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Dental Zirconia

M xarana: Zirconia

STML (cBepxnpo3payHbifi MHOIOCJIOMHbIN)
MHCTPYKUWA MO NPUMEHEHUIO

«MaTepuan anA usrotoBneHUA 3yGHbIX pecTaBpauuit kepamuyeckuit KATANA Zirconia»
B BapuaHTax UCMosHeHnA':

- MaTtepwan anA nsrotosneHna 3y6HbIx pectaspaunii kepamudeckuii KATANA Zirconia
STML, pa3mep T14, useta: A1 C (125-3122), A2 C (125-3152), A3 C (125-3182), A3.5 C
(125-3212), A4 C (125-5232), B1 C (125-5262), B2 C (125-5292), B3 C (125-5322), C1 C
(125-5352), C2 C (125-5382), C3 C (125-5412), D2 C (125-5442), D3 C (125-5472), NW C
(125-3242) — 1 wT/ynak

- MaTepvan onA n3rotoeneHna 3ybHbIx pectaBpaunii kepammuyeckuin KATANA Zirconia
STML, pa3vep T18, useta: A1 C (125-3133), A2 C (125-3163), A3 C (125-3193), A3.5 C
(125-3223), A4 C (125-5243), B1 C (125-5273), B2 C (125-5303), B3 C (125-5333), C1 C
(125-5363), C2 C (125-5393), C3 C (125-5423), D2 C (125-5453), D3 C (125-5483), NW C
(125-3253) — 1 wr/ynak

- MaTtepwan anA nsrotosnexna 3y6Hbix pectaspaunii kepamuydeckuii KATANA Zirconia
STML, pa3mep T22, upeta: A1 C (125-3144), A2 C (125-3174), A3 C (125-3204), A3.5 C
(125-3234), A4 C (125-5254), B1 C (125-5284), B2 C (125-5314), B3 C (125-5344), C1 C
(125-5374), C2 C (125-5404), C3 C (125-5434), D2 C (125-5464), D3 C (125-5494), NW C
(125-3264) — 1 wr/ynak.

. BBeneHuve
Matepuan KATANA Zirconia STML — 9T0 HecTepunbHOe MeAMLMHCKOE 13aenue,
npeacTaenaloLee coboi NpeaBapuUTENbHO CreYeHHbI CBEPXNPO3PaYHbIi MHOTOCTOMHbIN
LiesIbHOKepaMU4eckuii ANCK pasnnyHbix pa3MepoB 1 LIBETOB, COCTOALLMIA U3 YaCTUYHO
CTabVn3npOBaHHOrO UTTPMEM LIMPKOHUEBOTO MOPOLLKA, KOTOPbI UCMoNb3yeTcA
M3roTOBJIEHNA OKOHYATEbHbIX 3YGHBIX MPOTE30B MALUMEHTY C UCMOMb30BAHNEM TEXHOMOTN
KOMMbIOTEPHOrO NPOEKTUPOBAHMA/aBTOMaTU3NpoBaHHOro npomasoactea (CAD/CAM).
KATANA Zirconia STML npeacTasnaAoT coboit Auck ¢ KonbLeBbiM BbicTynom Collar (C B
HavMeHoBaHuM) anameTpom 98,5 MM C NNacTUKOBLIM KOMLLIOM M0 NepumeTpy (AnA
KpenneHna K )pe3epHOMy CTaHKy), N3roTOBIEHHbIM M3 nonunponunena. B 3aBucumoctn ot
BapvaHTa UCMONTHEHNA CBEPXNPO3paYHbli MHOrocnolHbli matepuan KATANA Zirconia STML
npencrtaeneH B 3 paamepax (T14 (14 mm), T18 (18 mm) n T22 (22 mm)) 1 umeeT 14 LuBeTOB
(A1, A2, A3, A3.5, A4, B1, B2, B3, C1, C2, C3, D2, D3, NW).
KATANA Zirconia STML cocTouT 13 4-x rpaflyMpoBaHHbIX LIBETOBbIX C/IOEB U NpefHa3HaYveH
[ONA BCeX (Ppe3epHbIX CUCTEM, UCTMIONb3YIOLMX AaHHbINA YHUBEPCAbHbINA TUM Aucka
AviameTpom 98,5 MM (CreayeT 03HAaKOMUTBLCA C TEXHUYECKUMU MHCTPYKLMAMU Ballei
hpesepHoit CUCTEMbI ANA NPaBUBHON 3KCMnyaTauum 060pyAoBaHnA).

