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

1.3 Addresses of medical device manufacturing sites:

«DENTSPLY DeTrey GmbH», "epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

14 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 4g - 1pc 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 run)
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: homogeneouspaste
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.

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

415 Depth of Cure: (1SO 4049:2000)
A3,5, Ad, B3, C4, 0-A2, 0-A3,5 minimum 2,0 mm

Al, A2, A3, BI, B2, C2, C3,1-B1 minimum 2,5 mm
4.1.6 Opacity/ Colour

Shades Opacity, %
Al, A2, A3, A35, A4, BI, B2,B3,C2,C3,C4 39-43
0-A2, 0-A3,5 48-52

I-BI 27-31

4.1.7 Extrudability: 50 - 120N

4.1.8 The main technical characteristics ofthe polymerized material:

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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hazards.

* This is the safety alert symbol. It is used to alert you to potential personal injury
/ \ * Obey all safety messages that follow this symbol to avoid possible injury.

Warnings

The material contains methacrylates and polymerizable 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.

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

This product is intended to be used only as specifically outlined in these 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.

« Use protective measures for the dental personnel and patients such as glasses and mbber dam in
aecordance with reeommendations 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 mbber dam.

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

* Tightly close syringes immediately after use.

* To prevent syringes from exposure to spatter or spray of body fluids or eontaminated hands it is
mandatory that the syringes are handled with clean/disinfected gloves. Diseard syringes if
contaminated.

* Interactions:

- Do not use eugenol- or hydrogen peroxide-containing materials in conjunction with this
product since they may interfere with hardening of the product.

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

8 Adverse events

. Eye contact: Irritation and possible comeal damage.

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

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

9 Step-by-step instructions

9.1 Shade selection

Shade seleetion should be made prior to the restorative proeedure while the teeth are hydrated.
Remove extraneous plaque or surface stain if any with prophylaxis paste. Use the Spectmm
shade guide provided with samples of original Spectmm restorative material. The color coding
dot on the shade guide matches the colored label on the syringe.

Alternatively, a VITAPAN classical shade guide may be used. The Spectmm shade corresponds
to the central part of the respective VITA tooth.
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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

L 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 Matrix placement and wedging (Class 11 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.
A 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
L Contour the restoration using finishing burs or diamonds.
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o

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
q Manufacturer’s name and address
@ CE mark

PCT mark
[| otl Serial number (batch/lot number)

0 Expiration date
N\

A Caution: consult the Instructions for Use
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Temperature limits; both lower and upper temperature
I limits are noted next to horizontal lines

>AIlN
Protect from sunlight
See webpage for instructions for use
iffil Thethickness of the solidification
“« R 7 Required power light source
mW/cm’

Required solidification time

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 Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.
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NHCTPYKUMS N0 NPUMEHEHWIO
TonbKO A4S NPUMEHEHMS B CTOMaTONOrnm

MaTepuas CToMaTo/I0rMYecK1in pectaBpaLMOHHbIN CBETOOTBEPXKAAEMbIIA
Spectrum

NPOV3BOACTBA KOMMaHUK

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

MNeyaTs:

DENTSPLY DeTrey

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

Moanuco
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1 OnucaHne

11 HawumeHoBaHWe:
Matepuan cToMaTo/IONMYeCKNn pecTaBpaLMOHHbIA CBETOOTBEPXAaeMblii Spectrum.

1.2 CaepgeHus o npomsBoguTene/paspaboTumke MegULLMHCKOIO U3aeNnNsa:
«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@,dentsplv.de

1.3 CBepgeHunsa 06 agpecax MecT NPon3BoACTBA MeAULMHCKOIO NU3aenuns:
«DENTSPLY DeTrey GmbH», l'epmaHua

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 OnucaHue:

Spectrum 3TO CBETOOTBEPXKAAEMbl/i, PEHTreHOKOHTPACTHbI MUKPOrMopua KOMNosuT Ans
pecTaBpauuin nepegHMXx u 6GOKOBbIX 3y60B. KomnosuT pacacoBaH B LWWNPULbLI U UMEET
pasfinyHble LBETOBbIe OTTEHKM NO wWwKane VITA.

