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1  Description

1.1 Name
Ceram.X one universal 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 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.

Accessories:

Dentin & Enamel Shade Guide - A shade guide for selection ceram.x one shades.

iShade label - A stick scale of colors for the transferring VITA color scale to ceram.x one color
scale.

1.3 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

1.4 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 universal dental material is delivered in 3 g syringes and has different shades: al,

a2, a3, a3.5, a4, cl, c2.
The material can be delivered separately or as a component of ceram.x one dentin & enamel

Starter Kit with the accessories.

DENTSPLY DeTrey GmbH
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1.7  Composition and materials

1.7.1 ceram.x one universal dental material in 3 g syringes of different shades: al, a2, a3,
ad.5, 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 AByOK/UCb KpeMHUA
Barium-alumo-boro-silicate glass
Titanium dioxide
Black iron oxide
Yellow iron oxide
Red iron oxide.

1.7.2 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

1.8 Technical speciflcations 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 1SO 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).

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

DENTSPiy DeTrey GmbH
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1.8.6 Main technicalproperties ofthe polymeriTpH

Parameter Units € e N
Compressive strength MPa S — Value
Yield strength MPa e 320
Flexural strength MPa [ I 130
Flexural modulus GPa = - 110
Shrinkage (Archimedes; v) % A — 8.5
Radiopacity mm Al 2,3

2 Images
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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.

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

» 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

e 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).
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7 Step-by-step instructions

7.1  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.

e 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 A5 M B B2 BB A Cl @2 G G4 D2 B ™4

Ceramx one al 2 &8 B35 4 a 2 B5B5 cd 2 2 4 cd B
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.

DENTSPty DeTrey GmbH
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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 Il 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.

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.

L 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.

Output >500 >800
mw/cm” mwW/cm”

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

7
1
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.

8 Cleaning and disinfection
The products are supplied non-sterile. Un-sealed syringes containing the material can be used
within 3 months. Sterilisation of the material and accessories is not acceptable.

8.1 Cleaning and disinfection of Shade Guide

NOTICE

Cross contamination.

Infection.

L To prevent the shade guide from exposure to spatter or spray of body fluids or
contaminated hands it is mandatory that the shade guide is handled offside the dental unit with
clean/disinfected gloves. For shade selection, remove individual tabs from shade guide holder.

2. Always make sure individual tabs are completely reprocessed before placing back into
shade guide holder.

NOTICE

Wrong cleaning or disinfection method.

Damage to the device.

L Do not clean or disinfect with aggressive agents (e.g. solutions based on chlorine,
glutaraldehyde, phenolic solvents, iodo- phors, alcohol, orange oil, or acetone) as they may
affect the color shade over time.

2. Always make sure individual tabs are completely reprocessed before placing back into
shade guide holder.
3. Never autoclave the individual tabs.

8.1.1 Manual cleaning

1 Discard gloves according to local regulations.

2. Disinfect hands with an appropriate bactericidal, virucidal, and fun- gicidal hand
disinfectant solution according to local regulations.

Use according to disinfectant solution manufacturer’s Instructions for Use.

3. Use a new clean pair of examination gloves.

4. Clean device with a soft brush, warm water, and an appropriate cleaning solution until
free of visible contamination. Pay special at- tention to device seams and insertions.

5. Remove cleaning solution residue with a cloth soaked with water.

6. Dry device with a lint-free single-use cloth.

DENTSPiy DETREY GmbH
De-Trey-StralSe 1
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8.1.2 Manual disinfection

After cleaning [see Manual cleaning] thoroughly wipe all device surfaces with a single-
use cloth in combination with a water- based, bactericidal, virucidal and fungicidal disinfection
solution approved according to local regulations and use according to disinfectant solution
manufacturer’s Instructions for Use. Make sure disinfectant solution is compatible with cleaning
solution. Pay special attention to device seams and insertions.

2. Remove disinfectant solution residue with a cloth soaked with water.
3. Dry device with a lint-free single-use cloth.

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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NHCTPYKLUMS NO NPUMEHEHWIO

TonbKO Ans NPUMEHEHWUs B CTOMaTO0/10r1K

CTomMaToNnorn4vyecKni mMaTtepunan ceram.x one universal c NMPUHA[QNEXHOCTAMN

nponseoaCcrea KOMMaHMU

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

1 OnwvcaHune

2 N306paxeHunsa nsgenus

3 Moka3aHus

4 MpoTnBONOKAa3aHMA

5 MpepynpexaeHns

6 Mo6ouHble 3 heKThbI

7 Nowarosas MHCPYKLNA

8 OuncTKa 1 ae3nHgpekyns

9 YCnoBus 1 CPOK XpaHeHUs, CPOK rogHOCTH
10 Ycnosusa TpaHCNOPTUPOBKN.

1 TpeboBaHMA NO 3alLMTe OKPYXaloLWEen cpeabl
12 Ycnosua akcnayatauum

13 YTunusayms

14 [MapaHTUK NpousBoAnNTENA

15 YNONHOMOYEHHbIA NPeACTaBUTESb.
/nognucaHo/
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1 OnucaHune

11 HammeHoBaHwUue
CTomaTtonornyecknii Matepman ceram.x one universal ¢ npuHagNeXHOCTAMU.

1.2  VHdopmaymsa o npousBoguTene MeguLMUHEKOro U3genns

«DENTSPLY DeTrey GmbH», "epmanus

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 npov3BoACcTBa MeAUMUHCKOIO U3Aesna

«DENTSPLY DeTrey GmbH», "epmanus

De-Trey-Strasse 1,78467 Konstanz, Germany

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

1.4 Ha3HayeHue
PecTaBpauus nepegHux n 60K0BbIX 3y60B.

15 OnwncaHwne

MaTepuan cTOMaTo/0rMyecKnini ceram.x one - 3TO CBETOOTBEPXAaeMblid, PEHTTeHOKOHTPACTHbIA
pecTaBpauMOHHbIA MaTepuan Ana nepefHuxX n 60KOBbIX 3y60B. PecTaBpauMOHHbLIA MaTepuan
ceram.x oOne co4yetaeT B cebe HAHOTEXHONOrMM C  YNYYLWEHHbIMU  OPraHUYecku
MOAMMULMPOBAHHBIMY KepaMmmyeckumu yacTuuamu, ABNAACH, Takum obpasom,
HaHOKepaMU4YeCKNM pecTaBpaLMOHHbIM MaTepuanoM C YHUKalbHbIMW CBOWCTBaMMW: 06najaeT
NEerkofjoCTVKMMON  HaTypaibHOW  3CTETUKON,  OT/INYAETCH  3HAUYUTENIbHO  CHWDKEHHbIM
Bble/IeHNEM MOHOMEPOB U NPEBOCXOAHbIMY pabounMMmn xapakTepucTukamu.

PecTaBpaLMOHHbIA MaTepuan ceram.X One WMMeeT [iBe CUCTEMbl OTTEHKOB B OAHOM MpPOAYKTe,
COOTBETCTBYA  pPa3/IMUYHbIM  K/IMHWYECKUM W 3CTeTUYeckuMm TpeboBaHuam. MaTepuan
CTOMa rosiorMyecknin ceram.x one universal - cuctema ofHOW npo3payHocTu (Single
franslucency) Bk/OYaeT 7 OTTEHKOB [MepPexo4HOro YpPOBHA NPO3pavyHOCTU  OMNTUMA/bHO
NoAXo4AaWmMX Ans OGbICTPOM M NPOCTON Npoueaypbl pectaBpayuy nepesHUX n 60KOBbIX 3y60B.

MprHaanexXHoCTu:

PacuyBeTka Universal Shade Guide - pacuBeTka gnsa nogbopa OTTEHKOB MaTtepuana ceram.X
one universal.

MapkupoBka iShade - camokneslascs 3TUKeTKa CO LIKanoi LBeTOBbIX OTTEHKOB [/
nepesofa 13 LWKabl LBeTOBbIX OTTEHKOB VITA B LBEeTOBYIO LUKany MaTepuana ceram.x one.

1.6 dopmbl NocTaBKU:

MaTepran CTOMaTO/NOrMYeCKniA ceram.X oOne YyHuBepcanbHbIA (universal) noctaBnseTcs B
lwnpuuax no 3 r pas3nnMyHbIX oTTeHKOB: al, a2, a3, a3.5, a4, c1, c2.

MaTepuan MOXeT NOCTaBNATLCA OTAE/IbHO WX BMECTE C MPUHAA/IEeXHOCTAMM B COCTaBe Habopa
ceram.x one universal Starter Kit.

1.7 CocTaB 1 matepuasnsl

1.7.1 Mantepua.'! cTOMaTONOrMYeCKMA ceram.Xx oOne YyHWBepcanbHbli (universal) B
wnpuuax no 3 r pasiMyHbIX 0T TEHKOB: al, a2, a3, a3.5, a4, cl, c2

CocTaB mMatepuana:
11lonucunokcaH MOAM(ULMPOBAHHBbIN MeTakpunaramu (opraHunyecku
MOAN(ULMPOBAHHAA KEPAMUNKA);

/nognucaHo/ DENTSPLY DeTrey GmbH
De-Trey-Strasse 1
D-78467 KoHcTaHy,
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Fcerat.x one YHMBEPCANbHBIA 4| a2 ¢l ¢2, a3, al5, ad

+
/ (universal) 40%2

1.8. HOBHbIE€ TEeXHWUYECKM
8.6 Oco €Te ec e *MpakKTMCTUKN NOMMEPU3 OBUHHOTO MaTepuana:

XapakTepncTmkn EAnHULBbI 3HaueHMe
lMpo4yHOCTL Ha cxatue MTMa 320
11penen TekyyecTu Mna 130
11pesen NPOYHOCTM Ha U3rnb MTMa 110
Mpegen ynpyroctu npp IMa e 85
n3ruée ’

Ycagka (metog Apxumepga, no 23
06beMY) '
PeHTreHOKOHTpPacTHOCTb MM Al 2

2  WN3obpaxeHus nsgenus

2.1 MaTepunan cTomMaToNOrMYeCKNIA ceram.x one yHUBepcanbHbIi (universal) B wnpuyax
no 3 r pas3indHbIX OTTEHKOB: al, a2, a3, a3.5, a4, cl, c2 (cneBa-Hanpaso)

2.2 PacuseTtka Dentin «&Enamel Shade Guide

% 1 i

2.3 Mapkuposka iShade

ceram .35»*0ne S

Nono Ceromk Hesto

swU .<««'(0 «*MiraSMio] «*viU a0 « 7

Aa- AQ AéAIi.S A4 6\ bl bl bA ClI C2 C3 C4 0J 03 04
« -4 <
[]

WA S » bl 13 34 CL ca C3 C4 02 03 04

MU i NolH[3 3 «1]a@3IHIAMA*HRTIEL

3 Tloka3aHusd

MaTepuan CcTOMaToNOrMYeckKnin ceram.x one universal npegHasHayeH fns  pecTaBpalymm
nepegHMX n 60KOBbLIX 3y60B.

N3aenns fonKHbI MCMOMb30BaTbCSH TONbKO KBaMU(PULMPOBAHHLIM MeAWLMUHCKUM MepcoHanom B
KNMHUYECKUX YUPEeXAeHUSX.

/noagnucaHo/ DENTSPLY DeTrey GmbH
De-'I'rey-Strasse 1
D-78467 KoHcTaHL,
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4 TlpoTmBONoOKasaHuA
Y nauueHToB, paHee MMEBLUMX anfiepruyeckre peakuuMn Ha akpunaTHble WM MeTakpunaTHble
nnacTMacchl unu No6oii Apyroii KOMMOHEHT aaresnsa.

5 [pegynpexpeHuna
YKasaHusi no 6e30MacHoOCTM.
CnefyeT CO3HaTe/lbHO BbIMONMHATb MPUBEAEHHbIE HMXE YyKasaHWs Mo o6Lieii 6e30nacHOCTU W
cneymnanbHble yYKasaHus no 6e30macHOCTH, NpUBeLeHHbIe B ApYTMX rnaBax faHHOW WHCTpyKuum
K NPUMEHEHNIO.
O603HayeHMe onacHocTL.
e+ 3710 cumBOon, o0603HavawWMin onacHoCcTb. OH uUcnonb3yeTcs, 4YTOOLI
npesynpeauTb Bac 0 NOTEHLMANbHbIX PUCKaX ANS 3[40POBbA.
o CnepyiniTe BceM coo6ueHMAM MO0 6e30MacHOCTU, OTMEYEHHbIM [aHHbIM
CUMBOJIOM, BO U36eXaHne NpUYMHEHUS Bpeaa 340POBbHO.

MpepocTepexxeHUs.

Matepvan CofepXUT NoNMMepU3yeMble akpunaTbl ¥ MeTakpunaTbl MOHOMEPOB, KOTOPbIE MOTYT
Bbi3BaTb pa3fpaXKeHWe KOXW, Tna3 1 CAW3MCTON MOMOCTU pTa, a TakKkKe W annepruyeckuii
KOHTaKTHbIW fepMaTWUT Y NPeApacnonoXeHHbIX nl. Matepuan SBASETCS KUCMOTHbIM areHToMm W
MOXXET BbI3BaTb OXOT.

* M3beraiiTe Kourakra c rfnasamu [Ans npeaoTBpalleHUsl pasfpakeHUs U BO3MOXHOIO
MOBPEXAeHUs POroBuubl. B cnyyae KOHTaKTa C rnasamv NpoMoiiTe A0OCTATOYHbIM KOMMYECTBOM
BO/Abl M 06paTUTECH 38 MEAULMHCKOV MOMOLLbIO.

» l30eraiiTe KOHTaKTa C KOXei [Ans npeAoTBPalleHUs pasfpaXeHus U BO3MOXKHOIO
anneprmyeckoro oTBeTa. B c/lydae KOHTaKTa Ha KOXE€ MOryT MOSIBUTbCA KpacHOBaThble
BbiCbiNaHWs. ECNM KOHTaKT C KOXeil Mnpousollen, yaanute matepuan BaToil, CMOYEHHOW B
cnupTe, U TuaTeNbHO NPOMOITE MbINIOM C BOAOW. ECNU MOSIBUAWCH BbICbINAHMS UM NPU3HAKU
CeHcMOMNM3aLMm, npekpaTUTe WUCNOMb30BaHME MPOAYKTa U 06paTUTeCh 3a MeAMLMHCKONA
MOMOLLbHO.

* M36erainTe KOHTaKTa C MATKUMWU TKAHAMMW MOMOCTW PTa/CNN3UCTON ANS NpeAoTBpaLLeHNs
BocnaneHus. Ecnu npousollen cny4yaidHbli KOHTaKT, yaanuTe MmaTepuan BaToil. [pomoiiTe
CNU3NCTYIO CTPyeii BoAbl B [IOCTATOYHOM KONUYECTBE, YAanss NPOMbIBHbIE BOAbI W3 MOMOCTM
pTa. Ecnu BOCManeHue CAM3UCTOM 060MOYKM MOMOCTM pTa COXpaHseTcs, o6paTuTech 3a
MEANMNHCKOM MOMOLLbHO.

Mepbl NPeAoCTOPOXHOCTU

3TOT NPOAYKT MpefHasHayeH ANs MCMONb30BaHUS B CTPOrOM COOTBETCTBUM C WHCTpyKumel K
NPUMEHEHNI0. VIcnonb3oBaHWe AaHHOro NpPoAyKTa NM06bIM CMOCO60M, He COOTBETCTBYIOLLMM
YyKazaHHOMY B WHCTpYKUWKM, SBNSETCS /INYHBIM  pelleHueM  MpPaKTUKYIOLLIero  Bpaua,
OTBETCTBEMNMNOCTb 332 KOTOPOE HECET UCKMHOUMTENbHO OH CaM.

» Mcnonb3yitTe COOTBETCTBYIOL|ME Mepbl 3alUThl A/ CTOMATONOrMYECKOro MepcoHana W
nalMeHTOB, TakMe KakK 3alllMTHbIe O4YKM U Koddepaam COrnacHO PEeKOMeHAauusM MeCTHOM
CTOMATONOTMYECKOI accoLmalmu.

» KOHTaKT CO C/IOHOI, KPOBbIO M XMWAKOCTbIO 1€CHEBOI GOPO3AKN BO BPEMS MPUMEHEHNS MOXET
cTaTb MPWYMHON  HeypadyHoii  pecTaBpauun. [ns  o6GecrneyeHUs afeKBaTHOW  M30MsLMM
peKOMeH/yeTCst UCMoMb30BaHMe Koghdepaama.

« N npeaynpexaeHns 3arpsasHeHns HocKka iakoHa 6pbiaraMu WAM Kannsmyu GMONorMYecKmx
XWAKOCTEA WAM  MaTepuanoMm C HeobpaboTaHHbIX pPyK, Heo6xogumo npu pa6oTe Yy
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PECTABPANHOHHOTO MATCPAATIA CCram.X one Universal.
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7.1.2 Bbl6op 0T TeHKa C NpYMeHeHMeM LIKanbl 0T TEHKOB ceraT.x one.
Ons Bbibopa uBeTa 3y6a Bbl MOXETE WCMNONb30BaTb MNpuiaraemble LWKaabl OTTEHKOB A/1f
pecTaBpaluMoHHOro maTepuana cerat.x one Universal.

W3b6eraiiTe 3arpsisHEHNS WKanbl OTTEHKOB (LIBETOBON LLIKabl).
Ona  npegynpexgeHus 3arpA3sHeHus LWKaabl OTTEHKOB 6Gpbl3ramu  WAM  Kanisimu
OMONOTNYECKNX XUAKOCTER MAN MaTepmanom C Heo6paboTaHHbIX PyK Heob6xoammo
BHe CTOMAaTO/IOrMYEeCKON YCTAHOBKM OpaTb LKany OTTEHKOB TONbKO pyKamu B
YNCTLIX/CTEPUNbHBLIX  MepyaTkax. [na onpegeneHns uBeta 3yba [OCTaHbTe
HeobXoAMMbIA OTTEHOK W3 paepxatens. Bcerga obpabaTtbiBaiiTe LBETOBblE aHanorw,
npexzae 4YeM NOMeCTUTb UX 06PaTHO B fepXKaTesb.
PecTaBpaLnoHHbI MaTepunan cerat.x one Universal
BbibepuTe OTTEHOK Cerart.x one, MakCMMasbHO COOTBETCTBYIOLWINIA LBeTY 3yba. MNonaraiTecb Ha
LiBET LIeHTPa/ibHO YacTu 3yba.

7.1.3 CoBeTbl N0 BbIOOPY OT TEHKA
OuncTUrc NOBepPXHOCTb 3y6a NPo(MNaKTUYeCKOW nacTor ANa ypaneHus Hanéra uam
NMOBEPXHOCTHbIX KpacuTene.
BbibupaiTe OTTEHOK MpU YBAaXXHEHHbIX 3y6ax.

7.2  TlpenapupoBaHue MOAOCTH

1 OumcTuTe MNOBEPXHOCTb 3yba NpPodMNaKkTUYeCKOW MacToil, He cofepkawlein (GTopuaos
(Hanpumep, npotunakTuyeckoin nactort Nupro (Dentsply Professional, CLUA)).

