JEKJAPAITAA O COOTBETCTBHM

Q61mecTBO ¢ orpaHMueHHOH oTBeTcTBeHHOCTRIO «MBoKknap Brpanen) (OO0 «Msoknap BrsanerT?)

HAMMCHOBAHME OpTaHHIAAY WK (DEMHITHA, UMS, 0TIECIBO HENHBHAYATEHOIO NPCANPHEHMATENT, NPHEABIINX JEKIAPAIHIO O
COOTBETCTBMH
3aperucrpuporasn(a) Mexpaiionsas uacnexuus OenepansHol HanorosoH ciryx6s1 Ne 46 o r. Mockee ot

25.09.2012 r. OI'PH: 1127746762329

CBEHCHHS O PErHCTPAUMY OPTAHUSALTAH M/IH HEIMBHAYAIBHOTO NPEATIPRHAMETENS (HAMMEHOBAHHE PErUCTPHPYIOMIET OpraHa, Iata
PETHCTPAIMH, DETHCTPALMOHHEIH HOMED)
Appec: 115432, Poccuiickas @epepains, ropor Mocksa, mpocnekT AHAponosa, oM 18, crpoerse 6, Tenedon:
+7499418 0301, daxc: +7499418 0301, nmoura: info.ru@ivoclarvivadent.com

aapec, Tenedon, dakc
B e I'enepansroro aupekropa lltedana Y isMaHHA

(moIKHOCTE, (PaMUANS, MMS, OTHECTRO PYKOBOJMTENA OPTAHM3AIHH, 0T HMEHH KOTOPOH IPHHIMASTCS JeK1apallHs)
3asBlIsgeT, yro MHCTpyMeHTs! cToMaTonorngeckue OptraSculpt, OptraMatrix, OptraGate, OptraContact, B
Haﬁopax H OTAENEBHEIX YIIAaKOBKaX
1. OptraSculpt (g 121160):
1.1. OptraSculpt Assortment B Habope:
(OptraSculpt single-ended, OptraSculpt double- ended, OptraSculpt modelling tips: chisel, cylinder, point,
pyramid, spatula, ball)
- oHocTOpOHHMH MECTpyMenT / OptraSculpt single-ended - 1 mT.;
- OBYXcTOpoHHNH MHeTpyMenT / OptraSculpt double-ended - 1 m;
- HacaJIKu: UMD CKOINSHHEIH, [IATWHAP-0CTpUE, IMPaMKAa, IIIaTesk, mapyk / OptraSculpt modelling tips:
chisel, cylinder, point, pyramid, spatula, ball - mo 40 .
1.2. OptraSculpt B OTAENBHEIX YIAKOBKAX;
- MOZIENTHPOBOYHBIH HHCTpyMeHT / OptraSculpt;
- OfHOCTOpOHHUH uHCTPYMeRT / OptraSculpt single-ended;
- OBYXCTOpOHHHM#H uHCTpYMeHT / OptraSculpt double-ended;
- HACAJIKH: [TATHH/IP CKOMISHHBIMA, [WIMHAP-0CTPHE, THpaMi/Ia, IaTelTs, mapuk / OptraSculpt modelling tips:
chisel, cylinder, point, pyramid, spatula, ball (mo 100 mrT.).
2. OptraMatrix;
2.1. OptraMatrix Assortment B HaGope:
- MaTpHLE B popmax / OptraMatrix: Molar (MOD/ Universal), Molar (I+ I D /11 +1IV M), Molar I+I0I M/
II-+IV D), Premolar (MOD / Universal), Premolar (I+ I D /I + IV M), Premolar (I + II M /1T + IV D) - mo
50 mrr. (BHn 120730);
- MaTpuiesepsxarens / Matrix Retainer - 1 mr. (sux 120670).
2.2. OptraMatrix B OT/EIEHEIX YITAKOBKAX:
- MaTpuiEl B dopmax / OptraMatrix: Molar (MOD/ Universal), Molar (I+ III D / I + IV M), Molar (I + III M /
I + IV D), Premolar (MOD / Universal), Premolar (I + III D / II + IV M), Premolar (I+OIM/I+1IV D) (mo
50 wrr.) (Bum 120730);
- MaTpruefiepxaress / Matrix Retainer (suz 120670).
3. OptraGate:
3.1. OptraGate Assortment 8 HaGope:
= BCIOMOTaTeNnbHEIH HHeTpyMeHT OptraGate Regular - 40 1.,
- BCTIOMOTaTeTbHbM HHeTpymert OptraGate Small - 40 mr.
3.2. OptraGate B OTJAeNBHEIX YIIAKOBKAX:
;3 gcnor;ora'renmmﬁ MHCTPYMEHT, pasMepkl: cpefHuii, Manerii, nerckuii / OptraGate Regular, Small, Junior (mo
IT.);
- petpakTop / OptraGate.
4. OptraContact (Buz 121160):
4.1. OptraContact Assortment » nabope:
- MOfleNMpoBoyHLIH mHeTpyMenT / OptraContact Molar - 1 mr,;
- MOZAITHPOBOYHEIA HHeTpyMeRT / OptraContact Premolar - 1 m.
4.2, OptraContact B OTAC/IBHBIX YIIAKOBKAX:
- MOZieNIHpoBOYHEIH uECTpyMeHT / OptraContact;
- MOAIENMPOBOYHEIH uHCTpyMenT / OptraContact Molar;
- MOzeNnvpoBouHEIH uHCTpyMerT / OptraContact Premolar.

