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OcHoBHble cBegeHus

[aTa nogayn 3aaBneHunA 06.07.2020

Homep 3aABieHUA Ha AeKnapauuio 1534

Tun geknapayunm Jeknapauns o COOTBETCTBUM NPOAYKLMM, BKAOYEHHOW B EAMHbIN NepeyeHb
npoayKkumn Poccuiickont Pepepaymm

EAVHBIV NepeveHb NpoayKunmn PO O6opynoBaHMe CTOMATONONMYECKOE, 3y6onpoTesHoe U

OTOPWUHONAPUHIONOTMYECKOE, YCTAHOBKMU CTOMATOIONMYECKUNE, Kpecna
CTOMATONOrMYECKME, HAKOHEYHUKM CTOMATONOTNYECKME
Cxema geknapvpoBaHun 24

Tun o6bekTa AeKnaprMpoBaHma CepuinHbIN BbINyCK

[eknapauuna o COOTBETCTBUM

Cratyc geknapauum ApXMBHbIN

PernctpaumoHHblii Homep AeKnapauumn o POCC RU [-AT.MM35.B.00147/20
COOTBETCTBUM

[JaTta nogaun 3asBneHua (NnpesoctaBieHma 06.07.2020

AeKnapaumm)

[aTta pernctpauum aeknapaumm 07.07.2020

[aTa OKOHYaHWUA AeNCTBUA AeKNapaumm o 06.07.2023

COOTBETCTBUMU

CBoboAHOE pacnpocTpaHeHWe NPoayKUUN He Ja

OrpaHM4YeHO 3aKoOHOA4aTe/NIbCTBOM PO

Jnuo, 3apernctpupoBasLuee geKnapauuio

dammana nnua, NnoaNMCcaBLIEro geKnapauuto 3bIKOB

Nma nnua, nognucasliero geknapauuto BukTop

OT4yecTBO NMLQ, NOAMNMCABLLErO AeKAapaLnio Cepreesuny

BbinonHaemble GyHKLMM 1L, NOANUCABLLETO PykoBoautenn, SKkcnepT no cepTudunKaumum
AeKnapaumio

3aasutenb

Tun 3aasutens HOpuamnyeckoe nmuo

Tun geknapaHTa YNo/NHOMOYEHHOE U3roToBUTENEM NLO
OCHOBHO rocyAapCTBEHHbIN PErMCTPALLMOHHbIN 1107746196470

HoMep topuanyeckoro anua (OrPH)

NaeHTUOUKALMOHHDBIN HOMep Hanoronnatenbwmka 7730623064

(MHH)
OpraHu3auMoHHO-NpaBoBas popma O6LecTBa C OrpaHUYEHHOM OTBETCTBEHHOCTLIO
MonHoe HavmeHOoBaHME PUANYECKOTO AULA OBLECTBO C OFPAHMYEHHOWM OTBETCTBEHHOCTbLIO "BECTMEA"

CoKpallleHHOoe HauMmeHoBaHuWe opuanyeckoro nua 000 "BECTMEAL"

damununa pykoBoanTens topUANYECcKoro amua CTONNIAPOBA

Mma pykosoauTena ropuandeckoro anua EKATEPUHA

OT4yecTBO PYKOBOAMUTENA HOPUAMYECKOrO NLa KUPUNNOBHA
JonxHOCTb pykoBoAnTENA FEHEPANIbHbLIA AUPEKTOP
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Appec

Afpec mecTta HaxoXaeHuA

KoHTaKTHble AaHHble

Homep TenedoHa

CBeaeHMA O rocyfapcTBEHHON perncTpauum

HavmeHoBaHMWe opraHa, 3apermcTpMpoBaBLLEro
OopraHM3aumio B Ka4yecTBe PUANYECKOro 1nua

[aTa perncrtpaumm B Kadectse HOJ1
[ata npucsoenmnsa ONPH

Kog, npunumnHbl nocTaHoBKK Ha yyeT (KMM)

