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Instructions for Use

General information

Filtek Ultimate Flowable Restorative is a low viscosity, visible-light activated, radiopaque, flowable
nanocomposite. The restorative is packaged in syringes. It is available in a variety of tooth-colorcd shades.
The shades offered with Filtek Ultimate Flowable Restorative were designed to coordinate with shades offered
with Filtek Ultimate Universal Restorative. Filtek Ultimate Flowable Restorative contains bisGMA,
TEGDMA and Procrylat resins. The fillers are a combination of ytterbium trifluoride filler with a range of
particles sizes from 0.1 to 5.0 microns, a non-agglomerated/non-aggregatcd surface modified 20nm silica
filler, a nonagglomerated/non-aggregated surface modified 75nm silica filler, and a surface modified
aggregated zirconia/silica cluster filler (comprised of 20 nm silica and 4 to 11 nm zirconia particles). The
aggregate has an average cluster particle size of 0.6 to 10 microns. The inorganic filler loading is
approximately 65% by weight (46% by volume).

Filtek Ultimate Flowable Restorative can be supplied as refills:

1) 2 x Al Shade Syringe, 20 dispensing tips; 2) 2 x A2 Shade Syringe, 20 dispensing tips; 3) 2 x A3 Shade
Syringe, 20 dispensing tips; 4) 2 x A3.5 Shade Syringe, 20 dispensing tips; 5) 2 X A4 Shade Syringe, 20
dispensing tips; 6) 2 x Bl Shade Syringe, 20 dispensing tips; 7) 2 x B2 Shade Syringe, 20 dispensing tips; 8)
2 XC2 Shade Syringe, 20 dispensing tips; 9) 2 x D2 Shade Syringe, 20 dispensing tips; 10) 2 x W Shade
Syringe, 20 dispensing tips; 11) 2 x XW Shade Syringe, 20 dispensing tips; 12) 2 x OA3 Shade Syringe, 20
dispensing tips; 13) 1 x Sample A2 Shade Syringe, 20 dispensing 11p50 1. Accessories: 1) 20 x Dispensing
Tips.

Classification medical device (MD)

Russian Federation: 2a;

Sterility: Non-sterile;

Invasiveness: Non-invasive;

Duration of contact; Permanent contact - more than 30 days. Contact with tissues / bones / dentin.

Intendented use
Used for restoration of front and lateral teeth.

Indications

* Class in and V restorations.

* Restoration of minimally invasive cavity preparations (including small, non stress,
bearing occlusal restorations).

* Base/liner under direct restorations.

* Repair of small defects in esthetic indirect restorations.

* Pit and fissure sealant.

* Undercut blockout.

» Repair of resin and acrylic temporary materials.

Contraindications
None.

Adverse effects
None.

Potential consumer MD
For use only by dental professionals.

Principles of operation
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When irradiated by light, the methacrylate functionalities ofthe restorative material, i.e., TEGDMA, Procrylat,
BisGMA, Tone polymer, and suriace-ircated Silica, Zirconia and Zlrconia/Silica fillers undergo, in
conjunction with the photoinitiator system, a light-induced polymerization to form a hard composite that is
bonded to the tooth structure with a dental adhesive.

PRECAUTIONS

Precautionary Informationfor Patients

This product contains substances that may cause an allergic reaction by skin contact in certain individuals.
Avoid use ofthis product in patients with known acrylate allergies. If prolonged contact with oral soft tissue
occurs, flush with large amounts of water. Ifallergic reaction occurs, seek medical attention as needed, remove
the product if necessary and discontinue future use of the product.

Precautionary Informationfor Dental Personnel

This product contains substances that may cause an allergic reaction by skin contact in certain individuals. To
reduce the risk of allergic response, minimize exposure to these materials. In particular, avoid exposure to
uncured product. 1f skin contact occurs, wash skin with soap and water. Use of protective gloves and a no-
touch technique is recommended. Acrylates may penetrate commonly used gloves. If product contacts glove,
remove and discard glove, wash hands immediately with soap and water and then re-glove. Ifallergic reaction
occurs, seek medical attention as needed.

Instructions for use

Preparation

1 Prophy: Teeth should be cleaned with pumice and water to remove surface stains.

2. Shade Selection: Prior to isolation of tooth, select the appropriate shade(s) of Filtek Ultimate flowable
restorative using a standard VITAPAN® classical shade guide. Shade selection accuracy may be enhanced
via a mock-up: place the chosen shade of the restorative material on the unetched tooth. Manipulate the
material to approximate the thickness and site of the restoration. Cure. Evaluate the shade match under
different lighting sources. Remove the restorative material from the unetched tooth with an explorer. Repeat
process until an acceptable shade match is achieved. For sealants, a contrasting shade may be desirable to
enhance detection.

S. Isolation: A rubber dam is the preferred method of isolation. Cotton rolls and an evacuator can also be
used.

Directions

1 Pulpprotection: Ifapulp exposure has occurred and the situation warrants a direct pulp capping procedure,
use a minimum amount of calcium hydroxide on the exposure followed by an application of 3M ESPE
Vitrebond or Vitrebond Plus Light Cure Glass lonomer. Vitrebond or Vitrebond Plus liner/bases may also be
used to line areas of deep cavity excavation.

2 Adhesive System: Follow manufacturer’s instructions regarding placement.

Note: Silane treatment is recommended for repair of ceramic restorations followed by the adhesive
application.

3. Warming: Syringe can be warmed up to 70 *® for one hour up to 25 times in commercially available
composite warmer devices.

4. Dispensing:

4.1. Syringe delivery: Filtek Ultimate flowable restorative can be delivered directly from the dispensing tip.
4.1.1. Protective eyewear for patients and staffis recommended when using the dispensing tip.

4.1.2. Prepare the dispensing tip: Remove cap and save. After use, the dispensing tip need to be discarded and
replaced with syringe storage cap.

4.1.3. Twist the disposable dispensing tip securely onto the syringe. As needed, bend the metal cannula inany
direction, up to a 0®angle to facilitate access to prep.

4.1.4. To avoid contamination of the syringe during treatment, a standard dental protective sleeve should be
used.

4.1.5. Holding the tip away from the patient and any dental staff, express

a small amount of Filtek Ultimate flowable restorative to assure that the delivery system is not plugged.
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y 4.1.6. Ifplugged. remove the dispensing tip and express a small amount of Filtek Ultimate flowable restorative
directly from the syringe. Remove any visible plug, if present, from the syringe opening. Replace dispensing
tip and again express composite. Filtek Ultimate flowable restorative may be extruded onto a dispensing pad
and applied with a brush or other appropriate instrument.

5. Placement:

5.1. Place and light cure restorative in increments as indicated in Section 6.

5.2. Avoid intense light in the working field.

6. Curing: This product is intended to be cured by exposure to a halogen or LED light with a minimum
intensity of 400 mW/cm?2 in the 400-500nm range. Cure each increment by exposing its entire surface to a
high intensity visible light source, such as a 3M ESPE curing light. Hold the light guide tip as close to the

Cure Time
Shades Increment All halogen lights LED lights Elipar™” SIO and Elipar™
depth (with  output  400-1000 IFreelight 2 (LED lights with
mW/cm?) Joutput 1000-2000 mW/cm)
Opaque shades 15mm 40 sec. 20 sec.
All other shades 20 mm 20 sec. 10 sec.