Il. HasHaueHue
Matepuan KATANA Zirconia STML npefHa3Hay4eH ANA U3roToBIEHNA KepamMUYecKmX
pecTaBpauuii (kapkacos, FCZ2 kopoHok, FCZ MOCTOBMAHbLIX NPOTE30B, BKNAAO0K, HAKNAAoK v
BMHMPOB) C 1CMOJIb30BAHNEM TEXHOOrMM KOMMbLIOTEPHOro
NpPOEKTMPOBaHWA/aBTOMaTM3poBaHHoro npounssoactea (CAD/CAM).

Ill. MokasaHuA K NPUMEHEHUIO
Matepuan KATANA Zirconia STML nokasaH AnA N3roToBneHnA OT OAUHOYHBIX pecTaBpauuii
[10 MOCTOBU/HbBIX MPOTE30B NPOTAXEHHOCTbIO A0 3-X eANHUL,.

IV. MpenycmoTpeHHbIe nonb3oBaTenu
Matepuan KATANA Zirconia STML npegHa3Hay4eH AnA UCNonb30BaHNA TONbKO
cTomaTosioramu, COTpyaHNKamm 3y60TexXHNYEeCKOo nabopaTopum UIn COTPyaAHMKaMM
CTOMaTONOrM4Yeckoro pe3epHoro (MPOM3BOACTBEHHOrO) LIEHTPa B OTHOLIEHUN NaLMeHTOoB,
HY>XAAIOLWMXCA B N3rOTOBIEHUN OKOHYATESbHbIX 3yOHbIX MPOTE30B C UCMOSIb30BaHNEM
TEXHOSIOrMM KOMMbLIOTEPHOIO MPOEKTUPOBaHNA/aBTOMATM3POBAHHOrO NPON3BOACTBA
(CAD/CAM).

V. Nporpamma cnekaHua

Mporpamma cnekaHunA 1

MporpammHan Bpema
CKOpOCTb BbIAAEPXKU

KOMHaTHanA Temnepatypa — 1550 °C (2822 °F) 10 °C/MuH (18 °F/MuH) —
1550 °C (2822 °F) — 2y
1550 °C (2822 °F) — komHaTHaA Temnepatypa | -10 °C/MuH (-18 °F/MUH) —

Temnepartypa

Mporpamma crnekaHua 2

MporpammHan Bpema
CKOpOCTb BbIAEPXKU

50 °C/MuH (90 °F/MuH) —

Temnepartypa

KOMHaTHanA Temnepatypa — 1400 °C (2552 °F)
1400 °C (2552 °F) — 1500 °C (2732 °F) 4 °C/myH (7 °F/MunH) —
1500 °C (2732 °F) — 1560 °C (2840 °F) 10 °C/MuH (18 °F/MuH) —

1560 °C (2840 °F) — 16 MUH
1560 °C (2840 °F) — komHaTHaa Temnepatypa (*)| -50 °C/MuH (-90 °F/MyH) —

Mprmeyanne: * PecTaBpauuio MOXHO M3Bnekatb npu Temnepatype 800 °C (1472 °F) unum Huxe,
B 3aBUCKMMOCTM OT OBCTOATENBCTB.

Mporpamma cnekanuA 3

MporpammHana Bpema
CKOpPOCTb BblAEPXKKU

KomHaTHaA Temnepatypa — 1450 °C (2642 °F) | 120 °C/muH (216 °F/muH) —

1450 °C (2642 °F) — 1600 °C (2912 °F) 10 °C/MuH (18 °F/MunH) —
1600 °C (2912 °F) — 20 MUH

1600 °C (2912 °F) — komHaTHaa Temnepartypa (*)|-120 °C/MuH (-216 °F/MuH) —

Mpumeyanne: * PecTaBpauuio MOXHO n3enekatb npu Temnepatype 800 °C (1472 °F) unm Huxe,
B 3aBMCMMOCTU OT 06CTOATENbCTB.

Temnepatypa

VI. PucyHok uspenua
i 98,65MM£2,0MM ; i 98,65MM+2,0MM ;
93,1MM£2,0MM
94,36MME2,0MM 311
;a 10,3MM£0,5MM
LUTPUXOBLIMY NIVMHUAMM NMOKa3aHO NIACTUKOBOE KOJbLIO
PucyHok 1
VIl. Coctas

B xumunueckuii coctas KATANA Zirconia STML rnaBHbiM 06pa3omM BXOAAT cnepytowme
KOMMOHEHTbI: AMOKCUA, UMPKOHUA ZrOz, okenp, uTTpuAa Y203 1 apyrve okeuap.

