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IHCTpyKUin ans 3actocyBaHHA Soprano® Surface YKP

IHCTpyKUia ana 3acTocyBaHHA Soprano® Surface

O6nacTb 3acTOCyBaHHA iHCTPYKLUIi

Lls iHcTpykKUist Anst 3acTocyBaHHsi NnepenbayeHa Anst BUpo6iB, HaBeAeHWX B po3aini 29. 3 nosiBoto L€l iIHCTPYKUIT Ans 3acTocyBaHHS BCi nonepeaHi
penakuii BTpayaTb CBOK cuny. BUpobHuk He Hece BiANoBiAanbHOCTI 3a 36UTKW, 3yMOBIEHI HEAOTPUMAHHSM L€l iIHCTPYKLIT Ans 3aCTOCyBaHHS.

ToproBe HaMeHyBaHHSA
[uB.. po3gin 29.

BukopucTaHHs 3a NPU3HAYEHHAM

Brpobu npr3HayeHi 40 BUKOPUCTaHHS Npu NPOBEEHHI NpOTE3yBaHHs Ta B SIKOCTI OMOMiXHMX 3acobiB Ans METOAIB, L0 3aCTOCOBYOTLCS Y CTO-
MaTornoriyHux kniHikax abo nabopaTopisix.

OuikyBaHa KniHi4YHa KOpUCTb

BigHoBneHHs dyHKUiT )KyBaHHS Ta NONINWEHHS €CTETUKN.

KopoTkui 3BiT Wwopo 6e3nekn Ta kniHivHoi gii (Summary of safety and clinical performance, SSCP) Bupo6iB ans imnnaHTauii, HaBegeHux y Lin
IHCTPYKLT ANs 3acTOCyBaHHs, MOXHa 3HalTK 3a Lieto agpecoto: www.cmsa.ch/docs.

Onuc BupoGy

Soprano® Surface € roToBoto 40 3aCTOCYBaHHS TPAHCMIOLIEHTHOO OnanecLeHTHO Ta ryopecLeHTHO nacTonogdibHo Cknokepamikoto 3
nirMeHTamu. |i BUKOPUCTOBYIOTb AN CTPYKTYpYyBaHHSA Ta iHAMBIAyanisaLii pectaBpauiin 3 okcuay LMpPKOHito, Aucunikaty niTito Ta obnuutoBanbHOT
KepaMmiku.

Knacudikauis srigHo DIN EN ISO 6872; Tun 1, knac 1

Moka3aHHs
3acTocyBaHHS Ha HKYe3a3HaYeHnx martepianax Kapkacis:

— [NoBHO@HATOMIYHO BMIOTOBIIEHI KOPOHKM Ta MOCTONOAIGHI NPOTE3MN 3 YHOTUPUKYTHUX BriokiB cTabinisoBaHoro okeuay umpkoHito (Y-TZP) 3 koediui-
€HTOM TEPMiYHOro po3LUMpeHHst npubn. 10,6 x 10¢ x K (25 — 500 °C).

— KopoHku Ta mocTonogibHi npoTeaun 3 YoTMpUKyTHUX Brokis cTabinisoBaHoro okeuay umpkoHito (Y-TZP) 3 koediuieHTOM TEpMIYHOIO pO3LLUMPEHHS
npubn. 10,6 - 10 K (25 — 500 °C), 3 0b6nuLtoBaHHSIM KepaMmikor 3 OKCUAY LIMPKOHIt, sik-0T Soprano® 10.

— MoHoniTHa cknokepamika 3 gucunikaty niTito 3 koedilieHToM TepMiYHOro po3wwmnpeHHst npunbn. 10,0 x 10 x K (25 — 500 °C), sk-oT Livento®
press.

— Cknokepamika 3 gucunikaty niTito 3 kKoedilieHTOM TepMiYHOro poswmpeHHs npubn. 10,0 x 10 x K (25 — 500 °C), sik-oT Livento® press, 3 06nu-
LtoBaHHAM 3 Soprano® 10.

— PecTaBpalii 3 meTanokepamikv, Hanpuknag, 3 obnuutoaHHaM 3 Soprano® 14.

MpoTtunokasaHHsA

— OBnuuoBaHHS He 3a3Ha4YeHnX maTtepianiB Kapkacis;

— 3MillyBaHHSA 3 iHLIMMKW Buaamu Kepamiku (MOpOLLKK, nacTu);
— BCTaBKM 3 iHLIMX BUAIB KepaMmiku (MOpPOLLKK, NacTu);

— 3aCTOCYBaHHS iHLIMX PiAVH;

— Y nauieHTiB, siki Yepe3 cTaH CBOro 340pOB'st He B 3MO3i NPUXOAUTU Ha HEOOXiIAHWIA perynsipHUn KOHTPOTb.
— Y nauieHTiB 3 6pykcnamom abo iHWMMKU napadyHKLiOHaNbHUMU 3BUYKAMMU.

— Y nauieHTiB 3 aneprieto Ha MaTepianu Bupoby, ave. po3ain 19.

— KniHi4yHWI cTaH poTOBOI NOPOXHWHM NaLieHTa He JO3BOMSIE BipHO 3aCTOCyBaTU BUPOGU.

