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1 Description

11 Name:
Spectrum Dental Light-Cured Restorative Material.

1.2 Information about medical device manufacturer/developer:
«DENTSPLY DeTrey GmbH»,

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; 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: -t-49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: webmaster@dentsply.de

1.4 Description:

Spectrum is a light-cured, radiopaque micro-hybrid composite for anterior and lateral
restorations. The composite is delivered in traditional syringes and is available in a selection of
VITA shades.

15 Indication for use:
Dental light-cured restorative materials are used for restoration of anterior and lateral teeth.

Scope: dentistry.
These products should be used only in clinical environments by qualified dental personnel.

1.6 Delivery forms:

Spectrum Dental Light-Cured Restorative Material in syringe 49 - 1 pc per pack. Is available in
a selection of shades Al, A2, A3, A3.5 A4, BI, I-Bl, B2, B3, C2, C3, 0-A2, 0-A3.5. The
material is supplied as a component of Spectrum kits (only shades: Al, A2, A3, A3.5, B2, 0-A2,
0-A3.5) or can be supplied separately (all shades).

2 Images

2.1 Spectrum dental material in syringes x 4 g (shade Al as example):
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2.2 Package and labeling (shade Al as example):
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3 Composition and materials

3.1 Spectrum dental material:
Triethyleneglycol dimethacrylate (TEGDMA)
Dimethacrylate
Multifunctional polymethacrylate
Camphorquinone
Ethyl-4(dimethylamino)benzoate
Butylated hydroxy toluene (BHT)
UV stabilizer
Barium-aluminium-borosilicate glass (mean particle size < 1 pm)
Silanated barium-boron-fluoro-alumino-silicate glass (mean particle size < 1 pm)
Highly dispersed silicon dioxide (particle size 10-20 mn)
Fluorescent agent
Ferric oxide pigments
Ferrous oxide pigments

3.2 Syringe:
Polypropylene;
Polybutylene terephthalate.
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4  Technical specifications

4.1 Spectrum dental material in syringes x 4 g; shades: Al, A2, A3, A3.5, A4, BI, I-BlI,
B2, B3, C2, C3, 0-A2, 0-A3.5:

4.1.1 Appearance: homogeneous paste
4.1.2 Weight ofthe material in the syringe 4+0.01g

4.1.3 Layer thickness: 3,2- 4,5 mm
It characterizes the deformation of the pasty material with significant load.

414 Consistency: 16-21 mm
At the temperature 37°C.

A3,5, A4, B3, C4, 0-A2, 0-A3,5 minimum 2,0 mm
Al, A2, A3, BI, B2, C2, C3,I-B1 minimum 2,5 mm
Shades Opacity, Vo

Al, A2, A3, A3,5 A4,BI, B2,B3,C2,C3,C4 39-43
0-A2, 0-A3,5 48-52

I-Bl 27-31

4.1.7 Extrudability: 50- 120N

Characteristics Units Value
Flexural strength MPa >80
Water Sorption pg/mm~ <40
Solubilty pg/mm'™* <7.5
Color Stability No change No change
Radiopacity mm Al >1

4.2 Syringe

Not applicable

5 Indication for use
Restorations of all type cavities in anterior and posterior teeth.

6 Contradictions

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

7 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
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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 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. Always make sure individual tabs are completely reprocessed
before placing back into shade guide.

9.2 Cavity preparation

1 Clean the tooth surface with a fluoride free prophylaxis paste (e.g. nupro prophylaxis
paste).

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.

9.2.1 Matrixplacement and wedging (Class Il restorations)

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

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

Refer to adhesive manufacturer’s Instructions for use for pulp protection, tooth conditioning
and/or adhesive application, once the surfaces have been properly treated, they must be kept
uncontaminated. Proceed immediately to placement of the material.

9.4 Application
Apply material in increments immediately after the application of the adhesive. The material is
designed to be cured in increments up to a 3 mm depth/thickness

Avoid contamination of the syringe.

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

9.5 Light-curing
1 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/cm”. Refer to curing light manufacturer’s
Instructions for use for compatibility and curing recommendations.
2. Cure each layer according to the table below.

Insufficient curing.

Inadequate polymerization.

1 Check compatibility of curing light.

2. Check curing cycle.
3. Check curing output.

Curing Light Output > 500 mW/cm

Shades Increment/ layer  Curing time
Al; A2; A3; A3,5; BI; Incisal-Bl; B2; C2; C3; D3 3mm 20 sec
Opaque-A2; opaque-A3,5; A4; B3; C4 2 mm 20 sec

9.6 Finishing and polishing

1.
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N

Use Enhance finishing devices for additional finishing.

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.

w

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

10 Cleaning, disinfection and sterilization
The products are supplied non-sterile. Sterilization of dental material and accessories is not
required.

11 Storage and shelf life

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

* Store at temperatures between 2 °C and 28 °C.

» Keep out of direct sunlight and protect from moisture.

* Do not freeze.

* Do not use after expiration date. Shelf life of Spectrum - 3 years

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

12 Transportation
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 2 °C and 28 °C and relative humidity <80%.

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

14 Condition of use
Materials are correctly operated intraoral in presence of physiological liquids at nominal
temperatures: 32 °to 42 ° C. The products cannot be repaired. Special service is not required.

15 Disposal

Dispose in accordance with the sanitary rules and regulations of the Russian Federation
2.1.7.2790-10 SanPiN "Sanitary requirements for handling of medical waste." Hazard category
of medical waste - B.

16 Symbo s used in labeling:

Symbol Explanation
g Manufacturer’s name and address
C € CE mark

PCT mark
Flotl Serial number (batch/lot number)

U Expiration date

A Caution: consult the Instructions for Use
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17 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.

18 Authorized Represeutative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.
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MWHCTPYKLUMS NO NPUMEHEHUIO
Tonbko oA NPUMEHEHNA B CTOMaT O/10rn

MaTepuan cToOMaTONOINMYECKNN pecTaBpaLMOHHbIA CBETOOTBEPXAAaEMbl
Spectrum

NPoOun3BOACTBA KOMMAHMUMK

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104

MeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce
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3 CocTaB 1 matepuanbi:

3.1 Martepuan ctomaTosiornyeckuii Spectrum:
MonnypetaH EBPADMA,;
ByTUNIMPOBAHHbIN TMAPOKCUTONYON,
KaM(opoXnHoH;
2-TNAPOKCU-4-MeTOKCU-6EH30(heHOH;
ATun-gumeTnnaMmnHo-6eH3oarT;
Aunokcug KpemHus;
CwvnaHusnpoBaHHOe (PTOP cogepkaliee 6apuii antoMUHUIA 6OPOCUINKATHOE CTEKNO
(menkogucnepcHoe);
CwvnaHusnpoBaHHoOe 6apuin antoM1MHUIA 6OPOCUINKATHOE CTEKIO;
Aunokcug TnutaHa;
UepHbIli OKCUS XXenesa;
XKenTbin OKCKA Xenesa;
KpacHblli oKcua »enesa;

2,5-AMrnapoKcnoeH3nH-1,4-nMKapb0KCMI0BO KMCNOTbI AN3TUIOBLIA athup
(Lumilux).

3.2 Martepuanbl wnpuua:
e [lonunponwunex;
* TlonnbyTtuneH TepTranar.
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MeyaTs;

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Moanucb

4 TexXHUYecKne xapakTepuUCTUKMN

4.1 MaTtepuan cToMaTonornyecKknin Spectrum B winpuuax no 4 r.; otreHku: Al, A2, A3,
A3.5, A4, B1,1-B1, B2, B3, C2, C3, 0-A2, 0-A3.5:

4.1.1 Bwu3yanbHble XapaKTepucTUKN: TOMOreHHas nacrta
4.1.2 BecwmaTepuana s wnpuue 4+0.01r

4.1.3 TonuwwHa cnosa: 3,2- 4,5mm
XapaktepuayeT geopmaynto nactoobpasHOro Matepuana Nnpu CyLLeCTBEHHOM Harpyske.

414 TekyyecTb: 16- 21 mm
Mpu Temnepatype 31°C.

4.1.5 T nybuHasaTeepgesaHusa (no ISO 4049:2000):

A3,5, A4, B3, C4, 0-A2, 0-A3,5 MUHUMYM 2,0 MM
Al A2, A3, B1,B2, C2, C31B1 MUHUMYM 2,5 MM
4.1.6 CTeneHb Npo3pavyHOCTU (ONAKOBOCTh):
OTTeHKMN CTeneHb npospayvyHocTn, %
Al, A2, A3, A3,5, A4, Bl, B2, B3, C2, C3, C4 39-43
0-A2, 0-A3,5 48-52
1-B1 27-3!

4.1.7 O3OKcTpyaupyemocTb (inpuuyemocTsb): 50 - 120H

4.1.8 OCHOBHbIe TexXHNUYecKMe XxapaKTepucTunK NoNMMepmn3oBaHHOro MmaTepuana:

XapaKTepucTtukmn EanHunybl 3uaveHune
Mpegen NpoYHOCTYU MpuU Mna >80

n3rnée

Copbuusa Boapbl MKr/MM'A <40
PacTBopnMOCTb MKT/MM"* <7.5
CTtabunbHOCTL LBeTa He meHsAeTcA He meHseTcH
PeHTreHOKOHTpPacTHOCTb MM Al >1

42 LWnpwuy

He npvmeHmmo.

5 [loka3aHus
PecTaBpauun nonocTeli BCex KaccoB nepefgHMx 1 60KOBbIX 3y60B.

6 [llpoTmBonoKasaHuA
Y NaHWeHTOB, paHee UMEBLUUX ainepruyeckme peakuumm Ha akpunaTHble WU MeTaKpuiaTHble
nnactMacchl Uam nboi Lpyroi KOMMNOHEHT MmaTepuana.

7 TlpepynpexpeHus

YKa3zaHus no 6e30MacHoCTU.

