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1 Description

1.1 Name
Prime&Bond One Select Dental Adhesive Material with Accessories.

1.2 Information about medical device manufacturer/developer:

DENTSPLY DeTrey GmbH

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

1.3 Addresses of medical device manufacturing sites:

DENTSPLY DeTrey GmbH

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

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

15 Description: _ o _ _ _ _
One-component self-etching adhesive is designed for selective enamel etching, cleaning of
mouth cavity from smear layer and photopolymerization and it is used for bonding synthetical
light cure materials with enamel and dentin while direct restorations.

1.6 Delivery form
1 Prime&Bond One Select adhesive in easy-squeeze plastic bottle x 3.5 ml with screw cap;
applicator tips (5- pieces) in a plastic container, CliXdish mixing well (without primary
packaging) are packed in a carton box and DFU.
2. Prime&Bond One Select adhesive in easy-squeeze plastic bottle x 2.5 ml with screw cap

is packed in a carton box and DFU.

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

1.7 Composition and materials

Component Chemical name
BAP 1,3-Bisacrylamide-propane
BAPEN 1,3-Bisacrylamide-pentane
BAA-TCD 3,(4), 8,(9)-Bisacrylamid§;r;t2yl)- tricyclo-5.2.1.0 2,6-
DHPOBA Ethyl 2-[5-dihydrophosphoryl-5,2- dioxapenthyl]acrylate
AMPS 2-Acrylamide-2-methylpropane- sulfoacids
Butylate 1,2-benzenediol 2-xpeT.-butyl-I ,4-benzenediol
2-camphanone-quinone (+-)-2,3-Dioxi-1,7,7-trimethyl-bicyclo-(2,2,1)-heptane
Dimethylamino-benzene carbonitrile 4-(dimethylamino) benzene carbonitrile
Tert-butanol t-Butanol
Demineralized agua Aqua
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Component
Bottle

Cap
Dropper

Applicator tips part
Handle

Nylon brush

Glue

1.7.4 CliXdish mixing well
Polyamide.

Material
Low density polyethylene, high density polyethylene,
EVOH, ADMER
Polypropylene
Polyethylene

Composition (material)

Polypropylene homopolymer
Stabilizers

Nylon 6,6 Polyamide

Titanium dioxide

Absorb water

Toluene (DGEBA) Part A

Xylain (Amidopolyamines) Part B

1.8 Technical speciflcations prime&bond one select adhesive

Application method Surface Bond strength, MPa
Self-etching Enamel 34
Dentin 35
Total self-etching Enamel 35
Dentin 45
Material Cure time
Output >500 Output >800
mWatt/cm” mWatt/cm »

Prime & Bond One Select Adhesive
2 Photos
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2.1 Prime&Bond One Select adhesive in bottle x 3.5 ml - 1 piece; applicator tips - 50
piecess, CliXdish mixing well - 1 piece
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1-  Applicator tips

CliXdish mixing well

3- Prime&Bond One Select adhesive in
bottle X3.5 ml
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2.2 Prime&Bond One Select Adhesive in bottle x 2.5 ml - 1 piece:

3 Indication for use

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

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

4 Contradictions

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

» Direct application to dental pulp (direct pulp capping).

» Use with chemical or dual-cure materials

5 Warnings

5.1 Safety notes
Be aware ofthe 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.
A * Obey all safety messages that follow this symbol to avoid possible injury.

5.2 Warnings

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

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

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

 Avoid contact with oral soft 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 medieal attention.

5.3 Precautions
This product is intended to be used only as specifically outlined in these Instructions for Use.

tiEISJTSPIY DeTrey GmbH
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Any use of this product inconsistent with these Instructions for Use is at the discretion and sole
responsibility of the dental practitioner.
» Use protective measures for the dental personnel and patients such as glasses and rubber dam in
accordance with recommendations of your local dental association.
» Contact with saliva, blood and sulcus fluid during application may cause failure of the

7 restoration. It is recommended to use adequate isolation such as rubber dam.
* To prevent a bottle tip from exposure to spatter or spray of body fluids or contaminated hands it

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

* Tightly close the bottle immediately after use.

* Use in a well-ventilated area.

Avoid inhaling vapor.

» Flammable: Keep away from sources of ignition. Take precautionary measures against static
discharges.

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

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

5.4 Interactions

- Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with
Prime&Bond One Select 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.

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

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

6 Adverse events
» Eye contact: Irritation and possible comeal damage.
» Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.
» Contact with mucous membranes: Inflammation (see Warnings).

7  Step-by-step instructions

7.1 Cavity preparation

1. Prepare the cavity so that no residual restorative material is left.

2 .1n cases where no preparation or instramentation has been carried out, roughen the surface to
be bonded with a finishing bur.

3. For restoration of cervical lesions, finish enamel and dentin margins. Enamel margins should
be beveled to mask the restoration/tooth interface. This may require instrumentation.

4. Rinse surface with water spray.

5. Remove rinsing water completely by blowing gently with an air syringe or by blot-drying with
a (cotton) pellet. Do not desiccate the tooth substance.

6. Use a rubber dam or cotton rolls to isolate the cavity from contamination. If contamination
occurs, thoroughly clean with vigorous water spray and repeat steps 4 and 5.
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1.2 Pulp protection

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

7.3 Selective enamel-etch or etch-and-rinse tooth conditioning/dentin pre-treatment
Application of 34%-36% phosphoric acid conditioner

A Selective enamel-etch mode

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

2. Apply the respective conditioner to the enamel surfaces of the cavity.

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

A Etch-and-rinse mode

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

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

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

Rinsing and blot drying
1 Remove conditioner with aspirator tube and/or vigorous water spray and rinse conditioned
areas thoroughly for at least 15 seconds.
2. Remove rinsing water completely by blowing gently with an air syringe or by blot drying with
a cotton pellet. Do not desiccate dentin.
3. Proceed immediately to application of prime&bond one select adhesive.
Contamination.
Restoration failure.
1. Once the surfaces have been properly treated, they must be kept uncontaminated.
2. If salivary contamination occurs, thoroughly clean with vigorous water spray, dry,
and repeat conditioning procedure for 5 seconds only. Rinse and dry as described
above.

7.4 Dosage

Easy squeeze bottle

1 Dispense prime&bond one select adhesive into a CliXdish mixing well or standard dappen
dish or mixing well.

2. Clean the dropper of the bottle after each application using a soft paper tissue.

3. Replace cap promptly.

4. Technique Tip: Material in a closed CliXdish mixing well will remain usable for up to 30
minutes. Material dispensed into a standard mixing well must be used immediately.

7.5 Application and curing for all modes (self-etch, selective enamel-etch, and etch-and-
rinse mode)

1 Using the applicator tip, apply the product sufficiently (larger cavities may require 2 or more
applications) wetting all cavity surfaces uniformly. Avoid pooling.
2. Then gently agitate the adhesive for 20 seconds.

Insufficient evaporation of solvent.

Inadequate polymerization.

1 Follow strictly the instructions of the following step.
3. Evaporate solvent thoroughly. Begin with a moderate stream of clean, dry air from a
dental syringe close and strong enough to keep the adhesive layer slightly moving.
Continue evaporation with more forceful air until there is no more movement of the
adhesive, but for at least 5 seconds. Use a vacuum aspirator to prevent spatter of excess

adhesive onto the mucosa.

6
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4. Surface should have a uniform, glossy appearance. If not, apply prime&bond one select
adhesive once more and repeat step 3. Surface should not show areas of excessive adhesive
thickness or pooling.

5. Cure prime&bond one select adhesive for 10 seconds.

; A Insufficient curing.

Inadequate polymerization.

1. Check compatibility of curing light.

2. Check curing cycle.

3. Check curing output.
6. Immediately place restorative material over the cured prime&bond one select adhesive as per
restorative material manufacturer’s Instructions for Use.

Multiple cavities.

When restoring multiple cavities it is advisable to fully restore one cavity (adhesive

and restorative) before proceeding to the next cavity.

8 Cleaning and sterilization
The products are supplied non-sterile. Sterilization of dental material and accessories is not
required. Except for Clixdish mixing well that is reusable. It can be cleaned, disinfected and
sterilized.
Cross-contamination.
A Infection.
1 Do not reuse single use products. Dispose in accordance with local regulations.
2. Reprocess reusable products as described below.

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

8.1.1 Manualcleaning:

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

Use a new clean pair of examination gloves.

Disassemble the device.

Remove adhesive residue with a cloth.

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

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

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

arLD

8.1.2 Manual disinfection:

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

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

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

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

DENTSPIY DeTrey GmbH
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8.1.3 Automatic Washer-Disinfector:

As an alternative to manual cleaning and disinfection, the device can also be processed in a
washer-disinfector (for example, Miele Washer-Disinfector G7835 CD

using program Vario TD with neodisher MediClean (alkaline detergent) and neodisher Z (acid
neutralization and cleaning detergent); both detergents from Dr. Weigert, Hamburg, Germany
(not products or registered trademarks of DENTSPLY International, Inc.).

Use only properly maintained, calibrated, and approved washer-disinfector according to ISO
15883-1.

1 Disassemble the device.

2. Remove adhesive residue with a cloth.

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

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

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

8.1.4 Sterilization (ifrequired)

The device can also be autoclaved.

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

Storage and shelf life
Expiration date - 2 years. Inadequate storage conditions may shorten the shelf life and
may lead to malfunction of the product.
Store the product in a well-ventilated area and protect from sunlight.
Store the product at temperatures between 2°C and 24 °C. Use the product at room
temperature.
Protect from moisture.
Do not freeze.
Do not use after expiration date.

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

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

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

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

14 Manufacturer’s warranties

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

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

. Noncompliance with following the instructions for use.

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

For product quality issues, please contact the Authorized Manufacturer’s Representative.
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15 Authorized Representative
Dentsply RU LLC, Prospect Mira 6, Moscow, Russia, 129090, Tel: +7 (495) 988-28-08.
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MHCTPYKLUMA NO NPUMEHEHMIO
TonbKo Anst NPUMEHEHMSI B CTOMaTON0rN

MaTepuan ctoMaToNornvyecknii aaresanBHblin prime&bond one select ¢
NPUHaAIEXHOCTAMM

npon3Boacrtea KOMMnaHM"

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

OnucaHne

306pakeHnst nspenus

MNokasaHua

[NpoTrBONOKa3aHMA

MpepynpexxaeHns

Mo60oYHbIE 3PPEKTbI

Mowwarosas NHCTPYKLUUA

OuncTKa 1 cTepunn3aLms

YCnoBus U CPOK XpaHeHUs
Ycnosua TpaHCNOPTUPOBKMK
TpeboBaHMA MO 3aWMUTE OKPYXKatoLLein cpepl
Ycnosua akcnnyataunm
YTunnsaums

14 T[apaHTUKX npousBoanTens

15  YNONHOMOYEHHbIV NpeacTaBnTeb

/moanucaHo/ DENTSPLY DeTrey GmbH
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1 OnucaHune

11 HawumeHoBaHue
Martepwan cTomMaTonorMyecknin agre3vsHblin prime&bond one select ¢ npuHagNeXHOCTAMM.

1.2 VH(opmaums o NponsBoauTenie MeaULNHCKOro U3tenvs

«DENTSPLY DeTrey GmbH», MepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

1.3 Ajpeca nponsBoACTBa MEAMNLMHCKOI0 N3aenvs

«DENTSPLY DeTrey GmbH», MepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

14 HasHauyeHue
Martepvan cTOMaToNOrMYecKnin afresvnBHbIN CamMonpOTPaBIMBAOLLMIA A1 NPOBEAEHNS NPAMbIX

1 He NPSAMbIX pecTaBpaLyii.

1.5 OnucaHne

O[IHOKOMMOHEHTHAaA CcamMOMNpOoTpaB/MBalOLLas aAresMBHas CcuUcTeMa [Ans  M36umpateibHoro
NPOTPaBANBAHNA 3Mav, OYULLIEHMA MOMNOCTM OT CMa3aHHOro cfosi U (hoTononMMepmnsaLnn,
npeagHasHayeHHass A4 CUenIeHns ¢ aManibio U AeHTUHOM CUHTETUYECKNX CBETOOTBEPXKAAEMbIX
MaTepunasioB Npu NPAMbIX pecTaBpaumsx.

1.6 ®opmMbl NOCTaBKN

1 Agpresus prime&bond one select Bo iakoHe 3,5 M1 B KOMM/EKTe ¢ annankaTopamy —50
LUT., NaNeTKOW NnacTMkoBon ans cmewmnsarms CliXdish - 1 WT., MHCTPYKUMERA NO NPUMEHEHUIO
- luwr.

2. Agpresns prime&bond one select Bo (hnakoHe 2,5 M B KOMMNEKTE C UHCTPYKLUMENR MO
NnpYMeHeHno - 1 L.

MpWHaaNeXHOCTK:
Annnukatopbl - He 60nee 100 L.