U3srotosutesnb
Twvn n3rotosutens
COBI‘laAaeT C 3aABuUTenem

MonHoe HanmeHoBaHUe
Appec

3aperncrtpmpoBaHo Ha Tepputopum EASC

A,a,pec MeCTa XUTenbCrBa

CBepeHuAa o npoayKuumn
MpouncxoxxaeHne npoayKunm

Obuiee HaMmeHOoBaHMe NPOAYKLUMUK

121087, POCCUA, TOPOL, MOCKBA, MPOE3Z, MPOMbILIEHHBIN, IOM 5,
CTPOEHME 1, 3T 2 NMOM 1 KOM 11,12

+7 4999930143

MexpaiioHHas nHcnekuma PenepanbHol HaoroBon cnyx6bl Ne 46 nor.
Mockse

16.03.2010
16.03.2010

773001001

MHoCTpaHHOEe nnyo
Het

"Bu yHg, Xa deHTan Bepk Bropmooc I'm6X", Asctpua, W & H Dentalwerk
Blrmoos GmbH

Het

ABCTPUA, Ignaz-Glaser-StraBe 53, 5111 Biirmoos, Austria

ABCTPUA

HakoHe4yHnKu ctomatonormyeckmne SYNEA, c npuHagnexxHoctamm

CeepgeHna 06 0603HaueHUn, naeHTMOUKaALMK U A0NOAHUTENbHAA MHPOPMaLMA O NPOAYKLUU

HanmeHoBaHuWe (0603HaueHne) NPoAYKL MM

Bbinucka ot 20.08.2024. NaeHTudumkaTtop Bbinuckn 9b874eb7-d906-4dbc-87c3-e8763fb4919a

HakoHeuHunkn ctomaTtonormyeckme SYNEA, ¢ npuHaanexHocTamm

|. HaKOHEYHUKM cTOMaToNOrnYecKme TYPOUHHbIE, B UCNONHEHUN:

1. SYNEA Fusion: TG-98L, TG-98, TG-98LM, TG-97L, TG-97, TG-97LM, TG-
97L RM, TG-98L RM. 2. SYNEA Vision: TK-94L, TK-94LM, TK-97L, TK-97LM,
TK-98L, TK-98LM, TK-100L, TK-100LM.

MpYHagNEeXHOCTU K HAKOHEYHUKAM CTOMATOI0MMYECKUM TYPOUHHbBIM:

1. Potopbl ana TypbuH TG-98L, TG-98, TG-98LM, TG-97L, TG-97, TG-97LM,
TG-97L RM, TG-98L RM, TK-94L, TK-94LM, TK-97L, TK-97LM, TK-98L,
TK-98LM, TK-100L, TK-100LM.

2. Ceetogmop LED.

3. BNIOK 3NeKTPOHHbIN ana TypbuH TG-98L, TG-98, TG-98LM, TG-97L, TG-
97, TG-97LM, TG-97L RM, TG-98L RM, TK-94L, TK-94LM, TK-97L, TK-97LM,
TK-98L, TK-98LM, TK-100L, TK-100LM.

4. KHonka ¢uKempytowasn ans typbuH TG-98L, TG-98, TG-98LM, TG-97L,
TG-97, TG-97LM, TG-97L RM, TG-98L RM, TK-94L, TK-94LM, TK-97L, TK-
97LM, TK-98L, TK-98LM, TK-100L, TK-100LM.

5. Wrna ana npoyncTKM pacnbliMTeIbHbIX KAHAN0B.

JoKymeHTauuA:

1.PyKoBOACTBO NO 3KCNAyaTaumu.

Il. HaKOHEYHUKM CTOMATOIOrMYECKME YI0BbIe, B UCMIOTHEHUU:

1. SYNEA Fusion: WG-99LT, WG-99A, WG-56LT, WG-56A, WG-66LT, WG-
66A, HG-43A.

2. SYNEA Vision: WK-99LT, WK-93LT, WK-56LT, WK-66LT, WK-86LT, HK-
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43LT.
MpuHaaNeKHOCTU K HAKOHEYHMKaM CTOMATO/IOTMYECKMM YT/TIOBbIM:
1. CeeToBOA, Yr/10BbIX HAKOHEeYHNKOB WG-99LT, WG-56LT, WG-66LT.
2. CeeToBOA, yrnoBbix HaKoHe4YHuKoB WK-99LT, WK-93LT, WK-56LT, WK-
66LT, WK-86LT, HK-43LT.
3. PegyKTop yrnosbix HaKOHe4YHWKoB WG-99LT, WG-99A, WG-56LT, WG-
56A, WG-66LT, WG-66A, HG-43A.
4. PeayKToOp yrnosbix HaKoHe4YHnKos WK-99LT, WK-93LT, WK-56LT, WK-
66LT, WK-86LT, HK-43LT.
5. Urna ana npovncTKn pacnblINTENbHbBIX KaHANOB.
JokymeHTauuA:
1.PykoBOACTBO MO 3KCMyaTaumu.

NHasa nHpopmauma o npoayKumnm PeructpaumoHHoe yaoctoBepeHue PeaepanbHoit cnyxbbl No Hag3opy B
cdhepe 3gpaBooxpaHeHna Ne P3H 2014/1708 ot 23.06.2014 .

