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1  Description

1.1  Name
Ceram.X one universal dental material.

1.2 Information about medical device manufacturer/developer
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

1.3 Addresses of medical device manufacturing sites
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

1.4 Indications
Restorations of anterior and posterior teeth.

1.5 Description

Ceram.x one dental material - is a light-cured, radiopaque restorative material for restoration
of anterior and posterior teeth. Ceram.x one restorative combines Nanotechnology with
improved organically modified Ceramic particles, resulting in a Nano-Ceramic restorative with
unique features: Natural esthetics by simple procedure, extraordinary low monomer release and
superior handling characteristics.

Ceram.x one restorative provides two shading systems in one product to cover different clinical
and esthetic demands.

Ceram.x one universal dental material - the Single Translucency System, comprises seven
shades of intermediate translucency comparable to conventional composites optimal for fast and
easy restorations of anterior and posterior teeth.

1.6 Delivery forms
Ceram.x one universal dental material is delivered in 3 g syringes and has different shades: al,

a2, a3, a3.5, a4, cl, c2.
1.7 Composition and materials

1.7.1 ceram.x one universal dental material in 3 g syringes of different shades: al, a2, a3,
a3.b, a4, cl, c2.
Methacrylate modified polysiloxane (organically modified ceramics)
Ethoxylated bisphenol-A-dimethacrylate
Dodecandioldi-methacrylate (DDDMA)
EGAMA-ATMPO adduct
Camphor quinone
Ethyldimethylamino-benzoate (DMABE)
2,5-Dihydroxybenzene-l,4-dicarboxylic acid diethylester (Lumilux)
2-hydroxy-4-methoxybenzophenone
Highly dispersed silicon dioxide AByoKuCb KpeMHUA
Barium-alumo-boro-silicate glass
Titanium dioxide
Black iron oxide
Yellow iron oxide
Red iron oxide.
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1,72 Syringe materials:

Component Material
Barrel, piston seal, plunger, cap Polypropelene
Screw Polybutylene terephthalate

1.8 Technical specifications of ceram.x one universal

1.8.1 Appearance:
Homogeneous paste without impurities.

1.8.2 Consistency:

Material Shades Consistency
ceram.x one universal al, a2, a3, a3.5, a4, cl, c2 13 - 19 mm

1.8.3 Curing time and Depth ofcure (according ISO 4049:2009):

Material Shades Curing time Depth of cure
Power >500 Power >800
mWatt/cm” mWatt/cm”
ceram.x one dl,d2,d3,d4 20 sec 20 sec Not less than 2 mm
universal

1.8.4 Sensitivity to Ambient Light (according to ISO 4049:2009):

Withstand irradiation with ambient light, showing no pre-polymerization for at least 100 seconds
(for all shades).

1.8.5 Opacity:
Material Shades Opacity, %
ceram.x one universal al, a2, cl, c2, a3, a3.5, a4 40 £2

1.8.6 Main technicalproperties ofthe polymerized material:

Parameter Units Value
Compressive strength MPa 320
Yield strength MPa 130
Flexural strength MPa 110
Flexural modulus GPa 8,5
Shrinkage (Archimedes; v) % 2,3
Radiopacity mm Al 2

2 Images

Ceram.x one universal dental material in 3 g syringes of different shades: al, a2, a3, a3.5, a4, cl,
c2 (from left to right).

3 Indications

Ceram.x one universal dental material is designed for restoration of anterior and posterior teeth.
Products should be used only by qualified medical personnel in clinical institutions.
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4 Contradictions
Patients who have a history of allergic reaction to acrylate or methacrylate plastics or any of the
other material components.

5 Warnings
Safety notes
Be aware of the following general safety notes and the special safety notes in other chapters of
these Instructions for Use.
Safety alert symbol

* This is the safety alert symbol. It is used to alert you to potential personal injury
A hazards.

* Obey all safety messages that follow this symbol to avoid possible injury.

Warnings

The material ceram.x one contains polymerizable methacrylate monomers which may be
irritating to skin, eyes and oral mucosa and may cause allergic contact dermatitis in susceptible
persons. The material is acid agent and can cause thermal injury.

* Avoid eye contact to prevent irritation and possible comeal damage. In case of contact with
eyes, rinse with plenty of water and seek medical attention.

» Avoid skin contact to prevent irritation and possible allergic response. In case of contact,
reddish rashes may be seen on the skin. If contact with skin occurs, remove material with cotton
and alcohol and wash thoroughly with soap and water. In case of skin sensitization or rash,
discontinue use and seek medical attention.

» Avoid contact with oral soft tissucs/mucosa to prevent inflammation. If accidental contact
occurs, remove material from the tissues. Flush mucosa with plenty of water and
expectorate/evacuate the water. If inflammation of mucosa persists, seek medical attention.
Precautions:

This product is intended to be used only as specifically outlined in these Instructions for Use.
Any use of this product inconsistent with these Instructions for Use is at the discretion and sole
responsibility of the dental practitioner.

» Use protective measures for the dental personnel and patients such as glasses and rubber dam in
accordance with recommendations of your local dental association.

e Contact with saliva, blood and sulcus fluid during application may cause failure of the
restoration. It is recommended to use adequate isolation such as rubber dam.

» To prevent a bottle tip from exposure to spatter or spray of body fluids or contaminated hands it
is mandatory that the devices are handled offside the dental unit with clean/disinfected gloves.

* Tightly close the syringe immediately after use.

To prevent a syringe from exposure by splashes and drops of biological fluids or material from
untreated hands it is necessary to take syringe only with hands in clean/sterile gloves. In case of
exposure dispose a syringe.

Interactions:

- Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with this
dental material since they may cause softening of polymer components and/or interfere with
hardening of the product.

- If it is refrigerated, allow material to reach room temperature prior to use.

6 Adverse events

» Eye contact: Irritation and possible comeal damage.

e Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.

» Contact with mucous membranes: Inflammation (see Warnings).
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{ Step-by-step instructions

71 Shade selection
Ceram.X one Universal restorative offers seven shades of intermediate translucency (al-a4, cl,
c2) and is especially suitable for fast, single-shade treatment procedures.

Concerning shade selection procedure there are two possibilities. You can use;

The VITAPAN 2 classical shade guide together with the shade identification label
(iShade label). With the enclosed iShade label you may select the suitable ceram.x one
Universal shade(s) corresponding to the VITA shade range.

The ceram.x one shade tabs which are made from original ceram. X one restorative
material.

7.1.1 Shade selection with VITAPAN classical shade guide and iShade label
1 Fix the delivered iShade label at the rear side of the VITAPAN classical
shade guide.

2. Select the VITAPAN classical shade to be matched.

3. Select the corresponding ceram.x one shade according to the recipe on the
iShade label.

4. ceram.x one universal restorative. Each VITA shade is reproduced by one of
the seven ceram.x one universal shades.

VITAPAN Classical Shade
Al A2 A3 A35 A4 Bl B2 B3 B4 CI C2 C3 C4 D2 D3 D4

céram.x one al a2 a3 a35 a4 al a2 a35 a35 cl c2 c2 a4 cl a3 2
Universal shade

7.1.2 Shade selection with delivered ceram.x one shade tabs.
To select the tooth color you may use the delivered shade guides for ceram.x one Universal
restorative.

Avoid contamination of the shade guide.
To prevent the shade guide from exposure to spatter or spray of body fluids or

contaminated hands it is manda- tory that the shade guide is handled offside the dental
unit with clean/disinfected gloves. For shade selection, remove individual tabs from
shade guide holder. Always make sure individual tabs are completely reprocessed
before placing back into shade guide.

1 Select the ceram.x one shade most closely matching the color of the tooth. Consider the
central region of the tooth.

7.1.3 Shade selection hints
Clean the tooth surface with prophylaxis paste to remove plague or surface stain.

Select the shade while teeth are hydrated.

7.2 Cavity preparation
1 Clean the tooth surface with a fluoride free prophylaxis paste (e.g. Nupro prophylaxis

paste (Dentsply Professional, USA)).
2. Prepare cavity (unless not necessary, e.g. cervical lesion).

3. Use adequate isolation such as rubber dam.
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4. Rinse surface with water spray and carefully remove rinsing water. Do not desiccate the
tooth structure

7.3  Matrix placement and wedging (Class Il restorations)

I. Place a matrix (e.g. AutoMatrix or Palodent Plus matrix system (Dentsply Caulk, USA)) and
wedge. Burnishing of the matrix band will 1tpron e contact and contour. Pre-wedging or BiTine
ring (Dentsply Caulk, USA) placement is recommended.

7.4  Pulp protection, tooth conditioning/dentin pre-treatment, adhesive application.

Refer to adhesive manufacturer’s Instructions for Use for pulp protec- tion, tooth conditioning
and/or adhesive application. Once the sur- faces have been properly treated, they must be kept
uncontaminated. Proceed immediately to placement of the material.

7.5 Application
Apply material in increments immediately after the application of the adhesive. The material is
designed to be cured in increments up to a 2 mm depth/thickness.

I-E- Avoid contamination of the syringe.

To prevent the syringe from exposure to spatter or spray of body fluids or contaminated
hands it is mandatory that the syringe is handled offside the dental unit with
clean/disinfected gloves.

1. Remove the cap.

2. Turn the handle of the syringe slowly in a clockwise direction and dispense the necessary
amount of the material onto a mixing pad.

3. Point the front tip of the syringe upwards and turn the handle anti- clockwise to prevent
oozing of the material.

4. Immediately close the syringe with the cap.

5. Protect the restorative material on the mixing pad against light.

7.6 Applying ceram.x one universal restorative
1 Fill the whole cavity incrementally. Each layer < 2 mm.

2. Cure each layer according to the table below [Light-curing].

7.7 Light-curing

Light-cure each area of the restoration surface with a suitable curing light designed to cure
materials containing camphorquinone (CQ) initiator, i.e. spectral output containing 470 nm.
Minimum light output must be at least 500 mW/cm2, exposure time according to the shade as
listed in the table below. Refer to curing light manufacturer’s Instructions for Use for
compatibility and curing recommendations.

Curing time for 2 mm increments:
Output >500 >800
mwW/cm”  mW/cm”

ceram.x one Universal shades (al-a4, cl, c2) 20 sec 20 sec
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7.8 Finishing and polishing
1 Contour the restoration using finishing burs or diamonds.

2. Use Enhance finishing devices (Dentsply Caulk, USA) for additional finishing.
3. Prior to polishing, check that surface is smooth and free of defects.
4

For achieving a very high luster of the restoration, we recommend Enhance and PoGo,
finishing and polishing instruments. Prisma Gloss Regular and Extrafme polishing paste
(Dentsply Caulk, USA).

For contouring, finishing, and/or polishing, follow the manufacturer’s Instructions for Use.

8 Cleaning and disinfection
The products are supplied non-sterile. Use un-sealed syringes within 3 months. Sterilization is
not acceptable.

9 Storage and shelf life

Inadequate storage conditions may shorten the shelf life and may lead to malfunction of the
product.

Store the product in a ventilated place protected from light.
Store in sealed packs at temperatures between 6 °C and 28 °C
Keep out of direct sunlight and protect from moisture.

Do not freeze.

Do not use after expiration date:

Shelf life - 2 yeas

Humidity can adversely affect the properties of the material.
For un-sealed syringes, the following is recommended:

Store in a dry environment (< 80% relative humidity);

Use within 3 months.

