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?Ig\él tE?F;E duct 2510 Conway Avenue, St. Paul,
ntal Products Minnesota, 55144-1000, USA

Dear Sir/Madame,

In my capacity as Regulatory Affairs Specialist, Oral Care Solutions Division, 3M ESPE
St. Paul, MN, USA, | certify that attached document (IFU) for Filtek™ Universal
Restorative (kits) in English is truthful and accurate

Regina Feferman Date
Regulatory Affairs Specialist

3M ESPE

Oral Care Solutions Division

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this 1S  day of September 2020.

BfiLivz~f~tarv Public
My Commission Expires:

RYAN a BARTZ
Notary Public. State of Minnesota
My Commiesion Efilres
January 31. 7024
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Instructions for usc

Filtek™ Universal Restorative material in Kits
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General Information

Filtek** Universal Restorative is a visible-light activated restorative composite optimized to create
esthetic anterior and posterior restorations. The shades are body like opacity enabling up to a 2
mm depth-of-cure. The pink opaquer can be placed in 1 mm thick increments. All shades are
radiopaque. Filtek Universal Restorative is offered in the following shades: A1, A2, A3, A3.5, A4,
Bl, B2, D3, XW, and PO. The pink opaque shade option can be used to mask discolored or stained
tooth structure, metal discolorations, and amalgam stains.

The fillers are a combination of a non-agglomerated/non-aggregated 20 nm silica filler, a non-
agglomerated/non-aggregated 4 to 11 nm zirconia filler, an aggregated zirconia/silica cluster filler
(comprised of 20 nm silica and 4 to 11 nm zirconia particles), and a ytterbium trifiuoride filler
consisting ofagglomerated 100 nm particles. The inorganic filler loading is about 76.5% by weight
(58.4% by volume). Filtek Universal Restorative contains AUDMA, AFM, diurethane-DMA, and
1,12-dodecane-DMA. Filtek Universal Restorative is applied to the tooth following use of a
methaciy'late-based dental adhesive, such as manufactured by 3M ESPE, which permanently
bonds the restoration to the tooth structure. Filtek Universal Restorative is packaged in traditional
syringes and single-dose capsules.

Dental restorative material Filtek Universal can also be supplied in kits:

Filtek Universal Restorative Procedure Pack; - Capsules A2 Shade (5 - 0.2g); - Single Bond
Universal Adhesive L-pop (5 pieces); - Pre-polishing Spirals Sof-lex (3 pieces); - Diamond
Polishing Spirals Sof-lex, (3 pieces); - Mandrel (RA) (1 piece); - Instructions for Use.

Filtek Universal Restorative Syringe Kit; - Syringe Al Shade 1- 4g, - Syringe A2 Shade | « 4g, ¢
Syringe A3 Shade 1- 4g, - Syringe A3.5 Shade 1- 4g, - Syringe PO Shade | - 4g; - Instructions
for Use.

Filtek Universal Restorative Capsule Kit: - Capsules Al Shade 20 - 0.2g; - Capsules A2 Shade
20 - 0.2g; - Capsules A3 Shade 20 - 0.2g; - Capsules A3.5 Shade 20 - 0.2g; - Capsules PO Shade
10 m0.2g; - Instructions for Use.

Indications
« Direct anterior and posterior restorations (including occlusal surfaces)
e Core build-ups
» Splinting
» Indirect restorations including inlays, onlays, and veneers
Contraindications
Avoid use ofthis product in patients with known acrylate allergies
Potential Adverse Events (Potential Complications)
Possible acrv'late allergies
Scope of use
Dentistry. For professional use only.
Intended Use
Used for restoration ofanterior and posterior teeth.

Precautionary Information for 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 acrydate allergies. If prolonged
contact with oral soft tissue occurs, flush with large amounts of water. If allergic reaction occurs,
seek medical attention as needed, remove the product if necessary and discontinue future use of
the product.

Precautionary Information fur Dental Personnel

Capsules may be warmed (Do not warm syringes).

This product contains substances that may cause an allergic reaction by
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skin contact in certain individuals. To reduce the risk of allergic response, minimize exposure to
these materials. In particular, avoid expro5ure 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 rc-glove. Ifallergic reaction occurs, seek medical
attention as needed.