1.7 Martepnansl

KomnoHeHT XUMUNYECKOEe Ha3BaHMe
BAP 1,3-bucakpnnammgo-nponaH
BAPEN 1,3-bucakpnnamngo-neHTaH
BAA-TCD z,e(ljra)l;-l8,(9)-EI/IC(aKpI/U'IaMI/I,CI,O-MeTVIﬂ)-TpVILl,I/IKJ'IO-5.2.1.0 2,6-
DHPOBA 3tnn 2-[5-gurngpodocdopnn-5,2- gnokcaneHTulakpunar
AMPS 2-AKprnammnao-2-MeTuUanponaH-cybQOoKUCNOTbI

ByTUNMpOBaHHbI BeHsonanon 2-TpeT.-byTtun-1,4-6eH3on guon
Kamcopa-X1MHOH (+-)-2,3-4unoken-1,7,7-TpumMeTnn-6mMumnkno-(2,2,1)-rentaH

LOMeTMNamMmnHo-6eH30HMTPUN  4-(AUMETUNAMUHO) BEH30HUTPWI

TpeT-6yTaHoN T-bytaHon
/noanucaHo/ DENTSPLY DeT rey GmbH
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Boga aemMvHepann3oBaHHas

1.7.2 ®nakoH gna agresmsa
KOMMOHEHT
®drakoH

KpblLLKa
KnanaH

1.7.3 AnnankaTopsbl
UacTb annavkartopa
PykosTKa

HelinoHosass KucTtouka

CasizytoLLee BeLLEeCTBO

Boga

MaTepuan
NONNITUNEH HU3KOM MAOTHOCTU, MOMNITUNEH BbICOKOW
nnotHoctn, EVOH, ADMER.
NosIMNPonueH
NONNITUEH

CocTtaB (maTtepuan)
MonmnponuneH romononMmMep
Crabununzatopsl
HeiinoH 6,6 Monvamug
Jnokeng TutaHa
Bopa abcopbumpoBaHHas
TonysH (DGEBA) Part A
KcuneH (Amidopolyamines) Part B

1.7.4 ManeTka nnacTukosas 41a cmewwmsaHma CliXdish

Monnamng.

18 du3nyeckue cBoricTBa aaresmea prime&bond one select

MeTo/ HaHeceHus
CamonpoTpaBnnsaHune

ToTanbHOe NpPoTpaB/MBaHMe

[MoBepxHOCTb IMpoyHocTb agresnu, Mlla
CIVET [ 34
JeHTuH 35
Amasb 35
JeHTuH 45

*MeTop TecTupoBaHus: nNpu Bo3aercTane 6000 Tepmmnyeckux umknos (5/55 °C), n-10; 5

mm/MuH (Latta MA, 2009).

1.8.2 Bpemsa nonnmepusayunm

MaTtepuan

Agpresus prime & bond one select

2 W306paxeHns n3genus

Bpema nonumepusaumnm
MowHocTb >500 MoLuHocTb >800
mBatT/cm™ mBarTt/cm™
20c tOc

2.1 Agpresms primci&bond one select Bo pakoHe 3,5 mn - 1 WiT.; annankaTtopbl - 50 Wwr;
naseTka nnactmkosas ansa cmewwmsaHna CliXdish - 1 wr.

1

1- Annaunkartopsbl

2- nanetka naacTUKoBas AN CMeLnBaHWA
CliXdish

3- Agresus prime&bond one select Bo
thnakoHe 3,5 mMn

/noanucaHo/
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2.2 Agpresms prime&bond one select Bo piakoHe 2,5 mn -1 wiT

3 [MokasaHuA

Martepuan cTOMaToNIOrMYecKUiA afire3uBHbIA CamoNpoTPaBNBAIOLMNIA 419 MPOBEAEHNS NPAMbIX
1 He MPSAMbIX PeCTaBpaLnii.

Agresvs prime&bond one select npegHasHaueH Ans NpoBefeHUs NPAMbIX  pecTaBpauuil
MonocTeid BCeX KNaccoB B  KOMOMHaUMM € (hOTOOTBEPXKAAEMbIMU  KOMMO3UTHBIMM
pecTaBpaLyoHHbIMI MaTepuaiamu.

4 TlpoTmBONOKasaHuA
e Y naymneHToB, paHee MMEBLLNX aineprnvyeckmne peakunn Ha akpuiaaTtHbIE NN
MeTaKpunaTHble MnjacTtMaccbl U1 No60I 13 KOMMOHEHTOB.
* [lpaAmoe NOKpbITUE Ny bMbI.
» C maTepvaniaMn XMMUYECKOro UM ABOMHOIO OTBEPXKAEHNS.

5 [pepgynpexapeHna

51 YKaszaHus no 6e3onacHoCTw
CnepnyeT CO3HaTe/IbHO BbINOMHATL MPUBEAEHHbIE HUXKE YKasaHWs Mo 00Lieii 6e30macHOCTU ©
cneynanbHble YKasaHus No 6e30MacHOCTU, NPUBEAEHHbIe B APYTUX rNaBax AaHHOW VHCTPYKLMK
K MPYMEHEHWIO.
O603HayeHNe 0NacHOCTK:
e OT0 cumBon, 0603HAYAOLMIA  OMACHOCTb. OH  WCMonb3yeTcs, HTOObI
npeaynpeauTb Bac 0 NOTeHLMaNbHbIX PUCKaX AN 3[0POBbA.
e CnepyiniTe Bcem CcOO0OLIEHMSIM MO 6e30MacHOCTM, OTMEYEHHbIM [AaHHbIM
CUMBO/IOM, BO M36€XXaHne NPUUMHEHNst Bpeaa 340P0BbHO.

5.2 TlpepnoctepexeHns

Martepuan cofepXXuT NonnMepusyemMble akpuaaTbl U MeTakpunaTbl MOHOMEPOB, KOTOPblE MOTYT
Bbl3BaTb pas3fpaXkKeHWe KOXW, a3 U enM3ncCTOn NonocTu pra, a Takke W anepruyeckuii
KOHTaKTHbIA AepMaTuT y NpeapacnonoXeHHbIX uy. Matepuan SBNseTca KUCIOTHbIM areHTOM U
MOMXET BbI3BaTb OXKOr.

* M3beranTe KOHTaKTa C rnasamuv Ana npefoTBpalieHnst pasfpaXkeHus UM BO3MOXHOIO
MOBPEXAEHNA POroBuLbl. B clyyae KOHTaKTa C riasamy npoMoKrTe JOCTaTOUYHbIM KOMYECTBOM
BOAbl M 06paTMTECh 338 MEAMLMHCKON NMOMOLLbHO.

* W3beraiTe KOHTaKTa C KOXeW [ns NpefoTBpalleHns pasfapaXkeHus U BO3MOXHOIO
a/ineprnyeckoro orteeta. B cnyyae KOHTakTa Ha KOXe MOryT MOSIBUTbCA KpacHOBaTble
BbICbIMaHWs. ECAM KOHTaKT C KOXel Npou3oLuesn, yaanute matepuasn BaToW, CMOYEHHOW B
CnMpTe, U TWATeNbHO NPOMOKMTE MbI/IOM C BOAOW. ECv NOSBMAWCH BbICLINAHWUS UK MPU3HAKK
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CeHCUbunnsaumm, npekpaTuTe WCMOMb30BaHWE NPOAYKTa W 06paTuTeCh 3a MeAMLMHCKOM
MOMOLL|bHO.

* N36erainTe KOHTaKTa ¢ MArKUMU TKaHAMUW MOMI0CTU PTa/CIM3NCTON ANa NpefoTBpaLLeHNs
BocnmasieHms. Ecnn npowsollen CAyYailHbli KOHTaKT, yaaiMTe maTepuan BaToil. MpomoiiTte
CNM3NCTYI0 CTpYyeli BOAbl B [OCTaTOMHOM KONMYECTBE, YAaNnsis NPOMbIBHbIE BOAbl M3 MOMOCTM
pta. Ecnn BocnaseHvWe CAM3MCTON 060/M104KM MOMOCTM pTa COXpaHsieTcs, 06paTuTech 3a
MEANLIMHCKON MOMOLLbHO.

5.3 Mepbl NpesocTopoXHOCTU

ATOT NPOAYKT npeAHasHavyeH 418 MCNONb30BaHWUSA B CTPOrOM COOTBETCTBUM C VIHCTPYKUMeN K
NpYMeHeHNt0. Vicnonb3oBaHWe AaHHOrO MpodykTa NobbIM COCO60M, He COOTBETCTBYHOLLMM
yKa3aHHOMY B [aHHON VIHCTPYKUUW, SBNSETCA NIMYHLIM PELUEHMEM MPaKTUKYHOLLEro Bpaya,
OTBETCTBEHHOCTb 3a KOTOPOE HeCeT UCK/IHOUUTE/IbHO OH CaMm.

* lcnonb3yiiTe COOTBETCTBYHOLLUME Mepbl 3aWUTbl A5 €TOMATO/I0NMYecKoro nepcoHata u
NaumMeHToB, TakMe KaK 3aliMTHble OYKM M KodhephaM COrflaCHO PeKoOMeHAauuMsM MECTHOA
CTOMATO/I0rMYEeCKOM accoLmaLmu.

» KOHTaKT CO C/TOHOI, KPOBbIO M XXMAKOCTbIO JeCHEBOW 60PO03AKM BO BPeMS NPUMEHEHUS MOXET
cTaTb MPUYMHON HeydayHOM pecTaBpaumn. [Ona  o6ecnevyeHUs afeKkBaTHOM  M30NALMUN
PEKOMeHYeTCA UCMOo/b30BaHNe Kogepaama.

 [1ns npefynpeXaeHns 3arpsasHeHns HocuKa (hiakoHa bpbi3raMn Uan Kanasmm 6Monormyeckmx
XUIOKOCTEN WM maTepuanoM C HeobpaboTaHHbIX pPyK, Heobxogumo npu pabote Yy
CTOMaTOMOrMYecKoM YCTaHOBKM 6paTb YCTPOMCTBO TONBKO PyKamy B UUCTbIX/CTEPUbHBIX
nepyaTKax.

* [110THO 3aKpblBaiTe OYTbINOYKY Cpa3y Nnocse UCNosib30BaHUs.

* /icnonb3yiiTe B XOPOLLO NPOBETPUBAEMOM MOMELLEHNN. 36eraiiTe BAbIXaHUS NapoB.

o OrHeonacHo: XpaHuTe BfasM OT WMCTOYHWMKOB BO3ropaHus. [peanpuHumalite Mepbl Ans
NpeLOTBPALLEHNS HAKOMIEHMS eTaTUYECKOrO 31eKTPUYeCTBa.

* M3beraiiTe NponuTbIBAHUA PETPaKLMOHHOW HUTK aare3vsoM prime&bond one select. Ecnu
prime&bond one select nonafgér Ha HWUTb, OHa MOXET CTaTb TBEPLOA W NPUKIEUTLCA K
noanexaiimm TBEpAbIM TKaHAM, YTO 3aTPYAHUT eé 13BeYveHme.

o Annnukatopbl SBNAOTCA OAHOPa30BbIMW. BblbpacbiBaiiTe nocne MCnonb3osaHus. He
MCNOMb3YWTEe MOBTOPHO Y APYrUX NaLMeHTOB BO U36eXaHWe NepPeKPECTHOrO 3apaXkeHus.

5.4 B3saumogencTeue

- 9BreHon- nnm HrOr-cogepxaiipe matepuanbl He CnefyeT UCMOMb30BaTb B KOMOMHaLMWN C
prime&bond one select, MOCKONbKY OHM MOryT MPUBECTM K Pa3MSITYEHUHO MOMMMEPHBIX
KOMMOHEHTOB W/UNN HApYLUNTbL €ro 3aTBepAeBaHue.

- Ecnn ncnonb3yroTcs UMNperHMpoBaHHble PeTPaKLUMOHHbIE HATK (CcofepyKallume Xeneso) u/wmnm
remMocTaTMyeckme pacTBOPbl B COYETaHMM C NPOLEAYPON aAresnun, KpaeBoe npuieraHne MoxeT
3HAUNUTE/IbHO HapyLLaTbes, NPUBOAS B MUKPOMOATEKAHMSIM, BHYTPEHHEMY OKpalLLUMBaHUIO W/1nn
K Heydade B pectaBpaumun. Ecnm Heobxoanma peTpakums AeCHbl, PEKOMEHIYETCS UCMONb30BaTh
NIOCKYH HEUMMNPErHUPOBAHHYHO HUTb.

- prime&bond one select ABNseTCA CBETOOTBEPXKAAEMbIM MaTepPUasioM. XpaHWUTb B 3aLMLLEHHOM
OT CBeTa MeeTe.

- Ecnn matepvan xpaHUTCA B XONOAW/bHUKE, Mnepef NPUMMEHeHWeM criedyeT npeaycMoTpeTb
BpeEMs, AOETATOUHOE [/15 ero Harpeea 10 KOMHATHOI TeMnepaTypbl.

