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This Certificate is not valid for use anywhere within the United States of America, its territories or possessions:

Apostille

(Convention de La Haye du 5 Octobre 1961)
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1. Country (Pays): United States of America

This public document (Le present acte public) Instructions for Use

2. has been signed by (a ete signe par) Ryan J Bartz

3. acting in the capacity of (agissant en qualite de) Natary Public, State of Minnesota

4. bears the seal / stamp of (est revetu du sceau / timbre de)
Ryan J Bartz, Notary Public, State of Minnesota

Certified
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5. at (a) St. Paul, Minnesota 6. Date (Date) 07/29/2020
7. by (par) Secretary of State, State of Minnesota 8. File No (Sous n®)) 1169459700111

9. Seal / Stamp (Sceau / Timbre): 10. Signature (Signature):

Steve-Simon

Secretary of State
State of Minnesota

This Apostille only certifies the authenticity of the signature and the capacity.of the person who has signed the public document, and, where

appropriate, the identity of the.seal or stamp which the public document bears.

This Apostille does not certify.the content of the document for which itwas issued.

To verify the issuance of thisfApostiiie, see httDs://apostille.sos.state:mn.us.

This certificate does not constitute an Apostille under the Hague/Convention of 5 October 1961, when it is’presented in a country which

{?1 r][ot a p?rtyto the convention. In such cases, the certificate should be presented to the consular section of the mission representing
at country.

Cette Apostille atteste_uniquement la veracite de la signature, ia qualite en laquelle le signataire del'acte a agi‘et, le cas echeant, I'identite du
sceau ou timbre don'ticet acte pubiic est revetu,

Cette Apostiiie ne certifie pas le contenu de l'acte pour lequel elle aete emise.

Cette Apostille peut etrewverifiee a radresse SUivante:https://apostille.sos.state.mn.us. Ce certificat ne constitue pas une Apostille en vertu
de la Convention-de"La Haye du 5 Octobre 1961, lorsque presents dans un pays qui n’est pas partie-a.cette Convention. Dans ce cas, le
certificat doit etre‘presente a la section consulaire de lamission qui represente ce pays.
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actions for Use

leneral information

Filtek Bulk Fill Flowable Restorative material in kits and refills, 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. Hltek Bulk Fill flowable contains BisGMA, UDMA, BisEMA(6) and Procrylat resins. The/fillers are a
combination of ytterbium trifluoride filler 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 pm. The inorganic filler loading is approximately 64.5%
by weight (42.5% by volume). Filtek Bulk Fill flowable is applied to the tooth following useofa 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:

I. Syringe Refills: 1 Filtek Bulk Fill Flowable Restorative, 2 Universal Shade Syringe, 20‘dispensing tips; 2.
Filtek Bulk Fill Flowable Restorative, 2 Al Shade Syringe, 20 dispensing tips; 3. FilteK Bulk Fill Flowable
Restorative, 2 A2 Shade Syringe, 20 dispensing tips; 4. Filtek Bulk Fill Flowable Restorative, 2 A3 Shade
Syringe, 20 dispensing tips.

Il. Capsule Refills: 1. Filtek Bulk Fill Flowable Restorative 15 Universal Shade Capsules; 2. Filtek Bulk Fill
Flowable Restorative 15 Al Shade Capsules; 3. Filtek Bulk Fill Flowable Restorative 15 A2 Shade Capsules;
4. Filtek Bulk Fill Flowable Restorative 15 A3 Shade Capsules. 111. Accessories;~L 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 | and Il direct/restorations;

« Liner under direct restorative materials;

« Pit and fissure sealant;

* Restoration of minimally “invasive cavity preparations (including small, nonstress-bearing occlusal
restorations);

* Class Ill 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. Ifproduct 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, seleet.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,(athin 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. I a 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 3SM™ 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 ofa 3M ESPE dental adhesive
£m (for example 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 Fill 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-Kill 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 ofthe 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 Filtek Bulk Fill flowable: Start dispensing in the deepest.portion of the preparation, holding the
tip close to the preparation surface.jAs material is extruded, slowlysraise 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

Cure Time
Increment All halegen lights LED lights Elipgrtt SIO (SMIMESPE ™
Shades . ~ LEDtlights with output 1000-
depth (with output 550-1000 mW/cm~”) 2000 mW/em?)
U 4 mm 20 sec. 10 sec.
Al, A2;-A3 4 mm 40 sec. 20 sec.
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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 a thin articulating paper. Examine centric and lateral excursion contacts. Carefully
adjust occlusion by removing material with a fine pelishing 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: Lengthymm: 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 Dispensér: Weight, g: 59 £ 3,0; Overall)height, mm: 91,442 5; Overall
length, mm: 148,6+6,4.

Shelf life and service life

Shelflife

Shelf life: 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. Shelflife 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 Transpartation 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;.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; 1SO 6874; 1SO 7405!
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rmation 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-0f 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 na: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: Ifthe 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 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 are intentionally-being added to the products.

MD disposal rules and conditions

Disposal methods: Dispose of “content/container in accordange. ~with the local/regional/national/
intemational/regulatlons.

Medical devices in Russian Federation must be disposed of in the loeal publie 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 PARTIEULAR PURPOSE. User is respansible for determining the suitability ofthe product
for user's application. Ifithis product is defective within the warranty period, your exclusive-remedy and 3M
ESPE's sole obligation shall be repair or replacement ©f the 3M ESPE product. This medical device isn't
subject to maintenance and repair.

Limitation ofLiability

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 intrussian 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 / Title
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Manufacturer | | J

Authorized
Representative
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Community
Date of
Manufacture

EC REP

Use-by date

Batch codeUse-
by date W 1

Catalogue REF

number
Temperature
limit

Do not re-use

Caution

Green Dot

Rx Only Rx Only

MD

Medical.Device
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Symbol Glossary
Description of symboal

Indicates the medical device manufacturer as defined in EU
Directives 90/385/EEC, 93/42/EEC and 98/79/EC. Source:
1ISO 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 ane“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-wa financial contribution to - national packaging
recovery-’company per European Directive No. 94/62 and
corresponding national law. PackagingRecovery Organization
Europe!