CneflyeT CO3HaTeNbHO BbINOMHATL NPUBEAEHHbIE HUMXE YyKa3aHMsA Mo 06ueil 6e30MacHOCTM U
cneumanbHble yKasaHUsi No 6e30MacHOCTW, MPUBEAEHHble B APYrMx rnaBax WMHCTPYKUMM K

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



YPUMEHEHMIO.
O603HayYeHMe onacHoOCTMW.

MNeyaTs:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce

e OT0 cuMBO/, o0603HavalWMA onacHocTb. OH  Mcnonb3yeTcs, UTOO6bLI
A npesynpesuTb Bac O MOTEHLMANbHbIX PUCKAX ANS 3L40POBbA.

e CnegyiiTe BCemM c006UleHUSIM N0 6e30MacHOCTU, OTMEYEHHbIM JaHHbIM

CUMBOJIOM, BO M306eXaHne NPUUYNHEHUS Bpeaa 340P0BbI0.
lMpepocTepexeHns.
Matepuan COAepXUT MOMUMEPU3YEMble MOHOMEPbI MeTakKpuiatbl, KOTOpble MOryT Bbl3BaTb
pasfpaxeHue KOXW, rna3 1 CAU3UCTON MOMOCTU PTa, a TakXe W a/fiepruyeckuii KOHTaKTHbI
JepMaTuUT Yy MpefpacrnonoXeHHbIX nuu. Matepuan ABASETCA KUCNOTHbIM areHToM W MOXeT
BbI3BaTb OXOT.
* W3beraliTe KOHTaKTa C rfnasamum pAna npefoTBpalieHns pasfpaKeHUs U BO3MOXHOIO
NOBPEXAEeHNs porosuubl. B cnyyae KoOHTakTa € rnasamu npomorite AOCTaTOYHbIM KONMYECTBOM
BOAbI M 06paTUTECh 3a MEeAUUNHCKOWA NOMOLLbIO.
* U3berainTe KOHTaKTa C KOXeill Ana npefoTBpalleHUs pasfpaXkeHus u  BO3MOXHOIO
anneprnyeckoro oteBeta. B cnyyae KOHTaKTa Ha KOXe MOTyT MOSABUTHLCA KpacHOBaTble
BbiCbINaHMA. ECNM KOHTaKT C KOXeW npousowen, yganute maTepuan BaTtol, CMOYEHHON B
enupTe, W TWaTeNbHO MPOMONTE MbIIOM C BOAOW. Ecnv NOSBUANCHL BbICbINAHUA WAN MPU3HAKK
ceHcubunusauum, npekpaTuTe WCMONb30BaHWME MPOAYKTAa WM o6paTuTecb 3a MeLULUHCKOW
MOMOLLbIO.
* M36eraiTe KOHTaKTa C MATKMMU TKaHAMMW NOM0OCTU PTa/CNN3NUCTON ANs NpeoTBpaLLeHms
BOCMaseHnsa. Ecnyv npowusowen cnyyailHbll KOHTaKT, yganute matepuan BaToil. [pomoiTe
CNN3NCTYHO CTpyeil BOAblI B AOCTATOYHOM KO/MYeCTBe, yAanss NpOMbiBHble BOAbl M3 NOMOCTM
pra. Ecnu BocnaneHue cnv3ucToii 060/104KM MOMOCTM pTa COXpaHsAeTcd, obpaTuTech 3a
MeANLMHCKOW MOMOLLbIO.
Mepbl NPefoCTOPOXKHOCTH
JTOT NPOAYKT NpeAHasHayeH AN MCMOMb30BaHUS B CTPOrOM COOTBETCTBUMU C WHCTPYKUMEN K
NpUMeHeHWt0. Mcnonb3oBaHWe [aHHOro MpoAyKTa /lobbiM CNOCO60M, He COOTBETCTBYHOLLUM
yKa3aHHOMY B [aHHON WIHCTpyKLUMKW, ABNAETCA /IMYHBbIM peLleHVeM MPaKTUKYHLWero Bpaya,
OTBETCTBEHHOCTb 32 KOTOPOE HECEeT UCK/IKUYNTENLHO OH CaMm.
* Mcnonb3yinTe COOTBETCTBYHOLLME Mepbl 3alUTbl AN CTOMATONOINMYECKOro nepcoHana w
NnauneHTOB, Takue KaK 3alWuTHble OYKM U Kopdepham COrfacHO pekoMeHAauuMsam MeCTHOM
CTOMAaTO/IOrMYeCcKOon accolmaunm.
* KOHTaKT CO C/IIOHOW, KPOBbIO M XWAKOCTbIO AeCHeBON 60p034KM BO BPemMs MPUMEHEHUSA MOXET
cTaTb NPUYUHON HeyfayHON pecTaBpauuun. [na obecneyeHuUs afeKBaTHOW  M30MAUUN
PEKOMEHAYeTCa UCnosb3oBaHne Kogphepaama.
» [lns npefynpexaeHuns 3arpasHeHns Hocuka (hakoHa 6pbiaraMy UAK KaniamMmu 61Monornyeckmnx
XWAKOCTEA WAM  MaTepuanoM C HeobpaboTaHHbIX pPyK, Heob6xogumo npu pabote Yy
CTOMaTONOrMYeCKOM YCTaHOBKM 6paTb YCTPOMCTBO TOMbKO PyKaMu B YUCTbIX/CTEPUNBbHBIX
nepyaTkax.
"MNOTHO 3aKpbiBaiiTe WNPULbI Cpa3y Noc/ie UCNob30BaHNUA.

Ona npeynpe>KAeHus 3arpAsHeHus LW nNpuues 6pblraMy UAW MannsiMu GMOMOMMYecKnX
ygKoCTel MNuM mMaTepuaioM C MeobpaboTaHHbIX PyK, HeobxoAuMo npu paboTe Yy
MaTO/OrMYecKoin YCTaHOBKM 06paTb LUNPULEB TOMBKO PyKamu B YUCTbIX/CTEPUNbHBIX
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nepyatkax. B cnyuae 3arpssHeHuns wnpuw cnegyeT BbIGPOCUTD.

* B3anmogeiictsue:

- He vcnonb3yitTe matepuasnbl, CofepXallne 3BreHon Uan nepekucb BoOpoAa, B CoOYeTaHUu C
AAaHHbIM MPOAYKTOM, MOCKOMbKY OHW MOTYT NPensaTcTBOBaTb 3aTBEPAEBAHMIO NPOAYKTA.

- Ecnn matepuan XpaHuUTCS B XONIOAUNbHUKE, Mepef NPUMEHEeHUeM crefyeT npeaycmMoTpeThb
BpeMs, LOCTATOYHOE A/19 ero Harpesa 40 KOMHATHO TemnepaTypbl.

8 T10604YHbIE 3hheKThI

*KOHTaKT ¢ rnasamu: Pas3gpaKeHue, BO3MOXHO MOBPEXAEHMNE POTOBULbI.

*KOHTaKT ¢ KoXeli: PasfpaxeHue, BO3MOXHa anfiepruyeckas peakuums. Bo3MoXHO nossieHue
Ha KOXe CbIMn KpacHoro LBseta.

*KOHTaKT CO C/IM3UCTON 060/104KOI: BOCNaneHme (cMoTpuTe pasgen «MpefocTepexKeHns»).

9 TlowaroBas MHCTPYKLUSA

9.1 TMopbop uBeta

Bbi6bop OTTeHKa cnefyeT MPOM3BOAUTL A0 Hayana NAOMOMpPOBaHMA, Noka 3yObl YBAAXKHEHbI.
Ypanute 3yOHYK ONAWKY WAM  MNATMEHTAUMIO B C/yyYae €ee Haauyuma C  NOMOLLbH
NpoPMNakTUUYeCcKoOn  npodeccnoHanbHOW  nacTbl.  [MoNb3yinTecb  LBETHbIM  3Ta/IOHOM
(noctaBnsetca B Habope Spectrum Syringe Starter Kit), KOTOpbIli COAEPXUT 06pasybl
HaTypanbHOro LBeTa pecTaBpaLMOHHOro Matepmana Spectrum. LiBeT mMapKupylowen TOUKU Ha
3Ta/IoHe COOTBETCTBYET LBETY 3TUKETKMN Ha LUMpuULe.

MOXHO TakXe MUCNo/sib30oBaTh CTaHAAPTHYH wkany oTTeHkoB VITABAN. OTTeHOK MaTtepuana
Spectrum COOTBETCTBYET LEHTPaNbHOM YacTu cTaHg4apTHOro 3yba VITA.

Meyatsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mopnuck

WN36eraliTe 3arpsA3HeHUs WKanbl OTTEHKOB (LBETOBOI LUKa/bI).

A Ana npegynpexpaeHns 3arpsa3HeHUs LWKanbl OTTEHKOB Opbi3raMu WAW  Kanisamu
O6MONOTNYECKUX XUAKOCTER MM MaTtepuanoM ¢ HeobpaboTaHHbIX PYyK, HE06X0AUMO
BHe CTOMATO/OMMYECKOMW YCTaHOBKM 6paTb LKany OTTEHKOB TO/IbKO pyKamMu B
UMNCTLIX/CTEPUNbHBLIX MepyaTkax. [ns onpegeneHvs uUBeta 3yba JocTaHbTe
HeoOX0AMMbI OTTEHOK M3 AepxaTend. Bcerga obpabartbiBaiTe LBETOBble aHanoru,
npexze 4emM NOMECTUTb UX 06PaTHO B AepKaTte/ib.

9.2 TpenapupoBaHue NOJOCTH

1. OumncTuTe MOBEPXHOCTb 3y6a NpouUNaKTUYECKOMW NacToil, He cofepxKalliel
(hTopugos (Hanpumep, npodunaktTudeckoin nactor Nupro (Dentsply Professional, CLUA).

