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OcHoBHble cBegeHus

[aTa nogayn 3aaBneHunA 30.08.2019

Homep 3aABieHUA Ha AeKnapauuio 277D

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 [-CH.PC52.B.00277/19
COOTBETCTBUM

[JaTta nogaun 3asBneHua (NnpesoctaBieHma 30.08.2019

AeKnapaumm)

[aTta pernctpauum aeknapaumm 30.08.2019

[aTa OKOHYaHWUA AeNCTBUA AeKNapaumm o 29.08.2023

COOTBETCTBUMU

CBoboAHOE pacnpocTpaHeHWe NPoayKUUN He Ja

OrpaHM4YeHO 3aKoOHOA4aTe/NIbCTBOM PO

Jnuo, 3apernctpupoBasLuee geKnapauuio

dammana nnua, NnoaNMCcaBLIEro geKnapauuto Bepecos

Nma nnua, nognucasliero geknapauuto AHTOH

OT4yecTBO NMLQ, NOAMNMCABLLErO AeKAapaLnio Oneroswny

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

3aasutenb

Tun 3aasutens HOpuamnyeckoe nmuo

Tun geknapaHTa YNo/NHOMOYEHHOE U3roToBUTENEM NLO
OCHOBHO rocyAapCTBEHHbIN PErMCTPALLMOHHbIN 1057811460277

HoMep topuanyeckoro anua (OrPH)

NaeHTUOUKALMOHHDBIN HOMep Hanoronnatenbwmka 7839317562

(MHH)
OpraHu3auMoHHO-NpaBoBas popma O6LecTBa C OrpaHUYEHHOM OTBETCTBEHHOCTLIO
NonHOe HaumeHOBaHMe PUANYECKOro AnLA OBLLECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbIO "ANCTPUBBIOTEPCKUI

M TEXHWUYECKMIA LIEHTP "KOPAN"
CokpallleHHoe HaumeHoBaHue opuanyeckoro anua OO0 "LLEHTP "KOPAN"

Pamumnma pykoBoamTeNa OPULMYECKOro ML BYINAEB

Nma pykoBoanTeNA topuanNYEeCcKoro anua ONEr

OTyecTBO pyKOBOAUTENA HOPUAMYECKOTO ANLLA AHATOJ1IbEBUM
JonKHocTb pyKoBoAnUTeENA FeHepanbHbIV AUpPeEKTOp
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Appec

Appec mecTta HaxoXaeHua 191119, POCCHA, TOPOA CAHKT-NETEPBYPT, Y/IMUA 3BEHUTOPOACKAA,
2/44, NUTEP A, NOM.13H

KoHTaKTHble AaHHble
Homep TenedoHa +7 8126505050

CBegeHUA 0 rocyfapcTBEHHOM perucTpauum

HanmeHoBaHWe opraHa, 3aperncTpnpoBaBsLLero MexpaioHHasa uHcnekuus deaepanbHo Hanorosoi cayo6wsl Ne15 no CaHKT-
opraHM3aumio B Ka4ecTBe pUANYECcKoro nnua Metepbypry
[ata peructpauymm B Kayectse O/ 11.07.2005
[Jata npucsoeHus OrPH 11.07.2005
Kog, npunumnHbl nocTaHoBKK Ha yyeT (KMM) 784001001

KoHTaKTHble AaHHble

Homep TenedoHa +7 8126505050

U3rotoButenb

Tun nsrotoBuTens MHocTpaHHoE Lo

CoBnagaer c 3aABUTENEM Het

MonHOe HaumeHoBaHue «BbbeH-Iip AeHTan CA» (Bien-Air Dental SA)

Appec

3apernctpmpoBaHo Ha Tepputopum EASC Het

AZpec MecTa KUTenbCcTBa LLBEMLIAPUA, Langgasse 60, 2504, Bienne, Switzerland
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MpoussoacTBEeHHbIE NIOWALKU

MOPTYTANUA, Micromediport, Unipessoal Lda, Rua Ponte de Pedra, N240, Centro Empresarial Aaa, Ed D4 4470-108 Maia, Portugal

Appec nponsBoACTBa NPOAYKLNK MOPTYTANNA, Micromediport, Unipessoal Lda, Rua Ponte de Pedra, N240,
Centro Empresarial Aaa, Ed D4 4470-108 Maia, Portugal
NonHoe HanmeHoBaHUe Bien-Air Dental SA

LUBEMLAPUA, Langgasse 60, 2504 Bienne, Switzerland
Afpec Npon3BoACTBa NPOAYKLMK LLUBEMLAPUA, Langgasse 60, 2504 Bienne, Switzerland

MonHoe HaMmeHoBaHMe Bien-Air Dental SA

CeeaeHuMA 0 NpoayKUUU
MpouncxoxxaeHne NpoayKunm LUBEMLAPUA

O6Lu,ee HanmeHOoBaHMe npoayKkunm HaKOHeYHMKKM cToMaToI0rMyeckmne ¢ NpuHaanexHoCTAMMU