Indicates that U.S. Federal Law restriets this device to sale by
or'an the order of

Indicates that the product is a medical device.



Indicates the entity importing the medical device into the EU.

n ]‘I Indicates plastic component made of low-density poly
I'I' Esg;(;?zlgl/aEbcI:(; Official Journal ofthe EC; Commission ision
PE-LD _ _ _ _ @ _
C€ Device Regulations or and Directives wih %@eﬁ”eﬁﬁ"y‘
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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
HacToAwmnin opnymnanbHblii LJOKYMeHT: VIHCTPYKLUMA NO NPUMEHEHUO
2. nognucaH PaiaHom . BapTuem
3. peiicTByrowmm(-ein) B KavyecTBe HOoTapuyca wrtata MmnHHecoTta
4. CKpenseH nedatbto/wtTamnom PanaHa AXx. BapTya, HoTapuyca wrata MunHHecoTa
YAOCTOBEPEHO
5 BT. CeHt-lNon, wt. MnHHecoTa 6. [Mata: 29 utong 2020 r.
7. cekpetapem witata MmnHHecora~ 8. 3a Homepom 1169459700111
9. lMevatb/WwWTamn: 10. Mopgnwce:
(Meuatnb) (Moanwucy)

Bonbwas ne4yaTb
wTata MnHHecoTa

CtumB CaimoH
CekpeTapb LUTaTa
LLITaT MuHHecoTa

(Mevatb)
Oduc CekpeTaps wrata MuHHecoTa. bonblias neyvatb wWrata MuHHecoTa

HacTosAwwmii anocTunb yAocToBepseT TONbKO NOAAMHHOCTb MOAMMCK U NONHOMOYNSA IULA, MOANMCABLLETO OMLMaNbHbIN AOKYMEHT, a TaiOKe, B HaAexXaLLmx
cnyyasx, NOANMHHOCTL NeYyaT, MK LTamna, KOTOPbIMU OH CKPerJieH.

HacToswwmii anocTunb He.y[0CTOBePSEeT CoAep>KaHne AOKyMeHTa, Ha KOTOPOM OH ApOCTaB/IeH.

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

HacTosllee cBUAETENIECTBO He MMEET CWMbl anocTWAs, COCTaB/IEHHOM0/B-COOTBETCTBUM ¢ aarckoli KoHBeHUwelt oT 05/0KT5i6ps 1961 roga, npu
NpeAcTaB/ieHNN B rOCYAapCTBax, He ABMSAOWMXCA yqacTHUKaMu KOHBeHUMWU. B Takux cryvasix CBUETENIbCTBO HEeOoBXoAVMO NpeAcTaBNATb B
KOHCY/IbCKWiA OTAeA MV ECU, NpeAcTaBsIoLLeli Takoe rocyaapcTBo.




«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 KomnaHuu) «3M
Xenc Keap, 3M 3ClE [fAeHtan [lpogakc», r. CeHt-Mon, wratr MwuHHecoTa, CLUA,
CBUAETENbCTBYIO, 4YTO npunaraemas WVHCTPYKUMA MO NPUMEHEHUIO A1 MeLUUWHCKOro
n3genus:

«MaTtepuan cTOMaTONOrMYeCKUn XULKOTeKyunin kKomnosnTHbl Filtek“Bulk Fill B
Habopax 1 B O0TAe/IbHbIX YNaKoBKax, C MPUHaL/IeXXHOCTAMMU»

Ha aHIIMIACKOM f13blKe, ABNSETCS BEPHbIM N TOYHbIM.

(Moanuce) 28 nona 2020.
PernHa ®egepmaH [Jarta
Cneynanuct  no  BOMpocaM  HOPMaTMBHO-

NnpasoBOro perynnposaHuns (Mevatb)
«3M Xenc Keap» Odnc Cekperapsa wtata MuHHecoTa.
«3M 3CI3 fleHTan MNpogakTc» bonbliaa nevyats wrarta MnuHHecoTa

Ltat MuHHecota )
Okpyr Pamcu ) MECTO COBEPLUEHNA HOTapuManbHOro AeNeTBUS

MoanucaHo NoA NPUCArol B MOEM MPUCYTCTBUN CerogHs, 28<utons 2020 .
(Mognwucek)
PaiiaH bapTu, HOoTapuyc
CpokK MOMX nonHoMounin uctekaet 3l.guBaps 2024 .

(WTamm)
PAVAH XK. BAPTL,
HoTapuyc wrara MuHHecoTta
CpoK MOMX NOTHOMOYNIA ncTekaeT 31 aHBaps 2024 .
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[HCTPYKUMA MO MPUMEHEHUIO

O6uwasa ndgpopmaums

MaTepuan CTOMaTONIONMUYECKN XUAKOTeKYUYnii komno3nTHbi Filtek Bulk Fill B HabopaX n B
OTAe/IbHbIX YMaKoBKax, C MPUHaANEXHOCTAMN