CymicHi BuUpobu
N/A

KBanicpikauis daxiBuiB

HeobxigHi npodecinHi 3HaHHS B ranysi ctomatonorii Ta 3ybHoro npotesyBaHHs. Mae ByTv 3abe3nedyeHnin NoCTiNHUM 4OCTYN A0 iHCTPYKLIl Ans 3a-
CTOCYBaHHS B YVHHI pefakLii, a KopucTysay 3060B'A3aHMiA ii MOBHICTIO NPOYNTATU Ta 3pO3YMITV Nepes NepLUMM 3acTOCyBaHHAM. BurotoBneHHs
3y6GHOro npoTesa Ta A0rMsA4 3a HUM MatoTb NPaBo 34iMCHIOBaTY NuLe kBanidikoBaHi daxisui.

BaxnumBa indopmauisa ansa daxisus

CurmBON nonepemkeHHs Ans NiaBULLEHOT 06epEXHOCTI

Mpu3HaveHHs nikapsa

3rigHo 3 enepanbHuMm 3akoHogascTBom CLUA 3abopoHeHui npogax abo 3actocyBaHHsi BUpObiB cTomaTtonoramu 6e3 AircHoi niueHsii.

Mo6GiyHi peakuii

Y nauieHTiB 3 aneprieto abo Nigo3poto Ha aneprito Ha MaTtepiany BUpoby (amB. po3ain 19) 3actocyBaHHs BUpoby 3abopoHeHe abo fo3BoneHe
BMKIIOYHO MiCNs nonepegHb0i anepronoriyHoi OLiHKN.

[ oNOMiIXXHWUI IHCTPYMEHTapIi MOXe MICTUTU HiKerb.

3a yMOBM HaNEXHOro BUKOPUCTAHHS MOXIUBICTb BUHUKHEHHS! NOGIYHUX peaKLii MOXHa BUKITIOUUTY.
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IHCTpyKUin ans 3actocyBaHHA Soprano® Surface YKP

3acTepexeHHs

MarHiTHo-pe3oHaHce (MP) cepefoBuule
OuiHka wopo 6e3neku Ta cymicHocTi Bupoby B MP-cepenoBuLLi He npoBoaunacs.
BunpobyBaHHs B1poOy Ha 3MilLleHHs Ta HarpiBaHHsA B MP-cepefoBuLLi He MpoBoAWmu.

13

3aranbHi BKasiBku
N/A

3ano6ixHi 3axoaun

— KomnoHeHTV BMpoBY noctavatoTe HecTepunbHuMU. uB. AoaatkoBy iHpopMalito B po3aini 16 «O6pobkax.

— Ons unx poBiT LO3BONEHO BUKOPUCTOBYBATY BUKITHOYHO OPUriHANbHI IHCTPYMEHTU Ta KOMMOHEHTU. [1nsi OTpUMaHHsi 4oAaTKoBOi iHpopmalii
3B'sXiTbCSA 3 NpeacTaBHMkom Cendres+Meétaux SA.

— lMepen KoXHUM BTPYyYaHHSIM NepeKkoHanTecs, WO HasiBHi BCi HEOOXiaHI KOMMNOHEHTM BUPODY B AOCTATHIl KiflbKOCTi.

— 3aBxXau HOCITb 3aXMCHWUI 0asir 3 MeToK ocobucToro 3axmucty. Ocobnmeo nig vac WridyBaHHA PpeKOMeHA0BaHO BUKOPUCTOBYBATW 3aXUCHI OKynsi-
PV 3 MUIN03aXMCHOK MACKOI Ta BUTSXKHY YCTAHOBKY.

— 3abesneyte 3axncT KOMMOHEHTIB Bi BAUXaHHS.

— MexaHiyHe YMLLEeHHS, sike 34INCHIOITb NauieHTy 3a AONOMOrow 3y6HOT LWiTKM Ta NacTy, MOXe NPU3BECTM 40 NepeavacHOro 3HOLLEHHS.

15

OpHopa3oBe BUKOPUCTaAHHA

[Mig yac 3acTtocyBaHHs Ha BUpo6W, NpM3HaYeHi Ans 0gHOPa30BOro BUKOPUCTaHHS 3 BiAMOBIAHOI NMO3HAYKO («single-use»), Aie NneBHe HaBaHTa-
XXEHHS, BOHU CUIbHILLE 3HOLLYIOTBCH, aX 40 BTPaTW CBOET PYHKLOHANbHOCTI.

He npoBoaumnucs BunpobyBaHHs 6aratopasoBoro 3aCToCcyBaHHS A5 BUPOGIB 3 MapKyBaHHSAM 4115t O4HOPa30BOro BUKOPUCTaHHS («single-use»).
Take 3acTOCyBaHHsi MOXe HeraTVBHO BMNUHYTY Ha 6e3neky, yHKLUii Ta edheKTUBHICTb BUPOGIB, a TAaKoX MiABULLUTU PU3MNK NEPEHECEHHS IH(EKLI.

O6po6ka

[Mepen KoxHMM eTanom pobiT HeobxigHO oumwiaTh, AesiHdikyBaTn Ta, y pasi notTpebu, cTepuniayBaT MPOTE3HY KOHCTPYKLItO Ta BCi KOMMOHEHTU
cucTemu.

Martepianu 3i cnnasis meTanis, BucokosikicHux nonimepis (Pekkton®) Ta kepamiku npuaaTHi Ans naposoi ctepunidadii. KOMNOHEHTU 3 iHLIKMX CUH-
TETUYHUX MaTepianis, okpim Pekkton®, He MoxkHa cTepunisyBat napom.

Mpw BMGOPI Npouecy AesiHdekuii Ta cTepunisauii oTpuMynTecs onybnikoBaHux y Bawwin kpaiki kepiBHULTB Ta iHCTPYKLUii «O6pobka xipypriyHmx
BMPOGIB Ta MPOTE3HOI KOHCTPYKLii» (www.cmsa.ch/docs).

