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1  Description

11 Name:
Spectrum Bond dental single-component adhesive.

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: info@dentsply.de

1.3 Addresses of medical device manufacturing sites:

«DENTSPLY DeTrey GmbH», MepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: info@dentst>lv.de

1.4 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:
Bottle 3.5 ml.

2 Composition and materials

2.1 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 , N
Acetone

2.2 Bottle for adhesive

Component Material
Bottle low density polyethylene, high density polyethylene,
EVOH, ADMER
Cap polypropylene
Valve polyethylene
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Technical specifications of Spectrum Bond adhesive

Volume of adhesive in a bottle

Volume of adhesive in a bottle: 3.5 +0.001 ml.

3.2 Visual characteristics: slightly turbid, yellow liquid without impurities
3.3 Odour: acetone like.
3.4 pH: not applicable since the adhesive does not contain water'.
3.5 Shear bond strength to enamel and dentin:
Adhesion strength, MPa
Adhesion to enamel 31.2+3.9
Adhesion to dentin 26.8 £4.0
3.6 Tensile strength:
Tensile strength, MPa
Athesion to enamel * 23.8 £5.2
Adhesion to dentin ** 241 £6.5

3.7 Polimerization time”:
Not less than 10 sec. Power ofthe light source is not less than 300 mW / cn®, wave length including
470 nml

4

Images

Spectrum Bond dental single-component adhesive is packed into 3.5 ml easy to squeeze

bottle.

Front view Rear view

' The value of pH is determined by a numerical scale of acidity or alkalinity of a dilute aqueous solution.
ARecommended.
" Peak absorption of the photoinitiator
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Bupg c3aan
Spectrum Bond dental single-component adhesive in a 3.5 ml bottle is packed into a carton

box:

Spectrum bond

Nono-T#<hnelegy Dmilol Adh«fiv«

For cUntal um only

Momifoclured by
DENTSPLYDelky GmbH
N 78467 Konstanz
3.5 ml ReOrder 606.67.225 ~ot
0129 www.denlsply.eu

Front view Rear view
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Side view

5 Indication for use
Self-priming adhesive for:
» Composite restorations.
» Dyract 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 Instructions for Use is at the discretion and sole
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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.

» Tightly close the bottle immediately after use.

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

» Use in awell-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.

7.3 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 uninstramented enamel and dentin with a rubber cup and pumice or a non-fiuoride
cleaning paste such as Nupro prophylaxis paste.

2. Wash thoroughly with water spray and air dry.

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

9.1.2 Pulp protection

1 Indeep cavities cover the dentin close to the pulp (less than 1 mm) with a hard-setting calcium
hydroxide liner (Dycal calcium hydroxide liner, see Instructions 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 chapter. Prior to use, please see the complete Instmctions 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.
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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 Spectrum bond adhesive.

Contamination.

A 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 1 using a curing light.

Insufficient curing.

A 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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9.2.1 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 I 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 Pulp protection
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 asingle 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 conditioning/dentin
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pre-treatment.
2. Etch ceramic restoration repair area with hydrofluoric acid according to manufacturer’s
Instructions for Use.

9.4.3 Treatment o frestoration

1 Rinse with water for 10 seconds.

2. Air dry.

Apply Calihra 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.

11 Symbols used for labelling
l. Symbols, used for labelling:
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Il Maquette of labelling in Russian:
SPECTRUM BOND
AAresnB 0JHOKOMMOHEHTHbIM CTOMaTo/I0rM4yeckumin Spectrum bond

Py No P3H #HHH##HHHE OT H## Hit HH
Tonbko Ans MCnonb3oBaHUS Bpauyamy CTOMATO/I0raMu.

NHopmaums o 6Ge3onacHOCTM, MOKazaHMAX W MPOTUBOMOKA3aHMsX
npeAcTaBneHa B UHCTPYKLMM MO NPUMEHEHNHO.

iel/IHhopMaLIMs 0 CPOKAX 1 YCNOBUSX XPaHEHWs NpecTaB/eHa Ha yNaKoBKe
11 B MHCTPYKLWK N0 NPUMEHEHMUIO.
CoxpaHsifiTe yNakoBKy [0 OKOHYaHUS UCMO/Mb30BaHMS NPOAYKTA.

Mpown3soguTtens: YNOTHOMOYEHHbIA

DENTSPLY DeTrey npeactaButens: 7
GmbH OO0 «[eHTcnnain PY»,
De-Trey-Strasse 1, 129090, Poccus, r. Mocksa,

78467, Konstanz, [lpocnekt Mwupa, 4.6, Ten.:

"epmaHus +7 (495) 988-28-08

CrtpaHa

NPOUCX0XAEHUA: MepmaHus
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12 List of applied international standards
ISO 13485, Directive 93/42/EEC.