MaTepuan CTOMATONOrMYECKNIA XUAKOTEKYyUnin kKomnosuTHbin  Filtek Bulk Fill aBnseTcaj-Tekyuynm
CBETOOTBEPX/JAEMbIM PEHTFEHOKOHTPACTHbIM KOMMO3UTOM HW3KOM BS3KOCTU. JTOT XKUAKOTEKYYWUi
maTepuan C HU3KOM CTeneHbo NOIMMEPU3aLnOHHOI0 cTpecca noaynpo3payeH 1 obecrneymBaeT BOSMOXHOCTb
nonvMepusauumn rnybuHoi go 4 mm. Matepuan pacgacoBaH B Kancysbl 1 fo3aTopbl. OTTEHKMW, Mpegnaraemble
N8 MaTepuana CTOMaToN0rMYecKoro xuakotekyyero komnosmtHoro Filtek Bulk Fill: U (yAnBepcanbHbIif),
Al, A2 n A3. MaTepuan CTOMaTONOrMYecKnUii XNAKoTekyumnii komno3utHblin Filtek Bulk Fill cogepxuT
cmonbl bisGMA, UDMA, bisEMA(6) n MNpokpunaTHble cMO/bl. B KauecTBe HamoSIHUTENIA UCMONb3YeTcA
KOMOMHauma TpudgTopnaa uttepbus ¢ yactuuamm pasmepom ot 0,1 Ao 5,0 MUKPOH) M LUPKOHUEBO-
KPEMHWEBOW cMecK ¢ paamepom vacTtul, ot 0,01 o 3,5 HM:=[ons HeopraHMYecKoro HanoAHNTENs 0Kono 64,5
% no Becy (42,5 % no o6vemy). Martepuan CTOMATONOFAYECKUI XUAKOTEKYUYNIA KOMMO3UTHbIW Filtek Bulk
Fill HaHOCMTCA Ha 3y6 nocne NpPUMEHEeHWs COBMECTUMOro CTOMAaTO/I0MMYecKoro/ aaresmea Ha OCHOBE
MeTakpunaTa, Hanpumep wu3rotosneHHoro 3M ESPE; koTopblii o6ecneymBaeT MOCTOSHHOE CLenfieHne
pecTaBpaLMOHHOro Matepuana ¢ TKaHsMu 3yba.

Matepran cToMaToNoOrnMYecKnii XXnaKotTekyunin KomnosntHelli Filtek Bulk Fill noetaBnsertcsa B Habopax v B
OTAe/IbHbIX YNaKoBKax, C NPUHALNEXHOCTAMU:

1 Martepuan cTOMaTtonornvyeckunii XXnakotekyyuin' komnosutHolii Filtek Bulk Fill B Habopax: 1. [lo3atop c
maTepuanom, OTTEHOK YHMBepCcabHbIi (2 WT.), HacagKn-annanKaTopsl 414 gosaropa c matepuanom (20 wr.).
2. [lozatop ¢ maTepmnanom, oTTeHoK Al (2 wT.), HacagKu-annankKaTopbl 4na gosaropa ¢ matepunanom (20 wr.).
3. [o3atop ¢ maTepmnanomM, OTTEHOK A2 (2 WT.), HacagKu-annankKaTopbl 41a gosaropa c matepmnanom (20 wr.).
4. lo3aTop c MaTepuanom, oTTeHOK A3 (2 WT.), HacagKu-annankaTopsl gns fosartopa ¢ matepunanom (20 wr.).
Il. MaTepuan cTOMaTONOrMYECKUIA XNAKOTEKYUNiA KoMNo3nTHbI Filtek Bulk Fill B oTAenbHbIX ynakoBKax:
1. Kancynbl ¢ maTepuanom (15 wT.), OTTEHOK yHMBeEpPCaNbHbIiA. 2. Kancybl ¢ matepuanom (15 wr.), OTTEHOK
Al. 3. Kancynbl ¢ maTepuanom (15 wr.), 0TTeHok A2. 4. Kancynbl ¢ matepuanom (15 wt.), otreHok A3. IlI.
MpuHagnexHoctn: 1. Hacagku-annauwkatopbl Ans gosaropa ¢ Marepuanom (20 wr.). 2. AucneHcep ang
BHECEHMA maTepuana.

Knaccngpukaunsa megnumnHckoro usgenua (M)

Poccuiickaa ®epepaums: 2a

MHBa3nBHoCTL: HenHBasnBHoOe

MpOAO XKUTENbHOCTL KOHTaKTa: T1psAMO/ KOHTakT - 6onee 30-aHel. KOHTAKT C TKaHAMWU L KocTamu /
LEHTUHOM

Ha3HaueHune
Vcnonb3yeTtca ans pectaBpauiin nepeaHnx n 60K0BbIX 3yH0B.

MokasaHusA

* B KauecTBe OCHOBbI NOA=MpAMble pecTaBpaumnu Knaccos-I'un Il;

* B KayecTBe NpoKnafKN Ao matepuansl 4na Npsamblx/pectaBpaluii;

* epmeTr3aumnaK AMOKN (hmccyp;

* PecTaBpauus nosiocTein, oTnpenapupoBaHHbIX M@ MWHMMa/bHO-UHBA3WBHOW TeXHONOrMM (B TOM 4umcre
MasiblX pecTaBpaLyMil.B'yyacTKax OKK/I03MM, HaXOAALMXCSA BHE HArpy3Ku);

* PectaBpauus gedextos Il n V knaccos;

* BriokMpoBaHve MOAHYTPEHWA;

* YCTpaHeHne MeAKNX Ae(eKToB amanu,;

* YCTpaHeHne MeNKNX Ae(heKTOB B HEMPAMbIX 3CTETUYECKMX pecTaBpaLlmax;

* 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.
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MNpoTuBONOKa3aHUA
He BbraeneHbl.

Mo6oyHbIe ahheKThI
He BbISIBNEHbI.

MoTeHUManbHbIN NoTpebuTens M
TonbKo ANg NPUMEHEHUS NPoecCUOHaNbHbIMM CTOMATONOTaMMU.

MpuHUMN gencTemsa

Mpu 06/y4YeHN CBETOM MeTakKpunaTHble COCTaBNAOLLME pecTaBpalMoOHHOro matepuana, T.e. Mpokpunar,
UDMA, BisGMA, BisSEMA ¥ LVPKOHNEBO-KPEMHUEBbIE HAMNOMHUTENN C 06paboTaHHOM “NOBEPXHOCTbIO
noAseprarTcs, O4HOBPEMEHHO C CUCTEMOW (HOTOMHWULMATOPOB, CBETOVMHAYLMPOBaHHOM. NONMMEPU3aL MUK,
Npu KOTOPOWN (hopMUpyeTCcH TBEPAbIA KOMMNO3NUT, NMPUKPeRaseMblii K CTPYKType 3y6a eTOMaTosornyeckum
afire3viBoM.