6 T[10604YHbIe 3heKTbI
» KOHTaKT ¢ rnasamu: PasfpaxeHuie, BO3MOXHO MOBPEXAEHWE POroBuLibl.
e KOHTaKT C KOXei: PasgpaxeHue, BO3MOXHA anfepruyeckas peaxkums. Bo3aMoXHO
MOSB/IEHNE Ha KOXE CbIMNW KPacHOro LBeTa.
e KOHTaKT  CO  CAM3UCTOM 060/104KOIA: BOCMasieHne (cmoTpuTe  pasgen
« pesocTepexeHns»).
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7 TNlowaroBas MHCTPYKLMA

7.1 TlogrotoBKa nosiocTun

1 OtnpenapupyiTe MoM0OCTb TakMM 06pa3oM, 4TOObl ybpaTb BCe OCTaTKU MpeablayLiei
pecTaspauum.

2. HenpenapupoBaHHble NMOBEPXHOCTW Mepes BHECEHMEM afres3vBa [0/IKHbI ObiTb 06paboTaHbl
(MHULLHBIM 6OpPOM.

3. MMpy BOCCTAHOB/IEHNM MPULLIEEYHLIX MOPaXKEHWIA, Kpas AeHTUHA U aMaiv MpeABapuTesibHO
06pabaTbiBatOTCS (PMHULLHBLIM 60pOM. 15 MAaCKMPOBKM IpaHuLbl pecTaBpalm ¢ NOBEPXHOCTHIO
3yba cneayeT aenaTb CKOC 3Masu.

4. MpomoiiTe NOBEPXHOCTb BOAHBIM CMPEEM.

5. YpanuTe ocTaTku BOAbl OCTOPOXXHbIM MPOAYBaHWEM BO34yXa U3 LNpULA WK BbICyLUMBAHNEM
BaTHbIM LUAPUKOM. He nepecyLumBainTe CTPYKTYpbl 3y6a.

6. [Ana M30M15UMM NOMOCTU OT 3arpsA3HeHUs NPUMEHANTE feHTasbHble pabbepAambl UK BaTHble
Ba/MKWN. ECnn 3arpsasHeHve Npou3oLwsio, creayeT TuwiaTe/lbHO OYUCTUTL MOMOCTb M MOBTOPUTL
nn. 4um5.

7.2 3awmTta nynbnbl

B rny60okux nofocTsx MNOKPOMTe AEHTWH, 6/M3KWIA K nynbnapHoin kKamepe (MeHblle 1 Mm)
Kanbuuin-cogepxxalllein npoknagkor  (Hanpumep, Dycal (Dentsply Caulk, CLLA), cm.
WHCTPYKLMIO MO NPUMEHEHWIO), OCTaBAA OCTa/lbHYH0 MOBEPXHOCTb MOMOCTU CBOGOAHON [A/11
6oHANHTa.

7.3 W3bmpaTenbHoe nNpoTpas/vBaHme aMasiv NN NPUMEHEHME B TEXHUKE TOTa/IbHOIO
NpoTpaBNNBaHUA 3MasIn N JeHTUHA.

Mepef WCNOMb30BaHWEM HEOOGXOAUMO O03HAaKOMWUTLCA C  WHCTPYKUMENH MO  NPUMEHEHWIO

COOTBETCTBYHOLLErO MPOTPABOYHOIO areHTa.

Annnukawuma npoTpaBoYHOro areHTa Ha ocHoBe 34%-36% (ocopHOM KUCMIOTbI

N W3bupaTesibHOe NpoTpaB/IMBaHMe aMann

1 TMocne HanoxeHus Koddepaama Mam APyroro noaxoAasuiero crnocoba msonanuu paboyero

nons UCMo/b3yiiTe COOTBETCTBYHOLLMIA NPOTPABOYHLINA areHT.

2. HaHocKTe COOTBETCTBYHOLLMIA NPOTPABOYHBIA areHT, Ha4YMHasA C MOBEPXHOCTUN IMaN.

3. [Ona [oCTWXKeHMs Haunydlumx pe3ynbTaToB BpeMsi MNPOTPaBAMBaHUS 3MaiM  [OMHKHO
P COCTaB/AATb He MeHblLe 15 cek.

N PeXKUM TOTasIbHOro NpoTpasB/iMBaHUSA

1 Mocne HanoxeHus Koghdepgama mnv Apyroro noaxoaswiero cnocoba M3onaumm paboyero

No/s NCMONb3YWTe COOTBETCTBYOLWMIA NPOTPABOYHbIN areHT.

2. HaHoCuTe COOTBETCTBYHOLMIA MPOTPABOYHbIVA areHT, HauyMHas C MOBEPXHOCTM AMasIu.

3. [Ons  [JOCTVKEHMS Haunyylmnx pesynbTaToB BPeMS MPOTPaB/MBaHWA 3Main  [O/MHKHO

COCTaBNATb He MeHblle 15 cek, AeHTWHa - 15 cek.

MpombIBKa 1 BbICYLLUMBaHME

1. YpanuTe NpoTpaBOYHbIA areHT Mpw MOMOLLM CIKOHOOTCOCA W/UNW CUNBHOTO NOTOKa BOAbl U3

nycTepa. TLiaTenbHO MPOMOIATE YHaCTKM NPOTPaB/INBaHNSA B TeUEHME He MeHee 15 Cek.

2. T10NHOCTBIO NPOCYLUMTE MOMNOCTb MPU MOMOLUM CNaboil CTPyn BO3L4yXa WM CyXOro BaTHOroO

Ba/IMKa. He nepecyuimte TKaHM 3y6a.

3arpsisHeHue.
4 ﬂl HeypauHas pectaspauus.

1 Tlocne 06paboTKM [JO/MKHbIM 006pPa3OM MOBEPXHOCTb He A0/MKHA OblITb

NH(ULMPOBaHa.
2. Ecnn BO3HMK KOHTaKT CO C/IIOHOW, TWATENbHO OYMCTUTE MOLLHOM CTpyein
/I'IO,qI'II/ICB_HO/ DENTSPLY DeT rey GmbH
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BOASHOIO Crpesi, BbICYLLUMTE W NOBTOPWTE MPOLEAYPY NPOTPaBIMBaHUS B TeueHue 5
cekyHz. MpomoiiTe 1 BbICYLLINTE, KaK OMMUCAHO BbILLIE.

7.4 [lo3npoBKa

Jlerko oxxnmaemasi 6yTbl0uKa

1 BbigaBuTe agresvs prime&bond one select Ha MNacTUHKY ¢ Kpblweukoi CliXdish nan Ha
CTaHAAPTHYIO MasIeTKy WIN B AYEIKY.

2. OunainTe HOCUK OYTBIIOYKM MOCNe KaXKAOro HaHeCeHUs, UCMOMb3ys MATKYI OYMaXKHYHO
cangeTky.

3. HesameanmTenbHO 3akporTe 6yThbinouKy ¢ prime&bond one select.

4. TexHWYecKas nofckaska: [py 3akpbITO Kpblweyke Ha nnactuHke CliXdish apgresvs
prime&bond one select ocTaeTcst rogHbIM K ynoTpe6neHnto B TeveHne 30 MUHYT. Matepuan,
HaHeCEHHbIN B CTaHAAPTHYHO S4eilKy, HeOOX0AMMO Cpasy MUCMOo/b30BaTb.

7.5 HaHeceHue n nonumMepusaumsa 415 peXXMMoB (CamonpoTpaB/IBaHUSA, CeNTEKTUBHOIO
NPOTPaB/IMBaHUA 3MaI U pPeXXUMa TOTasIbHOro NPoTpaBnNBaHUS)

1 C nomoubto annimkaTopa HaHocuTte aaresus prime&bond one select B JoCTaTOYHOM

KO/IMYeCTBe, OAMHAKOBO CMaymBas BCe NMOBEPXHOCTM MONOCTM (60/bLUMe NOMOCTUA MOTYT

noTpe6oBaTh 2 1 60nee annnukauuii). N36erainte CKoONMeHNs aare3vea.

2. OCTOpPOXKHO BTUpaiTe afre3vs B TeueHne 20 CEKyHA.

HepocTaTouHoe BbICyLLUMBAHNE PAaCcTBOPUTENS.
UeTKo CneflyitTe MHCTPYKLMSIM MO 3TOMY 3Tany.

3. BbicyLUnTe pacTBopuTeNb TLIATeNIbHO. HauyHUTe faHHbIA NPOLECcC BO3LYLUHOW CTpyei
CpefHeNn MOLLHOCTW, YCWUMBas ee, MO3BOMSAS C/IOK0 afresvBa COBepLUaTb [ABUKEHME.
MpopomkaiiTe 3TOT Mpouecc A0 TOro, Kak CMov ajre3vBa MepecTaHeT ABUraTbCs.
Vicnonb3yinTe nblnecoc OT YCTAHOBKW, 4TOOblI M36exaTb MonajaHWe afresvsBa Ha
CNIM3NCTYIO0 060/104KY NOMOCTU pTa.

4. oBEPXHOCTb NOMOCTU [0/KHA MMETb OLHOPOAHLIA GnecTAWmMA BUL. Ecnu HeT, HaHecuTe
afaresvB ewe pas v nostopute 3tan 3. Ha MOBEPXHOCTM He [AO/MKHO OblTb Y4acTKOB C
4pe3MepHOI TO/LLMHON afre3vBa UM CKOMEHUIA aares3nsa B BblIeMKaXx.

5. TMposoauTe nonumepusaumio aaresvsa prime&bond one select B TeyeHwe 10 CekyHA.

A HepocTaTouHas nonvMmepusauus, HeaeksaTHas NoavMepu3aLms.

1 lMpoBepbTe COBMECTMMOCTL (DOTOMONMMEPU3ATOpA.
% f 2. [MpoBepbTe ANUTENBLHOCTL LKA NOANMEPU3ALIN.
3. MpoBepbTe MOWHOCTL CBETOBOIO MOTOKA.
MpoBepbTe, YTO MOWMHOCTbL Ballei namnbl CoCTaBnAeT KakKk MUHumMym 800 mBaTT/Ccm2.
I'Ionmmepeayl‘/'lTe afaresmse Kak MMUHUMYyM B TEYEHNE 20 cek, ecnu MOWHOCTb BbILEN namMmnbl
cocTasndgeT oT 500 go 800 mBaTT/CM”.
6. PecTtaBpauyMOHHbIA MaTepuan crieflyeT HaHOCUTb Ha MOoABepriuniica (oTononMmMepusaLum
nrime&bond one select cpasy e cornacHoO MHCTPYKLUUSAM NPOU3BOANTENS.
MHOXECTBEHHbIE NONOCTH.
A Mpy  NNOMOUPOBAHWM  HECKONbKUX  MOIOCTEA  PEKOMEHAYeTCs  MONHOCTbIO
OTpecTaBpupoBaTb ~ OAHY  nNonoctb  (0bpaboTaTb  afresvBOM U BHECTU
NNOMOMPOBOYHbLIA MaTepuasn), a 3aTeM MpUCTynaTb K pecTaBpauuy CrefyroLen
MoJsIoCTW.
8 OuwucTtka n cTtepunnsauma
N3genna noctaBnaoTca HectepuibHbIMK. CTepunnsaums matepuvana U NpUHagneXxHoCcTein He
npesycMoTpeHa. 3a UCK/IKOYeHNEM NasieTKM NnacTMkoBoi ana cMewmsaHms CliXdish, koTopas
MOXET MCMNO/b30BaTbCA MNOBTOPHO M MOXET ObITb CTEPU/IN30BAHA.
/nognucaxo/ DENTSPLY DeTrey GmbH
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MepeKpecTHOEe 3apaXKeHMme.
VHpeKums.
1 He wucnonb3yiiTe 0AHOPa30Bble anmnaMKaTopbl MOBTOPHO. YTUIM3UPYIATE,
COrNnacHO MeCTHOMY 3aKOHOAATEeNbCTBY.
2. TlpoayKTbl C UMKINYECKUM UCNOMb30BaHME YTUMU3NPYITE NONOXKEHHLIM 419
3TOro croco6om.

81 [Tlanetka nnactukoBass pna  cmewmsBaHnsa  CliXdish  npegHasHaveHa gnA
MHOropa3oBoro UCnosib3oBaHns. MPOTOKON OUNCTKN, Le3VHPEKLMN U CTepUIN3aLmm
(Mpn HeobxoaMMOCTN):

8.1.1 PyyHad o4yncTKa:

1 YTUnn3npynTe nepyaTkn COrfiaCHO MeCTHbIM HOpMaTVBaM U Le3UHPULUPYITE PYKK
COOTBETCTBYHOLUMM AE3MHPULMPYIOWMUM PacTBOPOM [AN8 PYK C 6GaKTepuuuaHbIM,
BUPOUMAHBIM U (PYHTUUMAHBIM - [eACTBMEM COrMIaCHO MECTHbIM HOpMaTMBam U
cneflyite  MHCTPYKUMW 1O MPUMEHEHU0  Ae3nHMUUMPYIOLLEro  pacTeopa
NPOU3BOANTENS.