2. OTnpenapupyiite NonoCTb (38 WCK/OYEHWEM OTAENbHbIX Cy4YaeB, Hanpumep,
nopaxeHue B NpuULLIEeYHORn 061acTn).

3. Mcnonb3yinTe COOTBETCTBYHOL YO M30N5LMI0, TaKyl0 Kak pabbepaam.

4. MpomMoiiTe NOBEPXHOCTb BOAAHOM CTPYEN M aKKypaTHO yAanuTe MU3NULIKK BOAbI.

He nepecywunTe TKaHn 3y6a.

9,21 YcTaHoBKa MaTpuubl vpacknnHusaHue (PecTaspauumn knacca Il)
L YcTaHOBUTE MaTpuuy (Hanpumep, matpuyHyto cuctemy AutoMatrix nnm Palodent Plus
(Dentsply Caulk, CLUA) 1 knuH. KOHTypupoBaHMe MeTa/IM4ecKoi MaTpuLbl YNy4YLlnT KOHTaKT
M KOHTYpP anpoKCUManbHOW MOBEPXHOCTU. PeKOMeHAyeTCA npeABapuTesibHOe pacKIWHWBaHWE
nnun yctaHoska Konbua BiTine (Dentsply Caulk, CLUA).
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9.3 3awwmTa nynbnbl, 06paboTKa 3yba/npeaBaputenbHas 06paboTKa JeHTUHA, HaHeCeHMe
agresvsa

O6paTutecb K  pekOMeHAauusim  MNpou3BOAMTENs  aareavMea No  3awute  Mynbmbl,

KOHAWLUMOHMPOBaHUID 3y6a W/MAM HaHeceHWto afres3mBa. Kak TONbKO MOBEPXHOCTU 6binn

npaBuibHO 06paboTaHbl, OHW He [O/MKHbI MOABEPraTbCA 3arpA3HEeHUI0, He3ameaInTeNbHO

nepexoanTe K BHECEHWIO MaTepuana.

9.4 BHeceHune
BHocuTe maTepuan nopumsMu cpasy nocne HaHeceHus ajresvBa, MaTepuan noaumepusyetcs
NOPUMSAMU TONLMHON A0 3 MM.
3beraiiTe 3arpsi3HeHUs LWINPULIEB.
AN NpefynpexaeHns  3arpsisHeHUs  Wnpuues  6pbi3ramm  UAM  Kanasamu
6M0NOrNYECKNX XUAKOCTEN MM MaTepuanom ¢ Heo6paboTaHHbIX PYK, HEOOX0ANMO
npu paboTe y CTOMATONOrMYECKON YCTAHOBKM OpaTb YCTPOMCTBO TOMbKO pyKamu B
YUCTbIX/CTEPUIbHBIX NepyaTKax.

1 CHUMNTE KONMNayok.

2. MepfnieHHO NOBEPHWUTE PYKOATKY LUNpMULA MO 4acoBOW CTPefike W BbljaBUTE
Heo6X0AMMOe KO/MYecTBO MaTepuana Ha naneTky Ans CMelwmnBaHus.

3. HanpaBnfs KOHYMK LwWnpuua BBEpX, MOBEPHUTE PYKOATKY MNPOTMB 4acoBOM
CTPenKu ANA NpefoTBpalleHns BblfaBInBaHUA MaTepuana.

4. HesameannTenbHO 3aKpoOWTe LWUNPUL, KOMAYKOM.

5. 3awmulanTe pecTaBpaLVOHHbIA MaTepuan Ha naseTke Ana CMeLLMBaHUA OT CBeTa.

9.5 OTBepxpaeHne

1 OTBepANTE CBETOM KaX[bli y4yacTOK MOBEPXHOCTM MNAOMObI C MOMOLLbIO
Heob6X04MMOro yCTpOMCTBa ANA OTBEPXKAEHUA BUAMMbBIM CBETOU3/TyUYEHUEM, NpeLHa3HauYeHHOro
ONA OTBEPXAEHUA MaTepuanos, COfepXawux uHuumatop kKam@opoxmHoH (CQ), TOo ecTb
CMeKTpanbHbIli BbIMYCK, cogepxawnin 470 HM. MuHMUManbHas MOLWHOCTb CBETOBOr0 MNOTOKa
JOMKHa  ObITb 500 wmBatt/cmM2.  O6patuTecb K peKOMeHfauusM  Npou3BOAMTENSA
(hoTononMmepunsatopa 418 YTOYHEHUA COBMECTUMOCTU Y PEKOMEHALNIA MO NOMMepU3aLuu.

2. MonumMepu3syinTe KaXXablii CNOW B COOTBETCTBUN C TabnunLein, NpuBeaEHHON HUXe.
HepoctatouHasa nonnumepusanus.
HeafeksaTHaa nonvMmepusauuns.
1 lMpoBepbTe COBMeCTMMOCTL (hoTONOMMEpPU3aTopa.
2. MMpoBepbTe ANNTENLHOCTL LMKa NoanMepusauunm.

MpoBepbTe MOLLHOCTL CBETOBOIO NOTOKA

MowHocTe hoTononumepusaymnm > 500 mBt/cm2

OTTEHOK TonwwHa Bpems
c/108 hoTononnmepusaLnm
Al; A2; A3; A3,5; B1, 1-B1; B2; C2; C3 3 MM 20 ¢c
0-A2;0-A3,5;A4; B3 2 MM 20 ¢

9.6 ®PuHMWHaA obpaboTKa 1 NoanpoBaHue

1 MpoBeanTe KOHTYpMpOBaHWe pecTaBpayBnEfb3yd (UHULLHbLIE 60pblI UK
anMasHble 60pbl.

MeyvaTs:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz
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Mognuce

2. Wcnonb3yiiTe cuctemy Enhance gns 4onofHUTENbHONW (GUHULWHON 06paboTKu.

3. Mepes 3TanoM NonvMpoBaHUs ybefuTecb B TOM, YTO MOBEPXHOCTb rnagkas n 6e3
LetheKToB.

4. [na pocTuxeHns xopollero 6recka pectaBpauun, peKOMeHAyeTcs COYeTaHue

cucTemM Ana (PUHULWIHON OTAeNKUM u nonuposaHus Enhance m PoGo, a TakXe NpuUMeHeHue
nonnpoBoYHbIX nact Prisma GlossRegular n Extrafine.

Mpn KOHTYpupoBaHUN, UHMLIHOW 06paboTKe U/MAn NONMPOBAHWMK CNeayinTe peKoOMeHAaLuam
npoun3BoOANTENS.

10 OuwncTkKa, fe3nHpeKUunsa n ctepnnnsayns
I/I3,qen|/|;| NoCTaBAAKTCA HECTEPU/TIbBHBIMN. QuucTKa, ,Cl,e3I/IHqJeKL|,VIF| netepunnnsaumna matepuana
He NpejycmMoTpeHa.

11 YcnoBusa u CPOK XpaHeHUA

* HeHagnexalwne ycnosus XpaHeHMs COKpALLAlT CPOK CAYXObl M MOTyT NMPUBECTU K
NOBPEXAEHUIO U3LENUS.

» XpaHuTe npu Temnepatype mexagy 2 °C n 28 °C.

* He ponyckaiTe nonafaHuWa Ha MPOAYKT COJIHEYHOrOo CBeTa W MpefoXpaHainTe ot
nonagaHus Bofbl.

* He 3amopaxuBaiiTe.

* He ucnonb3ayiiTe N0 NCTEYEHMUU CPOKa rogHOCTU. CpoK rogHOCTM MaTepuan Spectrum - 3
roga.

e XpaHuTe B Cyxom MecTe (OTHOCUTe/NbHAsA BNaXHOCTb < 80%).

12 ¥YcnoBusa TpaHCNOPTUPOBKMU

N3penna [oMKHbI TPaHCNOPTUPOBaTLCA B COOTBETCTBMM C MpaBuiaMu, AeACTBYHOLWMMU [NS
KaXAoro Buga TpaHcnopta npu Temnepatype mMexgy 2 °C go 28 °C M OTHOCMTENbHOM
BNaxxHocTn <80%.

13 TpeboBaHMA NO 3aW,UTe OKpyXatoLiel cpeabl
N3genve He o0Kas3biBaeT HeratMBHOIO BO3AENCTBUS Ha OKpYXallwyk cpegy B npouecce
XW3HEHHOro uunkKna.

14 YcnoBuda akcnayartauumm

N3penne wucnpaBHO 3KcnayaTupyeTca BHYTPWM POTOBOM MOMIOCTW, NPU  HaliUyuM B Hel
OMONOrNYECKNX XUAKOCTENW MPUM HOMMHANbHBIX 3HAYEHUAX TemnepaTypbl: oT 32° po 42° C.
N3penva He noanexaT pemMoHTY. CrieunanbHOro TEXHMYECKOro 06CNyXnBaHMA He TpebyeTcs.

15 YTtunusauunsa

YTunusaunua B COOTBETCTBUM C CaHUTApHbIMU NpasBuiaMy U Hopmamu Poccuiickoii Pefepaunu
CaHluH 2.L.7.2790-10 "CaHuTapHO-aNUAeMuUoNormyeckme TpeboBaHUA K oOOpalleHuo ¢
MeAMLNHCKUMUK 0TX04amMu». Kniacc onacHOCTU MegULMHCKUX 0TX0408B - B.

16 CumMBONbI, NCMONb3yeMble 419 MAPKUPOBKN;
CumBon Pacwudposka
q Ha3saHwve v agpec nponsBoanTens

C € 3Hak ceptudmkaumm EC
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MepeBogunkK ®dponosa MapunHa MuxainosHa

"opog Mocksa
[BeHaguaToro Hoa6psa fABe ThiCAYN NATHALLATOrO roja.