10 Transportation.
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 6 °C and 28 °C and relative humidity < 80%.

11 Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

12 Condition of use
Use at: +10 - +45. The devices are not subject to repair. No special maintenance is required.

13 Disposal
Disposal in accordance with the local regulations and the policies and procedures of your
medical facility.

14 Manufacturer’s warranties

The manufacturer is not responsible and shall not indemnify for any possible damage or
accidents caused hy:

. Use of components unrelated to the produet which can affect normal operation.

. Noncompliance with following the instructions for use.

The user is responsible for testing of materials for fitness and use for any purpose not expressly
specified in the instructions!

For product quality issues, please contact the Authorized Manufacturer’s Representative.

15 Authorized Representative
Dentsply RU EEC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.
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NHCTPYKLUMA NO NPUMEHEHUIO

TonbKo ana npumMeHeHnda B CToMmaTOoN0rnn
CToMaTo/IorM4yeckunini matepuman ceram.x one dentin & enamel
NPOn3BOACTBA KOMMAHMWM

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192

OnwucaHne

N306paxkeHnsa nsgenus

lMokasaHus

lMpoTrBONOKasaHuA

MpepynpexaeHuns

Mo6oyHbIe 3 DeKTbI

Mowarosas MHCTPYKLUA

OuncTka n fe3nHpekuns

YCcnoBus v CPOK XpaHeHUs, CPOK FOLHOCTM
0 Y cnosusa TpaHCNOPTUPOBKM.

n TpeboBaHMA NO 3aLLUTE OKPYXKaKOLLEen cpesbl
12 Ycnosua akcnayatauum

13 YTtunnumsauusa

14 [MapaHTUM NpounssBoauTens

15 YNONHOMOYEHHbIN NpeAcTaBUTENb.

= ©oo N U WDN R
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[ OnwucaHune

11 HawnmeHoBaHue
CTomaTonornyecknin matepuan ceram.x one dentin & enamel.

12 VHdopmaumsa o NnponsBoanTesie MeAULIMHCKOTO N3aenns

«DENTSPLY DeTrey GmbH», l'epmaHua

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

1.3 Agfpeca npoussoacTBa MeAULUHCKOIo n3gennsa

«DENTSPLY DeTrey GmbH», M'epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

14 Ha3HayeHuUe
PecTaBpauumn nepefHnXx n 60KOBbIX 3y60B.

15 OnucaHue

Martepunan cCTOMaTONI0rMYECKNA ceram.x one - 3TO CBETOOTBePXKaeMbliA, PEHTreHOKOHTPACTHbI
pecTaBpaLMOHHbIA MaTepuan ANnd nepegHUX U 60KOBbIX 3y60B. PecTaBpaLMOHHbIN maTepuan
ceram.Xx one coyeTaeT B Ccebe HAHOTEXHONOrUM C  YNYYLIEHHbIMWA  OPraHUYecKm
MOAUPULMPOBAHHBIMU Kepammyeckumu yactuuamm, ABNAACD, Taknum 06pasom,
HaHOKepamMn4yeCcKMM pecTaBpaLMOHHbIM MaTepuanom C YHUKa/ibHbIMW CBOMCTBaMW: ob6nagaet
NErkoAOCTMXKUMOW  HaTypasibHOW  3CTETUKOMW,  OT/IMYaeTC  3HAYMTENbHO  CHVDKEHHbIM
BblZe/leHNemM MOHOMEPOB M NPEBOCXOAHbIMU pabouynMmn xapakTepucTukamu.

PecTaBpauWOHHbIA MaTepuas ceram.X one MMeeT [Be CUCTeMbl OTTEHKOB B O4HOM MPOAYKTE,
COOTBETCTBYS  pa3/IMYHbIM  KIMHUYECKMM W 3CTeTUYecKMM TpeboBaHuam. Matepuan
cTomMaTtoniormyecknii ceram.x one dentin & enamel - cuctema ABOMHOW NPO3PAUHOCTM
BK/IOYAET 4 OTTeHKa C YPOBHEM MPO3PayYHOCTM €CTECTBEHHOrO [JeHTUHA U TPpX OTTEHKa amanu,
UMUTUPYIOLLUX €eCTeCTBEHHYIK 3Manb. [u3ailH 3TUX OTTEHKOB Obll ONTUMU3UPOBAH [ANA
NoMyyYeHUs BbICOKO3CTETUYHbLIX pecTaBpauuii C MPUMEHEHMEM MUHUMANbHOTO KONn4YecTBa
OTTEHKOB.

1.6 ®opmbl NocTaBKuU
Martepuan cToOMaToN0rMyYecKunii ceram.x one AeHTUH 1 amanb (dentin & enamel) noctaenseTcs B
wnpuuax no 3 r pasannyHbix oTTeHKos: dl, d2, d3, d4, el, e2, e3.

1.7 CocTaB 1 Marepuarnbl

/,7./ MaTepuan cToMaTONOIMYECKNIA ceraT.x one AeHTUH 1 amanb (dentin & enamel)
MonucmnokcaH MOAN(NLMPOBaHHbIN MeTakpunatamu (opraHnyeckm
MOANGULMPOBAHHAA KepaMUKa);

OTOKCUNNPOBaHHbIN 6ucheHon-A-guMmeTakpunar,

LOopekaHgmnon aumetakpunat (DDDMA);

EGAMA-ATMPO po6aBka;

Bytunrugpokcu Tonyon (BHT);

KaM(opOoX1HOH;

atungmmeTmnammnHobeHsoat (DMABE);

2-TNAPOKCNBEH3NH-1,4-AnKapOOKCUI0Bas KUCNOTbl AN3TUAOBLIA adup (JTIOMUAIOKC);
2-TNAPOKCU-4-MEeTOKCUOEH3O(PEHOH;

BbiCOKOAMCMNEPCHbIV HANONHUTENb ABYOKUCb KPEMHUS;
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Bapuin-antoMUHNR-60pCNNNKATHOE CTEKNO;

®Top copepxawimnin bapuin-antoMMHNR-60PCUNNKATHOE CTEKNO;
Aunokcng TutaHa,

Xenesa okcug YepHbIii;

YKenesa oKcup XenTblid;

XKenesa oKcmf KpacHbIu.

1.7.2 MaTepuansl wnpuua:

KomMnoHeHT Martepuan
LIMnnMHAP, MaHXeT, MopLUeHb, KpblILKa nonunponuaeH
BuHt nonnbyTtuneH tepgpranar

18  ®du3smyeckme CBONCTBA Martepuasia CTOMATONOrMYeCKOro ceram.x one AeHTUH W
amanb (dentin & enamel)

1.8.1 Bwu3yanbHble XapakKTepucTUuKu:
FomoreHHas nacta 6e3 npumecei.

1.8.2 TekyyecTb:

MaTtepuan OTTEHKM TekyuecTb
ceram.x one AeHTUH dl,d2, d3, d4 13-19 mm
ceram.x one amMasb el, e2, e3 16 - 19 mm

1.8.3 Bpemsa nonnmepusauuun u TonwmHa saTeepgesanus (no 1ISO 4049:2009):

Matepuan OTTeHKM Bpems nonnmepunsanmu TonwunHa
|\/|OLLI,HOCT§ >500 |\/|OLL|,HOCT2I:> >800 3arBepaeBaHuAa
mBatTt/cm mBaTT/CM

ceram.x one dl,d2,d3,d4 40c 30¢c He meHee 2 Mm

[LeHTUH

ceram.x one el.e2.e3 Oc FOc He meHee 2 MM

aManb

1.8.4 YyBCTBUTENbHOCTb K ecTecTBeHHOMY cBeTY (no I1SO 4049:2009):
Bbligepxusaer 06/yyeHWe eCTECTBEHHbIM CBETOM, HE MOKa3blBas MNpexaeBpemMeHHOM
nonnmMepusaumu, B TedeHne He MeHee 100 cek (419 BCEX OTTEHKOB).

1.85 CTeneHb npo3pavyHocTH (ONAKOBOCTb)

Matepunan OTTeHKu CteneHb npo3payvyHocTu, %*
ceram.x one AeHTUH dl 62 £2
d2 55 %2
d3 50 +2
d4 45 £2
ceram.x one amasb el 24+ 15
e2 22+ 15
e3 20+ 15
18.6 OCHOBHbIE TeXHWUYECKMe XapaKTepUCTUKN NONMMEPU3OBAHHOTO MaTepuana
XapakTepnUCcTUKm EonHuubl 3HayeHue
lMpoyHOCTL Ha CXKaTtue MTMa 320
Mpegen TekyyecTtu Ma 130
Mpefen NPoOYHOCTU Ha n3rné MMa rno
/nognucaHo/ DENTSPLY DeTrey GmbH

De-Trey-Strasse 1
D-78467 KoHcTaHL,
@ 000 LMPMY [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU






BocnaseHns. Ecnn npowvsowen cnyyaiHblli KOHTaKT, yganuTe MaTepuan BaTtoi. [pomoliTte
CMM3NCTYH CTpyeil BOAbl B AOCTaTOYHOM KONMMYECTBe, yAanss NPOMbIBHble BOAbl M3 MOMOCTM
pTa. Ecnm BocnaneHue CAU3MCTOA 060M104KM MOMOCTM pTa COXpaHseTcsd, obpaTuTech 3a
MeLWNLMHCKOR MOMOLLbHO.
Mepbl NPeAoCTOPOXXHOCTH
STOT NPOAYKT MpeAHasHayeH ANd WCMOMb30BaHWA B CTPOrOM COOTBETCTBUM C MIHCTpPYyKuMeln K
NPUMeHeHWt0. Vcnonb3oBaHWe AaHHOrO MNPOAYKTa N06bIM CNOCO60M, He COOTBETCTBYHOLLUM
yKazaHHOMY B WHCTpPYyKUWW, SBAAETCA JINYHBIM  pPElleHUeM  MNPaKTUKYHOLWEro Bpaya,
OTBETE FBEHHOCTb 3a KOTOPOE HeceT UCK/IHUYNTENLHO OH CaMm.
* Mcnonb3yinTe COOTBETCTBYHOLME Mepbl 3aWMUTbl AN CTOMAaTONOrMYeCKOro nepcoHana U
nauMeHToB, TakMe Kak 3alMTHble O4YKM M Kopdepaam COrnacHO PeKOMeHAauusM MeCTHOW
CTOMaTOI0rMYeCcKO accoumaLnu.
» KOHTaKT CO C/OHOM, KPOBbIO M XUAKOCTbIO AeCHEBO 60OPO3AKM BO BPEMA NMPUMEHEHNSA MOXET
cTaTb  MPUYUHON HeyAayHoM pecTaBpauun. [ns  obecrneyeHMs afeKBATHOW M301ALMM
PEKOMeHAYyeTCa UCMonb3oBaHMe Koddepaama.
o Inq npegynpexaeHus 3arpssHeHns Hocuka (iakoHa 6pbidraMy uayM Kanasamu 6uonornyecknx
XNAKOCTER UK mMaTepuanom ¢ HeobpaboTaHHbIX PYK, HeobxoguMmo npu pabote vy
CTOMATO/IONMYECKON YCTAHOBKM 6paTb YCTPOWCTBO TOMbKO pyKaMu B YUCTbIX/CTEPU/IbHbIX
nepyaTkax.
¢ 11710THO 3aKpblBaiTe WNPULLI Cpasy NOC/ae UCNONb30BaHUS.
Ana  npefynpexpaeHns 3arpAsHeHUs WNpUuUeB 6pbisramn  WAM  Kanasmu  GMON0ornyYeckmx
XNAKOCTEN 1K maTepuanom ¢ HeobpabOTaHHbIX  PyK, HeobxoaMmo npu pabote 'y
CTOMATO/IONMYEeCKON YCTAaHOBKM 0OpaTb LIMPULEB TONbKO PyKamu B YUCTbIX/CTEPUNbHBIX
rrepyatkax. B cnyyae 3ar'psisHeHus wnpuu, cnegyeT BbIOPOCUTD.
B3anmogeicteume

He ucno]re3yiire matepmarrbl. COfepkaline 3BreHon WM nepekucb BOLOPOAA, B COYETAHUU C
AaHHbIM NPOAYKTOM, MOCKOMbKY OHM MOFYT MpensTCTBOBaTbL 3aTBepAEBaHUI0 NPOAYKTa.
- Ecnn matepuan XpaHUTCS B XONOAWAbHUKE, Nepes MPUMEHeHWem cnegyet NpefycMoTpeTb
BpeMms, OCTaTOYHOE ANS ero Harpesa 40 KOMHATHON TemnepaTtypbl.