13 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.

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

14.1 Transportation packaging
Adhesive in carton boxes is packed into a cardboard box (bubble wrap is also used if necessary),
which is closed with a sealing tape.

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

16 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.

17 Package contents
Carton box contains a bottle with adhesive and Instructions for Use.

18 Maintenance and repair
Devices are not subject to repair. Special maintenance is not required.

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

20 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.

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

DENTSPiy DETRAYj3mbH
De-Trey-Stra&e
D-78467 Konstana
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Wir bescheinigen die Vorlage der Erklariing.
Hinsichtlich des Inhalts 1 nichts Gagenteiiiges
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NHCTPYKUNA N0 NPUMEHEHNIO
TonbkKo Anga NpUMeEHeHnAa B CTomMaTOoNornn

AfresvB 04HOKOMMOHEUTHbIN CTOMaToNorMyeeknin Spectrum bond

nponm3soacTea KOMMaHUnM

DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104
OEHTCITAWN OnTpen T'moX, MepmaHua
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/MevaTb: AEHTCMNNAN Aun Tpeit TM6X (DENTSPLY De Trey GmbH)
An-Tpen-WTp. 1

D-78467 KoHcTaHy/

/Mognuce/
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1 OnwucaHune

11 HawumeHoBaHwue:
AAresmB 0JHOKOMMOHEHTHbIN CTOMATONOrMYecknii Spectrum bond.

1.2 CsegeHuA 0 npousBoguTene/paspaboTunke MeguLMUHCKOTO N3LeNns:
«AEHTCMNAIN OnTpeit TM6X», MepmaHus

«DENTSPEY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: info@dentsplv.de

1.3 CseaeHud 06 agpecax MecT NMPOM3BOACTBA MEANLNHCKOIO U3aenus:
«AEHTCMNAN OnTpeit TM6X», MepmaHns

«DENTSPEY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: info@,dentsplv.de

1.4 OnwucaHwne:

Apresns Spectrum bond - SIBNAETCA  YHUMBEPCaIbHbIM camonpanMupyoLLmMm
CTOMAaTO/IOrMYecKM aAre3vBoM, CO3[aHHbIM NS aAre3nn CBETOOTBEPXKAAEMbIX KOMIMO3UTOB U
KOMHOMEPOB K 3Ma/TM N IEHTUHY TaK e XOpOLUO, KaK 1 K MeTal/ly U Kepamunke.

15 HasHaueHuUe

CaasytoLLiee CpeACcTBO A4 afire3ni CBETOOTBEPXKAAEMbIX KOMMO3UTOB M KOMIMOMEPOB K 3Man U
[IEHTWHY, a TaKXke K MeTa/ny 1 KepaMuKe nNpu NpoBeaeHNM NPAMbIX Y HEMPAMBIX pecTaBpaLiyii.
M3menna fomKHbl UCMO/b30BaTbCA TOIbKO KBAIMPULMPOBAHHBIM MeAULMHCKMM MepcoHasiom B
K/TIMHNYECKNX YUPEXAEHNAX.

1.6 dopmbl BbiNycKa:
®nakoH 3,5 M.

2 CocTaB 1 maTepunansl

2.1 Agpresus Spectrum bond
R5-62-1-gumeTtakpunar (R5-62-1)
docopHas KMCcnoTa, MoaNMUUMPOBaHHasa akpunaTHoi nnactmaccort (PENTA)
YpetaH-gumeTtakpunat (UDMA)
TpumetunnponaH TpumeTakpunat (TMPTMA)
AnatuneHrnvkonsgumetakpunat (DEGDMA)
BbICOKOAMCMEPCHBIN ANOKCUL, KPEMHMS
Bytunrugpokcutonyon (BHT)
KampopoxmHoH
A1nn-4-gumetunammHobeHsoHat (DMABE)
LletTnnamvHa rugpodropua
AUETOH

2.2 ®nakoH gng agresusa

KoMMoHeHT MarTtepunan
dnakoH NONUATUNEH HWU3KOIN NMIOTHOCTK, NONUSTUNEH BbICOKOM
nnotHoctn, EVOH, ADMER
KpbliLlka nonvnponwuneH
KnanaH NONNSTWIEH
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3  TexHW4YecKne xapakTepucTuku
31 O6bem agresnBa Bo pnakoHe: 3,5£0.001 mn.

n 3.2 BwusyasibHble XapaKTePUCTUKW: C/erka MyTHas, XenTas XXMAKOCTb 6e3 npumecel
3.3 3anax: aueToHOBbIN

3.4 pH: HenpumeHUMO, NOCKONbKY B afre3unBe He COEPXKMTCS BOAa'.

