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Oekna pauun 0 cooTBeTCTBUU

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkuumn EASC

Cxema geknapvpoBaHumn

Tun o6bekTa AeKnaprMpoBaHma

D,EKnaanMﬂ 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

CBegeHUA 0 NPUNOXKEHUAX K AeKnapauum

HanmeHoBaHMe NpunoxxeHunaA

MpunoxeHne NpoayKumn 1

3aasurtenb

Twun 3aasutena
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIM PErUCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKALMOHHDIA HOMepP HanoronnaTesbliMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HauMeHoBaHWe PUANYECKOro AL
CoKpalleHHOe HavMeHOBaHMNEe IPUANHECKOTO /IMLA
damumnna pykoBoanTeNa LOPUANYECKOro Inua

Nma pykoBoauTena topnanveckoro amua
OTYeCcTBO PyKOBOAUTENIA OPUANYECKOrO ANLLA
[onxkHOCTb pyKoBoAUTENA

Appec

A,cl,pec MeCTa HaxoXaAeHnAa

KoHTaKTHble gaHHble

Homep TenedoHa
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MopAaaKoBbI HOMEpP NPUNOXKEHUA

[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3mninCKOro 3KOHOMMYECKOTO COH03a (TEXHWYECKOTO periaMmeHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKTpomarHMTHasA COBMECTUMOCTb TEXHUYECKUX CPeacTB

TexHunueckune cpeacTsa, He BKAOUEHHbIe B [lepeueHb npoayKumu,
noanesatlen ceptudukaumm K TP TC 020/2011

34

CepuitHbIN BbIMYCK

[OevictByeT

EASC N RU [-DE.PA02.B.69926/22

29.03.2022

24.03.2027

Ja

Konnyectso IMCTOB B NPUNOXKEHUN

KOpuanyeckoe anuo
YNOAHOMOYEHHOE U3roToBUTENEM NNL0

1027700565606

7734242750

ObLecTBa € OrpaHUYEHHOMN OTBETCTBEHHOCTbLIO

OBLLIECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTbLIO "MEZEHTA"
000 "MEAEHTA"

Tepexos

Bnagumump

BukToposuy

leHepasnbHbI AUPEKTOP

123308, Poccusa, ropog Mockea, npoesg HoBoxopolleBckuit, aom 25

+7 4952255689

CTOMAPT

DENTAL SOLUTIONS

CrpaHuua 1


https://stomart.ru
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AZpec 31eKTPOHHOW NOoYTbl import@medenta.ru

CBegeHMA 0 rocyfapCcTBEHHON perncTpaumum

HavmeHoBaHWe opraHa, 3aperncTpmMpoBaBLLEro MepaioHHasa uHcnekuus denepanbHO Hanorosoi cnyxbel Ne 46 no r.
OpraHM3aumio B Ka4ecTBe LpPUANYECKOro nua Mockse

[ata peructpauymm B kayectse O/ 01.01.2008

[Jata npucsoexna ONPH 24.12.2002

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM) 773401001

U3roTtoButenb

Twun nsrotosutena MHocTpaHHOe nnyo

Cosnapaert ¢ 3aasutenem Het

MonHoe HaumeHoBaHMe «MELAG Medizintechnik GmbH & Co. KG»

Appec

3apernctpupoBaHo Ha Tepputopum EASC Het

AZpec MecTa XKUTenbCTBa FepmaHun, GeneststraRe 6-10, 10829 Berlin, Germany, 52°28'16.7"N

13°22'04.5"E, 52°28'16.7", 13°22'04.5"

MpousBoacTBEHHbIE NAOLWALKU

lepmanua, GeneststraBe 6-10, 10829 Berlin, Germany, 52°28'16.7"N 13°22'04.5"E, 52°28'16.7", 13°22'04.5"

AZpec Npon3BOACTBa NPOAYKLUN lepmaHusn, GeneststraBRe 6-10, 10829 Berlin, Germany, 52°28'16.7"N 13°
22'04.5"E, 52°28'16.7", 13°22'04.5"
MonHoe HaMMeHoBaHWe Appec MecTa OCyLLLeCTBNIEHUA AeATeNbHOCTM MO U3rOTOBNEHMIO MPOAYKUUM:

