< JeKnapaumm o cooTBeTCTBUM ' CTOMAPT

@ fsagovru
o .

DENTAL SOLUTIONS

OcHoBHble cBegeHus

[aTta nogauun 3aaBneHuUn
Homep 3asBneHnA Ha geKknapauuto

Tun geknapauum

EanHbIM nepeyeHb npoayKuum PO

Cxema geknapupoBaHumn

Tun o6bekTa AeKnapmMpoBaHma

D,EKnaanMﬂ O cooTBeTCcTBUMU
Cratyc geknapauum

PerMcTpaumoHHbI HOMep AeKnapauum o
COOTBETCTBUM

[ata nogauv 3asasieHna (NpeaoctasaeHus
AeKnapaumm)

[aTa perucrpaumu gexknapauum

[laTa OKOHYaHWA AeiCcTBMA AeKnapaLmm o
COOTBETCTBMM

CBoboaHOE pacnpocTpaHeHue NPOAYKLMN He
orpaHuYyeHo 3aKoHoAaTeNbCTBOM PO

Jlnuo, 3apernctpupoBasLuee geKnapauuio

damunma anua, NoanucasLLIero AeKkaapaLmto
Mma nnua, nognucasluero Aekaapauuio
OT4ecTBO NMLA, MOANMCABLUEro AeKnapaLumio

BbinonHsaemble GpyHKUMM AnLA, NOANMUCABLLETO
OeKnapaumio

3aasurtenb

Tun 3aasutens

Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIM PErUCTPALLMOHHbIN

HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKALMOHHDIA HOMep HanoronnaTesbliMKa

(MHH)
OpraHu3auMoHHO-NpaBoBas popma

MonHOe HaMMeHOBaHWe PUANYECKOro AnLa

COKpaLLI,EHHOE HanmeHOBaHMe pnan4ecKkoro anua

damunna pyKoBOAMTENA OPULUYECKOTO LA
Nma pyKoBoauTensa topnanmyeckoro mua
OTyectBO pykoBoguUTENA OpUOgN4YeCcKoro 1mua

JonxHOCTb pykoBoAUTENA

16.11.2020
16112010/p

Jeknapauns o COOTBETCTBUM NPOAYKLMM, BKAOYEHHOW B EAMHbIN NepeyeHb
npoayKkummn Poccuiickoint Pepepauymm

Ob6opy0BaHME CTOMATO/IOMMYECKOE, 3y6ONpPOTE3HOE U
OTOPWUHONIAPUHIONOTNYECKOE, YCTAHOBKM CTOMATO/IONMYECKUNE, Kpeca
CTOMATONOrMYECKME, HAKOHEYHUKM CTOMATONOTNYECKME

1

CepuitHbIN BbIMYCK

ApXMBHbIN

POCC RU [-JP.AB69.B.04856/20

16.11.2020

16.11.2020

15.11.2023

Ja

3abonotHas
TaTbAHa
BukTOpoOBHa

JKkcnepT no cepTuduKaumm, Pykosoamtens

KOpugunyeckoe nmuo
YNOo/HOMOYEHHOE M3roToBUTENEM NLO

1107746044064

7709847093

06LLI,ECTBa C Ol'paHVNeHHOﬁ OTBEeTCTBEHHOCTbIO

OBLLECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO "AEHTEKC"
000 "[OEHTEKC"

3ABAJIIOK

AHAPEN

BAJIEPUEBMY

Ynpasnaoowmii - UHAUBUAYaNbHbIA NpeanpuHUMaTENb
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Appec

Azpec mecTa HaxoXaeHns 115477, POCCUA, TOPOO MOCKBA, YIMLA KAHTEMWPOBCKAA, A0OM 65, 3T
3MN0OM 14

KoHTaKTHble AaHHble

Homep TenedoHa +7 8007008058
+7 4959743030

AZpec 3N1eKTPOHHOW MoYTbI info@dentex.ru

CBepeHus 0 rocyaapcTBEHHOM peructpauum

HanmeHoBaHMe opraHa, 3aperMcTprMpoBaBLUEro MexpaiioHHas nHcnekuma PenepanbHol HaoroBon cnyx6bl Ne 46 nor.

OopraHM3aLmio B Ka4ecTBe IPUANYECcKoro nmua Mockse

[aTa perncrtpaumm B Kadectse HOJ1 28.01.2010

[ata npucsoenna OIPH 28.01.2010

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM) 772401001

U3rotoButenb

Tun nsrotosutens MHocTpaHHOe Anuo

CoBnagaert c 3aABUTENIEM Het

NonHoe HaumeHoBaHMe «HakaHuwu NHK.», Nakanishi Inc.