3M SDS information can be obtained from www.3M.com or contact your local subsidiary .
Instructions for Use Preparation

1. Prophy: Teeth should be cleaned with pumice and water to remove surface stains and debris.
2. Shade Selection: Before isolating the tooth, select the appropriate shade(s) of restorative
material.

3. Isolation: A rubber dam is the preferred method of isolation. However, other isolation systems
can be used by following their appropriate instructions for use.

Direct Restorations

1 Cavity Preparation:

1.1. Anterior restorations: Use conventional cavity preparations for all Class IllI, 1V, and V
restorations.

1.2. Posterior restorations: Prepare the cavity. Line and point angles should be rounded. No
residual amalgam or other base material should be left in the internal form of the preparation that
would interfere with light transmission and therefore, the hardening ofthe restorative material.

2. Pulp Protection: Ifa pulp c.xposure has occurred and if the situation warrants a direct pulp
capping procedure, use a minimum amount of calcium hydroxide on the exposure followed by an
application of Vitrebond M Plus Light Cure Glass lonomer Liner/Base, manufactured by 3M
ESPE. Vitrebond liner/bases may also be used to line areas of deep cavity excavation. See the
Vitrebond liner/base instructions for details.

3. Placement of Matrix:

3.1. For Anterior & Posterior restorations: Place the matrix system of

choice by following the manufacturer’s instructions for use. 4. Adhesive System: To bond Filtek
Universal Restorative to tooth structure, use of a 3M ESPE denial adhesive (for example 3M™
EsPE”m Single Bond Universal Adhesive) is recommended. Refer to adhesive system product
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 Universal Restorative,

5. Opaguer Placement (Optional): Ifstaining or discoloration ofthe tooth structure has occurred,
we recommend placing 3M PO. Because of the higher opacity, it is important to apply the paste in
layers with a maximum thickness of 1 mm to ensure complete curing of the material. Follow the
dispensing, placement, and light curing instructions below for proper use.

6. Dispensing the Composite: Follow’ the directions corresponding to the dispensing system
chosen.

6.1. Syringe: Dispense the necessary amount of restorative material from the syringe onto the mix
pad by turning the handle slow'ly in a clockwise manner. To prevent oozing ofthe restorative when
dispensing is completed, turn the handle counterclockwise a half turn to stop paste flow.
Immediately replace the syringe cap. If not used immediately, the dispensed material should be
protected from light with an appropriate cover.

6.2. Single-Dose Capsule: Insert capsule into 3M™ ESPE*"*Restorative Dispenser, manufactured
for 3M ESPE. Refer to separate restorative dispenser instructions for frill instructions and
precautions. Extrude restorative directly into cavity.

6.3. Placement & Light Curing: Place in increments and light cure the composite as indicated in
Step 8.

7. Placement:

7.1. Place and light cure restorative in increments as indicated in Step 8.

7.2. Contour and shape with appropriate composite instruments.
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73. Avoid intense light in the working field.

7.4. Posterior placement hints:

7.4.1. To aid in adaptation, the first 1 mm layer may be placed and adapted to the proximal box.
7.4.2. A condensing instrument (or similar device) can be used to adapt the material to all of the
internal cavity aspects.

8. Curing: This product is intended to be cured by exposure to a halogen or LED light with a
minimum intensity of 550mW/cm2 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

Cure Time
Shades  Increment All halogen lights (with LED lights (with output 1000-2000
Depth output 550-1000 mW/cm2) ~ mW/cm2)
Body 2.0 mm 2U sec. 10 sec.
Pink
(I>paguer 1.0mm 40 sec. 20 sec.

9. Contouring: Contour restoration surfaces with fine finishing diamonds, burs or stones. Contour
proximal surfaces with Sof-Lex™" Finishing Strips, manufactured for 3M ESPE.

10. Adjust Occlusion: 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.

11. Finishing and Polishing: Polishing with the Sof-Lex™* Diamond Polishing System, or Sof-
Lex™ Finishing and Polishing System is recommended.