15 HasHaueHwue:
Matepnan CTOMATONOrNMYECKNIA pecTaBpalMOHHbIA CBETOOTBEPXAAEMbI MpefHa3HayeH Ans
BOCCTaHOB/IEHUS NepeaHUX N 60KOBbIX 3y60B.

O6nacTb NPYMEHEHMNs - CTOMATONOruns
N3penms foMKHbI MCNO/Mb30BaThCS TOMbKO KBANU(MULMPOBAHHBIM MEAULUHCKUM MepcoHanom B
KNMHUYECKNX YUPEXAEHUSX.

16 dopmbl BbiNycKa:

MaTtepuan CTOMATON0TNYECKNIA pecTaBpaLOHHbIN CBETOOTBEPXAaeMblil Spectrum
nocrtasnsetcd B wnpuuax 4 r - 11T B ynakoBke; oTteHkun: Al, A2, A3, A3.5, A4, B1,1-B1, B2,
B3, C2, C3, 0-A2, 0-A3.5 B coctaBe HabopoB Spectrum (TofbkO OTTeHKM: Al, A2, A3, A3.5,
B2, 0-A2, 0-A3.5), nn60 B OTAENbHbIX YNaKOBKax (BCE OTTEHKM).

2 W3obpaxkeHna nsgenns

2.1 Martepunan cToMaTo;lornvyeckmin Spectrum B wnpuue 4 r (Ha npuMepe oTTeHKa Al):

MeyaTsb:

DENTSPLY DeTrey

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

Mognuck
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2.2 YnakoBKa U MapKupoBKa (Ha npumepe oTTeHkKa Al):
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3 CocTtaB 1 matepuanbl:

3.1 Martepuan ctoMaTo/niornyeckuii Spectrum:
MonnypetaH EBPADMA,;
ByTuUnMpoBaHHbI TMAPOKCUTONYON,
Kam®hopoXnHOoH;
2-rnapoKcu-4-MeTOKCU-6€H30(heHOH;
ATUN-gnMeTMNaMUHO-6eH30aT,;
Onokeng KpeMHus;

CwunaHusnpoBaHHoe (PTOp cofepkaliee 6apuii antoMUHUI 6OPOCUNNKATHOE CTEK/O
(menkogmucnepcHoe);

CunaHu3npoBaHHOe 6apuii aNntoOMUHUIA 6OPOCUNINKATHOE CTEKIO;
Ounokeng TutaHa;

UepHbIli OKCUS XKenesa;

XenTblli oKcmp Xenesa,

KpacHblin okcup, xenesa;

2,5-AMrnapoKcno6eH3nH-1,4-0MKapbOKCUIOBOM KNCNOTbI AU3TUIOBLIN 3(hmp
(Lumilux).

3.2 Martepunansl wnpuua:
e [llonunponunen;
e [lonubyTtuneH Tepranar.
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MeyvaTs:

DENTSPLY DeTrey

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

Mognuck

4 TexHMYeCKUe XapaKTepUCcTUKu

4.1 Matepuan ctomaTonorm4yeckuihi Spectrum B wnpuyax no 4 r.; otteHkn: Al, A2, A3,
A3.5, A4, B1,1-B1, B2, B3, C2, C3, 0-A2, 0-A3.5:

4.1.1 BwusyasnbHble XapaKTepucTUKN: TOMOreHHasa nacrta
4.1.2 BecwmaTepuana B wnpuue 4+0.01r

4.1.3 Tonn™Ha cnos: 3,2-4,5 Mmm
Xapaktepu3yeT gedopmaLuio Nactoobpa3HOro marepuana npu CyLWwecTBEHHOW Harpyske.

4.14 TekyyecTb: 16 - 21 MM
Mpn Temnepatype 37°C.

4.1.5 TnybuHa 3aTsepgesaHunsa (no 1SO 4049:2000):
A3,5, Ad, B3, C4, 0-A2, 0-A3,5 MUHUMYM 2,0 MM
AlA2, A3, B1,B2, C2, C3,1-B1 MUHUMYM 2,5 MM