Mepbl NpesoCTOPOXKHOCTH

MHpopmaums no mepam npesocTOPOXKHOCTU 418 AaLMEHTOB

[aHHbI MaTepran CofepXXUT BellecTBa, KOTOPble/MOTYyT Bbi3BaTb anfepruyeckyto peakynio y HeKOTOPbIX
Nogen nNpu CONPUKOCHOBEHWW C KOXelW. He npumeHsaiTe AaHHbIA MaTepuan.y NauuMeHTOB, MMEKLNX
annepruo K akpuaoBbiM cMonam. B cnyyae NpOAO/ IXUTENbHOrO KOHTaKTa C MSTKMMMWU TKaHSMW POTOBOW
NnonocTn 06UNbHO NMPOMONTE ee BOAON. B cnyvae BOSHWKHOBEHMS anfiepruyeckoir peakumm obpatuTtecb K
Bpayy, Npyv HeOOXOAMMOCTU yaanuTe Matepuaf v NpekpaTuTe ero UCNosb30BaHne B Aa/ibHelLeMm.
MHpopmaLma no mepam npeLocTOPOXKHOCTN /1A NepcoHasia CTOMATOIOFUYECKNX KITUHUK

MaTepuan CTOMaTONOrMUYECKNIA XNAKOTEKYUNAKOMNO3UTHbIN Filtek Bulk Fill

[aHHbI MaTepman COAepXUT BellecTBa, KOTOpPble MOTYT Bbi3BaTb aineprUYecKyto peakumnto y HEKOTOPbIX
NoLeln Npu CONPUKOCHOBEHUN C KOXEW. A1) CHUXKEHUS pUCKa pasBuUTUA ajlieprmyeckoi peakumm cokpatmTe
BPeMA KOHTaKTa C 3TuMWM Martepuaramu. B ocobeHHoCcTW, -«chefyeT wu3beratb KOHTaKTa ¢
Heno/IMMepn30BaHHbIM MaTepuanom. MprunonagaHnuy Ha KOXY NpPoOMoiTe ee 06UbHBIM KONMYECTBOM BOAbI
C MblIoOM. PekomeHfyeTcsa paboTatb B 3alWUTHbIX MepyaTKax ANS_MWUHUMU3ALUN HENoCpPeACTBEHHOIO
KOHTaKTa C MaTepuanom. AKpWNaTblMOryT NPOHUKaTb 4yepe3 0ObIYHble MeAMLUHCKME nepyaTkn. Ecnam
n3genne nonano Ha nepyatky, CHUMWTE U BbIOpOCUTE ee, HEMEA/TEHHO BbIMOWTE PYKW BOAOM C:MbIJIOM K
HafleHbTe HOBYIO MnepyaTtky. EcnuBO3HUKNA annepruyeckas peakumns, obpatutecb 3a COOTBETCTBYHOLEN
MeANLNHCKON NOMOLLbIO.

[uncneHcep Ana BHeCeHUs MaTepuana

* 3aKpenuTe Kancyny B NONOCTU-LUCMEHCepa U UCNOJb3YIHTe €€ COAEePXXMMOE COrlacHO YKa3aHUsM.

* He npumeHsAiTe N36bITOYHYHO.CUY NPU pacnpefeneHnn COAeMKNMOro. M30bITouHas cuna MoXeT NpUBeCTH
K CMELLEHUIO Kancy/bl Y, BO3MOXHO, HAaHECEHMIO NOBPEXAEHUN NaLueHTy.

* 3TOT NPOAYKT PeKOMeHAYeTeA UCnonbL30BaTh ¢ Kancynamu 3M ESPE.

» CnefyinTe BCEM MHCTPYKUMAM MO NpUMEHEHUI0. Kakme=ambo OTKNOHEHUS OT UHCTPYKLUIA BO3MOXHbI Ha
YCMOTpPeHVEe CTOMAaTO0ra M UCKNIOUNTENIbHO NOJ ero 0TBETCTBEHHOCTb.

Cnocob npMeHeHNA

MoarotoBka

1. Ouucrtka.

[ns ynaneHus Hanera 3yobl HEO6XOANMMO OUYMCTUTL BOLHO-NEM30BOI CyCneH3uneil,

2. Bbibop oTTEHKA:

Mpexzae yem n3pamposaTb 3y6, noabepnTe OTTEHOK(-KM) MaTepmnana CTOMaTONMOFMYECKOT0 XUAKOTEKYYero
komno3suTHoro Filtek Bulk Fill, ncnons3ys ctaHgapTHY0 LWKany Knaccuyecknx 0TteHkoB VITAPAN®. Mpu
MCNONb30BaHUN TepPMETUKOB 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 HKenexallero 3y6a
UM cocegHue obnactu pectaBpayum MOryT MOBAWATbL Ha OKOHYaTe/lbHbI BHELWHWI BUA OCHOBblI W
NPOKNaAKN.

3, Wsonauma. [MpegnoytutenbHbIM  MeTOLOM u30NaumMn  Aensetca  Kohdepsama. OfHAKO ) MOXHO
NCNONb30BaTb U BaTHble BaJIMKN BMECTE CO C/IIOHOOTCOCOM.

YKazaHus

1. Mex3sybHas maTpuua. na obecneyeHnsa Hagaexallero npuaeraHns KOHTakKTHOM 30HbI 3y6a HE06X04MMO
npaBuIbHO UCNOMb30BaTb MeX3yOHyl Matpuyy. YTo6bl [06UTLCA NAOTHOrO NpuneraHva aeceH wu
YCTaHOBUTb HY)XHOe paccTosHMe Mexay 3ybamum C y4yeTOM TONWMHbI 3Yy6HOW MaTpullbl, cnefyet
NCNOoNb30BaTb KAMHbLA. [peanouTUTENbHO UCMNO/b30BaTh NPeABapuTeIbHO CMOLEIMPOBAHHYIO CEKLMOHHYIO
Mex3yOHyo Matpuyy. OfHaKo npu HeobXOAMMOCTU TakXe MOXXHO MPUMEHATb CBEPXMATKYIO KOJbLiEBYHO
matpuyy. [Ons  (opMMpOBaHUA  Haf/exallero MpPOKCUManbHOro KOHTypa MaTpuuy Heob6xoLumo
OTWANGOBaTb, NOCKObKY MaTepuan CTOMaTONOrMYeCKUAOKNAKOTEKYUNn Komno3nTHblit-Filtek Bulk Fill He
OyfeT yaepXuBaTb ee BO BpeMS pa3MelLeHuns.