7. Complete the restoration:

7.1. Base/Liner application: Place a composite restorative material, such as Filtek Ultimate Universal
Restorative directly over the cured Filtek Ultimate flowable restorative. Follow the manufacturer’s
instructions regarding placement, curing, finishing, occlu.sal adjustment, and polishing.

7.2. Direct Restorative Application:

7.2.1. Contour restoration surfaces with fine finishing diamonds, burs or stones.

7.2.2. Check occlusion with a thin articulating paper. Examine centric and lateral excursion contacts. Carefully
adjust occlusion by removing material with a fine polishing diamond or stone.

7.2.3. Polish with 3M ESPE Sof-Lex Finishing and Polishing System or with white stones, rubber points or
polishing paste where discs are not suitable.

7.3. Pit and Fissure Sealants: Gently remove the inhibited layer remaining after light curing with slurry of
pumice or polishing paste.

Possibilities and ways of integration with other medical devices
The medical device can be used in conjunction with:

1 Dental adhesive Single Bond Universal P3H 2017/5981;

2. Disks for grinding and polishing Sof-lex ®C3 2009/04235.

Packaging material:
Syringe: Syringe and Plunger assembly - Polypropylene, Cap - Polyethylene
Syringe pouch: Polyethylene

Dispensing tip:
Meterials: Polypropelene
Stainless Steel: Grade 304

Technical characteristics ofMD

Shade Syringe: Weight (with 2 g of paste), g: 5,7 + 0,3. Syringe body: Length, mm: 64,4i0,3; Width, mm:
24,6:1%. Front plunger: Lenghl. mm: 65,56+0,25; Width, mm: 6,|1£0,05.Back plunger: Height, mm
34,440.25.Cap: Lenghf mm: 20,910,13; Width, mm: 7,62+0,08. Dispensing tip: Length, mm: 28 + 2; Width,
mm: 9,3 £ 0,3; Weight, g: 0,31 +0,1.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Not applicable. Medical device is disposable.

Conditions of operation, storage and transportation

Operating Environment

This product is designed to be used at room temperature. If stored in cooler allow product to reach room
temperature prior to use. Use in temperature range 1527/@C

ShelfLife, Transportation and Storage Conditions

Storage Conditions: temperature range 2-2/®C

1 This product is designed to be used at room temperature. If desired, the product may be warmed in a
commercial composite warmer prior to use (at no higher than 70°C (158&F), for no longer than 1 hour), up to
25 times.

2. Ifstored in cooler allow pnxJuct to reach room temperature prior to use. Shelf life at room temperature is
24 months. Ambient temperatures routinely higher than 27°C (80®F) may reduce shelflife. See outer package
for expiration date.

3. Do not expose restorative materials to elevated temperatures, or to intense light.

4. Do not store materials in proximity to eugenol containing products.

5. Discard used syringe tip and replace with syringe storage cap.

Transportation:
Operating condition Storage conditions Transport conditions
Temperature, ®C +15RCto +2I'C +2BCto +2I'C +2®Cto+27®C
Humidity, % Up to 80% Up to 80% Up to 80%
Pressure, hPa 840hPato 1065 hPa 840 hPa to 1065 hPa 840 hPato 1065 hPa

Compliance with standards applicable to this MD

EN 980; EN 1041; EN ISO 13485; HN ISO 14971: 1SO 10993-1; 1SO 10993-3; ISO 10993-5; 1SO 10993-6;
ISO 10993-10; 1SO 10993-11; ISO 10993-12; ISO 10993-18; 1SO 10993-22; ASTM D4169; iEC 62366-1;
ISO 15223-1; 1SO 4049; 1SO 6874; 1SO 7405.

Information about medicines and (or) pharmaceutical substances included in MD
Mediical devices do not contain or deliver medicinal substances.

Cleaning and disinfection

1 Use new, unused disposable gloves during all clinical applications for the syringe to reduce the risk of
cross-contamination.

2. Place the disposable tip on the syringe and place the protective sleeve over the syringe. Use the metal
cannula to punch through the end of the protective sleeve.

3. Avoid contact between the reusable parts (e.g., the body of the syringe) and the patient’s mouth.

4. After using the syringe in the protective sleeve, remove the sleeve carehiWy so that there is no'
contamination of the syringe from the outer surface of the protective sleeve.

5. After removing the protective sleeve and disposable lip, wipe the syringe with reaay-tjo-use cleaning cloth
(e.9., CaviMipe”™™) for the recommended contact lime on the wipe label.

6. Discard the used protective sleeve along with the syringe tip.
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7. Always observe all applicable legal and hygiene regulations tor dental offices and/or hospitals during the
/1 use and reprocessing of the device.
Note: Do not place the syringe into a disinfection bath or a cieaning-disiniecfm device (washer-disinfector).

Requirements for technical support and repair of MD
This medical device is not serviceable or repairable.

List of animal and / or human origin materials
Human blood derivatives: Medical devices does not contain or deliver human blood derivatives.
Animal-derived substances: No materials of animal origin arc intentionally being used to the products.

MD disposal rules and conditions

Environmenlal protection

Environmental requirements when using medical devices;

The use, transportation and storage of a medical device do not have an adverse effect on people and the
environment.

Disposal Procedurefor a Medical Device

Dispose of it in accordance with the local regulations of the healthcare facility. Used products should be
disposed of in accordance with the requirements of SanPiN 2.1.7.2790-10, class B waste. Unused products
are disposed of in accordance with the requirements of SanPiN 2.1.7.2790-10, class A waste (household
waste).

Warranty

Warranty

3M RSPE warrants this product will be free from defects in material and manufacture. 3M ESPE MAKES NO
OTHER WARRANTIES INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE. User is responsible fordetermining the suitability ofthe product
for user’s application. Ifthis product is defective within the warranty period, your exclusive remedy and 3M
ESPE’s sole obligation shall be repair or replacement of the 3M ESPE product.

Limitation of Liability

Except where prohibited by law, 3M ESPE will not be liable for any loss or damage arising from this product,
whether direct, indirect, special, incidental or consequential. regardle.ss of the theory asserted, including
warranty, contract, negligence or strict liability.

The warranty covers the entire shelf life of the medical device.

Name and legal address of manufacturer and authorized representative in russlan federation

Developer and Manufacturer:
3M ESPE Dental Products
Address: 2510 Conway Avenue St. Paul, MN 55144-1000 USA.

Authorized representative of the manufacturer in the Russian Federation:
AO «3M Russia»
Addrcss: 108811 Moscow. Poselenie .Moaskovskiy, Kievskoe shosse, 22 km. 6, bid. 1

Symbol Glossary

Reference
number & Svmbol Description of symbol
.Symbol / Title ) ) ) o
Indicates the medical device manufacturer as defined in
" J EU Directives 90/385/EEC, 93/42/EEC and 98/79/EC.
Manufacturer | Source:
ISO 15223.5.1.1
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Authorized
Representative
in European
Community

Use-by dale

Batch codeUse-
by date
Catalogue
number

Temperature
limit

Do not re-use

Caution

Green Dot

Low-density
polyethylene

CE Mark 0123

Contents
(Syringe)
Contents
(Dispensing
tips)

EC REP

EoH
REF
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Indicates the authorized representative in the European
Community.