4.1.6 CTeneHb Npo3payHOCTMN (ONAKOBOCTb):

OTTeHKH CTeneHb Npo3payHocTun, %
Al, A2, A3, A3)5 A4, Bl, B2, B3, C2, C3, C4 39-43
0-A2, 0-A3,5 48-52
1-Bl 27-31

4.1.7 JKCTpyaupyemocTb (npuuyemocTsb): 50 - 120H

XapaKTepucTtukmn EanHuybl 3HauveHune
Mpegen npo4yHocTH npu MTMa >80

n3rnbe

Copbums Bogbl MKIr/MM? <40
PacTBopMMOCTb MKI/MM'™* <7.5
CTabunbHOCTH LBeTa He meHgfeTca He meHseTcs
PeHTreHOKOHTPaCcTHOCTb MM Al >1

4.2 LWnpwuy,

He npvimMeHymo.

5 Tloka3aHus
PecTaBpauum nosiocTel Bcex KnaccoB nepefHnX N 60KoBbIX 3y060B.

6 [poTMBONOKa3aHus

Y nauuveHTOB, paHee MMEBLUUX anfepruyeckme peakuum Ha akpuiaTHble WA MeTakpunaTHble
naacTmacchbl Uav N6oN ApYyroin KOMNOHEHT MaTepuana.

7 TpegynpexaeHus

YKa3zaHus no 6e30nacHocTu.

CnepyeT CO3HaTe/NIbHO BbINOMHATL MPUBEAEHHbIE HVMKE YKaszaHWa no obuweli 6e30nacHOCTM U
cneumanbHble yKasaHus no 6e30MacHOCTW, MPUBELEHHbIE B APYrnx rnaeax WIHCTpyKuuu K
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NMPUMEHEHUIO.
O603HaYeHMe onacHoOCTMN.

MNeyaTsb:

DENTSPLY DeTrey

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

Mognuck

e 3T0 cuMBO/A, o0603HayalwWMn onacHoCTb. OH  UCNOMb3yeTcs, 4TOObLI
npefynpeanTb Bac 0 NOTEHLMANbHbIX pUCKax Ana 340P0BbS.

o CnepyiiTe BCeM CO0OUIEHMSM NO 6€30MacHOCTM, OTMEYEHHbIM [aHHbIM
CMMBO/IOM, BO M36exaHne NPpUUNHEHNA Bpeaa 340P0BbLIO.

MpepocTepexxeHus.

Matepuan CcOLepXWUT MOAUMEpPU3yeMble MOHOMEPbl MeTakKpuiaTbl, KOTOpble MOTYT BbI3BaTb
pasfpaxeHue KOXW, rna3 u CMM3UCTON MOMOCTU PTa, a TakXe W anfepruyeckmii KOHTaKTHbIN
JepMaTuT y NpefpacrnonoXeHHbIX nud. Martepuan ABNSETCA KUCMOTHbIM areHToOM U MOXeT
BbI3BaTb 0XOr.

* M3beraliTe KOHTaKTa C rnasamu [NA MpefoTBpalleHns pasgpaxeHus M BO3MOXKHOIO
MOBPEXAEHNSA PorosuLbl. B cnyyae KOHTaKTa Cc rnasamm npomorite LOCTATOYHbIM KOMIMYECTBOM
BOAbl 1 06paTUTECh 3a MEAULMHCKOW MOMOLLbHO.

