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PE 2510 Conway Avenue
| Products $t. Paul, MN 55144-1000
To whom it may concern

In my capacity as Regulatory Affairs Specialist, 3M Health Care, 3M ESPE Dental Products,
St. Paul, MN, USA, I certify that attached IFU for:

Filtek Bulk Fill Flowable Restorative Materials in Kits and Refills with
accessories

in English language is truthful and accurate

&p\:\_ ? /,ld’ /;LO
Date

Regina Feferman

Regulatory Affairs Specialist
3M Health Care

3M ESPE Dental Products

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn

wgthjw_ day of July 2020.

My ission Expires: Jonuoursy 31, 2024
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uctions for Use

seseral information

Filtek Bulk Fill Flowable Restorative material in kits and rvefills, with accessories

Filtek Bulk Fill Flowable Restorative, is a low viscosity, visible-light activated, radiopaque, flowable. This
low stress flowable material is semi-translucent enabling a 4 mm depth of cure. The restorative is packaged
in capsules and syringes. The shades offered with Filtek Bulk Fill flowable are U (Universal), Al, A2, and
A3, Filtek Bulk Fill flowable contains BisGMA, UDMA, BisEMA(6) and Procrylat resins. The fillers are a
combination of ytterbium ftrifluoride filier with a range of particle sizes from 0.1 to 5.0 microns and
zirconia/silica with a particle size range of 0.01 to 3.5 um. The inorganic filler loading is approximately 64.5%
by weight (42.5% by volume). Filtek Bulk Fill flowable is applied to the tooth following use of a compatible
methacrylate-based dental adhesive, such as manufactured by 3M ESPE, which permanently bonds the
restoration to the tooth structure.

Filtek Bulk Fill Flowable Restorative can be supplied as refills:

L. Syringe Refills: 1. Filtek Bulk Fill Flowable Restorative, 2 Universal Shade Syringe, 20 dispensing tips; 2.
Filtek Bulk Fill Flowable Restorative, 2 A1 Shade Syringe, 20 dispensing tips; 3. Fiitek Bulk Fill Flowabie
Restorative, 2 A2 Shade Syringe, 20 dispensing tips; 4. Filtek Bulk Fill Flowable Restorative, 2 A3 Shade
Syringe, 20 di

IL. Capsule Refills: 1. Filtek Bulk Fill Fiowable Restorative 15 Universal Shade Capsules; 2. Filtek Bulk Fill
Flowable Restorative 15 A1 Shade Capsules; 3. Filtek Bulk Fill Flowable Restorative 15 A2 Shade Capsules;
4. Filtek Bulk Fill Flowable Restorative 15 A3 Shade Capsules. II1. Accessories: 1. Filtek Bulk Fill Flowable
Dispensing Tips 20 — Dispensing Tips; 2. Restorative Dispenser.

Classification medical device (MD)

Russian Federation: 2a

Invasiveness: Non-invasive

Duration of contact: Direct contact - more than 30 days. Contact with tissues / bones / dentin

Intendented use
Used for restoration of front and lateral teeth.

Indications
+ Base under Class I and 11 direct restorations;
« Liner under direct restorative materials;
* Pit and fissure sealant;
* Restoration of minimally invasive cawty preparations (including small, nonstress-bearing occlusal
restorations);
* Class Il and V restorations;
» Undercut blockout;
* Repair of small enamel defects;
* Repair of small defects in esthetic indirect restorations;
* Repair of resin and acrylic temporary materials;
* As a core build-up where at least half the coronal tooth structure is remaining to provide structural support
for the crown.

Contraindications
None.

Adverse effects
None.

Potential consumer MD
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Trained dental professionals.

Principles of operation

When irradiated by light, the methacrylate functionalities of the restorative material, i.e., Procrylat, UDM/i*
BisGMA, BisEMA, and surface-treated Zirconia/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 of this product in patients with known acrylate allergies. If prolonged contact with oral soft tissue
occurs, flush with large amounts ofwater. 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. If 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.

Restorative Dispenser

» Seat capsules securely in dispenser barrel and engage capsule as directed.

Do not use excessive dispensing force. Excessive force may cause the capsule to dislodge and may result in
patient injury.

* This product is recommended to be used with 3M ESPE capsules.

Follow all instructions for proper use. Any deviation from the instructions for use shall be at the discretion
and the sole responsibility ofthe dental practitioner.

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 Bulk Fill flowable using a standard
VITAPAN® classical shade guide. For sealants or core build ups, a contrasting shade may be desirable to
enhance detection.

Note. As Filtek Bulk Fill flowable is semi translucent, the location of the restoration, underlying tooth color
or adjacent restorations may influence the final appearance of the liner/base.

3. Isolation.

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

1. Matrix band. Formation of tight proximal contacts is accomplished solely through careful matrix
technique. Wedging is needed to provide a tight gingival seal and to create a separation between teeth to
compensate for thickness of the matrix band. Where possible, use of a precontoured sectional matrix band is
preferred. However, a thin circumferential dead-soft band can be used when appropriate. The band should be
burnished to ensure proper proximal contour as Filtek Bulk Fill flowable will not hold the band during
placement.

2. Pulp protection. Ifa pulp 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.
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fesive System. To bond Filtek Bulk Fill flowable to tooth structure, use of a 3M ESPE dental adhesive
fm (for example 3M™ ESPE™ Scotchbond™ Universal) is recommended. Refer to adhesive system
_foduct instructions for full instructions and precautions for the products. After curing the adhesive, continue
"to maintain isolation from blood, saliva and other fluids and proceed immediately to placement of Filtek Bulk
Fill flowable.
Note. Follow the adhesive system instructions for use for recommended silane treatment during repair of
ceramic restorations followed by the adhesive application.
4. Warming: Syringe can be warmed up to 70°C for one hour up to 25 times in commercially available
composite warmer devices
5. Dispensing:
5.1 Syringe delivery: Filtek Bulk Filt flowable can be delivered directly from the dispensing tip.
5.2 Protective eyewear for patients and staff is recommended when using the dispensing tip.
5.3 Prepare the dispensing tip: Remove cap and save. After use, the dispensing tip need to be discarded and
replaced with syringe storage cap.
5.4 Twist the disposable dispensing tip securely onto the syringe. As needed, bend the metal cannula in any
direction, up to 90° angle to facilitate access to prep.
5.5 Holding the tip away from the patient and any dental staff, express a small amount of Filtek Bulk Fill
flowable to assure that the delivery system is not plugged.
5.6 If plugged, remove the dispensing tip and express a small amount of Filtek Bulk Fill flowable restorative
directly from the syringe. Remove any visible plug, if present, from the syringe opening. Replace dispensing
tip and again express composite. Filtek Bulk Fill flowable restorative may be extruded onto a dispensing pad
and applied with an appropriate instrument.
5.7 To avoid contamination of the syringe during treatment, a standard dental protective sleeve should be used.
Place the functioning syringe with attached delivery tip into a suitably shaped protective sleeve; pierce end of
sleeve with metal cannula, exposing the cannula for use. Using a protective sleeve facilitates cleaning and
disinfection of the syringe between patients.
5.8 Single-Dose Capsule, Insert capsule into 3M™ ESPE™ Restorative Dispenser. Refer to separate
restorative dispenser instructions for full instructions and precautions.
6. Placement.
6.1. Avoid intense light in the working field. Exposure of paste to intense light may cause premature
polymerization.
6.2. Dispense Fiitek Bulk Fill flowable: Start dispensing in the deepest portion of the preparation, holding the
tip close to the preparation surface. As material is extruded, slowly raise the tip so it is slightly above the
dispensed material to minimize air entrapment. Do not allow the tip to be immersed in the material. For
proximal areas, hold the tip against the matrix to aid material flow into the proximal box.
6.2.1. Base/liner application: Allow for at least 2 mm on the occlusal cavosurface for the universal or posterior
composite. These occlusal increments provide strength, wear resistance and esthetic qualities needed for
posterior restorations.
6.2.2. Core buildups: Syringe material into undercut areas, around pins, around posts and fill the preparation.
6.2.3. Sealant applications: Flow material onto the prepared surface,
6.3. Light cure restorative as indicated in Section 7.
7. Curing.
This product is intended to be cured by exposure to a halogen or LED light with a minimum intensity of 550
mW/cm? in the 400-500 nm 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 restorative as