Vcnonb3yiiTe HOBYHO YACTYHO Napy CMOTPOBbIX MepYaTok.

Pa3bepuTe nsgenve.

Ypanute ocTaTku aaresnBa TKaHbH.

Ounwaiite mM3genme npu MOMOLWM MATKOW LLETKW, Tensonh BOAbl U MOAXOAALLEro
OuMLLAOLLEr0 pacTBopa [0 YAIeHUs BUAMMbIX 3arpssHeHuid. Ob6patute ocoboe
BHVMMaHWe Ha LUBbI U3Le/INs 1 BCTaBKW.

Y[anute ocTtaTKu1 O4mMLLAatoLLEro pacTeopa caigeTKo, CMOYEHHOW B BOZE.
BbITupaiiTe n3genune ooHOPa30Boi candeTkon 6e3 Bopca.

arwn

N o

8.1.2 Py4yHas ge3nHgeKums:

1 Tocne oumctkm (8.1.1. PyyHasa oumMCTKa) TLlaTENbHO MPOTPUTE BCE MOBEPXHOCTM
n3genvs OfHOPa30BOM CaN(heTKON B COYETaHUMM C GaKTepUUMAHBIM, BUPOLMAHBLIM U
(YHIMUMAHBIM AE3MHPULMPYIOWMM pacTBOPOM Ha BOAHOM OCHOBE, COOTBETCTBYHOLLUM
MECTHbIM HOpMaM ¥ B COOTBETCTBMMN C MHCTPYKLWMEN NO 3KCNIyaTaumMmn npomsBoanTens K
Ae3nHDMUMpYIoLWeMy  pacTBopy. Y6eamutecb, 4TO  Ae3VH(UUMPYIOLMIA  pacTBop
COBMECTUM C YMCTAWMM pacTBopoM. Obpatute 0Cc060e BHMMaHMe Ha LUBbl U3Aenust u
BCTaBKMW.

2. Ypanute oCTaTKu Ae3MH(PUUMPYIOLLEro pacTBopa cantheTKon, CMOYeHHON B BOZE.

3. BbITpuTe nsgenne ogHopas3oBon caneTkon 6e3 Bopca.

3genme MOXHO fe3vHpumumposaTtb BpyyHyto 4o 200 pas.

8.1.3 AnnapaT aBTOMaTWU4YECKON OUNCTKN 1 Je3NHIEKLMN:

B KauecTBe anbTEPHATMBbI PYYHON OUUCTKM W [AE3MHGEKUUN, WU3AENNe TaK e MOXHO
obpabatbIBaTh B annapare (HanpuMmep: annapar Ana o4nMcTKu 1 aeanHpekumnn Miele G7835 CD
ncrnonb3yd nporpammy Vario TD ¢ neodisher MediClean (wenoyHoe motoLLlee CpeacTso) u
neodisher Z (HenTpanusytoLlee KUCMOTbl U OuMLLAKOLLEe MOHOLLEe CpeAcTBO) ob6a cpeacTsa
ABNAKTCA npomssoacTBoM Dr. Weigert, Fambypr, F'epmaHusi (OHU He SBNAKOTCA MPOAYKTaMu
nnu ToprosbiMm Mapkamm DENTSPLY International, Inc).

Vcnonb3yiiTe TOMbKO UCMpPaBHble, OTPErynpoBaHHbIE U YTBEPXK/AEHHbIE annapaTbl 415 O4YUCTKN
N fe3vHpeKumMn B cooTeeTcTBUM ¢ ISO 15883-1.

1 Pa3bepute usgenve.

2. Y[anuTe OCTaTKM aAres3msa TKaHbHO.

3. Pa3vectuTe u3genve B annapate TakuM 06pa3oM, 4TO Obl BOAA UM MOHOLLEE CPefcTBO
CBOOOAHO HaMO/HSANO U BbITEKA/IO U3 OTBEPCTUIN M3AENNS B MPOLECCE LIMKIA NPOrpammbl
annapata aBTOMaTWYeCKON OYUCTKM W [e3UHMEKLUN, U CNefynTe WHCTPYKUMM O
aKcnyaraumm K annapary.

/nognucaHo/ DENTSPLY DeTrey GmbH
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4. 3anyctuTe nporpaMMmy co 3HadeHuem AO > 3000 (Hanpumep: 5 muH npu > 90 °C),
NCMonb3ys NoAX0oAALLME MOOLLIME CPeACTBa.
3genve MOXeT ObITb OUMLLIEHO B annapate Ao 500 pas.

¢ 8.1.4 CTepunusauns (ecnv TpebyeTcs).

3nenve MOXXHO TakXe aBTOK/1aBUMpPOBaTh.

ABTOK/1aBMPOBaHVe Napom (HENOKPbITOe n3denve) npu 134 rpagycax Lenbcus/2 6ap B TedeHue
3 MuH 30 cek. M3genne MoxxHO noasepratb AesvHdekumn o 200 pa3 n ctepunmsaumm go 20
pas.

9 Ycnosua v CPOK XpaHeHUA

Cpok rogHoctn - 2 roja. HeafekBaTHble YCNOBUSA XpaHEHUS MOTYT COKpaTWUTb CPOK
rOAHOCTU 1 NPUBECTM K MOpYe NPOAYKTA.

»  XpaHuTb MNPOAYKT B XOPOLLUO BEHTU/IMPYEMOM W 3aLLMLLEHHOM OT CBeTa MeCTe.

e XpaHute B AmanasoHe Temnepatyp ot 2 °C go 24 °C. Mcnonb3oBatb MPOAYKT Mpu
KOMHaTHOM Temneparype.

» [pepoxpaHsaiiTe OT nonagaHnsa Bofp!.

* He 3amopaxuBaiiTe.

* He ucnonb3yiTte No UCTEYEHUN CPOKA FOLHOCTY.

10 YcnoBusa TpaHCNOPTUPOBKN
N3genua [o/mKHbI TPAHCNOPTUPOBATLCA B COOTBETCTBUWM C NpasBwuiamu, AeACTBYIOLMMU [N1S
KaXX0ro Buaa TpaHcnopTa npu Temnepartype ot 2 °C go 24 °C.

11 TpeboBaHMA Mo 3aWUTe OKpYyXKatoLlen cpelbl
W3menve He oOkasblBaeT HEraTMBHOrO BO3AENCTBMS Ha OKPY>XKatoLlyto cpedy B mpouecce
YXM3HEHHOTO LKA,

12 YcnoBua akcnnyaTtaumm
kcnnyataums: +10 - +45. N3genns He nognexar peMoHTy. CnewlmanbHOro TEXHNYeCKoro
06CnyXXnBaHUA He TpebyeTcs.

13 YTunumnsauua
YTuUnmsaums npoBOAUTCS B COOTBETCTBUM C MECTHbIM 3aKOHOAATENIbCTBOM W MPOTOKO/IaMM
KOHKPETHOIr0 MeULMHCKOI0 YUYpeXxxaeHus.

m 14 T"apaHTUK npousBoanTeNA
|_|pOI/I3BO,£I,I/ITe}'Ib He HeCeT OTBETCTBEHHOCTb W HE BblM/Ia4MBaET KOMMEHCaLUUIO 3a BO3MOXXHbli
ywep6 vy HecyacTHble C/lyYau, Bbl3BaHHbIE:

. cnonb3oBaHWEM KOMMOHEHTOB, He MOAXOAAWMX K W3OENMI0 U KOTOpble MOryT
NPensTCTBOBaTb HOPMa/IbHO paboTe.
. Hecobt0AeHeM MHCTPYKLUMKX MO NPUMEHEHWIO.

OTBETCTBEHHOCTb 3a TECTMPOBaHWE MaTepuasa Ha ero MpUrogHOCTb M UCMO/b30BaHUE NS
No6oii Lenn, SBHO He YKasaHHOI B UHCTPYKLIMW, HECET MO/b30BaTe b !

Mo Bonpocam KauecTsa M3aenust cnedyeT obpallaThCs K YMOMHOMOYEHHOMY MpeacTaBUTENHO
Mpou3BOAUTENA.

15 YNONMHOMOYEHHbIN NpeAcTaBUTENb
000 «feHtcnnah PY», Pd, 129090, r. Mocksa, [lpocnekt Mwupa, pA.6.
Ten.: +7 (495) 988-28-08.

/mognucaHo/ DENTSPLY DeTrey GmbH
@ 000 LWPMH (&) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU De-Trey-Strasse 1
D-78467 KoHcTaHL,



Mepesoaumk dponosa MapvnHa MuxainosHa

"opos Mocksa
[BeHafLaTOro oKTA6psA ABe ThICAYM NATHAALATOro roaa,

[ Akrwos 'ne6 Bopucosny, HoTapuyc ropoga MoCKBbI, CBUAET €bCTBYIO NOANMHHOCT b

noAnNucu, caenaHHol nepesoguYymnkoM ®ponoBoint MapuHoin MuxannoBHOW B MOEM MPUCYTCTBUN.
JInyHocTb eéycTaHoB/EHA.

3aperncTpupoBaHo BpeecTpe 3a No 3
B3bickaHo no Tapudgy: 100 py6.

HoTapunyc

MepoBaHO UXKpeENIeHoO neyaThbio
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Directions for use

For dental use only
Prime&Bond One Etch&Rinse Dental Adhesive Material with Accessories
Manufactured by:

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

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

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

1.2 Information about medical de™ice manufacturer/developer:

«DENTSPLY DeTrey GmbH>,

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

1.3 Addresses of medical device manufacturing sites:

«DENTSPLY DeTrey GmbH», N'epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-192; -b49-(0)7531-583-660-192; e-mail: webmaster@dentsply.de

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

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

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

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

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

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

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

Additionally, prime & bond one etch & rinse in bottle 3,5 ml could be ineluded into ceram.x one
universal Starter Kit and ceram.x one dentin & enamel Starter Kit.

1.7 Composition and materials
1.7.1 Prime&Bond One Etch & Rinse Adhesive
Component Chemical name

Phosphoric acid modified acrylate 2,2,4,4,4-penta-oxymethylenacrycol-3-oxo-I-phosporic

resin (PENTA) acid
Urethane  dimenthacrylate  resin 2,7,7,9,15-Pentamethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-
(UDMA) hexadecan-1,16-diyl-dimethacrylat

DEMTSPiy DeTrey GmbH
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Carboxylic acid
dimenthacrylate (TCB resin)

Triethylenglycol-dimethacrylate
(TEGDMA)
2-hydroxyethylmeth-acrylat
(HEMA)

Camphor quinone (CQ)

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

Nanofiller
Tert.-butanol

KOMMOHEHT
Bottle

Cap
Dropper

Applicator tips part
Handle

Nylon brush

Glue

1.7.4 CliXdish mixing well CliXdish

Polyamide.

modified Bytane -1,2,3,4-tetracarboxylic acid, bis[2-hydroethyl-

methacrylate] ester
Triethylenglycoldimethylacrylate

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

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

2-methyl-propanol-2

Matepwnan

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

Polypropylene

Polyethylene

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

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

Dentin moisture
Optimum
Over-dried
Over-wet

Bond strength, MPa

39
31
32

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

Parameter
Fatigue resistance*

Units
MPa

Value
30

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

(35°C).

1.8.3 Cure time:
Material

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

Cure time

Output >500 Output >800
DEIMT.SPiy DeTrey GmbH
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mWatt/cm” mWatt/cm”

prime & bond one etch & rinse adhesive 20's 10s
2 Images
f 2.1 Prime&Bond One Etcb&Rinse adhesive in bottle x 3.5 ml - 1 piece; applicator tips

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

Tre& bond

1« o G54

2.2 Prime&Bond One Etch&Rinse adhesive in bottle x 2.5 mi
1- Prime&Bond One Etch&Rinse adhesive in
bottle X2.5 ml

3 Indication for use

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

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

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

* Direct, light-cured composite and compomer restoratives.

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

» Composite/compomer, ceramic and amalgam repairs.

» Cavity varnish for use with fresh amalgam.

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

* Direct, chemical and dual-cure composite restoration and restoration of residual limb.

* Indirect restorations; fixation on eement of chemical and dual-cure inlays, onlays, crowns,
bridges and retainers.

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

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

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

5 Warnings
Safety notes

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

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

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

Warnings

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

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

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

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

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

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

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

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

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

* Tightly close the bottle immediately after use.

* Use in a well-ventilated area.

Avoid inhaling vapor.

» Flammable: Keep away from sources of ignition. Take precautionary measures against static
discharges.