2. OTnpenapupyiiTe nNofioCTb (32 WCK/AKOYEHUEM OTAENbHbIX CAy4YaeB, Hanpumep,
nopaxeHune B NpuLLee4yHOn ob6nactu).

3. Vcnonb3yliTe COOTBETCTBYIOLLYH M301ALMIO, TaKyt0 KaK pabbepaam.

4. TlpomOiTe NOBEPXHOCTb BOAAHON CTPYEW M aKKypaTHO yganute M3NUWKW Boabl. He
nepecyLInTe TKaHW 3yba.

7.3 YcTaHoBKa maTpuubl N packinHuBaHue (PectaBpauun kniacca )

1 YcraHoBuTe Matpuuy (Hanpumep, MaTpuuHyt cuctemy AutoMatrix wunm Palodent Plus
(Denlsply Caulk, CLUA)) u kamH. KOHTypupoBaHMe MEeTa//IMYECKON Marpuubl yayywmT
KOHTAaKT ¥ KOHTYp aupoOKCMManbHOW MOBEPXHOCTU. PeKOMeHAyeTcs npefBapuTe/ibHOe
packnnHuBaHme unmn yctaHoBka Konbua BiTine (Dentsply Caulk, CLLUA).

7.4 3awmTa nynbnbl, 06paboTka 3yba/npegBaputenbHas 06paboTka JeHTUHA, HaHeceHne
aaresuBa

O6paTutecb K  pekOMeHZauusM  MPOM3BOAWUTENs  aaresvBa No  3awWwuUTe  NyJbMbl,

KOHOMUMOHUPOBaHUIO 3y6a W/unm HaHeceHUi0 aaresvmBa. Kak TO/MbKO MNOBEPXHOCTW 6blam

npaBuibHO 06paboTaHbl, OHW He [AO/DKHbI MOABEpPratbCA 3arpsAsHeHuto. HesameLnuTeNbHO

MepexoanTe K BHECEHMIO mMaTepuana.

7.5 BHeceHue

BHocute matepuan nopuuMsamu cpasy nocne HaHeceHus afresusa. Martepuan nonumepusyetcs

nopLmaMMN TOMLMHOWA A0 2 MM.
W36erarite 3arpsasHeHNs WNPULEB.

T Ana npegynpexaeHns 3arpsasHeHns Wnpuues 6pbi3raMm UM KanasMy 61Moornyeckmx
XWUAKOCTE WM MmaTepuasom C HeobpaboTaHHbIX PyK, Heob6xoguMmo npu paboTte Yy
CTOMATO/IONMYECKON  yCTaHOBKM  6paTb  YCTPOMCTBO  TONbKO  pykamu B
YNCTbIX/CTEPUNIBHBIX NepyaTkax.
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1 CHumuTe KoNna4ok.

2. MefneHHo MOBepHUTE PYKOATKY LIMpULa N0 4acoBOW CTpesike W  Bbl4aBuTe
Heo6Xo4MMOe KONMYeCTBO Matepuana Ha nanetky A/ CMeLlBaHus.

3. Hanpasnas KOHYMK wwnpuua BBepX, NOBEPHUTE PYKOATKY MPOTUB YacOBOW CTpefiku Ans
npefoTBpalLeHna Bbl4aBWBaHWUA MaTepuana.

4. HesameanuntenbHO 3aKpOWTE LWNPWUL, KONAYKOM.

5. 3awwmwanTe pectaBpalMOHHbIN MaTepuan Ha naneTke NS CMellMBaHUS OT CBeTa.

7.6 BHeceHne pectaBpaLMOHHOro martepuana ceram.x one Universal

1 TlocnoiHo 3anonHUTe NOMoCTb. KaXablil Cnoi < 2 Mm.

2. TMonumepusyinTte KaxpAblii Cnoi B COOTBETCTBMM C Tabnuuein, NPUBEAEHHON HMXKe
[OTBepxaeHuME].

7.7 OTBepxpaeHune

OTBepAuTe CBETOM KaX[blli y4yacTOK MOBEPXHOCTU MAOMO6bI C MOMOLLbD HEeob6Xoaumoro
yCTpolhcTBa A1  OTBEPXAEHUS  BUAMMbIM  CBETOU3NTyYeHMEM, MpeAHa3HaYeHHOro Ans
OTBEPXIEHWA MaTepuanos, COAepXawux uHuumatop KamgpopoxmHoH (CQ), TO ecTb
CNeKTpasibHbIA BbINYCK, cogepxawuii 470 HM. MuHMManbHas MOLLHOCTb CBETOBOrO MOTOKA
JomkHa 6biTe 500 MBatTt/cM2, Bpema nonumepusauumn s KaxLoro OTTeHKa YKa3aHo B
Tabnuue, npueeféHHON  Hwke.  O6patuTeCcb K peKOMeHAauuam npoun3BoANTENSA
(hoTononnmepmsaTopa AN YTOYHEHUs COBMECTUMOCTM Y PeKOMeHAaLuii No nonmmepusannm.

Bpems nonumepwusaymu Ans NOPUUN TONLLUHOA 2 MM

>500 >800
MouwHOCTb mBatt/cm2 mBatTt/cm2
OTtTeHkmn eeram.x one Universal (al-a4, cl, c2) 20c 20 c

7.8 ®uHnwHaa obpaboTKa M NoNMpoBaHue

1 TlpoBeauTe KOHTYpuMpOBaHMe pecTaBpauuu, WCMONb3ys (UHULWHLIE 60pbl WAN anmasHble
6opbl.

2. Wcnonb3yiite cuctemy Enhance gns gonofHUTeNbHOW QUHULLHOK 06paboTKM.

Mepep aTanoM nosvMpoBaHus ybeanTech B TOM, YTO NMOBEPXHOCTb rnafkas u 6e3 aedeKToB..

4. [ns [LOCTUXEeHUs Xopouiero 6necka pectaBpauum, Mbl PeKOMEHAYEM coveTaHUe CUCTeM Ans
OUMHULLHOM OTAEeNKU W nonmpoBaHMs Enhance n PoGo, a TakKe NpUMeHeHNe NONNPOBOYHbIX
nact Prisma Gloss Regular n Extrafme.

Mpn KOHTypupoBanmmu, GUUUNLIOA 06PabOTKE W/MIM MONUPOBAHMK CnedyiiTe peKoMeHAaUusam

npou3BOANTENS.

w

8 Ouwnctka v gesnHgpekunsa

I/I3,qen|/|ﬂ NOCTaBNAKOTCA HECTEPU/IbHBIMN. OTKprTbIe mnpungbl ¢ MaTepunaiomMm  MOXHO
MCNoMb30BaTb NOBTOPHO B TeyeHue 3 mecsueB. CTepunusaums matepuana U NPUHaANeXHOCTeN
He npefyemMoTpeHa.

8.1 OuucTtka n gesnHpekuna pacuseTku Shade Guide

BHMMAHWE

MepeKpecTHOE 3apaXkeHune.

NHpekuwms.

1 Ana npepynpexaeHus 3arpasHeHmsa pacuseTkn Universal Shade Guide 6pbisramu mam
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Kannsamy 6MoN0rMYecKnX XUAKOCTeN uam matepuanom € Heo6paboTaHHbIX PyK, HE06X0AMMO
BHe CTOMAaTO/IOrMYeCcKON yCTaHOBKM  6GpaTb  LWKany OTTEHKOB  TO/MIbKO  pyKamu B
YNCTbIX/CTEPUNBHBIX NepyaTKax. [Ans onpegeneHus LuBeTa 3yb6a AoCTaHbTe HEOOXOAMMBIN
OTTEHOK W3 fiepxarens.

2. Bcerga o6pabatbiBaiiTe LBETOBble aHanoru, Mpexae 4Y4eM MOMecTUTb WX 06paTHO B
fepxarensb.

BHNMAHWE

HenpaBuibHaa ouncTka UIn MeTof Le3nHpeKLun.

MoBpexxaeHne nsgenus.

1 Hwukorga He UCNoNb3yinTe B KayecTBe Ae3VHDULUPYIOTLUX CPeACTB arpeccuBHbIe areHTbl
(Hanpumep, pacTBOPbl Ha OCHOBe X/10pa, FNyTapoBOro anbaernga, MeHoNbHbIX pacTBOPUTENEN,
nogodopa, ankorons, anenbCMHOBOrO Macna, UM aueToHa), TaK Kak OHW CO BPeMEHEM MOryT
NoBNMATL Na LBET LUKasbl.

2. Bcerga obpabaTbiBaiiTe LIBETOBble aHafiorn, npexiae 4Yem MNOMECTUTb UX 06paTHO B
fepxaresnb.
3. Hwukorga He aBTOKNaBUpPYTe LIBETOBbIE aHaNomL.

8.1.1 Py4yHaa oyMcTKa

1 Y pganuTe nepyaTtku cOrfiacCHO MeCTHbIM HOPMaTUBaM.

2. Je3anHhnunpyinTe pyku COOTBETCTBYIOTUUM Ae3MHMOUUUPYIOLWMM pacTBOPOM AN1f PYK C
6aKTepuunAHbIM, BUPOLMANLIM U (DYHTMLUAHBIM LEeACTBMEM COrNacHO MECTHbIM HOpMaTUBaM U
yKa3aHUAM Npou3BOAUTENS.

3. cnonb3yiiTe HOBYHO YUCTYIO Napy YMUCTbIX MepyaTok.

4, Ounwarite wm3genve nNpu MNOMOWM MSATKOWA LLETKW, Tennoi BOAbl WM MNOAXOAALLErO
ouMLLaoLLero pacTeopa A0 yAaneHWs BUAMMbIX 3arpsa3HeHuin. O6patute ocoboe BHUMaHUE Ha
LBbI U3AENNA N BCTaBKM.

5. Ypanute oCTaTKu YMCTALLEro pacTBopa cafeTKol, CMOYeHHOW B BOfE.

6. BbiTupaiiTe n3genua ogHopa3oBol cangeTkoi 6e3 Bopca.

8.1.2 PyuyHasa fe3nmHpekuns

1 Mocne ouncTtkn (8.1 PyuHad oumcTka) TuiaTe/lbHO NPOTPUTE BCE MOBEPXHOCTU U3Lenuns
0A4HOPa30BON candeTKoi B COYETAHUM C OGAKTEPULMAHLIM, BUPOLUUAHBIM W QYHTULUAHBIM
Ae3VHMULMPYIOLW MM pacTBOPOM Ha BOAHOM OCHOBe, COOTBETCTBYIOLW MM MECTHbIM HOpPMam U1 B
COOTBETCTBMM C WHCTPYKLMEN MO 3KCnayaTauuy MpPOU3BOAUTENS K Ae3nHQUUUpYyowemy
pacTBopy. Y6eguTecb, 4TO Le3MHOUUMPYIOLWMIA pacTBOP COBMECTUM C YMUCTALWMM pPACTBOPOM.
O6paTtute 0ocob60e BHMMaHWe Ha LWBbl NpUMbopa 1 BCTaBKMW.

2. Ynanute ocTaTky Le3UH(pULMPYIOLWEro pacTeopa canfeTkoin, CMOYEHHON B BOje.

3. BbITpuTe nsgenvie HeBopcALLeinca 04HOPa30BOMN caeTKON.

9 YcnoBuAa N CPOK XpPaHEHUA, CPOK FOAHOCTU
HeHagnexatine ycnoBus XpaHEHUS COKpalaloT CPOK CAyX6bl M MOryT MpuBecTn K
MOBPEXAEHWIO N3LeNnsa.
*  XpaHuTb MPOAYKT B XOPOLLO BEHTUIMPYEMOM U 3allULLEHHOM OT CBeTa MecTe.
* XpaHuTe B repMeTMYHO ynakoBke npu Temnepatype oT 6 °C go 28 °C.
* He ponyckaiTe nonagaHuWa Ha MPOAYKT COJIHEYHOIO CBETa W MNpefoxXpaHainTe OT
nonagaHusa Bojpl.

* He 3amopaxmuBaiiTe.
* He ncnonb3yinTe No ncTevyeHne cpoka rofHOCTH:
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Matepuan cTomMaToIorM4eckunii ceram.x one - 2 roga
Wrna annankaunoHHas - 5 et
BnaxHoCTb MOXeT OTpuLLaTe/IbHO NMOBAUATL HAa CBOWCTBa MaTepuana.
[na pacneyaTaHHbIX WNPULEB PEKOMEHAYETCH CnefytoLee:
e XpaHuUTe B CyXOM MecTe (OTHOCUTe/IbHAasA BNaXHOCTb < 80%);
* Wcnonb3yiiTe B TeyeHne 3 MeCALEB.

10 ¥YcnoBusa TpaHCNOPTUPOBKMU.

N3penna [oMKHbI TPaHCMOPTMPOBATLCA B COOTBETCTBUM C NpaBuiamMu, AenCTBYHOWWUMU A1A
KaXaoro Buga TpaHcnopTa npu Temnepatype mexay 6 °C go 28 °C M OTHOCUTENbHOW
BnaxHoctn <80%.

11 Tpeb6oBaHMsa NO 3aWMUTe OKPYXXaloLen cpeabl
W3genve He oOKasblBaeT HEraTMBHOrO BO3JENCTBMA Ha OKpYXawlwyl cpedy B npouecce
XN3HEHHOT O UuKna.

12 ¥YcnoBuda skcnnyartayum
okcnnyartaumna; +10 - +45. U3penma He nognexar pemoHTY. CneuymanbHOro TEXHWUYECKOro
o6cnyXmBaHusa He TpebyeTcs.

13 ¥YTunusayua
YTunmsayms NpoBOAUTCS B COOTBETCTBMM C MeCTHbIM 3aKOHOAATeNbCTBOM U MPOTOKO/MAMM
KOHKPETHOT0 MeANLMHCKOIO YUpeXAeHus.

14 lMapaHTUK NPoOU3BOAUNTENSA
|_|pOM3BO,qMTeﬂb He HeCceT OTBETCTBEHHOCTb W He BblM/a4nBaeT KOMMNeHCaunto 3a BO3MOXHbl A
yuiepb MM HecyacTHble Clyvan, Bbl3BaHHbIE:

. Wcnonb3oBaHnem  n3fennii, He MOAXOAAWMX K CUCTEME U  KOTOpble MOryT
npens3cTBOBaTb HOPMasbHONM paboTe.
. HecobnogeHreM MHCTPYKLUN MO NMPUMEHEHNIO.

OTBETCTBEHHOCTbL 3a TecTUpOBaHME MaTepuana Ha ero NpUrogHocTb WM WCMNOMb30BaHWe ANS
Nto6ON Lenun, IBHO He YKa3aHHO B MHCTPYKL MW, HECET NO/Mb30BaTeNb!

Mo Bonpocam KauyecTBa M3genus crnepyet obpaliarbca K YTMONHOMOYEHHOMY MpeacTaBuUTeso
Npoun3BOANTENS.

15 YNO/MTHOMOYEHHbIN NpeacTaBUTENb.
000 «[leHTcnnan PY», PO, 129090, r. MockBa, MpocnekT Mwpa, A.6.
Ten.: +7 (495) 988-28-08.
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MepeBoAUNK Eroposa AnvHa AnekceesHa

Mopos Mocksa
[BajuaTb TPeTbero CeHTA6GPS ABe ThiCAYN NATHALLATOro roga.

O MapTbiHOBa HaTanus AHApeeBHa, BPEMEHHO UCMNONHAOLWAS 06593aHHOCTUN HOTapuyca
ropoga Mocksbl AkumoBa Mne6a bopucosuya, CBMAETENLCTBYO NOAANHHOCTb MOAMUCH,
cieNnaHHON nepeBoAYMKOM Eroposoii ANMHOW ANeKCeeBHOW B MOEM NPUCYTCTBUW. JINYHOCTb ee
yCcTaHoB/eHa.

3aperncTpuposaHo B peecTpe 3a

B3bicka}to no Tapudgy: 100 py6.

BPWO HoTapuny

llpouiuypoeaito T y&ffyMcpoeaiio u ckpenneHo nevaTbio ff  :wc.

BPWO HoTapuyca:
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For dental use anly
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Directions for use

Ceram.x one dentin & enamel dental material with accessories

manufactured by

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

Description

Images

Indications
Contradictions

Warnings

Adverse events
Step-by-step instructions
Cleaning and disinfection
Storage and shelf life
Transportation.
Environmental requirements
Condition of use

Disposal

Manufacturer’s warranties
Authorized Representative

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

DENTSPty DeTrey GmbH
De-Trey-Stra(3e 1
D-78467 Konstanz



1 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.

Accessories:

Dentin & Enamel Shade Guide - A shade guide for selection ceram.x one shades.

iShade label - A stick scale of colors for the transferring VITA color scale to ceram.x one color
scale.

1.3 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

1.4 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.

DENTSPLY DeTrey GmbH
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1.8.5 Opacity:
Material _ Shades Opacity, %
/ ceram.x one dentin ~d e 62 42 ’
32 55 + 2
dj 50 +2
45 £2
ceram.x one enamel el — 24 + 15
eé 22+ 15
¢ * 20+ 15
1.8.6  Main technicalproperties o fthe polymerized material-
Parameter Units Value
Compressive strength MPa - 320
Yield strength MPa e - 130
Flexural strength MPa 110
Flexural modulus ~GPi — - 85
Shrinkage (Archimedes; v) % 23
Radiopacity mm Al 9’
2 Images

2.1 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).

2.2 Dentin & Enamel Shade Guide.

\p\T Y

2.3 iShade label.

ceram.x One

SanoCft'on’ic Ke$toroitve

J Slxxtt Al A3 A3 A35 A4 61 62 63 64 CI C2 C3 C4 02 03 04
al 02 03 eS.S o4 ol 02 03.5 03.5 <1 t2 c2 a4 c2 «3 03S
MIA ! Al A2 A3 A35 A4 61 62 63 64 CI C2 C3 C4 02 03 04
dl d2 d3 d3 44 dl d2 d3  d3 d2 d3 d3  d4 d2 d3  d3
O ... 12|r3jmmpalirl|n|p|13||3anl
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3 Indications

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

Products should be used only by qualified 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
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
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.

DEWTSPty DeTrey GmbH
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Adverse events

Eye contact: Irritation and possible comeal damage.

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

Contact with mucous membranes: Inflammation (see Warnings).

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
Universal or 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 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 Dentin & Enamel restorative. Each VITA shade is reproduced

VITAPAN Classical Shade

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

ceram.x one dl d2 d3 d3 d4  dl d2 d3 d3 d2 d3 d3 d4  d2 d3 d3

Dentin shade

ceram.x one e2 e2 e2 e3 e3 el el e3 e3 e2 el e2 e2 e2 e2 el

Enamel 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 Dentin &
Enamel 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 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.

DENTSPLY DeTrey GmbH
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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.

paste (Dentsply Professional, USA)).

tooth structure.

Matrix placement and wedging (Class Il 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.

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.

m 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].

DENTSPLY DETREY GmbH
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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 (dl-d4) 40 sec 30 sec

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

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

7
1
2. Use Enhance finishing deviees (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.

8 Cleaning and disinfection
The products are supplied non-sterile. Un-sealed syringes containing the material can be used
within 3 months. Sterilisation of the material and accessories is not acceptable.

8.1  Cleaning and disinfection of Shade Guide

NOTICE

Cross contamination.

Infection.

1 To prevent the shade guide from exposure to spatter or spray of body fluids or
contaminated hands it is mandatory that the shade guide is handled offside the dental unit with
clean/disinfected gloves. For shade selection, remove individual tabs from shade guide holder.

2. Always make sure individual tabs are completely reprocessed before placing back into
shade guide holder.

NOTICE

Wrong cleaning or disinfection method.