Indicates the dale after which the medical device is not
to be used.

Indicates the manufacturer’s batch code so that the
batch or lot can be identified.

Indicates the manufacturer’s catalogue number so that
the medical device can be identified.

Indicates the temperature limits to which the medical
device can be safely exposed.

Indicates a medical device that is intended for one use,
or for use on a single patient during a single procedure.

Indicates the need for the user to consult the instructions
for use for important cautionary information such as
warnings and precautions that cannot, for a variety of
reasons, be presented on the medical device itself
Indicates a financial contribution to national packaging
recovery company per European Directive No. 94/62
and corresponding national law. Packaging Recovery
Organization Europe.

Indicates plastic component made of low-density
polyethylene is recyclable. Official Journal of the EC;
Commission Decision (97/129/EC)

Indicates conformity to all applicable European Union
Medical Device Regulations or and Directives with
notified body involvement.

Contents (Syringe)

Contents (Dispensing tips)



MepeBof C aHINNIACKOT0 A3blKa Ha PYCCKUIN A3bIK

3 M «3Mm 3CI139 2510 KoHBeii ABeHto, CeHT-INon,
OeHTan lNMpopaktc» MwuHHecoTa, 55144-1000, CLUA

YBakaemble rocrnoga!

A, creyvianncT Mo BOMpPOcaM HOpPMarvHHO-MPaBOBOTO PErynMpOoBaHMA MOAPA3AESEHNS PELLIEHNIA /i
TUrVieHbl POTOBOI MOMOCTY KoMMaHun «3M 3CIM3» (CLLIA, MuHHecoTa, CeHT-IMon), noATBepKaato, Yto
npunaraeMblil JOKYMeHT «/IHCTPYKUyS 1o npumMeHeHnto (UMIM) napenns «Matepiian CTOMATo/or MYeCKin
YKMOKOTEKYUMIA pecTaBpaLyioHHbIin Filtek™ " Ultimate Flowable» sBnsieTcs BepHbIM 1 TOUHBIM.

(Mogricy) J8 okTA6ps 2021 .
PerviHa ®etepmaH [Jata
CreanmcT Ho BOMpocam HOPMATVIBHO-MPaBOBOIO

perynpoBaHus

«3M 3CI19»

MogpasaeneHyie peLLeHin Ans rurvieHbl NosocTy pra

LLirar MuHHecoTa )
Okpyr Pamcu ) MECTO COBEPLLEHMS| HOTapWasbHOrO AEVCTBIA

MoAanucaHo nog, NpUCAroii B MOeM MPUCYTCTBIN cerogHs, 18 okTaopsa 2021 T.

(Moanuck)
Kpvc [eBeT, HoTapuyc
CpoK Mowx nofHoMoumiA nctekaeT 31 sHBapsi 2025 T.

(LLtramm)
KPUCTO®EP [MHKENMC AEBET
Hotapuyc wrata MuHHecoTa
CpoK MouX MosHoMoumiA UcTekaeT 31 sHeaps 2025 T.
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FCTPYKUMSA MO NPUMEHEHUIO

$was nHhopmaums

[Mateprian CTOMaTONOrMYEeCKMIn XXMAKOTEKYUYNiA pecTaBpaumoHHbIin Filtek Ultimate Flowable B oTaenbHbIX
’YMaKoBKaX C MNPUHALNEXHOCTAMU SBNAETCA TEKYYMM CBETOOTBEPXKAAEMbIM PEHTrEHOKOHTPACTHbLIM
HAHOKOMIMO3UTOM HU3KOWA BA3KOCTM, PecTaBpaupOHHbIA MaTepuan pacacoBaH B [03aTopbl. VIMetoTcs
pasnyHble OTTEHKW MaTepuasna B TOH 3y60B. NpeanaraemMble OTTEHKU XWOKOTEKYYEro pectaspaLlyioHHOro
maTtepuana Filtek Ultimate ObinM  pa3paboTaHbl, a COOTBETCTBUM C OTTEHKaMW YHMBEPCA/TbHOrO
pecTaBpayMoHHOro Matepuana Filtek. >Xugkotekyumidi pecTaBpaumoHHbIn MaTepuan Filtek Ultimate
COAEPXUT Komno3uTbl 6uc-FrMA, TIFrAMA un Procrylat. B KauyecTBe HanoOAHWUTENS WCMONb3YEeTCA
KOMGUHauua TpudgTopuga nnepbus ¢ yactryamm pasmepom ot 0,1 go 5,0 MMKPOH, HecnmnatoLlerocs u
HearpervpyrLLero HanosHMTeNs U3 NOBEPXHOCTHO-MOAN(ULMPOBAHHOIO AMOKCUAA KPEMHUSA C YacTULLaMK
20 HM, HeCnMNaroLerocs W Hearpervipyrollero HanonHWTeNns 13 MnoBepXHOCTHO-MOAUMULMPOBAHHOIO
AMOKCMOA KPeMHWA C 4yacTiuamm 75 HM U NOBEPXHOCTHO-MOAUMULMPOBAHHOIO arperupyroLwero
HanoSIHNTENS U3 LMPKOHNEBO-KPEMHUEBBIX K/1aCTEPOB (COCTOALLEro M3 KPEMHMEBLIX YacTul, pasmepom 20
HM Y LMPKOHMEBbLIX YacTuL, pasmepom oT 4 fo 11 Hm). CpefHuii pasMep KacTepHbIX YacTuUL, KOHriomepara
coctasnfeT ot 0,6 10 10 MMKPOH. 10N HEOPraHMYECKOr0 HaMoHUTENS COCTaB/AET 0K0/10 65% Mo Becy (46%
no obbemy).

Matepuan CTOMaTONOrMYeCKUiA XUAKOTEKYUNIA pecTaBpaumoHHbIin Filtek Ultimate Flowable B oTaenbHbIX
yraKoBKax:

1) [lozaTopbl 0TTeHKa Al (2 W), KaHton-annaMkatops! (20 wr.); 2) Jo3aTopbl 0TTeHKa A2 (2 WT), KaHKNK-
annankatopbl (20 wr.); 3) [Ao3atopbl oTTeHKa A3 (2 wWT), KaHu-annankatopbl (20 wr.); 4) do3atopbl
oTTeHka A3.5 (2 wrT), KaHwonu-annaukatopbl (20 wrt.); 5) [o3aTopbl O0TTeHKa A4 (2 wWT), KaHwAu-
annavkatopsbl (20 wr.); 6) [o3aTopbl oTTeHKa Bl (2 wr), kaHionv-annankarops! (20 wr.); 7) Ao3artopsl
OTTeHKa B2 (2 wr), kaHonu-annavkatops! (20 wr.); 8) [lozatopbl 0TTeHKa C2 (2 WT), KaHIM-annanKaTopsl
(20 wr.); 9) Oo3atopbl 0TTeHKa D2 (2 wrT), KaHtom-annavkaropsl (20wrT.); 10) Ao3aTtopbl 0TTeHKa W (2 wr),
KaHtonu-annavkaTopsl (20 wr.); 11) Ao3aTtopbl oTTeHKa XW (2 wT), KaHiav-annamkatops! (20 wr.); 12)
[o3atopbl 0TTeHKa OA3 (2 W), KaHr-annaMkaTops! (20 wr.); 13) [lo3aTop NpobHbIA 0TTeHKa A2 (1 wr),
KaHrom-annnvkatopsl (20 wr.). 1. MpuHagnexxHocTu: 1) KaHonu-annavkartopsl (20 wr.).

