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OcHoBHble cBegeHus

[aTa nogayn 3aaBneHunA 18.10.2019

Homep 3aABieHUA Ha AeKnapauuio 1810196/,

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

EAVHBIV NepeveHb NpoayKunmn PO MHCTPYMEHTbI MHOTONOBEPXHOCTHOrO BO3AEMUCTBUA (3aXKMMHbIE), 3aXKUMbI
MeaUUUHCKME, NUHLUETbl MeAULMHCKME, AepXaTenu

Cxema feknapupoBaHuma 2n

Tun 06beKTa AEKNAPUPOBAHNA CepuiiHbIN BbINYCK

[eknapauuna o COOTBETCTBUM

CraTyc geknapauum MpekpaLyeH

PernctpaumoHHblii Homep AeKnapauumn o POCC RU [-DE.AB69.B.02585/19
COOTBETCTBUM

[aTta nogaun 3asBneHua (NpesoctaBieHma 18.10.2019

AeKnapaumm)

[aTta pernctpauum aeknapaumm 18.10.2019

[aTa OKOHYaHWUA AeNCTBUA AeKNapaumm o 17.10.2020

COOTBETCTBUM

CBoboAHOE pacnpocTpaHeHWe NPoayKUUN He Ja

OrpaHM4YeHO 3aKoOHOA4aTe/NIbCTBOM PO

Jnuo, 3apernctpupoBasLuee geKnapauuio

dammana nnua, NnoaNMCcaBLIEro geKnapauuto 3abonotHas

Nma nnua, nognucasliero geknapauuto TaTbAHa

OT4yecTBO /1ML, NOANMUCABLLErO AEKNapaumio BuKTOpOBHA

BbinonHaemble GyHKUUM KL, No4NMCaBLUErO dKcnepT no ceptudmkaumm, Pykosogutens
OeKnapaumnio

3aaBurtenb

Twun 3aasutens KOpugunyeckoe nmuo

Tun geknapaHTa YNONHOMOYEHHOE U3roTOBUTEIEM INLO
OCHOBHO rocyAapCTBEHHbIN PErMCTPALLMOHHbIN 1137847322403

HoMep topuanyeckoro anua (OrPH)

NaeHTUOUKALMOHHDBIN HOMep Hanoronnatenbwmka 7801609894

(MHH)

OpraHu3aumoHHo-NpaBoBasa popma ObLecTBa € OrpaHUYEHHOMN OTBETCTBEHHOCTbLIO

MonHoe HaMMeHoOBaHWeE PUANYECKOTO NLA OBLLIECTBO C OTPAHUYEHHOWM OTBETCTBEHHOCTbIO "PAYAEHTANN-
FTAPAHT"

CokpallleHHoe HaumeHoBaHue puandeckoro anmua 000 "PAYLAEHTANN-TAPAHT!

Pamumnma pykoBoamTeNa OPULMYECKOro ML ABAOHKNHA

Nma pykoBoanTeNA topuanNYEeCcKoro anua UHHA

OT4YecTBO PyKOBOAUTENA HOPUANYECKOTO ANLLA EBFEHbEBHA

JonxKHoCTb pykoBoguTeNA FEHEPA/IbHbI AUPEKTOP
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Appec

Appec mecTta HaxoXaeHua 191002, POCCHA, TOPOA CAHKT-NETEPBYPI, Y/IMLA BOJIbLLAA
MOCKOBCKAA, JOM 6, IUTEP A, MTOMELLEHWE 18H

KoHTaKTHble AaHHble
Homep TenedoHa +7 8126482228

AZpec 31eKTPOHHOW NOoYTbl info@raudentall.ru

CBepeHus 0 rocyAapCcTBEHHOM perncrpauum

HavmeHoBaHUWe opraHa, 3aperncTpMpoBaBLLEro MepaoHHaa nHcnekuma PeaepanbHolt Hanorosol cnyxbbl Ne15 no CaHKT-
OpraHM3aLmio B KauecTBe PUANYECKOro nua MeTepbypry