CBepgeHna 06 0603HaueHUN, MAEHTUOUKALMU U A40NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HanmeHoBaHue (0603HauYeHWe) NPOAYKL MM HaKoHeYHUKM CTOMaTOIOrMYEeCKME C NPUHAANEKHOCTAMM:

1. HakoHeYHUKM TYpbUHHbIE cToMmaTonoruyeckme: Eolia (B, B EURMED);
Black Pearl Eco (3H, 4H); Bora; Boralina; Bora L; Bora LK; Prestige;
Prestilina; Prestige L; TD 783; TDS 890; TD 783 B Komn/ieKkTe ¢ 610KOM
ynpasnenus S001; TD 783 B komnieKTe ¢ 6110Kkom ynpasaeHma SF811; TDS
890 B KomnnekTe ¢ 610KkoM ynpasneHua STS 890.

2. HakoHe4YHUKKM mexaHundeckme, yrnosblie: CA 1:1 (1132, DIAMLINE); CA 1:
1L (1141, DIAMLINE); CA 1:5 (DIAMLINE); CA 1:5 L (DIAMLINE); CA 10:1
(DIAMLINE); CA 10:1 L (DIAMLINE); CA 15:1 Prophy; PM 10:1 Prophy (8
KOMMJIEKTE CO CMEHHbIMU rosioBkamm); CA 1:1 (EXT SPRAY); CA 30:1 (EXT
SPRAY); CA 20:1 L (EXT SPRAY).

3. HakoHeYHMKN mexaHuyeckume npamblie: PM 1:1 (DIAMLINE); PML 1:1;
Prolab; PM Prolab; PM 1:1 (EXT SPRAY); PM 1:2 (EXT SPRAY).
MpuHagnexkHocTu:

1. CoegunHeHue bbictpocbemHoe Unifix, Eolia (B, B EURMED).

2. ApanTtepbl Ana NpUcoeanHeHUA TYPOUHHBIX HAKOHEYHWKOB.

3. lamnoyku ans TypbuH.

4. MaHOMeTp ANA NPOBEPKM U PEryIMpoBaHuA AaBNEeHUA.

5. PoTopbl cepBucHble: poTop, poTop Eolia, potop Bora Ceramic, poTtop
Prestige, potop Black Pearl P.

6. NogwunHuk ana cepsuca Eolia, Black Pearl, Prestige, Bora, CA (1142,
1121).

7. TonoBKa ana cepsuca: Intra LUX 1:1, 1:1 L, CA 1:5, CA 1443.

8. CepBMCHAA KHOMKa.

9. MpomexkyToyHaa yactb BORA S36.

10. KomnnekT ocen.

NHaa nHdopmauma o npoayKumm PervctpaumoHHoe yaoctoBepeHue Ha meguumHckoe nsgenve Ne dC3
2008/02716 ot 13.05.2019, ®eaepanbHan cay*ba no Haasopy B coepe
3apaBooxpaHeHns (POC34PABHAA3OP)

Kogbl OKNA 2 32.50.11.000

Koa TH B3/ EASC 9018499000

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpapt 1
Bbibop M3 cnpaBoYHMKa (MpuU3HaK) [Ja
O603Ha4yeHue cTaH4apTa, HOPMATUBHOTO OCT P 50444-92
AOKYMEHTa
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HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

Pasgen (MyHKT, NOANYHKT) CTaHAAPTa,
HOPMAaTUBHOrO AOKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa
CraHpaprt 2
Bbibop 13 cnpaBoYHMKa (Npr3HaK)

0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa pPTa, HOPMAaTUBHOIO
AOKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa
CraHpapt 3
Bbibop 13 cnpaBoYHMKa (Npr3Hak)

0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa
CraHnpapt 4
Bbibop 13 cnpaBoYHMKa (Npr3Hak)

0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa
CraHpapt 5
Bbibop 13 cnpaBoYHMKa (Npr3HaK)

0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraTyc cTaHAapTa, HOPMATUBHOrO AOKYMEHTa
CraHpapt 6
Bbibop 13 cnpaBoYHMKa (NpM3Hak)

0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CTaTyc cTaHAapTa, HOPMATMBHOIO AOKYMEHTa

Mpubopbl, annapaTbl U 0bopyaoBaHMe MeguunHcKue. Obme TexHUYecKme
ycnoBus

Pa3g. 3,4

Letcreyet

Ha
FOCT 25982-83

HaKOHEYHWKM CTOMATONIoTMYEeCKUE K MUKponpuBogy. ObLume TexHuYeckume
ycnoBus

Letcreyet

Ha
FOCT 27875-88

HaKOHEYHWKM CTOMATOI0TMYECKME MHEBMOTYPOUHHbIE U MYdTbI LLNAHTOB.
MpucoeauHUTENbHBIE Pasmepbl

