

Cranpapr 1
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT P M3K 60601-1-2-2014
LOKyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO N3penna meguumHckue anekTpuyeckune. Yactb 1-2. O6wme TpebosaHuA
DOKyMeHTa 6€30MaCHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.
Pasgen (NyHKT, NOANYHKT) CTaHAAPTa, pasgenbl 4 n 6

HOPMATUBHOIo AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lencTeyer

UccnepoBaHua, UCNbITaHUA, U3MePEHUA

WUcnbiTaTenbHas nabopartopusn

Na6opatopusa 1

CTpaHa MecTa HaxoXAeHWA UCNbITaTe/IbHON POCCHA
nabopaTtopumn

MpW3HaK akKpegmTaLmm UCNbITaTeENIbHOWN [a
nabopaTtopumn

Homep aTTectaTta akkpeauTaumm ncnbitatenbHon RA.RU.21ME22
nabopaTtopumn

HavmeHoBaHWe ucnbiTaTeNbHON nabopaTopun McnbiTaTenbHbIl LeHTP anekTpoobopynosaHua PBY "Poctosckuit LLCM"

[aTa BHeceHun B peecTp cBeaeHuin 06 16.07.2015
aKKpeaMTOBaHHOM nLe

MpoToKon uccnepoBaHus (UCNbITaHUA) U U3MepeHUn
[aTa npoTokona 06.08.2019

Homep npoTokona 0603-08-19

CraHpapTbl U UHbIE HOPMATUBHbIE A OKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

Bbibop 13 cnpaBoYHMKa (Npu3HakK) Oa

O603HayeHuMe cTaHAapTa, HOPMATUBHOIO FOCT P M3K 60601-1-2-2014

[OKYMEHTA

HavmeHoBaHWe cTaHAapTa, HOPMATUBHOTO U3pgenns meamumnHCKMe anekTpmyeckme. Yactb 1-2. Obwme TpeboBaHuA
[OKYMEHTA 6€30MaCcHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHANbHbIX XapaKTEPUCTUK.

MapannenbHblit CTaHAAPT. DNEKTPOMArHUTHasA COBMeCTUMOCTb. TpeboBaHus
W UCMbITaHWA

Pasgen (NyHKT, NOANYHKT) cTaHAapTa, paszenbl 4 un 6

HOPMaTUBHOrO AOKYMEHTa

CraTyc cTaHAapTa, HOPMATMBHOIO AOKYMeHTa  [elcTByeT

[oKymeHTbI, Npeanonaraemble CXeMoi AeKNapmupoBaHua
TP TC 020/2011
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[ OKymMeHTbl, NpeAcTaB/eHHble 3aaBUTEeNIeM

[oroBop Ha BbinonHeHUe GpyHKLMUIA MHOCTPAHHOIO U3roTOBUTENA

Homep pgorosopa

[ata gorosopa

QR - Koa

[m] 3 o]

[m] 2
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