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

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

Interactions:

- Do not use eugenol- and hydrogen peroxide-containing materials in conjunction with
Prime&Bond One Etch&Rinse adhesive 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

DEi~TSPty DeTREY GmbH
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are used in conjunction with adhesive procedures, marginal seal may he adversely affected,
allowing microleakage, subsurface staining and/or restoration failure. If gingival retraction is
necessary, use of plain, non-impregnated cord is recommended.

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

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

6 Adverse events

. Eye contact: Irritation and possible comeal damage.

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

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

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

7.1.1 Cleaning

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

2. Wash thoroughly with water spray and air dry.

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

7.1.2 Pulp protection

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

7.1.3 Tooth conditioning/dentin pre-treatment

When used as a bonding agent for direct restorative materials, it is recommended to follow the
total etch technique described in this chapter. Prior to use, please see the instructions for use of
the respective conditioner.

Application of 34%-36% phosphoric acid conditioner

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

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

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

4M1 Rinsing and blot drying
1. Remove conditioner with aspirator tube and/or vigorous water spray and rinse conditioned
areas thoroughly for at least 15 seconds.
2. Remove rinsing water completely by blowing gently with an air syringe or by blot drying with
a cotton pellet. Do not desiccate dentin.
3. Proceed immediately to application of prime&bond one etch&rinse adhesive.
Contamination.
Restoration failure.
1 Once the surfaces have been properly treated, they must be kept uncontaminated.
2. If salivary contamination occurs, thoroughly clean with vigorous water spray, dry,
and repeat conditioning procedure for 5 seconds only. Rinse and dry as described
above.
7.1.4 Dosage
1 To prevent the bottle from exposure to spatter or spray of body fluids or contaminated hands it
is mandatory that the bottle is handled offside the dental unit with clean/disin- fected gloves.
2. Dispense prime&bond one etch&rinse adhesive directly onto a clean applicator tip, making
sure that the bottle does not come in direct contact with the applicator tip, or place one to two
DENTSPIY DeTREY GmbH
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drops of prime&bond one etch&rinse adhesive into a clean CliXdish mixing well or standard
dappen dish.

3. Replace cap promptly.

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

7.1.5 Application and curing
1 Using the applicator tip, apply the product wetting all cavity surfaces uniformly. Avoid
pooling. This surface should remain undisturbed for 20 seconds.
2. Evaporate solvent by thoroughly drying with clean, dry air from a dental syringe for at least 5
seconds. Use a vacuum aspirator to prevent spatter of the adhesive onto the mucosa. Surface
should have a uniform glossy appearance. If not, repeat application and air dry.
3. Cure prime&bond one etch&rinse adhesive for 10 seconds 2 using a curing light.

Insufficient curing.
A Inadequate polymerization.

1 Check compatibility of curing light.

2. Check curing cycle.

3. Check curing output.
Check curing light for minimum light output of at least 800 mW/cm . Cure for at least 20
seconds if light output is between 500 and 800 mW/cmA.
4. Place restorative material over the cured prime«febond one etch&rinse adhesive as per
restorative material manufac- turer’s instructions for use.

7.2  Light-cured composite, ceramic and amalgam repairs

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

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

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

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

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

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

7.3.1 Treatment of restoration

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

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

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

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

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

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

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

7.4.2 Cleaning

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

1 Cleaning [7.1.1 Cleaning].

2. Pulp protection [7.1.2 Pulp protection].

743 3.43 Tooth conditioning/dentin pre-treatment
1 Rinse and carefully air dry cavity preparation, but do not desiccate exposed dentin.
2. Condition enamel and dentin following section 7.1.3 tooth conditioning/dentin pre-treatment.

7.4.4 Application
1. Apply and light cure prime&bond one etch&rinse adhesive as described for direct restorations,
see section 7.1.3 tooth conditioning/dentin pretreatment.

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

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

regulations.
2. Reprocess reusable products as described below.

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

8.1.1 Manual cleaning:

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

Use a new clean pair of examination gloves.

Disassemble the device.

Remove adhesive residue with a eloth.

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

oW
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7.
8.1.2

2.
3.

Remove cleaning solution residue with a cloth soaked with water.
Dry the device with a lint-free single-use cloth.

Manual disinfection:

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

Remove disinfectant solution residue with a cloth soaked with water.

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

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

8.1.3 Automatic Washer-Disinfector:

As an alternative to manual cleaning and disinfection, the device can also be processed in a
washer-disinfector (for example, Miele Washer-Disinfector G7835 CD using program Vario TD
with neodisher MediClean (alkaline detergent) and neodisher Z (acid neutralization and cleaning
detergent); both detergents from Dr. Weigert, Hamburg, Germany (not products or registered
trademarks of DENTSPLY International, Inc.).

Use only properly maintained, calibrated, and approved washer-disinfector according to 1SO
15883-1.

1
2.
3.

4.

Disassemble the device.

Remove adhesive residue with a cloth.

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

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

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

8.1.4

Sterilization (if required)

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

9 Storage and shelf life

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

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

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

Protect from moisture.

Do not freeze.

Do not use after expiration date.

10 Transportation
The devices should be transported according to the rules applicable to each transport mode at

temperatures between 2 °C and 24 °C.

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

DENTSPLY detrey Gmori
Uo-Trey-StraSe 1
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12 Condition of use
Use at; +10 - +45. The devices are not subject to repair. No special maintenance is required.

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

medical facility.

14 Manufacturer’s warranties

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

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

. Noncompliance with following the instructions for use.

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

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

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

e.N DENTSPLy DeTrey GmbH
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NHCTPYKUMSA N0 NPUMEHEHUIO
TONbKO AN1st NPUMEHEHMSI B CTOMaTO/0rnN

MaTepuan eToMmaTonornyecknin agresmBHblini prime&bond one etch&rinse ¢
NPUHAAIEXHOCTAMN

npon3BoacTtea KOMMaHMM

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

OnwucaHve

306pakeHnst nspenus

Moka3aHuA

lNpoTmBONOKa3aHmA
MpefoynpexxaeHus

Mo60uHble AeKTbI

MoLuarosas UHCTPYKUMA

OuuncTka 1 cTepunnsaums

YcnoBua 1 CPOK XpaHeHUs

0. Ycnosusa TPaHCMOPTUPOBKMN.

11.  TpeboBaHUsA MO 3amnpuTe OKPYXatoLLein cpepl
12,  Yenosusa akcnnyartauum

13, YT1unusauus

14.  [apaHTUM Npon3BOAUTENS

15.  YNO/SIHOMOYEHHbI NpeacTaBUTeNb.

B O©Oo~NO A WNE

/nognwucaHo/ DENTSPLY DeTrey GmbH
De-Trey-Strasse 1

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU D-78467 KOHCTaHL,

2015



1 OnuncaHune

11 HawumeHoBaHue:
MaTepnan  CTOMaToNOrMYecKUiW  afaresvBHbIi  prime&bond one  etch&rinse ¢

NPUHaANEXXHOCTAMMN.

1.2  WHpopmauma o NnponsBogMTeNe MeULIMHCKOTO U3AeNNS:

«DENTSPLY DeTrey GmbH», "'epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

1.3 Agfpeca Npons3BOACTBa MeANLMHCKOr0o U3LeNVs:

«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

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

14 HasHayeHwue:
Matepuran CTOMaTONOrMYeCKNii afre3nBHbIA CaMONpPOTPaB/IMBAIOLMNIA A1 NPOBEAEHNS NMPAMbIX
1 He NPSMbIX pecTaBpaLyia.

1.5 OnucaHwe:

YHuBepcanbHbI aAre3ns TOTa/lbHOrO MPOTPaB/MBaHWA B OAHOW OYTbIIOYKE, pa3paboTaHHbIN
cneuvansHO ANS aare3v KOMMo3uTHLIX MaTepuanioB K AeHTUHY U 3Man, a Takke K MeTasiam
N Kepamuke.

YHuBepcarbHbIA aaresns TOTaslbHOTO NPOTPaBaMBaHMs prime&bond one etch&rinse npepnaraet
OT/NYHble paboume XapaKTepUCTMKU 6Gnarofaps BbICOKOW cCune aare3vun K aMann u AeHTUHY,
MPOCTOTE 1 KOM(OPTY B UCMO/b30BAHNM W BbICOKOW HAZIEXHOCTI TEXHUKI HAHECEHNS.

prime&bond one etch&rinse B OAMHOYKY WCMOMb3YETCHA CO  CBETOOTBEPXKAAKOLLUMU
pecTaBpauMoOHHbIMKM  MaTepuasiamm U UeMeHTamu. [py  CMelMBaHWM C  aKTUBATOPOM
xumuyeckoro oteepxxaeHusa “Self Cure Acticvator” (DeTrey, "'epmaHusi, NpoAaeTcs OTAe/bHO),
MCNOMb3YeTca C MaTepvasiaMn XUMWUYECKOrOo W [BOMHOrO OTBepXAeHus. B 3tom cnydae
OPUEHTUPYWATECH HA MHCTPYKLMIO MO MCMO/Mb30BaHUIO aKTMBaTOpa XMMUYECKOTO OTBEPXKAEHNS
“Self Cure Activator”.

1.6 ®opmMbl NOCTaBKU:

1 AgresmB prime&bond one etch & rinse Bo ¢nakoHe 35 Mn B KOMMeKTe ¢
annaMkatopammn - 50 wWT., NaneTkorW nnactukoBo Ans cmewmBaHus CliXdish - 1 wr,
WHCTPYKLMEN NO NPUMEHEHMIO - 1 LWT.

2. Agpresms prime&bond one etch & rinse Bo (p1akoHe 2,5 M1 B KOMM/IEKTE C UHCTPYKLMEN
MO MPUMEHEHUIO - 1 LWT.

[NprHaaneXxxHocTu:
1 Annnukatopbl He 6onee 100 wr.;

Tarke agresus prime & bond one etch & rinse Bo pnakoHe 3,5 M/1 MOXET NMOCTaBNATLCA BMeCTe
C MasieTKo nnacTMkoBoin ans cMmewwmsaHua CliXdish n annimvkatopamu B cocTaBe Habopos
ceram.x one universal Starter Kit n ceram.x one dentin & enamel Starter Kit.
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1.7 Matepuansbi:

KOMMOHEHT

docdopHas K1coTa,
MOLM(ULMPOBAHHAA aKpPUIaTHOM
nnactmaccoi (PENTA)

YpetaHa aumeTtakpunat (YAMA)
(UDMA)

KapbokcnnmpoBaHHbI 1
MOLN(ULMPOBaHHbIA
anmetakpunat (TCB nnactMacca)
TPUITUNEHTIMKONb AUMeTaKpuiaT
(TArMA) (TEGDMA)
2-TUAPOKCUITUIMETAKPUNAT
(FC9MA) (HEMA)
KamhopoxmnHoH

ATnn-4-gMMeTUNaMMHO6eH30aT
TpetbyTnn rmgpoxmHoH (TBHQ)

HanonHuTesb

TpeTuyHbIn 6yTaHon

1.7.2 ®nakoH gnqa afresnsa
KOMMOHEHT
dnakoH

Kpbllwka
KnanaH

1.7.3 AnnaukaTopbl
YacTb annsvkaTopa
PykoaTka

HelinoHoBas KucTtouka

CBsz}Tolllee BELLECTBO

XNMNYecKoe Ha3BaHue

2,2,4,4,4-neHTa-0KCUMETMNIEHAKPUIONN-3-0KCO-1-
(hocthopHasa Kucnota

2,1,1,9,15-neHTameTnn-4,13-anokco-3,14-anokca-5,12-
[nasa-rekcaguen-1,16-gunn-gmumetakpunar

ByTaH -1,2,3,4-TeTpakapb0oKCUIbHOM KUCOTbI, buc[2-
rMAOKCUATUN-MeTaKpUNaTHbIN]aghup

TpI/I3TI/I]'IeH rMNKONbANMETaKpUnaT

2-NPOMNeHOMHOM KNUCNOTbI, 2-MeTUn-, 2-
rMAPOKCUITUNOBBIN 3Mp
(%)-2,3-gmokco-1,7,7-TpumeTuN-6MUMKNIo-(2,2,1)-rentan

ATnn-4-gMMeTUNaMUHO6eH30aT
2-TpeT-6yTUN-1,4- 6EH3NH ANON
@D YHKLUMOHANN3NPOBaHHBIA aMOPMHbIA KPEMHII

2-MeTUN-nponaHosn-2

MaTepunan
NOMN3TUNEH HU3KOM MIOTHOCTU, NONNITUNEH BbICOKON
nnotHoctn, EVOH, ADMER.
NnoIMNponuIeH
NOMNITUIEH

CocTtaB (matepuan)
lNonunponuneH romononnmep
Crabunusatopsl
HeiinoH 6,6 Monvamung
Jnokcng TutaHa
Bopaa abcopbupoBaHHas
TonysH (POEBA) Part A
Kcunen (Amidopolyamines) Part B

1.7.4 TlaneTka nnacTukosas ana cmewmnsaHuna CliXdish

Monnamng.