Knaccudukauma meguumHckoro nsgenuns (MW)

Poccuiickas ®efepaums: 2a

CrepunbHOCTb: HecTepunbHoe

VIHBa3MBHOCTb: HenHBasnBHOE

MpOAOMKNTENBHOCTb KOHTaKTa: MOCTOAHHbIA KOHTaKT — 60nee 30 AHell. KOHTaKT ¢ TKaHAMMU / KocTaMM /
[EeHTVHOM

Ha3HaueHue
Vcnonb3yeTca ans pectaBpaumm nepegHux 1 60KoBbIX 3y60B.

[MoKa3aHua

* PecTtaBpauusa knacca Il v V.

* PecTaBpaums MMHUMaIbHO MHBA3VBHbLIX OTMPENapupoBaHHbIX NOIOCTEN (B TOM YMCe MasibIX PecTaBpaLuii
B Y4aCTKax OKK/O3MKN, HAXOAALLMXCA He MOJ, Harpy3Kon).

» OcHOBa NpokKnafKa nog npsmble pectaBpaluu.

* YCTpaHeH1e He60bLIMX AeEKTOB 3CTETUHECKUX HEMPAMbIX pecTaBpaLiuii.

* Mnom6ypoBaHKe 3y6HbIX uccyp.

* BioknpoBaHne NOAHYTPEHNI

* [ToYMHKA KOMMO3UTHBIX U aKPU/IOBbIX BPEMEHHbLIX MaTepuaios

[MpoTMBONOKa3aHNA
He BbIsIBNEHBI.
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ApOUHble ahdeKkTbl
He BbISIB/IEHb.

MoTeHumnanbHbIA NoTpedbuTens MU
TonbKo AN1st NPUMeHEHNs NPOMECCUOHANTbHBIMM CTOMATO/IOraMu.

MpuHUMN gercTBUA

Mpn 06ny4yeHUN CBETOM MeTaKpuiaTHble COCTaB/AOLWMe pecTaBpauMoHHOro mMatepuana, 1.e., TEGDMA,
Mpokpunat, BisGMA, nonvumep Tone, a Takke KpeMHMeBble 1 LIMPKOHMEBO-KPEMHMEBLIE HAMOHUTENN C
06paboTaHHO  MOBEPXHOCTHLIO  MOABEPratoTcs, OAHOBPEMEHHO C  CUCTEMON  (DOTOMHMLMATOPOB,
CBETOVHLYLMPOBaHHOM NOMMMepU3aLmm, Npyu KOTOpor (opMUpyeTcs TBEPAbIA KOMMO3UT, NPUKPENIseMblii
K CTPYKTYype 3yba CTOMATO/IOrMYeCKUM afre3nBom.

Mepbl NpeAoCTOPOXKHOCTH

Mepbl NpefoCTOPOXKHOCTM A1 NaLUEHTOB

STOT maTepuas COLEPXMT BELLECTBa, KOTOPble MOTYT Bbi3blBaTb Y HEKOTOPbLIX /OAEN annepriuyeckyto
PEaKLUMIO MpU KOHTaKTe C KOXel. He npumeHsiiTe 3TOT maTtepvan Ans NauyMeHTOB C MOATBEPXKAEHHON
anneprvieii Ha akpunatbl. B cnyyae nNpofo/mKUTENBHOIO KOHTAaKTa C MAFKUMU TKaHSIMM POTOBOW MOMOCTY
06WbHO NPOMOTE BOAOW. B cnyyae BO3HWKHOBEHWUS alieprMyeckoi peakumm obpatutech K Bpady. Mpu
He06X0AMMOCTU yaannTe MaTepuan 1 NPeKpaTnTe ero NCnosib3oBaHne B Aa/lbHeLIEM:

Mepbl NpeLOoCTOPOXKHOCTW 415 NEPCOHLLL CTOMAT0N0MMYECKUX KINHUK

JTOT MaTepuan COAEPXMT BeLeCcTBa, KOTOPbIEMOrYT Bbi3blBaTb Yy HEKOTOPbIX /OAEN anniepruyeckyto
peakuMio MpU KOHTaKTe C KOXeW. [N CHWXKEHWUS puUcKa asnepruyeckoi peakuuy cBeguTe K MUHUMYMY
KOHTaKT C 3TUMW MaTepuanamu. B yacTHOCTU, n3berarite KOHTaKTa C HeMoAMMEPM30BaHHbIM MaTepPUasIOM.
Mpy nonagaHnM Ha KOXY NPOMOITE 3TO MECTO BOAOW C MblOM. PeKOMeHAyeTCs MCNo/b30BaTh 3alUTHbIE
nepyaTkn U 6eCKOHTAKTHYHO TEXHUKY paboTbl. AKpUAaTbl MOTYT NPOHMKATL Yepe3 06blYHbIE MEAULMHCKME
nepyatku. Ecnv matepvan nonan Ha nepyatky, CHUMUTE W YTUIN3UPYWTE ee, HEMEA/IEHHO BbIMOWTE PYyKM
BOZOV C MbI/IOM U HaZieHbTE HOBYHO. B Clyyae BOSHUKHOBEHUS a/lflepruyeckon peakuum npu Heo6xoammocTm
obpalLlainTech K Bpauy.

Cnocob npuMMeHeHus

lNoaroToska

1. MpodmnakTuka. N yaaneHus Haneta 3yobl HEO6X0AMMO OUUCTUTL BOAHO-NEM30BON CYCMEH3UEN.

2. Bbibop oTTeHKa. lNMpexae Yem 1U3011MpoBaTh 3y6, NOAGEPUTE OTTEHKM XXUAKOTEKYYEr0 pecTaBpaLMOHHOro
matepurana Filtek Ultimate, ncnonb3ys CTaH4APTHYH LWKay Knaccuyecknx oTTeHKoB VITAPAN®.
TOYHOCTb Bbl6Opa OrreHKa MOXET ObITb YnydlleHa C MOMOLLbID TEXHWUKM MOAeNnpoBaHus. HaHecuTe
BblOpaHHbI OTTEHOK pecTaBpaLMOHHOro MaTepuasa Ha HenpoTpas/ieHHbI 3y6. MposeanTe HeOOXOAMMbIE
MaHVNyIAUMKU C MaTepuasio.Mm, YTobbl MakeT Npubnn3nTenbHO COOTBETCTBOBA/T TOMLLUMHE U PACMONOXEHNIO
pecTaspaumn. Monumepusyiite ceeToM. OLEHUTe COBMaLeHWe OTTEHKA NOL Pas3/IMYHbIM YI/IOM OCBELLEHMS.
YpanMTe pecTaBpaUMOHHbLIA MaTepuan C HenpoTpaBNeHHOro 3yba 9KcKaBaTopom. [loBTopsiTe 3Ty
npouesypy [0 TeX rMop, Moka He MofiydynTe MNpuemsieMoe COBnafeHve OTTeHKa. [pu mMcnosib3oBaHUU
MIOMOMPOBOYHbLIX MaTepuanoB MPeAnoYTUTENbHLIM MOXET ObITb WUCMO/Mb30BaHWE KOHTPACTHOIO OTTEHKa,
MO3BO/IAOLLIEr0 pasnnyaTbL MaTepuaibl.