VIII. Tun u knacc (B cootBeTcTBUM C ISO 6872:2015)
Twn: II/Knacc: 4

IX. TexHuueckue xapaktepuctuku KATANA Zirconia STML

XapakTepucTtuka

Cneuudukaumna
(9,8 +0,5) -10°

KoahthrumeHT Tepmmyeckoro paciumpenus (25 °C — 500 “C), K

X. Cnoco6 npumeHeHUA
(1) Mi3Bneyb AvCK 13 yNnakoBKU 1 y6eAUTbCA, YTO HA HEM HET TPELUMH WSIN UHbBIX
MOBPEXAEHWIA.
(2) MomecTuTb AMCK BO (hpe3epHbIii CTAHOK, a 3aTeM HavaTb NpoLecc pe3epoBaHnA B
COOTBETCTBUN C TEXHUYECKMMMU UHCTPYKLIMAMU K (DPe3epHbIM CUCTEMaM.
3) Mocne chpesepoBaHnA CHATL pecTaBpaumio C Aucka anmasHbivM 60poM v T.4.
4) OTX0fbl PE3KV MU Mblb HA PeCcTaBpaLMM MOXHO yAaNUTb HECUIbHBIM MOTOKOM BO3AyXa.
5) MomecTuTb pecTaBpauyio B OrHeynopHbIi I0TOK, MOMECTUTbL JIOTOK B MeYb AA CreKaHuA.
6) B 3aBMCMMOCTY OT NPOU3BOANTENLHOCTMN UCMONb3YEMONA Neyn AnA 3anycka npouecca
CreKaHuA crieayeT BHECTV U3MEHEHWA B MPOrpaMMy CrieKaHyA, NPeACcTaBeHHYIO Bbille
(cm. paspen «V. Nporpamma cnekaHuaA») nepep, crnekaHnem npoTesos.
(7) Mocne cnekaHnA 0TKOPPEKTUPOBATL PecTaBpauuio aniMasHbiM 60pom Mo Mepe
HeobXoanMoCTN.
(8) Y6enuTbcA B OTCYTCTBUM TPELUMH Ha 3aroTOBKaXx.
(9)-1 FCZ:
CnekaHve rnasypu: co3aath 611eCTALLYO MOBEPXHOCTb MyTeM NOMMPOBKYM, 0COBEHHO Ha
y4acTkax KOHTaKTa, 3aTeM HaHeCTU rnasypb Ha BCE MNOBEPXHOCTY 06bI4HbIM CIOCO6OM.
(9)-2 Kapkacbl: HapawwmaHue 3y6Horo capcopa (CERABIEN ZR® unu CZR PRESS LF*) Ha
KapKkacax B COOTBETCTBUN C TEXHUYECKVMU UHCTPYKLMAMYM Npon3BoanTenAa. Nposeputs
KO3(PULIMEHT TEPMUYECKOTO paclumMpeHna dapdopa B TEXHUHECKMX UHCTPYKLIMAX
npov3BOAUTENA [NA NOATBEPXAEHNA COBMECTMOCTU.
XI. MpumeyaHmA No NPUMEHEHUI0
MpoTuBONoOKasaHuA:
1. MeanumHcKoe n3aenne Henb3A UCronb3oBaTh, €CAV Y NaLMeHTa noBbIleHa
YYBCTBUTESILHOCTb K LIMPKOHUIO UM NoGbIM APYTVIM €r0 KOMMOHEHTaM.
2. He ncnonbayiite KATANA Zirconia STML anA n3roToBneHA MOCTOB NPOTAXEHHOCTbIO OT
4-x 1 60o51ee eIMHNLL NN KOHCOJTbHbIX MOCTOB.
MpepynpexxaeHue:
Ecnu y naumeHTa nnm ctomaronora HabniofaeTcA peakuyA NOBbILIEHHON YyBCTBUTENbHOCTY,
B YaCTHOCTY Cbifb, AEPMATUT U T.A., CieayeT NPeKpaTUTb 1CMoIb30BaHNe MEAVNLIMHCKOrO
V3[enuA 1 HeMeIeHHO 06paTUTLCA K Bpady.

Mo6ouHble adhheKTbI:
Mo6o4Hble aghheKTbl He BbIABNEHDI.

Mepb! NpeloCcTOPOXXHOCTH:

. KATANA Zirconia STML He cneayeT Ucnosib30BaTh Npy HEMpaBUIbHOM MPUKYCe,
cKpexxeTaHumn 3ybamu, 6pykcusme.