1.8 dwusnyeckume cBoiicTBa agresnsa prime&bond one etch & rinse

1.8.1 TlpoYHOCTb aaresnn K AeHTUHY Ha COBWT:

CocTosiHMe jeHTHA
OnTtumanbHoe
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MepecyLUeHHbIN JEHTWH 3

BnaxHblIi AeHTUH 32

*MeTog TecTupoBaHus: npu Bosgenctaum 1800 Tepmmyeckux uuknos (5/55 °C), n=10; 5
mm/MuH (Latta MA, 2009).

1.8.2 YcTanocTHas NPoYHOCTb NPY LMKINYECKUX BO3AEACTBUAX (MUKPO-CABMT):
XapakTtepucTmka EavHnUbI n3mepeHus 3Ha4eHwue
YcTanocTHasa npoYyHoCcTb™* MnMa 30

*MeTog TecTMpoBaHmA: metod median micro-shear fatigue resistance (pSFR), 10 000
LMKAnMYecknx Bosaenctenii npu 2y (npu 35°C).

1.8.3 Bpema nonumepusaunu:

Martepunan Bpemsa nonumepusaymnm
|\/|OLLI,HOCTIIy3 >500 MoulHocTp >800
MBatT/Cc™M MBatT/cm
Agpresus prime & bond one etch & rinse 20c HOc

2 W3o6paxeHns nsnenns

2.1 Agresms prime&bond one etch&rinse Bo dpnakoHe 3,5 M -1 WiT.; annankartopsl - 50
LUT.; NasieTKa nnactnkosas ana cmewmsanusa CliXdish - 1 wr.

FMI' 1-  Annnukaropsbl

2- naneTka nnacTMkoBas Ans
cMeLwumnBaHua CliXdish

3- AgresuB prime&bond one
etch&rinse Bo (hnakoHe 3,5 mn

1 2 3

2.2 AaresvB prime&bond one etch«ferinse Bo thnakoHe 2,5 M -1 T,
Pue.2. 1- Apgresus prime&bond one etch&rinse Bo
thnakoHe 3,5 mn

prime&bondbng»

3 Tlloka3zaHu4

Matepuan CTOMaTONOrMYecKniA aare3nBHbIA CaMONPOTPABNVBAIOTLWIA AN MPOBEAEHUS NPSIMbIX
11 He MPAMbIX PecTaBpaLyil.
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Agresus prime&bond one etch&rinse npegHasHayeH A1 NPAMbIX pecTaBpawlynii MoNoCTen Beex
KMnaccoB B KOMOMHauuMm ¢ pOTOOTBEPXKAAEMbIMA  KOMMO3UTHLIMW  pecTaBpaLMOHHbIMM
martepuanamm.

Agpresus prime&bond one etch&rinse 310 aaresvs V NoKofeHUs A5 NPOBELEHUS:

* [psAIMbIX CBETOOTBEPXKAAEMbIX KOMMO3UTHBLIX M KOMMOMEPHbIX pecTaBpauuii.

* HenpsAmbIX pecTaBpauunii; CBETOOTBEPXAAEMbIX, (UKCUPYEMbIX Ha KOMMO3UT BKIaAO0K,
HaKNafoK, KOPOHOK, MOCTOB W PUTEHEPOB.

* MOYMHKM KOHCTPYKUMIA 13 KOMMO3UTa/KOMMOMEPa, KepamMMKK 1 amasibrambl.

* [OKpbLITUA MOBEPXHOCTM NOMOCTU ANS UCNOMb30BaHUA CO CBEXMMU amasibramamu.

CnepyeT 03HaKOMUTLCS C  MHCTPyKuueid no npumMeHeHuto “Self Cure Activator” npu
1crnosb3oBaHUK prime&bond one etch&rinse B cnefyowmx ciyyasx:

* [pAMble, XMMWYECKOTO WM [BOWHOrO OTBEPXAEHWUS KOMMO3WUTHblE pecTaBpauum U
BOCCTAHOB/IEHUSA KY/IbTU.

» Henpsamble pecTaBpauun; (ukcaums Ha LeMeHT XMMWUYECKOro WAM [ABOWHOrO OTBEPXAeHUs
BK/110K, HaKMa[0K, KOPOHOK, MOCTOB U PUTEHEPOB.

» duKcaumsa Ha LLeMeHT XMMUYECKOro UM ABOMHOIO OTBEPXKAEHUS 3HAOLLTUNTOB.

Mpu ncnonb3oBaHUK prime&bond one etch&rinse ans 60HAMHIA NpY NPAMbIX pPecTaBpauumsax
amasibramamu crieflyeT 03HaKOMUTbCA C WHCTPYKUMeld no npumeHeHuto “Amalgam Bonding
Acessory Kit” (4ocTyneH He BO BCEX CTpaHax).

4 TlpoTmBOonoKasaHuaA
* Y nNauyMeHTOB, paHee WMEBLUMX a&l/leprmyeckne peakuuyM Ha akpunatHble  WIn
MeTaKpuiaTHbIe NiacTMacchbl UM NGO APYroil KOMMOHEHT aAresusa.
» [pamoe NOKpbITUE NyNbMbl (NMPSMOE HANIOXeHWE Ha Nynbny).

5 [pepgynpexageHna

YKaszaHus 1o 6e30nacHoCTL.

CneayeT cO3HaTeNbHO BbIMNOMHATL MPUBEAEHHbIE HVXKE YKa3aHusi MO 06LLein 6e30nacHOCTU U
creumasibHble yKasaHus no 6e30MacHOCTY, NPUBEAEHHbIE B VIHCTPYKLMM K MPUMEHEHWIO.
O603HayeHme onacHoOCTH.

» 3T0 CMBO/, 0603HaYaOLLMIA onacHOCTb. OH UCNONb3YeTCs, YTOObI NPeaynpeanTb
BaC 0 MOTeHLUMaNbHbIX PUCKaX [N1s 3[0POBbSI.

o Cnefyiite BceM COOOLLEHMAM NO 6€30MaCHOCTU, OTMEUYEHHbIM JaHHbIM CMMBOJIOM,
BO 136eXKaHWe NPUYMHEHNS BPeaa 3[0PO0BbHO.

[MpepocTepeXkeHUs.

MaTepuan CoAep>XMT NOMMEPU3YEMbIE aKpuiaTbl U METaKpuiaTbl MOHOMEPOB, KOTOPbIE MOTYT
BbI3BaTb pasfpaXKeHue KOXW, [Ma3 WU CAM3UCTOM MONOCTU pTa, a TakkKe W annepruyeckui
KOHTaKTHbI AepMaTUT Y NPeapacroNiOKEHHbIX /L.

* 36erainiTe KOHTaKTa C r/lasaMu And NpefoTBPalleHnst pasfpaXeHus U BO3MOXHOIO
NOBPEXAEHMS POroBuLbl. B cnyyae KOHTaKTa C rnasaMu NpoMOWTE JOCTAaTOUYHbIM KOMMYECTBOM
BOAbI U 06paTUTECH 33 MEAULIMHCKON MOMOLLbHO.

* /36erainTe KOHTaKTa C KOXeW [Ana npeAoTBpalleHMsi pasfpaXeHus M BO3MOXHOI0
annepruyeckoro oTeBeTa. B cnyyae KOHTakTa Ha KOXe MOryT MOSIBUTbCA KpacHOBaTble
BbICbINaHWsl. ECAM KOHTAaKT C KOXeW npousowlen, yganuTe matepuvan BaToW, CMOYEHHON B
CNMpPTE, U TLIATENIbHO MPOMOWNTE MbIZIOM C BOAOW. ECNn NOSIBUANCH BbIChINaHWUS UK NPU3HaKM
CEeHCMOMNM3aLUMK, NPeKpaTUTe WCMO/b30BaHME MNPOAYKTa M 00paTUTECh 3a MEAULIMHCKOMN
MOMOLLLbHO.

* 36erainTe KOHTaKTa C MAMKUMW TKaHAMW MNOMOCTW PTa/CAM3UCTON ANs NpefoTBPaLleHus
BOCNasieHns. ECnn npomsoLlen cnyyaiHbli KOHTaKT, yganute Martepuan Batoi. [MpomoiTe
CMM3NCTYHO CTPYe BOAbl B AOCTAaTOYHOM KOMMYECTBE, yAansisi MPOMbIBHbIE BO/Abl M3 MOMOCTU
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pra. Ecnu BocnasneHuWe CAv3MCTOM 060/104KM MONOCTM pTa COXpaHseTcsd, obpaTuTech 3a
MEANLIMHCKOW MOMOLLbHO.

Mepbl NPefoCTOPOXHOCTMU.

ATOT NPOAYKT NpefHa3HayeH A1 MUCMOb30BaHMS B CTPOrOM COOTBETCTBMM C VIHCTPYKUMen K
NpYMeHeHN0. Vicnonb3oBaHe AaHHOrO MpodyKTa MtObiM COCO60M, He COOTBETCTBYHOLLUM
yKazaHHOMY B VIHCTPYKUMMW, SBNSETCA JIMYHBIM  PELLeHNEeM  MPaKTUKYIOWEro Bpaya,
OTBETCTBEHHOCTb 3a KOTOPOE HECET UCK/HOUUTE/ILHO OH CaM.

* icnonb3yiiTe COOTBETCTBYHOLME Mepbl 3aWmTbl A0S CTOMATO/IONMYecKoro nepcoHana W
NaumneHToB, TakMe KakK 3alliMTHble OYKM M Koepham COrfacHO PeKOMeHAauUAM MeCTHOM
CTOMATO/I0MMYECKOM accoumaumu.

* KOHTaKT CO C/IIOHOM, KPOBbIO U XXMAKOCTbIO JeCHEBOM 60p03AKM BO BpeMS NPUMEHEHNS MOXET
cTaTb MPUYMHON HeydayHoM pecTaBpauun. [Ona obecneyeHWs agekBaTHOM — M30NALMUN
PEKOMEH/YETCA MCNOMb30BaHMe Kodihepaama.

» [1nA nNpefynpexaeHns 3arpsasHeHns HocuKa (hnakoHa bpbiaramm vnm Kanasmu 61Monormyeckmnx
XUAKOCTEM WAM  MaTepuanoM C HeobpaboTaHHbIX pPyK, Heobxoagumo npu pabote Yy
CTOMaTO/NOrMYeCKOM YCTaHOBKM 6paTb YCTPOMCTBO TONbKO PyKamy B UUCTbIX/CTEPU/BbHbIX
nepyaTKax.

* [110THO 3aKpbIBaliTe BYTbINOYKY Cpa3y Nnocse UCnosb30BaHUs.

* /Icnonb3yiiTe B XOPOLLO NPOBETPUBAEMOM MOMELLEHUN.

W36erainTe BAbIXaHWs Mapos.

» OrHeonacHo: XpaHuTe Bfa/M OT WMCTOYHWMKOB BO3ropaHus. [peanpuHUMaiiTe Mepbl Ans
NpeLoTBPALLEHNSA HAKOMIEHUA CTATUYECKOrO 3/IeKTPUYeCcTBa.

* /130erainTe NponNuTLIBAHUA PETPaKLMOHHON HWUTK afre3vBoM prime&bond one etch&rinse.
Ecnmn prime&bond one etch&rinse nonagét Ha HATb, OHa MOXKET CTaTb TBEPAON N NPUKNEUTLCS
K MoA/1eXalimm TBEPALIM TKaHSAM, YTO 3aTPYAHUT €€ U3BNeYEHMe.

* ANNAINKaTOpbl  SBNAKOTCA  Of4HOPa3oBbiMK. BblbpacbiBaiiTe Mnocne  MCnonib3osaHusA. He
MCNONb3YWTe NOBTOPHO Y APYTUX NAaUMEHTOB BO M36eXaHWe NepeKPECTHOrO 3apakeHus.
B3aumopencTaue:

- 9BreHon- unu H202-coaepxalline martepuasbl He CneayeT UCMob30BaTb B KOMOGUHALMN C
prime&bond one etch&rinse, MOCKOMbKY OHW MOTYT MPUBECTM K PasMArYeHUO0 MOMMEPHbIX
KOMMOHEHTOB W/WUNWN HapYLUUTb ero 3aTBepieBaHue.

- Ecnmn ncnonb3yoTest MMNperHnMpoBaHHble PeTPaKUMOHHbIE HUTK (COAepyKaLLme XKeneso) u/nnm
remocTaTMyeckme pacTBOpbl B COMETAHWUN C NPOLEAYPON aaresnn, Kpaesoe npuieraHne MoxeT
3HAYMTENbHO HApyLLATbCA, NPUMBOAA B MUKPOMOATEKAHWSAM, BHYTPEHHEMY OKpaLLUMBaHWIO W/
K Heyfade B pecTaBpaummn. Ecnm Heobxoamma peTpakums AecHbl, PEKOMEHAYeTCS UCMo/b30BaTh
NNOCKYH0 HEMMMPErHUPOBAHHYHO HUTb.

