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CTOMAPT

DENTAL SOLUTIONS

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

lpynna npoayKkunmn EASC

Cxema geknapmpoBaHua

Tun 06beKTa AeKNapUpPOBaHNA

[eKknapauua o cooTBeTCcTBUM
CraTyc geknapauuu

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUMU

[aTa perucrpaumm gexknapauum

[aTa OKOHYaHWA AeiCcTBMA AeKNapaumm o
COOTBETCTBUM

CBob6OHOE pacnpocTpaHeHME NPOAYKLUN He
OrpaHMYeHOo 3aKoHOAATENbCTBOM P

3aaBurtenb

Tun 3aasutens
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIN PErMcTpaLnoHHbIN
HoMmep topuandeckoro anua (OrPH)

NaeHTUOUKALMOHHbBIN HOMep HanoronaatenblwmKa
(MHH)

OpraHu3aumMoHHo-NpaBoBas popma

MonHoe HaMMeHOoBaHWeE KPUANYECKOro NNLA
CoKpallleHHOoe HaMMeHOBAHWE PUANYECKOTO ML
damunma pyKoBoaUTENS IOPUANYECKOTO INLA

Mmsa pykoBoaguTena ropmuanyeckoro anua
OT4YEeCTBO PYKOBOAMUTENS IOPUANYECKOTO NNLLA
LonKHOCTb pyKoBOANUTENSA

Appec

Aapec mecTa HaxoXaeHus
Aapec mecTa OCylLLeCcTBAEHMA AeATeIbHOCTU

KoHTaKTHbIe AaHHble

Homep TenedpoHa

Afpec aNeKTPOHHOW NOoYTbI

CeepeHuA 0 rocyAapcTBEHHOM perncTpauum
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3mninCKOro 3KOHOMMYECKOTO COH03a (TEXHWYECKOTO periaMmeHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB

TexHuyecKkue cpeacTBa, He BKAOYEHHble B [lepeyeHb NpoayKLumK,
noanesatulen ceptudukaumm K TP TC 020/2011
1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU [-FR.PA01.B.66737/21

14.05.2021

13.05.2026

Ja

KOpuaunyeckoe nmuo
YNo/IHOMOYEHHOE M3roTOBUTENEM NINLO

1027739057576

7704047449

ObLecTBa € OrpaHUYEeHHOM OTBETCTBEHHOCTbLIO

OBLLECTBO C OTPAHWUYEHHOM OTBETCTBEHHOCTbIO "CTOMATOPI™
000 "CTOMATOPT"

[esnetbaesa

Snbmupa

Xam3nHOBHa

F'eHepanbHbI AMPEKTOP

117485, Poccus, ropoa Mocksa, yavua NpodceotosHas, Jom 88/20, 3T Al Nom
| Kom 35
117485, Poccua, r. Mocksa, ya. NpodcotosHas, aom 88/20

+7 4956209734

mail@stomatorg.ru
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HavmeHoBaHWe opraHa, 3aperncTpMpoBaBsLLEro MexpaoHHasa nHcnekuma PepepanbHO Hanorosoi cnyxbol Ne 46 no r.
OpraHn3aLumio B Ka4ecTBe opUaNYECcKoro 1mua Mockse

[aTa perncrtpaumnm B Kadectse HOJ1 01.01.2008

[aTa npucsoeHma ONPH 09.08.2002

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 772801001

U3rotosurtenb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

MonHoe HaMmeHoBaHWe "Satelec S.A.S."