6 T[10o604YHbIe 3hheKThI
» KorrrakT c rnasamu: PasgpaxeHune, BO3MOXXHO NMOBPEXAEHNE POrOBULbI.
e KOrrtakt ¢ Koxei: PasgpaxeHne, BO3MOXHa annepruyeckas peakyms. BO3MOXHO
NOsSIBNEHNE Ha KOXKe CbIMW KPacHOro LBeTa.
e Korrrakr co CNN3NCTOW 060104KOIA: BOCnaneHue (cmoTpuTe pasgen
« 1 lpegocTtepexeHnsa>>),

7 [MowarwBasa NHCTPYKLUNA

7.1 Mopbop uBeTa

PectaBpauporrrrerit matepuan ceram.x one Dentin & Enamel vmeeT 4 AeHTUHOBbLIX OTTEHKa
HU3KOI rrpo3pavyHocTi (dl-d4) n 3 amaneBbiX OTTEHKa BbICOKOIN npospadHocTn (el, e2, e3).
Vicnonb3ys parrrrere  OTTEHKW, Bbl MOXETE c037aTb /060 OTTEHOK Mo wWkKane VITA.
PecTaBparruowrerii matepuan ceram.x one Dentin & Enamel 0cO6eHITO rroAXoanT AN cuTyauui,
rae KpaviHe BaXKrra acTeTuKa.

UT0 KacaeTtcs Bbr6opa OTTEeHKa, BO3MOXHO 2 BapuaHTa. Bbl MOXeTe MCNo/b30BaTh:

e Knaccuyeckyto WwkKany oTTeHkoB VITAPAN 2 B KOMOGMHauMmM C OTTEHOYHOWM
naeHTUPMKauMoHHon Haknelikon (iShade label). C npunaraemoit iShade label Bbl
MOXeTe Bbl6paTb COOTBETCTBYHOLWMWI OTTEHOK (-KM) pecTaBpauMOHHOro MmaTepuana
ceram.x one Dentin & Enamel, KoTopblii 6yAeT COOTBETCTBOBaTL OTTEHKY VITA.
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« O6pasubl OTTEHKOB Ceram.X one, W3rOTOB/MEHHbIE HEMOCPEACTBEHHO W3 Camoro
MaTepumana.

7.77 BblbOop 0OTTEHKA C MPUMMEHEHWEM KNAaCCMYeCKON wkanbl OTTeHKoB VITAPAN u
iSltade label
1 Hakneiite npunaraemyto  iShade label Ha 060poTHYKO  CTOPOHY
Knaccu4yeckon wkanbl oTTeHKoB VITAPAN.

2. BblbepuTe OTTeHOK OyayLleil pecTaBpauuy COrnacHO KnacCUYeCKOM Likane
VITAPAN.

3. BbibepuTte COOTBETCTBYHOLWMWIA OTTEHOK Ceram.X One B COOTBETCTBMM C
Komb6uHaumel, npegnaraemoii iShade label.

4. PecTaBpaLMOHHbIi MaTepuan ceram.x one Dentin & Enamel. Kaxpgbiii
OTTEHOK no wkane VITA cooTBeTCTBYeT KOMOMHALUN OAHOIO AEHTUHOBOIO
OTTEHKa M OAHOr0 3ManeBoro OTTeHKa.

Knaccuyeckas pacusetkaVITAPAN

Al A2 A3 A35 A4 Bl B2 B3 B4 ClI C2 C3 C4 D2 D3 D4

cerart.x one dl d2  d3 d3 d4 dl d2 d3 d3 d2 d3 d3 d4 d2 d3 d3
OTTEHOK fiIeHTUHA

ceraTt.x one g2 2 2 e3 e3 el el e3 e3 2 el e2 2 e2 2 el
OTTEHOK amall

7.7.2 BblbOp OTTEHKA C MPUMEHEHNEM LIKaNbl OT TEHKOB CeraT.x one.
[na Bbibopa uBeTa 3yba Bbl MOXETe MWCMOMAb30BaTb MNpuUiaraeMble LWKanbl OTTEHKOB A/1A
pecTaBpaLMOHHOro MaTepuana cerat.x one Dentin & Enamel.

WN36eraiite 3arpsa3HeHnsa WKanbl OTTEHKOB (LBETOBOWA LUKasbl).
Ona npefynpexieHus 3arpAa3HeHUs LWKanbl OTTEHKOB 6pbl3raMum WM Kanjisamu
O6MONOrNYECKNX XUAKOCTER MAM maTepuanom ¢ HeobpaboTaHHbIX PyK Heo6XoAuMO
BHE CTOMAaTO/IONMYECKON YCTAaHOBKM 6paTb LWKany OTreHKOB TOJIbKO pyKamu B
UNCTbIX/CTEPUNbHBIX  MepyaTkax. [nsa onpegeneHus UBeTa 3yba [JOCTaHbTe
Heo6XoAMMbI OTTEHOK W3 aepxaTtens. Bcerpga obpabartbiBaliTe LBETOBbIE aHANOrM,
npexge Yem MOMECTUTb UX 06PaTHO B AiepXKaTeNb.
1 BblbepuTe [eHTUHOBbIA OTTEHOK, MaKCHManbHO COOTBETCTBYIOLWIWWA LUBETY YBNaXHEHHOIO
OEHTWHA, BUAMMOrO B NOMOCTU, UKW NoMaranTech Ha NpuLLeeYHy0 06nacTb 3y6a.

2. BblbepnTe amaneBblii OTTEHOK, MakCMMaibHO COOTBETCTBYHOLWMI LBeTy 3yba. MonarainTecb
Ha peXyLnii Kpai, OKK/H03MOHHY UKW anpoKCcUManbHyt0 06nacTh 3yba.

7.1.3 CoBeTbl N0 BbIGOPY OT TEHKA
OumncTuTe NOBEPXHOCTb 3yba NPOPUIAKTUYECKOA MNacTon AN yAaneHusa Hanéta wuam
MOBEPXHOCTHbIX KpacuTeneil.

Bbi6upaiTe OTTEHOK MpY YBNAXHEHHbIX 3ybax.

Mpn paboTe C pecTaBpauMOHHbIM MaTepuanoMm ceraTt.x one Dentin & Enamel
PEKOMEHAYETCA WCMOo/b30BaTb 60/1ee TEMHbIA [EHTUHOBbLIA OTTEHOK MO CPaBHEHWUIO C
M3HavyanbHO onpedenéHHbiM. HaHOCMMbIA  BMOCNEACTBUM  3ManeBblii  cnoin  OypeT
OCBET/IATb KOHEeYHbI ONTUYECKNIA pe3ynbTar.
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7.2 TlpenapunpoBaHue NosocTun
1L OuunctnTe MNOBEpXHOCTb 3y6a NpodmnakTUYeCKOM nacToi, He copepkawei (hTopuaos
(Hanpumep, npotmnakTuyeckoin nactoit Nupro (Dentsply Professional, CLLUA)).

2. OTnpenapupyiTe nonocTb (3a WCKAKOYEHMEM OTAENbHbIX CAyyaeB, Hanpumep,
nopaXeHne B NPpULLIEEYHON 06nacTK).

3. Mcnonb3yiiTe COOTBETCTBYIOLLYIO M30MALMI0, TaKyl Kak pab6epaam.

4. TpomoiiTe NOBEPXHOCTb BOAAHOW CTPYEM U aKKypaTHO yAanuTe M3NULIKU BOfbl. He
nepecyLnTe TKaHu 3y6a.

7.3 YcTaHoBKa Matpuubl 1 packnmHmeaHune (Pectaspaumun Knacca Il)

1 YcTtaHoBuTe MmaTpuuy (Hanpumep, MaTpuyHyk cuctemy AutoMalrix wnm Palodent Plus,
(Dentsply Caulk, CLUA) n knun. KonTypupoBaHue MeTanM4ecKon mMaTpuubl YAYULLINT KOHTaKT
N KOHTYp anpoKCUManbHOW MOBEPXHOCTU. PeKkoMeHAyeTcs npeABapuTe/bHOe packK/VHWBaHWE
nnn yctaHoBka Konbua BiTine (Dentsply Caulk, CLUA).

7.4 3awwmTa Nynbnbl, 06paboTkKa 3yba/vpcaBaputenbHas 06paboTka AeHTUHaA, HaHeCeHne
agresmBa.

O6paTutecb K  pekOMeHjauusMm  NpoM3BOAWTENs  afgresvsa NoO  3awWute  Mynbmbl,

KOHAMLMOHUPOBAHUIO 3y6a w/vnn HaHeceHWto aaresvBa. Kak TOMbKO MOBEPXHOCTW 6binn

npaBuibHO 06paboTaHbl, OHW He [O/MKHbI NOABepraTbCA 3arps3HeHuto. HesameanuTenbHO

nepexoAnTe K BHECEHMIO MaTepuana.

7.5 BHeceHue
BHocuTe MaTepuan nopuuamu cpasy nocse HaHeceHus agresmsa. Martepuwan nonvmepusyetcs
nopuMaMN TONLLMHOW A0 2 MM.

M36eraliTe 3arpsi3HEHNA LUNPULEB.

w [ns npeaynpexaeHuns 3arpsisHeHns Wnpuues 6pbisraMm Uan Kanasamy 61Monornyeckmx
XWUAKOCTEel wAM matepuanoM ¢ HeobpaboTaHHbIX PyK, HeEo6xoaumo npu pabote y
CroMaTo/NOrMyeckoin  yCTaHOBKM  6paTb  YCTPOWCTBO  TONbKO  pykamum B
YNCTbIX/CTEPUIbHBIX MepyaTKax.

1. CHMMUTe KO/nayok.

2. MeAneHHO MOBEPHWTE PYKOATKY LIMpMLA MO 4acoBOW CTPeNke W  BblAaBUTE
Heo6X0AMMOe KONMYeCTBO MaTepuana Ha naneTky Ans CMeluBaHus.