. Mpu chpesepoaHn KATANA Zirconia STML nnu peske, WantoBKe v NONMpoBKe p
ecTaBpaLum creayeT UCTOoMb30BaTh Haf1exalllylo pecrnmpaTopHYio Macky 1 BakyyMm ¢
BO3AYLUIHBIM (PUMLTPOM AJIA 3ALUMUThI JIETKUX OT BALIXAHUA MbUIN.

. Mpu dpesepoBaHn KATANA Zirconia STML nnn peske, WancoBke v NonMpoBke p
ecTaBpaLum cneayeT UCMOoMb30BaTh 3alMTHbIE 04K ANA 3aWMThI r1a3 oT nonagaHua
nbinn. Mpu nonagaxHnm Nbinv B rnasa cnegyeT HEMeAJIEHHO NPOMbITb UX 0BMIbHbLIM
KOMMYEeCTBOM BOJbl M 06paTUTLCA K Bpauy.

. He cnepyet ucnons3osats KATANA Zirconia STML B MHbIX LienAx, Kpome Kak B Lienax

npoTesvpoBaHuA 3y6oB. MeavLmHCKoe n3aenne npeaHasHaueHo TonbKo AnA

CTOMaTONOrMYeCKOro NPYMEHEHA.

He cnepyeT npukacaTtbCA K MpeaMeTam, HarpeTbIM B Meyy, rofibIMv pyKamu.

He cnepyeT BbiHMMaTb pecTaBpaLmio U3 ney A1A crekaHvA BO BPEMA BO3AENCTBUA

BbICOKOW TeMnepaTypbl, T.K. 3aKasika Bbi3blBaeT paspylueHvie. OaHako, ecnv B pamkax

nporpammbl crekaHuaA 2 1nm 3 Ncronb3yeTcA Neyb ¢ aBTOMaTUYECKUM OTKpbIBaHVEM, P

ecTaBpauvio MOXHO 13BnekaTb 13 ne4un npu temneparype 800 °C (1472 °F) unm Huxe.

Mocne n3BneyeHnA 13 neumn cneayeT NOMECTUTL PecTaBpaLyio Ha NOAHOC U3

Kepamuyeckoro BosiokHa (Hanpumep, Noritake Porcelain Mat) ana mepneHHoro

oxnaxaeHuA.

. MNpwu vicnonb3oBaHUM Neyn AnA CreKaHuaA no nporpamme 2 unn 3 3afaHHanA B Nporpamme
Temneparypa 1 hakTuieckana Temnepartypa B neyu MoryT CyLLeCTBEHHO OTIMYaTLCA.
McnonbayiiTe neyb nocne NpoBepkun y Npov3BoaUTENA COBMECTUMOCTU NeYn n
TemnepaTypbl, yKa3aHHOM B NporpaMme cnekaHua 2 unm 3.

. Mporpamma cnekaHuA 2 unu 3 peKoMmeHayeTcA TONbKO ANA Kapkacos (A0 3 eavHuy),
kopoHok FCZ, mocTtoB FCZ (go 3 eauHuL), BKNaaokK, HakiafoK U BUHMPOB.

. Matepvian KATANA Zirconia STML ABnAeTcA CBEPXNPO3payHbiM, MO3TOMY cneayeT
TLaTesbHO OLEHNBATbL €ro MPUroAHOCTb AA UCMOMb30BaHVA NPy MackUpoBKe
noanexatiein NOBepPXHOCTU, TAKOW Kak METaN/IMYecKnin abaTMeHT Ui KynbTa 3yba unm
KynbTeBaA BK/IaAKa O4eHb TEMHOTO LIBETa WU C CUMbHBIM AUCKOIOPUTOM.

10. paHuLbl NpenapoBKK KybTy HEO6XOANMO MOArOTOBUTbL C 3aKPYrNIEHHbIMM YCTynamu.
CrnaanTb 1 UCKIIOYNTbL OCTPbIE YIIIbl HA PEXYLLMX KpaAX NpenapoBKu. Yron oceBoi
MOBEPXHOCTU AOMKEH HAXOAUTLCA B npedesnax oT 5 fo 15 rpapycos.

11. MNpwu noaroToBke 3y60B cneayeT nsberatb PopMUPOBaHMA rYBOKMX YCTYNoB, J-06pasHbix
KpaeB, OCTPbIX 1 3y64aThbiX PEXXYLUNX Kpaes, HEKOHYCOBUAHbIX aBaTMEHTOB, NOAHYTPEHWUIA,
HanpaenALLWNX KaHABOK, 06pa3oBaHvA YAEP>KMBAIOLUMX OTBEPCTUI U NIOBbLIX OCTPbIX
YrIIoB.