* WN3beraliTe KOHTaKTa C KOXeW [Ns nNpefOTBpalleHUs pasfpaxeHus ©  BO3MOXHOIO
annepruyeckoro oreeta. B cnyyae KOHTakTa Ha KOXe MOryT MOABUTbCA KpacHoBaTble
BbICbIMaHWsA. EcCnM KOHTakT C KOXeil npousowen, yjanute martepuan BaTOW, CMOYEHHON B
cnupTe, U TWaTeslbHO NPOMONTE MbIIOM C BOAOW. Ecnv MoABUAWCH BbICbIMAHUA UAN NPU3HAKM
ceHCMbunusaumnm, npekpaTnuTe WCNOMb30BaHME MpPoAyKTa M 06paTtuTecb 3a MeAULMHCKOW
MOMOLLbIO.

* N36eraliTe KOHTaKTa ¢ MATKUMU TKAHAMMW MOAOCTM PTa/CAN3NUCTON AN NpeLoTBpaLLeHums
BocnaneHmsa. Ecnv npowusowen chAydvailHbli KOHTaKT, yganute maTepuan BaTol. [pomoiite
C/IM3UCTYI0 CTPyei BOAbl B JOCTaTOYHOM KOJSIMYECTBe, YAanss NMPOMbIBHbIE BOAbl U3 MONOCTM
pTa. Ecnu BocnaneHwe CAM3UCTOA 060/104KM MOMIOCTM pTa CcoXpaHseTcsd, obpaTuTech 3a
MeANLNHCKON MOMOLLbHO.

Mepbl NPefoCTOPOXHOCTH

3TOT NPOAYKT npejHasHayeH 4NS MCNOMb30BaHUSA B CTPOrOM COOTBETCTBMU C NHCTpyKUMen K
npuMeHeHuto. KMcnonb3oBaHve [JaHHOrO NPoAgyKTa N6bIM cNoco60M, He COOTBETCTBYHOLLUM
YKa3aHHOMY B [aHHOW WIHCTpPYyKUMW, SIBAAETCA NUYHBLIM pelleHneM NpakTUKYHLWero Bpaua,
OTBETCTBEHHOCTb 32 KOTOPOE HECeT UCK/IOUNTENIbHO OH CaMm.

* lcnonb3yinTe COOTBETCTBYHOLME Mepbl 3aWuTbl AN CTOMATONOMMYeCKOro nepcoHana wu
NauMeHTOB, TakKMe KaK 3allUTHble OYKM W Kodepsam COrnacHO pPeKoMeHauusam MeCTHOM
CTOMaTOo/I0rMYeckKoin accoumauum.

* KOHTaKT €O C/IIOHOM, KPOBbIO M XUAKOCTbIO AeCHeBOW 60p03aKM BO BpeMS MPUMEHEHUS MOXET
CTaTb MNPUUYMHOWA HeyAauyHOW pecTaBpauumn. [Ans ob6ecneyeHWs afeKBaTHOW  U30NAUUK
pPeKOMeHAyeTCH UCNONb30BaHNe Kogdepaama.

» [lns npefynpexaeHns 3arpsa3HeHna Hocuka (hiakoHa 6pbi3raMy MAK Kanasamum 61Monornyeckmnx
XWUAKOCTE  unM matepuanom C HeobpaboTaHHbIX pyK, Heobxogumo npu pabote y
CTOMAaTO/IOrMYECKON YCTaHOBKM OpaTb YCTPOMNCTBO TO/MIbKO PyKaMW B UMUCTbIX/CTEPUbHBIX
nepyaTkax.

* MNOTHO 3aKpblBaiTe WNPULbI Cpasy Nocsie NCnosb30BaHNs.