MpoyHocTb aaresunn, Mlla
Ajresus K amanm 31.2+3.9
ALresns K AeHTUHY 26.8 £4.0

3.6 T1pOYHOCTbL Ha pacTaAXKeHue:
[MpOYHOCTL Ha pacTaXeHue,

MIa
AAresns K amanm 23.8 5.2
ALre3ns K AeHTUHY 24.1 £6.5

3.7 Bpema nonumepusauuu :

He meHee 10 cek. MOLLHOCTb UCTOYHMKA cBeTa He MeHee 300 MBT/KB.CM, A/1MHA BOMHbI
BKNtOYaA 470 HM .

4 W306paxeHusa nsgenus

Afre3mB OLHOKOMMOHEHTHbIA CcTOMAaTonornyecknii - Spectrum bond ynakoBaH B Jierko
CKUMaeMbIii p1akoH o6beMom 3,5 M

BW/ cnepean BUf c3aau

3HaueHue pH onpefenseTcs Mo YUCMOBOI LWKane KUCIOTHOCTM WU LeNOYHOCTH pa3baBNeHHOro BOAHOTO
pacTBopa.

, PekomeHoBaHHoe.
MUK nornoweHns GoToMHULMATOPA.
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AfLre3vB O4HOKOMMOHEHTHbIN CTOMAaTO/I0MMYECKNA
yrnakoBaH B KapToHllytoKopo6

Lmn
BU criepeam

5 [lokasaHus
Camonpaiivmumpytoliee cBa3ytoLLee CPeacTBo ans:
» PecTtaBpauuii KOMNO3UTaMM.
MatepurasioB Ha OCHOBE KOMMOMepPOB [alipekT.
LleMeHTMpOBaHMS MpK HENPSIMbIX PecTaBpaLusX.
A[re3nBHbIX BOCCTaHOB/EHWI/pecTaBpaLyii.

Spectrum bond Bo ¢nakoHe

| "35>

y z h

for dentot use only

Momibctured by

m |owlTwT(bim

CE RY™
0123 :
BUJ C3aaM

|_|0KprTI/IF| NMOBEPXHOCTW NONIOCTU A/1I4 NCMNOJ1b30BaHMNA CO CBEXXMMU aMalibraMmaMi.
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6 [MpoTuBonNoOKasaHus
* Y MayuMeHTOB, paHee MMEBLLUMX a/lfIeprmyeckme peakumi Ha AMMeTaKpunaTHbIe
MAacTMacchl UK Ha NGOV KOMMOHEHT afresmBa.
 [psmoe nan HenmpsAMoe MOKPbITWE NyAbMbl (MPSMOE UK HEMPSMOE HAJTOXKEHME Ha

nynbny).

7 YKazaHusa no 6e30nacHoOCTuU
CnepyeT co3HaTeNbHO BbINOMHATL NPUBELEHHbIE HUXKE YKa3aHMs No 06Lell 6e30MacHOCTM U
cneumanbHble yKasaHusi No 6e30MacHOCTU, NPUBEAEHHbIE B APYrMX rnaBax MHCTPYKUMM K
NMPUMEHEHUIO.
O603Ha4YeHme onacHoCTH
* JT0 CUMBON, o6o3Haqarom,w7| onacHocTb. OH MCNoJsib3yeTca anda Toro, yTOOLI
npeaynpeanTb BaC 0 MNOTEHLMA/IbHBIX PUCKaX AN19 34,0P0BbSA.
» CnepnyinTe BCeM COOBLLEHNAM MO 6€30MaCHOCTI, OTMEUYEHHbIM JaHHbIM
CYMBOJIOM, BO M36eXaHue NpuyMHeHNs Bpea 340P0BbHO.

7.1 TpepocTeperkeHns

Matepuan cogepXXuT MeTakpunatbl MOHOMEPOB, KOTOPble MOTYT BbI3BaTb pasfpaXkeHUe KOXw,

rna3 u CAW3ACTOM MONOCTM PpTa, a TaKkKe alepruyeckuii  KOHTaKTHbIA  gepmatut y

npeApacnofioKeHHbIX JINLL.

* |3beraiiTe KOHTaKTa C rnasamv Ansa npefoTBpalleHns pasfgpaXKeHUs M BO3MOXHOIO
MOBPEeXJeHNss porosuubl. B c/iyyae KOHTakTa C rnasamy  Hemed/leHHO MNPOMOiATe
[OCTaTOYHbIM KO/IMYECTBOM BOAbl M 06paTUTECh 38 MEAVNLMHCKOW MOMOLLbHO.