Indirect Procedure for Inlays, Onlays, or Veneers 1 Dental Operatory Procedure

11 Shade selection: Choose the appropriate shade(s) of Filtek Universal Restorative prior to
isolation.

1.2 Preparation: Prepare the tooth.

1.3 Impressioning: After preparation is complete, make an impression

of the prepared tooth by following the manufecturer’s instructions of the impressioning material
chosen. An impressioning material, such as manufactured by 3M ESPE, may be used.

1.4 Digital Scanning Systems: Alternatively, a digital scan may be taken to replace the
impressioning step above. Follow the manufacturer’s instructions of the scanning system chosen.
A scanning system, such as one manufactured by 3M ESPE, may be used.

2. Laboratory Procedure

2.1 Pour the impression of the preparation with die stone. Place pins at the preparation site at this
time ifa “triple tray” type of impression was used.

2.2 Separate the cast from the impression after 45 to 60 minutes.

Place pins in die and base the cast as for a typical crown and bridge procedure. Mount or articulate
the cast to its counter model on an adequate articulator.

2.3 Ifasecond impression was not sent, pour a second cast using the same impression registration.
This is to be used as a working cast.

2.4 Section out the preparation with a laboratory saw and trim away excess or, expose the margins
so they can be easily worked. Mark the margins with a red pencil if needed. Add a spacer at this
time if one is required.

2.5 Soak the die in water, then with a brush, apply a very thin coat of a separating medium to the
preparation, let it dry somewhat, and then add another thin layer.

2.6 Add the first increment of composite to the floor of the preparation, stay short of the margins,
and follow the cure recommendations described in the Direct Restorations (Step 8).
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2.7 Place and cure additional increments of composite. Allow for the last increment (incisal) to
include the contact areas.

2.8 Place the die back into the articulated arch. Add the last increment of composite to the occlusal
surface. Overfill very slightly mesially, disially, and occlusally. This will allow for the mesiodistal
contacts and the proper occlusal contact when the opposing arch is brought into occlusion with the
uncured increment. Light cure for only ten seconds, then remove the die to prevent adhering to
adjacent surfaces. Finish the curing process following the cure times in the Direct Restorations
(Step 8).

2.9 With the occlusal contacts already established, begin removing the excess composite from
around the points of contact. Develop the inclines and ridges as per remaining occlusal anatomy.
2.10 Care must be taken when removing the prosthesis from the die. Break off small amounts of
the die from around the restoration, the die stone should break away cleanly from the cured
restoration, until all ofthe restoration is recovered.

2.11 Using the master die, check the restoration for flash, undercuts, and fit. Adjust as necessary,
and then polish as noted above In Direct Restorations (Steps 9-11).

3. Dental Operatory Procedure

3.1 Roughen the interior surfaces of the indirect restoration.

3.2 Clean the prosthesis in a soap solution in an ultrasonic bath and rinse thoroughly.

3.3 Cementation: Cement the prosthesis using a 3M ESPE resin cement system,

manufactured by 3M ESPE following manufacturer’s instructions.

Cleaning & Disinfection

The multiple-use syringe dispenser is not Intended for direct patient contact. Use new,
uncontaminated gloves when handling the syringe dispenser. Directions for cleaning and low level
disinfection ofthe syringe dispenser are provided below;

Step 1 (Cleaning);

Use a CaviWipesTM, or equivalent cleaning wipe, and wipe the entire surface of the device
thoroughly for at least 30 seconds and until no visible soil remains on the device.

Step 2 (Disinfecting);

Use a new CaviWipes, or equivalent alcohol-quaternary ammonium disinfectant wipe, to disinfect
the entire surface of the device by keeping wet for the contact time listed on the disinfectant label.
Storage and Use

1 This product is designed to be used at room temperature. Ifdesired, the product may be warmed
in a commercial warmer prior to use (no higher than 70®C/158®F, no longer than 1 hour); for
capsules only.