Damage to the device.

L Do not clean or disinfect with aggressive agents (e.g. solutions based on chlorine,
glutaraldehyde, phenolic solvents, iodo- phors, alcohol, orange oil, or acetone) as they may
affect the color shade over time.

2. Always make sure individual tabs are completely reprocessed before placing back into
shade guide holder.
3. Never autoclave the individual tabs.

DENTSPiy DeTrey GmbH
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1 Manual cleaning

Discard gloves according to local regulations.
2. Disinfect hands with an appropriate bactericidal, virucidal, and fun- gicidal hand
disinfectant solution according to local regulations.

Use according to disinfectant solution manufacturer’s Instructions for Use.

3. Use a new clean pair of examination gloves.

4, Clean device with a soft brush, warm water, and an appropriate cleaning solution until
free of visible contamination. Pay special at- tention to device seams and insertions.

5. Remove cleaning solution residue with a cloth soaked with water.

6. Dry device with a lint-free single-use cloth.

8.1.2 Manual disinfection

1 After cleaning [see Manual cleaning] thoroughly wipe all device surfaces with a single-
use cloth in combination with a water- based, bactericidal, virucidal and fungicidal disinfection
solution approved according to local regulations and use according to disinfectant solution
manufacturer’s Instructions for Use. Make sure disinfectant solution is compatible with cleaning
solution. Pay special attention to device seams and insertions.

2. Remove disinfectant solution residue with a cloth soaked with water.

3. Dry device with a lint-free single-use cloth.

9 Storage and shelf life

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

. Store in sealed packs at temperatures between 6 °C and 28 °C (43 °F and 82 °F).

. Keep out of direct sunlight and protect from moisture.

. Do not freeze.

. Do not use after expirationdate:

ceram.x one - 2 years

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 and relative humidity <80%. 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.

DENTSPiy DeTrey GmbH
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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.

DENTSPiy detrey GmbH
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MHCTPYKLUMS MO NMPUMEHEHWUIO

ToNbKO ANA NpUMEHeHUsA B cToMaT00run

CTomMaTo/lorMyeckuini matepuman ceram.x one dentin & enamel ¢
NPUHAA/IEXHOCTAMM

nponseoactea KoOMnaHunn

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

1 OnwucaHne

2 M306paxkeHns nsgenuns

3 MokazaHus

4 lMpoTnBONOKa3aHNA

5 MpegynpexaeHns

6 Mo6ouHble 3 heKTbI

7 lMowarosasa MHCTPYKLUSA

8 Ounctka u gesnHhekumns

9 YcnoBusa 1 CPpoK XpaHeHus, CPOK rogHOCTU
10 Ycnosusa TpaHCNOPTUPOBKMU.

n Tpe6boBaHMA NO 3aWMTe OKPYXKaloLLein cpeabl
12 Ycnosua skcnnyatauum

13 Ytunusaymsa

14 ["apaHTUK nNpoussoauTens

15 YNONHOMOYEHHbI NpeAcTaBUTENb.
/mognucaHo/ DENTSPLY DeTrey GmbH

De-Trey-Strasse 1
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1 OnuncaHue

11 HawunmeHoBaHue
CTomartonormyeckuii Mmatepman ceram.x one dentin & enamel ¢ npuHagneXxHocTamMK.

12 WVHdpopmauma o nponsBogmTene MeULUHCKOrO U3genus

«DENTSPLY DeTrey GmbH», NepmaHus

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 npomnsBoacTBa MeAULNHCKOI0 n3genus

«DENTSPLY DeTrey GmbH», 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 HasHayeHue
PecTaBpauuu nepegHmMx v 60KOBbIX 3y0O0B.

15 OnwucaHue

Matepuman cromaTtonorn4yeckuii ceram.x one - 3T0 CBETOOTBEPXAAEMbIA, PEHTTEHOKOHTPACTHbIN
pecTaBpalMOHHbIA MaTepuan Ans nepefHMX M 6OKOBbIX 3y60B. PecTaBpalMOHHbI MaTepuan
ceram.Xx One co4yeTaeT B Cceb6e  HAHOTEXHONOrMM C  YAYYLIEHHbIMW  OpPraHUYecKu
MOANNLMPOBAHHbBIMM KepamunyecKumMm yactuuamu, ABNAACD, Takum ob6pasom,
HaHOKepPaMMYeCKMM pecTaBpalMOHHbIM MaTepuanoM C YHWKaNbHbIMWU CBOWCTBaMW: obnagaeT
NerkoAoCTVDKMUMOW  HaTypanbHOW  3CTETUKOW,  OTAMYAETCA  3HAYMTENbHO  CHUDKEHHbIM
BblfefIeHNeM MOHOMEPOB WM MPEBOCXOAHbIMU PabounMMmM XapaKTepUCTUKaMMU.

PecTaBpalLMOHHbIA MaTepuan ceram.Xx One WUMeeT ABe CMCTEMbl OTTEHKOB B OAHOM MPOAYKTeE,
COOTBETCTBYSl  pa3/IMUHbIM  KAWMHWUYECKUM W 3CTETMYECKMM TpeboBaHusiM. MaTepuan
cTomMaTonornyeckmin ceram.x one dentin & enamel - cuctema ABOINHON MNPO3PaYHOCTM
BK/tOYaeT 4 OTTeHKa C YPOBHEM MPO3PayHOCTN eCTECTBEHHOIr0 LeHTUHA U TPU OTTEHKa 3Manu,
UMUTUPYIOLNX ECTECTBEHHYK dMmanb. [usaliH 3TUX OTTEHKOB Obln ONTUMM3NPOBAH AN
MOMyYeHUsi BbICOKOICTETMYUYHbLIX pPecTaBpauuii ¢ MNPUMEHEeHWEM MMWHUMANbHOrO KONMYecTBa
OTTEHKOB.

MpuHagNeXXHoCTH:

PacuseTka Dentin & Enamel Shade Guide - pacuBeTka Ans nogbopa OTTEHKOB MaTepuana
ceram.x one dentin & enamel.

MapkupoBka iShade - camokneswascsd 3TUKeTKAa CO LWKaNON LBETOBbIX OTTEHKOB A/S
nepeBoja M3 LWKanbl LBETOBbIX OTTeHKOB VITA B LBETOBYIO LIKaNy MaTepuana ceram.x one.

1.6 ®opmbl NOCTaBKU

MaTepuan cTOMaTONOrNMYECKNA ceram.xX one AeHTUH 1 amanb (dentin & enamel) noctaBnseTcs B
wnpuuax no 3 r pasnnMyHblix oTTeHkKos: dl, d2, d3, d4, el, e2, e3.

Martepuan MOXeT NOCTaBNATbLCA OTAENbHO WUV BMeCTe C NPUHAANEXHOCTAMU B cOCTaBe Habopa
ceram.x one dentin & enamel Starter Kit.

1.7 CocTtaB 1 maTepuasnbl

1.7.1 MaTepman cToMaTONOINMYeCKNA ceraT.x one AeHTUH 1 amanb (dentin & enamel)
Monucunokcax MOANGNLMPOBaHHbIN MeTakpuiatamu (opraHnyeekn
MOANMDULMPOBAHHAA KePaMUKa);

STOKCUNNPOBAHHbIA 6UctheHoN-A-gnuMeTakpunar;

/nognucaHo/ DENTSPLY DeTrey GmbH
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JOopekananon gumetakpunat (DDDMA);

EGAMA-ATMPO pob6aBka;

Bytunrugpokcu tonyon (BHT);

KampopoxuHou;

ArungumetunammHobensoatr (DMABE);
2-TNLPOKCUOEH3NH-1,4-A1Kap6bOKCMN0BasA KUCNOTbI AU3TUNOBbLIA ahup (JTIOMUNIOKC);
2-TNAPOKCU-4-MeTOKCMOEH30(EHOH;

BblCOKOAMUCMEPCHbIA HAaMONMHUTENb ABYOKUCH KPEMHUS;
Bapuii-antoMmHNiAi-60pCUNNKaTHOE CTEKNO;

®Top cogepxawmii bapuin-antoMMHNN-60PCUNINKATHOE CTEKNO;
Aunokeng tutaHa,;

YKenesa oKcup, YepHbIii;

Xenesa okcng XenTblid;

XKenesa okcup KpacHbIW.

/. 7.2 MaTepuansl wnpuua:

KomMnoHeHT Martepunan
LiunnvHap, MaHXeT, MopLUeHb, KpbllwKa nonmnponuneH
BUHT nonnbyTuneH tepgpranat

1.7.3 PacuseTka Dentin <sEnamel Shade Guide

KomnoHeHT Martepuan
Jepxatenb pacuBeTku MonnbytunneHTepedTanar
LiseToBble aHanoru (nanbLbl) MonunkapboHart

1.8 ®dusnyeckme cBOICTBA MaTepuana CTOMATO/IONMYECKOr0 ceram.x One AeHTUH W
amanb (dentin & enamel)

1.8.1 BwusyanbHble XapaKTepUCTUKN:
FomoreHHas nacta 6e3 npumecei.

1.8.2 Teky4yecThb:

Martepuan OTTEHKN TekyuyecTb
ceram.x one JeHTWH dl,d2, d3,d4 13 - 19 mm
ceram.x one 3Malb el, e2,e3 16 - 19 mm

1.8.3 Bpemsa nonumepmsaumm n ToNWmMHa 3aTBepgesaHnsa (no 1ISO 4049:2009):

Martepunan OTTeHKHN Bpems nonnmepusawnm TonwunHa
MowHocTe >500 MowHocTb >800 3aTBepAeBaHUSA
mBarTt/cm” mBatTt/cm

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

[IEHTUH

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

3Manb

1.8.4 UYyBCTBUTENLHOCTb K ecTecTBeHHOMY cBeTY (no 1SO 4049:2009):
Bbigepusaer 06/lyyeHMe eCTECTBEHHbIM  CBETOM, He TOKasblBasg MpexAeBpeMeHHOM
nonumepusaunn, B TeyeHme He meHee 100 cek (419 BCEX OTTEHKOB).

1.85 CTeneHb Npo3payHOCT X (ONAKOBOCTb):
MaTepunan O'rTeHku CTteneHb npospayHocTn, %*

/nognucaHo/ DENTSPLY DeTrey GmbH
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21 Matepuan CTOMaTO/NIOrTMYECKNIA Ceram.X one AeHTUH 1 3amanb (dentin & enamel) B
wnpuuax no 3 r pasnnyHbIX OTTeHKOB: el, e2, e3, dl, d2, d3, d4 (cneBa-HanpaBso).

2.2 PacuseTtka Dentin & Enamel Shade Guide

2.3 MapkupoBka iShade

ceram.x*one o B

Nono-Ceramic Re&to. otive Vita!

" wwwaww
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o 1N npeaynpexaeHns 3arpsasHeHns HocuKa (hnakoHa 6pblaraMy UM Kanasmm 61MonornyeckKux
XWLKOCTE  MAM Matepuanom €  HeobpaboTaHHbIX pyK, Heobxogumo npu paboTe vy
CTOMATONOrNYECKO YCTaHOBKM 6paTb YCTPOMCTBO TOMNbKO PyKaMuW B UMUCTbIX/CTEPUNbHbIX
nepyaTkax.

* [1N10THO 3aKpbIBaiTe LWNPKLbI Cpasdy Moc/ae NCNoMb30BaHNA.

Ans npegynpexaeHns 3arpAsHeHns wWnpuues O6pbidraMy  UAXM  KanasamMu  6MONOrMYeckKmx
XWULKOCTEA  wan matepmanom ¢ HeobpaboTaHHbIX pyK, Heobxoaumo npu paboTe y
CTOMATO/IONMYECKOA YCTAaHOBKM OpaTb LUMPULEB TONbKO PyKamMu B YUCTbIX/CTEPUNBHBIX
nepyatkax. B cnydyae 3arpssHeHus wnpuu, cnegyeTt BbIGPOCUTb.

B3aunmopgeiictBune

- He ucnonb3yiiTe matepuansl, cogepxalyne 3BreHoN UM Nepekncb BOAOPOLA, B COYETAHUM C
AaHHbIM NPOAYKTOM, NOCKO/IbKY OHWM MOTYT MpensTCTBOBaTb 3aTBEPAEBAHUIO NPOAYKTA.

- Ecnn matepvan XpaHUTCS B XONOAWNbHUKE, Nepes NPUMeHeHWeM cneayeT MnpesycMoTpeTb
Bpems, LOCTaTOYHOe AN ero Harpesa 40 KOMHATHOM TemnepaTypbl.

6 Tlob6oYHble ahheKThl
e KOHTaKT c rnasamu: PasgpaeHue, BO3MOXXHO MOBPEXAEHWNE POrOBULLbI.
o KOHTaKT C KOXeil: PasfpaxeHue, BO3MOXHa anfiepruyeckas peakymsa. Bo3mMoXxHO
NosiBNIEHNe Ha KOXe CbIMW KPacHOro LgeTa.
e KOHTakT co CNN3UCTOM 060/104KOIA: BocnaneHne  (cmoTpuTe pasgen
«[pepocTepexeHn»).

7 TMowaroBasd MHCTPYKLUSA

7.1 Mopbop uBeTa

PecTaBpaLWOHHbIA MaTepuan ceram.x one Dentin & Enamel umeeT 4 AEHTMHOBBLIX OTTEHKa
HM3KON npospayHocTn (dI-d4) m 3 amaneBbiX OTTEHKa BbICOKO npo3payHocTu (el, €2, e3).
Mcnonb3ys pAaHHble OTTEHKW, Bbl MOXETe co3gaTb 060N OTTeHOK HO wkKane VITA.
PecTaBpaLMOHHbIA MaTepman ceram.x one Dentin & Enamel oco6eHHO NOAXOANT ANS CUTYaUWiA,
rae KpaiHe BaXKHa acTeTuMKa.

UTo Kacaetcs Bbl60pa OTTEeHKa, BO3MOXHO 2 BapuaHTa. Bbl MOXXeTe MCNoNb30BaTh:

e Knaccnueckyto wkany oTTeHKoB VITAPAN 2 B KOM6GMHaumm C OTTEHOYHOM
naeHTU(MKaLMoHHON Hakneiikoin (iShade label). C npunaraemoin iShade label Bbl
MOXeTe Bbl6paTb COOTBETCTBYHOLWMIA OTTEHOK (-KM) pecTaBpauMoOHHOro MaTepuana
ceram.x one Dentin & Enamel, KoTopblii 6yeT COOTBETCTBOBATb OTTEHKY VITA.

° O6pa3u,b| OTTEHKOB Ceram.X one, W3rotToB/ieHHblE HeENnocpeaCTBeEHHO W3 CaMoOro
MaTepuana.

7.1.1 Bbl6op OTTEHKa C NMPMMEHEHMEM KnacCu4yeckol wWKanbl oTTeHKkoB VITAPAN n
iShade label
1 HakneiiTe npunaraemyto iShade label Ha 060pOTHYHO  CTOpOHY
Knaccuyeckon wkansl 0TTeHKoB VITAPAN.

2. BbibepnTe OTTEHOK Gyaylleii pecTaBpalMyu COrNacHO KNacCUYeckKoii Likane
VITAPAN.

3. BbibepuTe COOTBETCTBYHLLIMIA OTTEHOK Ceram.Xx One B COOTBETCTBUM C
Komb6uHaumelt, npegnaraemoii iShade label.

4. PecTaBpauunoHHbIi MaTepman ceram.x one Dentin & Enamel. Kaxpabiii
OTTEeHOK Nno wikane VITA coOTBETCTBYeT KOMOMHALUN OLHOMO AEeHTUHOBOIO
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OTTEHKa 1N 0AHOro aMmaneBoro OTTEHKa.

Knaccunyeckas pacusetrka VITAPAN

Al A2 A3 A35 A4 Bl B2 B3 B4 CI 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 NeHTUHa

cerat.x one e2 e2 e2 e3 e3 el el e3 e3 e2 el e2 e2 e2 e2 el
4 OTTEHOK 3mManu

7.1.2 BbIbop 0T TEHKA C MPUMEHEHMEM LUKa/lbl 0T TEHKOB CeraT.X One.
Ona Bblbopa LBeTa 3yba Bbl MOXETe WCMNONb30BaTb MNpuiaraemble LWKaabl OTTEHKOB [/
pecTaBpauMoHHOro matepuana cerat.x one Dentin & Enamel.

36eraliTe 3arpsi3HEHNSA LIKabl OTTEHKOB (LIBETOBOI LUKasbl).
Ana npefynpexaeHns 3arps3HeHUs LWKaabl OTTEHKOB 6pbi3ramu  WaM  Kanasmu

OMONOrNYECKMX XUAKOCTEA WM MaTepuanom ¢ HeobpaboTaHHbIX PyK HeobxogmMmo

BHE CTOMAaTO/IOFMYECKOM YCTAHOBKM 6paTb LWKany OTTEHKOB TONMbKO pyKamn B

4YnUCTbIX/CTEPUNbHBIX  MepyaTkax. [na onpegeneHus uBeTa 3yb6a [JOCTaHbTe

HeoOXoaMMbIA OTTEHOK W3 aepxatens. Bcerga obpabaTbiBaiiTe LIBETOBbIE aHanorw,

npexgae 4eM NOMecTUTb UX 06paTHO B AepXKaTeslb.

1. BblbepuTe AEHTUHOBbLIA OTTEHOK, MaKCHMa/ibHO COOTBETCTBYIOLWWIA LBETY YBNaXHEHHOIO
NeHTNHa, BUAUMOrO B NMOMOCTU, WM MonaranTecb Ha NpuLLIEEYHYHO 061acTb 3y6a.

2. BblbepuTe amaneBblii OTTEHOK, MaKCMManbHO COOTBETCTBYHOLWMIA LBeTY 3yba. Monaralitechb
Ha PeXyLunii Kpaii, OKKNK3MOHHY UKW anpoKCUManbHYy 061acTb 3yba.

7.1.3 CoBeThbl N0 BbIGOPY OT TEHKA
OuncTuTe MOBEPXHOCTb 3yba NPOMUIAKTUYECKON NacToW Ans ypaneHus Hanéta wau
MOBEPXHOCTHbIX KpacuTenen.

Bbi6npaliTe OTTEHOK NpY YBNaXXHEHHbIX 3y6ax.

Mpn pabote C pecTaBpauMoHHbIM MartepuanoMm cerar.x one Dentin & Enamel
peKOMeHAyeTCs MCMonb3oBaTb 60/ee TEMHbIA LEHTUHOBbLIA OTTEHOK MO CPaBHEHUIO C
N3HavyanbHO onpegenéHHbIM. HaHOCMMbIA  BMOCNEACTBMM  3MasnieBblli  CMoO  ByaeT
OCBETNATb KOHEYHbI ONTUYECKUIA pe3ynbTar.

7.2 TpenapupoBaHmne NosocTn
1 Ounctnte NOBEPXHOCTb 3y6a NpounakTUYeCKO NacToi, He cofepxkaliein GTopmaos
(Hanpumep, npounaktTnyeckoit nactoin Nupro (Dentsply Professional, CLLA)).

