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OcHoBHble cBegeHus

[aTa nogayn 3aaBneHunA 20.11.2019

Homep 3aABieHUA Ha AeKnapauuio 2166-1-290-19

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

EAVHBIV NepeveHb NpoayKunmn PO Ob6opynoBaHWe cTomaTolorMyeckoe, 3ybonporesHoe 1

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 [1-JP.Af146.B.02212/19
COOTBETCTBUM

[JaTta nogaun 3asBneHua (NnpesoctaBieHma 20.11.2019

AeKnapaumm)

[aTa perncrtpauunu geknapauum 20.11.2019

[aTa OKOHYaHWUA AeNCTBUA AeKNapaumm o 19.11.2022

COOTBETCTBUM

CBoboAHOE pacnpocTpaHeHWe NPoayKUUN He Ja

OrpaHM4YeHO 3aKoOHOA4aTe/NIbCTBOM PO

Jnuo, 3apernctpupoBasLuee geKnapauuio

dammana nnua, NnoaNMCcaBLIEro geKnapauuto Ceposa

Nma nnua, nognucasliero geknapauuto HuHa

OT4yecTBO NMLQ, NOAMNMCABLLErO AeKAapaLnio BnagncnasoBHa

BbinonHaemble GyHKLMM 1L, NOANUCABLLETO 3amecTutenb pykosoantens
AeKnapaumio

3aasutenb

Tun 3aasutena HOpuaunyeckoe nmuo

Tun geknapaHTa YNo/NHOMOYEHHOE U3roToBUTENEM NLO
OCHOBHO rocyAapCTBEHHbIN PErMCTPALLMOHHbIN 1067746701681

HoMep topuanyeckoro anua (OrPH)

NaeHTUOUKALMOHHDBIN HOMep Hanoronnatenbwmka 7705736554

(MHH)
OpraHu3auMoHHO-NpaBoBas popma O6LecTBa C OrpaHUYEHHOM OTBETCTBEHHOCTLIO
MonHoe HavmeHOoBaHME PUANYECKOTO AULA OBLECTBO C OFPAHMYEHHOWM OTBETCTBEHHOCTbLIO "H.CE/INIA"

CoKpallleHHOe HaumeHoBaHuWe opuanyeckoro amua 000 "H.CENNA"

damumnnsa pykosoauTena ropngn4eckoro 1mua I'Iop,oanaﬂ

Mma pykosoauTena ropuandeckoro anua Onbra

OTuyecTBO pyKOBOAUTENA HOPUANYECKOTO ANLLA BukTopoBHa
JonxHOCTb pykoBoAnTENA leHepanbHbIV AUPEKTOP
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Appec

Afpec mecta HaxoXKaeHua 111033, Poccma, ropog Mocksa, yanua Bonovaesckas, 12a, Ctp.1

KOHTaKTHbIe AaHHble
Homep TenedoHa +7 4957717539

Homep dakca +7 4957717539

CBeAeHUsA O rocyAapcTBEHHOM perncTpauum

HanmeHoBaHMe opraHa, 3aperncTpnpoBaBsLLero MexpaioHHasa uHcnekuma PeaepanbHo Hanorosoi cnyxkobol Ne 46 no r.
opraHM3aumio B KayecTBe topUANYeCcKoro nnua Mockse

[aTa perncrtpaumnm B Kavectse O/ 14.06.2006

[aTa npucsoeHma OIPH 14.06.2006

Kog, npunymHbl nocTaHoBKK Ha yyeT (KMM) 772201001

U3rotosurtennb

Twun n3rotosuTena NHocTpaHHOe nnuo

CoBnagaert c 3aABUTE/IEM Het

MonHoe HanmeHoBaHue "Hakanumwu UHK." / Nakanishi Inc.

Appec

3aperncrtpmpoBaHo Ha Tepputopum EASC Het

AZpec MmecTa UTenbCTBa AnoHwus, 700 Shimohinata, Kanuma-shi, Tochigi-ken, 322-8666, Japan

CBepeHuAa o npoayKuumn

MpoucxoxkaeHne NpoayKLmu AMOHUA
ObLee HaMMeHoBaHME NPOAYKLMK CKanepbl CTOMaTONOrMYECKUe ynbTpa3ByKoBble cepumn Varios ¢
NPUHaANEXHOCTAMMN

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HanmeHoBaHue (0603HaueHne) NPoayKL MM CKanepbl CTOMaTONOIMYECKME YAbTPa3ByKoBble cepum Varios ¢
npuHagnexXHoCcTAMU

ApTUKYN I. CKanepbl CTOMaTON0rMYECKME YAbTPa3BYKOBble cepum Varios, BapnaHThbl
WCNONHEHUN:

1. Varios 970 Optic LUX.

2. Varios 970 Non-Optic.

3. Varios 170 Optic Lux.

4. Varios 170 Non-Optic.

Il. MpuHagnexKHoCTU:

HaKOHEeYHMKN K cKanepam CTOMaTONOTMYECKUM YNbTPa3BYKOBbIM,
BapWaHTbl UCMONHEHWNI:

-VA2-LUX-HP/

-VA2-HP.