2. 3awmnTta nynbnbl. Ecnin nponsowno BCKPbITUE NyJbMbl UKW CcUTyauus Tpebyet nNpamMoro ee nokpbITUA,
HaHecuTe He6OMbLIOE KONMYECTBO TUAPOKCUAA KafbLUMS HABCKPbITbIA y4acTOK, a 3aTeM BHecuTe
CBETOMO/IMMEPUIYEMbIA CTEKNOMOHOMEPHbLI MaTepuan ESPE™" Vitrebond™_nnun Vitrebond»* Plus.
Martepuan npoknagkum wunum ocHosbl Vitrebond waw' Vitrebond Plus MOXeT TakXke MCnonb30BaTbCA A4
NOKPbITMA 061acTeil aKCKaBaL Uy rnyo60KMX NONOCTEN.

3. AgresmBHas cuctema. [na aaresvy martepuajia CTOMaToO/IONMUYECKOro >XXUAKOTEKYYero KOMMO3UTHOro
Filtek Bulk Fill k cTpyktypam 3yb6a pekomeHAyeTCq WCNO/b30BaTb ajresvsHyw cuctemy 3M ESPE
(Hanpumep, 3M™ ESPE™ Scotchbond™ Universal). na nonyyeHns NONHOM UHGpoOpMaLnmn 0 NPOAYKLMK U
COOTBETCTBYHOLMNX Mepax MPesoCTOPOXHOCTH: CM. MHCTPYKLUMIO MO NPUMEHEHWUO afre3vBHON CUCTEMbI.
Mocne nonnumepusaunn aaresnsa, NPoBeAMTE-M30ALNIO OT KPOBM, CAHOHbLIU APYTN XULKOCTER 1 cpasy e
HauuHaliTe BHECEHME MaTepuana CTOMATONOFNHECKOr0 XUAKoTeKyyero kommnosntHoro Filtek Bulk Fill.
MpumeyaHne. Cnepyinite WMHCTPYKUMM TO MCMONb30BAHUIO afAre3vMBHOM CUCTEMbl, 4YTOObI BbIMOAHUTb
PeKOMeH[0BaHHble MNpoueaypbl C CMAZHOM BO BpeMs BOCCTaHOB/IEHWA KepaMW4YecKUX pecTaBpauunin c
nocfefyoWwmnm npuMeHeHem aaresnsa.

4. BHMMaHue: fosatop MOXHO Harpesatb go 70 °C B TeyeHuMe OAHOro vaca Ao 25 pa3 Cc MOMOLLbIO
MMetoLLMXCS B NPOJAXe YCTPOMCTB AN KOMNO3ULMOHHOIO NOLOrpeBa;

5. flosnpoBaHue:

5.1. BHeceHune Cc nomowbl f[os3atopa. BHeceHwe wMaTepmana.. CTOMaTONOMMYECKOro XUAKOTEKY4Yero
kKomMmno3sunTtHoro Filtek Bulk Fill M@)KeT ocyLecTBAATLCA C NOMOLLBIO HAacaLoK-anmJnKaTopos.

5.2. pu ncnonb3oBaHNN HacafoK-NepcoHany v naumeHTaM peKOMeHLyeTCq HafeBaTh 3aLLUTHbIE OUKMN.

5.3. Noarotoeka Hacagku. CHAMUTE M OTNOXUTE KONNayok. Flocne ncnonb3oBaHMa Hacagky-anmnamkaTop
Heo6X04MMO BbIGPOCUTL M 3aMEHUTH KPbILLKOW 418 XpaHeHug-Ao3aTopa.

5.4. HagexxHo 3akpyTuTe OAHOPA30BYH HacagKy-annavkaTop Ha gosaTtop. [pu Heo6XogWMOCTU COrHUTE
MeTaN/IMYeCKy0 KaHKI B N060M HanpaeneHuu nog yrnom o 90 °, uTo6bl 06/IEFUMTHL A0CTYN K
NoAroTOBKe.

5.5. He HanpaBnas [03aTop.B CTOPOHY NepcoHana v nauueHTa, BolgaBuTe HeboNbLIOE KOMIMUECTBO MaTepuana
CTOMATO/IOrMYECKOro Xugkotekyyero komnosutHoro Eiltek Bulk Fill, uTo6bl y6eaurses B MpoXoaMMOCTH
CUCTEMBI.

5.6. Echm umeeTca 3aKynopka, CHMMWUTE HacafKy- W BblfaBuTe He60/bLIOEe KOAMYECTBO MaTepuana
CTOMATO/IOrMYECKOro-XxuakotTekyyero komnosntHoro Filtek Bulk Fill HenocpencTBeHHO M3 go3satopa. MNpu
HaM4MM BULMMOTO-"3aCOpPeHUA B OTBEPCTUM Ao3aropa Heo6Xo4MMO ero yfgaauTb. 3aHOBO YCTaHOBMUTE
HacagKy-anninkarop W CcHoBa nonpobyiTe ‘BblAaBuTb MaTepuan. MaTepuan CTOMaTONOrMYeCKMi
XNAKOTEKYUMiA KOMRO3UTHbIN Filtek Bulk Fill MOXHO BbifaBUTb Ha NAACTUHY A4S CMELUNBAHWUA N HAHECTU C
NMOMOLLbI0 MOAXOAALLEro UHCTPYMEHTA.