possible during light exposure.
ICure Time
i | et | b tgv e | SO
depth (with output 550-1000 mW/cm?) 2000 mW/cm?)
U 4 mm 20 sec. 10 sec.
Al, A2, A3 4 mm 40 sec. 20 sec.

3
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8. Complete the restoration.

8.1. Base/Liner application: Place a composite restorative material, such as 3M™ Filtek™ Ultimate 1
Restorative directly over the cured Filtek Bulk Fill flowable restorative. Follow the manufacturer's instruct®
regarding placement, curing, finishing, occlusal adjustment, and polishing.

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

8.3. Core build up:

8.3.1. The bulk fill restorative is compatible with commonly-used impressioning materials when surface
inhibition layer is removed.

8.3.2. The bulk fill restorative should be kept wet with saliva or lubricated to prevent bonding to chemical-
cure provisionals.

8.3.3. Commonly used temporary luting cements will not bond to the bulk fill restorative.

8.4. Direct Restorative Application:

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

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

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

Technical characteristics of MD

Shade Syringe: Weight (with 2 g of paste), g: 5,7 £ 0,3. Syringe body: Length, mm: 64,4+0,3; Width, mm:
24,6x1%.Front plunger: Lenght, mm: 65,56+0,25; Width, mm: 6,1+0,05.Back plunger: Height, mm;
34,4+0,25.Cap: Lenght, mm: 20,9+0,13; Width, mm: 7,62+0,0S.Dispensing tip: Length, mm: 29,5 + 2,5;
Weight, g: 0,23 + 0,05.Restorative Dispenser: Weight, g: 59 £ 3,0; Overall height, mm: 91,442 5; Overall
length, mm: 148,6+6,4.

Shelf life and service life

Shelflife

Shelflife: 36 months from the manufacturing date.
Service life

Not applicable. Medical device is disposable.

Conditions of operation, storage and transportation

Operating and Storage:

This product is designed to be used at room temperature. If stored in cooler allow product to reach room
temperature prior to use. Shelf life at room temperature is 36 months. Ambient temperatures routinely higher
than 27°C/80°F may reduce shelf life. See outer package for expiration date.

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

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

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

Transportation:

Operating condition Storage conditions Transportation conditions
Temperature 2°C to 27°C 2°Cto 27°C 2°Cto 27°C
Humidity Up to 85% Up to 85% Up to 85%
Pressure 700 hPato 1060 hPa 700 hPato 1060 hPa 700 hPato 1060 hPa

Compliance with standards applicable to this MD

EN 980; EN 1041; EN 1SO 13485; EN ISO 14971; ISO 10993-1; I1SO 10993-3; 1ISO 10993-5; ISO 10993-6;
ISO 10993-10; ISO 10993-11; ISO 10993-12; I1ISO 10993-18; ISO 10993-22; ASTM D4169; IEC 62366-1;
ISO 15223-1; 1SO 4049; 1SO 6874; 1SO 7405.
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Tmation about medicines and (or) pharmaceutical substances included in MD
edical devices does 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 tip 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 carefully 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 tip, wipe the syringe with a ready-to-use cleaning cloth
(e.g.,CaviWipe™) for the recommended contact time on the wipe label.

6. Discard the used protective sleeve along with the syringe tip.

7. Always observe all applicable legal and hygiene regulations for dental offices and/or hospitals during the
use and reprocessing of the device.

Note: If the syringe is not visibly clean, i.e., if, contrary to expectations, there is contamination with blood or
saliva, for example, discard the syringe immediately. Do not place the syringe into a disinfection bath or a
cleaning-disinfection device (washer-disinfector).

Requirements for techaical 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 are intentionally being added to the products.

MD disposal rules and conditions

Disposal methods: Dispose of content/container in accordance with the local/regional/national/
international/regulations.

Medical devices in Russian Federation must be disposed of in the local public entities in accordance with
SanPiN 2.1.7.2790-10 “Sanitary-epidemiological requirements for the handling of medical waste" to the waste
class B.

Warranty

Warranty

3M ESPE 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 for determining the suitability of the product
for user’s application. If this 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. This medical device isn't
subject to maintenance and repair.

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, regardless 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 russiaz federation
Developer:

3M ESPE Dental Products
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Address: 2510 Conway Avenue St. Paul, Minnesota 55144-1000 USA.

Authorized representative o fthe manufacturer in the Russian Federation:

AO «3M Russia»

Address: 108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bid.1.

Customer service
AO «3M Russia»

Address: 108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bid.1.

Tel.: +7 (495) 784 7474;
Fax: +7 (495) 784 7475.

Reference
number & Symbol
Symbol / Title

Manufacturer | | J

Authorized
Representative EC REP

in European

Community
Date of

Manufacture

Use-by date

Batch codeUse-
by date W 1

Catalogue
number REF
Temperature
limit
Do not re-use ®

Caution
®
Green Dot
Rx Only Rx Only

Medical Device MD
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Symbol Glossary
Description of symbol

Indicates the medical device manufacturer as defined in EU
Directives 90/385/EEC, 93/42/EEC and 98/79/EC. Source:
ISO 15223, 5.1.1

Indicates the authorized representative in the European
Community.

Indicates the date when the medical device was manufactured.

Indicates the date 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 that U.S. Federal Law restricts this device to sale by
or on the order of

Indicates that the product is a medical device.



]

% Indicates the entity importing the medical device into the EU.
Indicates plastic component made of low-density polyethylene
an is recyclable, Official Journal of the EC; Commission Decision
PELD (97/129/EC)
c € Indicates conformity to all applicable European Union Medical
Device Regulations or and Directives with notified body
0123 involvement.
7
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L tat MuHHecoTa - CekpeTtapuaT wirata
He ona ncnonb3oBaHWA Ha TeppuTOpUK U BO BnafeHmsax CoefMHeHHbIX LLITaToB AMepuKN.

AMNOCTWNNb
(B cooTBeTcTBUM ¢ aarckoii KoHBeHLUMel 0T 5 0kTa6psa 1961 r.)