Appec

3apernctpupoBaHo Ha Tepputopum EASC Het

Anpec mecTa KuTenbCTBa ®paHums, 17, Avenue Gustave Eiffel - Z.I. du Phare, B.P. 30216, 33708

Merignac Cedex, France

CBEAEHMH O NpoAyKuuu
MpoucxoxkaeHne NpoayKLmMn OPAHUMA

Ob6uiee HaMMeHOBaHMe NPOAYKLMU Ctomatonoruyeckuit annapat PIEZOTOME 2 ¢ npuHagnexxHoctamu: 1.
Bba3oBblli 610K ynpasneHua. 2. MHOropyHKUMOHanbHasA neganb. 3.
NppuraunoHHble nnHuK. 4. KapTpuaxu ana nomnbl. 5. CeTeBol WHyp.
MpuHaanexHocTn: 1. HakoHe4HMK Piezotome Il LED (c noacseTkom) Pack: -
Kabeslb K HAKOHEUYHWMKY. - KU A7 HAaCAAO0K. - CTEPUAN3ALMOHHBIN BOKC. 2.
HakoHeuHnk Newtron Il LED (c noacseTkoi) Pack: - Kabenb K HAKOHEYHUKY. -
KN4 ANA HaCafoK. - CTepUAN3aumnoHHbIN 6oKc. 3. KomnnekT Kit BS II(Bone
Surgery Il): -cTepunm3aLMoHHbIN 6OKc. - Hacagku BS1 11, BS2L II, BS2R II, BS4 11,
BS5 Il, BS6 Il. 4. KomnnekT Kit SL Il (Sinus Lift 11): -cTepuamsaumoHHbIin 6oKc. -
Hacaakm SL1 11, SL2 I, SL3 11, SL4 11, SL5 II. 5. KomnneKT Intralift Kit II: -
CTEPUNM3ALMOHHBIN BOKC. - Hacaaku TKW1 II, TKW2 II, TKW3 Il, TKW4 I, TKW5
Il. 6. KomnneKt Extraction Kit II: -cTepunmsaumoHHbIn 6oKc. - Hacagkm LC1 I,
LC1-90* II, LC2 I, LC2L Il, LC2R Il. 7. KomnnekTt Crown Extension Kit Il: -
CTepPUIM3AUMOHHBIN BOKC. - Hacaakm CEL II, CE2 I, CE3 II.

Ob6wwme ycnoBusi XpaHeHUs NPOAYKLUN pa3aen 8 FOCT 30804.6.2-2013 (IEC 61000-6-2:2005) "CoBmecTMOCTb
TEXHUYECKUX CPeCTB 3/IeKTPOMArHUTHaA. YCTOMYMBOCTDb K
3/1EeKTPOMArHUTHbIM MOMEXaM TEXHUYECKUX CPEACTB, MPUMEHSAEMbIX B
NPOMbILLNEHHbIX 30Hax. TpeboBaHMA U meToabl UCNbITaHKIA"; pa3gens! 4, 6-9
FOCT 30804.6.4-2013(IEC 61000-6-4:2006) "COBMECTUMOCTb TEXHUYECKMX
CpencTB 3N1EeKTPOMArHUTHAA. DIEKTPOMArHUTHbIE MOMEXM OT TEXHUYECKUX
cpeacTB, NPUMEHAEMbIX B MPOMBbILLIEHHbIX 30HaxX. Hopmbl n meTozbl
ncnbiTaHMit". YcnoBua xpaHeHuns npoayKumm B cootsetcteun ¢ FOCT 15150-69
"MawwuHbl, npnbopbl 1 apyrue TexHuyeckne usgenus. McnonHenus gna
Pas3INYHbIX KNIMMATUYECKMX PaioHOB. KaTeropuu, ycioBus akcnayaTaumm,
XPaHEHMA N TPAHCNOPTMPOBAHMA B HaCTW BO3AENCTBMA KIMMATUYECKMX
daKkTopoB BHellHen cpeabl". CpoK XpaHeHUs (Cnybbl, roA4HOCTM) yKa3aH B
npuaaraemoi K NpoayKLMmn TOBapoCONpoBOAMTENIbHOMN M/unn
3KCN/YaTaUMOHHOM AOKYMEHTALUW.