[aTta perncrtpaumnm B Kayectse HOJ1 10.01.2015

[aTa npucsoenma OIPH 26.08.2013

Kog, npuumnHbl nocTaHOBKK Ha ydeT (KMM) 784001001

U3roTtoButenb

Twun nsrotosutensa MHocTpaHHOe nnyo

Cosnagaert ¢ 3aasutenem Het

MonHoe HaumeHoBaHMe "HLW Dental-Instruments"

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC Het

Azpec mecTa KuUTenbCTBa FTEPMAHWA, Daimler-str., 19, 92533 Wernberg-Koblitz, Germany

CBeaeHMA 0 NpoayKuUmn
MponcxoxaeHne NpoayKLmMm FTEPMAHNA

Obuiee HaMmeHOoBaHMe NPOAYKLUK LLnnubl OpTOAOHTUYECKME C MPUHALENKHOCTAMM

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HanmeHoBaHuMe (0603HauYeHWe) NPoAyKL MM LLnnubl opTOA0HTUYECKME C NPUHAZAEXKHOCTAMM | BapmaHTbl
ncnonHenms: 1. LLinnubl opTOAOHTUYECKME ANA YKECTKON NPOBOIOKMN. 2.
LLnnubl opTogoHTUYECKNE AnraTypHble. 3. LLnnupl opTogoHTMYEeCKme
KpamnoHHble. 4. LLunubl opToaoHTUYECKNE anAa GOPMUPOBaHNA neTenb. 5.
LLnnubl opTogoHTUYECKMNE Ana GOPMMPOBAHUSA YCTYNoB. 6. LLnnubl
OPTOAOHTMYECKME ANs CHATUA BpeKeToB. 7. LLinnubl opToAOHTMYECKME aNA
ycTaHOBKM cenapaTtopos. |l MpuHagnexHoctu: 1. NoacTaBka ana WMNLOB.
2. Kniou ana dopmmpoBaHma ycTynoBs. 3. Koy wecTurpaHHbIN.

NHasa nHpopmauma o npoayKumnm CepTudurkaTta cuctembl MeHeaMeHTa cTaHgapTy 1ISO 13485:2003 Ne 15-
351-605, BbiaaHHbI "HLW Dentalinstruments", TEPMAHUA,
Daimlerstrasse 19, 92533 Wernberg-Koblitz, Germany; PeructpaumoHHoro
yAoCToBepeHUa Ha meauumHcKoe usaenune Ne P3H 2016/3634 ot
28.01.2016 roaa, BbigaHo PegepanbHol ciy»Kboi no Hag3opy B chepe
3apaBooxpaHeHus (POC3APABHAL3OP)

Koabl OKNA 2 32.50.13.190

Kog TH B3/ EASC 9018499000

CraHAapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPXAEHUN COOTBETCTBUA

Cranpapt 1

Bbi6op M3 cnpaBoYHMKa (MpU3HaK) Oa
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0O603HaueHue cTaHgapTa, HOPMATUBHOTO
[LOKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
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

Pasgen (MyHKT, NOANYHKT) CTaHAAPTa,
HOPMAaTUBHOIO AOKYMEHTa

CTaTyc cTaHAapTa, HOPMATMBHOIO AOKYMEHTa

Cranpapt 7
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rOCT P 52770-2016

Nspenus meguumnHckune. TpeboBaHua 6esonacHocTi. MeToabl CaHUTapHO-
XUMUYECKUX N TOKCUKONOTUUYECKMX UCTIbITaHWNI

Letcreyet

Aa

FOCT ISO 10993-1-2011

U3penna meauumnHckme. OueHKa bronormyeckoro AencTema MeanuLMHCKUX

m3gennin. Yactob 1. OueHKa 1 uccnegoBaHus

Letcreyet

Aa

FOCT ISO 10993-5-2011

U3penna meauumnHckme. OueHKa b1monormyeckoro AenicTema MeanuLMHCKUX

msgenuin. Yactb 5. MiccnepgoBaHms Ha LMTOTOKCUYHOCTb: MeTOAbI in vitro

Letcreyet

Ha

FOCT ISO 10993-10-2011

U3penna meauumnHckme. OueHKa b1monormyeckoro AenicTBma MeanuLMHCKUX

msgenuit. Yactb 10. MccnegoBaHUA pasgpakatowero U CEHCMBUAM3MPYIOLWETO

[Letcreyet

Ha

FOCT ISO 10993-11-2011

U3penna meauumnHckme. OueHKa b1onormyeckoro AenicTema MeanuLMHCKUX

msgennin. Yactb 11. ccnenoBaHma 06LWLETOKCUYECKOro AeNCTBUSA

[Letcreyet

Ha
rOCT 19126-2007
NHCTPYMEHTbI MeauLMHCKNE MeTanandeckune. Obuime TexHUYeCcKne yciosmus

pasaen 5

[Letcreyet
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Bbi6op M3 cnpaBoYHMKa (MpU3HaK) [a