1 CrtpaHa: CoefnHeHHble LLTaTbl AMepuKH
Hactoawunin opmumnanbHbiii JOKYMEHT: MHCTPYKLUA NO MPUMEHEHUIO
2. nognucaH PaiaHom . BapTuem
3. pelicTBytowmMM(-eil) B KayecTBe HoTapuyca wtata MuUHHecoTa
4. cCKpenseH nedatbto/wtTamnom PanaHa . BapTya, HoTapuyca wTtata MmnHHecoTa
YAOCTOBEPEHO
5 BT. CeHt-lNon, wt. MnHHecota 6. [Mata: 29 uwong 2020 r.
7. cekpetapem witata MmnHHecota 8. 3a HOomepom 1169459700111

9. Mevartb/WwWTamn: 10. Mopgnwce:

(Meuatnb) (Moanwucy)

Crtue CaiimoH
CekpeTapb LUTaTa
LLUtat MyHHecoTa

Bonbwas ne4yaTb
wTata MnHHecoTa

(Mevatb)
Odmc CekpeTaps WwTata MuHHecoTa. bonbluas nevatb WwraTa MynHHecoTa

HacTosAwwmii anocTunb yAocToBepseT TONbKO NOAAMHHOCTb MOAMMCK U NONHOMOYMSA LA, MOANMCABLLETD OMLMaNbHBIN AOKYMEHT, a Takoke, B HaZexaLLmx
cnyyasx, NOANMHHOCTL MeyaTy MK LTammna, KOTOPbIMU OH CKPerJieH.

HacTosLwmii anocTunb He YA0CTOBEPSET COAep>KaHWe AOKYMeHTa, Ha KOTOPOM OH MPOCTaB/IeH.

[ins Toro 4To6bl y[0CTOBEPUTLCS B (hakTe Bblgaun HacToswero anoctuns, cM. httDs://aDostille.sos.state.mn.us.

HacTosilee cBUAETENBCTBO He MMEET CU/Ibl anocTWs, COCTaB/IEHHOTO B COOTBETCTBUM ¢ [aarckoii KoHBeHumeld oT 05 okTs6pa 1961 roga, npu
NpeAcTaB/ieHNN B rocyfapcTBax, He ABMSAOWMXCA yqacTHUKaMu KOHBeHUMWU. B Takux cryvasix CBUETENIbCTBO Heo0X0oAWMO NpeAcTaB/ATb B
KOHCY/IbCKWiA 0TAeN MuccU, NpeAcTaBnsioLLeli Takoe rocyaapcTBo.
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«3M 3CI3 2510 KoHBeli ABeH1o,
JeHTan MNpopakTtc» CeHT-lNon, MuHHecoTa, 55144-1000

3M

[Ans npegocTaBneHns No MecTy TpeboBaHMs

A, cneymanuct no BOMpPOCaM HOPMaTUBHO-MPABOBOr0 peryinpoBaHUs KomnaHun «3M
Xenc Keap, 3M 3ClE [fAeHtan [lpogakc», r. CeHt-Mon, wratr MwuHHecoTta, CLUA,
CBUAETENbCTBYIO, 4YTO npunaraemas WVHCTPYKUMA MO NPUMEHEHUIO A1 MeLULMHCKOro
n3genus:

«MaTepuan cTOMaTONOrMYECKUn XNAKOTEKYUNIA KOMMo3nTHbIN Filtek Bulk Fill B
Habopax 1 B O0TAe/IbHbIX YNaKoBKax, C MPUHAL/IEXXHOCTAMMU»

Ha aHIIMIACKOM f13blKe, ABNSETCS BEPHbLIM N TOYHbIM.

(Moanuce) 28 mona 2020 .
PernHa ®egepmaH [Jarta
Cneynanuct  no  BOMpocamM  HOPMAaTMBHO-

NnpasoBOro perynnposaHuns (Mevatb)
«3M Xenc Keap» Odnc Cekpetapsa wrtata MuHHecoTa.
«3M 3CI3 fleHTan MNpogakTc» bonbliaa neyarts wrata MnHHecoTa

Ltat MuHHecota )
Okpyr Pamcu ) MECTO COBEPLUEHMNA HOTapuManbHOro AenCTBUS

MoanucaHo NoA NPUCArol B MOeM MPUCYTCTBUN CerogHs, 28 uons 2020 .
(Mognwucek)
PaiiaH bapTu, HOoTapuyc
CpoK MOMX NOMHOMOYNIA nctekaeT 31 aHBaps 2024 .

(WTamm)
PAVAH XK. BAPTL,
HoTapuyc wrara MuHHecoTta
Cpok Moux nonHomouunii nctekaet 31 sAHBapsa 2024 r.
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[HCTPYKUMA MO MPUMEHEHUIO

O6uwasa ndgpopmaums

MaTepuan CTOMaTONIONMUYECKN XNAKOTeKYUYnii komno3nTHbii Filtek Bulk Fill B Habopax n B
OTAe/IbHbIX YMaKoBKax, C MPUHaANEXHOCTAMN

MaTepuan CTOMATONOrMYECKNIA XUAKOTEKYyUnin kKomnosuTHbin Filtek Bulk Fill aBnseTca Tekyuum
CBETOOTBEPX/JAEMbIM PEHTreHOKOHTPACTHbIM KOMMO3UTOM HW3KOM BS3KOCTU. JTOT XKUAKOTEKYYUi
maTepuan C HU3KOM CTeneHbo NOIMMEPU3aLMOHHOI0 cTpecca noaynpo3payeH 1 obecrneymBaeT BOSMOXHOCTb
nonvMepusauumn rnybuHoi go 4 mm. Matepuan pacgacoBaH B Kancy/bl 1 fo3aTopbl. OTTEHKM, Npegnaraemble
[ANng MaTepuana CTOMaToN0rMYecKoro xuakotekyyero komnosmtHoro Filtek Bulk Fill: U (yHuBepcanbHblIiA),
Al, A2 n A3. MaTepuan CTOMaTONOrMYecKnUii XNAKoTeKyumnii komno3uTHblin Filtek Bulk Fill cogepxuT
cmonbl bisGMA, UDMA, bisEMA(6) n MNpokpunaTHble CMOMbl. B KauyecTBe HanoOMHUTENA MCMNOMNb3YeTCs
KOMOMHauma TpudgTopnaa uttepbmus ¢ yactuuamm pasmepom oT 0,1 Ao 5,0 MUKPOH M LUPKOHUEBO-
KPEMHWEBOW cMecK ¢ paamepom vacTtul, ot 0,01 o 3,5 HM. [lons HeopraHMYecKoro HanoHUTENs 0KONo 64,5
% no Becy (42,5 % no o6bvemy). Martepuan CTOMaTONOMMYECKUIA XUAKOTEKYUNIA KOMNO3UTHbIW Filtek Bulk
Fill HaHOCMTCA Ha 3y6 nocne NPUMEHEeHWs COBMECTMMOrO0 CTOMAaTO/I0MMYecKoro ajgresmBa Ha OCHOBE
MeTakpunaTta, Hanpumep u3rotosneHHoro 3M ESPE, koTopblli o6ecneynBaeT MOCTOAHHOE CLenneHune
pecTaBpaLMOHHOro Matepuana ¢ TKaHsMu 3yba.