* W3beraTe KOHTaKTa C KOXeW [N NpefoTBPaLLEHUs pasfpakeHus U BO3MOXHOW
a/iNePrnyeckon peakumn. B cnyyae KOHTaKTa Ha KOXe MOryT MOSIBUTbCA KpacHOBaTble
BbICbINaHWsA. ECNM KOHTaKT C KOXeil Npou3oLLen, yaaimTe maTtepuas BaTHbIM TamroHOM,
CMOYEHHbIM B CrMpTe, W 3aTeM TLATe/IbHO MPOMOWTe BOLOW C MblIOM. ECnm nosiBuinch
BbICbINMAHNA WM NPU3HAKM CeHCMOWUM3aumMM, npekpaTuTe WCNO/b30BaHWE MPOAYKTa U
06paTnTeCh 3a MeAULMHCKOW MOMOLLbHO.

Agnresms Spectrum bond cogepXuT aueToH.

* He BapbIxaiTe napbl. XpaHUTe BN OT UCTOYHMKOB BO3ropaHus.

7.2 Mepbl NpefoCTOPOXKHOCTH

STOT NPOAYKT NpeAHasHayeH An1s UCMO/b30BaHWSA B CTPOrOM COOTBETCTBUM C UHCTPYKUMEN K
NPYMEHEHWIO.

Vcnonb3oBaHWe AaHHOrO MpoAyKTa Mo6bIM Crnoco60M, He COOTBETCTBYHOLWMUM YKa3aHHOMY B
[OAHHON VIHCTPYKUUK, SBASIETCS NIMYHBLIM pPeLLeHeM NPakKTUKYIOLWEro Bpaya, OTBETCTBEHHOCTb
3a KOTOPOe HEeCeT UCK/IKUNTE/IbHO OH CaMm.

* lcnonb3yinTe COOTBETCTBYIOLME Mepbl 3alUMTbl 418 CTOMATO/OMMYECKOro nepcoHana u
NnauneHToB, TakMe KaK 3allMTHble O4YKM W Koddepham, COrnacHO PeKoMeHAauusm
MEeEeTHOW CTOMATO/I0MMYeCcKOl accoumaumu.

*  KOHTaKT CO C/tOHOW, KPOBbLIO M XKNAKOCTHIO eCHEBOW 60PO3AKM BO BPEMS NMPUMEHEHNS
MOXET CTaTb MPUYMHOW HeyaayHoW pecTaBpauun. [ns obecrievyeHWs afeKBaTHOM
N301AUMMN PEKOMEHAYETCA NUCMOob30BaHMe Koddepaama.

» TINOTHO 3aKpbiBaiTe BYTbIIOUKY Cpa3y Moc/e UCMOo/b30BaHNS.

e [leiicTBYiNTe GLICTPO MPW BHECEHWUM afre3vBa BO M3GEXaHWe MCnapeHus pacTBOPUTENS.
XpaHuTb B 3aMLLEHHOM OT CBETa MeCTe.

* Vicnonb3yiTe B XOPOLLO MNPOBETPMBAEMOM MOMELLEHNW. M36eraliTe BAbIXaHWs Mapos.

* OrHeonacHo: XpaHuTe BAanM OT UCTOYHUKOB BO3rOpaHus.

* W3beraiiTe NpPONUTbIBAHUA PETPaKLMOHMOW HUTK afare3vsoM Spectrum bond. Ecim
Spectrum bond nonagéT Ha HUTb, OHa MOXeT CTaTb TBEPAOA W MNPUKIEUTBCA K
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[MpombiBaHME N 0UUCTKA
1 Ypanute TpaBW/bHbIA reflb C MOMOLWBI0 MNbliecoca U MHTEHCMBHOINO MPOMbIBAHMS
BOAHbLIM CMpeeM, TLIaTe/lbHO MPOMbIB MNPOTPaBMEHHbIE MOBEPXHOCTM B TeuyeHue 15
CEKYHL.
2. TlonHOCTbIO ypanuTe BOAY, aKKypaTHO MPOCYLUMB CTPyeil BO3gyxa WM MPOMOKHYB
BaTHOM TypyHAON. He nepecyuimBaiite feHTUH.
3. HemepaneHHO nepeiignTe K HaHeCeHWMIO aaresmsa Spectrum bond.

3arpsasHeHue.

A HeypauHas pectaBpaums.
1 OTnpenapvpoBaHHas [JO/MHKHbIM 06pa3oM MOBEPXHOCTb JO/MKHA ObIThb 3allyMLLeHa
OT MEPEKPECTHOr0 MHMULMPOBAHMS.
2. ECnn BO3HWK KOHTAaKT CO C/IOHOW, TWaTe/IbHO OYMCTUTE MOLUHOW CTpyei
BOAAHOrO Crpesi, BbICYLUMTE W MOBTOPUTE MNpouesypy NpOTpaB/MBaHWUSA 3Man B

TeYeHne 5 ceKyHa. I'Ip0M0|7|Te M BbICYLLNTE, KaK ONMNCaHO BbILLIE.