3. N3onauua. TpeanoyTuTeNbHbLL METOLOM W30MIALMU ABNSETCA MCMO/Mb30BaHWe Koddepgama. OfHako
MOYXHO MCMO/b30BaTb W BaTHbIE Ba/IMKN BMECTE CO C/IKOHOOTCOCOM.

YKaszaHus

1 3awmTa nynbnbl. ECAK NPOM30LLIO BCKPbITME NYNbMbl, U CUTYaLMs TPEGYET NPSAMOro NOKPbITUA Ny/bIbl,
HaHecuTe He6O0/bLLIOE KOMIMYECTBO MMAPOKCUAA KaNbLys Ha BCKPbITHIV Y4aCTOK, a 3aTeM CBETOOTBEPXKAaeMbII
CTEKNONOHOMEPHbI MaTepuan NPokKnaaku nam ocHosbl Vitrebond™" unun Vitrebond™" Plus, 13rotoBnsiemblii
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Atasvein 3M ESPE. Martepuan npoknagkun uim ocHobl Vitrebond unmn Vitrebond Plus mMoXeT Takxke

LLiA0Mb30BaThCA 415 MOKPbLITUA 06/1acTeld IKCKaBaLuy riy60Kux nonocTei.

1Amre3vBHas cucTema. Mpu HaHeCeHUW CrefyinTe peKOMeHAaUMAM NPOU3BOAUTENS.

HApvmeyaHune. Tlpu pPeMOHTE KepamUMYecKuMx pecTaBpauuii pekoMeHayetcs 06paboTka CunaHoM ¢
/focnelyroLLMM HaHeCeHNeM afiresunsa.

S Mepbl NpefocTOopoXKHOCTHU. [lo3aTop MOXKHO Harpesatb Ao 70 °C a TeyeHMe of4HOro yaca o 25 pa3 B
[OCTYMHBIX Ha PbIHKE NPOMBILLIEHbIX YCTPONCTBAX A4/ MOA0rpeBa KOMMNO3UTHbIX MaTepuasios.
4. HaHeceHwue.
4.1. BHeceHMe C NOMOLLbO Ao3aTopa. XXMAKOTEKYUMiA pecTaBpaunoHHbIi Matepuran Filtek Ultimate MoXkHO
HaHOCUTb HernocpPeACTBEHHO U3 A03aTopa C MOMOLLbH HAKOHEYHMKA.
4.1.1. Tpn nCNonbL30BaHUN HaKOHEYHVKa MepcoHasly U nauuMeHTam PeKOMeHAyeTcA HajeBaTb 3alUUTHbIe
OYKW.
4.1.2. TlogroToBka HakoHeYHUMKa. CHUMUTE U OT/IOXKUTE KonnadyoK. [locne 1cnonb3oBaHWE HAKOHEYHUK
HeobXxo4Mmo ByAeT CHATL C 403aTopa, BbIOPOCUTL U 3aMEHUTD 3aLUTHBLIM KOMaYyKOoM.
4.1.3. AKKypaTHO 3aKpenuTe O[HOPa30Bblii HaKOHEYHWK Ha fJo3atope. UTo6bl YCKOpPWUTHL MpoLecc
NOArOTOBKM, M0 HEOOXOAMMOCTU CrnbainTe MeTa/I/IMYECKYIO KaHIo/0 B IOO60OM HanpasneHuu fo yrna 90°.
4.14. Yrtobbl [o3aTOp He 3arpsA3HUACA BO BpeMs  Mpouedypbl, WCMONb3yWTe  CTaHAAPTHbIN
CTOMATO/IOMMYECKII 3aLLMTHBIN PYKaB.
4.15. He Hanpasnfs [03aTOp B CTOPOHY MNepcoHata M MauueHTa, BblAaBUTE HeBO/bLUOE KOMNYEeCTBO
YXMOKOTEKYYero pectaBpaumoHHoro matepuana Filtek Ultimate, 4tobbl yoeanTbCA B NPOXOAUMOCTI CUCTEMbI
[l031pOBaHMA.
4.1.6. Ecrm nmeeTcq npobka, CHAMUTE HaKOHEYHWK W BblAaBUTe HEGO/bLUOE KOMMYECTBO XXUAKOTEKYYEro
pectaBpauuoHHoro matepuana Filtek Ultimate HenocpeAcTBeHHO 13 fo3aTopa. Y aanuTe BUAUMOE 3aCOpeHue
13 OTBEPCTUS A03aTopa. 3aHOBO YCTaHOBMTE HAaKOHEYHWMK W CHOBa MOMNPOOYNTE BblAaBUTb KOMMO3UTHbIN
matepuan. XXnaKoTeKyumnii pectaBpaumoHHbli maTepuan Filtek Ultimate MoXeT 6bITb BblfasfieH Ha 6/1I0KHOT
[NA LO3MPOBaHUA Y HAHECEH C MOMOLLbIO KUCTOYKM WX APYrOro COOTBETCTBYHOLLErO MHCTPYMEHTA.
5. Pa3melleHue.
5.1. lMocnoiiHo BHecUTe pecTaBpaLMOHHbIN MaTepyan U NPOBeAUTE CBETOOTBEPXKAEHME, KaK 3TO YKa3aHO B
pasgene 6.
5.2. N36eraiiTe nonagaHns MHTEHCUBHOIO CBETa Ha paboyee nore.
6. Monumepusauus. MonuMepusaums JaHHOrO MaTtepuana AO/MKHa NPOBOAUTLCS MOJ, BO3AENCTBMEM CBETa
OT ra/IoreHOBON WM CBETOAMOLHON Nlamrbl ¢ MUHUMabHOW MHTeHCUBHOCTLIO 400 MBT/cM” B gnanasoHe
400-500 HM. TonumepusyinTe KaabliA CNoi, o6/yvas BCHO €ro MOBEPXHOCTb BbICOKOMHTEHCUBHbIM
BUAVMMbIM CBETOM, Hanpumep, C MOMOLLbIO nonmmepusaunoHHoin namnbl 3M  ESPE. Bo Bpewms

Bpems nonmmepmsayum

OneHkwM ny6uHa cnos Bce ranoreHoBble namnbl (C CBeTOAMOAHbIE namnol
npupateHus MOLLIHOCTb}O ceetoBoro EMparTm S10 wn EWpar™

notoka 400-1000 mBT1/cm™) Freelight 2  (mowHoOCTbIO

ceBeToBoro nortoka 1000-2000

mBT/cm?)
Henpo3payHble
OTTEHKM 1> 0 cery D ceroma
Bce  ocTanbHble 2.0 MM 20 ceKyHz 10 ceKyHp

OTTEHKN

7. 3aBepLLeHne pecTaspaLmn.