MaTepuan cToMaTonornyeckuii XXnakotekyunin komnosntHelin Filtek Bulk Fill noctaBnsetca B Habopax 1 B
OTAe/IbHbIX YNaKoBKax, C NPUHALNEXHOCTAMU:

1 Martepuan cTOMaTtonornvyeckunii XXnakotekyumnin komnosutHoli Filtek Bulk Fill B Habopax: 1. [lo3atop c
maTepuanom, OTTEHOK YHMBepCca/bHbIi (2 WT.), HacagKM-annauKaTopsl 414 go3atopa c matepuanom (20 wr.).
2. [losaTop ¢ matepuanom, oTTeHoK Al (2 wr.), Hacagkn-annauKaTopbl 414 fo3atopa ¢ matepuanom (20 wr.).
3. lo3aTop ¢ matepuanom, oTTeHOK A2 (2 wT.), HacagKn-annauKaTopbl 414 jo3atopa c matepuanom (20 wr.).
4. lo3aTop c MaTepuanom, oTTeHoK A3 (2 WT.), HacagKu-annankaTopsl gns fosaropa ¢ matepuanom (20 wr.).
Il. MaTepuan cTOMaTONOrMYECKUIA XNAKOTeKYUMNiA Komno3nTHblil Filtek Bulk Fill B oTAenbHbIX ynakoBKax:
1. Kancynbl ¢ matepuanom (15 wT.), OTTEHOK yHMBepcasnbHbIi. 2. Kancynbl ¢ matepuanom (15 wr.), OTTEHOK
Al. 3. Kancynbl ¢ maTepuanom (15 wr.), otteHok A2. 4. Kancynbl ¢ matepuanom (15 wt.), otreHok A3. I1I.
MpuHagnexHoctn: 1. Hacagku-annavkaTopbl Ansa gosaropa ¢ Matepwanom (20 wr.). 2. AucneHcep ang
BHECEHMA maTepuana.

Knaccngpukaunsa megnumnHckoro nigenma (M)

Poccuiickaa ®epepaums: 2a

MHBa3nBHoCTL: HenHBasnBHoOe

MpoaomKUTeNnbHOCTb KOHTakTa: [psiMoii KOHTaKT - 6onee 30 AHeil. KOHTakT ¢ TKaHsMmu / KocTamu /
LEHTUHOM

Ha3HaueHune
Vcnonb3yeTtca ans pectaBpaunmn nepeaHnx n 60K0BbIX 3y060B.

MokasaHusA

* B KauecTBe OCHOBbLI Nof nNpsamMble pecTaBpaumu knaccos | u ll;

* B KayecTBe NpoOKNafKu nog matepuansl 4as NpAMbIX pectaBpaluii;

* epmeTur3aumnaKk ASMOK 1 (nccyp;

» PecTaBpauus nosiocTeit, oTNpenapmpoBaHHbIX MO MWHMMa/IbHO-UHBA3WBHOW TeXHONOrMM (B TOM 4umcre
MasiblX pecTaBpaLyMili B ydacTKax OKK/03MM, HaXOAALWMXCSA BHE HArpy3Ku);

* PectaBpauus gedektos Il n V Knaccos;

 BiokMpoBaHve NOAHYTPEHNA;

* YCTpaHeHne MefKnx AeeKToB amanu,;

* YCTpaHeHne MefiKux AeeKTOB B HEMPAMbIX 3CTETUYECKMX pecTaBpaumax;

* BoccTaHoBeHME KOMMO3UTHBLIX N aKPUIOBbIX BPEMEHHbLIX MaTepuanos;

* BoccTaHoBeHVe pa3pyLleHHOoN vyacTu 3yba 1 hopMrpoBaHue KynbTu B TeX CayyasX, Korfja coxpaHeHo He
MeHee MoJI0BMHbI KOPOHKOBOW YacTu 3y6a B Ka4yecTBe 0nopsbl.

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



MNpoTuBONOKa3aHUA
He BbraeneHbl.

Mo6oyHbIe ahheKThI
He BbISIBNEHbI.

MoTeHUManbHbIN NoTpebuTens M
TonbKo ANg NPUMEHEHUS NPoecCUOHaNbHbIMM CTOMATONOTaMMU.

MpuHUMN gencTemsa

Mpu 06/y4YeHN CBETOM MeTakKpunaTHble COCTaBNAOLLME pecTaBpalMoHHOro matepuana, T.e. Mpokpunar,
UDMA, BisGMA, BisEMA ” LWPKOHNEBO-KPEMHMNEBbLIE HaMOAHUTENN C 06paboTaHHOM MOBEPXHOCTLIO
noABeprarTcs, O4HOBPEMEHHO C CUCTEMOW (DOTOMHWULMATOPOB, CBETOMHAYLMPOBAHHOW MNOMMMeEpU3aLmm,
NMpu KOTOPOWN hopMUpyeTCcH TBEPAbIA KOMMO3UT, MPUKPenasemblii K CTPYKType 3y6a CTOMAaTo/10rnyeckum
afire3viBoM.

Mepbl NpesoCTOPOXKHOCTH

MHpopmaums no mepam npesocTOPOXKHOCTHU 418 NaLMeHTOB

[aHHbI MaTepman CofepXXuUT BellecTBa, KOTOpPble MOTYT Bbi3BaTb anfepruyeckyto peakyuio y HEKOTOPbIX
Nofen Npu CONPUKOCHOBEHWWM C KOXeW. He npumeHsaiTe AaHHbIA MaTepuan y NauMeHTOB, MMEKLNX
annepruo K akpuaoBbiM cMonam. B cnyyae NpoAoO/MIKUTENbHOrO0 KOHTaKTa C MATKMMMW TKaHSMW POTOBOW
NnonocTv 06UNbHO MPOMONTE ee BOAON. B cnyyae BOSHMKHOBEHMS anfiepruyeckoir peakumm obpatuTtecb K
Bpayy, Npyv HeOOXOAMMOCTU yaanuTe Matepuan v NpekpaTuTe ero UCNosib30BaHMe B Aa/ibHerLeMm.
MHpopmaLma no mepam npeLocTOPOXKHOCTHN A4/1A NepcoHasia CTOMaTON0rMYECKNX KITUHUK

MaTepuan CTOMaTONOrMYECKNIA XNAKOTEKYUNIt KOMNOo3nUTHbIA Filtek Bulk Fill

[aHHbI MaTepran COAepXUT BellecTBa, KOTOpPble MOTYT Bbi3BaTb aiNepruyeckyto peakumnto y HEKOTOPbIX
NoLen Npu CONPUKOCHOBEHUN C KOXEW. [19 CHUXKEHUS pUCKa pa3BuUTUA anfieprmyeckoi peakumm cokpatmTe
BPeMA KOHTaKTa C 3TuMKM Martepuanamu. B ocobeHHocTH, cnefyeT wu3beratb KOHTaKTa ¢
Heno/IMMepn30BaHHbIM MaTepranoM. Mpu nonagaHnuy Ha KOXY NpPoOMoiTe ee 06UbHBIM KONMYECTBOM BOAbI
C MblIOM. PekomeHpyeTcsa paboTaTtb B 3alWWTHbIX MepyaTkax AN MUHMMU3ALUU HENOCPeACTBEHHOrO
KOHTaKTa C MaTepuanom. AKpunatbl MOTyT NMPOHUKaTb 4vepe3 06blYHble MeAMLUHCKME nepyaTku. Ecnaum
n3genne nonano Ha nepyatky, CHUMUTE U BbIGpOCUTE ee, HEMEA/IEHHO BbIMOWTE PYKW BOAOW C MbIIOM U
HafleHbTe HOBYIO MnepyaTky. Ecnum BO3HUKNA annepruyeckas peakums, obpatutecb 3a COOTBETCTBYHOLEN
MeANLNHCKON MOMOLLbO.