(HAVMEHOBAHHE, TUTI, MaDKa MPOMYKIK, Ha KOTOPYIO PACTIPOCTPAHSETCS AekTADALTS,

Cepuiinsrii Bemyck, Kox OKILI 2 32.50.13.190, Kox TH B3JT 9018499000



cBesenns O CopHIHOM BEUTYCKE WM NAPTHH (HOMEp NAPTHH, HOMEPA HINe/ M, DEKBHIHTE! 0roBOPa (KOKTpakTa), Haknamsas, kox OK
005-93 u (mma) TH BOJ TC wnu OK 002-93 (OKVH)

Hsrorosrrens: «Ivoclar Vivadent AG» / "Ueoxnap Busanest AI™
Anpec: Ivoclar Vivadent AG, Bendererstrasse 2, FL-9494, Schaan, Liechtenstein, Jluxrenmrreiin
Q@unuans 3aB0Aa-H3rOTOBHTENA:

1. «Ivoclar Vivadent AG», anpec: Bendererstrasse 2, 9494, Schaan, Liechtenstein, JinxTexmre#is.
7 «SFS intec AG», agpec: Kunststoffwerk, 9450 Altstitten SG, Switzerland, IlIse#inapus;

3. «Gebriider Renggli AG», anpec: Schweizersbildstrasse 57, CH-8200 Schaffhausen, Switzerland,
Isefiapus;

4, «Helmut Zepf Medizintechnik GmbH», anpec: Obere Hauptstrafie 16-22, 78606 Seitingen-Oberflacht,
Germany, I'epmanis;

5. «Ivoclar Vivadent GmbH», agpec: Dr.Adolf-Schneider-Strasse 2, 73479 Ellwangen, Germany,
I'epMarms

HaWMEHOB2HHE HITOTOBHTENS, CTPAHE! H T.1.))
cooteercTyer TpeborarnsM ['OCT 19126-2007 Pasgen 5, 'OCT ISO 10993-1-2011, TOCT P 52770-2016,
I'OCT ISO 13402-2011

(obo3naueHe HOPMETHBHEIX AOKYMEHTOB, COOTBETCTBHE KOTODEIM MOATBEPKACHO NanHOM Acknapankel, ¢ yKa3aHHCM MYHKTOB 3THX
HOPMaTHBHEIX IOKYMEHTOB, cofepaalsx Tpefopanua ans qanHoH NpoayKuHN)

Jexunapamus MpuHATa Ha ocHoBaHuy: CepTH(HKara cHCTeMB! MeHeMkMeHTa KadecTea ISO 13485:2016
NeQ50433060209 ot 04.12.2018 rozma mo 30.10.2021 roxa, seipar Oprasom no cepradukamuu TUV SUD
Product Service GmbH, perucrparmonnsiii Homep Ne D-ZM-11321-01-00 (anpec: Ridlerstrasse 65, 80339,
Munich, Germany ). Perucrpanuonsoro ynocroseperus Ne ®C3 2010/07037 or 20.02.2016 roaa, BelmasHoro
QenepanbHo# cyxboii o HaA30py B chepe ooxpaxerui (Poc3apasHansop)

(undopMamIT 0 AOKYMEHTAX, SBASIOLIEXCE OCHO (PHBEATHS [¢KNaPAIHI)

Jara npunsTus fexnapauma  15.02.2019° /

Jlexnapaims o mfmﬁcgﬁn?(uo 14.02.2022 r.
— —

M.IL

LIredana Yasmanua
(noanmcs) (MuMUMANEL, QaMHIKT)

Ciezierns 0 pervcTpanyy JEKIapalHA O COOTBETCTBHY
Pernerpaumonmsii Homep RA.RU.11AJI37, Oprar no ceprudukammu npoaykimau "Kpacso J{ap” 000 "H]]
Kontpoms"

(BEWMCHOBAHMC H ANPEC OPraHa N0 CEPTHOHHKAUMH, 38DCTHCTPHPOBARILIETD ASKAAPAIIHIO)
anpec: 127018, POCCHA, ropox Mocksa, yi. Cymésckuit Ban, . 9, &. 1, 0.513

PerucTpanmonHEI HoMep Neknapaimy o coorsercteim POCC RU JI-LIAJ[37.B.07420/19, ot 15.02.2019

: (nara permcTpauMy K PErHCTPALMOHMBIN HOMCD ACKAAPALIMH)
M.IL : CansHukosa Enena AnekcaHaposHa

v (moankcs, HHuUMANS!, PAMATHA PYKOBOLMTE!A OPTAKA N0 CEPTHDAKAIHK)