Kogbl OKIMZ, 2 32.50.11.000

Koa TH B3/ EA3C 9018491000

CraHpapTbl U UHbIE HOPMATUBHbIE A OKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

CraHpapt 1
Bbibop M3 cnpaBoYHMKa (MpU3HaK) [a
O603Ha4yeHue cTaH4apTa, HOPMATUBHOTO OCT P 50444-92
AOKYMEHTa
HanmeHoBaHwe cTaHAapTa, HOPMATUMBHOTO Mpubopbl, annapaTbl M 06opyaoBaHUe MeguLMHCKMe. ObLLmMe TeXHUYeCcKne
AOKYMeHTa ycnosums
Pasgen (MyHKT, NOANYHKT) CTaHAAPTa, (p.3,4)

HOPMaATUBHOIO AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [leicTeyeT

CraHpaprt 2
Bbibop M3 cnpaBoYHMKa (MpU3HaK) [a
0O603HaueHue cTaHaapTa, HOPMaTUBHOTO [OCT ISO 7785-1-2011
AOKYMEHTa
HanmeHoBaHwWe cTaHgapTa, HOPMATUBHOTO CTomaTonornyeckme HakoHeuyHMKM. Yactb 1. BbICOKOCKOPOCTHbIEe
AOKYMEHTa nHeBMaTUYeCcKne TYpbUHHbIE HAKOHEYHUKMU

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lercTeyeT

Cranpapt 3
Bbibop M3 cnpaBoYHMKa (MpU3HaK) [a
O603Ha4yeHue cTaH4apTa, HOPMATUBHOTO [OCT ISO 7785-2-2011
AOKYMEHTa
HanmeHoBaHwWe cTaHgapTa, HOPMaTUBHOO CTomaToNnornyeckme HakoHeYHMKK. Yactb 2. MpAmble 1 yraoBble HAKOHEYHMKU
AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [leicTeyeT

CraHnpapt 4
Bbibop M3 cnpaBoYHMKa (MpuU3HaK) [a
O603Ha4yeHue cTaH4apTa, HOPMATUBHOTO OCT 27875-88
AOKYMEHTa
HavmeHoBaHKe cTaHAapTa, HOPMATUBHOTO HaKOHEYHWMKN CTOMATONOrMYECKME MHEBMOTYPOUHHbIE U MydTbI LLAAHTOB.
AOKYyMeHTa MpucoeanHuTenbHble pasmepbl

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lercTeyeT
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CraHpapt 5
Bbibop 13 cnpaBoYHMKa (Npu3HaK) Oa
O603HayeHue cTaHAapTa, HOPMATUBHOTO [OCT 25982-83
[OKYMeHTa
HanmeHoBsaHue cTaHAapTa, HOPMATUBHOTO HaKoHeYHWKN cToMmaTonornyeckne K mukponpusogy. Obume TexHnyeckme
AOKyMeHTa ycnosus

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lencTeyer

UccnepoBaHua, UCMbITAHUA, M3MeEpPEHUa

WUcnbiTaTenbHas nabopartopusa

Na6opartopus 1

CTpaHa MecTa HaxoXAeHWA UCMNbITaTe/IbHON POCCHA
nabopatopumn

MpW3HaK akKpeamMTaLmm UCNbITaTeEIbHOWN [a
nabopatopumn

Homep aTrectaTta akkpeautaumm ncnbitatesbHoit POCC RU.0001.517966
nabopaTtopumn

HanmeHoBaHue ucnbiTaTeNlbHOM NabopaTtopun UcnbiTatenbHaa nabopatopua AO "HUMMT"

[aTa BHeceHun B peecTp cBeaeHuin 06 15.04.2015
aKKpeaMTOBaHHOM nLe

MpoToKon uccnepoBaHus (MUCNbITaHUA) U U3MepeHUn
[aTa npoTokona 29.06.2020

Homep npoTtokona 2020-137.2

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPKAEHUUN COOTBETCTBUA

Bbibop 13 cnpaBoYHMKa (Npu3HakK) Oa

O603HayeHMe cTaH4apTa, HOPMATUBHOIO FOCT P 50444-92

[OKYMEHTA

HavmeHoBaHWe cTaHaapTa, HOPMATUBHOTO Mpubopsbl, annapaTtbl n 060pyAOBaHNE MeANUMHCKME. ObLLMe TeEXHUYeCKue
[OKYMEHTA ycnosums

Pasgen (NyHKT, NOANYHKT) CTaHAAPTa, (p. 3, 4)