2. OTnpenapupyiite nonocTb (3a WCKIOYEHWEM OTAENIbHbIX C/y4YaeB, Hanpumep,
NopaXKeHWe B MPULLEEYHOW 061acTn).

3. Wcnonb3yliTe COOTBETCTBYHOLL YO M30N5LMI0, TaKyO0 Kak pabbepaam.

4. TlpomoiTe MOBEPXHOCTb BOASHOW CTPYEA M aKKypaTHO ydanuTe M3NWULLIKKM BOdbl. He
nepecyLunTe TKaHn 3yb6a.

7.3 YcTaHoBKa MaTpuubl 1 packninHuBaHue (Pectaspaumun knacca 1)

1 YcraHoBuTe Mmatpuuy (Hanpumep, MaTpuyHyt cuctemy AutoMatrix wnm Palodent Plus,
(Dentsply Caulk, CLIIA) n knuH. KOHTYpupoBaHMe MeTan/IMyeckoin MaTpuLbl YAYULINT KOHTaKT
M KOHTYp anpoKCHMasibMoi MNOBEpPXHOCTU. PeKOMeHAyeTcs npeaBapuTe/ibHOe pacK/ivHWBaHWe
unu yctaHoska Konbua BiTine (Dentsply Caulk, CLLUA).
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7.4 3awwmTta nynbnbl, 06paboTka 3yba/npesBaputenbHas 06paboTka JeHTUHA, HaHeceHme
ajresvBa.

O6paTutecb K  pekOMeHjauusMm  NpoOM3BOAUTeNs  ajresuMsa NO  3awWuTe  My/ibnbl,

KOHAWLMOHMPOBaHUIO 3y6a w/unnm HaHeceHUo aaresmsa. Kak TO/MIbKO MOBEPXHOCTU Oblin

npaBuibHO 06paboTaHbl, OHW He [O/XKHbI NOABepraTbCa 3arpAsHeHni0. HesameLnnTeNnbHO

nepexoAuTe K BHECEHUIO maTepuana.

7.5 BHeceHue
BHocuTe maTepuan nopumsmu cpasy nocse HaHeceHus agresamsa. MaTepuan nofMmepusyeTcs
NOPUMAMMN TONLLUHOA A0 2 MM.

N36eraitTe 3arpsa3HEHNS LNPULEB.

Ana npeaynpexaeHns 3arpsisHeHns WNpULeB 6pbisraMym UAN KannsmMyu 61Monornyecknx
XWUAKOCTEA nnam matepuanoMm C HeobpaboTaHHbIX pyK, Heobxogumo npu pabote Yy
CTOMATONIOrMYECKON  yCTAHOBKM  6GpaTb  YCTPOMNCTBO  TONbKO  pyKamum B
YUCTLIX/CTEPUNBHBIX MepyaTKax.

1. CHMMUTE KOMNayok.

2. MeaneHHO nNOBEpHUTE PYKOATKY LWiMpMWLA MO 4YacoBOM CTpPeNike U BblgaBuUTe
Heob6X04MMOe KOIMYECTBO MaTepuana Ha naneTky ANns CMeLuBaHms.

3. HanpaBnss KOHYMK WiNpMLa BBEPX, MOBEPHUTE PYKOATKY MPOTMB YacOBOW CTPenku ans
npefoTBpaLLEHMS BblAaBNMBaHMS MaTepuana.

4. He3amefLnUTeNbHO 3aKpOMTe LUNPUL, KONNAYKOM.

5. 3awuuiaiiTe pecTaBpaLMOHHbIA MaTepuan Ha naneTke 418 CMELLMBAHUSA OT CBeTa.

7.6 BHeceHue pecTaBpauMoHHOro Matepuana ceram.x one Dentin & Enamel
BoccTaHoBMTE 3y6 B COOTBETCTBUWN C €r0 aHATOMMWYECKON CTPYKTypoii. ObpaTtnTe BHMMaHME Ha
TO, YTO B 3aBUCUMOCTU OT TO/LUHbI 3MaNeBOro W LEHTUHHOTO CNOEB ONTUYECKUIA pe3ynbTaT
MOXKET OT/INYATbCS OT BbIOPAHHOIO 0TTeHKa VITA.

1 BocCTaHOBUTE AEHTUH BbIOPAHHbIM JEHTUHOBLIM OTTEHKOM (TO/LMHA MOpLUN < 2 MM).

2. onumepunsyinTe Kaxayt MNOPLUK AEHTWHA B COOTBETCTBUW C Tabnuuei, NpuBeaEHHON
Hke [OTBEpPXAEHME].

3. BocCCTaHOBWTE CNOI 3Manu BbiGPaAHHBIM 3ManeBbiM OTTEHKOM (TO/LWMHA NOPUUN < 2 MM).

4. TlonumepusyiiTe Kaxayt MOpuUui0 3Mann B COOTBETCTBUM C Tabnuuen, NpuBeLEHHON HUXe
[OTBepxaeHue].

7.7 OTBepxjeHue

OTBepanTe €BeTOM KaX[blil Y4aCTOK MOBEPXHOCTW MAOMObI C MOMOLLbD HEeo6X0aMMOoro
yCTpOiicTBa AN  OTBEPXKAEHUS  BUAUMbIM  CBETOM3/IYYEHMEM, MNpefHa3HAYeHHOro  And
OTBEPXAEHUA  MaTepuanoB, COAepXalux uHuumatop KamgopoxuHoH (CQ), TO ecTb
CNeKTpanbHbliA BbINYCK, cogepXawunin 470 HM. MuUHMManbHas MOLLHOCTb CBETOBOr0 MOTOKA
[0/MKHa 6bITb 500 MBatT/cM”, BpemMa MoAMMepu3anmnm ansa Kaxaoro oTTeHKa ykasaHo B Tabnuue,
npuBeAEHHON HMKe. ObBpaTUTECh K peKOMeHAaLUAM Npou3BouTens oTononumepusaropa 4ns
YTOYHEHMWSA COBMECTUMOCTUN Y PEKOMEHAALNA Mo noanumepusaLuu.

Bpems nonmmepursaymm 4Ns NOpLMn TONLLNHOWK 2 MM:
MolHocTb >500 >800
mBaTT/cM2 mBartT/cM2
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[eHTnHOBbIe OTTeHKK ceram.x one (dl-d4) 40 c 30c

Dmanesble orreHkn ceram.x one (el-e3) 10c 10c

7.8  ®uHuwHaA obpaboTKa 1 NosmposaHue
1 TlpoBeauTe KOHTYpMpOBaHWE pecTaBpauun, WCMOMb3ys (PUHULIHbIE 60pbl UKW alMa3Hble
60pbl.

2. Wcnonb3syiite cuctemy Enhance (Dentsply Caulk, CLLUA) ans AONOAHUTENbHON (WMHULLHOWN
06paboTKu.

3 Tepes aTanom MonvpoBaHUsA yoeauTech B TOM, YTO NMOBEPXHOCTL rNafkas v 6e3 LedeKToB.

4. [na pocTuxeHMa xopowero 61ecka pectaBpaunn, Mbl PeKOMeEHAYeM couyeTaHue CUCTeM Anis
OUHULIHON oTAeNKM 1 noanposaHua Enhance n PoGo, a TakxXe NPUMEHeHME MONMPOBOYHbIX
nact Prisma Gloss Regular n Extrafine (Dentsply Caulk, CLUA).

Mpy KOHTYpPUPOBaHUMW, (UHULIHON 06paboTKe M/MAM NONMPOBAHUWN ClefyinTe peKoMeHAauuam
npou3BoauTens.

8 Ounctka v gesmHgpekymns

I/I3,qen|/|$| MNOCTaBNAKTCA HECTEPUIbHbIMMW. OTKprTbIe wnpuubl ¢ MaTepuasioMm  MOXHO
MCNONb30BaTb NMOBTOPHO B TeyeHMe 3 MecAueB. CTepunmsaumnsa matepuana u NpuUHagneXxHocTel
He NpesycMOTpeHa.

8.1 OuuncTka n gesnHgekumnsa pacuBeTkn Shade Guide

BHVMAHWE

MepeKpecTHOe 3apaxkeHue.

WHpekuunsa.

1 Ona npegynpexaeHuns 3arpsasHeHns pacuseTkn Dentin & Enamel Shade Guide 6pbisramu
WK KannsMum  6MONOrMYecKUX HKUAKOCTEN uaM  maTepuanoMm ¢ HeobpaboTaHHbIX pYyK,
Heo6Xx04MMO BHE CTOMATO/IONMYeCcKOW YCTaHOBKM OpaTb LWKa/ly OTTEHKOB TO/IbKO pykKamu B
UMNCTbLIX/CTEPUNIBHBIX NepyaTKax. [nsa onpegeneHus LuBeTa 3y6a [OCTaHbTe HEOOXOLWUMbIiA
OTTEHOK 13 fepxaTens.

2. Bcerga obpabatbiBaiiTe LBeTOBble aHanoru, Mpexge 4emM MOMeCcTUTb WX 06paTHO B
Aepxxare/ib.

BH/MAHWE

HenpaBuibHaa oUMCTKa UNU METOA Ae3NH(eKLMN.

MoBpexzaeHue nsgenuns.

1 Hwukorga He Ucnonb3yiiTe B KayecTBe 4e3UHMDULUPYIOLWNX CPEACTB arpecCUBHbIE areHTbl
(Hanpumep, pacTBOpPbI Ha OCHOBE XJi0pa, FNyTapoBOro anbaernga, MeHoNbHbIX pPacTBOPUTENEN,
ogoopa, ankorons, anesbCMHOBOrO Macna, WUaW auetoHa), Tak Kak OHW CO BPeMEHeM MOryT
NOB/IMATH Ha LIBET LUKASIbI.

2. Bcerga o6pabaTbiBaiiTe LBETOBble aHa/ioru, npexaie 4eM MOMECTUTb WX 0OpaTHO B
fepxaresb.
3. Hwvkorpa He aBTOKNaBUpPYiNTe LIBETOBbLIE aHANOrN.

8.1.1 PyuyHada ouncTKa

1 Y ganute nepyaTky COrnacHO MECTHbIM HOpPMaTUBaMm.

2. Je3nHpuunpyiite pykn COOTBETCTBYIOLWMUM Ae3MHPULMPYIOWMUM pacTBOPOM A8 PYK C
6aKTepuuMAHbIM, BUPOLMAHBLIM U YHIMUMAHBIM AeAICTBMEM COr/laCHO MeCTHbIM HOpMaTMBaM U
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yliep6 Mnm HecuyacTHble Cyyau, Bbi3BaHHbIE:

. Mcnonb3oBaHWeM — W3Aenuid, He TNOAXOAAWMX K CWUCTEME W KOTOpble  MOryT
NpensTCTBOBaTb HOPMa/ibHON paboTe.
. Heco6ntofieHNeM UHCTPYKLMUMU MO NPUMEHEHMIO.

OTBETCTBEHHOCTb 3a TeCTMpPOBaHME MaTepuana Ha ero MpPUroAHOCTb WM UCMONb30BaHWE A4
Nto6OI Lenn, ABHO He yKa3aHHON B UHCTPYKLMUKN, HECET MO/b30BaTENb!

Mo BonpocaM KayecTBa M34enus cnefyeT o6pawiatbCid K YMNONHOMOYEHHOMY MNpeAcTaBUTesNo
NPOW3BOANTENS.

15 YnNoNHOMOYEHHbIW NpeaCcTaBUTENb.
OO0 «[eHTCcnnain  PY», P®, 129090, r.  Mocksa, [lpocnekt Mwupa, 4.6,
Ten.: +7 (495) 988-28-08.
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MepeBoAUvMK Eroposa AnvHa AnekceesHa

"opos Mocksa
[BajuaTb TPeTbero CEHTAOPS ABe ThiCAYM NATHAALATOro roja.

A, MapTbiHoBa HaTanmsa AHLpeeBHa, BPEMEHHO UCMONHAOWAaA 0693aHHOCTH HOTapuyca
ropoga Mocksbl AkumoBa neba bopucosuya, cBUAETENLCTBYIO NOAJMHHOCTb MOANUCH,
CieNnaHHON nepeBoAYNKOM Eroposoii AnnHOW AneKceeBHON B MOEM NPUCY TCTBUN. JINYHOCTb ee
yCTaHOB.ueHa.

3aperncTpuposaHo speecTpe 3aNe J/1-7/936

B3bickaHo no Tapudy:. 100 pyo6.

BPMO HoTapwuyca:

MpoLuHypoBaH bHO 1 CKpenneHo neyaTbio

BPWO HoTapwuyca:
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Directions for use

For dental use only

Prime&Bond One Etch&Rinse Dental Adhesive Material with Accessories
Manufactured by:

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,1bl61 Konstanz, Germany
Tel: +49-(0)7531-583-192; +49-(0)7531-583-660-192

Description
Images
Indication for use
Contradictions
Warnings
Adverse events
Step-by-step instructions
Cleaning and Sterilization
Storage and shelf life
Transportation
Environmental requirements
Condition of use
Disposal
Manufacturer’s warranties
Authorized Representative
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DENTSPLY DeTrey GmbH
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1 Description

1.1 Name:
Prime&Bond One Etch&Rinse Dental Adhesive Material with Accessories.

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», NepmaHus

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 Indication for use:
Dental self-etching adhesive material for direct and indirect restorations.

1.5 Descriptiom:
Universal self-etching adhesive in a bottle is specially designed to bond composite materials to
enamel and dentin as well as to metals and ceramic.

Prime&Bond One Etch&Rinse universal self-etching adhesive offers excellent performance due
to high bond strength to enamel and dentin, easy and comfortable application and a high degree
of application robustness.

Prime&Bond One Etch&Rinse is singly used with light-cured restorative materials and cements.
When it is mixed with “Self Cure Activator” (DeTrey, Germany, available separately), it is used
with self-cure and dual-cure materials. In this case refer to instruction for using “Self Cure
Activator”.

1.6 Delivery forms:
1 Adhesive Prime&Bond One Etch&Rinse in a bottle 3,5 ml with applicator tips - 50 pcs.,
CliXdish mixing well - 1pcs.. Instructions for Use - 1 pcs.

2. Adhesive Prime&Bond One Etch&Rinse in a bottle 2,5 ml with the Instructions for Use
- 1pcs.

Accessories:
L Applicator tips - no more than 100 pcs.;

ADDITIONALLY, PRIME & BOND ONE ETCH & RINSE IN BOTTLE 3,5 ML WITH
APPLICATOR TIPS AND CLIXDISH MIXING WELL COULD BE INCLUDED INTO
CERAM.X ONE UNIVERSAL STARTER KOT AND CERAM.X ONE DENTIN &
ENAMEL STARTER KIT.

DENTSPiy DeTrey GmbH
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1.7  Composition and materials

1.7.1 Prime&Bond One Etch & Rinse Adhesive

Component

Phosphoric acid modified acrylate
resin (PENTA)

Urethane  dimenthacrylate  resin
(UDMA)

Carboxylic acid modified
dimenthacrylate (TCB resin)
Triethylenglycol-dimethacrylate
(TEGDMA)
2-hydroxyethylmeth-acrylat
(HEMA)

Camphor quinone (CQ)

Ethyl-4-dimethylamonibenzoate
(DMABE)
Tert.-butyl-hydroquinone (TBHQ)

Nanofiller

Tert.-butanol

KOMMNOHEHT
Bottle

Cap
Dropper

Applicator tips part
Handle

Nylon brush

Glue

1.7.4 CliXdish mixing well CliXdish

Polyamide.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Chemical name

2,2,4,4,4-penta-oxymethylenacrycol-3-oxo-1-phosporic
acid
2,7,7,9,15-Pentamethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-
hexadecan-1,16-diyl-dimethacrylat

Bytane -1,2,3,4-tetracarboxylic acid, bis[2-hydroethyl-
methacrylate] ester

Triethylenglycoldimethylacrylate

2-propenoic acid, 2-methyl-, 2-hydroxyethyl ester
(£)-2,3-dioxo-1,7,7-trimethyl-bicyclo-(2,2,1)-heptan
Ethyl-4-dimethylaminobenzoate

2-tert.-butyl-1,4-benzene diol
Functionalized amorphous silica

2-methyl-propanol-2

Martepunan

Low density polyethylene, high density polyethylene,
EVOH, ADMER.

Polypropylene

Polyethylene

Composition (material)
Polypropylene homopolymer
Stabilizers
Nylon 6,6 Polyamide
Titanium dioxide
Absorb water
Toluene (DGEBA) Part A
Xylain (Amidopolyamines) Part B

DENTSPiy DeTrey GmbH
De-Trey-StrafSe 1
D-78467 Konstanz



1.8 Technical specifications of prime&bond one etch & rinse adhesive

1.8.1 Shear bond strength:

Dentin moisture Bond strength, MPa
Optimum 39
Over-dried 31
Over-wet 32

*Test method; after 1800 thermal cycles (5/55 °C), n=10; 5 mm/min (Latta MA, 2009).

Parameter Units Value

Fatigue resistance* MPa 30

*Test method: median micro-shear fatigue resistance (pSFR) method, 10 000 cyclic actions 2Hz

(35°C).

1.8.3 Cure time:

Material Cure time
Output >500 Output >800
mWatt/cm” mWatt/cm”

prime & bond one etch & rinse adhesive 20's 10s

2 Images

2.1 Prime&Bond One Etch«&Rinse adhesive in bottle x 3.5 ml - 1 piece; applicator tips
50 pieces; CliXdish mixing well -1 piece
1-  Applicator tips
2- CliXdish mixing well
3- Prime&Bond One Etch&Rinse
adhesive in bottle x 3.5 ml

2.2 Prime&Bond One Etch&Rinse adhesive in bottle x 2.5 ml
1- Prime&Bond One Etch&Rinse adhesive in

bottle x 2.5 ml

DENTSPiy DeTREY GmbH
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3 Indication for use

Dental self-etching adhesive material for direct and indirect restorations.

Prime&Bond One Etch&Rinse adhesive is designed for direct restorations of all cavity classes
in combination with light-cured composite restorative materials.

Prime«&Bond One Etch&Rinse adhesive is 5*” generation adhesive for:

* Direct, light-cured composite and compomer restoratives.

 Indirect restorations; light-cured, composite cemented inlays, onlays, crowns, bridges and
retainers.

» Composite/compomer, ceramic and amalgam repairs.

* Cavity varnish for use with fresh amalgam.

It is necessary to refer to instruction for using “Self Cure Activator” when using Prime&Bond
One Etch&Rinse for the following indications:

« Direct, chemical and dual-cure composite restoration and restoration of residual limb.
 Indirect restorations; fixation on cement of chemical and dual-cure inlays, onlays, crowns,
bridges and retainers.

« Fixation on cement of chemical or dual-cure endodontic post cementation.

When using Prime&Bond One Etch&Rinse for adhesive bonding of direct amalgam restorations
please refer to the Instructions for use of “Amalgam Bonding Accessory Kit” (available not in all
the countries).

4  Contradictions
« Patients who have a history of allergic reaction to acrylate or methacrylate plastics or any
of the other adhesive components.
« Direct application to dental pulp (direct pulp capping).

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

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

Warnings

The material contains polymerizable acrylate and methacrylate monomers which may be
irritating to skin, eyes and oral mucosa and may cause allergic contact dermatitis in susceptible
persons.

» 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
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accordance with recommendations of your local dental association.

» 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/disinfeeted gloves.

 Tightly close the bottle immediately after use.

* Use in a well-ventilated area.

Avoid inhaling vapor.

« Flammable; Keep away from sourees of ignition. Take precautionary measures against static
discharges.

e Avoid Prime&Bond One Etch&Rinse adhesive saturating the gingival retraction cord. If
Prime&Bond One Etch&Rinse soaks into the cord, it may set hard and bond the cord to the
underlying tooth surface making removal difficult.