A, Akrwos 'ne6 bopucosuy, HOTapuyc ropoga Mocksbl, CBUAETENLCTBYO NOAMHHOCTb

noanucu, caenaHHoi nepesogumkom dponosoit MapuHoii MuxaiinoBHOW B MOEM MPUCY TCTBb
JIn4yHOCTb ee ycTaHOBNEHA.

3aperncTpupoBaHo BpeecTpe 3a No

B3bickaHo no Tapudy: 100 pyo6.

HoTap.

poBaHO W1 CKPENNEHO Mniiab

&<

HoTapwuyc-

- oo <ur/
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Directions for use
For dental use only
Spectrum Bond dental single-component adhesive in bottle x 3.5 ml
Manufactured by:

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104

2015
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1 Description

11 Name:
Spectram Bond dental single-component adhesive in bottle x 3.5 ml.

1.2 Information about medical device manufacturer/developer:
«DENTSPLY DeTrey GmbH»,

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; -i-49-(0)7531-583-104; e-mail: webmaster@dentsplv.de

1.3 Addresses of medical device manufacturing sites:

«DENTSPLY DeTrey GmbH», "epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; -b49-(0)7531-583-104; e-mail: webmaster@dentsplv.de

14 Description:
Spectrum Bond is a universal, self-priming dental adhesive designed to bond light-cured
composite and compomer materials to enamel and dentin as well as to metals and ceramic.

15 Purpose:

Dental material is to be used for bonding light-cured composite materials to enamel and dentin or
to metals and ceramic in direct or non-direct restorations.

The product must be used by qualified personnel in clinical environment only.

1.6 Delivery forms:
Spectrum Bond is supplied in bottles per 3.5 ml with applicators (50pcs) as a component of
Spectrum Kits or can be supplied separately.

2 Images

Front view Rear view
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2.2 Applicator tips

~tr Applicator Tips  , -I

3 Composition and materials

3.1 Spectrum Bond adhesive
Composition:
R5-62-1-dimethacrylate resin
PENTA
Urethane dimethacrylate resin (UDMA)
TMPTMA resin
Diethylene glycol dimethacrylate
Funclionalized amorphous silica
Butylated hydroxytoluene
Camphorquinone
4-dimethyl amino- ethyl benzoate
Cetylamine hydrofluoride
Acetone

3.2 Bottle for adhesive

Component Material
Bottle low density polyethylene, high density polyethylene,
EVOH, ADMER
Cap polypropylene
Valve polyethylene
Part of applicator Composition (Material)
Handle Poly!o_ropylene homopolymer
Stabilizers
Nylon Polyamide 6.6
Nylon Brush Titanium dioxide
Absorbed water
Binder Toluen (DGEBA) Part A

Xylene (Amidopolyamines) Part B

4 Technical specifications of Spectrum Bond adhesive

Adhesion strength, MPa
Adhesion to enamel 31
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Adhesion to dentin 27,5

Test method according to Barkmeier VWV (Creighton, United States): Prime & Bond NT + Spectrum TPH3, total-
etch technique (DeTrey Conditioner 36, 20 seconds), a layer of adhesive, n= 10.

4.2 Tensile strength;

Tensile strength
Adhesion to enamel * 24
Adhesion to dentin ** 245

Test method: according to JM Powers (Houston, TX, USA) Prime & Bond NT + Spectrum TPH3, total-etch
technique (DeTrey Conditioner 36, 20 seconds), a layer of adhesive.

4.3 Polimerization time:
10 sec. Power of the light source is not less than 300 mW / cm?®, wave length 470 nm.

5 Indication for use

. Self-priming adhesive for:

- Composite restorations.

- Direct compomer materials.

- Cementation in indirect restorations.

- Adhesive repairs/restorations.

- Cavity varnish for use with fresh amalgam.

6 Contradictions

* Patients who have a history of allergic reaction to dimethacrylate plastics or any of the other
adhesive components.

* Direct or indirect application to dental pulp (direct or indirect pulp capping).

7 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.

7.1 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. The material is an acid agent and may cause bums.

* 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.

Spectmm Bond adhesive contains acetone.
» Do not breathe vapor. Keep away from sources of ignition.

7.2 Precautions

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

» Tightly close the bottle immediately after use.

* Apply adhesive quickly to avoid solvent evaporation. Protect from ambient light.

* Use in a well-ventilated area. Avoid inhaling vapor.

* Flammable: Keep away from sources of ignition.

» Avoid Spectrum Bond adhesive saturating the gingival retraction cord. If Spectrum Bond
adhesive soaks into the cord, it may set hard and bond the cord to the underlying tooth
surface making removal difficult.

» To prevent bottles from exposure to spatter or spray of body fluids or contaminated hands
it is mandatory that the instruments and accessories are handled with clean/disinfected
gloves.

* Interactions:

Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with Spectrum
Bond adhesive since 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 procedures, 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.

8 Adverse events

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

9 Step-by-step instructions
9.1 Light-cured composite restorations

9.1.1 Cleaning

1 Clean uninstmmented enamel and dentin with a mbber cup and pumice or a non-fluoride
cleaning paste such as Nupro prophylaxis paste.

2. Wash thoroughly with water spray and air dry.

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

9.1.2 Pulp protection

1 Indeep cavities cover the dentin elose to the pulp (less than 1 mm) with a hard-setting calcium
hydroxide liner (Dycal caleium hydroxide liner, see Instmctions for Use), leaving the rest of the
cavity surface free for bonding.

9.1.3 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 ehapter. Prior to use, please see the complete Instmetions
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 or less.
Rinsing and blot drying

1. Remove conditioner with aspirator tube and/or vigorous water spray and rinse conditioned
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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 Spectrum bond 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 of enamel for 5 seconds only.

Rinse and dry as described above.

Desiccation.
Inferior adhesion.
1 Do not desiccate the tooth substance - cavity surface should be adequate moist.

2. Avoid water pooling, leaving a moist, glistening surface. Do not rub the tooth
surface when blot drying.

9.1.4 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/disinfected gloves.

2. Dispense Spectrum bond adhesive directly onto a clean applicator tip (or disposable brush),
making sure that the bottle does not come in direct contact with the brush, or place 2-3 drops of
Spectrum bond adhesive into a clean well.

3. Replace cap promptly.

Evaporation of solvent.
Inferior adhesion and sealing properties.
1 Immediately apply adhesive to maintain correct solvent.

9.1.5 Application and curing

1 Using the disposable brush or applicator tip supplied, immediately apply generous amounts of
Spectrum bond adhesive to thoroughly wet all the tooth surfaces. This surface should remain
fully wet for 20 seconds and may necessitate additional applications of Spectrum bond adhesive.
2. Remove excess solvent by gently drying with clean, dry air from a dental syringe for at least 5
seconds. Surface should have a uniform glossy appearance. If not, repeat application and air dry.
3. Cure Spectrum bond adhesive for 10 seconds 1using a curing light.

Insufficient curing.

Inadequate polymerization.

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

3. Check curing output.

4. Immediately place restorative material over the cured Spectrum bond adhesive as per
restorative material manufacturer’s Instructions for Use.

9.2 Dyract compomer materials
Prepare the cavity according to;

1 Cleaning [7.1.1 Cleaning].

2. Pulp protection [7.1.2 Pulp protection].
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9.21 Conditioning

For most restorative procedures with Dyract, it is not necessary to condition the prepared tooth.
In this case, proceed to the next chapter 7.2.2 Application of this section. In the case of stress-
bearing Class | and Il permanent as well as Class IV Dyract AP restorations and in situations
where for cosmetic reasons bevelled enamel margins are preferred conditioning with 34-36%
phosphoric acid is recommended [7.1.3 Tooth conditioning/dentin pre-treatment]. Alternatively
to phosphoric acid NRC Non-Rinse Conditioner may be applied.

9.2.2 Application

Apply Spectrum bond adhesive according to:

1. Dosage [7.1.4 Dosage].

2. Application and curing [7.1.5 Application and curing].

9.3  Cementation of light-transmissive indirect restorations

9.3.1 Cleaning
See chapter “Cleaning” above.

9.3.2 Pulpprotection
See chapter “Pulp protection” above.

9.3.3 Tooth conditioning/dentin pre-treatment
See chapter “Tooth conditioning/dentin pre-treatment” above.

9.3.4 Application and curing

Apply and light-cure Spectrum bond adhesive according to:

1 Dosage. See chapter “Dosage” above.

2. Application and curing. See chapter “Application and curing”.

9.3.5 Preparation 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 silanization.

2. Apply Calibra Silane Coupling Agent to porcelain surfaces to be repaired following
manufacturer’s Instructions for Use.

3. Apply a single coat of Spectrum bond adhesive to the internal bonding surface of the
restoration. Immediately air dry for 5 seconds.

4. Cure Spectrum bond adhesive for 10 seconds 1 using a curing light. Ensure uniform exposure
of all cavity surfaces.

9.3.6 Cementation
1 Prepare and apply light-cured resin cement according to manufacturer’s Instructions for Use.

9.4  Composite, ceramic and amalgam repairs (light-cured composite resin and
compomers)

9.4.1 Preparation and cleaning

1 Roughen the fractured surface as much as possible with a diamond bur. Create mechanical
retention where possible. For best results, sandblast the area to be repaired with an intraoral
microetcher (50 pm alumina). Rubber dam is recommended with high speed evacuation.

2. Rinse microetched areas for 15 to 20 seconds with water.

3. Air dry.

Note: Bevel porcelain margins before etching.

9.4.2 Tooth conditioning/dentin pre-treatment
1 Etch tooth with 34%-36% Tooth Conditioner Gel as outlined in 7.1.3 Tooth
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conditioning/dentin pre-treatment.
2. Etch ceramic restoration repair area with hydrofluoric acid according to manufacturer’s
Instructions for Use.

9.4.3 Treatment of restoration

1 Rinse with water for 10 seconds.

2. Airdry.

Apply Calibra Silane Coupling Agent to porcelain surfaces to be repaired following
manufacturer’s Instructions for Use.