MNepecywimBaHme.
A HekauyecTBeHHas aaresus.
1 He nepecywmBanite TKaHM 3y6a - MOBEPXHOCTb MOMOCTU AO/MKHA ObITb Crerka
YBNAXHEHHOMN.
2. Wsberaiite TakkKe W30bITKA BnarkM, OCTaBNEHUS BNAXHOW, OGNeCTALIEN

MOBEPXHOCTW. He gonyckaiiTe rpy6oro TpeHust MOBEPXHOCTM MOMOCTU 3y6Ga, Korga
BbICYLLIBAETE BMaXKHbINi ee YUYacToK.

9.1.4 [osuposkKa

1 [Ons npefynpexneHns 3arpssHeHUs KaHiM  (pnakoHa 6pbiraMu WK Kanasmu
OUMNOrNYECKMX XNAKOCTEN UM MaTepuasioM ¢ Heo6paboTaHHbIX PyK, HEO6XOAUMO Mpu
paboTe C naumveHToM 6paTthb (h1akKoH TObKO PyKamu B YMCTLIX/CTEPUNBbHBIX NepyaTKax.

2. BblgasuTe agresvs Spectrum bond HenocpefCTBEHHO Ha KOHYMK HOBOMO anmn/MKatopa,
ybeamTecb B TOM, UYTO €MKOCTb He KOHTaKTUpPYeT C HWM, WM HaHecuTe 2-3 Karu
agresvsa Spectrum bond B unicToe CTaHAAPTHOE CTEKNO AN1S 3aMeLLMBaHUS.

3. HemenneHHO 3aKkpoiTe KOMNa4oK.

BbiCyLUMBaHUE PaCTBOPUTENS.
HekauecTBeHHast aaresns U repmMeTusaLms.
1 HeMmefaseHHO HaHecuTe afres3us [/ COXPaHEHUs! CBOWCTB PacTBOPUTENS.

9.1.5 HaHeceHue n nonmmMmepmsauns

1 Wcnomb3ys KUCTOUKY WM annivkatop, HeMeL/IeHHO HaHecuTe 3HauuTeNlbHoe
KOMmM4ecTBO Spectrum bond gns TWiaTeslbHOro CMaymBaHNA BCEX NMOBEPXHOCTEN MOMOCTU
3y6a. OBEpPXHOCTb [O/MKHA OCTaBaTbCA MOSIHOCTHHO CMOYEHHOW aAre3vBOM U MOXET
noTpeboBaThCca LOMONHUTE/IbHOE BHECEHME aare3nsa Spectrum bond.

2. Y[panamte M3NULWKN pacTBOPUTENS MATKMM BbICYLUMBAHWEM C MCMO/b30BaHWEM YMUCTOrO
CYyXOro BO3Ayxa 13 HaKOHEYHMKa NNCTONEeTa «BOAA-BO3AYX» MO KpaiHel Mepe B TeYeHme
5 cek. lMoBepXHOCTb [JO/MKHA MUMETb OAHOPOAHbLIA GnecTAWMA BUg. Ecnn 3aTo He Tak,
NMOBTOPUTE HAHECEHMe ¥ NPOCYLLMBaHUE.

3. posogmTe nonMmepusaumio agresmsa Spectrum bond B TeueHue 10 cekyHA,

HepocTtaTtouHas nonvMepusaums.

A HeafeksaTHaa nonnumepusaums.
1 lNpoBepbTe COBMECTUMOCTbL (POTOMONMMEPU3ATOPA.
2. [poBepbTe AIUTENBHOCTL LMKIA NONNMEPU3aLmn.
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3. NMpoBepbTe MOLLHOCTL CBETOBOIO MOTOKA.
4. PecTaBpayyOHHbIN Marepuan cnenyet HaHOCUTb Ha noABeprLumniics
(hoTononmMmMepmnsaummn Spectrum bond cpasy e CornacHoO MHCTPYKLMSAM NPON3BOAMTENS.

9.2 Wcnonb3oBaHue ¢ maTepmnanamn Dyract (Dentsply DeTrey, T'epMaHMA) Ha OCHOBe
KOMIMOMEpPOB
OTtnpenapupyiiTe NONOCTb B COOTBETCTBMM C pasfenamMu:
1 Ouuctka (10.1.1. Ouuctka).
2. 3awwmTta nynbnbl (10.1.2. 3awuta nynbmbl).