O6nacTb 3acTocyBaHHA

BurotoBneHHs 3 kepamiku Soprano® Surface 3ailicHIOTbL B 3y6OTEXHiYHI NabopaTopii 3a JONOMOrow yxe BiioMUX TpaaWLiiHMX iHCTPYMEHTIB
NS CTOMaTonoriYHoi kepaMiku Ta 1i 06pobku, NNAcTUH AN 3MillyBaHHs, Nevern Ta KoMnnekTytounx. [ins 3actocyBaHHs Soprano® Surface HOBI
cnewjanbHi iIHCTPYMEHTU He MOTPIbHi.

18

Mopspok ain

18.1

Onuc KonbopiB Ta NacT KepaMiku:

Flu-Shade; nactu Body ansi pap6ysaHHs BigTiHkamu A, B, C ta D.

Flu-Stain; nacTtu ons BigTBOpeHHs edbeKTiB Ans iHAMBIAYanbHOro xapakTepHoro hapbyBaHHs.
Surface Base, Mamelon, Fossa Ta Cuspid; BigTBOpeHHs iHOMBIAYyanbHNUX XapaKTePUCTUK.
Surface Enamel Effect; BinTBopeHHs iHaMBIAyanbHUX XapakTepucTuK Npo3opocTi B obnacTi pisuis.

Surface Enamel V; HeliTpanbHi nactu 3 pisHUMK CTyNeHsMK sickpaBocTi. [Ans BiATBOPEHHS iHAMBIAyanbHMX XapakTepucTrK Ta BiabintoBaHHs
konbopy 3y6iB. V1 mae HanbinbLuy sckpaBicTb, V3 — HaNMeHLLy.

Surface Enamel Opal, Incisal Ta Clear; 3actocyBaHHs B obracTi pi3uiB.
Surface Gingiva; nigibpani oguH 8o ogHoro nacta Ta apbu AN NPMPOAHBLOTO BiATBOPEHHS SICEH.

18.2

BkasiBka CTOCOBHO KepaMiYHMX nact

— 3abopoHeHuit koHTakT nact Soprano® Surface Ta Soprano® Stain & Shade 3 Bogoto.

— MNeH3enb i nonatka NOBUHHI ByTH CyxnMMm.

— Mepen koxHUM 3acTocyBaHHs Soprano® Surface Ta Soprano® Stain & Shade cnig 4o6pe nepemiliaTv nacTv HeMETanNeBoK NoONaTkow.
— Ons nocarHeHHst 6axkaHol koHcucTeHLUii nacT Soprano® Surface MoxHa 3acTocoByBaTK BUKIOYHO pianHy Soprano® Surface Fluid.

— Ons gocarHeHHst 6axxaHol koHcucTeHLii nacT Soprano® Stain & Shade moxHa 3acTocoByBaTy BuktouHO Soprano® Glaze Fluid.

— 3MounTn neHsenb Soprano® Surface Fluid a6o, BianosigHo, Soprano® Glaze Fluid nepes HaHeceHHsIM nacT.

18.3

O6po6ka kapkaciB

— lMigroTyBaTtu kapkacu BignoBiAHO A0 BKa3iBOK BUPOOHMKa KapKacHOro matepiarny.

— HeobxigHo 060B'A3KOro yHMKaTK rocTpux Kpais Ta KyTiB.

— Mepen nepwmm 3acTocyBaHHsAM nacT Soprano® Surface Ta Soprano® Stain & Shade oGepexHo NPoBECTU NICKOCTPYMUHHY 06pPOBKY NOBEPXHI
(110 MKkm 3 Tuckom 2 Bapw).

— lNepen KOXHMM 3acTOCYBaHHSIM Crif PETENbHO OYMLLYBaTV Ta BUCYLUYBaTW NMOBEPXHIO NAapOBVM CTPYMEHEM.

5B

CTpYyKTYpyBaHHA
ToBLmMHa npowwapky Soprano® Surface Ha koxHe cnikaHHsi cTaHoBMTb Big 0,1 go makc. 0,3 mm.
[nsa onTumanbsHoro 3'eHaHHs i3 Soprano® Surface nepen nepLunmM BUKOPUCTaHHSIM 06po6iTh NOBEPXHIO KOHCTPYKLIT 3a Aonomoroto Soprano®

Surface Fluid. Akwo piaMHy HaHecTu piBHOMIpHO 6€3 yTBOPEHHS Kartox, TO MOBEPXHS Oyae HanexHo OYULLEHO Ta OQHOPIAHO cAsSTU. B iHWoMy
BMNaAKy NMOBTOPITb LIEN KPOK.
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IHCTpyKUin ans 3actocyBaHHA Soprano® Surface YKP