Appec

3apernctpmpoBaHo Ha Tepputopum EASC Het

AZpec MecTa }KUTenbCcTBa AMNOHWA, Nakanishi Inc., 700 Shimohinata, Kanuma-shi, Tochigi-ken, 322-
8666, Japan

CBepeHuAa o npoayKuumn

MpoucxoxkaeHne NpoayKLmu AMOHUA

Ob6uiee HaMMeHOBaHMe NPOAYKLMU HaKoHeYHWKM cTOMaToNorMYeckne aas MMKPOMOTOPOB C MPUHAANEKHOCTAMM

CeepeHusa 06 o603HaueHuun, naeHTUMPUKaumm 1 4oNoNHUTENbHAA MHPOPMALUA O NPOAYKLMUN

HanmeHoBaHuWe (0603HaueHne) NPoAYKL MM 1. HakoHeuHnKKM cTomaTonorndeckue cepum Ti-Max X: X95(L), X85(L), X25
(L), X15(L), X22(L), X10(L), X20(L), X65(L). 2. HakoHEYHMKM
cTomartonormyeckmne cepum EX: FPB-EC, FPB-ECM, NAC-EC, BB-EC, NBBW-
EC, NM-EC, FFB-EC, FFB-ECM, NRS2-EC, NRS2-ECM, AR-EC(S), AR-ECM(S),
AR-EC(K), AR-ECM(K), AR-ER4(S), AR-ERAM(S), EVA-ER4, EVA-ER4M, EX-6B,
EX-6BM, EX-6D, EX-6DM, EX-5B, MP-ER64, MP-ER64M, MPA-ER64, MPA-
ER64M, MPAS-ER64, MPAS-ER64M, NRS2-ER10, NRS2-ER10M, TEP-ER10,
TEP-ER10M, Ti95EX, EX-ENDO128, Ti-ENDO, X95EX. MpnHaanexHoCTn K
HAaKOHEYHUKAM CTOMATO/IOrMYecKnM: - TONI0BKM CTOMATOIOFMYECKME K
HaKOHe4YyHuKam cepum EX: FPB-Y, NAC-Y, BB-Y, NBBW-Y, NM-Y, FFB-Y,
NRS2-Y, AR-Y(S), AR-Y(K), EVA-Y, MP-Y, MPA-Y, MPAS-Y, TEQ-Y, TEP-Y. -
PenyKTopbl K HAKOHEYHWKam cTomaTonormyecknm cepum EX: EC, ECM, ER4,
ER4M, ER10, ER10M, ER16, ER16M, ER64, ER64M. - KapTpuau
(poTOpHbIe rpynnbl) K HAKOHEYHWKAM cToMaTonormyeckum: BB-03, NAC-
03, FPB-03, FFB-03, Cartridge for Ti-Max X(95L, 85L, 25L, 15L, 12L, 10L,
20L). - PacnbinntenbHan Hacaaka ansa: NAC, BB, FPB, FFB, TEP, NM, EX-6B,
EX-5B, EX-6BM.

NHasa nHpopmauma o npoayKumnm PeructpaumoHHoe yaoctosepeHune Ne ®C3 2008/03077 ot 25.11.2008 r.
depepanbHoi cny6bl No Haa3opy B chepe 34paBoOOXPaAHEHUSA
(POC34PABHAL30P), CepTudMKaT CUCTEMbI MEHeAKMeHTa KavecTBa EN
ISO 13485:2016 Ne SX 60148531 0001, sbigaHHoro OC «TUV Rheinland
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Kogbl OKIZ, 2

Kog TH B3/, EASC

LGA Products GmbH» (Ffepmanus) 27.04.2020 r. co CpOKOM AencTBuA 40
26.04.2023 .

32.50.11.000

9018908409; 9018499000

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe MPU NOATBEPKAEHUUN COOTBETCTBUA

Cranpapr 1
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HaumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

Pasgen (NyHKT, NOANYHKT) CTaHAAPTa,
HOPMATUBHOIO AOKYMEHTA

CraTyc cTaHAapTa, HOPMaTUBHOIO AOKYMEHTa
CraHpaprt 2
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHne cTaHgapTa, HOPMATUBHOTO
AOKYyMeHTa

HanumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKYyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa
CraHnpapt 3
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4eHMe cTaH4apTa, HOPMATUBHOTO
[OKyMeHTa

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa
CraHnpapr 4
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HaumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOIO AOKYMEHTa
CraHpapt 5
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHWe cTaH4apTa, HOPMATUBHOTO
[OKyMeHTa

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa
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[a
FOCT P 50444-92

Mpnbopbl, annapaTbl 1 obopyaoBaHue meguumHckue. ObLme TexHUuYeckmne
ycnoBus

pasgenbi3mn4

[elicteyeT

Ja

FOCT 25982-83

HaKoHeYHWKN cTomaTonornyeckne K mukponpusogy. Obume TexHnyeckme

ycnosus

[elicteyeT

Ja

FOCT ISO 7785-2-2011

CTtomaTonormyeckme HakoHeYHUKK. HYacTtb 2. MpAmMble 1 yraoBble HAKOHEYHUKU
[elicteyeT