12. Heobxogumo cobntopath cneaytouyio TonwmHy KATANA Zirconia STML anAa
N3roTOBNEHVA pecTaBpaLmii:
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MpumeyaHve: fanee no TEKCTY BO3MOXHO UCMOMb30BaH1e COKPALLEHHOrO HauMEHOBaHNA BapUaHTOB UCTIONHEHNA
MeavUmHeKoro naaenua kak: «matepuan KATANA Zirconia STML», «<KATANA Zirconia STML», «auck».
2FCZ (Full Contour Zirconia): LinpkoHus (pectaspauma) B MonHbiii KoHTyp

2Cwctema cTomaTonoruyeckoit hapchoposoii Macchl ANA N3roTOBMIEHNA UCKYCCTBEHHbIX 3y6os CERABIEN ZR
(CZR), Ne ®C3 2008/01964
“Cuctema kepammyeckux macc CZR PRESS, CZR PRESS LF, ¢ npuHaanexHoctamm, NedC3 2010/08833



MecTononoxeHue n PectaBpauua TonwmHa cTeHKn

KopoHKa vim MocT BO (ppoHTasIbHOM 06nacTu 3y6Horo pAna 0,8 mm nnu 6onee

BuHup 0,4 Mm nnm 6onee*

KopoHka nnm mocT B 60K0BOW (xeBaTtenbHoi) obnactu 3ybHoro pAaga| 1,0 mm nnu 6onee

Bknapka unu Haknapka 1,0 Mmm nnu 6onee

Mpumeyanve: * 0,4 mm nnn 6onee NpeaycMoTpeHbl AnA BuHnpos FCZ. Cnenyet
cobnoaath TonwwmHy 0,8 MM 1nm 6onee, ecnv MeAULIMHCKOe U3aenve UCnonb3yeTcA B
co4eTaHum ¢ hapdopom.

13. Ana KATANA Zirconia STML npu n3roToBfieHU MOCTOB HEOH6X0AMMO NCNONb30BaTh
crepytolume noLaamn nonepeyHoro CeHeHnA AnA COeAUHEHUI:

MonepeyHoe ceyeHne

MecTtononosxexue u Pectaspauun coeaMHUA (NepembIuKm)

MocTbl 13 2-x nnm 3-x eanHNL, BO

2
hpoHTanbHoM obnacTu 3ybHoro paga 12 mM? unm Gonee

MocTbl 13 2-x nnu 3-x eavHUL, B 061aCT1 NpemonApa 16 mm2 nnn 6onee

14. [inA pectaBpauuii 60nbLUoi ToNWMHLI Heobxoarmo BbiGpaTh LBET Ha TOH CBETIIEE, YeM
HeobXxoanMBbIN.

15. Mpv nepBOM NCNONBL30BaHWUM MEYN CNEKaHNA N U3MEHEHUW YCNIOBUIA CNeKaHuA, LBeTa
nocrne cnekaHnA MoryT BapblpoBaTbCA. CnenyeT npegsapuTenbHO BbINOIHUTL TECTOBOE
cnekaHue Hebonbluoro kycoyka KATANA Zirconia STML n noaTeepauTs LBeT.