LLnaHrM K HAKOHEYHMKaM A/1A CKalepoB CTOMATONOMMYECKMX
YNIbTPa3BYKOBbIX, BAPUAHTbI UCMONHEHUIA:

-VA970LUX-SC.

-VA970-SC.

-VA170LUX-SC.

-VA170-SC.

3. Nepanu ynpaBneHua K cKasepam CTOMaTONOTMYECKMM YAbTPa3BYKOBbIM
Varios, BapnaHTbl UCMOSHEHWI:

- FC-70.
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- FC-60.

- FC-61.

4. EMKOCTW ONA UAKOCTU K CKasepam CTOMaTON0rMYEeCKUM

y/NbTPa3ByKOBbIM Varios, BapMaHTbl UCNONHEHWIA:

- VA Bottle 400(ml).

- VA Bottle350(ml).

- VA Bottle500(ml).

5. Hacagku K ckanepam cTomaTo/IorMyecknm yabTpasByKoBbim Varios,

BapMaHTbl UCMONHEHWA:

- G8.

- P26R.

- P26L.

- E15D.

- E30RD.

- E30LD.

- E31D.

- E32D.

- SG8.

-SG14R.

-SG14L.

- SG15A.

- SG15B.

- SG16A.

- SG16B.

- SG17.

-SG19.

- SG18R.

- SG18L.

6. Habop Hacagok Implant Preparation Kit, cocras:

- SG15A.

- SG15B.

- SG16A.

- SG16B.

- bBoKc gna Hacagok.

7. NMopowok unctawumii Flash pearl, BapuaHTbl UCNONAHEHWIA:

- B naketax no 15rp.

- B nnactnkoBbix 6aHKax no 300mn.

8. BOKC Ana cTepunmsaumm Hacagok.

9. Transport Case - TPaHCNOPTUPOBOYHbIN Kelc
Kogbl OKNA, 2 32.50.11.000

Koa TH B3/ EA3C 9018908409; 9018499000
[LOKyMeHT B COOTBETCTBUM C KOTOPbIM U3rOTOBJ/IEHA NPOAYKLUA
AoKkymeHT 1

HanmeHoBaHMe AOKYMEHTa I'Ipo,u,yKu,Mﬂ M3roTOBJ/IEHA B COOTBETCTBUMN C TEXHNUYECKOM AOKYMEHTaUuUun
n3rotosuTenAa

CraHpapThbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIE NPU NOATBEPKAEHUU COOTBETCTBUA

Cranpapt 1
0O603Ha4yeHne cTaHaapTa, HOPMATUBHOIO [OCT P 50444-92
OOKyMeHTa
HanmeHoBaHwWe cTaHAapTa, HOPMaTUBHOTO "Mpunbopsbl, annapaTtbl 1 06opya0BaHNE MegULMHCKME. ObLLMe TeXHUYEeCKHe
AOKYMeHTa ycnosus"
Pasgen (MyHKT, NOANYHKT) cTaHAapPTa, (p.p.3,4)

HOPMATUBHOIO AOKYMEHTA

Cranpapt 2
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0603HauyeHue cTaHAapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraHnpapt 3

0O603HauyeHne cTaHAapTa, HOPMATUBHOTO
[OKYMeHTa

HavmeHoBaHMWe cTaH4apTa, HOPMATUMBHOIO
[OKYMeHTa

CraHnpapt 4

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HanumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraHpapt 5

0603HayeHue cTaHaapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraHpaprt 6

0603HauyeHne cTaHAapTa, HOPMATUBHOTO
[OKYMeHTa

HavmeHoBaHMWe cTaH4apTa, HOPMATUBHOIO
[OKYMeHTa

Cranpapt 7

0O603Ha4eHMe cTaH4apTa, HOPMATUBHOTO
AOKYyMeHTa

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKyMeHTa

CraHpapt 8

0603HauyeHue cTaHaapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraHpapt 9