2. The product is best stored at room temperalurc. 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.

3. Do not expose restorative materials to intense light.

Temperature A2X -+27°C |
Humidity, (%) no 80%
Pressure (I'Ma) 840- 1065

Specifications: syringe Filtek Universal: length (mm): 1205 + 5 %, width (mm): 26,5 £ 5 %;
diameter (TTMM): cylinder diameter: 11.2 + 5%, weight (g): 12+ 5 %.
Filtek Universal cap; length (mm): 11,3 £ 5 %, width (mm): 14,7 £ 5% (cap only).

Applicable standards: 1SO 10993-1:2009, ISO 10993-3:2014, ISO 10993-5:2009, ISO 10993-6:2016,
ISO 10993-10:2010. 1SO 10993-11:2017, ISO 10993-12:2012, 1ISO 10993-18:2005. ISO/TR 10993-22,
ISO 7405:2008. EN ISO 14971:2012, ISO 13485:2003 + Kop. 1:2009, EN 1041;2008+A1:2013, 1SO
15223-1:2016, IEC 62366:2015/Kop. 1:2016, ASTM 04169:2016,180 4049:2009.
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ISO 4049 classHIcation:
Type 1, class 2; group 1+2.

Transportation conditions

Transportation conditions: Shelf life of the products is guaranteed as labeled, if stored according
to the recommended storage conditions. During transportation the products may experience short
term temperature variations without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.
Medicinal substances

Medical devices does not contain or deliver medicinal substances.

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.

Disposal

See the Safety Data Sheet (available through your local subsidiary for disposal information).

Disposal ~ methods:  Dispose  of  content/container in  accordance  with  the
local/regionai/nalional/internaiional/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

Customer Information

No person is authorized to provide any information which deviates from the information provided
in this instruction sheet.

Caution: U.S. Federal Law restricts this device to sale or use on the order ofa dental professional.

Information about Medical Device Manufacturer
- Developer
3M ESPE Dental Products

Address; 2510 Conway Avenue. St, Paul. Minnesota, 55144-1000, USA
Phone: 651-7334365

- Manufacturer

3M ESPE Dental Products

Address: 2510 Conway Avenue. St, Paul. Minnesota, 55144-1000, USA
Phone:651-7334365

- Addresses of Manufacturing Sites

3M ESPE Dental Products. 2111 McGaw Avenue. Irvine, California 92614, USA
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Warranty

3M warrants this product will be free from defects in material and manufacture. 3M 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. Ifthis product is defective within

the warranty period, your exclusive remedy and 3Ms sole obligation shall be repair or replacement
ofthe 3M product.

Limitation of Liability

Except where prohibited by law. 3M 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.

Characteristics
Properties 3M Filtek Universal Restorative

The fillers are a combination of a non-agglomerated/non- aggregated
20 nm silica filler, a non-agglomerated/non- aggregated 4 to 11 nm
Filler particle size zirconia filler, an aggregated zirconia/silica cluster filler (comprised of
distribution 20 nm silica and 4 to 11 nm zirconia particles), and a ytterbium
trifluoride filler consisting of agglomerated 100 nm particles. The
inorganic filler loading is about 76.5% by weight (58.4% by volume).
Wavelength (nm) for 400nm to 500nMm

curing

Instructions provided for:

Intensity (mW/cm”) for « 550to 1000 mWicm- lights

curing + 100010 2000 MW cm- lights
Light-cure each increment of 2 mm depth of cure (body shades)

» 550to 1000 MW" cn 20 sec

Curing lime 1000 to 2000 mWicmy: 10 sec

recommendations (sec) Is_i:gggcure each increment of 1 mm depth of cure (Pink Opaque

e 550 to 1000 mW/cn; 40 sec
e 1000 to 2000 m\W/cnt; 20 sec

Depth of cure L increment or opacue ahace
recommendation (mm). M paq .