Mepbl NPeAOCTOPOXXHOCTH NPU UCMONIb30BaHUM:
1. He ucnonb3oBatb ANCK, €CNW NOCNE €ro U3BNEYEHVA U3 YNakoBKN 0BHapyeHa TpeLumHa.
2. PekomeHnpoBaHo cyxoe hpesepobaHue. [pu ncnonb3oBaHuy BNaXKHOro opeseposaHna
npospayHocTb maTepuana KATANA Zirconia STML MOXeT CHU3UTbCA.
B cnyyae o6HapyeHvA TpeLLmHbl pecTaBpaumio NCNob30BaTh 3anpeLleHo.
an/IBe,ELEHHbIe Bbllle peKoMeHaaumMmn no cnekaHuio ABNAKOTCA NLWb PyKOBOACTBOM; MOryT
I'lOTpeﬁOBaTbCH HEKOTOpble KOPPEKTUPOBKK B 3aBUCUMOCTHN OT KOHerTHOIZ mopenu
OTAenNbHON Nneyn.
. Bo nsbexaHnve otcoeanHerna aucka npu peseposaHun, Heobxoavmo cobnogatb
OCTOPOXXHOCTb Npu NpnbnmxeHnn 6opa K NnacTMKoBOMY KonbLy. CneayeT dpesepoBatb
un3genve Tak, YTO6bI mexay uMpKOHMeBOVI 4acTbio N BHyTpeHHeIZ CTOpOHOIZ nnacTUKOBOro
KOrbLia 0CTaBanoch 2 MM.
CnepyeT oTpesatb 1 yaanuTb NnacTUKOBOE KOMbLO Nepes, crekaHMemMBCro aucka.
7. Heo6x0avMO yTUnM3npoBaTh AaHHOE MeAVLMHCKOe U3aenue Kak MeauuMHCKNe oTXoab!
BO M36eXaHne NHHeKLMn.
YcnosuA npumeHeHUA:
MpuMeHeHre HacTOALLEro MEAVNLIMHCKOrO U3AENVA NO Ha3HAYEHNIO JOMHKHO OCYLLECTBNATLCA
B CTOMATONIOrMYECKMNX KabuHeTax neyebHO-NpohrunaKkTUHECKMX YYPexaeHuni,
3y60TEXHNYECKNX 1abopaTopuAX N CTOMATONOMMYECKNX (Ppe3epHbIX LIEHTpax npu
CneayoLmX YCIoBUAX OKPYXKatoLLei cpefbl:
- Temnepartypa Bo3gyxa: ot nntoc 10 °C go nntoc 30 °C.
- N36eratb NpAMbIX COMHEYHbIX JTy4el 1 CUTbHO Xapbl.
XpaHeHue:
1. MeoumumnHcKoe n3penue cnenyeT XpaHUTb Npu TemnepaType oT nntoc 10 °C o nntoc 30 °C
(ot 50 °F no 86 °F).
2. MeguumnHcKkoe nsgenve cnepyet XpaHuTb B CyXOM U NpoxnagHom mecTe. bepeyb o1
BOGﬂeIZCTBMH MPAMbIX CONMHEYHbIX ﬂy‘-lel‘/‘l.
3. He BbIHMMAaTb AUCKU 13 YNaKOBKM BO BPEMA XPaHEHVA.
4. [lnckn ABNAETCA XPYNKUM 1 TpebyeT OCTOPOXHOro obpalleHunsA.
5. MegmumHckoe nspenve cnenyeT XpaHuTb B COOTBETCTBYIOLLEM MECTe, AOCTYMHOM TOMbKO
CTOMaTOMOrM4eCcKOMy nepcoHany.
6. MeanumHckoe nsaenme AoMKHO 6bITh UCMONb30BAHO A0 UCTEHYEHWA CPOKa rOAHOCTMN
(XpaHeHuA), yKa3aHHOro Ha yrnakoBKe.
TpaHcnopTupoBaHue:
1. ,ElI/ICKI/I noane>XXnT TpaHCnopTUpOBaHUIO B TpaHCI‘IOpTHOIZ ynakoBke BCeMU BUAAMW KPbITbIX
TPaHCMOPTHbLIX CPEACTB B COOTBETCTBUM C YCNIOBUAMY TPAHCMOPTUPOBKM, ASACTBYOWMMN
Ha Kaxk[oM Buae TpaHcnopra.
2. bepeyb 0T BO3AECTBMA NPAMbIX CONMHEYHbIX Ty4ei.
3. [ncku ABNAETCA XPYNKMUM 1 TpebyeT 0CTOPOXXHOro obpalleHuA.
4. Temnepartypa TpaHcrnopTuposaHua oT nntoc 10 °C po nntoc 30 °C.
XIl. CeeaeHnA 0 COBMECTMMOCTM C APYIMMU MEAULIMHCKUMU N3[eNTUAMM
[na koppekTHoro npumereHna KATANA Zirconia STML Heo6xoauMbl MeAULMHCKME
n3penua, npuBefeHHble B Tabnuue, KoTopble He noctaenAtoTcA B komnnekte ¢ KATANA Zirc
onia STML. Bce meavumnHckre nspenus, npumexsaemble coBmecTHo ¢ KATANA Zirconia
STML, BomxHbl 6bITb 3apernctpupoBaHbl B Poccuiickolri ®eaepaumm B yCTaHOBIEHHOM
nopAagke. MpeaycmoTpeHHble nonb3osateny KATANA Zirconia STML gomkHbl 6biTb
0O3HaKOM/eHbI C SKCI'IJ'IyaTaLI,I/IOHHOI‘/'I ,ElOKyMeHTaLLI/Ieﬁ Ha MeduUUHCKWe n3genuna, KoTopbie
MOryT COBMECTHO MCMO/Ib30BaTbCA C HACTOALLMM MEAULIMHCKUM U3aenvem.
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MepuvuvHekmne nspenva, HeobxoaumMble AN1A KOppekTHoro npumeHenna KATANA Zirconia STML