13 3MiLLytoun iHamBigyansHy KOHCUCTEHL0 nacTu 3a gornomoroto Soprano® Surface Fluid, HeobxigHo BpaxoByBaTh HACTyMHE:
—4yum BinbLue piavHK AogaHo Jo nacTu, TUM AOBLUMIA Yac BUCKMXaHHSA abo 3akpuTTs nedi HeobXigHo BcTaHOBUTK. Lle 403BOMsSiE NOBHICTIO BUNTY
[04aTKOBO A04aHIN piguHi.
— Ak npaBuIo, Ymm Ginblue Yacy nonepeaHbO BiABeAEHO ANs peTenbHOro BucuxaHHs nactv Soprano® Surface Paste, Tm ogHopigHiwwoto 6yae
NMOBEPXHS.
[ Mpu HaHeceHHi Soprano® Surface nepekoHanTecs, WO NacTa HAHOCUTbCS MITABHUMU PyXaMu, PIBHOMIPHO | TOHKO. Y1M TOBCTILLE HAHeceTe nacTy,
TUM Ginbwmm Byae py3nK yTBOPEHHS NMOBITPSIHMX KULLEHb.
13 CnigkynTe 3a TiM, Wo6 o6’eKT AN BUNanMioBaHHA He CTaBMBCS B Miy, SKa LWe 3aHafTo rapsya. [loyaTkoBa Temnepartypa noBUHHa ByTu MakCMmym
400-450°C. |HaKwe MOXyTb YyTBOPUTUCS APIOHI MiXypi.
18.5 ®dapObyBaHHA
3MounTU noBepxHtio pignHoto Soprano® Glaze Fluid nepen neplumm 3actocyBaHHaM nact Soprano® Stain & Shade.
18.6 HaHeceHHs nacTu rnasypi
Micnsa wnidyBaHHA NoBEpXHi PIBHOMIPHO HAHECTW TOHKUIA NpoLlapok piauHu Soprano® Glaze Fluid Ha Bcto pecTaBpalito.
18.7 ®iHiwHa o6pobka
[Micns ocTaToyHOro crikaHHs piBeHb Brncky MoXHa iHAMBIAyanbHO NpMnacyBaTy, 3aCTOCOBYHOYM NONiPyBarbHi iHCTPYMEHTU Ta AiamaHToBy noni-
pyBarnbHy nacry.
18.8 TabGnuus cnikaHHsA
Tabnuus cnikaHHA
Ha moHoniTi 3 gucunikarty nitito (Livento® press) abo obnuutoBaHHi.
ObnuutoBanbHa kepamika Ans okeuay LmpkoHito (Soprano® 10).
MoyaTkoBa MonepenHe Yac zakputta  LUBnakictb YBiIMKHEHHSA BUMKHEHHS Temnepatypa Yac
TeMnepartypa npocyLyBaHHA HarpiBaHHsA BaKyymy BaKyymy cnikaHHs BUTPUMKM
°C XB XB K/xB °C °C °C XB
450 3 4 45 670 720 720 2
Tabnuusa cnikaHHA
[N MOHOMITHOrO OKCUAY LMPKOHItO.
Ob6nuutoBarnbHa kepamika ans crnnaeis meTanis (Soprano® 14).
MoyaTkoBa MonepenHe Yac 3akputta  LUBnAakictb YBiMKHEHHSA BUMKHEHHSsA Temnepatypa Yac
TeMnepartypa npocyLyBaHHA HarpiBaHHs BaKyymy BaKyymy cnikaHHsA BUTPUMKM
°C XB XB Ki/xB °C °C °C XB
450 3 4 45 670 770 770 1
13 KoHcTpyKLUisim Benukoro po3mipy > 3r HeobxiaHe TpyBane OXONOMKEHHS 3rigHO 3 BKasiBkamy BUPOOHMKa.
Y BMNagKy pectaBpaLiin BEMMKOro po3mMipy nicrns crikaHHA 4OTPMMYBAaTUCH Yacy BIAKPUTTS nevi 2 XBUnuHu!
Y Bunagky npoBefeHHs1 6araTopa3oBOro crikaHHS OCTaTO4HY TeMnepaTtypy MoxHa 3meHwuT Ha 10-20 °C 3anexHo Big 6axaHoro piBHs Gnucky!
3asHayeHi NokasHVKy TemnepaTypu cnikaHHA HafaHi AN OpiEHTyBaHHS, BOHN MOXYTb BifIPi3HATUCS 3anexHo Bif TNy nedi Ta Biky NpUCTpoto.
19 Matepianu
Yci nactn Soprano® Surface Ta Soprano® Stain & Shade BignosigatoTb BUMoram AilicHUX ctaHaapTiB Ans ctomatonoriyHoi kepamiku (DIN EN ISO
6872, 1ISO 10993). BuTpumaHi BCi norpaHnyHi Ta NOpPOroBi 3Ha4YeHHS.
19.1  Soprano® Surface

diznko-ximiyni BnactmsocTi 3rigHo DIN EN ISO 6872/ 1ISO 10993-5

BnactuBicTtb Cneuudpikauin BumipsiHe 3Ha4eHHA
KoediuieHT TepmiyHOro poswmpeHHa 2 x: 9,5 2x:95

(25-475°C) [x 10¢ x K'+0,5] 4x:95 4x:95
Temnepatypa cknyBaHHA Tg 2 x: 495 2 x: 495

[°C £ 20] 4 x: 495 4 x: 495

MiuHiCTb Ha BUTMHAHHS 250 130 - 150

[MMNa]

Po34ymHHicTb <100 19-35

[mkr/cm?]

PapioakTuBHIiCTb <1 Bignosigae Bumoram*
[Brer' U2

LinToTokcnyHictb LIMTOKCUYHICTb BiACYTHS Bignosigae Bumoram™*

*) poarnsHyTo B 3BiTi 170231-20-A, 17-02-01, mds, lNnbxiHr, HimeuunHa
**) po3rnsHyTO B 3BiTi aHanidy 17-10238, 17-01-20, FZ Julich, tOnix, Hime4unHa
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IHCTpyKUin ans 3actocyBaHHA Soprano® Surface YKP

19.2

Soprano® Shade and Stain
dis3nko-ximivni BnactmsocTi 3rigHo DIN EN ISO 6872/ 1ISO 10993-5

BnactuBicTtb Cneuudpikauin BumipsiHe 3Ha4YeHHA
KoediuieHT TepmidyHoro poswmpeHHa 2 x: 10,0 2x:9,8*
(25-475°C) [x 10¢ x K'+0,5] 4 x:10,0 4 x:9,8*
Temnepatypa cknyBaHHSA Tg 2 x: 460 2 x: 455*
[°C £ 20] 4 x: 460 4 x: 455*

MiuHiCTb Ha BUTMHAHHS 250 > 130"
[MMa]

Po34yunHHicTb <100 BignoBsinae Bumoram*
[mkr/cm?]