- prime&bond one etch&rinse sBNsAeTcA CBETOOTBEPXKAAEMbIM MaTepuaioM. XpaHuTb B
3allMLLEHHOM OT CBETa MecTe.

- Ecnn matepuan XpaHUTCA B XONMOAWNbHUKE, MNepes NpUMeHeHWeMm crieflyeT npefycMOTpeTb
BpeMsi, 4OCTaTOYHOe 15 ero Harpesa 40 KOMHATHOM TeMMepaTypbl.

6 [o60oYHble athheKThbl

*KOHTaKT C rnasamun: PasgpaxeHue, BO3MOXXHO MOBPEXAEHNE POroBuLbl.

*KOHTaKT ¢ KoXel: PasfpaxeHue, BO3MOXHa afieprmyeckas peakums. Bo3moxHO nossneHune
Ha KOXXe CbIMNW KPacHOro LiBeTa.

*KOHTaKT €O CM31CTON 060104YKOI: BOCNaeHVe (CMOTpuUTe pasgen «pefocTepexeHuns»).
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7 lNMowaroBas MHCTPYKLNA

7.1 Tpsmasa pectaBpauuns (CBETOOTBeEPXKAaeMble KOMMNO3UTbI 1 KOMIMOMePbI Ha OCHOBE
CMON)

7.1.1 OuncTtka

1 Ounctute OTNpenapmMpoBaHHy0 aMa/lb U [EHTUH Pe3MHOBOM Yalleykoln ¢ abpasviBoM
NN NacToOM ANS OUYUCTKKM, He cofepxkalleid iTopa, Takon Kak npodmnaktmyeckas nacta Nupro
(Dentsply Professional, CLUA).

2. TwaTensHO NPOMONiTe BOAOW M NMPOCYLUMTE BO3LYXOM.

3. OumetnTe eBeXeOTNpPenapmMpoBaHHY0 3Mab W AEHTUH € TMOMOLWbI0 BOAbl U
MPOCYLUNTE BO3LYXOM.

7.1.2 3awmTa nynbnbl

i B rny6okKux nonocTsix NOKPoWTe AeHTUH, BAM3KUIA K NynbnapHon Kamepe (MeHbLLe
MM) Ka/lbLUUiA-COAepKalLeit NpoKnaaKoin (Npoknagka Ha OCHOBe MApooKMcK Kanbuus Dycal
(Dentsply Caulk, CLUA), CM. WHCTPYKUMIO MO MPUMEHEHWNIO), OCTaBMsAA OCTa/IbHYHO
NMOBEPXHOCTb MOSIOCTU CBOBOAHON ANt GOHANHTa.

7.1.3 ObpaboTka 3yba/npeasapnTensHas 06paboTKa AeHTrHa
Mpy ucnonb3oBaHUM B KayecTBe 6OHAA NpY  MPAMbIX peeTaBpaumsax  KOMMO3UTHLIMU
maTepuanaMmn  peKoMeHAyeTCsi  UCMOMb30BaTb  TEXHWKY  TOTa/bHOr0  NPOTPaB/MBaHUS,
ONMWCaHHYt0 B 3TOM pasgene. [lepes WCNOMb30BaHWEM O3HAKOMbTECH C WHCTPYKUMEW K
COOTBETETBYHOLLEMY TPaBU/IbHOMY Teft0.
HaHeceHune TpaBuibHOro renst 34%-36% (octhopHON KNCAOTbI

1 Mocne HanoXeHwus koepaama WM APYron U30NALMOHHON TEXHWUKW HaHecU
COOTBETCTBYHOLLNIA TPABUbHbIN Tefb.

2. HaHecuTe COOTBETCTBYHOLUMIA TPaBWU/bHbIN eflb Ha MOBEPXHOCTb MOIOCTU, HauMHas
3MasieBbIX Kpaes.

3. [ns onTyMasbHbIX pe3ynbTaToB MPOTpaB/nBaliTe aMasib He MeHee 15 CeKyH[, AeHTV
B TeyeHue 15 CeKyHa.
[NpombiBaHVE 1 0UMCTKa

1 Ynanute TpaBW/bHbIA Teflb € MOMOLLLI0 Mbleeoca U UHTEHCMBHOIO MPOMbIBaHL
BOAHbIM CMPeeM, TLIATeNbHO MPOMbIB NMPOTPaB/EHHbIE MOBEPXHOCTM B TeueHue 15 cekyH,
2. MoNHOeTbIO yaanuTe BoAy, aKKypaTHO MPOeyLUMB eTpyeil Bo3gyxa UvM MPOMOKH

BaTHOWM TypyHOW. He nepecylunBaiTe AEHTUH.
3. HemepaneHHo nepengnte K HaHeceHUIO aaresmnea prime&bond one eteh&rinse.

3arpsisHeHue.
HeypauHas pectaspauus.
1 Tocne 06paboTKM [JO/MKHbIM 006pa3oM MOBEPXHOCTb He [A0/MKHA ObITh
NH(ULMPOBaHa.
2. ECnM BO3HMK KOHTaKT CO C/IHOHOW, TLUATENIbHO OYUCTUTE MOLLHOW CTpyein
BOAAHOrO Cnpes, BbleyLUUTe U MOBTOPUTE MpoLeaypy NpoTpaBivMBaHUA B TeYeHue 5
CeKyHz. MpomMoiiTe 1 BbICYLUMTE, KaK OMUCaHO BbILLE.

7.1.4 J[lo3upoBKa

1 [na npefynpexaeHns 3arpsasHeHUs Hocuka (iakoHa Opbisramv WUam  Kannsmu
OMONOrNYECKNX YXKMAKOCTEN MM MaTepuasioM ¢ HeobpaboTaHHbIX PyK, HEO6X0AMMO Npu paboTe
y CTOMaTO/I0rMYecKOii YCTaHOBKM 6paTb YCTPOWCTBO TONIbKO PyKamu B UMUCTbIX/CTEPUIIbHbBIX
nepyaTKax.

2. Boigasute agresvs prime&bond one eteh&rinse HenoepeACTBEHHO Ha KOHUYMK HOBOMO
annnvkatopa, yoeanteeb B TOM, YTO EMKOCTb HE KOHTaKTUPYeT C HUM, WK HaHecuTe 1-2 kaniu
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agaresvsa prime&bond one etch&rinse B unctyto aveiiky CliXdish nim ctaHgapTHoe CTekno ais
3ameLLVBaHuA.

3. HemenneHHO 3aKpoiTe KOMMa4ok.
TexHuyeckasi nofckaska: Mpu 3akpbITOi Kpbileyke Ha nnactuHke CliXdish agresans octaetcs
rogHbIM K ynotpebneHuto B TeueHne 15 MUHYT. Matepuan, HaHeCEHHbI B CTaHAAPTHYHO
A4eiKy, HeobXoAMMO cpasy UCMob30BaTb.

7.1.5 HaHeceHune n nonnmepunsauus

1 C nomouwblo annaukatopa OHOPOAHO HaHecuTe MaTepuas, YBNaXKHAA BCe
MOBEPXHOCTW. W3berainTe o06pa3oBaHUA NyXul. Takasd MNOBEPXHOCTb [AO/HKHA OCTaTbCA
HETPOHYTOM Ha NPOTSXeHUN 20 CeKyH[.

2. Ypanute pactBOpUTESb, TWATENIbHO NPOAYB YUCTbIM CYXUM BO34YyXOM C MycTepa, Ha
NPOTSHKEHUN MUHUMYM 5 CeKyHA, WCNOMb3yWTe Mbliecoc 415 npefoTBpalieHus nonajaHus
OpbI3r agresvBa Ha CAU3UCTYHO 060/104Ky. [1OBEPXHOCTb [AO/MKHA WMETb OLHOPOLHbINA
GnecTAWMIA BUL, eCcnv 3TO He Tak, NOBTOPUTE HaHeCeHMe U NPOCYLLMBaHNE.

3. 3aceumBaiite agresmB prime&bond one etch&rinse 10 cekyHA, UCNONb3ys
(hoTONONMMEPU3ALMOHHYIO Nnamny.
A HepoctaTouHas nonmmepusaums, HeaflekBaTHas NnoavmMepusaums.

1 lMpoBepbTe COBMECTMMOCTb (JOTOMONMMEPU3ATOPA.
2. MpoBepbTe ANNTENBLHOCTL LMKNA NOANMepU3aLnn.
3. NpoBepbTE MOLLHOCTL CBETOBOIO MOTOKA.

MpoBepbTe, 4YTO MOLWHOCTbL Balel namnbl cocTasngaeT Kak MuHumym 800 mBaTT/cmM”
MonumepesyliTe aAresnB Kak MUHUMYM B TedyeHuMe 20 CeK, €CAM MOLHOCTb BbILEA Namnbl
cocTasngeT oT 500 go 800 mBaTT/CcMA.

4. PecTaBpaUMOHHbIA  MaTepuan  creflyeT  HaHOCUTb  Ha  MOABeprLuniics
(hoTononmmepusaumm  prime&bond one etch&rinse cpasy e COMMacHO WMHCTPYKUMAM
NPOU3BOAUTENS.

7.2 CeTooTBepXKaaemasi NoYMHKA KOMMO3UTHbIX, KepaMnyeeKnX 1 amasibraMmHbIX
KOHCTPYKLWIA

7.2.1 TlpenapupoBaHue
MoyYnCcTUTE W CO3JaiTe LUEPOXOBATOCTM Ha TMOBEPXHOCTM CKOMa pecTaspauun
(MHULWHBIM anmasHbiM GOPOM W CO34ailTe YCOBUA AJ19 MeXaHWYECKON peTeHLuW, ecim 3To
/ BO3MOXXHO.

7.2.2 O6paboTkKa 3yba/npeapapuTensHas 06paboTKa AeHTHHA
1 MpoTpaBuTe MOBEPXHOCTbL 3y6a NO MHUM NepesioMa COOTBETCTBYHOLLMM TPaBU/IbHbIM
refieM, Kak onmcaHo B pasgene 7.1.3 o6paboTka 3y6a/npeasaputenbHas 06paboTKa AeHTHHa.

7.2.3 TloaroTosKa pecTaspaunu

1 MpoTpaBuTe MOBEPXHOCTb (hparMeHTa pectaBpauuy COOTBETCTBYHOLLMM TPaBWU/bHLIM
reneM, Kak MWHVMMYM, B TeueHume 15 CeKyH[, Kak onucaHo B pasgene 7.1.3 ob6paboTka
3yba/npenBapuTenbHas 06paboTKa AeHTUHA.

7.2.4 HaHeceHue 1 nonumepusauus
1 HaHecuTe afresvB Ha MNOBEPXHOCTW JIMHWIA nNepesioMa W MNOSMMEPU3YInTE ero
(hoTONONMMEPU3aALMOHHONM NaMMO, Kak onucaHo B pasgene 7.1.5 HaHeceHue 1 NoMmepur3aLms.

7.2.5 3asepLueHue
1. 3aBepwite MOYMHKY BHECEHMEM W MOUMePU3aLMEN HEOOXOANMbIX OTTEHKOB
CBETOOTBEPXKAAeMOro KOMNo3nTa, cnegysa MHCTPYKLMAM NPoU3BOANTENS.
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7.3  ®duKcauusi CBETONPOBOAUMBIX HEMPSAMbIX PeeTaBpaLuii CBETOOTBEPXKAAEMbIM
KOMMO3WUTHbIM LIEMEHTOM

7.3.1 T[logroToBKapecTaspauuu

1 MMoaroToBbTe BHYTPEHHWE MOBEPXHOCTM pecTaBpalun COrnacHO pekoMeHJauuam
nabopatopuMm WA MHCTPYKLUMAM MPOV3BOAUTENSA, HanpuMep: npoTpas/vMBaHue, 06paboTka
MecKOCTPyeM, HaHeCeHue cunaHa.

2. HaHecuTe ofuH cnoil agresMBa Ha BHYTPEHHWe OOHAMPYEMblE MOBEPXHOCTU
pectaBpauumn, HeMea/leHHO NMPOCYLUWTe B TeYeHWe 5 CeKyHA,.
CseToBas nonvMmMepusalmsa HaHeceHHoro aaresmaa prime&bond one etch&rinse He obsa3aTenbHa.

7.3.2 TlogroToBka 06paboTaHHOro 3y6a

1 OuncTuTe 1 NPOTPaBUTE NOATOTOB/EHHbIN 3y6, HAHECUTE U NONMMePU3yIiTe MaTepua
Kak onucaHo B pasfene 7.1 [pamasa pectaBpauus (CBETOOTBEPXAaeMble KOMMO3NUTbI U
KOMMOMEpbI Ha OCHOBE CMON).

7.3.3 ®ukcayma
1 ToarotoBbTe WM HaHecUTe CBETOOTBEPXKAAEMbIA (PUKCALNOHHBIA LEMEHT, COr/lacHoO
WNHCTPYKLMM MO 3KCnayaTaunm npousBoanTens.