» Applicator tips are intended for single use only.  Discard after use. Do not reuse in
other patients in order to prevent cross-contamination.

Interactions:

- Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with
Prime&Bond One Etch&Rinse adhesive sinee they may cause softening of polymer components
and/or interfere with hardening of the product.

- If mineral-impregnated (e.g., ferric compounds) retraction cords and/or hemostatic solutions
are used in conjunction with adhesive proeedures, marginal seal may be adversely affected,
allowing microleakage, subsurface staining and/or restoration failure. If gingival retraction is
necessary, use of plain, non-impregnated cord is recommended.

- Prime&Bond One Etch&Rinse is a light-cured material. Protect from ambient light.

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

6 Adverse events

. Eye contact: Irritation and possible comeal damage.

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

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

7 Step-by-step instructions
7.1 Direct restoration (light-cured composite resin and compomers)

7.1.1 Cleaning

1. Clean uninstrumented enamel and dentin with a rubber cup and pumice or a non-fluoride
cleaning paste such as nupro prophylaxis paste (Dentsply Professional, USA).

2. Wash thoroughly with water spray and air dry.

3. Clean freshly instrumented enamel and dentin with water spray, then air dry.

7.1.2 Pulp protection

1. In deep eavities cover the dentin close to the pulp (less than 1 mm) with a hard-setting ealcium
hydroxide liner (Dycal calcium hydroxide liner (Dentsply Caulk, USA), see instructions for use)
leaving the rest of the eavity surface free for bonding.

DENTSPIY DeTrey GmbH
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7.1.3 Tooth conditioning/dentin pre-treatment
When used as a bonding agent for direct restorative materials, it is recommended to follow the
total etch technique described in this chapter. Prior to use, please see the instructions for use of
the respective conditioner.

Application of 34%-36% phosphoric acid conditioner

1. After application of rubber dam or other suitable isolation technique, apply the respective
conditioner.

2. Apply the respective conditioner to the cavity surfaces starting at the enamel margins.

3. For best results, condition enamel for at least 15 seconds and dentin for 15 seconds.

Rinsing and blot drying

1. Remove conditioner with aspirator tube and/or vigorous water spray and rinse conditioned
areas thoroughly for at least 15 seconds.

2. Remove rinsing water completely by blowing gently with an air syringe or by blot drying with
a cotton pellet. Do not desiccate dentin.

3. Proceed immediately to application of prime&bond one etch&rinse adhesive.

Contamination.

Restoration failure.

1. Once the surfaces have been properly treated, they must be kept uncontaminated.

2. If salivary contamination occurs, thoroughly clean with vigorous water spray, dry,

and repeat conditioning procedure for 5 seconds only. Rinse and dry as described
, above.

7.1.4 Dosage

1. To prevent the bottle from exposure to spatter or spray of body fluids or contaminated hands it
is mandatory that the bottle is handled offside the dental unit with clean/disin- fected gloves.

2. Dispense prime&bond one etch&rinse adhesive directly onto a clean applicator tip, making
sure that the bottle does not come in direct contact with the applicator tip, or place one to two
drops of prime&bond one etch&rinse adhesive into a clean CliXdish mixing well or standard
dappen dish.

3. Replace cap promptly.

Technique Tip: Material in a closed CliXdish mixing well will remain usable for up to 15
minutes. Material dispensed to a standard mixing well must be used immediately.

7.1.5 Application and curing

1. Using the applicator tip, apply the product wetting all cavity surfaces uniformly. Avoid
pooling. This surface should remain undisturbed for 20 seconds.

2. Evaporate solvent by thoroughly drying with clean, dry air from a dental syringe for at least 5
seconds. Use a vacuum aspirator to prevent spatter of the adhesive onto the mucosa. Surface
should have a uniform glossy appearance. If not, repeat application and air dry.

3. Cure prime&bond one etch&rinse adhesive for 10 seconds 2 using a curing light.

Insufficient curing.
Inadequate polymerization.

1 Check compatibility of curing light.
2. Check curing cycle.
3. Check curing output.

Check curing light for minimum light output of at least 800 mW/cm . Cure for at least 20
seconds if light output is between 500 and 800 mW/cm”.
4. Place restorative material over the cured prime&bond one etch&rinse adhesive as per
restorative material manufac- turer’s instructions for use.
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7.2 Light-cured composite, ceramic and amalgam repairs

7.21 Preparation
1 Roughen and clean fractured restoration surface with a fi diamond bur and create mechanical
retention, if possible.

7.2.2 Tooth conditioning/dentin pre-treatment
1. Etch fractured tooth surface with the respective conditioner as outlined in 7.1.3 tooth
conditioning/dentin pre- treatment.

7.2.3 Treatment ofrestoration
1. Etch fractured restoration surface with the respective conditioner for at least 15 seconds as
outlined in 7.1.3 tooth conditioning/dentin pre-treatment.

7.2.4 Application and curing
1. Apply adhesive to the fractured restoration surfaces and light-cure 2 the adhesive [7.1.5

application and curing].

7.25 Completion
1. Complete repair with placement and curing of desired shade(s) of light-cured composite
restorative following manufacturer’s instructions for use.

7.3  Cementation of light transmitting indirect restoration with a light-cured resin cement

73.1 Treatment ofrestoration

1. Treat internal bonding surface of restoration according to manufacturer’s or dental
laboratory’s instructions for use, i.e., etching, mechanical roughening and/or Silane Coupling
agent application.

2. Apply a single coat of prime&bond one etch&rinse adhesive to the internal bonding surface of
the restoration, immediately air dry for 5 seconds.

Light-curing of applied prime&bond one etch&rinse adhesive is not necessary.

7.3.2 Treatment oftooth preparation
1 Clean and condition tooth preparation, apply and light- cure the material as described in 7.1
Direct restoration (light-cured composite resin and compomers).

7.3.3 Cementation
1. Prepare and apply light-cured resin cement according to manufacturer’s instructions for use.

7.4  Cavity varnish for use with fresh amalgam
When used as a cavity varnish, prime&bond® one etch&rinse adhesive is not an amalgam
adhesive.

7.4.1 Preparation
1. Finish preparation by removing existing restorations and/ or caries.

7.4.2 Cleaning

Clean preparation and place a hard-setting calcium hydroxide liner (Dycal calcium hydroxide
liner (Dentsply Caulk, USA), see instructions for use) if needed, according to:

1 Cleaning [7.1.1 Cleaning].

2. Pulp protection [7.1.2 Pulp protection].

7.4.3 3.4.3 Tooth conditioning/dentin pre-treatment
1. Rinse and carefully air dry cavity preparation, but do not desiccate exposed dentin.
2. Condition enamel and dentin following section 7.1.3 tooth conditioning/dentin pre-treatment.
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744 Application
1 Apply and light cure prime&bond one etch&rinse adhesive as described for direct restorations,
see section 7.1.3 tooth conditioning/dentin pretreatment.

7.45 Completion
1. Place and condense amalgam as per manufacturer’s directions.

8 Cleaning and Sterilization
The products are supplied non-sterile. Applieators are for single use. Sterilization of dental
material and aecessories is not required. Except for Clixdish mixing well that is reusable. It can
be cleaned, disinfected and sterilized.
Cross-contamination.
A Infection.
1. Do not reuse single use produets. Dispose in accordance with Iloeal

regulations.
2. Reprocess reusable products as described below.

8.1 CliXdish mixing well is reusable. Cleaning, disinfection and sterilization procedure (if
necessary):

8.1.1 Manual cleaning:

1 Discard gloves according to local regulations. Disinfect hands with an appropriate
bactericidal, virucidal, and fungicidal hand disinfectant solution according to local
regulations. Use according to disinfectant solution manufacturer’s Instructions for
Use.

2. Use a new clean pair of examination gloves.

3. Disassemble the device.

4. Remove adhesive residue with a cloth.

5. Clean the device with a soft brush, warm water, and an appropriate cleaning solution
until free of visible contamination. Pay special attention to device seams and
insertions.

6. Remove cleaning solution residue with a cloth soaked with water.

7. Dry the device with a lint-free single-use cloth.

8.1.2 Manual disinfection:

1. After cleaning (8.1.1 Manual cleaning) thoroughly wipe all device surfaces with a single-
use cloth in combination with an alcohol-based, bactericidal, virucidal and fungicidal
disinfection solution approved according to local regulations and use according to
disinfectant solution manufacturer’s Instructions for Use. Make sure disinfectant solution
is compatible with cleaning solution. Pay speeial attention to device seams and
insertions.

2. Remove disinfectant solution residue with a cloth soaked with water.

3. Dry the device with a lint-free single-use cloth.

The device may be manually disinfeeted for up to 200 times.

8.1.3 Automatic Washer-Disinfector:
As an alternative to manual cleaning and disinfeetion, the device can also be processed in a
washer-disinfeetor (for example, Miele Washer-Disinfector G7835 CD using program Vario TD
with neodisher MediClean (alkaline detergent) and neodisher Z (acid neutralization and cleaning
detergent); both detergents from Dr. Weigert, Hamburg, Germany (not products or registered
trademarks of DENTSPLY International, Inc.).
Use only properly maintained, calibrated, and approved washer-disinfector according to 1SO
15883-1.

1. Disassemble the device.
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2. Remove adhesive residue with a cloth.

3. Place the device in the washer-disinfector allowing water and detergent to enter into and
drain off from device openings during washer-disinfection program and follow washer-
disinfector’s Instructions for Use.

4. Run washer-disinfection program with AO value > 3000 (e.g. 5 min at > 90 °C) using
appropriate detergents.

The device may be cleaned in the washer-disinfector for up to 500 times.

8.1.4 Sterilization (ifrequired)

The device can also be autoclaved.

Steam autoclave the device unwrapped at 134 °C/ 2 bar for 3 minutes 30 seconds.
The device may be disinfected for up to 200 times and sterilized for up to 20 times.

Storage and shelf life
Expiration date - 2 years. Inadequate storage conditions may shorten the shelf life and
may lead to malfunction of the product.

» Store the product in a well-ventilated area and protect from sunlight.

» Store the product at temperatures between 2°C and 24 C. Use the product at room
temperature.

» Protect from moisture.

* Do not freeze.

* Do not use after expiration date.

10 Transportation
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 2 °C and 24 °C.

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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VMHCTPYKUMS MO MPUMEHEHUIO

TonbKo ANnAa NpYMMeHeHNA B CTOMAaTON0INU

MaTepuan ctomaTonornyecknim agreamBHbin prime&bond one etch&rinse ¢
NPUHAAEXHOCTAMM

nponssoaCcrea KoOMnaHMu

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

OnucaHune

N306paxeHunsa n3genuns

lMoka3aHus

MpoTnBONOKa3aHus

MpepynpexneHns

Mo6oyHble aPGheKThI

Mowarosas MHCTPYKLUA

OumncTKa u cTepunmnsaymsa

Y CnoBua 1 CPOK XpaHeHus
Y CnoBus TPaHCMOPTUPOBKN.
TpeboBaHUA MO 3aLLMTe OKPYXaloLLeid cpesbl
Ycnosua akcnayarauuu
YTunnusauusa
apaHTWU¥ npous3BoguTens
YNONHOMOYEHHbI NpeacTaBUTeNb.

© oo ~NO g w™

e N e
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/ OnucaHwue

11 HawumeHoBaHue:
MaTtepuan CTOMAaTOo/10r MYecKunii afire3avBHbIN prime&bond one etch&rinse c

NPMHagNexXHOCTAMMN.

12 WHpopmaLma o nponssognuTene MegULUHCKOTO N3Le/TNA:

«DENTSPLY DcTrcy GmbH», NepmaHus

De-Trey-Sirasse 1, 78467 Konstanz, Germany

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

1.3 Appeca npon3BoacTBa MEAULMNHCKOIO N3AeNnsa:

«DENTSPLY DeTrey GmbH», '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 Has3Ha4yeHwue:
MaTepuan cTOMaToN0rM4yecKnin aare3nBHbIli CamonpoTpaBIMBalOLWMA AN NPOBELEHUSA MPAMbIX
M He NPSAMbIX pecTaBpauunii.

1.5 OnwucaHue:

YHuBepcanbHbIl aAre3nsB TOTa/IbHOrO MPOTPaB/AMBaHWA B O4HOM OYTbiNO4YKe, paspaboTaHHbI
cneumnansHO 419 aAre3nun KOMMO3WUTHbLIX MATepuanoB K AeHTUHY W aManu, a TakXke K MeTannam
N Kepamuke.

YHuBepcanbHbIi aare3ns ToTaibHOro nNpoTpaenmeaHusa prime&bond one etch&rinse npeanaraet
OT/INYHble paboume xapakTepuCTUKM 6narofaps BbICOKOW cunie aare3vv K amMann 1 AeHTUHY,
NMPocToTe U KOM(OPTY B UCMO/b30BAHUMN U BbICOKOW HALEXHOCTU TEXHUKN HaHECEHUS.

prime&bond one etch&rinse B OAMHOYKY MCMNOMNbL3YETCA CO CBETOOTBEPXAAK MMM
pecTaBpauMOHHbIMM  MaTepuanamMm W UeMeHTamu. [lpu CMeWwmnBaHMM C aKTMBATOPOM
XmmMunyeckoro oteepxaeHua “Self Cure Acticvator” (DeTrey, F'epMaHus, npogaetcs OTAENbHO),
MCMNONb3yeTcAd C Marepuanamm XMMUYECKOro W [ABOMHOIO OTBEPXAeHUs. B 3Ttom cnydae
OPUEHTUPYINTECh HA MHCTPYKLMIO MO MCMNO/b30BaHUIO aKTMBaTopa XMMUYECKOro OTBEPXAeHUS
“Self Cure Activator”.

1.6 ®opmMbl NOCTaBKMU:

L Aparesms prime&bond one etch & rinse BO (hakoHe 3,5 M/ B KOMMEKTeE C
annankatopamm ~ 50 wWT., naneTkoin nnactukosoin pAna cmewwusanma CliXdish - 1 wr.,
WHCTPYKLUMEA No NpUMeHeHuto - 1 WrT.

2. Agresuns prime&bond one etch & rinse Bo (hnakoHe 2,5 M1 B KOMNIEKTE C UHCTPYKLMeEN
Nno NpUMeHeHunto - 1 Wr.

MpunHagnexHocTn:
1 AnnnukaTtopsl - He 6onee 100 wWT.;

TAK)XKE AAME3NB PRIME & BOND ONE ETCH & RINSE BO ®JIAKOHE 3,5 MJ1
MOXXET TMOCTAB/MATbLCA BMECTE C MAJNIETKOW NMJIACTUKOBOW AnAa
CMEWNMMBAHNA CLIXDISH W AMNMJANKATOPAMUW B COCTABE HABOPOB
CERAM.X ONE UNIVERSAL STARTER KIT N CERAM.X ONE DENTIN & ENAMEL
STARTER KIT.
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11 Martepuanbl:

KOMMOHEHT

docdopHas KUCIoTa,
MOAMDULMPOBAHHAA aKpUNaTHOW
nnactmaccoin (PENTA)

Ypetana gumetakpunat (YAMA)
(UDMA)

Kap6okcunmpoBaHublil 1
MOAMDULUPOBAaHHbIN
anmetakpunat (TCB nnactmacca)
TPUITUNEHTIMKONb AUMeTakpunat
(TArMA) (TEGDMA)
2-TMapoKcUaTuAmMeTakpunar
(ESMA) (HEMA)
Kam®opoxnHoH

3Tnn-4-gumeTMNaMmMHO6eH30aT
TpeTbyTUN rMapoxmHoH (TBHQ)

HanonHuTenb

TpeTU4HbIl 6yTaHON

1.7.2 ®nakoH gna aaresmsa
KoMMoHeHT
®dnakoH

Kpbiwka
KnanaH

1.7,3 AnnauvkaTopbl
YacTb annnmkaropa
PykosTKa

HelinoHoBasa Kuctouka

CaasylolLlee BeLLeCcTBO

XUMUNYeEeCKOoe Ha3BaHue

2,2,4,4,4-neHTa-0KCUMETUNEHAKPUIONN-3-0KCO-1-
(hocopHas Kucnota

2,7,7,9,15-neHtametnn-4,13-anokco-3,14-anokca-5,12-
Anasa-rekcagueH-1,16-guun-gumerakpunar

ByTtaH -1,2,3,4-TeTpakapb60KCUNbHOM KUCNOThI, Buc[2-
rMAOKCUITUN-MeTaKpunaTHbIA]agmp

TpVI3TVI]'IeHFfII/IKOJ'Ib,qVIMeTaKpVIJ'IaT

2-NMPONEeHONHON KNCNOTbI, 2-MeTun-, 2-
rMAPOKCUITUNOBBIN 3(hump
(¥)-2,3-anokco-1,7,7-TpumeTnn-6uunkno-(2,2,1)-rentax

3tun-4-gumetTnnammHobeH3oat
2-TpeT-0yTnn-1,4- 6€H3UH gnon
PYHKLMOHANN3NPOBAHHbIN aMOP(HbLIA KpeMHWUIA

2-meTun-nponaHon-2

MaTtepuan
NOMNITWUEH HWU3KOW MNAOTHOCTU, MONNITUNEH BbICOKOIA
nnotHoctn, EVOH, ADMER.
noMMMpPonuIeH
NONNITUNEH

CocTtaB (maTepuan)
MonnnponuneH romononnmep
Crabunusartopsl
HelinoH 6,6 Monnamng
Avokcug tntaHa
Bopa abcopbuposaHHas
TonysH (DGEBA) Part A
KcuneHn (Amidopolyamines) Part B

1.7.4 TlaneTkKa nnacTukosasa ana cMmewmsaHmna CliXdish

Monnamng,.

1.8  ®dusmyeckme cBoiicTBa agreamsa prime«&bond one etch & rinse

CocTosfiHME feHTUHA
OnTtumasnbsHoe
MepecyLeHHbI AeHTUH

Inognucaxo/
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yakHbIM AEHTUH 32
NMetog TecTupoBaHusa: npu Bosgenctamm 1800 Tepmumyecknx uuknos (5/55 °C), n=10; 5

'‘Mm/MuH (Latta MA, 2009).

182 YcTanocTHas NPOYHOCTb MPU LMKINYECKMX BO3AENCTBUAX (MUKPO-CLBUT):
XapakTepucTtuka EonHuybl nsmepeHuns 3HayeHue

YcTanocTtHas npoyHOCTL™ MTMa 30
*MeTof TecTupoBaHusa: metog median micro-shear fatigue resistance (pSFR), 10 000

UMKNn4Yecknx Bosgencteuidi npm 2y, (npu 35°C).

L8.3 Bpemsa nonmmepusaumn:

MaTtepunan Bpema nonvmepusaumun
MowHocTb >500 MouwHocTb >800
mBatTt/cCM/ mBatT/cmM/™

Apnresus prime & bond one etch & rinse 20 ¢ Oc

2 W3o06paxeHna usgenuns

2.1 Agpresms prime&bond one etch&rinse Bo hnakoHe 3,5 M -1 WIT.; annaukaTtopbl - 50
WwT.; nanetka nnactukosas ans cmewwmnaHusa CliXdish - 1 wr.