PapioakTuBHiCTb <1 Bignosigae Bumoram™*
[Brer' U2

LinToTokcnyHictb LIMTOKCUYHICTb BiACYTHS Bignosigae Bumoram™**

*) BUMiptoBaHi 3HayeHHsi 6a3oBoi macu (6a3a)
**) po3rnsaHyTo B 3BiTi aHanidy 17-10237, 17-01-20, FZ Julich, FOnix, HimeuunHa
***) po3rnsaHyTo B 3BiTi 170231-20-C, 17-02-01, mds, inbxiHr, HimewunHa

[MetanbHy iHdopMaLito LWoAo MaTepiarniB Ta iX ckrag MoXHa 3HaWTU y TEXHIYHMX MacrnopTax Ha maTepianu Ans BignoBigHMX BMPOGIB, B iHbopma-
Lii npo BMpobu Ta y neperiky BUpobiB y po3aini 29. Yci BaxxnuBi JOKYMEHTU MOXHA 3HaWTK Ha BeO-CTOpiHLi www.cmsa.ch/docs nig BignosigHUM
HalMeHyBaHHSM BUPOOy.

20

YmoBuM 36epiraHHs

AKLo creuianbHi BKa3iBKM CTOCOBHO 36epiraHHs BUpoOy Ha yrnakoBLi BiACYTHi, pekoMeHAoBaHo 3bepirat BUpiO y CyxoMy MiCLi B OpWriHanbHii
ynakoBLji Mpv KiIMHaTHI TemnepaTtypi Ta nofgani Bif NOTpanfsiHHA NPSMUX COHAYHUX NPOMEHIB. 36epiraHHa HeHaneXHUM YYHOM MOXe BMIMHYTH
Ha BNacTUBOCTI BUpOOy Ta Npu3BecTy 4o 6e3yCcrnillHOro nikyBaHHs.

21

IHcpopmauis ana nauieHTa

211

3acTocyBaHHSA / noganbLWUi gornsag

HaiinisHiwe y fAeHb BCTAHOBINEHHS 3yGHOro npoTe3a nauieHToBi crif po3’sscHUTK, WO Ans 36epexXeHHst 300poB's BCiei KyBarbHOI cuctemu Ta
(hbyHKLiOHanbHOCTI 3yGHOro npoTe3a HeobXiaHO perynsipHo 3'SABMATUCS Ha NPOMINakTMYHMM fornsg nikaps. MoTuByWTe NauieHTIB i IPOIHCTPYKTYMR-
Te ix npo gornsia 3a 3ybamu Ta 3yGHUM NpPOTe30M.

Ha nocTifiHWI | 3HIMHWIA 3yBHWMIA NpoTe3 Aie AyXe BeNvKe HaBaHTaXeHHs. SHOLLEHHS — Lie MPUPOAHMIA MPOLEC, MO0 HEMOXITMBO YHUKHYTU, NpoTe
MOro MOXHa ynoBinbHUTU. Hackinbku cunbHMM Byae 3HOLLEHHS, 3anexXuTb Bif, CUCTEMU B LiiNIOMY.

Mwu Hamaraemoch LoHarKpaLlM YMHOM 0bupatu y3rogxeHi Mixx coboto maTtepianu, Wwo6 3MeHLIUTY 3HOLLEHHS 10 aBCOomMoTHOrO MiHiMyMmy. Mpu-
HaMHi ofiMH pa3 Ha pik Tpeba nepeBipATN Nocafky 3y6Horo npotesa, y pasi notpebu HeobxigHO 3pobUTK Nigknagky, Wob TakMm YMHOM 3anobirtu
PO3XWTYBaHHIO (NepeBaHTaXeHH0). PekoMeHaoBaHO cnovaTtky nepeBipsaTy 3yOHWIN NpOTe3 KOXHI TpY Micsui Ta, y pasi noTpebu, 3aMiH1uTi fono-
MiXKHIi KOMMOHEHTUW, HanpuKnag, PeTeHLinHi BCTaBKu.

21.2

OuuileHHs Ta gornag

PekomeHO0BaHO YnMCTUTM 3yOU Ta NpoTE3N NiCMst KOXHOro npuinomy ixi. Mig yac ounLeHHs 3y6GHMX NpoTesiB TakoX Crif ounLaTh 3'eaHyBarnbHi
enemeHTU. OunlieHHs Byae HanbinbL AbannmBuM, SKLLO By ounwatnMeTte NpoTesHy KOHCTPYKLiK0 M'SIKOH LLITKOH Mif NPOTOYHOK BOAOHD, @
3’eiHyBarbHi €NeMeHTU — Y POTOBI MOPOXHWHI 32 JONOMOTOH0 LLUITKM Ast MibK3yOHMX NPOMiXKIB. HanbinbLu iHTEHCUBHUM € OYULLEHHS MPOTE3HOI
KOHCTPYKLIii 3@ JONMOMOrO NPUCTPOIO A1 YIbTPa3BYKOBOrO OYULLEHHS Ta O4MLLYyBaribHOro 3acoby, npu3HayeHoro Ans 3y6Hnx npotesis.
OuuiyBaTV BUCOKOTOUHI 3'€AHYBaribHi enemeHTH 3y6HO nacTol 3a60pOHEHO, OCKINbKM Lie MOXe NPU3BECTUN A0 MOLLUKOMAKEHb. Takox cnig 6ytu
obepexHM Npu BUKOPUCTaHHI arpecnBHUX 3acobiB abo TabneTok Ans OYULLEHHS, OCKIMbKY BOHWM MOXYTb MOLUKOAMTU BUCOKOSIKICHUIA 3'eQHYBarb-
HWIN enemMeHT abo HeraTMBHO BMINHYTW Ha Oro PyHKUIOHAMbHICTb.