9.2.1 O6bpaboTkKa

[na  GonblUMHCTBA  pecTaBpauuii,  BbIMNONHAeMbIX — Dyract, HeT  HeobxogMMocTh B
KOHAMLUMOHMPOBaHUM  NpenapyvpoBaHHOA nonoctu 3yba. B Takom cnyyae, nepeigute K
crnefytoulein rnase «lMpuMeHeHWe» B 3TOM pasjere.

B cnydyae BOCCTaHOB/IEHMA HECYLUMX CYLLECTBEHHYIHO Harpysky W WUCMbITbIBAKOLWMX CTpPecc
nonocteit Class 1u Il nocTosiHHLIX 3y60B, a Takke Class IV, ¢ ucnonb3osaHnem Dyract XP 1 B
CUTyaumsax, Korjga BaXKHa ICTeTWKa, HeobXoAMMO CO3[aHue KpaeBOro CKoca 3Mau,
npeanoYvYTUTENbHO U PEKOMEHAOBAHO KOHAMLMOHMPOBaHWe 34-36% pacTBOPOM (hoCqopHOiA
kucnotbl [O6paboTKa 3yba/npeasapuTenbHas 06paboTka AeHTUHA].

AnbTepHaTMBOM  (POCHOPHOM KUCNIOTE MOXKET CNYXWUTb HaHeceHMe NR - HeCMblBaemMoro
KOHAMLIMOHepa.

9.2.2 TllpumeHeHune
HaHecuTe agresns Spectrum bond B COOTBETCTBUM C pa3genamMu:
1 [Oosuposka [10.1.4. [Jo3npoBKa].
2. HaHeceHve n nonumepnsauyms [10.1.5. HaHeceHne n nonnumepunsaymsy].

9.3 duKcauusi CBETOMPOBOAMMbIX HEMPSMbIX PecTaBpaLuii CBETOOTBEPXKAAEMbIM
KOMMO3WUTHbIM LIEMEHTOM

9.3.1 OuuncTka
CmoTpuTe pasgen «OUnUCTKa.

9.3.2 3awwuTa nynbnobl
CwmoTpuTe pasgen «3awmuTa nybnbi».

9.3.3 ObpaboTka 3yba/npeasapuTensHas obpaboTKa JeHTHHA
Cmotpute pasgen «ObpaboTka 3yb6a/npeasaputenbHas 06paboTka AeHTUHA.

9.3.4 HaHeceHue n nonumepunsauns

HaHecute 1 nonumepnsyiTe agresms Spectrum bond B COOTBETCTBUM C pa3feniaMu:
1 J[o3uposka [[0o31poBKa].
2. HaHeceHve v nonumepusaumns [HaHeceHve 1 nonmmepusaums].

9.3.5 [MoaroToBKka pecTaspauuu

1 TloarotoBbTe BHYTPEHHWME TOBEPXHOCTM pecTaBpauuu COrlacCHO  PeKOMeHJaLUsaM
nabopaTopuv MM MHCTPYKUMSIM  MPOU3BOAMTENS, Hanpumep: NpOTpaB/MBaHMe,
06paboTKa MNecKOCTPyeM, U/Mnn CunaHm3aLus.

2. HaHecute cunaH Calibra Silane Coupling Agent (DENTSPLY Caulk, CLLUA) Ha
HY)XOAlOLWYC B MOYMHKE  MOBEPXHOCTb  Kepamuku,  cnegys  VIHCTpyKumu
MPOU3BOANTENS.

3. HaHecuTe oauH cnoil agresuBa Spectrum bond Ha BHYTpeHHWE 6GOHAMPYEMbIE
MOBEPXHOCTUN pecTaBpauun, Hemea/leHHO MPOCYLUNTE B TeUYEHUe 5 CeKYHA.

4. TlpoBoauTe nonumepusaunto aaresmsa Spectrum bond B TeyeHue 10 CekyHA.
Ob6ecneybTe paBHOMEPHOE AEMCTBME CBETA Ha BCe MOBEPXHOCTW pecTaBpaLuu.
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9.3.6 ®ukcauus

MoAroToBbTE 1 HaHECUTE CBETOOTBEPXKAAEMbIV (MKCALMOHHBINA LEMEHT, COFTacHO UHCTPYKLMM
Mo 3KCn/yaTaLmmy Npon3BoAUTENS.