1- AnnnukaTopbl

2- naneTka nnactukoBas gns
cMewmnsBaHna CliXdish

3- ApresunB prime&bond one
etch&rinse Bo ¢pnakoHe 3,5 mn

2.2 Agresms prime&bond one etch«&rinse Bo priakoHe 2,5 ma -1 W,
Puc.2. 1- Agpresus prime&bond one etch&rinse Bo

hnakoHe 3,5 mn

priire&bondbne
itoTs siNst

3 [lokasaHuA

MaTepuan cTOMaTONOrMYECKUA aAre3vBHbIA CaMONPOTPaBANBAOWMIA 418 NPOBEAEHUS NPAMbIX
N He MPSAMbIX pecTaBpauuii.

Agresms prime&bond one etch&rinse npegHasHaveH A5 NPAMbIX pecTaBpauuini nonocTei Bcex
KnaccoB B KOMOWHauMm C (OTOOTBEPXKAAEMbIMW  KOMMO3UTHLIMU  pecTaBpaLyOHHbIMU

MaTepuanamu.
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\jre3B prime&bond one etch&rinse 310 aaresms V NoKoneHUs ans NpoBeaeHUs:

NTIpAMbIX CBETOOTBEPXKAAEMbBIX KOMMO3UTHBIX Y KOMNOMEPHbIX pecTaBpaLyil.

sHenpsambIXx pecTaBpauuii; CBETOOTBEPXKAaeMblX, (UKCUPYEMbIX Ha KOMMNO3WUT BKNAAOK,
Hak/1al0K, KOPOHOK, MOCTOB W pUTENHEPOB.

* [MOYMHKN KOHCTPYKUMIA U3 KOMNO3MTa/KOMNOMepa, KepaMUKN 1 aMmasbraMbl.
* [1OKPbITUA NOBEPXHOCTU MOMOCTU AN UCMOJIb30BAHMA CO CBEXUMMW aMaibramamu.
CnegyeT 03HaKOMUTbCA C WHCTPYKUMen no npumeHeHuto “Self Cure Activator” npwu
ncnons3zoBaHum prime&bond one etch&rinse B cnefyroWwmx cnyvasx:
o Mpsmble, XUMWUYECKOTO WAN [BOMHOIO OTBEPXAEHMSA KOMMO3WTHble pecTaBpauuuM W
BOCCTaHOBJIEHUSA KYNbTHU.
* Henpsmble pecTaBpauuu; ¢ukcaums Ha LeMeHT XMMWUYECKOro WAN ABOMNHOrO OTBEPXAEHUA
BK/af0K, HaKNafoK, KOPOHOK, MOCTOB N pUTENHEPOB.
» duKcaums Ha LeMeHT XMMUYECKOro Uan ABOWHOIO OTBEPXAEHUSA SHAOLWTURTOB.

Mpu ncnonsb3oBaHun prime&bond one etch&rinse anga 60HAMHIa NpyM NPSMbIX pecTaBpaluax
amafibramamy cnefyeT 03HaKOMUTbLCA C WMHCTPYKUuel no npumeHeHuto “Amalgam Bonding
Acessory Kit” (qocTyneH He BO BCeEX CTpaHax).

4 TlpoTMBONOKasaHuA
* Y nMauueHTOB, paHee WMEBLUMX anfepruyeckve peakuunm Ha akpunaTHble WK
MeTaKpuaaTHble NaacTMacchbl Uau No6oi Apyroil KOMNOHEHT afresuBa.
e TpAmMoe NOKpbITUe Ny/bMbl (MPAMOE HANOXeHWe Ha Ny/bny).

5 [pepynpexpaeHud

YKasaHusi no 6e30MacHOCTW.

CnepyeT co3HaTe/lbHO BbIMONMHATbL MPUBEAEHHbIE HUXE YKasaHWs Mo o6Leil 6e30nacHOCTU U
crneuunanbHble yKasaHus no 6e30macHOCTH, NpUBeAEHHbIe B VIHCTPYKLUU K MPUMEHEHWIO.
O603Ha4yeHne 0NacHOCTH.

 JT0 cMBO/, 0603HaYalOLLMIA ONacHOCTb. OH UCMONb3YyeTCs, YTO6bI NpPeaynpeanThb
Bac O MOTEHLMaNbHbIX pPUCKax ANs 3[0POBbS.
 CneflyiiTe BceM CO06LLEHMAM MO 6€30MacCHOCTI, OTMEYEHHbIM JaHHbIM CYMBOJIOM,
BO M36eXaHWe NPUUYNHEHNS Bpefa 3[0P0BbIO.
Mpcaocs CPCKCHUS.
MaTepuan coepXuT MoNUMepu3yemble akpunaTbl ¥ MeTakpunaTbl MOHOMEPOB, KOTOPblE MOTYT
BbI3BaTb pasfpaXeHWe KOXW, [Na3 W CAM3UCTON MOMOCTM PTa, a TakKkKe W annepruyeckuii
KOHTaKTHbIV fepMaTUT Y NPeApacnonoXeHHbIX i,
e 36eraiiTe KOHTakTa C [fasamMu A0S NPefoTBpPalleHns pas3fpakeHWss U BO3MOXHOFO
MOBPEX/EeHMs PoroBuLbl. B cryyae KOHTaKTa C rnasaMu npomoiiTe A0CTaTOUYHbIM KOMUYECTBOM
BOAbl M 06paTUTECH 38 MEAMLIMHCKOW MOMOLLbHO.
e 306eraiiTe KOHTaKTa C KOXeii [nd npeaoTBpalleHUs pasgpaXeHus W BO3MOXHOFO
annepruyeckoro orteeta. B cnyyae KOHTakTa Ha KOXEe MOTYT MOSIBUTbCA KpacHOBaTble
BbICbiNaHNsA. ECNM KOHTAKT C KOXEe Npou3olien, yganute Mmatepuan BaToil, CMOYEHHOIW B
CnupTe, U TUaTe/lbHO NPOMOITE MbIIOM C BOAOW. ECNU MOSIBUAWCH BbICbINAHUS UAW MPU3HAKN
CEeHCMOWNM3aLUMmn, npekpaTUTe WCNOMb30BaHME MPOAYKTa M 06paTMTeCh 3a MEAWLIMHCKOI
MOMOLLbIO.
e /136eraiiTe KOHTaKTa C MATKAMU TKaHSMWU NOMOCTW PTa/CAM3NCTON AN npenoTBpalleHuns
BocnaneHus. Ecnu npowsollen ciydaiiHblii KOHTaKT, yaanuTe MaTepuan BaToil. [pomoiite
CNM3NCTYIO CTPYeil BOAbl B JOCTAaTOMHOM KOMMYECTBE, YAanss NMPOMbIBHblE BOAbI M3 MOMOCTY
pTa. Ecnn BocnaneHue CAW3WUCTON 060M0YKM MOMOCTM pTa CcoxpaHsieTcs, o6paTWTech 3a
MeAMLMHCKON MOMOLLbHO.
Mepbl NPeAoCTOPOXHOCTH.
STOT MPOAYKT MpeAHa3HayeH AN UCMONb30BaHWs B CTPOTOM COOTBETCTBMM C WHCTpyKuUMelt K

/nognucaHo/ DENTSPLY DeTrey GmbH
De-Trey-Strasse 1
D-78467 KoHcTaHy,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AMMeHeHUN0. Mcnonb3oBaHMe [JaHHOTO MNPoAyKTa M06bIM CNOCO60M, HE COOTBETCTBYHOLLUM
Ma3zaHHOMY B VIHCTpPYKUMMW, ABNSETCA JIMYHLIM  PELUEHMEM  MPaKTUKYHOLero Bpaua,
'OTBETCTBEHHOCTb 32 KOTOPOE HECET UCKIOUYMUTENbHO OH CaMm.

Wcnonb3yiiTe COOTBETCTBYHOLLME Mepbl 3aWWTbl A0S CTOMATO/IONMYECKOro nepcoHana u
NayMeHToB, TakMe KaK 3alWMTHble OYKM U Kodepham COrnacHO PekoMeHAauuMsam MeCTHOW
CTOMAaTONOrMYecKoli accoumnaumnm.

» KOHTaKT €O C/OHOM, KPOBbK U XXMAKOCTbO AECHEBOIN 60PO3[KN BO BPEMS MPUMEHEHUS MOXET
cTaTb MPUYMHOM HeyfayHoOW pecTaBpaumn. [Ana obecnevyeHUs afeKBaTHOM  M30NAUUU
peKkoMeHAyeTcq ucnonb3oBaHne Kohdepsama.

» ing npefynpexaeHns 3arpasHeHMs HOCMKa PriakoHa 6pbiraMnm Uan Kanaamm 6Monornyecknx
XWUAKOCTEN wnnm  maTepuanoM C  HeobpaboTaHHbIX pyK, Heobxoaumo npu pabote y
CTOMATO/IOrMYECKON YCTaHOBKM 6paTb YCTPOWMCTBO TOMIBKO PYyKaMW B YMUCTbIX/CTEPUNbHBIX
nepyarkax.

* MNOTHO 3aKpbiBaliTe 6YTbINOYKY Cpa3y nocnae UCnonb30BaHUS.

* Vicnonb3yiiTe B XOPOLIO NPOBETPUBAEMOM MOMELLEHUMN.

N3beraiiTe BAbIXaHNA Napos.

» OrHeonacHo: XpaHuTe Bfann OT WUCTOYHWMKOB BO3ropaHusa. [MpeanpuHUMarite Mepbl ANs
npesoTBPALLEHNS HAKONNEHUS CTaTUYEeCKOro 3/IeKTPMUYecTBa.

* M136eraiiTe NpPONUTbIBaHUSA PeTPakLMOHHON HWUTKM afresvBom prime&bond one etch&rinse.
Ecnu prime&bond one etch&rinse nonaaéT Ha HWUTb, OHA MOXKET CTaTb TBEPAOA W MPUKNEUTHLCS
K nofnexalinm TBEPAbIM TKaHAM, YTO 3aTPYAHUT €€ n3B/eveHue.

* ANNANKaToOpbl SABNAKOTCA  0A4HOpa3oBbiMW. BbibpacbiBaliTe nocne WUCNoab3oBaHus. He
MCMonb3ynTe MOBTOPHO Y APYrUX NauueHTOB BO M3bexaHne NepeKpECTHOro 3apaXeHus.
B3anmopeiicTeme:

- 9BreHon- man H202-copepXkalwime matepuansl He cnefyeT UCNONb30BaTb B KOMOGUHaUuUWM ¢
prime&bond one etch&rinse, MOCKONbKY OHW MOTYT MPUBECTU K Pa3MATYEHUO MOSIUMEPHbIX
KOMMOHEHTOB /WM HapPYTUTb ero 3aTBepfeBaHue.

- Ecnm ncnonb3yoTcs MMMpPerHMpoBaHHble peTpakLMOHHbIE HUTK (CofepiKallime Xeneso) u/mnm
remoctaTMyeckne pacTBopbl B COYeTaHWM C MNpoLeAypolr afre3vu, Kpaesoe npusieraHne MoXet
3HaYMTENbHO HapyLwaTbCs, NPUBOAS B MUKPOMNOLTEKAHMAM, BHYTPEHHEMY OKpalluMBaHWO U/nnm
K Heydadye B pecTaBpauuu. Ecnv Heobxoguma peTpakums LeCHbl, PEKOMEHAYeTCsa MCNo/b30BaTh
NIOCKY0 HEMMMPErHUPOBANHYO HUTL.

- prime&bond one etch&rinse SBNsSeTCA CBETOOTBEPXAAEMbIM MaTepuasom. XpaHUTb B
3alMLLEHHOM OT CBeTa MecTe.

- Ecnu matepuan XpaHuUTCA B XONIOAUNbHUKE, Mepes MPUMEHeHWem cneayet npegycmoTpeTb
BpeMsl, [OCTAaTOYHOE AN ero Harpesa O KOMHaTHOW TemnepaTypbl.

6 Tlob6oYHbIEe 3PP EKTDI

*KOHTaKT ¢ rnasamu: PasfpaxeHune, BO3MOXHO MOBPEX[eHWEe POroBuLbl.

*KOHTAKT C KOXei: PasgpaxeHue, BO3MOXHa anfnepruyeckas peakuus. Bo3MOXXHO NOsSIBNeHUE
Ha KOXe CbINun KpacHOro LBeTa.

*KOHTaKT CO C/IM3UCTOI 060104KON: BOCNaneHne (cMoTpuTe pasgen «lMpefocTtepeXxxeHns»).

7 TlowaroBass UHCTPYyKLUMA

7.1 Tpamas pectaBpaumsa (CBETOOTBEPXKAAEMbIe KOMMO3MUTbl U KOMMOMEPbLI Ha OCHOBE
cmon)

7.1.1 OuucTkKa

1 OunctuTe OTNpenapupoBaHHY 3Manb U LEHTUH Pe3VHOBON Yalleykol ¢ abpa3vusom
AKX NacTol ANS OYWUCTKKM, He cofepXkalei (Topa, Takoh Kak npogumnaktuyeckas nacta Nupro
(Dentsply Professional, CLLUA).

2. TwaTenbHO NPOMOINTE BOLOW M MPOCYLUNTE BO3AYXOM.
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3. OuuCTUTE CBEXEOTNPENapMpoBaHHY 3Mafb U [EHTWH C MOMOLLbO BOAbl U
MpocyLINTe BO3YXOM.

7.L.2 3awmTa nynbnb

1 B rny60KMX nonoctax MOKponTe AeHTUH, 61U3KWUIA K NMynbnapHoil Kamepe (MeHbwe 1
MM) KanbLuii-cofepkallein npoknaakoli (nNpoknagka Ha OCHOBe rmapookucu Kanbuus Dycal
(Dentsply Caulk, CLUA), cM. WHCTPYKUMIO MO TNPUMEHEHWIO), OCTaBNAA OCTa/IbHYIO
MOBEPXHOCTb MOMOCTN CBOGOAHOI ANd GOHAWHTA.

7.1.3 O6paboTka 3yba/npessapuTenpHas obpaboTka feHTUHA
Mpn ucnonb3oBaHUM B KayecTBe OOHAa nNpuU NPAMbIX pecTaBpauusax KOMMO3UTHbIMU
maTepvanamum  PeKOMeHAyeTCsa  WMCMOJib30BaTb  TEXHWKY  TOTa/lbHOrO0  MPOTPaB/NBaHMUA,
OMuCaHHY B 3TOM pasgene. [lepef WCMNONb30BAHWEM O03HAKOMbTECb C WHCTPYKLMEN K
COOTBETCTBYHOLLEMY TPaBUIbLHOMY Tefio.
HaHeceHune TpaBunbHOro rens 34Yo0-36% hocopHOM KMUCNOThbI

1. Mocne HanoxeHus Kodepgama WM LPYTOA  W30NALUOHHOW TEXHWKM HaHecuTte
COOTBETCTBYIOLLNI TPaBU/bHbIN refb.

2. HaHecuTe COOTBETCTBYIOLW WA TPaBUIbHbIA Fefib Ha MOBEPXHOCTb NOJMIOCTU, HauyMHas ¢
3ManeBbIX Kpaes.

3. Ana onTUManbHbIX pe3ynbTaToOB NPOTpPaB/vBaiTe aMasib He MeHee 15 CeKyHf, LEeHTUH
B TeyeHune 15 cekyHa.
MpoXxbIBaHME M 0UNCTKA

1 .Ypanute TpaBUNbHbIA refb C MOMOLLbH Mbljecoca M WHTEHCUMBHOTO MPOMbIBAHUA
BOAHbIM CrpeeM, TLLaTeNbHO NMPOMbIB NPOTPaB/eHHbIE NMOBEPXHOCTM B TeueHue 15 CEKYHA.
2. MonHOCTbIO yfAanuTe BOAY, aKKypaTHO MPOCYLUIMB CTPyeli BO3AyxXa WAM MPOMOKHYB

BaTHOM TypyHZAoi. lMe nepecylunBanTe 4eHTUH.
3. HemeaneHHo nepenauTe K HaHeceHMo aaresnsa prime&bond one etch&rinse.

3arpsasHeHue.
HeypayHaa pectaspaLus.
1 nMocne 06paboTKM [AOMKHbBIM 06pPa3OM MOBEPXHOCTb He [O/KHa ObITb
WMH(ULMpOBaHa.
2. Ecnn BO3HWMK KOHTAKT CO C/AIKOHOW, TLLATENIbHO OYMCTUTE MOLLHON CTpyel
BOLAHOrO Crnpes, BbICYLLUTe U NOBTOPUTE MpoLelypy NPOTPaBnMBaHUA B TeyeHue 5
cekyHA. MpomMoiTe 1 BbiCYLLNTE, KaK OMMUCAaHO BbiLUe.

7.1.4 [o3uposka

1 [Ana npeaynpexneHus 3arpAsHeHWs HOCMKA (iakoHa O6pbi3raMym WAM  Kanasamu
OMONOTNYECKNX XUAKOCTEN UK MaTepmnasioM ¢ HeobpaboTaHHbIX PyK, HE0OX0AUMO Npu paboTe
y CTOMaTONO0rMyeckoil ycTaHOBKM OpaTb YCTPOWCTBO TO/IbKO PyKaMu B YUCTbIX/CTEPUIIbHbBIX
nepyarkax.

2. BblgaBuTte agresms prime&bond one etch&rinse HenocpeACTBEHHO Ha KOHYMK HOBOIO
annaukaropa, y6eauTecb B TOM, YTO eMKOCTb He KOHTaKTUPYeT C HUM, UAn HaHecuTe 1-2 Kanau
aaresmsa prime&bond one etch&rinse B unctyto aueitky CliXdish nnm ctaHgapTHOe CTEKNO Ans
3aMeLlnBaHuS.

3. HemeaneHHO 3akpoliTe KOMMa4oK.

TexHu4eckasa noackaska: lNpu 3akpbITO Kpbieyke Ha nnacTuHke CliXdish agresus octaetcs
rogHbIM K ynoTpebneHunto B TeyeHue 15 MuHYT. Martepuan, HaHeCEHHbIA B CTaHAAPTHYHO
A4eiKy, He06X04MMO cpa3y UCMo/b30BaTh.

7.1.5 HaHeceHune n nonumepusaums

1 C nomouiblo annaMkaTopa OAHOPOLHO HaHecWUTe Martepuan, YBNAXHAA BCe
nosepxHoctn. Wsberaiite o6pa3oBaHMa Nyxul. Takas MOBEPXHOCTb [O/DKHA OCTaTbCA
HETPOHYTOW Ha NPOTSHXKeHUM 20 CeKyH4.
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2. Ypanute pacTBOpuUTENb, TWATENIbHO NPOAYB YMCTbIM CYXUM BO3LYXOM C MycTepa, Ha
NPOTSHKEHUN MUHUMYM 5 CeKyHA, WCNoJMb3ylhTe Mbljecoc An8 NpefoTBpalieHns nonajaHus
OpbI3r aAresMBa Ha CAU3UCTYIO 060M104KYy. [10BEPXHOCTb AO/MKHA WMETb OJHOPOAHbIN
OnecTawWwmMin B, eciv 370 He Tak, MOBTOPUTE HAHECeHWe U NPoCyLLMBaHNe.

3. 3acBeumBainiTe apresams prime&bond one etch&rinse 10 cekyHA, WCNONb3ys
(hOTONONMMEPUN3aLMOHHYIO Namny.
A 1lepocTaToyHas nonvMepu3auns, HeafeKBaTHas noanMepm3aLms.