3. HanpaBnss KOHUYMK LUNpULA BBEPX, NMOBEPHUTE PYKOSTKY NMPOTUB YacoBOI CTPENKW ANS
MpeAoTBpalleHNs BblAaBNBaHNS MaTepuana.

4. |(e3amMmeAnnUTENbHO 3aKPOWiTe LUNPUL, KONMAYKOM.

5. 3awuuiainTe pecTaBpaLMOHHbI MaTepuan Ha naneTke Ans CMeLIMBaHMS OT CBETa.

7.6 BHeceHMe pecTaBpaLMOHHOIo MaTepuana ceraw.x one Dentin & Enamel
BoccTtaHoBMTe 3y6 B COOTBETCTBUM C €r0 aHATOMMUYECKOW CTPYKTypoir. Obpatute BHUMaHWe Ha
TO. YTO B 3aBMCMMOCTW OT TOJ/ILLMHbI 3MaNeBOr0 W LEHTUHHOrO CNOEB ONTUYECKUW pe3ynbTaT
MOXET OTInYaThCs OT BbIOpPaHHOro oTTeHKa VITA.

1 BOCCTaHOBUTE IEHTUH BbI6PAHHbLIM JEHTUHOBLIM OTTEHKOM (TOMLLMHA MOPLUMUA < 2 MM).

2. TMonumepunsyiiTe KaXAykt NOPUMIO AeHTUHaA B COOTBETCTBUWM C Tabnuuein, ULpuBeAEHHON
HKe [OTBepXaeHME].

3. BoccTaHOBMTE C/oii aMany BbiGpaHHbIM 3ManeBbiM OTTEHKOM (TO/LLMHA NOPLUUK < 2 MM).
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4. TlonumepusyiTe Kaxayl NOpLUIO 3Manu B COOTBETCTBUM C Tabnuuen, NpuBeLEHHON HUXe
[OTBepxAaeHMe].

7.7 OTBepxjeHue
OTBepauTe CBETOM KaXKAbli y4yacTOK MOBEPXHOCTU MAOM6bI C MOMOLWbIO HEeo6Xo4Mmoro
YCTPOWCTBA A1  OTBEPXAEHUS  BUAWMBIM  CBETOM3NY4YEHMEM, MNpeAHa3HAYEHHOro  And
OTBEPXAEHWA MaTepuanos, CcofepXawux wuHuumatop KampopoxuHoH (CQ), TO ecTb
CMEeKTpa/bHbIA BbiNyeK, cogepxalinii 470 HM. MWHMManbHas MOLLHOCTb CBETOBOrO MOTOKaA
o JOMKHa 6bITb 500 mBatT/cM”, Bpemsa nonnmepmsaumn 4Na KaXX4oro oTTeHKa yKasaHo B Tabnuue,
0 npuBeLEHHON HMXKe. O6paTUTECh K peKOMeHZaunam npou3soauTens hotononmmepusaropa ais
YTOYHEHUSA COBMECTUMOCTU M PeKOMeHaLmnin no nofmMmMmepusaLum.

Bpems nonumepusauum gns NopLmn TONLWNHOW 2 MM:
MolHocTb >500 >800
mBatT/cM2 MBartt/cm2

LeHTnHOBbIe 0TTeHKN ceram.Xx one (dl-d4) 40 c 30c

AManesble OTTeHKK ceram.x one (el-e3) Oc Oc

7.8 ®uHuwHaa obpaboTKa n nonposaHme
1 TlpoBeauTe KOHTYpPMPOBAHME pecTaBpauuu, UCNONb3ys (UHULHBLIE 6Opbl WX anvasHble
60pbl.

2. Wcnonbsyiite cuctemy Enhanee (Dentsply Caulk, CLLUA) ans AononAHUTENbHON (MHWLLHON
06paboTKu.

3. Tepepq 3aTanom nonvMpoBaHust yb6eamTecb B TOM, YTO MOBEPXHOCTb rnagkas v 6e3 fedeKToB.

4. [ns [OCTMXEHMSA XOpoLero 6/iecka pectaBpauun, Mbl PEKOMEHYEM COYEeTaHWe CUCTEM AnA
(PMHMWLLHOW OTAeNKN 1 nonupoBaHns Enhance n PoGo, a Take NpMMeHeHne NoiMpOBOYHbIX
nact Prisma Gloss Regular n Extrafine (Dentsply Caulk, CLUA).

Mpy KOHTYpPUPOBaHMU. (umnmnwoli 06paboTKe WM/MAKM NOAUPOBAHWUM CefyiTe pPeKOMeHAALUAM
MPOU3BOANTENS.

8 Ouuctka u gesnHpekumns
I/I3,qen|/|f-| MNOCTaBNAKTCA HECTEPUbHbIMN. OTKprTbIe mnpuybl € MaTepunanomMm  MOXXHO
ncrnonbL30BaTh NOBTOPHO B TeyeHue 3 mecdues. CTepunnsauma maTtepuana He npegycmMoTpeHa.

9 YcnoBua M CPOK XpaHeHUs, CPOK TOAHOCTH

HeHagnexauwye YyCnoBMs XpaHEHMA COKpalalT CPOK CAyX6bl M MOryT npuBecTM K
MOBPEXAEHWIO U3Lenuns.

XpaHUTb NPOAYKT B XOPOLL0 BEHTUINPYEMOM W 3allULLEeHHOM OT CBETa MecTe.

XpaHuTe B repMeTUYHON ynakoBke npu Temnepatype oT 6 °C go 28 °C.

He gonyckaiiTe nonagaHua Ha MNPOAYKT COMIHEYHOro CBeTa W NpejoxpaHainTe OT nonafaHus
BOJpbl.

11e 3amopaxusaliTe.

He ucnonb3yiite No CTe4eHUN CPoKa roAHOCTH:

Cpok rogHoctn - 2 rofa

BnaxHOCTb MOXET OTpuLaTeNbHO [OB/IMATL HA CBOWCTBA MaTepuana.

[na pacnevataHHbIX LWNPULLEB PEKOMEHAYETCA ClefyloLLee:

XpaHuTe B CyXOM MecTe (OTHOCUTENbHAs BNAXHOCTb < 80%);
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Vcnonb3yiiTe B TeueHMe 3 MeCALEB.

10 YcnoBus TpaHCNOPTUPOBKMU.

N3penus [OMKHBI TPaHCMOPTMPOBATLCA B COOTBETCTBUWM C Npaswunamu, [LeicTBYOWMUMK ANA
KaX4oro Buga TpaHcnopta npu Temnepatype Mexgy 6 °C po 28 °C u OTHOCUTE/NbHOM
BNaxHocTtn <80%.

11 TpeboBaHMA MO 3alWMTe OKpYyXatolen cpelbl
N3genve He OKasbiBaeT HeEraTMBHOrO BO3AEMCTBMA Ha OKpPYXalolyl cpegy B mnpouecce
XNU3HEHHOTO UWKna.

12 YcnoBua skcnnyartayuu
Okcnnyarauymsa; +10 - +45. V3gennsa He nognexxat pemMoHTy. CneumanbHOro TEXHUYECKOro
o6cnyXuBaHua He TpebyeTcs.

13 YTunusauung
YTI/II'II/I3aL|,I/I$'-| npoBoanTCA B COOrBETCrBUKN C MECTHbIM 3aKOHOAATENbLCTBOM W MPOTOKO/1IaMUn
KOHKPETHOI0 MEAULIMHCKOIO y4ypexxaeHnA.

14 TapaHTUX npons3BoAnTENSA
ﬂpOVI3BO,D,VITe!1b He HeceT OTBETCTBEHHOCTb W He BbliNs1la4ynBaeT KOMMEHCaLUK 3a BO3MOXXHbI
yuwep6 unyM HecuaeTHbIe eflyyau, Bbl3BaHHbIE:

. Wcnonb3oBaHvemM  M3aenunid, He NOAXOAAWMX K CUCTEME U KOTOpble  MOTyT
NpPensTCTBOBAaTb HOPMabHON paboTe.
. Heco6nto4eHNeM UHCTPYKLMW MO NPUMEHEHNIO.

OTBETCTBEHHOCTb 3a TeCTUpOBaHWe MaTepuasa Ha ero NPUrogHoCTb W UCNOMb30BaHME ANS
no6oi uenn, ABHO He yKa3aHHOW B MHCTPYKLIUKW, HECET Nofb3oBaTesb!

Mo Bonpocam KayecTBa W3fenus crefyer obpawarbCid K YNOJHOMOYEHHOMY MNpeAcTaBUTEeNIo
npov3BoauTens.

15 YNONMHOMOYEHHbIV NpeAcTaBUTESb.
OO0 «[feHTcnnain  PY», P®, 129090, r.  MockBa, [lpocnekt Mwupa, A4.6.
Ten.: +7 (495) 988-28-08.
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MepeBogunk EropoBa AnvHa AnekceesHa

Mopog Mocksa
[BafuaTb TPeTbero ceHTAOPA ABe ThiCAYM NATHAALATOrO roja.

A, MapTbHOBa HaTannsa AHfjpeeBHAa, BPeMEHHO UcnonHaw waa o6a3aHHOCT U HOT apuyca

ropoga Mockeb AkumoBa neba bBopucosnuya, cBmpgeT enbCTBYW NOAAMHHOCT b NOANUCHK,

cpenaHHoOW nepeBofyukom EropoBoil AnnHoNW AnekceeBHONW BMOEM NPUCYT CTBUN. TMYHOCT b ee

ycT aHoBNneHa.

3aperncTt puposaHo BpeecT pe 3a Ne J
B3bickaHo no Tapudy: 100 py6.

BPWNO HoTapuyca:

MpowHypoBaHO, NPOHYM CKpPenneHo neyaT blo

BPWO HoTapuyca:
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Directions for use

For dental use only
Ceram.x one dentin & enamel dental material

manufactured by

«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192

1 Description

2 Images

3 Indications

4 Contradictions

5 Warnings

6 Adverse events

7 Step-by-step instructions
8 Cleaning and disinfection
9 Storage and shelf life

10 Transportation.

1u Environmental requirements
12 Condition of use

13 Disposal

14 Manufacturer’s warranties
15 Authorized Representative

DENTSPty DETREY GmbH
De-Trey-Strafle 1
D-78467 Konstanz
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Description

1.1 Name
Ceram.X one dentin & enamel dental material with accessories.

1.2 Description

Ceram.x one dental material - is a light-cured, radiopaque restorative material for restoration
of anterior and posterior teeth. Ceram.x one restorative combines Nanotechnology with
improved organically modified Ceramic particles, resulting in a Nano-Ceramic restorative with
unique features: Natural esthetics by simple procedure, extraordinary low monomer release and
superior handling characteristics.

Ceram.x one restorative provides two shading systems in one product to cover different clinical
and esthetic demands.

Ceram.x one dentin & enamel dental material - restorative, the Single Translucency System,
comprises seven shades of intermediate translucency comparable to conventional composites
optimal for fast and easy restorations of anterior and posterior teeth.

1.3 Information about medical device manufacturer/developer
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; -t-49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

1.4 Addresses of medical device manufacturing sites
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

15 Indications
Restorations of anterior and posterior teeth.

1.6 Delivery forms

Ceram.x one dentin & enamel dental material are delivered in 3 g syringes and has different
shades: dl, d2, d3, d4, el, e2, e3.