CseaeHuMA 0 NpPoAYKLUUU

MponcxoxkaeHne NPoayKLmn F’EPMAHWNA
Obuiee HanMmeHoBaHME NPOAYKLNK AsToKnaBbl MELAG
Ob6wwme ycnoBUs XpaHeHUsA NPOAYKLUN Ycnosua xpaHeHuna npoaykumm B cootsetcteum ¢ FTOCT 15150-69. Cpok

XpaHeHun (cnyxbbl, FO4HOCTM) YKa3aH B NpuUaaraeMon K NpoayKLmm
TOBaPOCOMNPOBOAUTENBHOM N/NNN IKCNNYATALMOHHOM AOKYMEHTaLMM,

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUN U ONONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHue (0603HaueHne) NnpoayKumm AsToKnasbl MELAG
ApTuKyn C NPUHAANEXKHOCTAMM:
Koa TH B3 EA3C 8419200000

[LOKyMeHT B COOTBETCTBUM C KOTOPbIM U3roTOBAEHA NPOAYKLMUA

AokymeHT 1

HanmeHoBaHWe fOKymeHTa MpoayKuma N3roToBaeHa B COOTBETCTBUM C Aunpertusoin 93/42/EEC
"MegmumnHcKkue npubopbl, ycTpoictea, obopysosaHue"

CraHpapTbl U UHbIE HOPMATUBHbDbIE JOKYMEHTbI, NPUMEHAEeMble NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpgapt 1
O603Ha4yeHue cTaHAapPTa, HOPMATUBHOTO FOCT P M3K 61326-1-2014
OOKyMeHTa
HanmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO "O6opyaoBaHME 3/IEKTPUYECKOE 419 U3MEPEHUA, YNIPABIEHUA U
AOKYMeHTa nabopatopHoro npumeHeHua. TpeboBaHMA 3NEKTPOMArHUTHOM
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MpunoxeHne
HavmeHoBaHue (0603HaueHne) NnpoayKumum

ApPTUKYN

Kog TH B3/, EASC

UccnepoBaHua, ucnbiTaHUA, UsMmepeHus

WUcnbiTaTenbHas nabopartopus

Na6opatopua 1

[a
MpoAayKums cornacHo NPUNONKEHUIO

AsToknasbl MELAG, BapuaHTbl ucnonHeHua: Vacuklav 24 B+, Vacuklav 31
B+, Euroklav 23 VS+, B coctase: 1. [lepaTenb Ana Nog4HOCOB-NOAAOHOB -
1 wr. 2. NofHOCLI-NOAAOHbI ANA CTEPUAN3ALLUN UHCTPYMEHTOB U
maTepuanos - 5 Wwr. 3. CivBHbIe TPYOKM - 2 WT. 4. PyKoATKa ANs BblIEMKU
NOTKOB - 1 wT. 5. KAtou ana aBapuitHOro oTKpbiBaHUA asepu - 1 wr. 6.
Kntou gns cCHATUS TPAHCMOPTUPOBOYHBIX pemHen - 1 wT. 7. Katou ans
dunbTpa - 1 wt. 8. PykoBOACTBO Nosb3oBatend - 1 wt. 9. TexHuueckoe
pykoBoacTBO - 1 wT. 10. Cxema yCTaHOBKM M HacTponku - 1 wr. Il.
MpuHapnexHocTtu: 1. [lepkaTenn gas nogHOCOB-NOAAOHOB, KOP3UHOK,
YNaKOBaHHbIX MHCTPYMEHTOB. 2. [lepxkaTenb ANA MHCTPYMEHTOB B
ynakoBke. 3. [ogHoCbI-NoAA0HbI A8 CTEPUAN3ALUM UHCTPYMEHTOB U
maTepuanos - He 6onee 10 wT. 4. CtepuansaLMOHHbIE KOHTENHEPDI - He
6onee 10 wT. 5. YcTpoicTea nogrotoku soabl MELAdest 65, MELAdem
40, MELAdem 47. 6. YCTPOICTBO YNAaKOBKWN MPOCTEPUAN30BAHHDIX
usgennin, Tuin MELAseal 100+, MELAseal Pro, MELAseal Pro+. 7. MpuHTep
MELAprint 42. 8. YcTpolicTBO ANa XxpaHeHus uHoopmaumm MELAflash. 9.
YcTponcTBa 4Nna KOHTPOAA KavecTsa ctepununsaumm MELAcontrol,
MELAcontrol PRO. 10. YcTpoACTBO A1 MapKUPOBKKU NPOCTEPUIN30BAHHbIX
nsgennin MELAdoc. 11. MporpammHoe obecneyeHne Ana XpaHeHUaA U
06paboTKM AaHHbIX O cTepuam3aumnmn Ha CD anckax: MELAwin, MELAview.
8419200000