PerynﬂpHe OYMLLIEHHS KPINUITbHUX eNeMEeHTIB AONOMOXe YHUKHYTU 3ananeHb M'SIKUX TKaHWH.

22

IHdbopmaLis Ansa 3aMoBneHHs

HeobxigHy Ans 3amoBrneHHs iHpopMalLlito MOXHa 3HaWTV B Nepeniky BUpobiB y po3aini 29 Lporo AOKyMeHTY. TakoX KOpUCHOLO € 1 iHdbopmalis
npo Bupi6. Lli Ta noganbLwi HeobXxigHi AOKYMEHTV MOXHa 3HaWTV Ha BeD-CTopiHLi www.cmsa.ch/docs nig BiANoBiAHNM HanMeHyBaHHSAM BUPOOy.

23

HasBHicTb

MoxnmBo, Lo Aeski 3a3HayeHi Ta onvcaHi B LibOMY JOKYMEHTi BUpOOY NPOMOHYIOTLCSA He B YCiX KpaiHax.

24

MpocTexyBaHicTb KoAiB NapTin

LLlo6 rapaHTyBaT NpocTexyBaHICTb NPOAYKLii, HEOOXiAHO AOKYMEHTYBATU KOAW NapTil YCiX BUKOPUCTaAHMX AeTanen.

25

Peknamauis

Mpo Byab-siKMI IHUWAEHT, KU BUHKKAE Y 3B'SI3KY 3 BUKOPUCTaHHSIM BUpoOby, HeobxiaHo HeraHo noeigomnst koMmnaHrii Cendres+Métaux SA. [ns
LIbOro 3B'sXiTbCS 3i CBOIM KOHCYrbTaHTOM abo HanuLiTe HaM NPo CBO NPoGremMy enekTpoHHOR NOLUTO 3a agpecoto: complaints-cmbrand@
cmsa.ch. [po cepirosHi iHunaeHTV cnig A4o4aTKoBO NOBIAOMIATY NMOBHOBaXKHOMY OpraHy 3a Bawwmm MicLe3HaxomXeHHAM.

26

Be3neyvHa yTunisauis

Bupobu cnig ytunisyBaTtu 3rigHO 3 YUHHUMW MICLLEBUMM HOPMaMKN Ta HOPMATUBHUMM akTamMu MPO OXOPOHY HAaBKOMULUHLOIO CepeaoBumLLa, Npu
LbOMY Crlif 3BaXKaTu Ha BiAMOBIAHMI piBeHb koHTamiHaLii. Komnanis Cendres+Métaux Lux SA 6yae paga npunHATY BigXoau 3 AOPOroLiHHMX
mMeTanis. [ns oTpMMaHHsA 4ogaTKoBoi iHdopMaluii 3B'sxiTbest 3 npeactaBHnkom Cendres+Métaux SA.
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27 MpaBa Ha ToproBesnbHiI Mapku
3apeecTpoBaHnMy Mapkamu komnarii Cendres+Métaux Holding SA, binb/B'eH, LWBenuapis, €:
Soprano®
AKLWwo He 3a3HaYeHo iHLLe, TO BCS NPoAYKLIisi, No3HavYeHa CUMBOOM «®», siBrsie cob0to 3apeecTpoBaHi TOProBesbHi Mapku He KoMmnaHil
Cendres+Métaux Holding SA, a BignoBigHoro Bupo6Huka.