0O603HauyeHne cTaHAapTa, HOPMATUBHOTO
[OKYMeHTa

HavmeHoBaHMWe cTaH4apTa, HOPMATUMBHOIO
[OKYMeHTa

Cranpgaprt 10

0O603Ha4yeHWe cTaH4apTa, HOPMATUBHOTO
[OKyMeHTa

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraHnpapr 11
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FOCT P M3K 60601-1-2010

"Nspenna meguMunMHCKMe anekTpuyeckme. Yactb 1. Obuwme TpeboBaHuA
6e30MacHOCTM C Yy4eTOM OCHOBHbIX GYHKLMOHAbHbIX XapaKTepUCTUK"

FOCT ISO 7785-2-2011

"CTomaTo/iorMyeckne HakoHeYHKK. YacTb 2. Mpambie 1 yrnosble
HaKOHEUYHUKN"

FOCT ISO 10993-1-2011

"Uspenna meanumHckme. OueHKa 6MoN0rMYeckoro 4encTBua MeanNUUHCKUX
nsgenui. Yactb 1. OueHka u nccnegosaHus"

FOCT ISO 10993-4-2011

"Uspenua megmumHckme. OueHKa 6MON0rMYecKoro gencTBUSA MeaULMHCKUX
nsgennn. Yactb 4. iccneoBaHUA U3Lennin, B3aMMogeNCTBYOLWLMX C KPOBbIO

FOCT ISO 10993-5-2011

"Nspenna megmumnHckune. OueHka 6UoN0rMYeckoro AencTBMA MeanLMHCKUX
nsgenuin. Yactb 5. MccnenoBaHmA Ha LMTOTOKCMYHOCTb: MeToAbl in vitro"

FOCT ISO 10993-10-2011

"N3penna megmunHckune. OueHKa GMoONOrMYecKkoro AeUcTBMA MeaANLMHCKUX
nsgenni. Yactb 10. UccnepoBaHna pas3gparkatollero n CeHCMBUAN3NPYIOLLLErO

FOCT ISO 10993-11-2011

"Uspenna meanumHckme. OueHKa 6MoN0rMYeckoro A4encTBnA MeaNLUHCKUX
nsgenuin. Yactb 11. UccnepoBaHuma obuieTokcmyeckoro gericrtems"

FOCT ISO 10993-15-2011

"Nspenna megmunHckune. OueHka 6UoN0rMYeckoro AencTBMA MeanuLMHCKUX
nsgennn. Yactb 15. UaeHTUDUKALMA U KOIMYECTBEHHOE ONpeaeneHne

FOCT ISO 10993-12-2015

"Uspenna meanumHckme. OueHKa 6MoN0rMYeckoro 4encTBuA MeanUUHCKUX
nsgenni. Yactb 12. NpurotosneHne Npob 1 KOHTPOJIbHbIe 0bpa3supl”

CtpaHuua 4
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0O603HaueHue cTaHaapTa, HOPMaTUBHOTO [OCT ISO 10993-13-2016

AOKYMEHTa

HanmeHoBaHwe cTaHAapTa, HOPMATUMBHOIO "Uspenna meanumnHckme. OueHKa 6MON0rMYecKoro AeNCTBUA MEANLMHCKUX
AOKyMeHTa msgenunit. Yactb 13. UaeHTMOMKaALMA U KONMYECTBEHHOE ONpeaeneHne

UccnepoBaHua, UCMbITAHUA, M3MeEpPEHUa

WUcnbiTaTenbHas nabopartopusa

Na6opartopus 1

CTpaHa MecTa HaxoXAeHWA UCMNbITaTe/IbHON POCCHA
nabopatopumn

MpW3HaK akKpeguTaLmm UCNbITaTE/IbHOWN [a
nabopatopumn

Homep aTrectaTta akkpeautaummn ucnoitatesbHon RA.RU.21LLIKO1
nabopatopumn

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun MUcnbitaTenbHas nabopatopusa Obwectsa ¢ orpaHMYEHHOM OTBETCTBEHHOCTLIO
"LleHTp KOHTpONA KayecTsBa buonaid"

[aTta BHeceHuA B peecTp cBeaeHUin 06 22.07.2015

aKKpeaMTOBaHHOM nLe

Appec MmecTa OCyLLEeCcTBeHNA AeATeNIbHOCTU Poccuiickas ®epepauma
npo13BOACTBEHHON NabopaTopum