O603Ha4yeHue cTaH4apTa, HOPMATUBHOIO FOCT ISO 13402-2011

AOKyMeHTa

HanmeHoBaHwue cTaH4apTa, HOPMATUMBHOIO MHCTPYMEHTbI XMpPYpPruyeckne n cTomatosiormndeckme pydHole. OnpegenexHune
AOKyMEeHTa YCTOMYMBOCTM K aBTOKNABUPOBAHUIO, KOPPO3UKN 1 TENNOBOMY BO3AENCTBUIO.

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lercTeyeT

CraHpapt 8
Bbi6op M3 cnpaBoYHMKa (MpU3HaK) [a
O603HavyeHne cTaH4apTa, HOPMATUBHOIO OCT 21238-93
AOKYyMeHTa
HanmeHoBaHwue cTaH4apTa, HOPMATUMBHOIO NHCTPYMEHTbI XMpypruyeckune. Hepexylume WapHUPHbIE MHCTPYMeEHTbI. Obume
AOKyMeHTa TpeboBaHMA U MeTOAbl UCMbITAHWNIA
Pasgen (MyHKT, NOAMNYHKT) cTaHAapTa, pasaen 3,4

HOPMATUBHOIoO AOKYMEHTa

CraTyc cTaHAapTa, HOPMaTUBHOTO AOKYMeHTa  [lercTeyeT

UccnepoBaHua, ucnbiTaHUA, UsmepeHus

WUcnbiTaTenbHas nabopartopus

Na6opatopua 1

CTpaHa MecTa HaxoXAeHWUA UCMbITaTe/IbHOM POCCHA
nabopaTtopumn

MpW3HaK akKpeaMTaLuumn UcnbiTaTeNIbHOM Ja
nabopaTtopumn

Homep aTrecrata akkpeautaumm ucnbitatensHo RA.RU.21MWN25
nabopaTtopumn

HavmeHoBaHMe ucnbitatenbHon nabopatopun  UcnbiTaTenbHas nabopatopusa MeanUMHCKMX nsgennin PegepanbHoro
rocy4apCTBEHHOro BoAXKeTHOro yupexaeHma "deaepanbHblil HAYYHO -
KAUHUYECKUI LEHTP GUINMKO-XMMUYECKON MeaunLmHbl DesepanbHOro meaunKko-
6uonormyeckoro areHtcTea "

[aTta BHeceHUA B peecTp cBegeHui 0b 17.09.2015

aKKpeauTOBaHHOM nLe

MpoToKon uccneaosaHuaA (UCNbITaHWA) U U3MEpPEHUA

[ata npoTokona 18.10.2017
Homep npoTtoKkona 204E.870.017
[ata npoTokona 18.10.2017
Homep npoTtokona 1118A4-17

[ OKyMeHTbl, Nnpegnonaraemblie CXeMoii AeKNapupoBaHUA
WccnepoBaHue TMNA NpoayKLMU

3aKknoueHue 06 uccnepoBaHUM TUNA NPOAYKLUM

CTpaHa mecTa HaxoXaeHuna POCCHA

Mpn3HaK akkpeanTauum [a

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, ropoa CaHkT-MeTepbypr, MUcKapE&BCKUI NPOCNEKT, 2,
Kopnyc 3, nutep A, opuc 852, 854

Anpec mecTa HaxoxaeHusa/Aapec mecta skutenbctea 195027, POCCUA, TOPO/, CAHKT-METEPBYPT, MPOCMNEKT MUCKAPEBCKUN,
OOM 2, KOPMYC 3 INT. A, OPUC 852

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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