The material can be delivered separately or as a component of ceram.x one dentin & enamel
Starter Kit with the accessories.

1.7 Composition and materials

/. 7.1 ceram.x one dentin & enamel dental material

Methacrylate modified polysiloxane (organically modified ceramics)

Ethoxylated bisphenol-A-dimethacrylate

Dodecandioldi-methacrylate (DDDMA)

- EGAMA-ATMPO adduct

Camphor quinone

Ethyldimethylamino-benzoate (DMABE)

2,5-Dihydroxybenzene-l,4-dicarboxylic acid diethylester (Lumilux)

2-hydroxy-4-methoxybenzophenone

Highly dispersed silicon dioxide ABYOKNCb KpeMHUSA

Barium-alumo-boro-silicate glass

Titanium dioxide

Black iron oxide

Yellow iron oxide

Red iron oxide. @ ——- DENTSPiy DETREY GmbH
De-Trey-Stra(Je 1
D-78467 Konstanz
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L 7.2 Syringe materials:

Component Material
Barrel, piston seal, plunger, cap Polypropelene
Screw Polybutylene terephthalate

1.7.3 Dentin & Enamel Shade Guide

Component Material
Shade Guide Holder Polybutylenterephthalat PBT Pocan 1505, BASF AG
Shade (fingers) Polycoarbonat Trirex 3022 IR

18 Technical specifications of ceram.x one dentin & enamel

1.8.1 Appearance:
Homogeneous paste without impurities.

1.8.2 Consistency:

Material Shades Consistency
ceram.x one dentin dl,d2, d3,d4 13 - 19 mm
ceram.x one enamel el, e2, e3 16-19 mm

1.8.3 Curing time and Depth ofcure (according 1ISO 4049:2009):

Material Shades Curing time Depth of cure
Power >500 Power >800
mWatt/cm” mWatt/cm”
ceram.x one dl,d2,d3,d4 40s 30s Not less than 2 mm
dentin
ceram.x one el, e2,e3 10s 10s Not less than 2 mm
enamel

1.8.4 Sensitivity to Ambient Light (according to ISO 4049:2009):
Withstand irradiation with ambient light, showing no pre- polymerization for at least 100
seconds (for all shades).

1.8.5 Opacity:
Material Shades Opacity, %
ceram.x one dentin dl 62 +2

d2 55 +2

d3 50 £2

d4 45 +2
ceram.x one enamel el 24 + 15

e2 22+ 15

e3 20+ 15

1.8.6 Main technicalproperties ofthe polymerized material.

Parameter Units Value
Compressive strength MPa 320
Yield strength MPa 130
Flexural strength MPa 110
Flexural modulus GPa 8,5
Shrinkage (Archimedes; v) % 2,3
Radiopacity mm Al 2

DENTSPLy DeTREY GmbH
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2 Images

Ceram.x one dentin & enamel dental material in 3 g syringes of different shades: el, e2, e3, dl,
d2, d3, d4 (from left to right).

Indications

Ceram.x one dentin & enamel dental material is designed for restoration of anterior and posterior
teeth.

Products should be used only by cjualified medical personnel in clinical institutions.

4 Contradictions

Patients who have a history of allergic reaction to acrylate or methacrylate plastics or any of the
other material components.

5 Warnings
Safety notes

Be aware of the following general safety notes and the special safety notes in other chapters of
these Instructions for Use.
Safety alert symbol

E * This is the safety alert symbol. It is used to alert you to potential personal injury

hazards.
* Obey all safety messages that follow this symbol to avoid possible injury.

Warnings

The material ceram.x one contains polymerizable methacrylate monomers which may be
irritating to skin, eyes and oral mucosa and may cause allergic contact dermatitis in susceptible
persons. The material is acid agent and can cause thermal injury.

« Avoid eye contact to prevent irritation and possible comeal damage. In case of contact with
eyes, rinse with plenty of water and seek medical attention.

* Avoid skin contact to prevent irritation and possible allergic response. In case of contact,
reddish rashes may be seen on the skin. If contact with skin occurs, remove material with cotton
and alcohol and wash thoroughly with soap and water. In case of skin sensitization or rash,
discontinue use and seek medical attention.

* Avoid contact with oral soft tissues/mucosa to prevent inflammation. If accidental contact
occurs, remove material from the tissues. Flush mucosa with plenty of water and
expectorate/evacuate the water. If inflammation of mucosa persists, seek medical attention.
Precautions:

This product is intended to be used only as specifically outlined in these Instructions for Use.
Any use of this product inconsistent with these Instructions for Use is at the discretion and sole
responsibility of the dental practitioner.

» Use protective measures for the dental personnel and patients such as glasses and rubber dam in
accordance with recommendations of your local dental association.

e Contact with saliva, blood and sulcus fluid during application may cause failure of the
restoration. It is recommended to use adequate isolation such as rubber dam.

» To prevent a bottle tip from exposure to spatter or spray of body fluids or contaminated hands it

is mandatory that the devices are handled offside the dental unit with clean/disinfected gloves.

 Tightly close the syringe immediately after use.
To prevent a syringe from exposure by splashes and drops of biological fluids or material from
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untreated hands it is necessary to take syringe only with hands in clean/sterile gloves. In case of
exposure dispose a syringe.

Interactions:

- Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with this
dental material since they may cause softening of polymer components and/or interfere with
hardening of the product.

- If it is refrigerated, allow material to reach room temperature prior to use.

% 6 Adverse events

* Eye contact: Irritation and possible corneal damage.

»  Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.

» Contact with mucous membranes: Inflammation (see Warnings).

7 Step-by-step instructions

7.1  Shade selection
ceram.x one Dentin & Enamel restorative offers four dentin shades of low translucency (dl-d4)
and three enamel shades of high translucency (el-e3). With these shades you may copy every
VITA shade, ceram.x one Dentin & Enamel restorative is especially suitable for esthetically
demanding situations.

Concerning shade selection procedure there are two possibilities. You can use:

e The VITAPAN 2 classical shade guide together with the shade identification label
(iShade label). With the enclosed iShade label you may select the suitable ceram.x one
Dentin & Enamel shade(s) corresponding to the VITA shade range.

* The ceram.x one shade tabs which are made from original ceram. x one restorative
material.

7.1.1 Shade selection with VITAPAN classical shade guide and iShade label
1. Fix the delivered iShade label at the rear side of the VITAPAN classical
shade guide.

2. Select the VITAPAN classieal shade to be matched.

3. Select the corresponding ceram.x one shade according to the recipe on the
iShade label.

4. eeram.x one Dentin & Enamel restorative. Each VITA shade is reproduced
by a combination of one dentin shade and one enamel shade.

VITAPAN Classical Shade
Al A2 A3 A35 A4 BL B2 B3 B4 Cl C2 C3 C4 D2 D3 D4

ceram.x one dl d2 d3 d3 d4 dl d2 d3 d3 d2 d3 d3 d4 d2 d3 3
Dentin shade

ceram.x one 82 e2 e e3 e3 el el e3 e e el e e e e el
Enamel shade
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7.1.2 Shade selection with delivered ceram.x one shade tabs.
To select the tooth color you may use the delivered shade guides for ceram. x one Dentin &
Enamel restorative.

m Avoid contamination of the shade guide.
To prevent the shade guide from exposure to spatter or spray of body fluids or

contaminated hands it is manda- tory that the shade guide is handled offside the dental
unit with clean/disinfected gloves. For shade selection, remove individual tabs from
shade guide holder. Always make sure individual tabs are completely reprocessed
before placing back into shade guide.

1. Select the dentin shade most closely matching the color of the moist dentin visible in the
cavity or consider the cervical region of the tooth.

2. Select the enamel shade most closely matching the color of the tooth. Consider the incisal,
occlusal or proximal region of the tooth.

7.J.J Shade selection hints
Clean the tooth surface with prophylaxis paste to remove plaque or surface stain.

Select the shade while teeth are hydrated.

When working with ceram.x one Dentin & Enamel restorative you should select a
slightly darker rather than a lighter dentin shade. The succeeding enamel layer tends to
lighten the optical result.

7.2  Cavity preparation
1. Clean the tooth surface with a fluoride free prophylaxis paste (e.g. Nupro prophylaxis
paste (Dentsply Professional, USA)).

2. Prepare cavity (unless not necessary, e.g. cervical lesion).
3. Use adequate isolation such as rubber dam.

4. Rinse surface with water spray and carefully remove rinsing water. Do not desiccate the
tooth structure.

7.3 Matrix placement and wedging (Class 1l restorations)

1. Place a matrix (e.g. AutoMatrix or Palodent Plus matrix system (Dentsply Caulk, USA)) and
wedge. Burnishing of the matrix band will improve contact and contour. Pre-wedging or BiTine
ring (Dentsply Caulk, USA) placement is recommended.

7.4  Pulp protection, tooth conditioning/dentin pre-treatment, adhesive application.

Refer to adhesive manufacturer’s Instructions for Use for pulp protec- tion, tooth conditioning
and/or adhesive application. Once the sur- faces have been properly treated, they must be kept
uncontaminated. Proceed immediately to placement of the material.
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7.5 Application
Apply material in increments immediately after the application of the adhesive. The material is
designed to be cured in increments up to a 2 mm depth/thickness.

Avoid contamination of the syringe.

To prevent the syringe from exposure to spatter or spray of body fluids or contaminated

hands it is mandatory that the syringe is handled offside the dental unit with

clean/disinfected gloves.
1 Remove the cap.

2. Turn the handle of the syringe slowly in a clockwise direction and dispense the necessary
amount of the material onto a mixing pad.

3. Point the front tip of the syringe upwards and turn the handle anti- clockwise to prevent
oozing of the material.

4. Immediately close the syringe with the cap.

5. Protect the restorative material on the mixing pad against light.
7.6  Applying ceram.x one Dentin & Enamel restorative
Rebuild the tooth with respect to its anatomical structure. Consider that depending on the

thickness of the enamel and dentin layers, the optical result may vary from the selected VITA
shade.

1. Rebuild the dentin with the selected dentin shade (thickness of in- crement <2 mm).

2. Cure each increment of dentin according to the table below [Light-curing].

3. Rebuild the enamel layer with the selected enamel shade (thickness of increment < 2 mm).

4. Cure each increment of enamel according to the table below [Light-curing].

7.7 Light-curing

Light-cure each area of the restoration surface with a suitable curing light designed to cure
materials containing camphorquinone (CQ) initiator, i.e. spectral output containing 470 nm.
Minimum light output must be at least 500 mW/cm2, exposure time according to the shade as

listed in the table below. Refer to curing light manufacturer’s Instructions for Use for
compatibility and curing recommendations.

Curing time for 2 mm increments:
Output >500 >800
mW/cm”  mW/cm”

ceram.x one Dentin shades (dI-d4) 40 sec 30 sec

ceram.x one Enamel shades (el-e3) 10 sec 10 sec

7.8 Finishing and polishing
1. Contour the restoration using finishing burs or diamonds.

2. Use Enhance finishing devices (Dentsply Caulk, USA) for additional finishing.
3. Prior to polishing, check that surface is smooth and free of defects.
4

For achieving a very high luster of the restoration, we recommend Enhance and PoGo,
finishing and polishing instruments. Prisma Gloss Regular and Extrafine polishing paste
(Dentsply Caulk, USA).