CBepgeHna 06 0603HaueHUN, MAeHTUOUKaALMU U A40NONHUTENbHAA MUHPOPMALMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) npoayKumum Ctomatonormyeckuit annapat PIEZOTOME 2 ¢ npuHagnexHoctamu: 1.
ba3oBbili 610K ynpasaeHus. 2. MHoropyHKUMOHaNbHas neaanb. 3.
UppuraunoHHble anHuK. 4. KapTpmngKun ans nomnol. 5. CeTeBow WHyp.
MpuHagnexHocTn: 1. HakoHeuyHuMK Piezotome Il LED (c noacseTkomn) Pack: -
Kabenb K HAKOHEYHMKY. - KNHOY A1A HAaCAAO0K. - CTEPUAN3ALMOHHDBIN BOKC.
2. HakoHe4HuMK Newtron Il LED (c noacseTkol) Pack: - Kabenb K
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HaKOHEYHMKY. - KNHOY A1A HAaCaJOoK. - CTEPUAN3ALMOHHBIN BOKC. 3.
KomnneKr Kit BS ll(Bone Surgery Il): -cTepuansaumoHHbIi BoKC. - Hacaaku
BS1 1l, BS2L I, BS2R II, BS4 11, BS5 11, BS6 Il. 4. Komnnekr Kit SL Il (Sinus Lift
I): -cTepunAn3aumMoHHbIN 6oKC. - Hacaakm SL1 11, SL2 11, SL3 I, SL4 11, SL5 11 5.
KomnnekT Intralift Kit Il: -cTepnnnsaumoHHbIit 60Kc. - Hacagkm TKW1 11,
TKW2 11, TKW3 1, TKW4 11, TKWS5 II. 6. KomnnekT Extraction Kit Il -
CTepPUNN3aLMOHHBIN BOKC. - Hacaaku LC1 II, LC1-90* I, LC2 II, LC2L II, LC2R
1. 7. Komnnekt Crown Extension Kit Il: -cTepunm3aumnoHHbIii 6oKc. -
Hacagku CE1 I, CE2 II, CE3 II.

Koa TH B3/ EA3C 9018499000

UccneposaHuA, UCNbITaHUA, U3MepPEeHUA

UcnbiTaTenbHas naboparopus

Na6opatopusa 1

HavmeHoBaHMe ucnbiTaTebHOM NabopaTopumn MCNbITATENIbHAA TABOPATOPUA ObwecTBa c orpaHUYEeHHON OTBETCTBEHHOCTbIO
«APAHT KAYECTBAY, aTTectaTt akkpeautaumm POCC RU.32001.04NBD1.MN108 ot

28.08.2020
Afpec mecTa oCyLLeCTBAEHNA AeATeIbHOCTH 119361, Poccua, ropoa Mocksa, yanua Ovakosckasa b. gom 47A ctpoeHue 1, aT. 2,
Npoun3BOACTBEHHON NabopaTopumn nometuteHne 02

MpoToKon uccnepoBaHua (MCNbITaHUA) U U3MepeHUn
[aTa npoTokona 13.05.2021

Homep npoTtokona [K20210513-024

D,OKYMEHTbI, npeanosaraembie cxemow AEKNapUupoBaHuUA
TP TC 020/2011
WccnepoBaHue TMNA NpoayKLUm

3aKntoueHune 06 uccnesoBaHMM TMNA NPOAYKLMUK

CTpaHa mecTa HaxoXKaeHnsa POCCHA

Mpu3HaK akkpeauTaLum Ja

CepTuduKat Ha TMN NPOAYKLUK

Ceptudukar 1
CTpaHa mecTa HaxoXaeHua POCCHA
Mpn3HaK akkpeanTauum [a

[ OKyMeHTbl, NpeAcTaB/ieHHble 3aaBUTEeNIeM

Opo6peHne TMNa TPAHCMOPTHOrO cpeacTBa/oaobpeHme TUNA WaccK

CTpaHa mecTa HaxoXKaeHusa POCCHA

QR - Koa
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