9.4.4 Application and curing

Apply and light-cure Spectrum bond adhesive according to:

1 Dosage. See chapter “Dosage” above.

2. Application and curing. See chapter “Application and curing” above.

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

9.5 Cavity varnish for use with fresh amalgam

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

9.5.2 Cleaning

Clean preparation and place a hard-setting calcium hydroxide liner (Dycal calcium hydroxide
liner, see complete Instructions for Use) if needed, according to:

1. Cleaning. See chapter “Cleaning” above.

2. Pulp protection. See chapter “Pulp protection” above.

9.5.3 Tooth conditioning/dentin pre-treatment

1 Rinse and carefully air dry cavity preparation, but do not desiccate exposed dentin.

Note: Acid etching of prepared cavity (enamel or enamel/dentin) is optional prior to placement
of Spectrum bond adhesive when used as an adhesive cavity varnish. If desired, see chapter
“Tooth conditioning/dentin pre-treatment”.

9.5.4 Application and curing

Apply and light-cure Spectrum bond adhesive according to:

1 Dosage. See chapter “Dosage” above.

2. Application and curing. See chapter “Application and curing” above.

9.5.,5 Completion
1 Place and condense amalgam (e.g. Dispersalloy Dispersed Phase Alloy), following
manufacturer’s Instructions for Use.

Adhesive cavity varnish.

A When used as a cavity varnish. Spectrum bond adhesive is not an amalgam adhesive.
Acid etching of prepared cavity (enamel or enamel/dentin) is optional prior to
placement of Spectrum® bond adhesive when used as an adhesive cavity varnish.

10 Cleaning, Disinfection and Sterilization
These products are supplied non-sterile. Cleaning, disinfection and sterilization are not required.
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11 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 well-ventilated area and protect from sunlight.

» Store at temperatures between 10 °C and 24 °C. Use the product at room temperature.
* Protectfrom moisture.

* Do not freeze.

» Do not use after expiration date. Shelf-life of Spectrum Bond adhesive - 3 years.
Applicator tips - 5 years.

12 Transportation

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

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

14 Condition of use
The product is properly maintained in the mouth, in the presence of the body fluids at nominal

temperatures from 32 ° to 42 ° C. The products cannot be repaired. Special maintenance is not
required.

15 Disposal

Dispose in accordance with the sanitary rules and regulations of the Russian Federation
2.1.7.2790-10 SanPiN "Sanitary requirements for handling of medical waste." Hazard category
of medical waste - B.

16 Symbols
Cumson Pacwundposka

ﬂ_(]r Serial number (batch/lot number)
ﬂ Expiration date

d Manufacturer’s name and address

A Caution: consult the Instructions for Use

as

Instructions for Use is on official site

Protect from sunlight

Temperature limits; both lower and upper temperature
limits are noted next to horizontal lines

C C CE mark
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17 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.

18 Authorized Represeutative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.

10
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MWHCTPYKLUMSA NO NPUMEHEHMUIO
Tonbko oA NPUMEHEHNA B CTOMaTO/10rn

AparesnB 0O4LHOKOMMNOHEHTHbI CTOMaTonormyecknin Spectrum bond Bo
(hnakoHe 3,5 M1 e NPUHAANEXHOCTAMM

npon3BoAcCTBa KOMMaHUK

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104

MeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Moanuck
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1 OnucaHune

11 HaumeHoBaHwue:
AfLre3vB OAHOKOMMOHEHTHbIA CcTOMaTonormyecknin Spectrum bond Bo nakoHe 3,5 mn

NPUHAANEXHOCTSMU.

1.2 CsefeHns o nponsBoanTene/papaboTunke MegnLUHCKOr0 U3aenus:
«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: webmaster@dentsply.de

1.3 CsefieHns 06 agpecax MecT NPOM3BOACTBA MEAULLMHCKOIO U3LeNna:
«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: webmaster@,dentsply.de

1.4 OnwucaHwue:

ApresmB  Spectrum  bond BO  dnakoHe  3,5Mn - ABNAETCA  YHUBEpPCaslbHbIM
camonpanmMumpyroLLum CTOMAaTO/IOTMYeCKUM  aAre3vBoM, CO34aHHbIM 4N aAresuu
CBETOOTBEPXJAEMbIX KOMMO3UTOB M KOMMOMEPOB K aMa/ii U AEHTUHY TaK e XOpOLWoOo, KakK 1 K
MeTan1y n Kepamuke.

MpuHagnexHocTu:
ANnNnnkKaTopbl - NMacTUKOBble MWHW KUCTOYKW C HENSIOHOBOW LIETKOM A1 HaHeceHus
agresvsa. 1149 04HOPa30BOro MCMNob30BaHUA.

1.5 HasHaueHune

CeAsylollee ee CpefAcTBO A4 afare3vn CBETOOTBEPXAaeMblX KOMMO3UTOB W KOMMOMEPOB K
amanu 1 LeHTUHY, K MeTanny v Kepamuke npu npoBefeHUN NPAMbIX U HEMPSAMbIX pecTaBpauuii.
N3penusa foNXHbI MCMONb30BaTHCA TOMBKO KBAMMMPULMPOBAHHBIM MELULMUHCKUM MepcoHanom B
K/IMHNYECKNX YUPEXAEHUAX.

16 dopmbl BbiNycKa:
Apnresus Spectrum bond nocTtaensetca BO (piakoHe 3,5 mn BMecTe ¢ annavkatopamu (50 wt) B
coctaBe HaboOpOB CTOMATOMONMYECKMX Spectrum, NM60 MOXET MOCTaBNATLCA OTAE/NbHO.

2 W3o06paxeHnsa nsgenmns

2.1 AgpresvB O4HOKOMMOHEHTHbIN cTOMaTonornyeckuii Spectrum bond Bo dnakoHe 3,5
M1

BUf, Crepeam B[ €3aH
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Meyatb;

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce

2.2 Annnukartopsbl

L
umMm - ... «
yoguer o« | 4
I I I i ] _ I d

3 CocTaB 1 matepuansl

3.1 Agpresms Spectrum bond
R5-62-1-gumetakpunat (R5-62-1)
dochopHaa KucnoTa, mogudpuUMpoBaHHas akpunaTHoit nnactmaccoin (PENTA)
YpetaH-gumeTtakpunat (UDMA)
TpumeTtunnponaH Tpumetakpunat (TMPTMA)
Ovatnnenrnvkonsgumertakpunat (DEGDMA)
BbicOKOAUCNEPCHBIN AUOKCUL KPEMHUSA
Bytunrugpokcutonyon (BHT)
Kam®hopoXnHOH
Atun-4-gpumetnamunHobeHsoHat (DMABE)
LieTunamuHa rugpodropus
AUeToH

3.2 ®nakoH gnga aaresvsa

KomMnoHeHT MaTtepunan
®nakoH NONINATUNEH HU3KOW NAOTHOCTK, NOINITUNIEH BbICOKOM
nnotHoctn, EYOH, ABMEK
KpbiLwwka nonunponuieH
KnanaH nonnaTueH

3.3 Annnukartopsbl

YacTb annankatopa CocTtas (maTepuan)
MonunponuiaeH roMonoaMmMmep
PykodATka
CtabunmsaTtopsbl
HeinoH 6,6 Monnamup,
HeiinoHoBasi Kuctouka Ounokcua TutaHa
Bopa abcopbupoBaHHas
CaasylolLee BelLecTBo TonyaH (DGEBA) Part A
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KcuneH (Amidopolyamines) Part B

4 XapakTepucTtukun agresumsa Spectrum Bond

4.1 T1po4YHOCTb ajresnun K smanau u JeHTUHY Ha CABWUT;
MNMpoyHocTb agresumn, Mla

Apresns K amanu 31

Apresns K JeHTUHY 27,5

MMeyatsb;

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuck

MeTog TecTupoBaHuA cornacHo Barkmeier WW (Creighton, CLLA): Prime & Bond NT + Spectrum TPH3, TexHvKa
ToTa/ibHOro npotpasmBaHms (DeTrey Conditioner 36, 20 cek), oanH cnoii agresviea. n=10.

4.2 TIpoYHOCTb Ha pacTaAXeHue:

NMpoYHOCTb Ha pacTaXKeHue
Apresns K amanu 24
Apresns K 4eHTUHY 24,5

MeTog TecTmpoBaHust: cornacHo JM Powers (Houston, TX, CLLIA) Prime & Bond NT + Spectrum TPH3, TexH/Ka
ToTasibHOro npotpaenmeaHus (DeTrey Conditioner 36, 20 cek), 0OaWH Coli agre3vea.

4.3 Bpemsda noavmMepusalmm:
10 cek. MoWHOCTb MCTOYHMKA cBeTa He MeHee 300 MBT/KB.CM, A/MHA BOMHbI 470 HM.

5 [lokasaHusg
CamonpariMmupytouee CBAsytolLee CpeacTBo ANs:
PecTaBpayuii KOMNO3MTaMMU.
MaTepunanoB Ha OCHOBE KOMMNOMEPOB [laipexT.
LiemeHTMpoOBaHMA NPU HENPAMbIX pecTaBpaunsx.
ALre3nBHbIX BOCCTaHOBNEHMA/pecTaBpaLuii.
MOKPbITUSA MOBEPXHOCTU NONOCTW ANA UCNONb30BAHNA CO CBEXUMMW aManbraMamMu.

6 [llpoTmBonoKasaHus

Y nayMeHTOoB, paHee MMEBLLMX annepruyeckre peakyuym Ha gMMeTakpuiaTHble naacTMacchbl
MNN Ha NIO60N KOMMOHEHT ajresunsa.

Mpsmoe nnu HenpsamMoe NOKPbITUE Ny/bMbl (MPSMOE NN HENPAMOE HaN0XeHWe Ha Mynbny).

