Hexnapauis npo Bixnosianicts Ne REG-DOC-UA-034

Ha3zpa mequ4yHOr0 BUpPOOY Sof-Lex™ Jlucku auist pinimHoi 00podKu Ta
MOJIipyBaHHS

Sof-Lex™ Finishing and Polishing Discs

Karano:xuuii Homep: Lus. [[ooamok 1

BupooHuk: 3M ESPE Dental Products,

2510 Conway Avenue, St. Paul, MN 55144-1000, USA
3M ECIIE /lenman Ilpooaxmec,

2510 Konseu Asenvio, Cenm Ilon, MH 55144-1000, CLLIA

YnoBuoBaxenuii mnpeacraBuuk B | POII «Yperiii Cepriii IBanoBuw»

Ykpaiui: 02091, Ykpaina, M. Kuis, Byn. CnaBropojceka 8, odic 33
e-mail: service@uretii.com

Ten: +380503834905/ +380442234113

Kaacugikanis 3rigno J[omatky 2 Kaac I
TexHiYHOTO  peryiaMeHTy  II0J0
MEANYHUX BHUPOOIB, 3aTBEPHKEHOTO
[ToctanoBoro Kabinery MiHicTpiB
VYkpainu Ne 753 Bix 2 sxoBTHs 2013 p.

IIpouenypa ouiHKu BiAMOBiTHOCTI: BiamosinHicTh 3a3Ha4yeHO]1 MPOIYKIIIT BUMOTI'aM
TexHIYHOro periaMeHTy 100 MEAMYHHUX OYyJIO OI[IHEHO
Ta TMATBEpKEHO Yy BiamoBigHocti 3 Ilopsakom
3MIACHEHHST BHYTPIIIHBOIO KOHTPOJIO BHUPOOHMIITBA
MEIUYHUX BUPOOIB SK BHKJIaAeHO B JlomaTky 8 (okpim
OyHKTIB 5, 6) no TexHIYHOro peraamMeHTy Moo
MEIUYHUX  BHpOOIB, 3arBep/pkeHoro I[loctaHoBOIO
Kab6inery MinictpiB Ykpainu Ne 753 Bix 2 sxoBtHs 2013

p.

3M ECIIE [enTan [IpoaakTc nexinapye BUKOHaAHHS OCHOBHUX BUMOT IT0JI0 MEAUYHOTO BUPOOY,
srinno  Jlomatky 1 TexXHIYHOrO periaMeHTy IIOoJ0 MEIUYHHUX BUPOOIB, 3aTBEPIKEHOTO
[TocTanororo Kabinery MinictpiB Ykpainu Ne 753 Bix 2 sxoBTHs 2013 p.

Jlexnapariito CKJIaJIeHO i [UIKOBUTY BiAMOBIAAIbHICTH BUPOOHHUKA.

Tepmin aii nexaapanii: niicaa 1o 17 motoro 2029 poky.

Micue Buaaui: Kuis Jara nianucy 17-02-2024
[lignmuc ynoBHOBaXkeHOT1 0cOOH Kepisank @OII «Yperiit Cepriit [BanoBHu»
C.I. Yperiit
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Jexkaapaunis npo Bignosignicte Ne REG-DOC-UA-034
(Declaration of conformity)

Hoapatok 1
Annex 1
Karanoxuuii Ha3ea mogudikanii MeqtuuHOr0 BUpooy Ha3ea mogudikanii MequuHoro BUpody ykpaiHcbKo10
HOMep aHIilicbKOI0 MOBOIO MOBOIO
Catalogue Name of medical device in English Name of medical device in Ukrainian
number
8690 C Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Jucku ais (iHimHoi 00poOKH Ta MOIipyBaHH,
Coarse rpy0i
3690 M Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Jucku jus (iHimHoi 0OpoOKH Ta MOIipyBaHH,
Medium cepeHi
X — -
8690 F Sof-Lex™ Finishing and Polishing Discs — Fine 39;Kli_ex Anciu a1 Gininmmof 06poOKy Ta moIipyBaH,
8690 SF Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Jlucku st diminmaoi 06GpoOKH Ta TOJTipyBaHHS,
Super Fine Jtyxe M’sKi
8691 C Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ JTucku nuist didinrHoi 06GpoOKH Ta MOTipyBaHH,
Coarse rpy6i
8691 M Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Jlucku aust pinimmHOi 0OpOOKH Ta MOTipyBaHHS,
Medium cepenHi
NP —— -
8691 F Sof-Lex™ Finishing and Polishing Discs — Fine 3(’)5fmli_ex Hucxu s gininof 06podku Ta nosipysas,
8691 SF Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Jucku st GiHinHOi 0OpoOKH Ta MOJIipyBaHHS,
Super Fine JIyxe M’sIKi
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ HaaroHki aucku ajs GiHimHOT 06poOKu Ta
8693 C . . .
Extra Thin/Coarse HoJIipyBaHHs, TPy0i
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanrouki aucku [uist GininmHoi 06poOKu Ta
8693 M . - . .
Extra Thin/Medium MOJIIPYBaHHS, CEPEIHI
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanrouki aucku [uist GininmHoi 06poOKu Ta
8693 F - . ,
Extra Thin/Fine HOJIipyBaHHs, M’ sIKi
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanroski aucku 1uist GiHimmHoi 06poOKH Ta
8693 SF . : . N
Extra Thin/Super Fine MOJIIPYBaHHS, IyXkKe M’ sKi
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanaroski aucku uist GiHimmHoi 06poOKH Ta
8692 C . . .
Extra Thin/Coarse MOJIipyBaHHs, , Tpy0i
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanaroski aucku uist GiHimmHoi 06poOKH Ta
8692 M . . . .
Extra Thin/Medium TOJTIPYBaHHs, CEPeIHi
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ HaxaroHki aucku aiist GiHimHOT 06poOKu Ta
8692 F - . ,
Extra Thin/Fine MOJIipyBaHHs, M’ sIKi
Sof-Lex™ Finishing and Polishing Discs — Sof-Lex™ Hanroski aucku uist GiHimmHoi 06poOKH Ta
8692 SF . : . .
Extra Thin/Super Fine NOJTIPYBaHHS, yXe M sIKi
1980 Sof-Lex™ Contouring and Polishing Discs Sof-Lex™ Mucku st diHiniHOi 00poOKH Ta MOJipyBaHHS
2380 Sof-Lex™ Extra Thin Contouring and Polishing | Sof-Lex™ Haarouki aucku ajs ¢inimHo1 06poOku Ta
Discs NOJTIpYBaHHS
2385 P Sof-Lex™ Finishing and Polishing Systems Kit | Sof-Lex™ Ilomipytoua cuctema
NPT —
1956 Sof-Lex™ Finishing and Polishing Strips SOf.LeX IMonocku anst diniHOT 06pOOKH Ta
HOJIpYBaHHS
TP —
1954 Sof-Lex™ Finishing and Polishing Strips SOf.LeX IMonocku anst dinimHOT 06pOOKH Ta
HOJIpYBaHHS
TP —
1954 N Sof-Lex™ Finishing and Polishing Strips SOf.LeX IMonocku anst dinimHOT 06pOOKH Ta
HOJIpYBaHHS
8695 CA Sof-Lex™ Mandrels Sof-Lex™ JluckoyTpumyBadi
1983 HP Sof-Lex™ Mandrels Sof-Lex™ JluckoyTpumyBadi
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