[vcneHcep Ana BHeCeHUs MaTepuana

* 3aKpenuTe Kancyny B NOAOCTU LUCMeHCepa U UCNOJb3YHTe ee COAEePXXMMOE COrlacHO YKa3aHUAM.

* He npumeHsAiTe N36bITOYHYIO CUY NPU pacrnpefeneHnn COAePXXUMOro. M30bIToUHAaA Cuia MOXKET NPUBECTHU
K CMELLEHUIO Kancy/bl ¥, BO3MOXXHO, HAaHECEHMIO NOBPEXAEHNI NaLNeHTy.

* OTOT NPOAYKT PEKOMEHAYeTCA UCnonb3osaTb ¢ Kancynamn 3M ESPE.

» CnefyinTe BCEM MHCTPYKUMAM MO NPUMEHEHUI0. Kakne-nnbo OTKNOHEHUS OT UHCTPYKLMIA BO3MOXHbI Ha
YCMOTpPEeHVEe CTOMAaTOo/10ra U UCKNHOUYNTENIbHO NOJ ero 0TBETCTBEHHOCTb.

Cnocob npMeHeHNA

MoarotoBka

1. Ouucrtka.

Ons ynaneHus Haneta 3y6bl HEO6XOANMMO OYUCTUTL BOLHO-NEM30BOI CyCneH3unei.

2. Bbl6op oTTeHKa.

Mpexzae yem nsonuposaTb 3y6, noabepmnTe OTTEHOK(-KM) MaTepmana CTOMaTo/IOrMYeCcKOro XnAKoTeKy4ero
komnosuTHoro Filtek Bulk Fill, ncnonsb3ys ctaHgapTHYH WKany Knaccuyeckux otTeHKoB VITAPAN®. Mpu
NCNONb30BaHUN TepMETUKOB WAM MaTepuanoB Ans BOCCTaHOBEHUS KynbTW 3y60B MNpeanoyvTUTENbHbIM
MOXET 6bITb MCNOJIb30BAHME KOHTPACTHbLIX OTTEHKOB, NO3BO/IAIOLWMNX pa3inyaTb MaTepuanbl.
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LI vmeyaHue. MOCKONbKY MaTepuas CTOMATO/IOrMYECKUA XUAKOTEKYUMit KoMno3uTHbll Filtek Bulk Fill
'ABNSETCA NOMYNPO3PaYHbIM XUAKOTEKYUYUM MaTepuanomM, 061acTb pectaBpayun, LBeT HKenexaliero 3y6a
UM cocegHue obnactu pectaBpayum MOryT MOBAWATbL Ha OKOHYaTe/lbHbI BHELWHWI BUA OCHOBbl W
NPOKNaAKN.

3, Wsonauma. TMMpegnoytutenbHbIM  MeTOLOM u30NauMyM  Aensetca  Kohdeppama. OJHAKO MOXHO
NCNONb30BaTb U BaTHble BaJIMKN BMECTE CO C/IIOHOOTCOCOM.

YKazaHus

1. Mex3sybHas maTpuua. na obecneyeHmsa Hagaexallero npuaeraHns KOHTakKTHOM 30HbI 3y6a HE06X04MMO
npaBuIbHO UCNOMb30BaTb MeX3yOHy Matpuyy. YTo6bl [06UTLCA NAOTHONO NpuneraHns fAeceH W
YCTaHOBUTb HYXXHOe paccTosHMe Mexay 3ybamum C y4yeTOM TONWMHbI 3y6HOW MmaTpuubl, cnefyet
NCNOoNb30BaTb KAMHbLA. [peanouTUTENbHO UCMNO/b30BaTh NPeABapuTeIbHO CMOLEIMPOBAHHYIO CEKLMOHHYIO
Mex3yOHyo Matpuuy. OfHaKo npu HeobXOAMMOCTU TakXe MOXXHO NMPUMEHATb CBEPXMATKYH KOJbLEBYHO
matpuyy. [Ons  (opMMpOBaHUA  Haf/exallero MpPOKCUManbHOro KOHTypa MaTpuuy Heob6xoLumo
OTWANGOBaTb, NOCKObKY MaTepuan CTOMaTONOrMYeCKUiA XNAKOTEKYUNn Komno3nTHblin Filtek Bulk Fill He
OyfeT yaepXuBaTb ee BO BpeMS pa3MelLeHuns.

2. 3awmnTta nynbnbl. Ecin nponsowno BCKPbITWE NYNbMbl UM CUTyauus Tpebyet NpamMoro ee nokpbITUA,
HaHecuTe He6OMbLIOE KOAMYECTBO TUAPOKCUAA Ka/lbLMS HABCKPbITbIA y4acTOK, a 3aTeM BHecuTe
CBETOMO/IMMEPUIYEMbIA CTEKNOMOHOMEPHbLI MaTepuan ESPE™" Vitrebond™ wnnun Vitrebond”»* Plus.
Matepunan npoknagkum wnnm ocHosbl Vitrebond wnu Vitrebond Plus moXxeT TakxXe MCMNofib30BaTbCA A1
NOKPbLITMA 061acTeil aKCKaBaL Uy rny60KMX NonocTei.

3. AgresmBHas cuctema. [na aaresvy martepuana CTOMaTo/IONMUYeCcKOro >XMAKOTeKYYero KOMMO3UTHOro
Filtek Bulk Fill k cTpyktypam 3yb6a pekomeHAyeTCq WCNO/b30BaTb ajresvsHyw cuctemy 3M ESPE
(Hanpumep, 3M™ ESPE™ Scotchbond™ Universal). na nofyyeHns NoAHOW UHGOpMaLnn 0 NPOAYKLMN U
COOTBETCTBYHOLMNX Mepax MPefoCTOPOXKHOCTM CM. MHCTPYKLMIO MO NPUMEHEHUD afre3vBHON CUCTEMbI.
Mocne nonumepusaunn aaresnsa, NPoBeaMTe U30ALNIO OT KPOBM, CAKOHbLI U APYTW XULKOCTER 1 cpasy e
HauuHaliTe BHECEHME MaTepuana CTOMaTONOrMYECKOro Xuakotekyyero komnosutHoro Filtek Bulk Fill.
MpumeyaHne. Cnepyinite WMHCTPYKUMM MO WCMONb30BAHUIO afAre3nBHONW CUCTEMbl, 4YTOObI BbIMOAHUTb
PeKOMeH[0BaHHble MNpoueaypbl C CMNAHOM BO BpeMs BOCCTaHOB/IEHMSA KepaMW4YecKuX pectaBpaunin c
nocfefyoLWmnm NpuMeHeHemM aaresmea.

4. BHMMaHue: [osatop MOXHO Harpesatb go 70 °C B TeyeHuMe O[HOro vaca Ao 25 pas3 Cc MOMOLLbIO
MMetoLLMXCS B NPOAAXe YCTPOMCTB A/1IA KOMMNO3MLMOHHOIO NOAOrpeBa.