7.1. Vcnonb3oBaHWe B KauyecTBe MOAKMNAAKWA WM OCHOBbl. HaHecuTe KOMMO3WUTHbLIN pecTaBpaLyOHHbIN
matepuas, Hanpumep, yHuBepcanbHbid MaTepuan Filtek Ultimate Universal Restorative, HenocpeAcTBEHHO
Ha OTBEPXKAEHHbIN XMAKOTeKyumii matepuan Filtek Ultimate. CnefyitTe WHCTPYKUUM NpOV3BOAUTENS
OTHOCUTE/IbHO pa3MeLLeHunst, NoMMepmr3anum, WINGOBKM, NPOBEPKN OKK/THO3MUW U NMOSIMPOBKW.
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AOKOHYaTenbHas 06paboTKa Npu NpaMol pectaspaLmu.
BJ1. Mpugaiite hopMy NOBEPXHOCTY NAOMObI, anMazamu, 6opa.My N KaMHAMU.
p.2. MNpoBepbTe OKKMO3UI0 TOHKOW apTUKYNALMOHHOW Gymaroil. [poBepbTe LeHTpanbHble U 60KOBble
KOHTaKTbl NPY ABVXKEHUN. AKKYPATHO BbIPOBHAWTE OKKMHO3WIO, YAandd W3/MLLKU MaTepuana asimasHbiM
/60pom 415 NONMPOBKM UM KAMHEM.
[7.2.3. ECNN HEBOY.MOXHO MCMO/b30BaThb AUCKM, OTMNONMPYITE, UCMOMb3YS CUCTEMY LUMNGOBKA 1 MONNPOBKY
/ Sof-Lex™ unu 6enble LWAMGOBaNIbHbIE KAMHU, PE3VHOBbLIE HAKOHEYHWKN WY NOSIMPOBOYHYHO NacTy.
7.3. MnoM6MpoB<;urble MaTepuanbl Ans 3y6HbIX uccyp. AKKypaTHO y6epuTe WMHIMOUPOBAHHLIA COW,
| ocTatowmiica MOC.Cnonvmepusaumm, ¢ NOMOLLbIO MeM3bl N NOMMPOBOYHONW NAaCTbI.

BoamoxxHoCTY Il cnocobbl HHTErpawumn ¢ Apyrumm MeguLnHCKUMMN n3genmsmMm
MeanUMHCKOe NY/IC.TYe MOXKET MUCMO/b30BaTbCSA COBMECTHO C:

1 Apgresus ctomrnonoruyeckuia Single Bond Universal P3H 2017/5981;

2. Avckn pns w.'thoBaHns 1 nonvposaHus Sof-lex @C3 2009/04235.

YNakoBOYHbIN MaTepuan:

[osatop: fo3aTop v NayHXep B c6ope - NOMNPONUIEH, KPbILLKa - NOMUITUIIEH
lNakeT c gosarop ".!I: nonnatnneH

Kopobka: KapToH

KaHtonu-annivmkaTopsbl:
MaTtepuansbl: IMo..unponuneH:
HepxxaseroLLiasa cLl.Mb: Mapku 304

TexHuueckme x»m;: Klepuctukun MU

JlozaTop ¢ Ma/T.puanom: Macca (C 2 r Hactbl), I; 5,7 = 0,3. Kopnyc fgosatopa: AnuHa, mm: 64,4+0,3;
LLinpuHa, mm: 24/\h1%. MepefHuii WTOK fgosaTopa: AnvHa, Mm: 65,56+0,25 mm; LUnpuHa, mm: 6,1+0,05.
3agHuii WToK A”wTopa: Bbicota, mm: 34,4+0,25. Konnayok: AnvHa, mm: 20,9+0,13; LUupuHa, mm:
7,62+0,08. KaHio:"i-annamkaTop: AnunHa, mm: 28 + 2; LLnpuHa, mv: 9,3 + 0,3; Macca, r: 0,31 + 0,1.

PecTaBpaLMOHHbIin MaTepunan / Restorative material

CpOK rofHoCTV H aKcnayaTayum

Cpok rogHocTw

Cpok rogHoct PV KoMHaTHOI TemnepaType cocTaBseT 24 Mecsua.
Cpok akcnayaTn'yw

He npyMeHnMO. >A'OULMHCKOE M3fenne ABNAETCA 04HOPa30BbLIM.

Ycnosusa akenayulayuun,xpaHeHnsa n TpaHCNOPTUPOBKU

Pabouas cpesa

HacTosilee w3genve npefHasHayeHoO [19 WCMONb30BaHUA MPW KOMHATHOM Temnepatype. Ecnm oHO
XpaHunocs B 60:;. '“X0N0AHOM MeCTe, Nnepes UCnosb30BaHNeM HeOOXOAMMO JOBECTU U3Le/ne L0 KOMHATHOM
Temnepatypbl. 1""MeHATL Npn Temnepatype 15-27 °C.

CpoKrogHocTK, NOBW/ NEPEBO3KN N XPaHEHUA

Ycnosua xpaHeHus: npu temnepatype 2-27 °C

1 Martepuan np";n":3Ha4eH AN UCNOMb30BaHNSA NP KOMHATHOM TemnepaType. Npy Heo6XoAMMOCTV nepea,
CMOMb30BaHNEM MaTepuan MOXHO HarpeBaTb C MOMOLLBIO MPOMbILLIEHHBIX YCTPOMCTB A1 NOLOrpesa
KOMMO3UTHbIX m:i i 'pranoB (He Bbiwe 70 °C (158 °F), He 6onee 14aca). Takyto npoueaypy MOXHO BbIMOHATb
[0 25 pas.

2. Ecnn matepun' xpaHuncs B NpOX/afHOM MecCTe, Mepes MUCMo/b30BaHVEM HEeOOXOAMMO [OXKAATbCA ero
HarpeBaHUa [0 KNMHaTHOM Temnepatypbl. CPOK XpaHeHusi MpuM KOMHATHOM TemnepaTtype — 24 Mecsua.
MocTosHHAA OKp; »Karollas Temnepatypa Bbiwe 27 °C (80 ®F) MOXeT COKpaTUTb CPOK XpaHeHus. [aty
NCTEYEHMS CPOK M <'IHOCTV CM. Ha BHELLHEN YraKoBKe.
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NMOABEPraiTe pecTaBpallMOHHbIEe MATCPHANB] BO3ZEHCTBHIO NMOBHIILICHHbBIX TEMIICPATYP H HHTCHCHBHOTO

CHUA.

XpaHKTE MaTCpHaIbl BONH3N NPOAYKTOB, CONESPXKALLMX IBrEHON.
‘Hcnonb30BanHbIC HAKOHCYHHKH ChellyeT BhLIGpackIBaTh, a I03aTOP 3aKPHIBAThH KOJINAYKOM.

,Jibancnopmupomu :

lepeBo3ka MENTLMIICKOTO H3EMI OCYIIECTBAACTCA BCEMH BHAAMH TpaHCNopra.