HOPMATUBHOIoO AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTMBHOIO AOKYMeHTa  [elcTByeT

Bbibop 13 cnpaBoYHMKa (NpuU3HaK) [a

0O603HayeHMe cTaHAapPTa, HOPMATUBHOTO FOCT ISO 7785-1-2011

OOKYMeEHTa

HavmeHoBaHwWe cTaHaapTa, HOPMATUBHOTO CTomaTtonormyeckme HakoHe4YHMKN. HYactb 1. BbICOKOCKOPOCTHbIE
OOKYMeEHTa NHEBMAaTUYECKME TYPOUHHbIE HAKOHEYHWKHN

CTaTyc cTaHAapTa, HOPMaTMBHOTO AOKYMeHTa  [eicTeyeT
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Bbibop 13 cnpaBoYHMKa (NpuU3HaK)

O6o03HayeHMe cTaHAapTa, HOPMATUBHOMO

OOKYMeHTa

HavmeHoBaHMWe cTaHAapTa, HOPMATUBHOTO

OOKYMeHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTA

Bbibop 13 cnpaBoYHMKa (NpM3HaK)

0O603HayeHue cTaHAapTa, HOPMATUBHOTO

OOKYMEHTa

HavmeHoBaHMWe cTaHAapTa, HOPMATUBHOTO

OOKYMEHTa

CTaTyc cTaHAapTa, HOPMATMBHOIO OKYMEHTa

Bbibop 13 cnpaBoYHMKa (NpuU3HaK)

O603HayeHne cTaH4apTa, HOPMATUBHOIO

[OKYMEHTa

HanmeHoBaHMe CTaHOapTa, HOPMATUBHOIO

[OKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa

[a
FOCT ISO 7785-2-2011

CromaTtonorunyeckme HakoHeYHMKK. HYacTtb 2. Mpambie 1 yrnosble
HaKOHEYHUKU

[Leicreyet
Aa
rOCT 27875-88

HaKOHEYHWKM CTOMATOI0TMYECKME MHEBMOTYPOUHHbIE U MYdTbI LLIAHTOB.
MpucoeauHUTEIbHBIE Pasmepbl

Leincreyet
Aa
rOCT 25982-83

HaKoHeYHWKM cToMaToIorMyeckme K Mmukponpusoay. Obuime TexHuyeckne
ycnosus

[encreyet

L OKyMeHTbI, NpeAcTaB/eHHble 3aaBUTeIeM

[oroBop Ha BbinosHeHUe GpYHKLMUIA MHOCTPAHHOIO U3roTOBUTENA

[ata porosopa

01.02.2011

CsepeHuna 06 opraHe no cepTMdUKaLMM Ha MOMEHT Nyb6aAMKauuu aeKnapauum

Homep aTTecTaTta akkpeauTaumm opraHa no
cepTudmrKaumm

NonHoe HaumeHOBaHMe OopraHa no CepTVId)VIKaLl‘VIM

LI,aTa perncTpaunm atrectata akkpeamtaumm

Afpec mecTa OCyLLEeCTBAEHMA AeATeNbHOCTH

Aapec mecTta HaxoXaeHna/Anpec MmecTa XuTenbCTsa

OPTH/OPTHUIM akKpeauToBaHHOIO N1LA

HanmeHoBaHue OpraHa nNo akkpeautTauum,
BblAaBLUEro atrectat akkpeautaumnm

KoHTaKTHble AaHHble

Homep TenedoHa

Anpec aNeKTPOHHOM NoYTbI

Agpec canTa B ceTn UHTepHeT
PyKkoBogutenb akkpeauToBaHHOIO LA
damunauna pykosoantens

Nmsa pykosoguTens

OTyecTBO pyKoBOAUTENA

Bbinucka ot 20.08.2024. NaeHTudumkaTtop Bbinuckn 9b874eb7-d906-4dbc-87c3-e8763fb4919a

RA.RU.11MM35

OpraH no cepTudMKaLmm NpoayKLUUM ABTOHOMHON HEKOMMEPYECKOMN
opraHusaumm "MHHOBALMOHHbIN LeHTp cepTudumkaumm "CEPTOC"
09.09.2015

109548, POCCUA, ropoa Mocksa, ya. LocceinHas, 4. 1, kopn. 2, od. 430-433
109548, POCCUA, ropon Mocksa, yn. LLlocceliHas, 4. 1, kopn. 2, od. 430
1107800001055

denepanbHasa cny:kba No akkpeaUTaLmm

+7 9268334902
+7 9268334902
sertifikat-eac@yandex.ru

www.medcertificate.ru

3bIKOB
BukTop

Cepreesuny
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