5. flosnpoBaHue:

5.1. BHeceHne Cc nomowbl fo3atopa. BHeceHwe maTepmana CTOMATONOrMYECKOro XUAKOTEKYYero
komno3nTtHoro Filtek Bulk Fill moxeT ocyL,ecTBNATLCA C MOMOLLbIO HacajoK-annaMKaTopos.

5.2. Tpu ncnonb3oBaHNN HacafoK NepcoHany v naumeHTaM PeKOMEeHYeTCA HafeBaTh 3aLNUTHbIE OUKMN.

5.3. MoarotoBka Hacagkn. CHUMUTE U OTNOXWUTE KOMMayok. locne ncnonb3oBaHUA HacagKy-annamkatop
Heo6X04MMO BbIGPOCUTL M 3aMEeHUTb KPbILKOW 415 XpaHeHUs go3atopa.

5.4. HagexHo 3akpyTuTe OLHOPA30BYH HacajKy-anmnamkaTop Ha gosaTtop. [pu Heo6XOAMMOCTU COrHUTE
MeTa//IMYeCKy0 KaHiI B 060M HanpaeneHuu nog yrnom o 90 °, yuTob6bl 06/1€r4nMThH A0CTYN K
NoAroTOBKe.

5.5. He HanpaBnas f03aToOp B CTOPOHY NMepcoHana v nauueHTa, BolaBuTe HeboNbLIOe KOIMYEeCTBO MaTepuana
CTOMATO/IOrMYECKOro Xuakotekyyero komnosutHoro Filtek Bulk Fill, uTo6bl y6eamMTecs B MPOXOAMMOCTH
CUCTEMBI.

5.6. Ecnn uMeeTcA 3aKynopka, CHUMUTe HacagKy W BblgaBuTe HebONbWIOe KOMM4YeCTBO MaTepuana
CTOMATO/I0rM4YecKoro Xxunakotekyyero komnosmtHoro Filtek Bulk Fill HenocpeacTBeHHO M3 go3artopa. Mpwu
HaM4yMM BULMMOTO 3aCOpPeHMs B OTBEPCTUWM fAo3atopa Heo6Xo4MMO ero yfganuTb. 3aHOBO YCTaHOBMUTE
HacagKy-annjankatop W CcHoBa MnonpobyiTe BbIAaBUTbL MaTepuan. MaTepuan CTOMaTONOMNYECKMNIA
XUNAKOTEKYyUMiA Komno3nuTHbIl Filtek Bulk Fill MOXXHO BbifaBUTb Ha NAACTUHY AN CMELUMBAHWUA N HAHECTU C
NMOMOLLbI MOAXOAALLEro UHCTPYMEHTA.

5.7. UTo6bl n36exaTb 3arpA3HeHUs [o3aTopa BO BpPEMA /Ne4vyeHus, crefyeT WCMNOoNb30BaTb CTaHAAPTHbIN
3y6HY0 3aWuTHY0 0060104Ky. [loMecTUTe MOArOTOBMAEHHbIVM [03aTOp C HacagKon-annaMkaTopoMm B
3aWMTHY0 060/104KYy COOTBETCTBYHOLWLEN (OpMbl. [pOKOAUTE KOHeL 060/104KM C MOMOLbI0 KaHKAN U
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| 'TABbTE KAHIOMO HA NMOBEPXHOCTH A HCNONb30BaHHsA. [lpuMenenuwe zammTHONH obonouxm obneruaet
,'6tiucmy H JAe3HH(EKIUIO 103aTOpa, KOTOPLIi HCIONbL3YETCA MHOTOKPATHO,
5.8. OanopaszoBas kancyna. BeraBbTe Kancyny B AHCeHcep [ BHeceHMA Marephana 3M™ ESPE™,
Crnenyiite otaenbHOH HHCTPYKIUN K IHCIICHCEPY H COOTBETCTBYIOILIMM MEpaM NMPeAOCTOPOKHOCTH.
6. Buecenue,
6.1. U36erafite nonagaHus WHTEHCHBHOTO CBeTa Ha pabouee mone. [lonagaHHe MHTEHCHBHBIX COJMHEMHBIX
Jyveli Ha NacTy MOXET NPHBECTH K NPEXACBPEMEHHON NONHMEPHIAMNH.
6.2. [Tucnencep [ia BHECEHUA MaTepHaa CTOMATOJNIOTHYECKOTO XHAKOTeKyqero koMnosurHoro Filtek Bulk
Fill. Haunure pacnpejencHne B CaMOM TJIyOOKOM Y4YacTKe MNpenapHpOBaHMA, yJAepXHBas HacaiKy-
annaHKaTop ONM3KO K NOBEPXHOCTH npenapupoBaHus. Ilocne BLIIABNIHBAHHA MAaTepHANA MENICHHO
MPHIOAHAMHATE HACAAKY HaJl pacnpeaenscMbIM MATEPHATIOM, 9T00H MHHHMH3HPOBATH NONAJaHUEe BO3AYXA.
He nonyckaiire norpyxeHHs HacakH B MaTepHai,
Jna o6paboTkn NpoKCUMATbHBIX YYAaCTKOB MPHKMUTE HAcalKy K MATPHLE Wi NONAJAHHA MaTepraa B
NMPOKCHMAILHBIH KOHTYP.
6.2.1. Hcnonb3oBaHye B KauecTBe MPOKIANKH WIH OCHOBH. OcTaBbre crofi He MeHee 2 MM Ha MOJIOCTHO-
NPUKYCHOH rpaHHLe /Ul YHHBEPCATBHOTO MM KOMIO3HTHOTO MarepHana ana GokoBbix 3y6os. Brnaroaaps
NPHKYCHOMY CJIOI0 [OCTHraeTc MNpPOYHOCTb, W3HOCOCTOMKOCTb, @& TaKKE€ OICTETHUSCKHE KadecTBa,
HeOOXOMMMBIC 1A pecTaBpaluy GOKOBBIX 3Y0O0B.
6.2.2. BoccraHoBnenne KynbTH 3y6a. OcCyllecTBHTE BNpPLICK MarepHana B o0NacTH MOAHYTPESHHA, BOKPYT
WTHTOB, KOPOHOK, & 3aTEM BBEAUTE H3JCIHE.
6.2.3. Hanecenre cunanta. HaHecure Marepuan Ha npenapupyeMyio NOBEPXHOCTb.
6.3. TlpoBeayTe CBETOOTBEPXKICHHE MaTepHaJIa, KaK YKa3aHo B pasaene 7.
7. llonnmepnsauns. [NonuMepusanua NaHHOrO H3ACANA NpeAyCMOTpeHa NojA Bo3deHcTBHEM cBera OT
TaNOreHOBON HIIH CBETOAMOAMON NAaMNBl ¢ MHHUMANLHON MHTEHCUBHOCTBIO 550 MBT/cM? B inanasone 400
500 um. Homumepmsyiite KaXabIA Cnoli MaTepHana, 3aCBeuHBas BCK) €ro MOBEPXHOCTh CBETOM BHICOKOM
HHTCHCHBHOCTH OT HCTOYHHKA, HanpuMep ceeToBoro nonuMepnsaropa 3M ESPE. Bo spems nonumMepusanuu
JISPIKHTE CBETOBOJ, KAK MOXKHO 6JIHXKe K peCTaBpallHOHHOMY MATEpHAITY.