5.7. UTo6bl n36eXaTb 3arpA3HeHUs [03aTopa;BO BpPeMA NeyvyeHus, crefyeT MCnonb3oBaTb CTaHAAPTHbIN
3y6HY0 3aluTHY0 00607104Ky. [loMecTUTe MOArOTOBMAEHHbIV [03aTOp C HacagKoM-annaMkaTopoMm B
3aWMTHY0 060/104KYy COOTBETCTBYHOLWLEN (OpMbl. [pOKOAUTE KOHeL 060/104KM C MOMOLbI0 KaHKAN U
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raBbTe KaHIOMK Ha MOBEPXHOCTU A5 MUCMOMb30BaHWA. TprUMeHeHue 3alUTHON 060104YKM ob6nervaer
'O4UCTKY ¥ Ae3MH(EKLUIO f03aTopa, KOTOPbIA UCNONb3yeTC MHOTOKPATHO.
5.8. OpgHopasoBaa kKancyna. BcrasbTe Kancyny B AWCNeHCep ANA BHECEHWA MaTepuana ESPE™.
Cnepyiite OTAENbHON MHCTPYKLMUM K AUCNEHCEPY M COOTBETCTBYIOLLMM Mepam MpesoCTOPOXHOCTH:
6. BHeceHwue.
6.1. N36eraiiTe nonagaHMa MHTEHCUBHOIO CBeTa Ha paboyee none. MonagaHve WHTEHCUBHbLIX CONHEYHbIX
NyYen Ha NacTy MOXKET MPUBECTU K NPeXeBPEMEHHON NoMMepu3saLmm.
6.2. ucneHcep 418 BHECEHUA MaTepuasa CTOMATONOMM4YeCcKOro XunakoTekyyero komnosmtHoro-Filtek Bulk
Fill. HauyHuTe pacnpefeneHme B caMOM [/1y60KOM Yy4yacTKe nMpenapupoBaHus, YyaepXuBasd Hacagky-
annaukatop 67M3KO K MOBEPXHOCTM MpenapupoBaHusa. [locne BblfaBNMBaHWA MaTepuara MeASIEHHO
NPUMNogHUMUTE HacagKy Haj pacnpegensieMblM maTepuanomM, 4Tobbl MUHUMM3NPOBATL NONagaHne Bo3Lyxa.
He ponyckainTte norpy>xeHns Hacagku B matepuar.
[Ons 06paboTKM MpPOKCUMa/bHbIX YY4aCTKOB MPMXMUTE HacaAKy K Matpuue ANA nonagaHus matepuana B
NPOKCUMaSIbHbIA KOHTYP.
6.2.1. Vicnonb3oBaHne B KayecTBe MPOKNaAKM MM OCHOBbI. OCTaBbTe C/MIOM He MeHee.2.MM Ha MOIOCTHO-
MPUKYCHOW rpaHuLe A1 YHUBEPCANbHOrO UM KOMMNE3UTHOrO mMaTepuana ana 60KoBbix 3y6oB. bnarogaps
NPUKYCHOMY C/IOK0  [JOCTWUraeTcsi MNPOYHOCTb, W3HOCOCTOMKOCTb, a TakXe 3CTeTUYeCKMe Ka4yecTsa,
HeobXxoaMMble ANs pecTaBpauun 60KOBbIX 3y60B.
6.2.2. BoccTaHoBNeHMe KynbTu 3y6a. OcyLiecTBUTe BMPbLICK MaTtepuana B 061acTu NOAHYTPEHUS, BOKPYT
WTU(TOB, KOPOHOK, a 3aTeM BBeAUTE U3LeNne.
6.2.3. HaHeceHne cunaHta. HaHecute matepuan_Ha npenapupyemMyto noBepxHoOCTk.
6.3. lNpoBeanTe CBETOOTBEPXKAEHME MaTepuanay Kak ykasaHo B pasjene 7.
7. Monnumepuszayma. Monumepusayns LaHHOIO W3Lenns MnpesycMoTpeHa, noj BO34eWCTBMEM CBeTa OT
rafloreHoBON MAN CBETOANOLHOW Namnbl C MUHNMaNbHOW MHTEHCUBHOCTLIO 550 MBT/cM” B friana3oHe 400-
500 HM. MonumepunsyiiTe Kaxiblil CNol Matepuana, 3acBeynBas BCH ero-AOBEPXHOCTb CBETOM BbICOKOWA
WHTEHCMBHOCTM OT UCTOYHMKA, HanpuMep CBEToBOro nonmMmepusatopa SM-ESPE. Bo Bpems nonnmepusauum

Bpemsa nonmmepunsaumm

Eflipar S 10 u bB/par Freelight 2 (3M
Bce ranoreHosble lamnbl
Mny6buHa ESPE cBeTogmogHble namnbl C

OTTeHKN cnos ;O“:gfaHgggl_’;%ocoB;Tgf;;[ﬁ\ MOLLLHOCTbIO cBeTOBOro notoka 1000-
2000 mBT1/cM”™)
n 4 Mm 20 c. tOc.
Al, A2, A3 4 Mm 40 c. HOc.

8. 3aseplueHMe pecTaBpaLuu,

8.1. Ncnonb3oBaHne B KayeCIBe MPOKNAAKW WM OCHOBbk HaHecuTe KOMMO3UTHbIA pPECTaBpaLMOHHbI
martepuan, HanpuMmep yHuBepCanbHbli maTepuan 3MT Filtek®M Ultimate, HenocpeACTBEHHO Ha maTepuan
CTOMAaTONOMMYECKUIA XUAKOTEKYUMA Komno3nTHbIl Filtek-Bulk Fill. CnefyinTe MHCTPYKUMAYM NPOU3BOAUTENSA
OTHOCUTE/NIbHO BHECEeHUA, HonMMmepusanmm, WAngoBKM, OKKIHO3MOHHON NPOBEPKN U NOSIMPOBKU.

8.2. 3aneuatbiBaHWe AMOK~M (uccyp. AKKypaTHO ybepuTe MHrMOUPOBaHHbLIW CNOW;-OCTalOLWMica nocne
nonnMepu3saLu, ¢ NOMOLbI0 MNeM3bl UM NONUPOBOYHOMU NacThbI.

8.3. HapawumBaHue KyfibTH.

8.3.1. MaTepran CTOMaTONOIMYECKNI >KUAKOTeKYYUA Komno3uTHbln Filtek Bulk Fill coBmectum c
TPagULMOHHBIMWN OFTUCKHBIMW MaTepuanaMu npu yaaneHun noBepxXHOCTHOr0O UHIMOUTOPHOTO C/0S.