For contouring, finishing, and/or polishing, follow the manufacturer’s Instructions for Use.
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8 Cleaning and disinfection
The products are supplied non-sterile. Use un-sealed syringes within 3 months. Sterilization is
not acceptable.

9 Storage and shelf life

Inadequate storage conditions may shorten the shelf life and may lead to malfunction of the
product.

Store the product in a ventilated place protected from light.
Store in sealed packs at temperatures between 6 °C and 28 °C
Keep out of direct sunlight and protect from moisture.

Do not freeze.

Do not use after expiration date:

Shelflife -2 yeas

Humidity can adversely affect the properties of the material.
For un-sealed syringes, the following is recommended:

Store in a dry environment (< 80% relative humidity);

Use within 3 months.

10 Transportation.
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 6 °C and 28 °C and relative humidity < 80%.

11 Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

12 Condition of use
Use at: +10 - +45. The devices are not subject to repair. No special maintenance is required.

13 Disposal
Disposal in accordance with the local regulations and the policies and procedures of your
medical facility.

14 Manufacturer’s warranties

The manufacturer is not responsible and shall not indemnify for any possible damage or
accidents caused by:

. Use of components unrelated to the product which can affect normal operation.

. Noncompliance with following the instructions for use.

The user is responsible for testing of materials for fitness and use for any purpose not expressly
specified in the instructions!

For product quality issues, please contact the Authorized Manufacturer’s Representative.

15 Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.
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NHCTPpYKUMA NO NpUMeHeHUO
TONbKO ANA NPUMEHEHNS B CTOMaTONOrUM
CTomMaTo/n0rMyecKnin matepman ceram.x one universal
NpPon3BOACTBa KOMMNaHUK

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192

1 OnwucaHue

2 N306paxkeHns nsgenua

3 Moka3saHus

4 [MpoTMBONOKa3aHMA

5 MpepynpexaeHuns

6 Mo60ouHbIe 3(PdeKThI

7 MowaroBas MHCTPYKLUA

8 OumncTKa 1 gesnHgpekuns

9 YC/noBusA 1 CPOK XpaHeHus, CPOK rogHoCTU
10 Ycnosusa TPaHCMOPTUPOBKN.

n "pe6oBaHMA MO 3alLNTe OKPYXatoLLei cpespl
12 Ycnosua akcnayarauum

13 Ytnnnsaumsa

14 ["apaHTUK NponssoguTens

15 Y NONHOMOYEHHbIN NpPeLCTaBUTENb.
/nognucaHo/ DENTSPLY DeTrey GmbH
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1 OnucaHwune

11 HawumeHoBaHue
CTomartonornyeckuii matepman ceram.x one universal.

1.2  WHdpopmauyma o npomsBofuTesie MeULMHCKOIO N3fenus

«DENTSPLY DeTrey GmbH», 'epmanusa

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

1.3 Apjpeca npous3BOACTBa MESULIMHCKOIO U3aenus

«DENTSPLY DeTrey GmbH», epmaHusa

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

14 Ha3HauyeHue
PecTaBpauusa nepefHuX 1 60KOBbIX 3y60B.

15 OnwucaHune

Martepuran cToMaTONOrMYecKnidi ceram.x one - 3TO CBETOOTBEPXAaeMblli, PEHTTeHOKOHTPACTHbIA
pecTaBpauMOHHbIA MaTepuan And nepegHux uM G0KOBbIX 3y60B. PecTaBpauWOHHbLIA MaTepuan
ceram.x One coyetaeT B Cebe HAHOTEXHO/MOTMM C  YNYYWEHHbIMWA  OPraHn4Yeckm
MOANDULMPOBAHHBIMU KepaMmnyecknmm yacTuuamu, ABNAACD, Takum obpasom,
HaHOKepaMU4YeCKNM pecTaBpauMOHHbIM MaTepuasom C YHUKa/lbHbIMW CBOMCTBaMMW: ob6bnajaet
NerkoAOCTMKMMOM  HaTypasibHOM  3CTETUKON,  OTNNYaeTCa  3HAUYUTENbHO  CHVDKEHHbLIM
Bblfje/IeHEM MOHOMEPOB M NPEBOCXOAHbIMU PaboUnMmn XapakTepuCcTUKaMu.

PecTaBpaLMOHHbIA MaTepuan ceram.x one MMeeT [Be CUCTEMbl OTTEHKOB B OLHOM MpPOLYKTe,
COOTBETCTBYA Pa3/IMUHbIM KIMHUYECKUM N 3CTETUYECKUM TpebOoBaHMUAM.

MaTtepuan CcTOMaTO/IONMYECKMin ceram.x one universal - cucTema O4HOW NPO3pavyHOCTU
(Single Translucency) BkntouyaeT 7 OTTEHKOB Nepex0ofHOro YPOBHSA MPO3pavyHOCTU ONTUMasbHO
NoAXOoAAWMX AN 6bICTPOI 1M NPOCTON NpoLuesypbl pecTaBpaLmm nepefHUX U 60KOBbIX 3y60B.

1.6 dopmbl NOCTaBKU:
Matepman CTOMATONOrMYECKUIA Cceram.X One YHMBepcanbHbIA (universal) noctaBnsetca B
wnpuuax no 3 r pasinyHbIX 0OTTeHKOB: al, a2, a3, a3.5, a4, cl, c2.

1.7 CocTtas 1 maTepuanbl

1.7.1 MaTepuan CcTOMATONONMYECKNA ceraT.Xx one YyHuBepcanbHbli (universal) B
wnpuuax no 3 rpasnnyHbiXx 0OTTeHKoB: al, a2, a3, a3.5, a4, cl, c2
CocTtaB matepuana:
Monucunokcax MOAM(DULMPOBAHHBbIN MeTakpuiaTamu (opraHuyecku
MOAUMDNLMPOBAHHAA KEepaMuKa);
STOKCUMNMPOBaHHbIN BUCtheHON-A-anMeTakpunar;
[opekaHgnongn-metakpunatr (DDDMA);
EGAMA-ATMPO pob6aBka;
KaM(opoxnHOH;
AtungumetnnammHobeHsoat (DMABE);
2,5-AnrnapokcnbeHsnH-1,4-gukapbokcunosas KCUNOTHI AN3TUNOBbIN agup
(Jlromunokce);
2-TUAPOKCK-4-MeTOKCUBEH30(PEHOH;
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BbicokoAMCNepCHbI HaMONHUTENb ABYOKNUCb KPEMHUS;
Bapuin-antoMMHNA-60pCUNINKATHOE CTEKNO;

Junokcung rutaHa,;

Xenesa okcua YepHbIit;

YKenesa oKCup XenTblid;

YKenesa okcup KpacHbI.

1.7,2 MaTepuansl wnpuua:

KomnoHeHT MaTtepuan
LinninHap, MaHXeT, MopLUeHb, KpblILKa nonnMnponunieH
BuHT nonnoéyTuneH Tepdpranar

18 dusnyeckne CBOWNCTBA MaTepuana CTOMaTO/I0rMYecKoro ceram.x one
yHuBepcanbHbI (universal)

1,8.1 BwusyanbHble XapakKTepucTUKu:
FoMoreHHas Hacta 6e3 npumecen.

L8.2 TekyyecTb:

Matepuan OTTEHKM TekyuecTb™
ceram.x one YHuMBepcanbHbIli al, a2, a3, a3.5, a4, cl, c2 13 - 19 mm
(universal)

1.8.3 Bpemsa nonumepusauunm u TonwuHa saTeepgesanns (no 1SO 4049:2009):

MaTepunan OTTeHKM Bpemsa nonnmepusaynmn* TonwunHa
MoLHOoCTb MowHoCTb 3aTBepgeBaHuA™
>500 mBartt/cm” >800 mBatt/cmM”

ceram.x one al, a2, a3, 20c 20 c He meHee 2 MM

yHuBepcanbHbln  a3.5, a4, cl,

(universal) c2

184 UYyBCTBMTENLHOCTbL K ecTecTBeHHOMY cBeTy (no ISO 4049:2009):
Bblgepxusaer 006/1y4yeHMe eCTeCTBEHHbIM CBETOM, He TMOKasblBafg MNpexaeBpemMeHHOM
nonumepusaumm, B TedeHne He meHee 100 cek (AN BCeX OTTEHKOB).

1.8.5 CTeneHb Npo3pavyHOCTM (ONAKOBOCTb):

MaTtepuan OTTEHKM CTeneHb npospayHocTu, %*
ceram.x one YyHuBepcanbHbili al, a2, cl, c2, a3, a3.5, a4 40 £2
(universal)

1.8.6 OCHOBHble TeXHWYECKNE XxapakTepucT KN NONMMepPU30BaHHOIo MaTepuana

XapaKTepucTmku EanHuybl 3HauveHue

lMpoyHOCTL Ha CxKaTune Mna 320

Mpepen TekyuecTn MMMa 130

Mpegen NpoYHOCTU Ha M3rné MMa rno

Mpegen YyNpyroctu npu TMa 8,5

n3rmbe

Ycagka (Metog Apxumesa, no % 2,3

06bEMY)

PeHTreHOKOMTPaCTHOCTb mm Al 2
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2  WV3o6paxeHus msgenumsa

/ MaTepuan cTOMaTO/I0rMYECcKUn ceram.x one ‘@A@!ﬁmbm unl'versar) B WNpULAX Mo 3
pas3NnyHbIX OTTEHKOB: al, a2, a3, a3.5, a4, cl, c2 (cneea-Hanpaso

3 Tloka3aHus

Matepran CcTOMaTONOrMYecKnii ceram.x one universal npefHasHayeH AN pecTaBpayuu
nepegHUX n 60KOBbIX 3y60B.

M3penua gonkHbl UCMO/b30BaTbCA TO/IbKO KB&]'IVICpVILI,VIpOBaHHbIM MEANUMNHCKUAM NepcoHaoM B
KNMMHUYECKNX YYpeEXOEeHUAX.

4 TlpoTmBOMNOKasaHuA

Y naumeHTOB, paHee MMEBLUMX anfepruyeckre peakumm Ha akpunaTHble WKW MeTakpunaTHble
naactMacchbl Unn Nboi Apyroil KOMNOHEHT MaTepuana.

5 [lpepynpexaeHna

YKasaHusa no 6e30nacHoOCTN.

CnepyeT CO3HaTeNbHO BbIMOMHATL NPUBEAEHHbIE HVKE YKasaHUsA Mo o6Lweli 6e30macHOCTU K
cneumanbHble YKasaHMa No 6e30MacHOCTU, NPUBeAeHHbIe B APYrMX rnaBax AaHHON VIHCTpyKuun
K MPUMEHEHNIO.

O603Ha4YeHne 0NacHOCTW.

e OTO CMMBOA, O0603HayalWMn onacHocTb. OH  MCNOMb3YeTCs, YTOObI
npeaynpeanTb Bac 0 NOTEHUMaNbHbIX PUCKax Ans 340POBbS.

» Cnegyiite BceM coobuweHuAM no 6e30MacHOCTW, OTMEYEHHbIM AaHHbIM
CMMBOJIOM, BO U36eXaHne NpMUMHEHNs Bpeaa 340P0BbIO.

MpepocTepexxeHnA.