Ana  npefynpexnaeHus 3arps3sHeHUs WNpuues OpbisraMy WA KanasMum  6UONOTMYecKuX
XWAKOCTEM UM matepuasioM C HeobpaboTaHHbIX pyK, Heobxogumo npu pabote y
CTOMATO/IONMYECKOM YCTAaHOBKM OpaTb LUMPULEB TO/MbKO PyKamu B YUCTbIX/CTEPUIIbHbBIX
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9.3 3awwuTa Nynbnbl, 06paboTKa 3yba/npeasaputenbHasd 06paboTKa AeHTUHA, HaHeceHue
agresvBa

Obpatntecb K  pekOMeHfauuam  NpoM3BOAWTENs  ajresMBa NO  3awiuMTe  My/bMbl,

KOHAMLMOHNPOBaHWNIO 3yba W/MNM HaHeceHMt aare3nBa. Kak TO/MbKO MOBEPXHOCTU 6binu

npaBunbHO 06paboTaHbl, OHWM HEe AO/HKHbI NOABEPraTbCA 3arpsA3HEHU0, He3aMeLNUTEeNbHO

nepexoAnTe K BHECEHUIO MaTepumana.

9.4 BHeceHUe
BHocuTe martepman nopumaAmMuM cpasy nocne HaHeceHWs ajresvea, MaTepuan nofnmepusyeTcs

MOPLMAMU TONLLMHOW J0 3 MM.
N36eraiiTe 3arpssHeHmNs LWNPULEB.

A ANA  NpefynpexpaeHus  3arpa3HeHus  Wnpuues  Opbiramum  WAW  KanasMu
O6MONOrNYECKNX XUAKOCTEN UM mMaTepuasoM ¢ Heob6paboTaHHbIX pyK, HEO6XOLMMO

npu paboTe y CTOMATO/IONMYECKOW yCTaHOBKM 6paTb YCTPOWCTBO TONbKO pykamu B
YNCTbIX/CTEPUBbHBIX MepyaTKax.

1 CHUMNTE KOMNayvok.

2. Meg/sieHHO NOBepHWUTE PYKOATKY LINpuua Mo 4acoBOM CTpPeske W BblAaBuUTe
Heo6XoAMMOe KO/IMYecTBO MaTepuasna Ha naneTky AN CMeLmnBaHus.

3. HanpaBnfs KOHYMK LWnNpuua BBEPX, MOBEPHUTE PYKOATKY MPOTUB 4acoBOM
CTPEenKu ANs NpefoTBpalleHns BblifaBIvBaHNA maTepuana.

4. HesameannTenbHO 3aKpomnTe WNpUL, KOMNaYyKoM.

5. 3awmulanTe pectaBpaLOHHbIA MaTepuan Ha naseTke NS CMeLNBaHUA OT CBeTa.

9.5 OTBepxaeHue

1 OTBepAnTe CBETOM KaX[blii Yy4acTOK MOBEPXHOCTM MNAOMObI C MOMOLLbLHO
Heo6X0AMMOro yCTpOMCTBa A/19 OTBEPXAEHUSA BUAMMbBIM CBETOU3NTyYeHUeM, NpefHa3HaYeHHOro
4N OTBEPXAEHMA MaTepuasnos, cofepXawmux wuHuumatop kKamdopoxmHoH (CQ), To ecTb
CNeKTpanbHbI BbINYCK, cogepxawuii 470 HM. MuHUManbHas MOLLHOCTb CBETOBOrO MOTOKA
Jo/MmkKHa  O6biITb 500 MmBartt/cmM2. O6patuTecb K peKOMeHAauusM  nNpov3BOAUTENS
(hoTOononnmepusaTopa A4N9 YTOYHEHUA COBMECTUMOCTU U PEKOMeHaLuii No noammepusaLmm.

2. MonumepnsyinTe KaXXablli CNOW B COOTBETCTBUY C TabnuLeid, NpUBEAEHHON HUXKeE.
HepocTtatoyHasa nosivmepusaung.
HeasekBaTHasa nonvmepusaums.
1 MpoBepbTe COBMECTUMOCTbL (hOTOMNONMMEpPM3ATOpPA.
2. [MpoBepbTe ANNTENLHOCTL LUKNA NOANMepusaLmn.