(see curing time recommendations above)
Labels and packaging “mbols

Use by date 1Do not reuse

Catalogue number 1<lnumber

|ref| LOT }

Q Caution CONTENTS Contained items
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Recycling code (Low- Product meets the requirements

density polyethylene) ofthe applicable EC directives
PE-LO

Manufacturer Temperature limit (storage

conditions)
M 1
1
Recycling code (Non- .1 Green dot
corrugated fiberboard)
a
PAP
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MepeBoA C aHTNMIACKOTO A3blKa Ha PYCCKUIA A3bIK
(Mevatb)

Odmc CekpeTaps wtata MuUHHecoTa
Bonbliad neyars wrtata MMHHecoTa

LLITaT MnHHecoTa - CekpeTapuar wiTtaTta
He ona 1cnosb3oBaHWA Ha TeppUTOpUn 1 BO BMiaaeHMAaX CoeauHeHHbIX LLiTatos AMepuKu.

AIMOCTUNb

(B cooTtBeTcTBUU C [Maarckoii KoHeeHuueld 0T 5 okTabps 1961 r.)
1. CTpaHa: CoepurHeHHble LW TaThl AMEPUKN
HacToawmin opmunanbHblil LJOKYMEHT: VHCTPYKLMK MO NPUMEHEHNIO
2. nognucaH PaiiaHom K. bapTuem
3. pencTytowmm('cin) B Kayec !Be Ho Tapuyca W Tata MuUHHecoTa
4. CKpenneH nevarblo/wTamnom PaiaHa . bap Tua, HoTapuyca wTaTa MuUHHecoTa
YOOCTOBEPEHO
5. BT. CeHT-lon, wWTt. MnuHHecota 6. [Mata: 17 ceHTa6ps 2020 r.

7. cekpeTtapem wtata MuHHecota 8. 3a Homepom 1178607100121

9. Mevarb/wWTamn: 10. Moanuce:
(Meyvartb) (Mopgnwuce)
Bonblwas neyatb WTaTa CtunB CaliMoH
MwuHHecoTa CekpeTapb Wwtara

LLItat MuHHecoTa

HﬁCTOMLl Wit anoctuns ypoCTOBEPAETTONLKO NOANMHHOCTL NOANUCKH U NONHOMOYNA NUUa, NOANUCABW €70 Gq) ML[MaI\bHMﬁ AOKYMEHT, aTakxe, 8B Hagnexauwux cnyvasx,
NOANMHHOCTh Nevyarn Uaum wramna, O TOPLIMU OH CKpennex

(Hacrofuuit anocTunb He yAOCTOBEPAETCOAEPXKAHNE AOKYMEHT A, HA KOTOPOM OH npocTasiel
fngt0ro 4To6b6 ypoCTOBEPUTLCA B (hakie BHAayn HacToAW el anoetund, cM. httus://aiHistillf.xub .state.mn.ux
MNacrofWw eeesHAerenbermM HC UMeercuas anuctu.im coclannetio ruscomntsee | cretiCraarckuit Kunsetw ued o105 okTa6ps 1961 oga, npu wpepcras;leunll

B rocygapcieax, He f8.19H>W HXCA yyacTuHKaM H KouseHu s, B Takux cayyasx csupelenncrso HeoGxoaumo npcncias.lars 8 kouc> 1bCKHI otne.l muccum,
npejcTag-TA W el Takoe W CyAapcreo
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3 M «3M acna 2510 KoHseli ABeHto, CeHT-Ton,
OeHTtan Mpogaknc» MwHHecoTa, 55144-1000, CLLIA

YBaxkaemble rocnogal

1, cneymanmcT No BonpocaMm HOPMaTMBHO-NPaBOBOIO PerynMpoBaHns NOLPa3feNeHNs peLleHnin
AN TUIVMEHbl POTOBOM nonoctu komnaHunm «3M OCM3» (CLUA, MuHHecoTa, CeHT-IMon),
NOATBEPXKAAlO, UTO MNpunaraemblii JOKYMeHT (HCTPYKUMSA NO NPUMEHEHWIO) B OTHOLLEHWM
Matepmnana CTOMaTON0rM4eckoro pectaspaynoHHoro Filtek Universal Habopax Ha aHIIMACKOM
A3bIKe ABMSAETCA BEPHbIM U TOYHbIM.