1 lMpoBepbTe COBMECTMMOCTL (pOTONOMMEPM3ATOpPA.
2. MMpoBepbTe ANUTENBHOCTL LMKNA NOAUMepPU3aLnu.
3. lMpoBepbTe MOLLHOCTbL CBETOBOIO MOTOKA.

MpoBepbTe, 4YTO MOWHOCTHL Balei namnbl cocTasnseT Kak MuHuMmym 800 mBaTT/Ccm .
MonumepesynTe afresnMs Kak MUHUMYM B TeuyeHune 20 CeK, €CIM MOLWHOCTb BbIWEA namnbl
cocTasnseT oT 500 go 800 mBaTT/CM”.

4. PecTaBpauuOHHbIA ~ MaTepuan  cneflyeT ~ HaHOCUTb  Ha  MOABepriimics
thoTtononumepusaumm  prime&bond one etch&rinse cpa3y »>e COr1acHO WHCTPYKLUAM
npoun3BOANTENS.

7.2  CBeToOTBepXAaemMas NoYMHKa KOMMO3UTHbIX, KEpaAMUUYECKUX N amasibraMHbIX
KOHCTPYKLNIA

7.2.1 T[lpenapuposBaHue

1OuynctnTe M co3jaiTe LIEPOXOBATOCTM HAa [MOBEPXHOCTWM CKOMla pecTaBpaluu
(PMHULIHBIM anMa3HbIM 60pOM K CO3faiTe YCNOBUA NS MeXaHWYeCKOW peTeHLMU, ecnn 3To
BO3MOXHO.

7.2.2 0O6paboTkKa 3yba/npegsapuTenbHas 06paboTka AeHTUHa
1 MpoTpaBuTe NOBEPXHOCTb 3ybHa MO NMHWMM NepenoMa COOTBETCTBYHOLWUM TPaBUAbHbIM
refem, Kak onucaHo B pasgene 7.1.3 o6paboTka 3y6a/npeasaputensHas 06paboTka AeHTHHa.

7.2.3 TloaroToskapecTaspaumu

1 MpoTpaBuTe NMOBEPXHOCTb (hparmMeHTa pecTaBpayMn COOTBETCTBYHOLW UM TPaBUIbHbLIM
refem, Kak MWHUMYM, B TeyeHue 15 cekyHj, Kak onucaHo B pasfene 7.1.3 o6paboTka
3yba/npenBapuTtenibHas 06paboTKa AeHTUHaA.

7.2.4 HaHeceHne 1 nonumepusauuns
1 HaHecuTe apgresMB Ha MOBEPXHOCTU JIMHUIA nepenoma KM NOAUMEPU3YinTe ero
(hOTOHONMMEPU3ALMOHHOM NaMnoi, Kak onucaHo B pasaene 7.1.5 HaHeCeHMe 1 NOMMepPU3aLLuS.

7.2.5 3aseplueHune
1 3aBepwunTe MOYMHKY BHECEHMEM W nonumepusaumen HeobXOAMMbIX OTTEHKOB
CBETOOTBEPXaeMOro KOMMo3uTa, ciefysa MHCTPYKLUUAM NPOU3BOLUTENS.

7.3 duKcauns CBeTONPOBOANMbIX HENPSAMbIX pecTaBpaLMii CBETOOTBEPXKAAEMbIM
KOMMNO3UTHbIM LLeMEeHTOM

7.3.1 TlogroToBskKa pecTaspauumn

1 TloaroToBbTe BHYTPEHHME MOBEPXHOCTM pecTaBpaunn COrfacHO PeKoMeHAauusam
nabopartopum WM MHCTPYKLUMAM NPOM3BOAMTENA, Harnpumep: MpoTpaBanBaHue, 06paboTka
MecKoCTpyeMm, HaHeceHue cunaHa.

2. HaHecuTe o0aWH cnoli aare3vBa Ha BHYTpPeHHWe OGOHAMPYeMble MOBEPXHOCTU
pecTaspayluun, HeMeA/IeHHO NPOCYLNTE B TeYeHne 5 CeKyHL.
CBeToOBas nonmMMepusaLnug HaHeCeHHOro aaresmea prime&bond one etch&rinse He 0653aTefbHa.
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JJ TMMogroToBKa obpaboTaHHOro 3yba
1 OuyncTnTe 1 NPOTPaBUTE NOLIOTOB/IEHHbIN 3y6, HAHECUTE U NONUMEPU3YIITe MaTepuan
KaKk onucaHo B pasgene 7.1 TlpaAmas pecTaBpaumns (CBeTOOTBEPXAAEMble KOMMO3UTbI U

KOMIMOMepbI na 0CHOBE CMOJ).

7.3.J ®Pukcauusa
1 T1oAroToBbTE M HAHECUTE CBETOOTBEPXAAEMbIN (PUKCALWUOHHbLIA LEMEHT, COrnacHo

MHCTPYKLMM MO 3KCNAyaTaluum nNpousBoanuTens.

7.4 MoKpbITNE MOMOCTN MPU UCMNOSIE30BAHNN CO CBEXNMU aManbramamm
Mpu ncnonb3oBaHMK B KavecTBe agresmsa prime&bond one etch&rinse He fBnseTca afgre3nsom

ana amanbram.

7.4.1 TlpenapupoBaHue
1.3aKoHuYMTE NpenapoBKy, YAanvnB BCe CYLLECTBYHOLWME pecTaBpauum n/mnm Kapumec.

74.2 Ouncrtka
OumnctnTe NOMOCTb W HaHecuTe TBEPAEIOLYH NPOKNaAKy Ha OCHOBE TMAPOOKWCKU KanbLums
(npoknagka Ha ocHoBe rugpookucu kKanbums Dycal (Dentsply Caulk, CLLIA), CM. MHCTPYKLUIO
Mo MCMOMb30BaHMIO) ec/in He06X04MMO, B COOTBETCTBUM C pasfenamu:

1 Ounctka [7.1.1 ouncTkal.

2. 3awuTta nynbnsl [7.1.2 3awmnTa nynsnsl].

7.43 O6paboTkKa 3yba/npefBapnTenbHas o06paboTka JeHTUHA

1 TlpomoiiTe M OCTOPOXHO MpOCYLWMTE OTNPenapuMpoBaHHyt MNOAOCTb, HO He
nepecyLumnBaniTe 4eHTUH.

2. TpoTpaBuTe aManb W [OeHTWUH, clefyd WHCTpyKumam 7.1.3 obpaboTka
3yba/npeasaputensHas 06paboTka AeHTUHa.

7.4.4 BHeceHue
1 HaHecuTe v nonumepusyiTe agresms prime&bond one etch&rinse, Kak onucaHo ans

NPAMbIX pecTaBpauuin, cnefyinTe WHCTpykumam 7.1.3 o6paboTka 3y6a/npefBapuTenbHas
06paboTKa AeHTUHA.

7.4.5 3aBepuweHue
1 BHecuTe 1 KOHAEHCUPYITE amanbramy COrnacHo peKoMeHgaumsam npousBoguTens.

8 OuwucTtka u cTepmnunsayns
N3genna nocTaBnaoTCa HECTEPUAbHBIMU. ANMAUKATOPbI 415 04HOPa30BOro UCMNoJb30BaHUS.
Crepunusauusa matepuana v NnpuUHaLNeXHOCTeN He NpeAyCcMOTPeHa. 3a UCKITIOYEHNEM NaNeTKM
nnactTukoBor ana cMmewmsaHusa CliXdish, koTopas MoXeT MCNONb30BaTLCA MOBTOPHO U MOXET
ObITb CTEPUIN30BAHA.
MepekpecTHOe 3apaxeHue.
VHhekuus.
1. He wncnonb3yinTe oAHOpa3oBble anmnjankKaTopbl MOBTOPHO. YTUNU3UPYIATE,
COrflacHO MeCTHOMY 3aKOHOZaTeNbCTBY.
2. T1poAyKTbl C LMKINYECKUM UCMONb30BaHWNE YTUNU3UPYITE NOJIOXKEHHBIM NS
3TOro crnoco6om.
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0 TManeTka nnactnkoBas gna cmewmnsaHusa CliXdish npegHasHayeHa gns
MHOropasoBoro neHosib3osanus. NPoToKON OUYNUCTKU, fe3nH(EeKLMN U CTepun3aLnm
(Npn HEob6Xo4MMOCTH):

8.1.1 PyyHada ouyncTKa:

1 YTUnn3npyinTe nepyaTkum COrnacHO MeCTHbIM HOpMAaTUBaM W Ae3VHOUUUPYINTE pyKu
COOTBETCTBYHOLWMUM [e3UHPULMPYIOLWMM pacTBOPOM AN PYK C BGakTepuuuaHbIM,
BUPOLMAHBIM W (YHITMUUAHBIM 4eACTBUEM COrNacHO MECTHbIM HOopmaTuBam U
cnefyite  WHCTPYKLUMM MO  MPUMEHEHUIO  [e3nH(pUUMPYIOLLero  pacTsopa
npounssoguTens.

2. Mcnonb3yiiTe HOBYH YMCTYHO Napy CMOTPOBbIX NepyaTok.

3. Pa3bepute nsgenue.

4. Ypanute ocTaTku aAresnmea TKaHbto.

5. OunwanTte nsgenve npyv NOMOLKM MAFKON LWETKW, Tenao BOAbl M MOAXOAALLETO
ouMLaloLLero pacTtBopa A0 YyAaneHWs BUAMMbBIX 3arpsasHeHuin. O6paTute ocoboe
BHMMaHWe Ha WBbl U3Jenna N BCTaBKMU.

6. Ypanute ocTaTKy O4YMLLAKOLWEr0 pacTBOpa cangeTKo, CMOYEHHON B BOJE.

7. BbiTupaiiTe nsgenue ogHopa3oBoi candeTkon 6e3 Bopca.

8.1.2 PyyHasa fe3nHpeKumns:

1 TMocne ouuctkm (8.1.1. Py4yHaa o0uuCTKa) TW,ATEe/IbHO NPOTPUTE BCE TMOBEPXHOCTH
n3nenns OofHOPa3oBON candeTkolW B COYETaHUM C OGaKTepPUUWMAHBIM, BUPOLMUAHBLIM 1
(DYHIMUMAHBIM Ae3MHDULMPYIOLWMM PacTBOPOM Ha BOLHOW OCHOBe, COOTBETCTBYHOLLUM
MeCTHbIM HOPMaM W B COOTBETCTBUW C MHCTPYKLMEN NO 3KCMNyaTauum npou3BoauTeNns K
AesvH@uuupylowemy  pactsopy. Y6eauTecb, UTO  [e3UH(MLMPYIOLWNIA  pacTBop
COBMECTUM C 4YuCTAWMM pacTBopom. Ob6paTtuTe 0co60e BHMMaHME Ha LiBbl U3Jenuns u
BCTaBKMW.

2. Ypannte oCTaTKW Le3UH(ULMPYIOLWEro pacTsopa candeTkoil, CMOYEHHON B BOJe.

3. BbITpuTe nsgenve ogHoOpa3oBol cangeTkol 6e3 Bopca.

M3nenue MOXHO fe3nHpuLmMpoBaTb BpyUHyto Ao 200 pas.

8.1.3 AnnapaT aBTOMaTWNYECKOM OUYNCTKU U Je3NHMEKLNN:

B KauyecTBe a/fibTEPHATMBbI PYYHOW OUUCTKU W [Ae3nHeKLuMn, usgenve TaK >Xe MOXHO
ob6pabaTbiBaTh B annapaTe (Hanpumep: annapar A41a 04MCcTKU v gesnHpekynn Miele G7835 CD
ncnonb3ya nporpammy Vario TD ¢ neodisher MediClean (wenoyHoe motoulee CpeacTso) U
neodisher Z (HeiTpanuaylouiee KUCAOTbl WM OuuMuLialolLee MOloLee cpefcTso) oba cpefcTsa
AsndTcAa npowussoacteom Dr. Weigert, Fambypr, MepmaHusa (OHW He ABNAKOTCA MPOAYKTaMu
unu ToproebiMn mapkamn DENTSPLY International, Inc).

Mcnonb3yiiTe TONbKO UCMpaBHble, OTPEryIMPOBaHHbIE U YTBEPXAEHHbIe annapartbl 415 04YUCTKM
n fesnHdekymm B cootsetcTamu ¢ ISO 15883-1.

1. PasbepuTe n3sgenue.

2. YpanuTe oCTaTKW ajresmBa TKaHbHO.

3. PasmectuTte u3genvie B annapare Takum o06pasom, yto Obl BOJa U MOKLLEE CPefCTBO
CBOOOLHO HAaMOJHAMNO W BbITEKANO M3 OTBEPCTUIA M3[enns B NpoLecce LMKaa nporpamMmmsi
annapara aBTOMaTW4YeCKOM OYUCTKU W Ae3UH(EeKuMn, W crefyinte WHCTPYKUMM NO
aKcnayaTaumm K annaparty.

4. 3anyctute nporpaMmy co 3HadeHuem AO > 3000 (Hanpumep: 5 muH npu > 90 °C),
MCNo/b3ys NOAX0A4ALLME MOKOLLME CPeacTBa.

M3penne moxeT 6bITb oUMLeHO B annapate Ao 500 pas.

8.1.4 CTepunusaumna (ecnm TpebyeTCs).
M3genne MOXHO Take aBTOKNaBMPOBATb.
ABTOKNaBMPOBaHME NapoM (HemokpbIToe n3genve) npu 134 rpagycax uenbcus/2 6ap B TedyeHue

InognucaHo/ DENTSPLY DETREYGmbH
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1

MuH 30 cek. M3fenve MOXHO nofsepraTb ge3vHgekuyun go 200 pas u ctepunmsaymm go 20
;a3.

YcnoBusa v CPOK XpaHeHUs
Cpok rogHocTun - 2 roga. HeaflekBaTHbIE YC/I0BMA XPaHEHWUA MOTYT COKPaTUTb CPOK

ro4HOCTW W MPUBECTU K Nopye NPOoLYyKTa.
XpaHUTb NPOAYKT B XOPOLLO BEHTU/IMPYEMOM W 3aLLMLLLEHHOM OT CBETa MeCTE.
XpaHuTe B AnanasoHe temnepartyp ot 2 °C go 24 °C. Micnonb3o0Bath NPOAYKT Mpu
KOMHaTHOW Temneparype.

MpegoxpaHaiiTe OT nonagaHns BOAbI.

He 3amopaxuBaiiTe.

He ncnonb3yiite no ncTeYeHUM CpoKa rofHoOCTHU.

10 ¥YcnoBuAa TpaHCNOPTUPOBKMN
I/I3,u,envm OO/DKHbI TPaHCNOPTUpPOBaTbCA B COOTBETCTBUM C MpaBuiamu, ,U,eVICTByPOU.I,MMM ana

KaXX[0ro Buaa TpaHcnopTa npu temnepatype ot 2 °C go 24 °C.

N Tpe6oBaHUA No 3alLNTe OKPYXKatoLen cpelbl
W3genve He oKasblBaeT HeratvBHOIO BO3AENCTBMS Ha OKpY>XKaloLWlyl cpegy B mnpouecce
XN3HEHHOIO UuKna.

12 ¥YcnoBua akcnnyatayuu
okcnnyataumus: +10 - +45. U3genns He nognexar peMoHTy. CneunanbHOro TeXHUYEeCcKoro

o6cnyXnBaHua He TpebyeTcs.

13 Y1Tnnmnsauyusa
YTunusauus npoBOAUTCS B COOTBETCTBMM C MECTHbIM 3aKOHOAATe/NbCTBOM W MPOTOKO/MaMU

KOHKPETHOIo MEAULIMHCKOTO Yy4YpeXaeHua.

14 TapaHTUWM NpPON3BOANTENSA
ﬂpOVISBO,EI,I/ITE!'Ib He HeCceT OTBeTCTBEHHOCTb W He BbiMnaynBaeT KOMMEHCaLUo 3a BO3MOXHbIW

yuiep6 nnn HecyacTHble C/lyyau, Bbi3BaHHbIE:

. Mcnonb3oBaHMEM KOMMOHEHTOB, He MOAXOAAWMX K W3AENN0 U KOTOpble MOryT
NpensaTCTBOBaTb HOPMa/bHOM paboTe.
. HecobntofeHeM MHCTPYKLMM MO NPUMEHEHMUIO.

OTBETCTBEHHOCTb 3a TECTMPOBaHME MaTepuana Ha ero NpurofHoCTb W WCMO/b30BaHWe ANA
N6 Lenn, ABHO He YKa3aHHOM B MHCTPYKLWUK, HECET nosib3oBatesb!

Mo BompocaMm KayecTBa W3fenusa cnefyet obpawatbCs K YMOTHOMOYEHHOMY MpeAcTaBuTesNto
MpoOM3BOANTENS.

15 ¥YNONHOMOYEHHbIN NpeacTaBuTeNb

OO0 «[feHTcnnan  PY», Po®, 129090, r. MockBa. Tlpocnekt  Mwupa, f.6.
Ten.: +7 (495) 988-28-08.
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MepeBoaunK EropoBa AnnHa AneKkceeBHa

["opos MockBa
[BajuaTb TPeTbero CEHTAGPA ABe ThiCAYN NATHALLATOrO roga.

A, MapTblHOBa HaTanua AHApeeBHa, BPEMEHHO UCNOHALWAas 0693aHHOCT M HOTapuyca
ropoga Mocksbl AkumoBa 'neba bopucosuua, cBuieTeNbCTBYH NOAAMHHOCTb NOAMUCH,

cAenaHHol nepeBoA4YNKOM EropoBoii AnHOM AnekceeBHOW B MOEM NPUCYTCTBUK. JINYHOCTb
yCcTaHoB/EHA.

3aperucTpuposaHo B peecTpe 3aNe3~ /5~ N1
B3bickaHo no Tapudy: 100 pyo6.

BPWMO HoTapunyca:

MpouHypo BAHO 1 CKPEMMEeHo neyaTblo ¥ NUCT(-a,-0B).

BPWNO HoTapuyca:
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Directions for use

Fordental use only

DeTrey Conditioner 36 etching gel in syringe with accessories
manufactured by

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

Description
Photo
Indications for use
Contradictions
Warnings
Averse events
Step-by-step instructions
Cleaning and sterilization
Storage and shelf life
0  Transportation
1 Environmental requirements
12 Condition of use
13 Disposal
14  Manufacturer’s warranties
15 Authorized Representative
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1 Description

11 Name
DeTrey Conditioner 36 etching gel.

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 Indication for use
A conditioner gel in syringe for etching dentin/enamel.

1.5 Description

DeTrey Conditioner 36 etching gel - is a blue-tinted gel containing 36% phosphoric acid for
the etching of tooth enamel and conditioning of dentine prior to bonding with resin-based
materials.

Accessories:
Application needles
Application needle for applying DeTrey Conditioner 36 gel. Put on the syringe.

1.6 Delivery forms

DeTrey Conditioner 36 etching gel is available in plastic syringe 3 ml with application needles
(25 pc.) as a part of sets ceram.x one universal Starter Kit and ceram.x one dentin «&enamel
Starter Kit.

1.7 Materials

1.7.1 DeTrey Conditioner 36 etching gel in syringe 3 ml
Composition:

- Phosphoric acid

- Highly dispersed silicon dioxide

- Detergent

- Pigment

- Water
Component Material

Cylinder, Plunger Polypropylene (Exxon Mobil PP 1013 HI)
Component Material

Tube Stainless Steel SUS304

Hub Polypropylene (Exxon Mobil PP 1013 HI)

1.8 Technical specifications
Not acceptable because of accessory purpose ofthe product.

DENTSPLY DETREY GmbH
De-Trey-Stralle 1
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, Ngesdlei
Conditioner 36

3 Indication for use
- Enamel etch technique in connection with composite and compomer restorations
- Total etch technique in connection with composite and compomer restorations.