Bun H Tpe6
MeRMUAHCKOTO| oLl K oro wanenwn MeaMLIHCKOMY HomenuIo
usgenus vl Aen vl y usnen
Meyb anA obxwura dapcopa Meub C COOTBETCTBYHOLLEN TEMNEPATYPOIA
121200 Ana 3y60TexXHNYecKoi cnekaHvA. MakcmanbHana Temneparypa:

nabopatopuun 1560°C vnu Bbiwe

MporpammHoe o6ecneyerne CAD / CAM

MporpammHoe
119320 ANA CTOMaTosorm

obecneyerne CAD/CAM

dpesepHo-LUMhoBasbHbIi CTaHOK
CAD/CAM (cuctema CAD/CAM):
¢ppesepHble CUCTEMbI C KpennieHnem
nop, Avck auameTpom 98,5 M.

Cuctema CAD/CAM
119260 cTomaTosiornyeckasn,
nabopaTopHaa

1) CromaTonoruyeckuii chapcop
(kepamvka): CoBnapgexvie
KO3(hpMLEHTA TEPMUYECKOro
pacluMpeHnA CTOMaTONOrNYeCcKoro
chapchopa ¢ koadhchuumeHTom
TEPMNYECKOr0 PaclMPeHNA HACTOALLEro
MeOULIMHCKOrO U3fenua (B 3aBMCUMOCTH
OT BapuaHTa UCMOSHEeHMA).

2) CTomaTonornyeckuii matepvian ana
OKpalUMBaHNA UMW rnas3ypoBaHnA

121280 Ha6op cTomaronorueckwit
Kepammyeckuit/chaptoposbin

208410 Komnoaut KOMMNO3WTHbI LLEMEHT AJ1A CBA3bIBAHWA
CTOMaTOsOrn4ecKnin npoTesa (pekomeHaauua)
Bop ctomaTonornyeckuin

241900 anMasHblil, MHOropas3oBoro Bop cTomaTtonornyeckuii anmasaHsiii

ncnonbL3oBaHnA

Konnayok nonmpoBoYHbIii
121230 CTOMAaTONOrM4YeCcKunin,
MHOrOpa3oBoro V1CMosb30BaHUA

CTomaronornieckue nonvpoBasbHble
marepuasbl ANA AYOKCUAA LMPKOHWA

XIll. YTunusauma
YTUnusauma ncnosib30BaHHOro MeAULIMHCKOro U3e/nA OCYyLLeCTBIAETCA aHaNoryHo
3MMAEMMOonorMyeckmn onacHbiM otxoaam (anA Poccuiickon Meaepauyn — oTxoabl knacca
onacHocTn B B cooTBeTcTBUM ¢ CaHlH 2.1.3684). Cobnioaaiite 3akoHbl, AMPEKTUBbI,
CTaHAapThl U UHCTPYKLMM Balleil CTPaHbl MO YTUAN3aLMM UCTONb30BaHHbIX M3AENNit.
YTUnusauma Hencnosib30BaHHOro MeJULIMHCKOro U3LeMnnA OCYLLeCTBIAETCA aHaNorMyHo
6bITOBLIM OTX0AaM (An1A Poccuiickoi Pepepaummn — oTXoAbl Knacca onacHoctn A B
cooTtseTcTBUK ¢ CaHlH 2.1.3684).

XIV. MapkupoBka

Homep no katanory

Kop naptum

Vcnonb3osathb [0 (ykasdaHo B hopmaTe: YeTbipe umdpsbl - rof,
naBse umdpsl - MecAl)

[nck ¢ konbLeBbiM BbicTynom (Collar)

O603Ha4eHne HanMyMA NIacTUKOBOro KOsbLia Ha ANCKe

W3roTtosutens

E O o

3Hak cooTBETCTBUA TPe6GoBaHNAM EBpPONEricKUX ANPEKTUB C yKasaHnem
HOMepa HOTV(MLMPYyEeMOro opraHa

N
m

1639

MoBepxHOCTbL BO BpeMA 06paboTKu (OKKIIO3MOHHAA/pexyLIan)

OcTopoxHo!