(Mevatb)
Odmc CekpeTaps wTata MmHHecoTa
bonblas neyats wWrata MrUHHecoTa

(Mopanwce) 15 ceHTa6ps 2020 T.
PernHa ®egepmaH [Jata
CneymanncT rno BonpocaMm HOPMaTUBHO-NPaBOBOro

perympoBaHus

«3M 3CI13»
MoapasaeneHne peweHnii aAns rurmeHbl POTOBOW NONOCTY

LLitat MnHHecota )
Okpyr Pamcu ) MECTO COBepLUEHNS HOTapWasibHOrO LeiCTBIS

MoanucaHo Nof NPUCSroin B MOeM MPUCYTCTBUK cerofHs, 15 ceHTsiops 2020 r.

(Mognuce)
PaiiaH K. bapTu, HOTapuyc
CpoK MoVX NofHOMOYMin uctekaet 31 siHBaps 2024 .

(LWtamn)
PAVAH I)K. BAPTL
HoTtapuyc wtata MnHHecoTa
CpoK MoVX nonHomounii nctekaet 31 aHeaps 2024 .

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



WHCTPYKLMA NO NPUMEHEHMIO

MaTepunan cTomaTonornyeckunii pectaspaumoHHsblii Filtek Universal B Ha6opax

2020 r.
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O6Lwas nHhopmMaums

Martepran cTOMaToNI0rM4ecKnin pectaBpaumoHHbii Filtek Universal - cBeTOOTBepK4aeMblil KOMMNO3UTHbI
pecTaBpaLOHHbIA MaTepuan, ONTUMaNbHBIN 419 NPUMEHEHUS NPU 3CTETUYECKON pecTaBpaummn nepeaHux
1 60KOBbIX 3y60B. OTTEHKM, UMUTUPYIOLLME MO MPO3PAYHOCTN Hapy>XHble C/ION LEHTUHA W BHYTPEHHWE
cnoun aMann, obecrneumsatoT rnyo6rHy oTBepXKAEHNS 40 2 MM. MOXHO Luar 3a Larom HaHOCUTb PO30BbIli
onak cnosMn TOMAWMHON B 1 MM. Bce OFreHKM SBMAKOTCA PEHTreHOKOHTPacTHbIMKU. [lpegnaratorcs
cnepytowme oTTeHkm nsgenma Filtek Universal Restorative: J11, A2, A3, A3.5, A4, B1, B2, D3, XW u PO.
OnakoBas macca pO30BOr0 OTTEHKAa MOXET WCMO/b30BaTbCs 19 MACKUPOBKM W3MEHEeHUI LBeTa uim
OKpaLuMBaHWUA CTPYKTYpbl 3y6a, MeTasia 1 nioM6erpoBOYHOIo Matepuana.

HanonHuTenn  npeacTaBnslOT — CcO60M  KOMOMHAUMIO — HearSIoMepUpOBaHHOMO/HearpermpoBaHHOro
KpemMHVMeBOro HanosHutens 20 HM, HearJloMepupoBaHHOrO/HearpermMpoBaHHOro  LIYPKOHMEBOrO
HanonHuTens 4-11 HM, arperMpoBaHHOrO K/1aCTEPHOTO LMPKOHWEBOTrO/KPEMHMEBOrO HaroiHUTENS
(cocTosilero u3 KpemHWeBOro HanofHuTens 20 HM U LUPKOHMEBbIX 4acTuy, 4-11 HMm), a Takxke
HaMo/HTENb, COAePXKaLLMA TpUTOPKUS MNepbus, ¢ arnoMepupoBaHHbIMK YacTuuamm 100 HM. MaccoBas
[ONS COfePXKaHWs HeopraHMYeckoro HamosHuTens - okono 76,5 % (o6vemHas - 58,4 %). Matepuan
CTOMaTONornyecknii pectaBpauymoHHblii Filtek Universal cogepxut AUDMA, AFM, 6unypetaH-DMA 1
1,12-ponekaH-OMA. Martepran CTOMaTONOrMYecKnin pecTaBpaumoHHblin Filtek Universal HaHocuTca Ha
3y6 CnefoMm 3a HaHeceHWeM CTOMATONOrMYecKoro ajres3mBa Ha OCHOBE MeTakpunarta, 06ecrneymBatoLLero
MOCTOSHHOE CLEeneHne pecTaBpaLMOHHOrO MaTepuana u CTPYKTypbl 3y6a, Hanpvmep, NpOW3BOAMMOrO
KomnaHunen «3M 3OCIMO». Matepran CTOMATONOrMYECKMIA pecTaBpaLMoHHbIiA  Filtek  Universal
MOCTaBNAETCA B (hOpPMe TPaAMLIMOHHbIX 403aTOPOB M OLHOLO30BbIX Karcy”.