MaTepvan cofep>XuUT NOAMMEPU3YyEMble aKpunatbl ¥ MeTakpuaaTtbl MOHOMEPOB, KOTOPble MOTYT
BbI3BaTb pasfpakeHne KOXW, rna3 M CAM3UCTOM NOMOCTU pTa, a TakXe W annepruyeckuii
KOHTaKTHbIA AepMaTuUT y NpeapacnonioXeHHbIX nny. Matepuan ABnsSeTcsd KMCAOTHbIM areHToMm u
MOXXET BbI3BaTb OXOT.

* W3beraliTe KOHTaKTa C rnasamu A8 NPejoTBpalleHns pasfpaxeHus W BO3MOXHOIO
NOBPEeXAeHUs porosuubl. B cnyvae KOHTaKTa € riasamm npomoiiTe LOCTaTOYHbIM KOJIMYECTBOM
BOAbl U 06paTUTECH 3a MEAULMHCKON MOMOLLbIO.

e l3beraiTe KOHTaKTa C KOXei [Ans npeaoTBpalleHUs pasfgpaeHus U BO3MOXKHOIO
annepruyecKkoro oTBeTa. B cnyyae KOHTaKTa Ha KOXe MOryT MOSBUTbLCS KpacHoBaTble
BbICbINaHUA. ECAM KOHTAKT C KOXel MpousoLwen, ypanute matepuan BaToil, OMOYEHHON B
cnupTe, ¥ TUiaTeNbHO MPOMOWTE MbIJIOM C BOLOW. ECAM MOABUANCHL BbICbINAHUSA WAN MPU3HAKN
CeHcnbunmnsauum, npekpaTuTe WCNO/b30BaHWe MNpoAyKTa W obpaTuTeeb 3a MeAULMHCKOMN
MOMOLLbHO.

* N36erainTte KOHTaKTa C MATKMMU TKaHAMUW MOOCTU pPTa/CNM3NUCTON AN NpeaoTBpaLLeHns
BOCNaneHUs. Ecnn npowvsollen Cny4vaiHbIil KOHTAaKT, yaanuTe MaTepuan Batoii. [lpowmoiite
CNN3UCTYI0 CTpyel BOAbI B AOCTAaTOYHOM KOMMYeCTBE, yAanss NPOMbIBHbIE BOAbl M3 MOM0CTU
pTa. Ecnm BocnaneHme CAM3NCTON 000/104KM MOMOCTM pTa COXpaHseTcs, obpatuTech 3a
MeANLMHCKON MOMOLLbHO.

Mepbl NPefoCTOPOXKHOCTU
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STOT NPOAYKT NpeAHasHayeH AN WCMOMb30BaHUS B CTPOFOM COOTBETCTBUU C MIHCTpyKUMel K
MPUMEHeHNI0. VIcnonb3oBaHWe AaHHOTO0 MNPOAYyKTa M06GbIM CMOCO60M, He COOTBETCTBYHOLLUM
yKasaHHOMY B WHCTpyKUWMW, SBNSETCS NWYHLIM  pelleHMeM  NPaKTUKYIOLWEero Bpaua,
OTBETCTBEHHOCTb 3@ KOTOPOE HECET UCK/UNTENBHO OH CaM.

* cnonb3yiiTe COOTBETCTBYHOLME Mepbl 3aliUThbl AN CTOMATONOIMUYECKOro MnepcoHana u
MalMeHTOB, TakMe KakK 3alllMTHbIe O4YKM W Koddepaam COrfacHO PEKOMEHAaLWsM MeCTHOM
CTOMATONOrMYECKON accoLmaLmm.

 KOHTaKT CO C/IIOHOM, KPOBbLIO 1 XMAKOCTbIO 1eCHEBOI 60PO3AKM BO BPEMS MPUMEHEHUS MOXET
CTaTb MPWYMHOM  HeydauyHoW pecTaBpauuu. [ns o6GecriedeHMs afeKBaTHOW  M3onAUUM
PEKO.MCHAYercs Ucnonb3oBaHue Kogdepaa.Ma.

« 1N npeaynpexmaeHus 3arps3HeHMs HocMKa (lakoHa 6pbi3raMu UK Kanasmu 61onornyeckux
XKUAOKOCTEW  WAM mMaTepuanoM C  HeobpaboTaHHbIX pyK, Heo6xogumo npu pabote Y
CTOMATOMOTMYECKO/ YCTaHOBKM 6paTb YCTPOCTBO TOMbKO PYyKamMy B YMCTbIX/CTEPUNbHBIX
rnepyaTkax.

* [N0THO 3aKpbiBaiiTe LWNPULLI CPa3y NOCe UCMOb30BaHNS.

Ons  npeaynpexpaeHus 3arpsasHeHus LWNPULEB 6pbi3raMnm  MAU  KannsMu  GUONOrMYeckmx
XKUOKOCTE/  MAM MaTepuanoM C  Heo6paboTaHHbIX pyK, Heo6xogumo npu pa6oTe Y
CTOMATONOrMYECKO YCTaHOBKM 6paTh LUMPWLEB TOMbKO PYKamy B  YUCTbIX/CTEPUNBHBIX
nepuyatkax. B cnyyae 3arpsisHeHuMs LWNPUL, cleayeT BbiGPOCUTS.

BsaumopeiicTBue:

- He ucnonb3yitTe maTepuanbl, COlepXKalljue 9BreHon WUAU Mepekucb BoJOPOAa, B COYETAHUM C
[aHHbIM NPOAYKTOM, NMOCKO/bKY OHU MOTYT NPensTCTBOBaTb 3aTBEPAEBaHNIO MPOAYKTA.

- Ecnu maTepuan XpaHWTCs B XONOAWNbHWKE, Mepef MpUMEHEHWEM cnefyeT NpeaycMOTPeTb
BpeMSi, A0CTaTOYHOe A/ ero Harpesa o0 KOMHaTHOV TeMnepaTypbl.

6 T1o6oYHble 3PeKTbI
e KOHTaKT ¢ rnasamu; Pa3p,pa>KeH|/|e, BO3MOXXHO MnoBpeXaeHne porosuLbl.
. KOHTaKT C KOXeli: Pa3,qpa>|<eHv|e, BO3MOXXHa aJ/iiepruyeckaa peakuyns. Bo3moXKHO
NnosABNEHNE Ha KOXXe CbIMN KPacHOro uBeTa.
e KOHTaKT co CNN3NCTOM 060/104KOIA: BOCMNaneHue (cmoTpuTe pasgen
«[pepfocTepexeHnsa»).

7 Tlowarosas MHCTPYKLNA

7.1 Topb6op uBeTa

PecTaBpaLMoHHbIA MaTepuan ceram.x one Universal nmeeT 7 OTTEHKOB CpefHei Npo3payHoCTu
(al-a4, c1, c2) n noaxoauT AN 6bICTPON Npoueaypbl NeYeHUs ¢ NPUMEHEHNEM OAHOTO OTTEHKa.
YTo KacaeTcs Bblbopa 03TEHKA, BO3MOXHO 2 BapuvaHTa. Bbl MOXeTe Mcnonb30BaTh:

e Knaccnueckyto wkany oTtTteHkoB VITAPAN 2 B KOMOMHauMmM C OTTEHOYHOM
naeHTUPUKaUMoHHOW Haknerikoin (iShade label). C npwunaraemoit iShade label Bbl
MOXeTe BblOpaTb COOTBETCTBYHOLWMIA OTTEHOK (-KM) pecTaBpauMOHHOro MaTepuana
ceram.x one Universal, KoTopblii 6yeT COOTBETCTBOBaTb OTTeHKY VITA.

* OO06pa3subl OTTEHKOB Cceram.Xx ONe, W3roTOB/IEHHbIE HEMOCPEACTBEHHO U3 CaMoro
maTepwuana.

7.1.1 BblG6Op OTTeEHKaA C NPUMEHEHWEM KNAaCCMYECKON wWKanbl oTTeHKoB VITAPAN u
iShade label
1. Haknelite npunaraemyto iShade label Ha 060pPOTHYI CTOPOHY KNacCUYecKO LiKanbl
oTTeHKoB VITAPAN.
2. BbibepuTe 0TTEHOK ByAayLleli pecTaBpaLum cornacHo knaccuyeckoi wkane VITAPAN.
3. BbibepuTe COOTBETCTBYIOLWMIA OTTEHOK ceram.X One B COOTBETCTBUWM C KOMOGUHaLMEN.
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npegnaraemoin iShade label.
PecTtaBpaynoHHbIN MaTepuan ceram.x one Universal
Kaxpblii 0oTTeHOK no wkane VITA coOOTBETCTBYeT OAHOMY W3 CEMM MOHO OTTEHKOB

7.1.2 Bblb0Op OTTEHKa C NPUMEHEHNEM LIKa/bl 0T TEHKOB CeraT.X one.
Ons Bbibopa uBeTa 3y6a Bbl MOXeTe MWCMO/Mb30BaThb Mpuiaraemble LWKaibl OTTEHKOB [/
pecTaBpaLMOHHOro marepuana eeram.x one Universal.

I WN36erainTe 3arpsasHeHNs WKanbl OTTEHKOB (L4BETOBOWA LUKasbl).
r Ons  npefynpexpaeHns 3arpsa3HeHUs LWKaibl OTTEHKOB 6pbl3raMum uamM  Kannsamu
O6MONOrNYECKUX XULKOCTENW UAM MaTepmanoM ¢ HeobpaboTaHHbIX pyK Heob6X0AMMO
BHE CTOMATO/IOTMYECKON YCTAHOBKM 6paTb LKany OTTEHKOB TO/IbKO pyKamu B
YUNCTBIX/CTEPUNIBHBIX — MepyaTkax. [na onpefeneHus  uUBeTa 3yba [oCTaHbTe
HeobXxoaMMbIi OTTEHOK K3 aepxaTtens. Bcerga obpabatbiBaliTe LBETOBblE aHanoru,
npexge 4em NOMecTUTb UX 06PaTHO B fepxaTensb.
PecTaBpayMoHHbI maTepuan cerat.x one Universal
BbibepnTe OTTEHOK ceraT.x one, MakCMMasibHO COOTBETCTBYIOLWINIA LBeTYy 3yba. [NonarainTech Ha
LLBET LeHTpanbHOM YacTu 3yba.

7.1.3 CoBeTbl N0 BbIOOPY OTTEHKA

OuncTUTE NOBEPXHOCTb 3yba MPOGUNAKTUYECKOW MacToil ANs ypaneHus Hanéra unm
MOBEPXHOETHbLIX KpacuTeneii.

BbibupaitTe OTTEHOK NPY YBN@XXHEHHbLIX 3ybax.