7 YKaszaHus no 6e3onacHoOCTH
CnefyeT cO3HaTeNIbHO BbIMONHATL MPUBEAEHHbIE HUXE YKa3aHMs No 06LLeit 6e30NacHOCTU U
cneumanbHble yKaszaHMsa No 6e30MacHOCTU, NPMBeleHHbIe B APYruX rnaBax WHCTpyKUuK K
NPUMEHEHNIO.
O603HavYeHme onacHoOCTH
* 3T0 cMMBO/, 0603HaYaloLLMn 0NacHOCTb. OH NUCNOMb3YeTCH, YTOObI
npefynpeanTb Bac 0 MOTEHUMANbHbIX PUCKax ANs 340POBbA.
» CnepyiiTe BCeM CO06LEHNSAM NO 6€30NaCHOCTU, OTMEYEHHbIM AaHHbIM
CMMBO/IOM, BO U3bexaHue NpMUNHEHMA Bpesa 340P0BbIO.

7.1 TpegocTtepexxkeHns
MaTepunan CoAep>XUT MeTakpuaaTbl MOHOMEPOB, KOTOPbIE MOTYT BbI3BaTb pa3fpaXKeHne KOXW.
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rnas v CIM3MCTOM MOMOCTU PTa, a TAKXKE U annepruyeckKUin KOHTaKTHbIN epMaTuT y
npeapacrnonoXeHHbIX NULL.

* V36eraitTe KOHTaKTa € rnasamu ana npefoTBpalleHns pa3gpaKeHns 1 BO3SMOXHOI0O
MOBPEXAEHNs porosuubl. B cnyyae KOHTaKTa € rnasamMmy HemeasieHHO NPOMONTe J0CTaTOUYHbIM
KONMYeCTBOM BOfbl M 06paTUTECh 3a MeAULMHCKOW NOMOLLbHO.

* /136eraiiTe KOHTaKTa C KOXei Ana npefoTBpalleHuns pasgpaXeHns n BO3MOXXHOM
annepruyeckoi peakuumn. B cnyyae KOHTaKTa Ha KOXe MOTYT NOSBUTLCSA KpacHOBaTble
BbICbIMaHWA. ECNM KOHTAKT C KOXeW Npoun3oLuen, yaanute Matepuan BaTHbIM TaMMOHOM,
CMOYeHHbIM B CNNPTE, U 3aTeM TL,aTeNbHO NMPOMONTe BOAONM C MblIOM. Ecniv NosBMANUCH
BbICbIMaHWA UM MPU3HAKN CeHCUbuNn3aLmm, Npekp atuTe UCNonb3oBaHWe NPoAyKTa U1
obpaTtnTech 3a MeANLIMHCKO NOMOLLbHO.

Agaresms Spectrum bond cofiep>XuT aueToH.

* He BabIxaiTe napbl. XpaHuUTe BAaAM OT UCTOYHUKOB BO3rOpaHus.

7.2 Mepbl NPeaoCcTOPOXHOCTHU

ATOT NPOAYKT NpefHasHayeH ANS UCNOMb30BaHUS B CTPOrOM COOTBETCTBMU C VIHCTPYKLMER K
NPUMEHEHNIO.

cnonb3oBaHue AaHHOro NPoAyKTa 1t06bIM CNOCOO60M, HE COOTBETCTBYIOLWMM YKa3aHHOMY B
JAHHOW VIHCTPYKUMK, SBNAETCA IMYHBIM pelleHnemM NpakTUKYHOLWEero Bpaya, OTBETCTBEHHOCTb
3a KOTOPOe HeCeT UCK/IIUYMNTENIbHO OH Cam.

MeyaTs:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognucob

* icnonb3yiiTe COOTBETCTBYIOLLME MEPbI 3aLLUTbI A/19 CTOMATO/IOrMYEecKOro nepcoHana u
nauneHTOB, TaKMe Kak 3aliUTHble 04KM U KoghepaamM COrnacHoO peKoMeHgaumsam MecTHOM
CTOMaTO/IOrMYeCKOM accoLmaLlmm.

* KOHTaKT CO C/OHOW, KPOBbIO M XWUAKOCTbIO [eCHEBON 60PO34KN BO BPeMS NPUMEHEHMUA MOXET
CTaTb NPUYMHONW HeyaauyHOW pecTaBpauuu. Ana obecnevyeHUs agekBaTHOM U30N5ALMN
PEKOMeHAYeTCA UCNOb30BaHMe Kohdepaama.

* MN10THO 3aKkpbiBaiiTe OYTbINIOYKY Cpa3y Noc/ie UCNob30BaHNS.

o [leicTBYiTe ObICTPO MPU BHECEHMMW ajre3nBa BO M36eXaHWe ncnapeHns pacTBopuTens.
XpaHuTb B 3aLiMLLEHHOM OT CBEeTa MecCTe.

* icnonb3yiiTe B XOPOLIO NPOBETPMBAEMOM MoMeLeHnn. Visberalite BAbIXaHMUA NapoB..

e OrHeonacHo: XpaHuTte Bann 0T MICTOYHUKOB BO3ropaHus.

* M36eraiiTe NponNnTbIBAHWA PETPaKLUMOHHOW HUTK agre3nsom Spectrum bond. Ecnm Spectrum
bond nonagéTt Ha HNTb, OHA MOXXET CTaTb TBEPAON M NPUKIEUTLCS K NOLNEXAaWMUM TBEPAbIM
TKaHAM, YTO 3aTPYLHUT eé n3BNeYeHme.

» AN npepynpexaeHnsa 3arpasHeHns @aakoHa 6pbiaramm uaM Kanaamm 61Monornyecknx
XNAKOCTEN UM maTepuanomMm ¢ HeobpaboTaHHbIX pyK, HEOOX0AMMO BO BpeMsa paboThl C
nauMeHToOM 6paTb MHCTPYMEHTbI 1 aKceccyapbl TONbKO PyKamu B YACTbIX/CTEPUNbHbIX
nepyaTkax.

* B ynakoBke € yHUA03aMUN 414 O4HOr0O nauneHTa v annjankaTopbl, U KNCTOUKU ABNAAKOTCA
0fHOpa30BbIMU. BbibpackiBaiiTe nocne ncnonbL3oBaHns. He ncnonb3yite NOBTOPHO Y APYTUX
nauneHTOB BO M36exaHne NepeKpPECTHOr0 3apaxeHus.

» B3aumogeiicTeume ¢ gpyrummn matepvanamu:

- 9BreHon- n H202-cogepxalne matepuansl He cnegyeT UCMOAb30BaTh B KOMOMHALUN C
Spectrum bond, NOCKONbKY OHM MOTYT NPUBECTU K Pa3MArYeHMIo MOJIMMEPHbLIX KOMMNOHEHTOB
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9.2 Mcnonb3oBaHue ¢ matepmnanamu Dyract (Dentsply DeTrey, FepMaHns) Ha OCHOBe
KOMMOMEpPOB

OTnpenapupyiTe NoOM0ETb B €OOTBETCTBUM € pasjesiaMmu:

1 Ouwuertka.

2. 3awWmTa nynbnsol.

MMeyatsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognucob

9.2.1 O6paboTka

Ons  6onblWIMHCTBA  pecTaBpaunil, BbINOAHSAeMbIX Dyract, HeT Heob6xoAuMMOCTM B
KOHAWLMOHMPOBaHWM MpenapupoBaHHON nosioctu 3yba. B Takom cnyvae, crefyinte K
cnegytoulein rnaBe «MpumeHeHne» B 3TOM pasfene.

B cnyyae BOCCTAaHOB/IEHWUA HECYW WX CYLLECTBEHHYK Harpysky W WCMbITbIBAKOLWMNX CTPECC
nonocteri Class | n Il nocTosHHbIX 3y60B, a Tak xe Class IV, ¢ nucnonb3osaHmem Dyract XP u B
cUTyaumsax, Korga BaXHa 3CTeTMKa, HeobxoAMMO CO3faHWe KpaeBoOro CcKoca 3manu,
npesnoyYTUTENIbHO M PEeKOMEHO0BaHO KOHAWUMOHMpOBaHMe 34-36% pacTBOpoM (hoChopHONA
kucnotbl [O6paboTka 3yba/npensaputensHas o6paboTka jeHTUHaA].

AnbTepHaTMBOW (OCKHOPHON KUCNOTE MOXET CNYXUTb HaHeceHMe NR - HecMmbiBaeMoro
KOHAMUMOHEpA.

9.2.2 TlpuMeHeHNne

HaHecuTe agresms Spectrum bond B cooTBeTCTBMY C pasgenamu:
1 fosuposka [[o3upoBKa].

2. HaHeceHue n nonumMmepusauma [HaHeceHue v nonumMepusauns].

9.3 dunkKcauns cBeTONPOBOANUMbBIX HEMPAMbIX pecTaBpaluii CBETOOTBEPXAaeMblM
KOMMO3UTHbLIM LieMeHTOM

9.3.1 OuucTkKa
CmoTpuTe pasgen « OumcTka.

9.3.2 3awmnTa nynbno
CmoTpuTe pasgen «3awuta nynbnbi».

9.3.3 O6paboTka 3yba/npeasapuTensHad o6paboTKa JeHTUHa
CwmoTpute pasfen «O6paboTka 3yba/npesBaputenibHad 06paboTka AeHTUHA».

9.3.4 HaHeceHne n nonnmepunsayms

HaHecuTe 1 nonumepusyinTe agresns Spectrum bond B COOTBETCTBUM C pasgenamu:
1 fosuposka [[031poBKa].