3N [MpoBepbTe MOLWHOCTL CBETOBOIO NMNOTOKA

MowHocTe hoTononumepusaymm > 500 mBt/cm2

OTTeHOK TonwuHa Bpems
c/10s hoTononnmMepmsaLmn
Al; A2; A3; A3,5; BI; I-BI; B2; C2; C3 3 MM 20 ¢
0-A2:0-A3,5;A4; B3 2 MM 20 C

9.6 ®PuHMWHaA 06paboTKa 1 NoAnMpoBaHue

1 MpoBeanTe KOHTYpPMpPOBaHWE pecTaBpauuu, WCMONb3YS (UHULIHbIE GOpbl UK
anMasHble 6opbl.

MeyaTs:

DENTSPLY DeTrey

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

2. Vcnonb3yiiTe cuctemy Enhance anst AONOAHUTENbHON (WMHULLHOWK 06PabOTKMN.

3. Mepen aTanom MonuMpoBaHuA ybeauTecb B TOM, YTO MOBEPXHOCTb rnafgkas n 6e3
[edeKToB.

4. Ons [oCTMXeHMsA Xopolwero 6neeka pecTaBpauuu, pPeKOMeHAyeTcsi couveTaHue

cucTeM Ans (UMHMWIHOW OTAenkM u nonupoBaHus Enhanee n PoGo, a TakXe MNpuUMeHeHue
nonmpoBoYHbIX naet Prisma GlossRegular n Extrafme.

Mpy KOHTYPMPOBaHUU, PUHULLIHON 06paboTKe U/UNKM NONMPOBAHUMN efefyinTe PeKOMeHAaunaM
npou3BOAUTENS.

10 OuncTKa, Ae3nHGEeKUNS 1 CTepunn3aums
I/I3,u,en|/|;| MNOCTaBAAKTCA HECTEPUNBbHBLIMMN. OLII/ICTKa, ,qe3I/IHqJeKLI|VIFI n cTepunnsaumna matepunana
He NpeayCcMOTpeHa.

11 ¥YcnoBusa 1 CPOK XpaHeHUs
* HeHagnexarume ycnoBus XpaHeHUs COKpallalT CPOK CAYX6Obl M MOryT MPUBECTU K
NOBPEXAEHU0 n3genns.
* XpaHuTe npu Temneparype mexay 2 °C n 28 °C.

 He ponyckaliTe nonagaHus Ha MNPOAYKT CO/IHEYHOrO CBeTa W MpefoxpaHsaiite oOT
nonagaHus Bofbl.

* He 3amopaxuBaliTe.

* He ucnonb3ayiite N0 UCTEYEHMMN CPOKA rogHocTU. CpoK rogHOCTM MaTepuan Spectrum - 3
roga.

e XpaHuTe B eyXOM MecTe (OTHOCUTENbHAasA BNaXHOCTb < 80%).

12 YcnoBusa TPaHCNOPTUPOBKMU

N3pennsa [OMKHbI TPaHCMOPTMPOBAaTLCA B COOTBETCTBUM C MpaBwuiaMu, AeWCTBYHOWUMWU ANS
KaXoro Bufa TpaHcrnopTa npu Temnepatype mexgy 2 °C po 28 °C M OTHOCUTE/IbHOM
BNaXHocTn <80%.

13 TpeboBaHMsA MO 3aLLMTE OKPY>KaoLLEei cpefbl
N3genne He OKa3biBaeT HEraTMBHOTO BO3AECTBMS Ha OKpYXXalollyl cpegy B npolecce
XKN3HEHHOTO LMKNA.

14 YcnoBusa akcnyataunm

W3genve wuenpaBHO 3KCcNyaTUpyeTcs BHYTPW POTOBOWA MONOCTU, NPW  HaAW4MKM B HeW
6MONOTMYECKNX XXUAKOCTEN NPU HOMUHAMbHbLIX 3HAUYEHUSIX TemnepaTypbl: oT 32° go 42° C.
WN3penus He nognexart pemMoHTY. CrneymnanbHOro TeXHUYeCcKoro o06cnyXmnsaHusa He Tpebyercs.