74  TloKpbITWE MOIOCTY MPU UCMO/b30BAHUWN CO CBEXMMM amasibraMmamm
Mpn ncnonb30BaHWMKM B KavecTse afresvsa prime&bond one etch&rinse He sABnseTcs afresnsom
419 amasibram.

7.4.1 TlpenapuposaHue
1.3aKoH4YMTe NpenapoBKy, YAa/MB BCe CYLL;eCTBYIOLLME pecTaBpauum u/mnm Kapmec.

742 QuucTkKa
OumnctuTe MOMOCTb U HaHeCUTe TBEPAEHLLYH MNPOKNaAKy Ha OCHOBE TUAPOOKUCU KasbLns
(npoknagka Ha ocHose rugpookucu Kanbumsa Dycal (Dentsply Caulk, CLUA), CM. MHCTPYKLMIO
Mo MCMNO/Ib30BaHMNIO) ecniv He0OX0AMMO, B COOTBETCTBMU C pa3fenamMu:

1 Ounctka [7.1.1 oumncTKal.

2. 3awuTta nynbnbl [7.1.2 3awmuta nynbnol].

7.4.3 O6paboTka 3yba/npeasapuTenbHas 06paboTka AeHTHA

1 TpomoiTe M OCTOPOXHO MPOCYLUNTE OTMPEnapuMpoBaHHYD MOMOCTb, HO He
nepecyLunBainTe AeHTUH.

2. [lpoTpaBuTe 3sManb W  [EHTWH, Cheaysa  MHCTpyKumam  7.1.3  o06paboTka
3yb6a/npenaBapuTenibHas 06paboTKa AeHTUHA.

7.4.4 BHeceHue

1 HaHecuTe 1 nonumepusyiTe agresns prime&bond one etch&rinse, kak onucaHo ans
NpAMbIX pecTaBpayuii, cnefyite WHCTpyKumam 7.1.3 o6paboTka 3y6a/mpeasaputesibHas
06paboTka JeHTUHa.

745 3aseplueHue
1 BHecuTe 1 KOHAEHCUPYIWTe amasibraMy COrflaCHO PeKOMeHAaLUmsam Npon3BoanTeNs.

8 Ouunctka u cTepunnsayms

W3pennsa noctaBnsaroTCA HecTepuibHbIMA. CTepuinsaums matepmana v npuHaLIeXXHoCTel He
npegycmoTpeHa. 3a UCK/oYeHeM NaneTKn nnacTukoBo ana cMewwmsaHus CliXdish, koTopas
MOXET MCMO0/b30BaTbCA NMOBTOPHO M MOXET ObITb CTEPUIN30BAHA.
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[NepekpecTHOE 3apaxkeHue.
WHpekuwms.
1 He wncnonb3yinte 0AHOPa30Bble annIMKaTOPbl MOBTOPHO. YTUNU3UPYIATE,
COrnacHO MeCTHOMY 3aKOHOAATEe/bCTBY.
2. TpoayKTbl C UMKANYECKAM UCMOMb30BaHME YTUN3NPYIATE MOMOXKEHHbIM A1
3TOro crnocobom.

8.1 [Manetka nnactukosas 4n1a cmewwmBaHusa CliXdish npegHasHaveHa 41
MHOropa3oBoro UCNosib3oBaHUsA. MPOTOKOM OYNUCTKU, Ae3NHMDEKLNM N CTEPUIN3ALLINN
(Mpy HeobxoAMMOCTN):

8.1.1 PyuHad ouncTKa:

1 YTUAM3npynTe nepyaTky CornacHo MeCTHbIM HOpMaTUBaM U Ae3VH(ULMPYIATE PyKK
COOTBETCTBYHOLWMNM AE3NHDULMPYIOLLMM PacTBOPOM ANs PYK C GaKTepuuMaHbIM,
BUPOUMAHBLIM U (OYHTMUMAHBIM  [eACTBMEM COrMlaCHO MEeCTHbIM HOopmMaTvBam U
cnefyite  MHCTPYKUMW 1O MPUMEHEHUO  Ae3nHMUUMPYIOLLEro  pacTeBopa
Npou3BOAUTENS.

Vcnonb3yiTe HOB}TO YMCTYHO Napy CMOTPOBbLIX MepYaTok.

Pa3bepute nsaenue.

Ypanute oCcTaTKn afresnsa TKaHbHO.

OuuwaiTe n3genve Npu MOMOLLM MAFKOW LLETKKW, Tensoh BoAbl U MOAXOAALLErO
OYMLLAOLLEr0 pacTBopa [0 YAIeHMs BUAMMBIX 3arpssHeHuin. Ob6patuTe ocoboe
BHMMaHME Ha LLUBbI U3[eNNSt U BCTaBKM.

6. Y[anuTe ocTaTK1 O4MLLAIoLLEro pacTBopa caneTKoi, CMOYEHHOM B BOAE.

7. BbiTupaiiTe nsnenne ogHOpa3oBoi candeTkor 6e3 Bopca.

ko

8.1.2 PyuHada fesunHgekumns:

1 Tocne ouveTkn (8.1.1. Py4yHas O04MCTKa) TLIATE/IbHO MPOTPUTE BCE MOBEPXHOCTU
n3genvs 0fHOPa30BOM CaN(eTKON B COYETaHMU C OGaKTepUUMUAHbLIM, BUPOLMAHBIM
(YHIMUMAHBIM Ae3MHPULMPYIOLWMM PacTBOPOM Ha BOAHOM OCHOBE, COOTBETCTBYHOLLMM
MECTHbIM HOpMaM ¥ B COOTBETCTBUW C MHCTPYKLWMEN NO IKCMNyaTaumMm npousBoauTens K
JAe3nHUUMpYoWemMy  pacTBopy. Y6eautecb, UTO  Ae3VHMUUUPYIOWWIA  pacTBOp
COBMECTUM C YMCTALMM pacTBopoM. O6paTuTe 0CO60e BHUMaHWe Ha LUBbl M3Aennst w
BCTaBKMW.

2. Ypanute ocTaTkv Ae3vH(UUMPYHOLWero pactTeopa canteTKon, CMOYeHHOM B BOZE.

3. BbITpute n3genve oHopa3oBoii candeTkoin 6e3 Bopca.

3nenve MOXHO fe3vHpuumpoBaTtb BpyyHyto g0 200 pas.

8.1.3 AnnapaT aBTOMaTMWYECKON OUNCTKMN N Ae3NH(EKLNN:
B kauecTBe a/sbTepHaTMBbl PYYHON OUUCTKM W [e3VHpEKUUN, W3LeIMe TaK >Ke MOXHO
obpabaTbiBaTh B annapare (Hanpumep: annapar 415 O4YUCTKK 1 fe3nHpekummn Miele G7835 CD
ncnonb3ys nporpammy Vario TD ¢ neodisher MediClean (Lieno4yHoe MotoLLee CpeacTso) U
neodisher Z (HelTpanu3ytlollee KUCNOTbl M OYMLLAKOLLIEE MOMOLLEE CPeAcTBO) oba cpefcTsa
ABnATCA npoussoacTsom Dr. Weigert, Fambypr, 'epmaHns (OHW He SBAAKOTCA MPOLYKTaMu
nnn ToproebiMy Mapkamy DENTSPLY International, Inc).
Kcnonb3yiiTe TONIbKO MenpaBHble, OTPEryIMPOBaHHbIE Y YTBEPXKAEHHbIE annapaThbl 4151 OUUCTKU
N ae3nHgekumm B cooteetcTemmn ¢ ISO 15883-1.

1 Pasbepute nsgenve.

2. YpanuTe oCTaTKW aAresvsa TKaHbHO.

3. Pa3vecTuTe m3genve B annapaTte Takum 06pa3om, yYTo Obl BOAA M MOKOLLEe CPeACcTBO

CBOGOHO HaMNOMHAMNO W BbITEKAIO M3 OTBEPCTUIN U3MeNNS B MPOLECCe LMKIa NPorpammbl
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annapata aBTOMATUYECKOW OYUCTKA W [e3NH(EKUMW, W CNnefyinTe WHCTPYKUMM MO
3Kcnyarauum K annapary.

4. 3anyctute nporpammy co 3HadyeHuem AO > 3000 (Hanpumep: 5 muH npn > 90 °C),
NCMonb3ya NoaxoAdLLne MOOLLMe CPesCTBa.

3nenve MoxeT 6bITb ouMLLeHO B annapate 4o 500 pas.

8.1.4 CTepunuzaumsa (ecnu TpebyeTcs).

3menme MOXHO TakxKe aBTOK/1aBMPOBATb.

ABTOK/MaBMpOBaHWe napoM (HEMOKpPbITOe n3genne) npu 134 rpagycax uenscus/2 6ap B TedeHue
3 MuH 30 cek. M3genve MOXHO noasepratb gesvHpekumm go 200 pas u crepunmsauumn o 20
pas.

9 YcnoBuAa N CPOK XpaHeHUA

Cpok rogHoctu - 2 roga. HeafiekBatHble YC/IOBUSA XpaHeHWUs MOryT COKPaTUTb CPOK
rO4HOCTW 1 NPUBECTU K NOpPYe NPoayKTa.

*  XpaHWTb NPOAYKT B XOPOLLIO BEHTUIMPYEMOM W 3aLLMLLEHHOM OT CBETA MeCTe.

» XpaHuTe B gmanasoHe Temnepatyp ot 2 °C go 24 °C. Mcnonb3oBartb NPOAYKT npu
KOMHaTHOI Temneparype.

* [pefoxpaHaiiTe OT NonagaHna Bogpl.

* He 3amopaxuBaiiTe.

* He ncnonb3yiTe Mo UCTeYEHUN CPOKA FOLHOCTMK.

10 ¥Ycnosua TpaHCNOPTUPOBKU
3penvs [O/MKHbI TPaHCNOPTUMPOBATLCA B COOTBETCTBMM C NpaBwiamu, LeWCTBYIOLWMMA NS
KaXX[0ro Buia TpaHcnopta npu temnepatype ot 2 °C go 24 °C.

11 TpeboBaHMs MO 3aLLMTe OKPY>KatoLLel cpelbl
WN3penve He OKasblBAaeT HeraTvBHOrO BO3AENCTBMSA Ha OKpPY>Kalollylo Ccpedy B MpoLiecce
YKM3HEHHOTO LMK/Ia.

12 Ycnosuga skcnayaTtaynm
3kcnnyatauma: +10 - +45. N13genna He nognexar peMoHTy. CneumnanbHoro TeXHUYeckoro
06CnyXnBaHus He TpebyeTcs.

13 YTununsauus
YTunmsaums npoBoAWTCS B COOTBETCTBMM C MECTHbIM 3aKOHOAATENbCTBOM 1 MPOTOKOIaMY
r KOHKPETHOr0 MEANLMHCKOIO YUPEXAEHNS.

14 ["apaHTUKX NpousBoaNTENA
Mpoun3BoauTeNb He HECET OTBETCTBEHHOCTb W He BbIM/JauMBaeT KOMMEHCALMIO 38 BO3MOXHbIl
yLep6 nam HecyacCTHbIe Clyyau, BbI3BaHHbIE:

. Mcnonb3oBaHWEM KOMMOHEHTOB, He MOAXOASALMX K W3AENN0 U KOTOpble MOryT
NPensiTCTBOBAaTb HOPMasbHO paboTe.
. Heco6ntoieHNEM UHCTPYKLMM MO MPUMEHEHWIO.

OTBETCTBEHHOCTb 3a TECTUPOBaHWE MaTepuana Ha ero NPMrofHOCTb W WCMOMb30BaHWE [N
NGO LeNn, IBHO He YKa3aHHOW B MHCTPYKLMK, HECET NO/b30BaTe b!

Mo Bompocam KayecTBa M3denus cregyeT obpawarbCs K YNOAHOMOYEHHOMY MpeAcTaBUTENHD
npou3BoanTeNs.

15 Y1NOo/HOMOYEHHbI NpeacTaBuUTeNb
000  «[eHTcnnaihi  PY», ~ P®, 129090, . Mocksa, [lpocnekT Mwpa, A.6.
Ten.: +7 (495) 988-28-08.
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[MepeBogumk ®ponosa MapuHa MuxannosHa

"opog Mocksa
[lBeHaauaToro oKTA6ps e ThiCAYM NATHAALATOrO roga.

[ Axkumos Mne6 Bopucosuy, HoTapuyc ropoga MocCKBbI, CBUAET €bCTBYH MOANUHHOCTb
nognucu, caenaHHol nepesoguymkom ®dponosoii MapuHoit MunxainnosHoii B MOeEM MpUcyTCcTBUNA
JTnyHOCT b ee ycTaHOBEHA.

3aperncTpupoBaHo BpeecT pe 3a Ne

B3bickaHo no Tapudgy: 100 py6.

HoTapu

€p0BaHO N CKpPenneHo nevyaTblo

HoTapunyc
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