8.3.2. MaTepman _cTOMaToN0rMYeCcKNin XXngKotekyunin komnosmtHblin Filtek Bulk, Fill cnegyetr cmaumBath
C/TIOHOW U1 CMa3KoW Ans NpefoTBpaLleHNs XMMAYECKOro OTBEPXKAEHNSA.

8.3.3. TpafMLUOHHO MCNO/b3YeMblli BPEMEHHbIA-LIEMEHT He MPUANNAaeT K MaTepvany CToMaTon0rmyeckomy
XunakoTtekyuyemy . komnosntHomy Filtek Bulk Fill:

8.4. OkoHuaTenibHasa 06paboTKa Npu NPSMOI pecTaBpaLyuu.

8.4.1. OTWwNUdyTe NOBEPXHOCTU MNAOMObI aIMa3HbIMU (hMHMPaMKU, 6opamMun UM KAMHSAMMU.

Perncrpamus MU 8 PocagpaBHagsope
www.nevacert.ru | info@nevacert.ru



/KOHTaKTbl NpU ABWKEHUU. AKKYpPaTHO BbIPOBHAWTE OKKIKO3UIO, YAanas U3NULWKWA MaTepuana anmasHbiM
60pOM 415 MOAMPOBKU NI KAMHEM.
8.4.3. EC/M HEBO3MOXHO NMPUMEHUTb UCKWN, OTMONUPYWATE, UCMONb3YS CUCTEMY (DUHUPOBAHMUSA U NOAVPOBKM
3MTMm e sPE"™ Sof-Lex™ wunu 6enble WNNoBanbHble KAMHU, PE3UHOBbIE HAKOHEUYHUKN UK MOMPABOYHYHO
nacry.

TexHnyeckue xapakrtepnctnkn MW

JosaTop ¢ maTepuanom: Macca (¢ 2 r nactel), . 5,7 + 0,3. Kopnyc posatopa; OnuHa, MM: 64,4+0,3;
WwnpuHa, mm: 24,6+1%. MepefHuii WTOK fo3atopa: AauHa, mm: 65,56+0,25 mm; WunpuHa, mMm: 6,1+0,05.
3agHuWiA WITOK fgo3aTopa: Bbicota, mm: 34,4+0,25. Konnayok: OnuHa, mm: 20,9+0,13; -UlnpuHa, mwm;
7,62+0,08. Hacagka-annnukaTop ana gosaTopa: AnanHa, mm: 29,5 = 2,5; Macca, r: 0,23 £,0,05. jucneHcep
Ons BHeceHns maTepunana: Macca, r: 59 + 3,0; O6uias BbicoTa, MM: 91,4+2,5; O6wWasa gnuHa, 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 0AHOPasoBbIM.

Ycnosua akcnayataumm, XpaHeHUs U TPAHCNOPTUPOBKHN

JKcnnyaTaunsa n XpaHeHue:

HacTtoswee wu3genve npegHasHayeHo A1 WUCMONb30BAHUA MNPU KOMHATHOW Temnepatype. Ecnu oHO
XpaHunocb B 60siee X0N04HOM MeCTe, nepes UCMo/b30BaHNEM HEOOXOAMMO JOBECTU MU3LeNnune 40 KOMHATHOWA
Temnepatypbl. CpOK XpaHeHWs Npu KOMHATHOW TemnepaType cocTaBnger. 36 MecsaueB. Temnepatypa
OKpy)Xalweln cpebl, perynspHo npesbiwarwuas 27°C/80°E, MOXeT APUBECTU K COKpalleHUK CpokKa
rogHoctun. [lata uctedyeHuns cpoka rofHOCTM YKa3aHa Ha BHeLLHel YNaKoBKe,

1. He nopggepraiite pecTaBpaLVOHHbIE. MaTepuanbl BO3JENCTBUIO ~FAOBbILIEHHON TemnepaTypbl WK
WHTEHCUBHOIO OCBELLeHNS.

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

3. 3aMeHUTE MCMO/Mb30BaHHYIO Hacafky f03aTtopa Ko/naykoM AN XpaHeHWs [o3artopa, MCMOAb30BaHHYIO
HacajKy BblopocuTe.

TpaHcnopTUpoBKa:
Ycnosusg
YcnoBuga akcnayaraumu Ycnosua xpaHeHns
TPaHCnopTUPOBKMN
Temnepatypa Ot +2°C,n0 +27°C Ot +2°C-go +27°C Ot +2°Clgo +27°C
BnaxHocTb J0’ 85% [0:85% [0 85%
JasneHune Ot 700°'rRlago 1060 rMa Ot 700,rlMa go 1060 rlla Ot 700 rlla go 1060 rfa

CooTBeTCTBME CTaHAAPTaM MPUMEHNUMbIX K fJaHHOMY. MW

EN 980; EN 1041; EN 1SO™13485; EN ISO 14971; I1SO 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/DA169; IEC 62366-1;
ISO 15223-1; 1SO 4049;1SO 6874; 1SO 7405.

MHmopmauma 0 neKapCTBeHHbIX Npenapartax v (Uim) hapMaLeBTUYECKUX CyO6CTaHLnAX B cocTtaBe MU
MefoVUNHCKOE N3AENNE HE COLEPXKUT N HE AOCTABAAET NEKAPCTBEHHbIE BELLECTBA:

Perncrpanna MU B PocagpaBHagsope
www.nevacert.ru | info@nevacert.ru



~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, NMoceneHne MockoBckuii, Knesckoe wwocce, 22 KM, JOMOBA. 6, CTp. 4

Cnyxba paboTbl C KIMEHTaMMU
AO «3M Poccua»

Appec: 108811, Mocksa, NMoceneHne MockoBCcKuin, Knesckoe wocce, 22 KM, 4OMOB/. 6, CTp. 1

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

Homep ccbliku n cumson /
Has3BaHue
MN3roToBuTENb
YNONHOMOUYEHHbI

npeactaBuTens B EBponelickom
coobulecTse

Jlata n3rotoeneHuns

Mcnonb3osatb 40 ...