9.4 TIOYMHKM  KOHCTPYKUMIA M3 KOMMO3UTA, KepaMuKM M amasibrambl
(cBeTOOTBEPXKAAEMbIE KOMMO3UTbI U KOMMOMEPbI Ha OCHOBE CMOJT)

9.4.1 TlMpenapuposaHune n OyncTka
1 Cospgarite MakCUMa/lbHO BO3MOXKHYHO LLEPOXOBATOCTb Ha HY)XKAAOLLENCA B MOYMHKE
MOBEPXHOCTU C MOMOLLBI0 a/IMasHOro Gopa. Cosfainte MexaHWUYeCKyt PeTEeHUWUIO, rae
BO3MOXKHO. [N11 [LOCTMDKEHUS Hawlydllero pesynbTata o06paboTaliTe annapaTom
BO3AYLUHO-abpa3snBHON  MOAMPOBKM  00/1aCTb,  HYXKAAIOLLYHOCA B MOYMHKE, C
MuKpoabpasmsoM (50 HM antoMmnHKUS). PekoMeH0BaHO UCMONb30BaHWe pabbepaama npu
BbICOKOW CKOPOCTW 3BaKyaLMn Mnecka.
2. TlpomoiiTe MMKpPOO6paboTaHHbIE 06/1aCTM BOAOWA KaK MUHUMYM B TeueHue 15-20 cek.
3. TlpocyLumTe BO34yXOM.
BaxkHO: [10 NnpoTpaBnnBaHWs CO3LaiTe KpPaeBON CKOC Ha KepaMUKe.

9.4.2 O6paboTka 3yba/npeasapuTenpHas o6paboTka geHTHaA
MpoTpasuTe TKaHU nosocTy 3yba 34-36% [eneBbiM KOHAMUMOHEPOM Kak OMuCcaHo B .
7.1.3 O6paboTKa 3yba/npefBapuTensHas 06paboTKa AeHTHHa.
2 TpoTpaBuTe HYXJAOWMIACA B MOYMHKE (DparMeHT KepamMuU4ecKon pecTaBpaumm
NNaBUKOBOMN KWUCMOTON B COOTBETCTBUN C VIHCTPYKLMEN NPON3BOAUTENS.

9.4.3 TloAaroToBKa pecTaspaymm

1 MpombITb BOAON B TeueHne 10 CeKyHA.

2. TlpocywimnTe BO34YyXOM.
HaHecute cunan (Calibra Silane Coupling Agent) Ha KepaMU4yeckne NOBEPXHOCTU, TpebyroLme
pecTaspauuu, cnegys VIHCTpYKUUn No NpUMEHEHMIO.

9.4.4 TloHeceHue n nonumepusaumng

HaHecvTe 1 nonnumepusyinte agresvs Spectrum bond B COOTBETCTBUN C pasfenamu:
1 [Josnposka [cM. [103MpoBKa].
2. HaHeceHue n nonvmMepusaums [cMm. HaHeceHve 1 nonnmMepusanms].

9.4.5 3aBeplweHue
3aBepLumTe MOYMHKY KOHCTPYKUMM HaHeceHWeM W (OTONONMMEpPU3ALIMEN YKeaeMOoro OTTeHKa
CBETOOTBEpPXKAaemMoro KomnosuTa gnsa pecraspauun, cnegya MHCTpyKUnM nNpou3BoanTens.

9.5 TloKpbITUe NONOCTU NMPU UCMONB30BAHNM CO CBEXUMW aMasibraMamu

9.5.1 TllpenapupoBaHue
3akoHuMTE NPenapoBKy, yAaamB BCe CYLLECTBYIOLLME pecTaBpauumn n/mnm Kapuec.

9.5.2 OuucTka
OuuncTnTe NONOCTb M HaHecUTe TBepAetoLly0 MPOKIaAKy Ha OCHOBE TMAPOOKWUCK KasbLms
(Mpoknafka Ha OCHOBe rMapookucy Kanbumsa Dycal, CM. MHCTPYKLMIO NO UCNONb30BaHUIO) ecnn
Heo6X0AMMO, B COOTBETCTBUN C pasfesiamu:

1 Ouunctka [cM. OuncTKal.

2. 3awmTta nynbnbl [cMm. 3awmTa Ny nbnbi].

9.5.3 OobpaboTka 3yba/npeasapuTensHas obpaboTka fJeHTHHA

[MpoMoliTe M OCTOPOXKHO MPOCYLUMTE OTMPENapvpoBaHHYK MOMOCTb, HO He MepecyLunBanTe
LEHTUH.

BakHO: KncnoTHoe npoTpasnvBaHWe MpenapupoBaHHO MOAOCTU (3Mann UM amann/AeHTUHA)
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16 YcnoBuga akcnnyatauum

W3pgenve wucnpaBHO 3KCMyaTUPYeTCA BHYTPU POTOBOM MOMOCTU, MPU  HaMuMM B Hel
OMONOrMYECKNX XKNAKOCTEN NP HOMUHA/IbHBIX 3HAYEHUAX TeMnepaTypbl: 0T 32° fo 42° C.
N3menms fo/mKHbI MCMO0/b30BaThCA TOMTbKO KBAIM(IMUMPOBAHHLIM MEAULUHCKUM MEepCoHaIoM B
KNIMHUYECKNX YUPEXAEHUAX.