15 YTunnusaumsa

YTununsaymsa B COOTBETCTBUM C CaHUTapHbLIMK NpaBunamm U Hopmamm Poccuiickoin ®efepaunn
CaHlMunH 2.E7.2790-10 "CaHuTapHO-anuaeMunosiornyeckme TpeboBaHMA K obpalleHno ¢
MeAUUMHCKUMKM oTXodaMn». Kniacc onacHOCTM MeAUUMHCKKUX O0TX040B - B.

16 CumMBOSIbI, UCMOMb3yeMble ANA MapKUPOBKWU,
CumBon Pacwugposka

d HasaHve 1 afpec npou3BoanUTeNs
CC 3Hak cepTumkaummn EC
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3Hak ceptudukauum PCT

In CepuitHblii HOMep (HOMep napTuu/noTa)

[laTa ncteyeHns cpoka rogHoCTH

MpefynpexaeHue: 03HaKOMbTeCb C MHCTPYKLMENR no
MCNONb30BaHMNIO

CuMBON OrpaHUYeHUs ananasoHa TemnepaTyp; u
BEPXHUI U HUXHUI Npefenbl yKasaHbl pAgoM C
rOPU30HTA/IbHBIMU JINHUAM

XpaHWTb B 3alLMLLEHHOM OT CBETa MecTe

WNHCTPYKLMIO MO MPUMEHEHUID MOXHO HAlTN Ha
ohmLManbHO caiTe.

]m TonuiMHa cnos 3aresepaeBaHns

r/I Heobxoanmasi MOWHOCTb UCTOYHMKA CBETA
wwW/cm*

Heob6xoammoe BpeMsi 3aTBepeBaHUS

MMeyatsb:

DENTSPLY DeTrey

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

Mognucok

17 TapaHTUK npomnsBoamnTENs
|_|p0I/I3BO,EI,I/ITefIb He HeCeT OTBETCTBEHHOCTb W HE€ BblMsla4ynBaeT KOMMEHCaUMNI0 3a BO3MOXHbIi
yliepb uan HecyacTHbIe CNyYvan, Bbi3BaHHbIE:

. Mcnonb3oBaHMEM KOMMOHEHTOB, He MOAXOAALMX K MaTepuany Uam npensaTCTBYHOLMNX
ero HopmasbHol pabore.
. HecobntogeHeM MHCTPYKLUW MO MPUMEHEHUIO.

OTBETCTBEHHOCTb 3a TeCTMpOBaHWe MaTepuana Ha ero MPUrogHoOCTb WM UCMO/Mb30BaHWe ANA
Nto60oiA Lenu, ABHO He yKa3aHHOW B MHCTPYKLMUKN, HECET No/sb3oBaTesb!

Mo BOoMpocam KayecTBa M3fenusa cnefyet obpawiatbcs K YMNONHOMOYEHHOMY MpeACcTaBUTENIO
MPOM3BOAUTENS.

18 YNONHOMOYEHHbIN npeacTaBuUTeEslb
OO0 «[feHTcnnaih  PY», P®, 129090, r. Mocksa, [pocnekt Mwupa, 4.6,
Ten.: +7 (495) 988-28-08.
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MMeyaTs:

DENTSPLY DeTrey

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

Moanuck

10



IMepeBogunK dponosa MapuHa MuxalinosHa

"opog Mocksa
[BeHaauaToro Hoabpsa ABe ThICAYM NATHAALATOro roja.

A, Akumos 'ne6 bBopucosuy, HoTapuyc ropoga MockBbl, CBUAETENbCTBY MOAJINHHOCT b

noanucun, caenaHHoi nepesoaumkom dponosoii MapuHoit MuxaiinoBHOl B MOEM NpucyTCcTBM!A
JINYHOCTb ee ycTaHOB/EHA.

3aperncTpupoBaHo B peecTpe 3a Neo

B3bickaHo no Tapudy: 100 py6.

MEepOBaHO 1 CKpenneHo neyaT

HoTapuyc »

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