Bpema nonnMepH3anun
Elipar S 10 n Elipar Freelight 2 3M
I'ny6una Bce raxerenonste xart ESPE cBeroanoaubie AaMabi ¢
Orrenxn € MOIMHOCTHIO CBETOBOIO _
chos noToka 500-1000 mMBr/ca? | MOIHOCTBIO CBETOBOTO NOTOKA 1000-
2000 mB1/cM?)
U 4 mm 20c. 10c.
Al, A2, A3 4 MM 40¢c. 10¢.

8. 3aBepmenne pecTaBpALKH,

8.1. Hcnonp3oBaHKHe B KadecTBe MPOKNAAKW HAM OCHOBbl. HaHecHTe KOMIIOZMTHBLI pecTaBpalMOHHbIH
MaTepHal, HallpHMep YHHBepcalbHBIl MaTepnan 3M™ Filtek™ Ultimate, HenocpeACTBEHHO Ha MaTepHal
cToMaToNorHyeckuit xnakorexyqui komnosntaei Filtek Bulk Fill. Cneayiite uucTpykuun nponspoanTens
OTHOCHTENIbHO BHECCHHUA, NOMTHMEPH3aLMA, NUTH(HOBKH, OKKIIO3HOHHOR IPOBEPKH H MOJHPOBKH.

8.2. 3anevatniBaHue AMOK M (uccyp. AKKypaTHO yOepATe HHrHOMpOBaHHBIE CNOH, ocTalommiics nocne
MIONTHMEPA3ALHH, € MOMOIILIO NMEM3B! RIH NOJNPOBOYHON NACTHI

8.3. Hapammeanue KynsTH.

8.3.1. Marepnan cromaronornueckuif sxuaxorekyumii komnosutHoii Filtek Bulk Fill coBmectnm ¢
TPANHMIHOHHLIMH OTTHCKHBIMH MaTepuanaMH NpH YAANCHHH NOBEPXHOCTHOTO HHrHOUTOPHOTO CI03.

8.3.2. Marepuan cromMaronorn4ecknii xuakorekyunit komnosurseit Filtek Bulk Fill cneayer cmMaumnsats
CMOHOM MM cMa3koH 1A NPEAOTBPAIMEHUA XHMHYECKOIO OTBEPKACHHUA.

8.3.3. TpanuuuonHo HCTONb3yeMblll BpeMEHHBIH UEMEHT He NIPHIIHNAET K MaTEPHAY CTOMATOJIOTHIECKOMY
*uaKoTekyueMy komnosutHoMmy Filtek Bulk Fill.

8.4. Oxonvarenbras oOpaGoTka npu npsaMoit pectaBpaluy.
8.4.1. Orumdyiite noBepxHOCTH MIOMOBI ANTMa3HBIMH HHIUpaMK, GOpaMH HIH KAMHSMH.

6
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/KOHTaKTbl NpU ABWKEHUU. AKKYpPaTHO BbIPOBHAWTE OKKIKO3UIO, YAanas U3NULWKWA MaTepuana aamasHbiM
60pOM 415 MOAMPOBKU NI KAMHEM.
8.4.3. EC/M HEBO3MOXHO NMPUMEHUTb UCKWU, OTMONUPYIATE, UCMONb3YS CUCTEMY (DUHUPOBAHMUSA U NONUPOBKM
3MTM e sPE"™ Sof-Lex™ unu 6enble WwWnngoBanbHble KAMHWU, PE3MHOBLIE HAKOHEYHUKN UAN NOMIMPOBOYHY IO
nacry.

TexHnyeckue xapakrtepnctnkn MW

JosaTop ¢ maTepuanom: Macca (¢ 2 r nactol), . 5,7 + 0,3. Kopnyc pgosaropa; OnuHa, MMm: 64,4+0,3;
WwnpnHa, mm: 24,6+1%. MepefHuii WTOK fo3atopa: AauHa, mm: 65,56+0,25 mm; WupuHa, mm: 6,1+0,05.
3agHuiA WTOK pgo3aTopa: Bbicota, mm: 34,4+0,25. Konnayok: OnwuHa, mm: 20,9+0,13; LupuHa, mwm;
7,62+0,08. Hacagka-annnukaTop ana gosaTopa: AnanHa, mm: 29,5 = 2,5; Macca, r: 0,23 £ 0,05. jucneHcep
Ons BHeceHnsa maTepunana: Macca, r: 59 + 3,0; O6uias BbicoTa, MM: 91,4+2,5; O6wwasn gnvHa, Mvm: 148,616,4.

CpOK rofHOCTU U CPOK CAYX6bl

Cpok rogHocTM

Cpok rogHocTu: 36 MecAaLeB C AaTbl U3rOTOB/EHNUS.

CpoK cny>Ko6bl

He npumeHnmo. MeguumHCKoe nsgenve SBnseTcs 04HOPa30BbIM.

Ycnosua akcnayataumm, XpaHeHUs U TPAHCNOPTUPOBKN

JKcnnyaTaunsa n XpaHeHue:

HacTtoswee wu3genve npegHasHayeHo A1 WCMOMb30BAHUA MNPU KOMHATHOW Temnepatype. Ecnu oHO
XpaHunocb B 60siee X0N04HOM MeCTe, nepes UCNosb30BaHMEM HEOOXOAMMO A0BECTU U3LeNne A0 KOMHATHOWA
TemnepaTypbl. CpOK XpaHeHMs Npu KOMHATHOW TemnepaTtype cocTaBnseT 36 MecsaueB. TemnepaTypa
OKpY>XXaloLled cpefbl, PerynspHo npesbiwarowas 27°C/80°E, MOXeT MNPUBECTM K COKpaLLEHWIO CpOKa
rogHoctun. [lata uctedyeHuns cpoka rofHOCTM yKa3aHa Ha BHeLLHel ynakoBKe.

1. He nopggepraiite pecTaBpaLuOHHble MaTepuanbl BO3JENCTBMIO MOBbILIEHHON TemnepaTypbl WK
WHTEHCUBHOIO OCBELLeHNS.

2. He xpaHuTe martepuasbl pagom C Matepmanamu, cofepXalimuMm 3BreHon.

3. 3aMeHUTE MCMO/Mb30BaHHYIO HacajKy f03atopa Ko/naykoM ANd XpaHeHWs [o3aTtopa, MCMOAb30BaHHYIO
HacajKy BblopocuTe.

TpaHcnopTUpoBKa:
Ycnosus
YcnoBuga akcnayartaumu YcnoBua xpaHeHus
TPaHCNOPTUPOBKM
Temnepatypa Ot +2°C po +27°C Ot +2°C po +27°C Ot +2°C po +27°C
BnaxkHocTb Jo 85% Jo 85% Jo 85%
JasneHune Ot 700 rMapo 1060 rMa Ot 700 rlMa go 1060 rlMa Ot 700 rfMa go 1060 rMa

CooTBeTCTBME CTAHAApPTaM NMPUMEHNMbIX K gaHHOMY MW

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

MHmopmauma 0 nekapCTBeHHbIX npenapartax u (unmn) hapMaueBTUYECKUX Cyb6CcTaHLMAX B cocTaBe MU
MeaunumnHCKoe n3fenne He COLEPXUT U He J0CTaBNAeT NEeKapCTBEHHbIE BELLECTBa.
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~npounssoauTtend B Poccuu

P a3pa O |
«3M 3CIM3 fAeHtan Mpogaktc» (3M ESPE Dental Products)

Agpec: 2510 KoHBaii MpocnekT C.. Maena, MN 55144-1000 USA.