YcI10BUS IKCILTYATALIHA Ycnosus xpaHeHus yenosax
TPaHCNOPTHPOBKH
Temneparypa "C Ot +15 po +27 Or +2 no +27 +2 to +27
BnaxHocTs, (%) o 80 no 80 ao 80
Jasnenue (I'Tla) Ot 840 no 1065 Or 840 no 1065 Or 840 no 1065

CooTBeTcrsie cTa AapTaM HPHMEHNMBIX K sanHomy MH

EN 980; EN 10:1; i:N ISO 13485; EN ISO 14971, 1SO 10993-1; ISO 10993-3; ISO 10993-5; ISO 10993-6;
ISO 10993-10; ISO 10993-11; ISO 10993-12; 1SO 10993-18; ISO 10993-22; ASTM D4169; IEC 62366-1;
ISO 15223-1; [SO 4049; ISO 6874; ISO 7405.

Hudopmanns o JCKSPCTBCHILIX NpenapaTax 1 (hau) dapmanesTnaeckux cyberanuunx s cocrase MH
MenuitHHCKOC HIACIHE He COJIEPKHT H He AOCTaBAAeT JICKApCTBEHHbIC BELIIECTRA.

Quncrka 1 ;1c:10 cKINA

1. YToBB1 CHU3KTD PUCK MCPCKPECTHOTO 3aIPA3HEHHS, NIPH BHINONHEHHH JNOOBX KNHHHYECKHUX NPOUEAYD C
J03aTOPOM 11C::1h': VITTE HOBBIC HENCIIONb30BAHHbIC OIHOPA3OBbIC NEPUATKH.

2. IoMecTHTe 0HUPA3OBLIH HAKXOHEYHMK HA JI03aTOP H HAACHBTE HAa AO3ATOpP 3AWMTHHIN pykas. Urobml
NPOOHTEL KOHC!L 3aINTHOTO PYKaBa, HCNOJIL3YHTE METAIIMIECKYIO KaHIONIO.

3. Hsberaitre conp 'KOCHOBENNA MEXAY JACTAISMH MROrOpasoBOro HCNONLIOBAHHA (HANPHMEP, KOPIYCOM
O3aTopa) K e 1 IIHeHTI.

4, Tlocse 1uene:*13¢ RUA 103aTOPA B 3AUIMTHOM PYKABE OCTOPOKHO CHUMHTE pyKaB, YTOOH He JONMYCTHTh
3ArpA3HEHMS 10 ;2T DA W3-3) CONPHKOCHOBEHHA ¢ HAPYXKHOMA MOBEPXHOCTHIO 3AMIMTHOrO PyKapa.

5. Mocne cra-vs :amATHOTO pyKaBa M OAHOPA3OBOr0 HAKOHEWHMKA NPOTPHTE JO3arop TOTOBOH K
MCNOABL3ORAHNIO TF IHHIO U1 OUHCTKH (Hanpumep, CaviWipe™) B TeueHue PpEKOMEHAOBAHHOTO BPEMEHH,
YKa3aHHOI'0 B "THFCTKE,

6. BuiGpochbTe 1icne 1L30BanHbIA 3aIUTHBIA pyKaB BMECTE ¢ HAKOHEYHHKOM JJIA AO3aTOopa.

7. Heyxocunreasr cob.nojialite BCe UpPHMEHHMble NpaBOBBIC HOPMBl H IIpaBHJIA THTHEHM IUIA
cToMatostoriticekn kabunetoB M (unu) GOALHHI BO BpeMs HCNONL30BAHHMA M noBTOpHON 06paGoTku
ycTpo#icTna.

Tlpumeuannc. Iic 'romemaiiTe A03aTop B ACIMHOULUHMPYIOIIYIO BaHHY WJIH YCTpOHCTBO A OUHCTKM H
aezundexunn (Mov 10-a¢311H(CKUNOHHAS MallIHHA).

Tpebosanns x Texmiveckomy obeayxnsanuio H pemonty MH
37O MEANLHHCKOE 1"3ANUC HE [IOMICKHUT 0OCIYKHBAHHMIO H PEMOHTY.

Ilepeqeub MAaTepN 108 XKHBOTHOIO H / WM MCA0BEIECKOTO MPOHCXOKACHHR

“pOIﬂBO}lHl:!C Kpo):! HEROBUKa: MEAWLHHCKUEC N3/ICNTHA HE COACPXKAT H HE AOCTAB/IAIOT NPOH3BOAHEIC KPOBH
MCNOBCKA.

Bemiecrsa  XuBOT'IOro JIIPOUCXOMACHHA: B H3IACIHH HC HCNOAB3YIOTCA MAaTepHaibl KHBOTHOIO
NPOHCXOXKACHHA.

Hopanok u yenoBnst YTHAH3ALUMH HIR yauuToxesna MU
Oxpana oxpyscaion: it cpeont
Tpebopanua no 3an'17e okpyxatoieR cpeibl NPH HCNOIBL30BAHHH MEAWIMHCKAX H3AENUA:
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BaHe, TJ \CNOPTHPOBKA K XpaHEeHHE MEAMIHHECKOTO H3/IE)IHs He 0Ka3blBalOT HebnaronpHaTHOro
ACTBHA Ha O, [eHf ¥ OKPYXKAIOILYIO CPey.
4eOYPa YMURUS YU/ VI HNMONCENUR MEOUYUIICKO20 UIOENUN
yTHIH3alHK ieobX0iuMo cobnioaaTh MecTHbie HOpPMbl H NpPaBHIA MEAHLMHCKOTO YYPCKACHHA.
kTONL30BaHHBIE H AENHA CICAYET YTHIIM3HPOBATh B COOTBETCTBHN ¢ TpeGoBannamu CanlInH 2.1.3684-21,
mxoxaw knacca B. I cncno:iL,30BaHHble H3ASTHS YTHAUZHPYIOTCA B cOOTBeTCTBHH ¢ TpeGopannamu CanllnH
2.1.3684-21, orxoa : knacc A (OuITOBbLIE OTXOABI).

IapauTnitnsbie o6 :arenncraa

IapanTns

Komnanus 3M rapa 'THpycT OTCYTCTBHE B 3TOM NPOAYKTE Ac(EKTOB MaTepHana u uirorosiieHus. KoMnanus
3M HE JAET KAI'MX_JIMBO APYTYUX FAPAHTHHA, BKJIIOUAS JIIOBLIE NOJAPA3YMEBAEMBIE
TAPAHTHUM TOB PHOI'O COCTOSIHWUS WU NMPUTOAHOCTH /IS ONPEAEJIEHHON LIEJIH.
[Tonb3oBaTens OTBE “A€T 3a OIPCACACHHE NPHTOANOCTH HIAENHA AN PEMICHUS TeX HIH HHBIX 3a1a4. B cnyuae
ofHapyxenus aedce .ra npo/iykTa B rapaHTHAHEI! neprHoj Balel UCKMIOYNTENBHON Mepoli BO3MEINERHA B
€AMHCTBEHHBbIM 008 wTeNbeTnoM KoMnannk 3M GynieT peMOHT HiM 3amMeHa npogykTa 3M.