Ja

FOCT ISO 7785-1-2011

CTtomaTonormyeckme HakoHeYHMKN. HYactb 1. BbICOKOCKOPOCTHbIE

nHeBMaTuyeckme Typ6MHHbIe HaKOHEeYHUKU

[elicteyeT

[a

FOCT 27875-88

HaKoHeYHWKM cTOMaToI0rM4Yeckmne NHEBMOTYPOUHHbIE U MY]TbI LIIAHIOB.
MpucoeanHUTENbHbIE pa3mepbl

[elicteyeT
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CraHpaprt 6
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HaumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKYyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOIO AOKYMEHTa
Cranpapt 7
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HanumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOIO AOKYMEHTa
CraHpapt 8
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHne cTaHgapTa, HOPMATUBHOTO
AOKYyMeHTa

HanumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKYyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa
CraHpapt 9
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4eHMe cTaH4apTa, HOPMATUBHOTO
AOKYyMeHTa

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKyMeHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMEHTa
Cranpapr 10
Bbibop 13 cnpaBoYHMKa (Npu3HaK)

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HaumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraTyc cTaHAapTa, HOPMATUBHOIO AOKYMEHTa

WccnepoBaHue TMNA NpoAayKLMU

[a
FOCT ISO 10993-1-2011

U3pgenns meamunHckune. OueHka BUONOrMYecKoro AencTBMA MeAULMHCKUX
m3gennin. Yactb 1. OueHKa 1 uccnegoBaHus

[elicteyeT

[a
FOCT ISO 10993-5-2011

U3pgenns meamumnHckune. OueHka BUONOrMYEeCcKoro AenCTBMA MeAULMHCKUX
msgenuin. Yactb 5. MiccnegoBaHma Ha LMTOTOKCMYHOCTb: MeToAbl in vitro

[elicteyeT

Aa
FOCT ISO 10993-10-2011

U3pgenns meamumnHckune. OueHka BUONOrMYecKoro AenCTBMA MeAULMHCKUX
mspgennit. Yactb 10. MccnenoBaHUA pasapakatowero U CeHCMBbMAM3MPYIOLWLErO

[elicteyeT

[a
FOCT ISO 10993-11-2011

U3pgenns meamumnHckune. OueHka BUONOrMYecKoro AenCcTBMA MeAULMHCKUX
mspgennit. Yactb 11. MccnenoBaHUA 06LLLETOKCUYECKOTO AeACTBUSA

[elicteyeT

[a
FOCT ISO 15606-2011

CTtomaTtonormyeckme HakoOHe4YHUKU. NHeBmaTU4eckune WUHCTPYMEHTbI OANA CHATUA
3y6HbIX OTNOXEHUN U HAKOHEYHUKN K HUM

[elicteyeT

[ OKymeHTbl, Nnpeanonaraembie cxemoim AEeK/NapUupoBaHuA

3aKknoueHue 06 uccnepoBaHUM TUNA NPOAYKLUM

CTpaHa mecTa HaxoXaeHuna

[Mpu3HaK akKkpeauTaLmum

CepTudUKaT Ha TMN NPOAYKLUM
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Ceptuoukar 1

CtpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKyMeHTbl, NnpeAcTaBNeHHble 3aaBUTeNEeM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

CeepeHusa 06 opraHe no ceptuduKaunMm Ha MOMEHT NybanKauum geknapauum

Homep aTTecTaTta akkpeauTaumm opraHa no RA.RU.11AB69
cepTnudMKaumm

lMonHoe HaumeHoBaHWe opraHa no ceptudurKkaumm  OB6LLECTBO C OrpaHMYEHHOW OTBETCTBEHHOCTLIO "/leHCepT"

[aTa perncrpaumnm aTrectata akkpegmtaLmm 28.04.2016
ALpec mecTa OCyLLEeCTBAEHMA AeATeNbHOCTH 195027, POCCUA, T CaHkT-MeTepbypr, yn MarHuTtoropckas, gom 30 nutep A,
odunc 912

Anpec mecTa HaxoxaeHua/Anpec mecra xutenbctsa 195112, POCCUA, FOPO CAHKT-METEPBYPT, Y/IMUA PECMTYB/IMKAHCKAS,
OOM 24, KOPNyC 1 CTP1, NOMELLEHWE 7-H
OPIH/OPTHUM akKpeaAnTOBaHHOIO N1LA 1157847101719

HanmeHoBaHMe opraHa no akkpeauTauuu, depepanbHas cny»ba No akkpeguTaumm
BblAABLUEro aTTecTaT akkpeguTauum

KoHTaKTHbIe AaHHble

Homep TenedpoHa +7 8129863069
AZpec 31eKTPOHHOW NoYTbl spb@Ilensert.ru
Appec canTa B ceTu MHTepHeT www.lensert.ru

PyKkoBogutenb akkpeauToBaHHOIO MLA

damunauna pykosoantena 3abonotHas
Uma pykosogutens TaTbAHa
Ot4yecTBO pyKkoBOAUTENA BukTopoBHa
QR - Koa
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