28 OOGMmexeHHs BianoBiaanbLHoOCTI
Brpo6Huk He Hece BignoBiganbHOCTI 3a 36UTKW, 3yMOBMEHI HEAOTPUMAHHAM L€l iHCTPYKLi Ans 3acTocyBaHHs. Bupobu komnanii
Cendres+Métaux SA € yacTuHOIO 3aranbHOi KOHLenLji, i ToMy iX MOXHa 3acTocoByBaTy abo NoeaHYBaTW BUKITHOYHO 3 BiANOBIAHUMMW OpUriHanbHU-
MW KOMMOHEHTaMV Ta iHCTPyMeHTaMu. Y pasi NopyLleHHSs Liiei BUMOTM BUPOOHWK He Hece XOAHOI BiANOBIAanbHOCTI. Y pasi ckapr noTpibHO 3aBxaun
3a3HavaTtu Kog naprii.
3acTocyBaHHS BUPODGIB iHLIMX BUPOOHMKIB, NPOAaX SKMX He 3AiNCHI0ETLCS Yepes komnaHito Cendres+Métaux SA, y noegHaHHi 3 Bupobamu, 3a-
3HaYeHVMU B Neperiiky B po3aini 29, npn3soauTb A0 BTPATU YCiX rapaHTin abo iHWKnX NpsMOo 3a3HadeHnx abo nependadeHnx 3060B'A3aHb KOMNaHii
Cendres+Métaux SA.
BignosiganbHicTb CTOCOBHO NpuAaTHOCTI BUPOBY A5t OKPEMOrO KiiHIYHOrO BUNagaKy Hece cdhaxiBeub.
KomnaHisi Cendres+Métaux SA He Hece aHi ABHO 3a3Hay4eHOl, aHi MOBYA3HOI BiANOBiAanNbHOCTI Ta He Gepe Ha cebe BianoBiAanbHICTL 3a Oyab-skKi
npsMi, HenpsAMi, KpUMiHanbHi abo iHWi 36UTKKM, SKi BUHKMKaOTb BHACMiA0K NOMUIIKOBOI NPOdECiiHOT OLiHKM abo MOMUIOK NpU 3aCTOCyBaHHiI BUPO-
6iB komnaHii Cendres+Métaux SA.
PaxiBeLib 3060B'A3aHNI PerynsapHO BMBYATW HOBITHI pO3pobku Ta iHhopMmaLiito MpPo 3acTocyBaHHA BMPOGIB, AKi 3a3HaYeHi y nepeniky BupobiB y
po3gini 29.
3BepHiTb yBary Ha Te, L0 HaBe4eHWI Y LbOMY JOKYMEHTI ONUC He € AOCTaTHIM A5 HeranHoro BUKOpUCTaHHSA BUpobiB komnaHii Cendres+Métaux
SA. 3aBxan HeobxigHi NpodecCiviHi 3HaHHS B ranysi ctomaTtonorii, 3ybHOro NnpoTedyBaHHs Ta IHCTPyKTaX 3 60Ky AOCBig4YEeHOro gaxiBLs CTOCOBHO
3acTocyBaHHS BUPOGIB, HaBeAEeHUX y Nepeniky NpoAaykuii B po3gini 29.
Y BMNagKy HasiBHOCTI BiAXWUMeHb y nepeknagi cnif kepyBaTuCs aHrMiNncbKoK BEPCIELD.

29 Mepenik BUpo6iB
Yci Bupo6u Soprano® matoTb 6asosuii Homep UDI-DI: 764016651000038E8, a Bci komnnektu Livento® Ta Soprano® — Homep:
764016651000039EA.

13 Howmep 3a katanorom ta Homep UDI-DI okpemunx Bupob6iB BianosigaoTb BUpOOY Ans NOMOBHEHHS.

Ne 3a katanorom Ha3Ba BupoGy BwmicTt MapkyBaHHsA UDI-DI
KOMMIEKTY

08058206 Soprano® Surface Kit 1 CE 0483 07640239930186
08058207 Soprano® Surface Base 1 49 CE 0483 07640239930193
08058208 Soprano® Surface Base 3 49 CE 0483 07640239930209
08058209 Soprano® Surface Base 5 49 CE 0483 07640239930216
08058210 Soprano® Surface Mamelon mango 49 CE 0483 07640239930223
08058211 Soprano® Surface Mamelon cream 49 CE 0483 07640239930230
08058212 Soprano® Surface Mamelon honey 49 CE 0483 07640239930247
08058213 Soprano® Surface Mamelon salmon 49 CE 0483 07640239930254
08058214 Soprano® Surface Fossa 49 CE 0483 07640239930261
08058215 Soprano® Surface Cuspid 49 CE 0483 07640239930278
08058216 Soprano® Surface Enamel Effect light-blue 49 CE 0483 07640239930285
08058217 Soprano® Surface Enamel Effect pink 49 CE 0483 07640239930292
08058218 Soprano® Surface Enamel Effect int.-orange 49 CE 0483 07640239930308
08058219 Soprano® Surface Enamel Effect sun 49 CE 0483 07640239930315
08058220 Soprano® Surface Enamel V1 49 CE 0483 07640239930322
08058221 Soprano® Surface Enamel V2 49 CE 0483 07640239930339
08058222 Soprano® Surface Enamel V3 49 CE 0483 07640239930346
08058223 Soprano® Surface Opal 49 CE 0483 07640239930353
08058224 Soprano® Surface Incisal 49 CE 0483 07640239930360
08058225 Soprano® Surface Clear 49 CE 0483 07640239930377
08058226 Soprano® Surface Fluid 25 ml CE 0483 07640239930384
08058227 Soprano® Surface Gingiva Kit 1 CE 0483 07640239930391
08058228 Soprano® Surface Gingiva light 49 CE 0483 07640239930407
08058229 Soprano® Surface Gingiva violet 49 CE 0483 07640239930414
08058230 Soprano® Surface Gingiva dark 49 CE 0483 07640239930421
08058231 Soprano® Surface Gingiva orange 49 CE 0483 07640239930438
08058232 Soprano® Surface Gingiva brown 49 CE 0483 07640239930445
08058225 Soprano® Surface Clear 49 CE 0483 07640239930377
08058226 Soprano® Surface Fluid 25 ml CE 0483 07640239930384
08058233 Soprano® Stain red 59 CE 0483 07640239930452
08058234 Soprano® Stain dark-blue 59 CE 0483 07640239930469
08058235 Soprano® Stain red-brown 59 CE 0483 07640239930476
08058236 Soprano® Stain orange 59 CE 0483 07640239930483
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Ne 3a katanorom Ha3Ba BupoGy BwmicTt MapkyBaHHsA UDI-DI
KOMMIEKTY