Kog naptum

Homep no katanory

TemnepaTypHbIil AnanagoH

3anpeTt Ha NOBTOPHOE
NpYMeHeHne

OcTtopoxHo!~Q6paTuTtech K
WHCTPYKLUN NO-NPUMEHEHUIO

Perucrparmms MU 8 PocapgpaBuansope
www.nevacert.ru | info@nevacert.ru

Cnoccapuin K. cumBosiam

Cumson
y
EC/REP

LOT

REF

OnwucaHune cumBoONa

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

YKa3blBaeT Y NO/HOMOYEHHOro NnpeacTaBuTensa B
EBponeiickom coobLiecTBe.

YKasblBaeT [aTy,. Korga O6bi0 WU3rOTOBMEHO
MeAULMHCKOe n3fenme

YKa3sblBaeT [ary,.nocne KOTOPOi MeauLMHCKOe
n3genve He A0JKHO NCMNONb30BATHLCS

YKasblBaeT KO MapTuM NpoOU3BOAUTENS, YTOGLI
MOXHO Obl10" WAEHTU(ULUPOBATL MapTUIO WK
cepuio

YKa3blBaeT HOMep Mo Katanory rnpowu3BOAnUTeNS,
4yTOObl- * MOXHO  ObII0  MAEHTUPULMPOBATL
MeAULnHCKOe n3genue

YKasblBaeT TemMnepaTypHble AmanasoHsl,
KOTOPbIM  MOXHO  6e30nacHo~. MnojBeprarb
MeAVLUHCKOe nusgenve

Y'ka3blBaeT Ha MeAMLMHCKOe W3genue, KOTOpoe
npefHasHavyeHo A8 OLHOrO -MCMN0/b30BaHNA UMK
ANA NCnonb30BaHWA Ha OLHOM-AALMEHTE BO BPeMS
O4HOW npoueaypbl

YKa3biBaeT Ha HE0O6X0AMMOCTb 15 NO/b30BATENSA
03HAKOMUTbLCA C UHCTPYKLMAMYU MO NPUMEHEHWUIO
ANA MONYYEHUs BaXHO npegocTeperaroLLein
MH(OpPMaLMK, TakKoWh <KaK npeaynpexneHns u
Mepbl NPefOCTOPOXHOCTW, KOTOPbIE MO PasHbIM
NPUYNHaM He MOTYT “6bITb MpeAcTaB/ieHbl Ha
CaMOM MeLVLUVHCKOM U3Lenuun



Homep ccbinkn n cumson /
Ha3saHune

3eneHas Toyka

TonbKO Mo npegnucaHunio
MeanunHckoe nsgenve

VmnopTep

lMoTeHUMaNbHO
nepepabaTbiBaeMblil NNaCTUK

3Hak EBponeiickoro Coto3a

Fnoccapuin K cumBonam

CumBon

Rx Only

MD

PE-LD

CE

0123

OnwucaHne cmmBona

3HaK «3eneHas ToUYkKa»

Yka3biBaeT, 4yto ®PegepanbHblil 3akoH CLUA
orpaHuM4mBaeT NpPoJaxy 3TOro n3genns.fo 3akasy

YKa3blBaeT, UTO M3aenve SBNSETCS MEAVLMHCKIM

YKasblBaet nmyo, nMmpopTupyroLlee
MeaunumnHcKoe nsgenve B EC

[loTeHUManbHO NPUroAHblA  AAS nepepaboTku
MAacTMK  (NONMATUNEH  HWU3KOW  MIOTHOCTH,
NONN3ITUNEH BbICOKOW NIIOTHECTH)

N3genve COOTBETCTBYET Tpe6oBaHNAM
6e30MacHOCTN U 3PHEKTUBHOCTU, N3NOXKEHHBIM B
MDD 93/42 | EEC



MepeBod AAaHHOTO TEeKCTa BbiNONHEH MepeBOAYMKOM BecenoBbiM MasnoM AMUT puesuyei

MOAMNCh

Poccuiickas ®egepaums

Mopos MockBa
[BajLuaTtb 4eTBEPTOro aBrycra ABe ThiCAYM ABAALATOrO roja.
A, OeliHeko JTiogmuna BanepreBHa, BpEMEHHO MCMONHAOLWAaA 0643aHHOCTM HOTapuyca

ropoga Mocksbl [poKOWweHKOBOW EneHbl EBreHbeBHbl, CBUAETENLCTBYIO ~TOL/VHHOE
nognnucu nepesogvynKa Becenosa lMasna AMUTpuesmnya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL NOANMCABLUETO JOKYMEHT YCTaHOB/IEHa.

A

3apeructpupoBaHo B peectpe: Ne 21/86-H{7.7-2020-

B3biCKaHO rocyaapcTBeHHOI nownuHbl (Mo Tapugy): 100
YnnayeHo 3a OKazaHve yCyr npaBoBOro, u-TeXHWYECKOro Xapai

FEPBEOBAA
MpowHypoBaHo, NpoH " *MerLUM1cHE(0"pensieHO nevaTbio nuct
NOANNCh HeKo
Bcero npoLLHypoBaHo,

MPOHYMEPOBAHO U CKPETVIEHO
MneYarbto otiiiba’oB)

Poccuiickas deaepauys

Fopan, Mocksa

ANBAAWTbH YeTBEPTOLO0 aBrycTa fBe Thicsua ABAALATOro roja
SiekO NliogMuna BanepueBHa, BPeMEHHO WCMOJHIOH s

HoTapuyca ropoga MockBbl [poKOWeHKOBOI EneHbl
WAeTenbCTBYO BEPHOCTL KOMUK CnpefcTaBieHHOoro

ler”"T-pwvinaiio 21/86-H/77- 2020-

HH/ nowve | (1o Tapudhy): .
TexHuyeckoro xapar(repa: 1 ~ 0 0. w
N.B. Aelttako