MNpoToKon uccnepgosaHusa (UCcNbITaHUA) U U3MepeHUa

[aTa npoTokona 12.10.2017
Homep npoToKona 162-07P
Na6opatopusa 2
CTpaHa MecTa HaxoXAeHWsA UCMNbITaTe/IbHON POCCHA
nabopaTtopum
MpW3HaK akKpeaMTauMKn UCNbITaTeNIbHOM Ja
nabopaTtopum

Homep aTtrecrtata akkpegutaumm ucnbltatensHor POCC RU.0001.517966
nabopaTtopum

HavmeHoBaHMe ucnbiTaTelbHOM NabopaTopun UcnbiTaTenbHasa nabopatopus AO "HUMMT"

[aTta BHeceHUA B peecTp cBeaeHuin 0b 15.04.2015
aKKpeaMTOBaHHOM /nLe

Appec mecTa ocyLLecTB/IeHNA AeATEIbHOCTH Poccuiickan ®eaepauma
NPOU3BOACTBEHHOM NabopaTopmm

MpoToKon uccnepgoBaHua (MCNbITaHUA) U U3MepeHUa
[aTa npoTokona 11.11.2018

Homep npoTtoKkona 2018-684.1

p,OKYMEHTbI, npeanosiaraembie cxemom AEKNapUpoBaHUA
WccnepoBaHue TMNA NpoayKLmm

3akntoueHue o6 unccaeaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeamTaLum Oa
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CepTuduKaT Ha TUN NPOAYKLUM

Ceptudukar 1

CTpaHa mecTa HaxoXaeHuna POCCHA

Mpn3HaK akkpeanTauum [a

A OKyMeHTbl, NpeAcTaB/eHHble 3aAaBUTENIEM

0Op06peHne TMNa TpaHCNOPTHOro cpeacTea/onobpeHune TMNa Waccu

CTpaHa mecTa HaxoXaeHua POCCHA

WHble AOKYMEHTbI, NpeAacTaB/eHHble 3aaBUTENIEM

MpunoxeHue KaTeropua goKymeHTa Ha3BaHune AoKymeHTa Homep fokymeHTa [ata goKkymeHTa

Opyroe PerncrpaumoHHoe ®C3 Ne 2010/07959 05.10.2010
yaoctosepeHne C3 Ne
2010/07959 ot 05.10.2010 .,
PenepanbHoit cnyx6oii no
Haa3opy B coepe
3/ paBOOXpaHeHMUA
(POC34PABHALA3O0P).

CsepeHua 06 opraHe no cepTMGUKaLMM HA MOMEHT Ny6AMKaLMK AeKnapauum

Homep aTTectarta akkpeauTaumm opraHa no
cepTudurKaumm

NonHoe HaMmeHoOBaHMeE opraHa nNo cepTudmnKaymm
[aTta pernctpaymm attectata akkpeguTauum

Afpec mecTa ocyLLecTBAeHUA AeATe/IbHOCTH

Appec mecTa HaxoxaeHua/Aapec mecTa XuTebcTBa
OPTH/OPTHUM akKpeauTOBaHHOIO NMLA

HavmeHoBaHWe opraHa Mo akkpeauTauuu,
BblAaBLIEro aTTecTaT akkpeaguTaumm

KoHTaKTHble AaHHble

Homep TenedpoHa

AZpec 31eKTPOHHOW NOYTbl

Appec canta B ceTu MHTepHeT
PykosoguTenb akKpeaMTOBaHHOIO MLa
damunua pykosoamtens

Nma pykosoguTena

OT4ecTBO pyKoBOAUTENA

RA.RU.10AA46

OpraH no ceptuomKkaymm "POCTECT- MocKkBa" AKLMOHepHOro obuiecTsa
"PervoHanbHbI OpraH no cepTuduKaunm n TecTMpoBaHuio"
27.04.2015

117418, Poccuiickas Pepepauymsn, r. Mockea, HaxumoBcKuiA npocnekT, 4. 31
117418, POCCUA, ropoa MockBa, np-KT. HaxumoBsckui, 4. 31
1027706009814

depepanbHasa cny:kba nNo akkpeaguTaLmm

+7 4956682715
+7 4991291911
office@rostest.ru

http://rostestmoscow.com/

MoueHckan
HwnHa

BnagmumunposHa
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CneuuranuncTbl, yyacTeylowme B npouecce NoATBEePKAEHUA COOTBETCTBUA

Cneumanucr 1

damumnna Kpyrnosa

Nma Onbra

OtuyectBO HukonaesHa

BbinonHAembl GyHKUMM 3KcnepT no cepTudmKaLmm
QR - Kop,

o
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