Orpaunyenne ©rBETCIBCHHOCTH. 332  HCKIIOYEHMEM  CiayuaeB, MNPAMO  NpPEeAYCMOTPEHHBIX
3AKOHOOATENLCTBON  KOMIuysA 3M He Hecer OTBETCTBEHHOCTH 3a Miobble YORITKH M yirepl, BOZHMKIINE
BCJIEACTBHE HCNOJIL '0OBARMS YTOr0 MaTepuaita, 6yan To npAMble, KOCBEHHEIE, YMBILIICHHbIC, Cly4YaliHble an
OTIOCPEIOBAHHBIE ) “LITKH, BII¢ 3aBUCMMOCTH OT BBUBHHYTHIX OOBACHEHHMH, B TOM uHCNe rapaHTHii,
KOHTpaKToB, Hebpe: 11oro oOpaileHus KK 0ObeKTHBHOH OTBETCTBEHHOCTH.

I'apanTus pacnpoct »HAeTCs 1a BeCh CPOK FOAHOCTH MEAHUMHCKOTO H3NEIHA.

HanmenoBanue n ropuanyucckuii agpec npomssoautesnts MU u ynoanoMoueHHOro MpeACTABHTEIA
MPOH3BOAUTEN B 'nccHn

Pazpaborunx:

«3M 3CIN3 Jlenta: "Tpoaaxre» (3M ESPE Dental Products)

Auapec: 2510 Kons~'t Hpocuexr Ce. ITaena, MN 55144-1000 USA.

IIpon3BoanTens:
«3M 3CIID Henta: Mponaxre» (3M ESPE Dental Products)
Aapec: 2510 Konr~ '+ Mipocuext Cs. ITana, MN $5144-1000 USA.

Ynoanomouennsti: upeacrasuTens nponspoautens 8 Poccnitexoit Penepaunn:
AO «3M Poccus»
Anpec: 108811, r. Mocksa, 1. Mockoscknii, Kuebckoe mi., 22-#t kM, aomoBsa. 6, c1p. 1

Iroccapudi k cumBonam
Homep ccbiaxy 1 cumuon /

Cumson Onucanne CHKMBOJIA
HasBa e
YKa3biBaer H3rOTOBHTENA MEIHUABCKOTO
H3roros:irenp ‘ H3JeMHA, Kak onpeaencHo B Jupextnpax EC
90/385/EEC, 93/42/EEC u 98/79/EC
Y1onHoMor i tHbI YKa3biBaeT YNOAHOMOYEHHOTO NPEACTABHTENA B
NPEACTABHTENL B +PONEH{CKOM EC |REP | Esponetickom coobiuecrse.
coobme Be
VYkaspiBaeT Iary, nocie KOTopod MeIHIMHCKOE
Henonsso s 2o g H3ZeNHe He AODKHO HCTIONb30BATLCA
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’houep CCBLAKI! 11 CHMBOJ /
; Haszsaiue

Koa ma; -1u

Homep no » :::uiory
[Ipenen Temr narype:

3anper Ha noRTOPHOE
NpHMEE = ‘¢

Ocropo::tio!

3encsas  IKa

TToreHuy . 15HO
nepepabarsiBaesriif MIACTHK

3nax Esponeiic' cro Cotoza

CoaepxxumMoe {/103aTOp)

Umnop

MeauiHCKo:* n3aenue

Tonbko mo mpefn™ WO Bpaua

CoaepxuMoc - aHIONA-
anrmK: - )
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[ioccapait k cuMbpo.1am

CavBon

LOT

REF

PELD

Onncange CHMBOJI2

VxasbisaeT KOA MapTHH NPOH3BOAMTENA, TOOL!
MOXHO OBUIO HMOCHTHQUIIMPOBATL NAPTHIO MIH
CEPHIO

VYka3blBaeT HOMEpP MO KATAJIOTY IPOH3BOAMTENA,

qroGer  MoxHO Osulo  WueHTHOUMIMpPOBATH
MEeJUIUHCKOE A3eIHe

Yka3bisaer TEMIICPATYPHEIE AHAMA30HB],
KOTOpEIM MOXHO  Oe3omacHO  MOABEPraTh

MEUIHHCKOE H3JeNHe
YKa3piBaeT Ha MCAMIMHCKOE H3ACNIHE, KOTOpOoe
OpeAHA3HAYEHO A OAHOrO HCHONL3OBAHMS I
AT HCHONB30BAHMSA Ha ONHOM IALIHCHTE BO BpeMs
OXHOM mpoLeayPs!

VYkaspiBaeT Ha ReOOXOMMMOCTD UK NMONL30BATENA
O3HAKOMHTLCA ¢ HHCTPYKUHIMHE 10 NPHMEHEHHIO
AN MOMydMEeHHS BaXHOW npeaocTeperatomiei
HHGOpMAIIHK; TakOH KaK NpeAyNpeKACHHA H
MepH MPeAOCTOPOKAOCTH, KOTOpHIC MO Pa3sHBIM
NpHYAHAM HE MOTYT OBITH NpPEeACTABICHH Ha
CAMOM METHIMHCKOM H3JEHH

3Hak «3emeHad TOUKa»

[orenmuansHo npEroxHBl A mepepaboTKH
nnacTHKk  (MOMHATHICH HU3KOH IUIOTHOCTH,
NIONHITHIICH BBICOKOH IUIOTHOCTH)

H3nenne COOTRETCTBYET TpeGoBaHHAM
GezonacHOCTH ¥ Y{PEKTHBHOCTH, HINOKEHHBIM B
MDD 93/42 / EEC

Conepxamvoe (a03aTOp)

Hmnoptép

CHMBOJ MEMIHHCKOTO N3ACIHus

denepanssoe 3aKOHOZAATENLCTBO CIIA

AOCIHYCKACT IPOAAXKY HACTOAI(HX u3penu#t Tonbko
BpaiyaM HIIH [0 HX NPCAITHCAHARIO

ConepxumMoe (J03HpYIOLINE HACAOKN)



MepeBof JaHHOrO TEeKCTa BbINOMHEH NePEBOAYNKOM ANeKceeBbIM Anekceem AneKCaHapoBUT
ur

Poccuitckaa degepauus

"opos MockBa

[BajLarth LWECTOro oKTA6pA ABe ThiCAYM ABafLaTb MepBOro roga.

A, OeiiHeko Sllogmuna BanepreBHa, BPEMEHHO UCNOHAOLWLAA 0653aHHOCTU HOTapuyca

ropoga MockBbl [1pOKOLIEHKOBOW EnNeHbl EBreHbeBHbl, CBUAETENbCTBYIO MOAJIMHHOE!
noanucy nepesofuunka Anekceesa Anekces AnekcaHaposmya.

Mognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHocTb NoAnucasLUero JOKYMeHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTpe: Ne 21/86-H/77-2021- tS3c>

YnnayeHo 3a CoBepLUeHNe HoTapuaibHOro geictems: 400 py6. 00 kon.

FEPBOBASA NEYATD r/ N.B. [e!
HOTAPUYCA
MpoLuHypoBaHo, NPoHyMepOBAHN 1 CKpenneHo neyvartbio ncr(-a,-

X0

Poccuiickas ®epepauys
"opog, Mocksa

LEOTTX-ALAYB [EET 7L TTEOTTOH

7, Qeitneko ITj*tfMHne pUeeHs. BPEMEHHO WCMOMHsAWas
06H3aHHOCT*0"6Tepuyca a MockBbl MpOKOWEHKOBOW EneHbl
EBreHbeBH><"CougeT«n to npn9BT1| KONMM e NPBACTABNEHHOIO
MHe a0)"BHTB
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