YNONHOMOYEHHbIN NpeAcTaBUTe b NPOM3BOANTENS B Poccuiickoli deaepaLimi:

AO «3M Poccus»

Agpec: 108811, MockBsa, MoceneHne MockoBckuii, Knesckoe wwocce, 22 KM, JOMOBA. 6, cTp. 1

Cnyxba paboTbl C KIMEHTaMMU
AO «3M Poccua»

Appec: 108811, Mocksa, NMoceneHne MockoBcKuin, Knesckoe wocce, 22 KM, 4oMoB/. 6, cTp. 1

Ten.:+7 (495) 784 7474;
dakc: +7 (495) 784 7475,

Fnoccapuin K cumBosiaM

Homep ccbliku n cumson /

CumBon
Has3BaHue
MN3roTtoBuTtenb y
YNONHOMOUYEHHbI
npeacTaBuTeNb B EBponeinckom EC REP

coobulecTse

Jlata n3rotoeneHuns

Mcnonb3osatb 40 ...

Kog naptum

Homep no katanory

TemnepaTypHbIA AnanasoH

3anpeTt Ha NOBTOpHOE
npYMeHeHne

OcTopoXHo! ObpaTuTech K
WHCTPYKLMM NO NPUMEHEHWUIO
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LOT

2

OnwucaHne cumBona

YKa3blBaet N3roToBUTENSA MeAMLNHCKOTO
n3genusa, Kak onpegeneHo B [AupektuBax EC
90/385/EEC, 93/42/EEC un 98/79/EC

YKa3blBaeT Y NO/HOMOYEHHOro NpeacTaBuTeNa B
EBponeiickom coobLyecTse.

YKasblBaeT faTy, Korga O6bi0 WU3rOTOBMEHO
MeAULMHCKOE 13fenme

YKasblBaeT faTy, Nnocne KOTOPOi MeauLMHCKOoe
n3genme He A0/HKHO NCMNONb30BATHLCS

YKasblBaeT Kof MapTuu Npou3BOAUTENS, YTOGLI
MOXHO O6bI10 MAEHTU(ULUPOBATL MapTUIO WK
cepuio

YKa3blBaeT HOMep Mo Katanory rnpou3BoOANTeNS,
4yToObl  MOXHO  6bII0  MAEHTU(ULMPOBATL
MeAULUHCKOe n3genue

YKa3sblBaeT TemMnepaTypHble AmanasoHsl,
KOTOpbIM ~ MOXHO  6e30nacHO  MojaBepratb
MeAULUHCKOe usgenve

YKa3blBaeT Ha MeAMLMWHCKOe W3fenue, KOTOpoe
npegHasHavyeHo A8 OfHOr0 WCMo/b30BaHNA UMK
ANS NCNONb30BaHMA Ha OLHOM MaLMeHTe BO BPeMs
O4HOW npoueaypbl

YKa3blBaeT Ha HE06X04MMOCTb ANIf NONb30BaTENA
03HAKOMUTbLCA C UHCTPYKLMAMU MO NPUMEHEHUIO
ONA MONYYeHUs BaXHOW npegocTeperaroLLein
MH(OpMaLMK, Takoh Kak npeaynpexneHus u
Mepbl NPefoCTOPOXHOCTW, KOTOPbIE MO PasHbIM
npuyYnHam He MOryT ObITb MpeAcTaBfieHbl Ha
CaMOM MeLVLUNHCKOM U3Lenuun



Homep ccbinkn n cumson /
Ha3saHune

3eneHas Toyka

TonbKO Mo npegnucaHunio
MeanunHckoe nsgenve

VmnopTep

lMoTeHUMaNbHO
nepepabaTbiBaeMblil NNaCTUK

3Hak EBponeiickoro Coto3a
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Fnoccapuin K cumBonam

CumBon

Rx Only

MD

®

J1

PE-LD

CE

0123

OnwucaHne cmmBona

3HaK «3eneHas ToUYkKa»

YkKasblBaeT, 4T0 ®PefepanbHblii 3akoH CLUA
OrpaHMYNBAET NPOLAXY 3TOr0 M3AEeNnA Mo 3aKasy

YKa3sblBaeT, UTO n3genune ABASETCA MeLULUHCKUM

YKa3blBaet nuo, nMnopTupytoLLee
MeaunumnHcKoe nsgenve B EC

MoTeHUNaNbHO MPUTOAHbLIA Ans nepepaboTKm
nnactuk  (NOAMATUNEH  HU3KOW  MIOTHOCTH,
MOMNITUNEH BbICOKOW NIIOTHOCTH)

N3penve COOTBETCTBYET TpeboBaHMAM
6e30MacHOCTU U 3 PEKTUBHOCTU, U3NOXKEHHBIM B
MDD 93/42 | EEC



MepeBod AAaHHOTO TEeKCTa BbiNONHEH MepeBOAYMKOM BecenoBbiM MaBnoM AMUT puesnyei

MOAMNCh

Poccuiickas ®egepaums

Mopos MockBa

[BajLuaTtb 4eTBEPTOro aBrycra ABe ThiCAYM ABAALATOrO roja.

A, [enHeko Sliogmnna BanepueBHa, BpEMEHHO MCNOMHAKOW AR 0643aHHOCTM HOTapuyca

ropoga MockBbl [1poKOWeEHKOBOW EneHbl EBreHbeBHbl, CBUAETENLCTBYK MOL/MHHOE
nognnucu nepesogvynKa Becenosa lMasna AMUTpuesmnya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL NOANMCABLUEro 4OKYMEHT YCTAHOB/IEHaA.

3apeructpupoBaHo B peectpe: No 21/86-H/77-2020- ~

B3bICKaHO rocyfapCTBeHHOM NowAnHbl (no Tapudy): 100
YnnayeHo 3a OKazaHve yCnyr npaBoBOro M TEXHUYECKOro Xapai

FEPEOBAA
MpowHypoBaHo, NpoH"”*MerLUM1cHE(0"penneHo nevyatbio nuct
nofnmch HeKo
Bcero npoLLHypoBaHo,
MPOHYMEPOBAHO U CKPETVIEHO
MneYarbto otiiiba™oB)
Poccuiickas degepauys
["opon, Mocksa

ANBAAWTH YeTBEPTOro aBrycTa fBe Thicsua ABaALATOro roga

SjeKO Niogmuna BanepuesBHa, BPeMEHHO WCMOMHIIIOH'as
HoTapuyca ropoga MockBbl MpOKOLWEHKOBOW EneHbl
1AeTeNbCTBYI0 BEPHOCTb KOMUN CNpefCcTaBNeHHOro

ler"T-pvinaiio 21/86-H/77- 2020-
HH/ oW | (1o Tapudhy): .
TexHuyeckoro xapar(repa: 1 00 w
J1.B. feiiHako
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