CTpaHa MecTa HaxoXAeHUs UCMbITaTe/IbHOM POCCHA
nabopaTtopum

Mpu3HaK aKKpeauTaLumm UCNbITaTeNbHOM [a
nabopaTtopum

Homep aTTecrata akkpeauTauum ucnbitatensHor POCC RU.0001.21MMM26

nabopaTtopum

HanmeHoBaHuMe ucnbiTaTeIbHOM nabopatopum O611ecTBO C OrpaHNUYEeHHOM OTBETCTBEHHOCTbIO McnbiTaTenbHbI NabopaTopHbIi
ueHTp "MeaTectMpubop"
[aTta BHeceHuA B peecTp cBeaeHUin 06 22.07.2015

aKKpeaMTOBaHHOM AnLe

Appec mecTa oCyLLecTBAEHUA AeATeNbHOCTH Poccuiickas ®epepauma

npo13BoACTBEHHON NabopaTopum

MpoToKon uccnepoBaHua (UcNbITaHUA) U U3MepeHUa

[Jata npoTokona 22.06.2016

Homep npoToKona 2016.D-41.06CD

[ OKymeHTbl, Nnpeanonaraembie CXemMoii feKnapupoBaHun

TP TC 020/2011

WccnepoBaHue TMNA NpoAayKLMU

3aKknoueHue 06 uccnepoBaHUM TUNA NPOAYKLUM

CTpaHa mecTa HaxoXaeHuna POCCHA
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Mpn3HaK akkpeanTauum [a

CepTUUKAT HA TUN NPOAYKLMUU

CeptudukKar 1
CTpaHa mecTa HaxoXKaeHna POCCHA
MpW3HaK akKkpeauTaLmm Ja

[lOKyMeHTbl, NpeACcTaBNeHHbIE 3aABUTEIEM

Opo6peHne TMNa TPaHCNOPTHOTO cpeacTBa/oaobpeHmne TUNa Waccu

CTpaHa mecTa HaxoXxaeHuA POCCHUA

MHble AOKYMEHTbI, NpeAcTaBieHHble 3aABUTe/IeM

MpunoxkeHne  Kateropus fOKymeHTa Ha3BaHune foKymeHTa Homep goKymeHTa
Opyroe Konua gorosopa ¢ DMB-006
M3roToBUTENIEM
Opyroe Konua cempetenscrea o 1027700565606
rocy,apcTBeHHOM

perncTtpaummn oppanyeckoro
Muda opraHn3auunn-3aasntena

Opyroe OcHoBaHuA (NPOTOKOA 2016.D-41.06CD
UCNbITaHWUI) AN8 perucTpaumm
AeKnapaumm o COoTBETCTBUM
014/3MC-17

Opyroe PerncrpaumoHHoe ®C32012/12739
yooctosepeHne Ne ©C3
2012/12739 ot 29 man 2020
roga, BblAaHHoOE
depnepanbHoii cnyxxboi no
Hag3opy B chepe
34 paBoOXpaHeHuA
(Poc3gpaBHaazop)

QR - Koa
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[aTta goKymeHTa

15.08.2011

24.12.2002

22.06.2016

09.05.2020
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