O6paTuTech K MHCTPYKLMM MO NPYMEHEHUIO

MepavumHckoe nspenvie

el

YnonHoMoueHHbI npeacTaBmTens B EBponeiickom coobuiectse

MpenynpexneHne ToNbKo ANA PELEnTYpPHOro HasHayeHnA. deaepanbHblii
3akoH (CLUA) paspeluaet npoaaxy 3Toro yCTporcTBa TOSIbKO Bpavam uim
o npeanMcaHuio Bpaya.

Rx Only

XV. FAPAHTUA
[apaHTWiAHbIA CPOK rOAHOCTM (XpPaHeHUA) MEAVNLIMHCKOro N3AennA cocTaBnAeT 5 neT Ao
MOMEHTa BCKPbITUA YNaKoBKW 1 COBIIOAEHUMN YCIOBMWIA TPAHCTIOPTUPOBAHUA U XPaHEHWA.
MeauvumHckoe naaenune AOMKHO ObiTb MCMONb30BAHO A0 NCTEYEHUA CPOKa roAHOCTY
(xpaHeHuA), yka3aHHOro Ha ynakoBke (CM. Ha NoTpebuTenbckol ynakoske «/cnonbaosath
[0»).
Kuraray Noritake Dental Inc. 3ameHnT nto6oe MeanUMHCKOE N3fenune ¢ NoATBEPXKAEHHBLIM
nedexTtom. Kuraray Noritake Dental Inc. He HeceT 0TBETCTBEHHOCTb 3a 1060 yiiepb nnm
YBbITKW, NPAMbIE, KOCBEHHbIE UMK CNyYaiiHble, BOSHUKLLUE B pe3ynbTaTte NPUMEHEeHNA unn
MCNOMb30BaHWA, @ Tak)Ke HEBO3MOXHOCTU UCMOJb30BaAHUA AAHHOTO MEAVLIMHCKOrO N3aenuA.
Mepen NpUMeHeHVeM Nonb3oBaTeslb AOSKEH ONpeaenvTb NPUroAHOCTb MeAULIMHCKOro
13aenuA AnA NpeanonaraemMoro Mcnonb3osaHyA. MNonbaosaTtens NpUHMMaeT Ha cebAa Bce
PUCKM 1 OTBETCTBEHHOCTb, CBA3Al C vcnonb3osal [laHHOr0 MeNLIMHCKOro U3aenua.
B cnyyae cepbe3HOro MHUMAEHTA, CBA3AHHOIO C aHHbIM MeJULMHCKUM N3aenmnem,
HeobXoAnMO coobLMTL MHDOPMaLMIO 06 3TOM YNOHOMOYEHHOMY NPeAcTaBUTeNto
NpOV3BOANTENA 1 PEryINPYIOLWMM OpraHam CTpaHbl, B KOTOPOV NpoXuBaeT
nonb3oBaTesb/nauneHT.

XVI. Mo sBcem Bonpocam, CBA3aHHbIM C O6palleHMeM MeaAULMHCKOro U3aenua Ha
Tepputopuu Poccuiickoit ®eagepauuu, cneagyet o6pawatbea K YNomHOMOYEHHOMY
npeacTtaBuTesilo NpoussoauTenaA:

HavmeHosanme: OBLLUECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTBIO «3KCMOLEHT
APT» (OO0 «3KCMOOEHT APT»)

Anpec: Poccua, 142116, Mockosckan 0611, r. Moponeck, yn. Jlobayesa, A. 14, cTp. 1, atax 2,
odhuc 27

Ten.: +7 495 120 22 74

E-mail: vs@expodent.biz

M Kuraray Noritake Dental Inc. (Kypapait Hoputake [lextan Uk.)
1621, Sakazu, Kurashiki City, Okayama Prefecture, Anonusa
https://www.kuraraynoritake.com

CsepaeHuA 06 agpece MecTa Npou3BOACTBa
Kuraray Noritake Dental Inc., 300 Higashiyama, Miyoshi-cho, Miyoshi, Aichi, 470-0293 Japan

XVII. MepeyeHb NpUMeHAEMbIX CTaHAAPTOB
1SO 10993-1:2018, ISO 10993-3:2014, ISO 10993-6:2016, ISO 10993-10:2010, ISO
7405:2018, 1ISO 14971:2012, JIS T 0304:2002, EN ISO 13485:2016, EN 1641:2009, ISO
6872:2015, EN ISO 9693:2019, EN I1SO 15223-1:2016, EN 1041:2008+A1:2013.