17 KOMNNeKTHOCTb NOCTaBKU
KapToHHas KopobKa CoaepXuT (p1akoH C afire3viBOM U1 3KCMyaTaUMOHHYIO SOKYMEHTaLMIO.

18 TexHu4ecKoe 06CNyKMBaAHWE U TEKYLLNA PEMOHT
WN3nenus He noanexat peMoHTY. CreLmanbHOro TEXHUUYECKOro 06CYXMBaHNS He TpebyeTcs.

19 YTunmnsauusa

YTunusaums B COOTBETCTBUM C CaHMTapHbIMU NpasBuiaMn 1 HopMamu Poccuiickoii ®Pegepaumm
CaHlMnH 2.1.7.2790-10 «CaHuUTapHO-3NNAEMNONOrNYECKMe TpeboBaHMSA K 06palleHno ¢
MeAULMHCKMMM 0TX0famMu». Knacc onacHOCTU MeAMUMHCKUX OTXO0A4O0B - B. M3aenus fomKHbI
NCMO0/b30BaTbed TOMbKO KBIMMPULMPOBAHHLIM MEAVULUUHCKAM MEePCOHAIOM B K/IMHUYECKMX
yUpexxaeHnax.

20 'TapaHTUN Npoun3BoAnTENA
Mpon3BoauTeNb He HeceT OTBETCTBEHHOCTb Y He BbIM/auMBaeT KOMMEHCALMIO 38 BO3MOXHbIiA
yLiep6 MM HecyacTHbIe Cyyau, Bbl3BaHHbIE:

* cnonb3oBaHWEM KOMMOHEHTOB, He MOAXOLAWMX K W3LeNMI0 U KOTOopble MOryT

NPensTCTBOBaTb €ro HOpMasbHON paboTe.

* HecobnoaeHneM UHCTPYKLMM NO MPUMEHEHNIO.
OTBETCTBEHHOCTb 3a TeCTMpOBaHWe MaTepuana Ha ero NPUrogHoCTb M UCMOSb30BaHWe AN
Nto6OoI Lenun, ABHO HeyKa3aHHOW B MHCTPYKLMKW, HECET NoJb30BaTeslb!
Mo Borpocam KayecTBa M3denus credyeT obpawiatbCsd K YMOAHOMOYEHHOMY MPeACTaBUTENHO
NpoV3BOANTENS.

21 YNONHOMOYEHHbIV NpeacTaBUTENb
000 «[feHtcnna CwupoHa», P®, 129090, r. Mocksa, [Mpocnekt Mwvpa, A.6.
Ten.: +7 (495) 988-28-08.

/MevaTb: QEHTCNNAW AuTpeit TM6X (DENTSPLY DeTrey GmbH)
An-Tpeh-WTp. 1

D-78467 KoHcT aHy/

/Mopgnucb/

Mbl nogTBepXpaem caenaHHoe 3afaBneHne. O THOCUTENLHO COfepXaHUa aHHOro 3asaB/IeHNA NPOTUBONOMIOXHbIE
(*)aKTbI HEN3BECT HbI.

KoHcT aHu, 16 mag 2017 r.
Toproso-npombiWNeHHaa nanaTa XoxpaliH-boaeHse
/Mognuck/
MysH

/MeyaTb: TOproso-npomMbilWNeHHaa nanaTa XoxpaH-bogeHse/

/MeyaTb: TOproeo-npomMbilWNeHHaa nanaTa XoxpaH-bogeHse/

/Mopnuck/
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MepeBoaunK ®ponosa MapuHa MuxaitnoBHa

Poccuiickaa degepaums
["opog Mocksa
[BajlaTb YeTBepTOro mMaa [Be ThICAYM CEMHAALATOro roga

A, Ao ne6 Bopucosuy, HOTapuyc ropoga MoCKBbI, CBUAETENbCTBYH MOAMHHOCT
nognucu nepesogunka ®@ponosoit MapuHbl MyxaiinoBsHb!.

Moanuck caenada B MOEM NMPUCY TCTBUN.

JInyHoCcTb NoAnucasLLEro JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: No [ /TOA

B3bICKaHO rocyaapCcTBEHHOI nowuHbl (no Tapudy): 100py6.
naHune ycnyr npaBoBoOro N TEXHWYECKOro XxapakTepa:

OHYMEpPOBAHO ¥ CKPEenneHo neyaTbio ib  mcT(-a,-0>

HoTapuyc
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