2. HaHeceHune u nonumepmnsaumna [HaHeceHne n nonnmepunsayms].

9.3.5 [lloagroToekapecTaspaunmu

1 TlofarotoBbTe BHYTPEHHME MOBEPXHOCTW  pecTaBpauMm  COrNacHO  PeKoMeHaaunsam
nabopatopuv WAM MHCTPYKLMAM MPOM3BOAUTENSA, Hanpumep: MpoTpaBauMBaHue, 06paboTka
NecKoCTpyeMm, u/mnu cunaHunsauns.

2. HaHecute cunaH Calibra Silane Coupling Agent (Dentsply Caulk, CLLUA) Ha Hy)AaaloLytcs B
NMOYMHKE NOBEPXHOCTb KepaMuku, cnefys MHCTPYKLUN NPON3BOAUTENS.

3. HaHecuTe oanH cnoii aaresamsa Spectrum bond Ha BHYTpeHHWE GOHAMPYEMbIE MOBEPXHOCTU
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pectaBpayuu, HeEMeANeHHO NPOCYLINTE B TeYeHUNe 5 CEeKYHA.
4. TposoguTte nonumepusauunio agresmsa Spectrum bond B TeueHue 10 cekyHh. ObecneubTe
paBHOMepHOe AeliCTBME CBeTa Ha BCe MOBEPXHOCTU pecTaBpauuu.

9.3.6 dukcaymsa
1 TlogrotoBbTe M HaHeECUTe CBETOOTBEPXKAAEMbIA  (PMKCALMOHHbLIA LIEMEHT, COracHo
WMHCTPYKLMW MO 3KcnayaTauum npon3BoauTens.

94 MoynHKN KOHCTPYKU NI n3 KOMMO3U1Ta, Kepamunkmn n amasjbrambl
(cBeTOOTBEPXKAAEMbIE KOMIMO3UTbI U KOMMOMEPbLI 1a OCHOBE CMOJ1)

9.4.1 TlpenapuposBaHune n OuncTKa

1 Co3paiiTe MakCMManbHO BO3MOXHYH LUEPOXOBATOCTb HA HYXAalOLWeNncs B MOUYNHKE
MOBEPXHOCTU C MOMOLLbIO anmasHoro 6opa. Co3fainTe MexaHWYecKyr peTeHuuto, rpe
BO3MOXHO. 15 [OCTUXXEHUS Hauydwero pesynbtata obpaboTtaiiTe annapatom BO3AYLIHO-
abpasnMBHON MNONMPOBKM 06M1acTb, HYXAAKLWYHCA B MOYMHKE, C MUKpoabpasmeom (50 HM
anoMuHns). PeKoMeHL0BaHO MCMonb3oBaHMe pabbepfama npu BbICOKOW CKOPOCTWU 3BaKyauuu
rnecka.

2. MpomoiiTe MMKpoobpaboTaHHble 061aCTU BOAOK KaK MUHUMYM B TeueHne 15-20 cek.

3. MNpocywmTe BO3AYXOM.

BaxkHo; 1o npoTpaBnMBaHUs co3fjaTe KpaeBol CKOC Ha KepaMuKe.

9.4.2 O6paboTkKa 3yba/npegsapnTenbHas 06paboTKa AeHTUHA

1 MpoTpaBuTe TKaHW nosocTn 3y6a 34-36% lenesbim KOHAMLMOHEPOM Kak onucaHo B n. 7.1.3
O6paboTka 3yba/npeaBaputensHad 06paboTka LeHTUHA.

2. MpoTpaBuTe HYXXAaKOLWMNIACA B NOYMHKE (PparMeHT KepamUyecKol pecTaBpauuy niaBUKOBOM
KMCIOTOM B COOTBETCTBUU C VIHCTPYKLUMEA NPOM3BOAUTENS.

MMeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce

9.4.3 TloaroToBka pecTaspaynmu

1. MpombITb BOAONM B TeyeHne 10 CeKyHA.

2. MpocyLwinTe BO3AYXOM.

HaHecute cunaH (Calibra Silane Coupling Agent) Ha KepamMu4eckne NOBEPXHOCTU, Tpebytowmne
pectaspauuu, cnegys VIHCTPYKUMK MO MPUMEHEHUIO.

9.4.4 TlaHeceHue v nonumMmepusaLms

HaHecute n nonumepusyiite agresms Spectrum bond B COOTBETCTBMM C pasgenamu:
1 fosuposka [cm. [o031MpoBKa].

2. HaHeceHve n nonumepusaums [cm. HaHeceHne v nonmmMepmsaums].

9.45 3aBeplueHune
1 3aBepLuinTe MOYNHKY KOHCTPYKLMUN HaHeCeHWeM 1 (PoTononnmMepu3saLmeli xenaemMoro oTTeHKa
CBETOOTBEPXKAAEMOro KOMNO3nTa ANs pecTaBpauunm, cnegys VIHCTPYKUUKM NPoU3BOAUTENS.

9.5 TlokpblTHE NOMIOCTN NPU UCMNOML30BAHNN CO CBEXUMW amMmasibramamMmu

9.5.1 TlpenapuposaHue
1 3akoHuYMTE NpenapoBKy, yAanvnB BCe CYLLEeCTBYHOLW e pecTaBpaLnum n/mnm kapmec.
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9.5.2 OuucTKa

OuncTuTe NOMOCTb U HaHECUTe TBepAeloLlyt MNPOKIagKy Ha OCHOBE TMAPOOKUCK KanbLua
(npoknafka Ha OCHOBe TMApPOOKMCK Kanbumsa Dycal, cM. MHCTPYKLMIO NO MCMO/Mb30BaHWIO) ecnu
Heo6Xx04MMO, B COOTBETCTBMM C pasfenamu:

1 Ounctka [cMm. OuncTkal.

2. 3awmTa nynbnsl [CcM. 3awmTa nynbnsi].

9.5.3 O6paboTkKa 3yba/npefBapnTenbHaa o6paboTka AeHTUHA

1 MpomoiiTe 1 OCTOPOXHO MPOCYLUNTE OTMNPenapupoBaHHYI MOMOCTb, HO He MepecyllnBanTe
OEHTUH.

BaxkHo; KncnotHoe npoTpasnvBaHve nNpenapupoBaHHON MONOCTU (3Mann unu aManu/geHTuHa)
nepeg BHeceHnem Spectrum bond fBAseTcs ONUMOHANbHBIM, €C/IM OH UCMOMb3YeTCA B KayecTBe
cpeactea (npenapara) Ans co3gaHus aare3avBHOro cros.

Mpu HeobxogumocTn, cmoTpuTe pasgen «O6paboTka 3yb6a/npefBaputenbHas o06paboTka
OEHTUHaY.

9.5.4 HaHeceHne 1 nonumepunsayma

HaHecute n nonumepusyiite agresms Spectrum bond B COOTBETCTBMM C pas3fenamu:
1 [o3uposka [cMm. [o3npoBKa].

2. HaHeceHue v nonumepusauma [cM. HaHeceHue v nonvmMepusaums].

9.5.5 3aBeplueHune
1 BHecuTe 1 KOHAEHCUPYNTEe amasibramy COrfiacHoO peKomMeHAaunsam npov3BoguUTeNs.

Co3faHune agresmBHoOro cnos.
Mpy ucnonb3oBaHWM B KayecTee afresmea Spectrum bond He aBnfeTes afre3nBoMm
ans amanbram. KucnoTtHoe npoTpaBnvBaHue OTNpenapupoBaHHOW MNoOAoOCTU (3Manu
nnu amanun/aeHTnHa) Heobsa3aTeNbHO Mepea HaHeceHMem Spectrum bond, Korga oH

NCMNONb3YeTCA KakK afre3nBHoe NOKpbITUE MONOCTH.

[0 OuncTka, fe3snHpeKUuns n etepunnsauns

N3penus nocTaBnAKTCA HecTepuNibHbIMW. OUUCTKA, [Ae3MH(EeKUUs W CTepunusaumns He
npegycMoTpeHa.

MeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce

11 ¥YcnoBusa u CPOK XpaHeHUA
HeafekBaTHble YCN10BUS XPAHEHWUA MOTYT COKPaTUTb CPOK FOLHOCTM U MPUBECTU K Mopye
npoayKra.
* XpaHuTb NPOAYKT B XOPOLLO BEHTU/IMPYEMOM W 3aLLULLEHHOM OT CBeTa MecCTe.
 XpaHute npu Temnepatype mexay 10 °C un 24 °C. Menonb3osaTb NPOAYKT npu
KOMHaTHOI Temnepartype.
» [pepoxpaHaiTe OT NonagaHWsa BOAbl.
* He 3amopaxuBaiiTe.

He ncnonb3yinte no ncreyeHnmn cpoka rogHocTn. Cpok rogHocTn agresmsa Spectrum Bond - 3
roga. AnnankKaTopos - 5 fier.
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MepeBoAumK ®ponosa MapuHa MuxainosHa

M"opog Mocksa
[lBeHaaLaToro Hoa6ps ABe ThiCAYM NATHAALATOro roga.

A, Akumos 'ne6 bopucosuy, HoTapuyc roposa Mocksbl, CBUAETENbCTBYH NOAIMHHOCTb
noanucu, caenaHHoi nepesogunkom ®ponosoit MapuHoii MuxaiinoBHON B MOEM MPUCY TCTBUN.
JIn4yHOCTb ee ycTaHOB/EHA.

3aperucTpuposaHo B peecTpe 3a Ne

B3bickaHo no Tapudy: 100 py6.

HoTapuyc”

HYMEPOBaHO M CKPENNeHO NneyaTbto

HoTapLub
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Directions for use
For dental 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)7531-583-0; +49-(0)7531-583-104

2015
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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)7531-583-0; -t-49-(0)7531-583-104; 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)7531-583-0; +49-(0)7531-583-104; e-mail: webmaster@dentsply.de

1.4 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.

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

Accessories:
Application needles
Application needle for applying DeTrey Conditioner 36 gel. For use with 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 Spectrum Kits.