Letcreyet

Aa

FOCT ISO 15606-2011

CromaTonormyeckme HakoHeYHUKK. NHeBmaTnyeckmne UHCTPYMEHTbI ANA CHATUA

3YOHbIX OT/IOMKEHUIM M HAKOHEYHUKM K HUM

[Letcreyet

Ha

FOCT ISO 7785-1-2011

CromaTtonornyeckme HakoHeYHMKK. Yactb 1. BbICOKOCKOPOCTHbIE

nHeBMaTHn4yecKkune Typ6l4HHbIe HaKOHEeYHUKHN

[Letcreyet

Ha
FOCT ISO 7785-2-2011

CromaTtonornyeckme HakoHeYHMKK. Yactb 2. [pamble 1 yraoBble HAKOHEYHUKN

[Letcreyet

MCCHEAOBaHMﬂ, UCNbiTaHUA, U3MepeHUs
WUcnbitaTenbHaa nabopatopus
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Na6opatopua 1

CTpaHa MecTa HaxoXAeHUA UCMbITaTe/IbHOM POCCHA
nabopaTtopumn

MpW3HAK akKpeaMTauumn UcnbiTaTeIbHOM Ja
nabopaTtopumn

Homep aTrecrata akkpeautaumm ucnboitatenbHo RA.RU.21MA11
nabopaTtopumn

HanmeHoBaHuve vcnbiTaTenibHOM nabopatopun  UcnbiTaTenbHas nabopatopus ABTOHOMHas HEKOMMepPYEeCKan opraHusaums
"LleHTp KauyecTBa, 3pPEKTUBHOCTN N H€30MACHOCTM MEeANLMHCKUX nsgenmin”

[aTta BHeceHUA B peecTp cBegeHuin 0b 07.04.2015

aKKpeaMTOBaHHOM /iuLe

MpoToKon uccnepgoBaHusa (MCNbITaHUA) U U3MepeHUa
[aTta npoToKona 23.08.2019

Homep npoToKkona 08/302-2019

D OKyMeHTbI, npegnosnaraembie CXeMOM AeKNapupoBaHUa
WccnepoBaHue TMNA NpoayKLmm

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

Mpu3HaK akkpeamTaLum Oa

CepTudUKaT Ha TUN NPOAYKLMUU
Ceptudukar 1

CTpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKyMeHTbI, NnpeAcTaBeHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

CeepeHusa 06 opraHe no ceptTuduKaumum Ha MOMEHT NybanKauum geknapauum

Homep aTTecTaTta akkpeguTaumm opraHa no RA.RU.11PC52
cepTudMKaumm

lMonHoe HaMmeHoBaHWe opraHa rno ceptudukaumum  OpraH no cepTuduKaumm npoaykumm Obwectsa ¢ orpaHMYeHHOM
OTBETCTBEHHOCTbIO «PerMoHanbHbIN LLEHTP OLLEHKM COOTBETCTBUAY
[aTa perncrpauunm aTrectata akkpegmrawmm 11.12.2014

Afpec mecTa OCyLLeCTBAeHMA AeATeNbHOCTH 123060, POCCUA, ropoa Mocksa, ya. Mapwana Peibanko, aom 2, Kopnyc 9,
nomeweHne 638

Anpec mecTa HaxoxaeHua/Anpec mecta xutenbctea 123060, POCCUA, ropoa Mocksa, yamua Mapuana Pbibanko , Aom 2, Kopnyc
9, nomelteHune 638

OPTH/OPTHUNM akKpeauTOBaHHOIO NMLA 1147746865243

HavmeHoBaHMWe opraHa no akkpeauTauuu, denepanbHasa cny:kba nNo akkpeauTaLmm
BblaBLUEro aTTecTaT akkpeauTaLmm

KoHTaKTHble gaHHble
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Homep TenedpoHa +7 4999790085
+7 4999790085

AZpec 3N1eKTPOHHOW NOYTbl regionos@ya.ru

Appec canta B ceTu MHTepHeT WWW.regionos.ru

PyKkoBogutenb akkpeauUToBaHHOrO MLA

®amunuma pykosoautena Bepecos
NUma pykosoautena AHTOH
OtyecTBO pyKkoBoOAMTENA Onerosuny

CneuunanuncTbl, yyacTeylowme B npouecce NoATBEPKAEHUA COOTBETCTBUA

Cneumanucr 1

damunnunsa NaropauHckui

Nma AnekcaHap

OT1yecTBO Cepreeswny

BbinonHAaembl GyHKLUK 3KcnepT no cepTuduKaLmm, 3amecTuTeNb PYKOBOAUTENA
QR - kKop,

[m] 3 [m]
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