7.2  TpenapupoBaHue MNoJsioCTU
1 OuwnctnTe NOBEPXHOCTb 3yb6a NpPodMNaKTUYECKOW MacTOl, He cofepxkalien (Topuaos
(Hanpumep, npounakTnyeekoi nactoin Nupro (Dentsply Professional, CLLUA)).
OTnpenapupyiTe MonocTb (32 WCK/IOYEHMEM OTAeNIbHbIX C/lyyaeB, Hanpumep,
nopaxeHue B NpULLIeeYHol obnacTn).
Mcnonb3yliTe e00TBETCTBYHOLLYIO M30MALMI0, TaKy Kak pabbepaam.
4. TlpoMoinTe MOBEPXHOCTb BOAAHON CTPYE M aKKypaTHO yaanuTe M3NIMWKW Boabl. He
nepecyLwimnTe TKaHu 3y6a.

w

7.3 YcTaHoBKa MaTpuubl 1 packnnHmBaHue (PectaBpauuun knacca Il)

1 YcraHoBuTe MmaTtpuuy (Hanpumep, MaTpuuHyto cuctemy AutoMatrix wnm Palodent Plus
(Dentsply Caulk, CLUA)) n knuH. KOHTypupoBaHve MeTal/IMYeeKo MaTpulbl Yay4yuT
KOHTAaKT ¥ KOHTYp anpoKCMMasblloli MOBEPXHOCTWU. PekoMeHAyeTca npeABapuUTe/ibHOe
packnvHvBaHue uam yetaHoska Kosbua BiTine (Dentsply Caulk, CLUA).

7.4 3awwTa nynbnbl, 06paboTKa 3yba/npeaBapuTenbHan 06paboTKa JeHTMHA, HaHECeHWe
agresmBa

O6paTTecb K  pekOMeHfauusM  Npou3BOAUTENs  afreausa Mo 3awWuTe  Nynbnbl,
KOHAWLMOHNPOBaHUIO 3yba W/MNM HaHeceHMt afresvBa. Kak TONMbKO MOBEPXHOCTU Obinn
npaBuMbHO 06paboTaHbl, OHM He [AO/KHbI NOABeEpraTbCsA 3arpsisHeHWto. HesameanuTenbHO
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nepexoanTe K BHECEHNIO MaTepuana.

7.5 BHeceHue
BHocuTe maTepuan nopumaMun cpasy nocne HaHeceHus aaresvsa. Martepman nonmMmepusyertcs
NOPUMSAMMN TONLLUHON [0 2 MM.

W3beraiiTe 3arpasHeHNs LWNPULLEB.

Ana npegynpexaeHuns 3arpasHeHnUs WNpuULeB Opbi3raMn Uan KannsgMmm 61Monornyeckmnx
XWUAKOCTEA nnm matepuasom ¢ HeobpaboTaHHbIX PYK, Heob6xoaumo npu pabote y
CTOMATO/IONMYECKO  YyCTaHOBKM  6paTb  YCTPOWCTBO  TONbKO  pyKamn B
UNCTbIX/CTEPUNIbHBIX MepyaTKax.

CHUMUTE KOJINAYoK.
MefgneHHO NOBEPHUTE PYKOATKY LWNpuua Mo 4acoBOW CTpenke W  BblUaBute
Heo6X04MMOe KONMYeCTBO MaTepmana Ha nafieTKy AN CMeLnBaHus.
HanpaBnas KOHYMK LWINpuLa BBepX, MOBEPHUTE PYKOATKY MPOTWB YaCOBOWN CTPeNKW Ans
npefoTBpalleHns BblAaBNBaAHUA MaTepuana.

4. HesameAnuTenbHO 3aKpoKTe WNPKUL, KOMMAYKOM.

5. 3awmuwarite pec3aBpaunOHHbIA MaTepuan Ha naneTke 418 CMeLWMBaHUS OT CBeTa.

7.6 BHeceHMe pecraBpaHMOHHOIo maTtepuasna ccram.x one Universal

1 TlocnoitHo 3anonHMTe NOMOCTb. Kaxablil cnoi < 2 Mm.

2. Monumepunsyiite KaxpAblii CNOKW B COOTBETCTBMM C Tabnuuein, nNpuBeAEHHON HUXe
[OTBepxaeHMe].

7.7 OTBepxaeHne

OTBepanTe CBETOM KaX[bli Y4YaCTOK MOBEPXHOCTU MNAOM6bI C MOMOLWbLI Heo6X0ANMOro
yCTpoicTBa A1  OTBEPXAEHUS  BUAWMbBIM  CBETOU3NYYEHMEM, MpeAHa3HAYeHHOro  Ans
OTBEpPXAEHWA MaTepuasnos, COfepXawux uHuumatop KamgopoxmHoH (CQ), TO ecTb
CNeKTpanbHbI BbINyCK, codepxawnin 470 HM. MwuHMManbHas MOLLHOCTb CBETOBOrO MOTOKA
JO/MKHa 6biTb 500 mBartTt/cM2. Bpems nofvMepu3auun ANA KaXAOro OTTeHKa YKasaHo B
Tabnuue, npuBefEHHOW  Hmxke.  ObpaTuTecb K peKOMeHZauusam  MNpPOU3BOAUTENS
(hoTOHONMMeEpU3aTOpa 415 YTOYHEHUS COBMECTUMOCTM U PEKOMEHaLMi No noanMepusanmm.

Bpems nonumepusaymu ang nopumm TOALWMUHON 2 MM

>500 >800
MoLHOCTb mBatt/cmM2 mBatt/cm2
OTTeHkmn ceram.x one Universal (al-a4, cl, c2) 20 c 20 c

7.8 ®uHuWHaa obpaboTKa 1 NoanpoBaHue
MpoBeanTe KOHTYpPUpOBaHWE pecTaBpaunn, WCMONb3yd (PUHULHLIE 60pPbl UAN anmasHble
6opbl.

2. Wcnonbayiite cuctemy Enhance ans LONONHUTENbHOM PUHULLIHOK 06paboTKMU.

Mepepn atanom nonmpoBaHusa ybefuTech B TOM, YTO NOBEPXHOCTL rnajgkasa v 6e3 gethekTos.

4. [ns LOCTUXEHWUS Xopoluero 6/1ecka pectaBpayumn, Mbl peKOMeHLyem COYeTaHue CUCTEM A/N1s
(PMHULLIHOW OTAeNnKW u nonuposaHus Enhance v PoGo, a TakxKe NpYMeHeHne NonMpoBOYHbIX
nacT Prisma Gloss Regular n ExtraFine.

Mpn KOHTYpUpPOBaHMU. PUNULLNONA 06paboTKe W/MAM NONMPOBaHWUW CNneayinTe PeKOMeHAauusam

NMpou3BOAUTENS.

w
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8 Ounctka n fe3nHpekyns
I/I3,qenvm MNOCTaB/NAKOTCA HECTEPUNbHBIMN. OTKprTbIe wnpuubl € MaTtepuasiom  MOXHO
1Ccnosb30BaTh NMOBTOPHO B TeyeHue 3 mecdAues. CTepuansaunsa matepuana He npegycMoTpeHa.

9 YcnoBuA U CPOK XpaHeHUs, CPOK Fo4HOCTH
HeHagnexauwive YycCroBuMs XpaHeHUs COKpawatT CPOK CAy>Xbbl M MOryT npuBeECTN K
MOBPEXAEHNIO U3Lenuns.
e XpaHuUTb NPOAYKT B XOPOLUO BEHTU/IMPYEMOM W 3aLLUULLEHHOM OT CBETa MeCTe.
e XpaHuTe B repMeTUYHON ynakoBke npu Temnepatype ot 6 °C go 28 °C.
* He ponyckaiTe nonajgaHWs Ha MNPOAYKT COJIHEYHOrO CBeTa W MNpejoxpaHsaiTe ot
nonagaHuns Bofpbl.
* He 3amopaxuBaliTe.
* He ncnonb3yiiTe No NCTeYeHUe CPOKa rogHOCTU:
Cpok rogHocTtu - 2 roga
BnaXHoCTb MOXeT 0TpuuaTesibHO NOBAUATL HA CBOMCTBA MaTepuana.
[na pacneyaTaHHbIX WNPULEB PEKOMEHAYETCA CnefyloLlee:
* XpaHuTe B CyXoM MecTe (OTHOCUTE/NIbHAsA BNaXXHOCTb < 80%);
* WcnonbsyiiTe B TeueHne 3 MeCALEB.

10 ¥YcnoBuA TpaHCMOPTUPOBKMU.

N3penna [ONXHbI TPaHCNOPTMPOBATLCA B COOTBETCTBMM C MNpaBunamu, AeACTBYHOWMMU ANs
KaX4oro Bufa Ttparrcnopta npu Temnepatype Mmexagy 6 °C pgo 28 °C M OTHOCMTENbHOM
BnaxHoctn <80%.

11 TpeboBaHMA NO 3aLUTe OKPY>KatoLLel cpelbl
W3penve He oOKasblBaeT HEraTMBHOrO BO3AEMCTBMA Ha OKpyXalwuwyk cpegy B mnpouecce
XW3HEHHOro uukKna.

12 YenoBua akcnnyartauum
Okcnnyatauma: +10 - +45. W3genns He nopgnexar pemMoHTy. CrieymanbHOro TEXHUYECKOro
ob6cnynBaHus He TpebyeTcs.

13 ¥YTnnusauyms
YTI/II'II/I3aL|,I/IFI npoBoanTCA B COOTBETCTBMW C MECTHbIM 3aKOHOAATE/NLCTBOM W NPOTOKO/IaMU
KOHKPETHOIo MeANLMHCKOrO y4ypexaeHna.

14 T"apaHTUK NpounsBoanTENA
I_IpOI/IBBO,EI,VITeI'Ib He HeCeT OTBETCTBEHHOCTb W HE BbiM/avynBaeT KOMMNEHCaUnko 3a BO3MOXHblIlA
yuiepb nnam HecyacTHble C/lydan, Bbl3BaHHbIE:

. Ncnonb3oBaHMem  n3fenwii, He MNOAXOASWMX K CUCTEME W KOTOpble MOTYT
npenaTcTBOBaTb HOpPManbHOI pa6oTe.
. Heco6ntoleHMeM MHCTPYKL MU NO NPUMEHEHMIO.

OTBETCTBEHHOCTb 3a TeCTMpOBaHWe MaTepuana Ha €ro NpPUrogHoCTb WU WCNONb30BaHWe ANs
No6oR uenn, SBHO He yYKa3aHHOW B MHCTPYKLUKU, HECET NONb30BaTENb!

Mo Bonpocam KayecTBa M3fenus cnefyeT o6pawiatbCid K YMNOSIHOMOYEHHOMY NpPeACcTaBUTENHO
Npou3BOAUTENS.

15 YNONHOMOYEHHbIW NpeacTaBUTENb.
000 «fentcnnan PY», P®, 129090, r. MoekBa, [lpocnekt Mwupa, A.6.
Ten.: +7 (495) 988-28-08.
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MepeBofunk EropoBa AnnHa AnekceesHa

"opog Mocksa
ABajuaTb TPeTbero CeHTAGPA fBe ThICAYM NATHAALATOrNO roja.

A, MapTbHOoBa HaTanna AHgpeeBHa, BPeEMEHHO NCNONHSAW W as 0693aHHOCT N HOT apuyca
roposga MocksBb AKumoBa Fne6ba Bopucosmuuya, CBUAET ENbCT BYW NOJANUHHOCT b NOANUCH,
cAenaHHOW NnepeBoOfYNKOM EropoBoit AnnHOR AnNeKceeBHOW B MOEM NPUCYT CTBUU. TMUHOCT
ycT aHoBneHa.

3aperncrpupoBaHo BpeecT pe 3a Ne

B3bickaHo no Tapudgy: 100 pyb6.

BPUWO Hi

MpoLLIHYpOBaHO, NPOHYMEPOBAHO U CKPENNeHO NevyaTbio

BPWO HoTapuyca:
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