2 Images

2.1 DeTrey Conditioner 36 etching gel in syringe 3 mi

CuiiJiuoiuT .36
MK Odl.» m*

2.2 Application needles

YI-ChiSPCr

iNof-~eedlei
Conditioner 36 (

DEMWIVOfTMY GfnbH

deetel MBreely

- o
naz 96
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1 OnwucaHue

11 HaumeHoBaHue
enb NnpoTpaBoyHbIn DeTrey Conditioner 36 B Wwnpuue.

12  WHdopmMaumsa o nponsBoanTesie MeAULLMHCKONO U3fenus
«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; -b49-(0)7531-583-104; e-mail: webmaster@dentsply.de

1.3 Apjpeca npon3BOACTBA MeAULWNHCKOIO U3gennsa

«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: webmaster@ dentsply.de

1.4 OnwncaHune

Menb npoTpaBoyHbIi DeTrey Conditioner 36 B Wnpuue - 370 refiMeBbIN KOHAMLMOHEP ANS
NpoTpaBKW AeHTWHa/aManu B LINpUUEe NpeacTaBnsieT cO60M reflb CMHEro LBeTa CoAepXKallero
36% (octhopHOn KUCNOTbl And MpPOTpaBAMBaHMA 3Manum M 06paboTKM [eHTWHA nepej
HaHeceHMeMm pecTaBpaLMOHHbIX MaTepuanos.

MprHagnexHocTu:
Nrnbl anninkKaunoHHbIe
Wrna-annnukatop AHA HaHeceHuAa rens DeTrey Conditioner 36. HafgeBaetcs Ha wnpuy,.

1.5 HasHaueHue
enveBblli KOHAUUNOHEP AN NPOTPaBKW AeHTUHa/amMann B LUNpULE.

1.6 ®opmMbl NOCTaBKU
enb npoTpaBoyHbIn DeTrey Conditioner 36 nocTaBnseTca B NN1aCTUKOBOM LWNpuue 3Mn BMecTe
C urnamun-annankaropamu (25 wWT. B ynakoBKe) B cocTaBe Habopos Spectrum.

2 WN3o6paxeHunsa nsgenus

2.1 Tenb npoTpaBo4Hbln DeTrey Conditioner 36 B wnpuue 3 mMn

rea™
lioiu r'Jib

2.2  Wrnel annankaymoHHble

=
g 1'%
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MeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognucob

3 CocTaB U matepuansl

3.1 Tenb npotpaBoyHbIii DeTrey Conditioner 36 B wnpuue 3 mn
Cocras rens:

dochopHas Kucnota

BbicokogmMcnepcHbI KpeMHUA ANOKCUL

Kpacutenb «Horizon Blue»

MAB 193 (CMNNMKOH-TUKONb-COMOIUMEP)

Boga, gMmeHnpann3oBaHHas

3.2 Martepuanbl wnpuua:
KomnoHeHT Martepunan
LnnnHap, nopLueHb noanMnponueH

3.3 Wrna annnnkaynoHHas

KomnoHeHT MaTtepunan
HakoHeuHunK Hep>kaselowas crasib
BTtynka nonunponuaeH

4 TeXHUYeCKNe XxapakKTepuUCcTUKH
HenpumMmeHuUMo BBUAY CNeUNpUUECKOro Ha3HauYeHUs n3Lenus.

5 TlokasaHus

npOTpaBﬂVIBaHVIe IMann nepen HaHeCeHnemM KOMMNO3UTHbIX nnn KOMMNOMEPHbIX
pecTaBpaLMOHHbIX MaTeEPUanoB.
- TexHUKa TOTasibHOro npoTpaBinBaHNA nepeg HaHECEHMEM KOMMO3UTHLIX UMM KOMMOMEPNbIX
pecTaBpaLMOHHbIX MaTepuanos.

6 [lpoTtnBonokasaHud
MpoTpaBnvBaHne LeHTUHA B6M3KOPACMNONIOXEHHOIO K nysbne (MeHee 1 Mm).

7 TlpepynpexpeHus

Fenb npoTpaBoyHblii DeTrey Conditioner 36 cogepxut 36% (HOCHOPHYI KUCAOTY, KOTopas
BbI3blBaeT pasgpakeHue. W3berailTe KOHTaKTa C KOXeW, rnasamu u CAU3UCTON 060N0YKOWA
nonoctu pra. B cnyyae BHe3anHOro KOHTakTa MPOMOWTe MecTO B3aMMOLEWCTBMA 6OMbLINM
KO/IMYeCTBOM BOAbl. B cnyyae KOHTakTa C rnasamm npoMoriTe 4OCTaTOUYHbIM KO/IMYECTBOM BOfbl
1 0b6paTnTeCh 3a MEAULMHCKON NOMOLLbHO.

2. Tenb npoTpaBoYHbIi DeTrey Conditioner 36 fgomkeH nerko BbligaBnmMBaTbheA: HE
MPUMEHAWTE UYPE3MEPHYIO CW/Y. TMNOTHO 3aBMHUYMBAiTE KONMAYoOK MPOTPABOUHOIO
rensa DeTrey Conditioner 36 nocne KaxAoro Mcnosib3oBaHUs, YTobbl N36eXaTb UCNapeHuns rens.
BbibpacbiBaiiTe Urny nocne UCrosnb3oBaHUA, Tak Kak Uribl MOTYT 3aCOPUTLCH, €C/IN Teflb BHYTPU
3acbixaer.

3. lepep npumMeHeHuem, yb6eAMTecb, YTO KOHEL, WrMbl HAAEXHO TMPUKPENIeH K wnpuuy
npoTpaBo4yHoro rensa DeTrey Conditioner 36.

B3avMmogeiicTBre € 4pyrMM CTOMATONOrMYECKUMU MaTepuanamm
HekoTopble NpOKNafoyYHble MaTepuanbl MOryT 6biTb MPOTPaBfieHbl (OCKHOPHON KUCNOTON.
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aaresuvsa.

10 OuucTKa, ges3mHpekyma u ctepunmsayma
M3aenns nocTtaBnaoTCAa HECTEPUIbHbIMU. OYNCTKA, Ae3NHMEKUNA U CTepUIn3aUmna matepuana u
MPUHaANeXHOCTEN He NPeayCMOTpPeHa.

11 YcnoBusa u CPOK XpaHeHUA
» Cpa3sy Xe nocne “cnonb3oBaHWUA 3aKpONTe KOMMayoK.
* He gonyckaiiTe nonagaHus Ha NPOAYKT CO/IHEYHOIO CBETa U NpefoxXpaHainTe oT
nonagaHua Bofpbl.
* XpaHuTb Npun Temnepartype He Bbilwe 24 °C.
Cpokun rogHocTu:
» Tenb npoTpaBoyHbIi DeTrey Conditioner 36-5 net
* Wrna annamkanuoHHasa - 5 net

12 YenoBus TpPaHCNOPTUPOBKMU
|/|3,Cl,eI'IVIFI OO/DKHbI TPpaHCNOPTUpPOBaTbCA B COOTBETCTBUK C MpaBu1aMu, ,U,eVICTByPOLLI,VIMVI ansa
Ka>K[0oro Bufa TpaHcrnopTa npu temnepartype go 24 °C.

13 TpeboBaHMA NO 3aWUTe OKpYyXatoLen cpeabl
N3penne He oOKasblBaeT HEraTMBHOIO BO3AENCTBMA Ha OKpY>Xawlyl cpefy B npouecce
XN3HEHHOT O UunKna.

14 YcnoBusa skcnayatayumu

N3penne wucnpaBHO 3KCMAyaTUpyeTcs BHYTPWM POTOBOW MOMOCTW, MNPWU  HaluuyumM B Hei
OMONOrNYECKNX XUAKOCTENM MPM HOMUHANbHbIX 3HaYeHWAX TemnepaTtypbl: oT 32° fo 42° C.
N3penns He noanexkat pemoHTy. CrneunanbHOro TEXHUYECKOro 06CyXunBaHua He TpebyeTcs.

15 ¥YTtunnsayns

YTunusaumsa B COOTBETCTBUM C CaHUTapHbIMWU npasuiaMmym U Hopmamu Poccuiickoii degepanuu
CaHlunH 2.1.7.2790-10 "CaHuUTapHO-3NMAEMMONOTMYECKME TpeboBaHWs K obpaleHuto ¢
MeAULNHCKUMW oTXOo4aMu». Knacc onacHOCTM MeAMLMHCKMUX 0TX0A40B - B.

MeyaTsb:

DENTSPLY DeTrey

DENTSPLY DeTrey GmbH
De-Trey-Str. 1, D-78467 Konstanz

Mognuce

16 CumBONbI, UCNONb3YyeMble ANA MapKNUPOBKMU
CumBon PacwundpoBka

C € 3Hak ceptudukayum EC
l1oti CepuiiHblii HOMep (HOMep napTuu/noTa)

[laTa ucteyeHns cpoka rogHocTu
L

17 TapaHTUM Npous3BOANTENA
|_|p0VI3BO,£I,I/ITeI'Ib He HeCeT OTBETCTBEHHOCTb W HE BbiM/1a4MBaeT KOMMNEHCauunk 3a BO3MOXHbl
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MepeBogumnK ®dponosa MapunHa MuxainosHa

Mopog Mocksa
[BeHazuaToro HosA6ps ABe ThiCAYN NATHAALATOro roga.

A, Akumos 'ne6 bopucosny, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYI NOAIMHHOCT b

noanucu, caenaHHoi nepesogunkom ®ponosoii MapuHoit MuxaiinoBHON B MOEM MPUCYTC
JINYHOCTL ee ycTaHoB/eHa.

3aperncTpuposaHo B peecTpe 3a Ne 2 -

B3bickaHo no Tapudyy: 100 py6.

W MawyYn®*HymepoBaHo ¥ ckpenneHo Meyr</Anh

HoTapunyc
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