4 Contradictions
Application to dentine close to the pulp (less than 1 mm).

5 Warnings

1. DeTrey Conditioner 36 contains 36% phosphoric acid. Causes bums. Avoid contact with oral
tissues, eyes and skin. If accidental contact occurs, flush affected area with generous amounts of
water. In case of contact with the eyes, immediately rinse with plenty of water and seek medical
attention.

2. DeTrey Conditioner 36 gel should extrude easily: DO NOT USE EXCESSIVE FORCE.
Replace original cap of DeTrey Conditioner 36 tightly after each use to avoid evaporation.
Discard needle after use, as needles may clog if gel is allowed to dry inside.

3. Make sure the needle tip is securely fastened to the syringe prior to application of DeTrey
Conditioner 36.

Interactions with dental materials
Some liners and bases may be etched by phosphoric acid. In general, this does not impair their
barrier function.

DENTSPiy DETREY GmbH
De-Trey-Stra(Je 1
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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.
o Contact with mucous membranes: Inflammation (see Warnings).

Step-by-step instructions

7.1 1. Cleaning

Clean unprepared enamel with a rubber cup and pumice or a cleaning paste such as Nupro
Prophylaxis Pastes. Wash thoroughly with water spray and air-dry.

Clean freshly cut enamel and dentine with water spray and then air-dry.

7.2 Acid Conditioning of Enamel and Dentine (Total Etch Technique)*

It is recommended to follow the Total Etch Technique described below:

Remove cap from the end of the syringe. Attach disposable needle tip to end of the syringe. Turn
tip clockwise to assure that it is fully seated. Gently extrude gel directly to surface/s to be treated.
Needle tip may be bent for easy access. Start to apply DeTrey Conditioner 36 gel (36%
phosphoric acid) to the cavity surfaces at the enamel margins. For best results, condition enamel
for at least 15 seconds and dentine for 15 seconds or less.

Discard needle after use as needle may clog if gel is allowed to dry inside. Replace original cap.

CAUTION: Replace cap tightly after each use to avoid evaporation. Gel should extrude easily:
DO NOT USE EXCESSIVE FORCE.

I Alternatively to the Total Etch Technique, the conventional Enamel Etch Technique can befollowed .In this case, the enamel

margins only are treated with DeTrey Conditioner 36for at least 15 seconds. Then rinse and dry as described below.

7.3 Rinsing and Drying

Remove gel with aspirator tube and /or vigorous water spray and rinse conditioned areas
thoroughly for at least 15 seconds.

Further treatment of the conditioned area depends on the adhesive material which is applied
following the conditioning procedure. Consult respective directions for use. Once the surfaces
have been properly treated, they must be kept uncontaminated. If salivary contamination occurs,
thoroughly clean with vigorous water spray, dry, and repeat conditioning procedure of enamel
for 5 seconds only. Rinse as described above. Proceed with adhesive procedure.

8 Cleaning and Sterilization
The products are supplied non-sterile. Sterilization of materials and accessories is not
accommodate. Application needles are for single use.

9 Storage and shelf life
* Close tha cap immediately after use.
» Keep out of direct sunlight and protect from moisture.
e Store in at temperature to 24 °C.
Expiration date:
* DeTrey Conditioner 36 etching gel - 5 years
» Application needles - 5 years

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

DENTSPIY DETREY GmbH
De-Trey-StrafSe 1
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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 and relative humidity <80%. 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.

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

OnucaHwue

N306paxeHns nsgenuns

lMokasaHns

lMpoTuBONOKasaHma
MpepynpexaeHuns

Mo60YHbIe aheKThbI

Mowarosaa MHCTPYKLNA

OuncTKa 1 cTepunnsauyms

Ycnosus u cpok XpaHeHus

0  YcnoBua TpaHCNOPTUPOBKU

11 TpeboBaHMA HO 3alMTe OKpYXXaloLel cpeapl
12 ¥Ycnosua akcnayarauum

13 YTtuamsaums

14 TapaHTUM Npown3BoaunTens

15  YNONHOMOYEHHbIN NpeAcTaBUTENb
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OnwucaHue

11 HawnmeHoBaHue
enb npoTpaBoyHbI DcTrey Conditioner 36 B lwnpuue.

12 WHpopmaymna o nponssoguTesie MeAULUHCKOrO U3aenns

«DENTSPLY DeTrey GmbH», NepmaHus

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 nponsBoacTBa MEAULMUHCKOIO U3aenns

«DENTSPLY DeTrey GmbH», Nepmanus

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 Ha3HauyeHue
eNMeBbIN KOHAMLMOHEP AN1F NPOTPaBKM AeHTUHa/aManu B WnpuLe.

15 OnwucaHue

Menb npoTpaBoYHblli DeTrey Conditioner 36 B wnpuue - 3TO reineBblli KOHAULWOHEP AnA
NMPOTPaBKN AeHTUHAa/aMann B LWINpULE NpeacTaBnseT co60li renb CUHEro LBeTa COoAepXKallero
36% ((hocthopHOM KUCNOTbI AN MpOTpaBAMBaHMA amanu M 06paboTKM AeHTMHa nepej
HaHeceHMeM pecTaBpaLMOHHbIX MaTepuanos.

MpuHagnexxHocTun:
Nrnbl annankaunoHHble
Wrna-annnukatop gHA HaHeceHus rens DeTrey Conditioner 36. HafeBaetcs Ha Lwinpuu,.

1.6 ®opmbl NoCTaBKK

enb npoTpaBoyHblit DeTrey Conditioner 36 nocTaBnseTca B N1aCTUKOBOM LINpuue 3mM1 BMecTe
C urnamu-annankatopamu (25 WT. B yNnakoBKe) B cOCTaBe HabopoB ceram.x one universal Starter
Kit n ceram.x one dentin & enamel Starter Kit.

1.7 Martepuansl

/.77 Tenb npoTpaBouHbIii DeTrey Conditioner 36 B wnpuue 3 mn
Cocrtas rens:

. docgopHas kucnota

. BbICOKOANCNEPCHbI KPEMHUSA SUOKCUL

. Kpacutenb «Horizon Blue»

. MAB 193 (CUNUKOH-TINKONb-COMONMMED)
. Bopa, gMmeHupann3osaHHas

7.7.2 MaTepunanbl winpuua:
KomnoHeHT MaTepuan
1(mnnHap, nopeHb noannponueH

/. 7.3 Wrna annnMkaunoHHas

KomMmnoHeHT MaTepuan
HakoHeuHuK Hep>kaBetoLasa craib
BTynka nonunponumex
/noarcarHo/ DENTSPLY DeTrey GmbH

De-Trey-Strasse 1
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18 TexHNYecKne xapaKTepuCTUKKU
HenpumeHMMo BBUAY CNeunpnyecKoro HasHaueHusa n3genus.

2 WN3o6paxeHna mnigenuns

21 Tenb npoTpaBoYHblii DeTrey Conditioner 36 B wnpuue 3 M

W Idilim1l T 36

0*1.n ml

2.2  Wrnel annnnKaynMoHHbIe

Jfor dentol ci®oidy

3 [loKasaHus

lNMpoTpaBnuBaHne amMann nepej HaHeECEHMEM  KOMMO3UTHbLIX  WAM  KOMMOMEPHbIX
pecTaBpaLNOHHbLIX MaTepmnasnos.
- TexXHUKa TOTaJIbHOT O npotpasnnBaHNA nepes HaHeCeHMEM KOMMO3UTHbLIX WA KOMMNOMEPHbIX
pecTaBpaLMOHHbLIX MaTepunanos.

4 Tlpo3uBonoKasaHuA
lMpoTpaBnvBaHue AeHTUHA 61M3KOPACMONOXKEHHOIO K nysbre (MeHee 1 Mm).

5 [llpepgynpexpaeHunsa

Fenb npotpaBoyHbii DeTrey Conditioner 36 cogepxut 36% ¢GochopHy0 KUCNOTY, KOTOpas
BbI3blBAET pasgpaxeHue. W3beraiite KOHTaKTa C KOXeM, rnasamMum u CAN3UCTON 060104YKONA
nofoctu pra. B cnyyae BHE3anmHOro KOHTaKTa NPOMOTe MECTO B3aMMOLENCTBMA 6O/bLINM
KONNYeCTBOM BOAbl. B cnyyae KOHTaKTa € rnasamy npomoinTe JOCTaTOYHbIM KO/IMYECTBOM BOZbI
1 06paTUTECh 32 MEAULMHCKOW MOMOLLbIO.

Fenb npoTpaBoyHbli  DeTrey Conditioner 36 [o/kKeH nerko Bblgaenueatbes: HE

Inognucaxo/ DENTSPLY DeTrey GmbH
De-Trey-Strasse 1
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MPUMEHANTE YPE3MEPHYO CWJ/Y. TNOTHO 3aBUHYMBAlTE KOMMAyoK MPOTPaBOYHOIO
renst DeTrey Conditioner 36 nocne KaXaoro MCnosb30BaHUs, YTOObI M36eXaTb UCNapeHus rens.
BbibpacbiBaiiTe Urny nocne UCronb3oBaHUA, TakK KakK UMbl MOTYT 3aCOPUTLCSH, €CNU Teflb BHYTPU
3acbIXaer.

Mepes npumeHeHvem, y6eauTecb, 4YTO KOHeL, WIbl HAAEXHO MNPUKPenIeH K wnpuuy
npotpasoyHoro rensa DeTrey Conditioner 36.

B3anmogelicTBume ¢ ApyruMu cTomMaTonorMyecKUMmn mMarepuanamm
HekoTopble NpoKnafoyHble MaTepuanbl MOTYT ObiTb MPOTPaBAeHbl (POCHOPHOWA KUCNOTOW.
OO6bIYHO, 3TO He B/MSAET Ha UX BapbepHY0 PYHKLMIO.

6 TMoboyHble apdeKTbI
* KOHTaKT C rnasamu: PasgpaxeHue, BO3MOXHO NOBPeXJeHne poroBuLibl.
* KOHTaKT C KOXein: PasgpaxeHue, BO3MOXHa annepruyeckas peakuus. BO3MOXHO
MosiB/IeHNe Ma KOoXe CbINu KPacHOro Lgeta.
» KoHTaKT co CNN3NCTON 060/104KOIA: BOCnaneHme (cmoTpuTe pasgen
«[pepocTepexeHns»).

7 TMowaroBas MHCTPYKLUMA

71 1 OuncTka

OuncTUTEe HENoAroTOB/IEHHYID 3Ma/lb C MOMOLLbK PEe3VHOBOW Yalleykun uav nemsbl Unu
yncTAwen nactel, Takoil kak Nupro Prophylaxis (Dentsply Professional, CLUA). TuwaTensHo
NMPOMOWATe CTPYyeil BOLOW U BbICYLLINTE BO3AYLUHOMW CTPYEN.

OuucTtute cBexeobpaboTaHHYO 3Manb U AEHTUH CTPYel BOLbl U BbICYLLIUTE BO3LYXOM.

7.2 Oo6paboTKa aManu u feHTUHa KNCNOToW (TexHMKa TOTalbHOro NpoTpaBanBaHuns)'
PekoMeHAyeTCs cnefoBaTh TEXHUKM TOTaNbHOIO NPOTPaBANBAHUA, ONMUCAHHOW HUXE:

YpanuTe Konnavyok € KOH4YMKa wwnpuua. pucoeguHuTe OAHOPA30BYH WUray-anniankaTop K
KOHUY wnpuua. [MoBepHUTE anniankaTop MO YacoBOW CTpesike, 4TOObl yb6eauTcs, 4YTO OH
MOMIHOCTbIO 3aPMKCMPOBaAH.

AKKYpaTHO BblJaBuUTe refb NPAMO Ha MOBEPXHOCTb, KOTOPYH Heobxoaumo obpaboTaTb. Wrna-
annankaTop MOXeT OblTb COrHyTa A 6onee ygo6HoOro gocrtyna. HauyHuTe npumeHeHue rens c
MOMIOCTHLIX MOBEPXHOCTEN C 3ManeBbIMU KpasMu. [ns nyywero pesynbTata, obpabaTbiBaiTe
3Manb He MeHee 15 cekyHA W AeHTUH 15 CeKYH[ WUAN MeHee.

YTUnusnpyinTe HaKOHEYHKU MOC/e MCNO/Mb30BaHUA, TaK KakK Urna MOXeT 3aCOpUTCH, eCnu refb
3aCOXHeT BHYTpPM Hee.

MocTaBbTe OPUTUHAMbHbIMA KOMMAaYoK Ha MeCTO.

BHVMAHWE: MNOTHO 3aKpbiBaiTe LWNPUL, KOMLAYKOM LOCNe KaXAOro UCMnosib30BaHUsA, YTo6bI
npefoTBpaTUTL ucnapeHue. [enb [O/MKeH nerko Bbigasnausatbes. HE  TMPUNATAUTE
YUPAMEPHbIX YCUNUIAA

"B KayecTBe anbTepHaTVBbl TOTayYbHOMY MPOTPAaBIMBAHNIO MOXKHO MCMONb30BATb TEXHUKY
npoTpaBnMBaHua amManu. B aTo.M cnyyae renem cnegyeT obpaboTaTb TO/bKO 3MayeBble Kpasi B
TeueHue He .MeHee 15 cekyHA. 3aTe.M NPOMOWTE U NPOCYLLINTE KaK ONUCaHO HUXKe.

1.3 TlpoMbIBKa M CyLIKa

Ypanute refib acnupaunoHHOn TPy6KOA v / unm cunbHOM CTpyeil BOAbl U 06UBHO NPOMONTE
06paboTaHHble 061aCTN B TeYEHNE KaK MUHUMYM 15 CeKyHS.

[anbHeiwasa o06paboTka MpOTpPaBfeHHbIX MOBEPXHOCTENM  3aBUCMT OT  MNPUMEHSEMOrO
afresvBHoro marepuana. O6paTtuTecb K COOTBETCTBYIOLWUM MHCTPYKLUUAM MO MPUMEHEHNUIO.
Mocne TOro Kak MOBEPXHOCTU 6biM NpaBUAbHO 06paboTaHbl, OHWM [O/MKHbI COXPaHATCS
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HETPOHYTbIMM W YNCTbIMW. B cny4vae NonagaHWUM cnpoww, 0OUABHO NPOMONTE 061aCTb CU/BLHOW
CTPyeil BOAbl, BbICYLWIWTE W MOBTOPWUTE MpOLEAYypYy NPOTPaBNWBaHUA 3Malu, HO TONbKO B
TedeHne 5 cekyHA. [pomMoiTe Kak onucaHo Bblwe. [locne 3TOr0 HaymHaliTe HaHeceHue
aaresmsa.

8 OuucTka u cTepunmnsauma
N3penns nocTaBnAlTCA HecTepunbHbiMKU. CTepunusaumsa matepuana M NpUHaANeXHOCTel He
npegycMmotpeHa. AnnanKaunoHHble Urbl 418 04HOPA30BOro UCMNOMb30BAHUS.

9 ¥YcnoBuA v CPOK XpaHeHUA
» Cpas3sy Xe nocne 1Ucnosib30BaHMA 3aKpOMNTe KONNaYoK.
* He gonyckaliTe nonagaHus Ha NPOAYKT CO/IHEYHOrO CBeTa W NpefoxpaHsaiiTe oT
nonagaHusa BofAbl.
e XpaHuTb Npu Temmnepartype He Bbiwe 24 °C.
Cpoku rogHoeTu;
* [enb npoTpaBoyHbIiin DeTrey Conditioner 36-5 net
* Wrna annankaynoHHas - 5 net

10 ¥Ycnosua TpaHCNOPTUPOBKU

N3pennsa [OMKHBI TPAHCMOPTMPOBATLCA B COOTBETCTBMM C MpaBuiaMu, AeiCTBYOWNUMU AN
KaX4oro Buga TpaHcnopTa npu Temnepatype Mexgy 6 °C go 28 °C M OTHOCWUTENbHOM
BnaxKHocTn <80%.

11 TpeboBaHWUA MO 3aLUUTE OKPYXKAKOLLIEN Cpefbl
M3genne He OKa3blBaeT HeratMBHOIO BO3AENCTBUS Ha OKPYXalLLYH Cpeay B npolecce
XWN3HEHHOro LuukKna.

12 ¥YcnoBusa sKcnyataumm
Okcnnyaraumna: +10 - +45. N3genua He nognexar pemoHTy. CrieynanbHOro TeXHMYeCcKoro
06CcNyXMBaHNS He TpebyeTcs.

13 YTununsauma
YTVII'IVI3aLI,I/IF| npoBoanTCA B COOTBETCTBMM C MECTHbIM 3aKOHOA4ATE/IbCTBOM W MPOTOKO/1aMU
KOHKPETHOIo MeANLUHCKOTO y4pexxaeHnA.

14 TapaHTUX NPOU3BOAUTENSA
I'Ipomsso,qmenb He HeCeT OTBETETBEHHOCTb W HE€ BblM/1a4yMnBaeT KOMMNEHCaLMNio 3a BO3MOXHbl A
yliepb uam HecyacTHbIe Cly4Yau, BbI3BaHHbIE:

. Mcnonb3oBaHMEM KOMMOHEHTOB, He MNOAXOAAWMX K W3AENNK0 U KOTOpble MOTyT
npensTCTBOBaTb HOPManbHON paboTe.
. HecobnioaeHeM MHCTPYKLMM NO MPUMEHEHMIO.

OTBETCTBEHHOCTb 3a TeCTMpOBaHWE MaTepuana Ha ero MpPUrofHOCTb W UCMONb30BaHWE ANs
NGO Lenun, IBHO He YKa3aHHOW B MHCTPYKL MU, HECET NO/b30BaTeNb!

Mo BompocaM KauyecTBa M3fenus cnefyeT obpawiaTbCsd K YNONHOMOYEHHOMY MpPeAcTaBUTENtO
Mpou3BOAMTENS.

15 ¥YNno/NHOMOYeHHbI npeacTaBUTeNb
OO0 «[feHTcnnan PY», PO, 129090, r. Mocksa, [Mpocnekt Mupa, f.6.
Ten.: +7 (495) 988-28-08.
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MepeBofuunk oBa AnnHa AnekceesHa

1'opog Mocksa
[BajuaTb TPeTbero ceHTAOPA ABe ThICAYN NATHAALATOrNO roga.

A. MapTbliHOBa MaTaunsa AHgpeeBHa, BPEMEHHO UCNOMHAOWAA 0653aHHOCT Y HOTapuyca
ropoga Mocksbl AkumoBa neba bopucosuua, cBuieTeNbCTBYO NOAMHHOCTb MOANUCH,
cAenaHHo nepeBoAYMKOM EropoBoit ANMHOM AneKceeBHOM B MOEM NPUCYTCTBUN. JIMYHOCTb

yCTaHoB/EHA.
3aperncTpupoBaHo B peecTpe 3a
B3bickaHo no Tapudy: 100 pyo6.

BPWVO HoTa,

MpoLLHYpOBaHO, NPOHYMEPOBAHO M CKPEMMEHO NeyaTbio

BPWNO HoTapwuyca:
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