08055184 Soprano® Glaze Paste 59 CE 0483 07640173094173
08055283 Soprano® Glaze Fluid 25 ml NO MED N/A

08058237 Soprano® Surface Bleaching Kit 1 CE 0483 07640239930490
08058207 Soprano® Surface Base 1 49 CE 0483 07640239930193
08058215 Soprano® Surface Cuspid 49 CE 0483 07640239930278
08058216 Soprano® Surface Enamel Effect light-blue 49 CE 0483 07640239930285
08058219 Soprano® Surface Enamel Effect sun 49 CE 0483 07640239930315
08058220 Soprano® Surface Enamel V1 49 CE 0483 07640239930322
08058222 Soprano® Surface Enamel V3 49 CE 0483 07640239930346
08058223 Soprano® Surface Opal 49 CE 0483 07640239930353
08058224 Soprano® Surface Incisal 49 CE 0483 07640239930360
08058225 Soprano® Surface Clear 49 CE 0483 07640239930377
08058226 Soprano® Surface Fluid 25 ml CE 0483 07640239930384
08058238 Soprano® Flu-Shade Bleach 1 - 2 59 CE 0483 07640239930506
08058239 Soprano® Flu-Shade Bleach 3 - 4 59 CE 0483 07640239930513
08058241 Soprano® Flu-Stain snow 59 CE 0483 07640239930100
08058242 Soprano® Flu-Stain cotton 59 CE 0483 07640239930117
08058243 Soprano® Flu-Stain cream 59 CE 0483 07640239930124
08055252 Soprano® Flu-Stain navy-blue 59 CE 0483 07640173095125
08055254 Soprano® Flu-Stain gray 59 CE 0483 07640173095149
08055184 Soprano® Glaze Paste 59 CE 0483 07640173094173
08055283 Soprano® Glace Fluid 25 ml NO MED N/A

08058240 Soprano® PASTE Stain&Glaze Universal Kit 1 CE 0483 07640239930094
08055181 Soprano® Flu-Shade A 59 CE 0483 07640173094142
08055245 Soprano® Flu-Shade B 59 CE 0483 07640173095057
08055246 Soprano® Flu-Shade C 59 CE 0483 07640173095064
08055247 Soprano® Flu-Shade D 59 CE 0483 07640173095071
08055248 Soprano® Flu-Stain white 59 CE 0483 07640173095088
08058241 Soprano® Flu-Stain snow 59 CE 0483 07640239930100
08058242 Soprano® Flu-Stain cotton 59 CE 0483 07640239930117
08058243 Soprano® Flu-Stain cream 59 CE 0483 07640239930124
08055249 Soprano® Flu-Stain yellow 59 CE 0483 07640173095095
08058244 Soprano® Flu-Stain mango 59 CE 0483 07640239930131
08055250 Soprano® Flu-Stain orange 59 CE 0483 07640173095101
08055251 Soprano® Flu-Stain intense-orange 59 CE 0483 07640173095118
08058245 Soprano® Flu-Stain champagne 59 CE 0483 07640239930148
08058246 Soprano® Flu-Stain olive 59 CE 0483 07640239930155
08055255 Soprano® Stain pink 59 CE 0483 07640173095156
08058247 Soprano® Flu-Stain shadow 59 CE 0483 07640239930162
08055252 Soprano® Flu-Stain navy-blue 59 CE 0483 07640173095125
08055182 Soprano® Flu-Stain dark-blue 59 CE 0483 07640173094159
08055183 Soprano® Flu-Stain brown 59 CE 0483 07640173094166
08058248 Soprano® Flu-Stain red-brown 59 CE 0483 07640239930179
08055254 Soprano® Flu-Stain gray 59 CE 0483 07640173095149
08055253 Soprano® Flu-Stain black 59 CE 0483 07640173095132
08055184 Soprano® Glaze Paste 59 CE 0483 07640173094173
08055283 Soprano® Glaze Fluid 25 ml NO MED N/A
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Tabnuus BigTiHkiB Soprano® Surface

available
in POWDER
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Enamel Effect

Flu-Shade
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30 MosHauyku Ha ynakoBui / cumBONu
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[lata BUroTOBMEHHS
Bupo6GHumK

Homep 3a kaTtanorom
Kog naprii

Kinbkictb

O3HanoMmnTUCA 3 IHCTPYKLIED ANSA 3aCTOCYBaHHS,

IHCTPYKLIilO B eNeKTPOHHOMY dhopmaTi MOXHa 3Han-

TN 3a 3a3Ha4eHOoK aapecoto.

YBara: BignoBigHoO 4o deaepanbHOro 3akoHoaas-
ctBa CLUA uei Bupi6 MoxxHa npogasatu Tinbku
nikapto abo 3a BkasiBKOIO flikapsi.

Bupo6bu komnaHrii Cendres+Métaux 3 mapkyBaH-
HAM CE 3a00BOMbHAOTL BigMnoBigHI €BPONENChKi
B/MOTH.

He BuKopucToByBaTV NOBTOPHO
He ctepunsHo

36epiraTtu Big COHSIYHOrO CBITNa

3acTopora! O3HanoMuTuCS i3 CynpoBigHUMU
[OKyMeHTaMun

OpHo3HauvHa igeHTudikaLis BUpoby

YNoBHOBaXeHWIN NpeACcTaBHYK y EBPONENCHKIN
CnisapyxHocTi

Imnoptep

MegunyHuin Bupi6

07.2022

M Cendres+Métaux SA
Rue de Boujean 122
CH-2501 Biel/Bienne

Phone +41 58 360 20 00
Fax +41 58 360 20 15
info@cmsa.ch

Rx only

www.cmsa.ch

63 /81