MaTtepman CTOMaToNorMyecknii pectaBpaumoHHblin Filtek Universal MoXeT NocTaBnsTbCA B Habopax:

1) Marepuan CTOMaTONOrMYecKuiA pectaBpaLmoHHbIin Filtek Universal, Ha6op 03HaKOMUTESbHBIN: -
Karicynbl oTTeHKa A2 (5 kancyn no 0,2 r); - 6nmctepbl L-Pop ¢ agresnsom Single Bond Universal (5
LUT.); - AUCKM crivpasibHble Sof-lex ;i wiMdoELwHMa 1 nonvposaHmus, 6exesble (3 WT.); - AUCKK
cnupanbHble Sof-lex ans nonnpoBaHKs, po3oBble (3 LWT.); - AnckogepxaTesb (1 WT), - MHCTPYKUKS NO
NpMMeHeHnto. 2)MaTtepuran CTOMaToNorMyecknii pectaBpaumoHHbliii Filtek Universal, npo6HbIi Habop B
fo3aTopax: - fo3aTopbl ¢ MaTtepmanoM oTTeHkos: Al (1 wr., 4 1), A2 (1 wr.,4r1), A3(l wr.,4r),A35
(Q wr.,4r), PO (1 wr., 4 1), - UHCTPYKLMA MO NpUMeHeHMI0. 3) MaTepuas CTOMaToN0r MYeCKMin
pecTaBpaunoHHbIin Filtek Universal, npo6HbIii Habop B Kancynax: - Kancy/bl C MaTepnasioM OTTEHKOB:
Al (20 kancyn no 0,2 r), A2 (20 kancyn no 0,2 r), A3 (20 kancyn no 0,2 r), A 3,5 (20 kancyn rno 0,2 1),
PO (10 kancyn no 0,2 1), - MHCTPYKUMS M0 NPUMEHEHMIO.

MokasaHun

* [psAmMble pecTaBpaluy nepesHUX N 60KOBbIX 3y60B, (BK/IHOUasA OKK/O3MOHHLEE NOBEPXHOCTM)
* Haactpolika KynbTu

* LlunHnpoBaHue

* Henpamble pecTaspaLuu, BKNOYaA BKAAKW, HAKNaAKA 1 BUHUPDI

MpoTrBONOKa3aHmA

He npuMeHsiiTe AaHHbIA MaTepuan y NauyeHToB, UMEOLLIMX a/lfIepruto K akpunoBbIM CMOaM.
MoTeHumanbHbIe HEGNAroNPUSATHbIE COObITUA (BO3MOXKHbIE OC/TIOXHEHWS)

BO3MOXHbI anepruyeckme peakumm Ha akpunatbl

O6nacTb NPUMEHEHMS

Cromatonorus. MpefHasHaYeHo UCKMKUNUTENBLHO A5 MCMO/b30BaHUSA MPO(ECCUOHAbHBIMM
CTomMaTonoramu.

HasHaueHwue

MpuMeHseTCs ANa pectaBpauuy nepeaHnx 1 60KoBbIX 3y60B.

VHdopmaums o mepax npeLocropoXXHOCTM 415 NaLneHToB

[JaHHbIIA MaTepran COAEPXKUT BELLIECTBA, KOTOPbIE Y HEKOTOPbIX JIOAEN MOryT BoE3BATH a/I/IEPriiecKyto
PEAKLMIO MPU KOHTaKTe C KOXeid. He MpuUMeHsiiATe faHHbIA MaTepuan y nauvieHToB, UMEKOLLMX ariepruo
K aKpWioBbIM CMOMam. B cryyae Npofo/mKMTENbHOMO KOHTaKTa C me kv TKaHSMM POTOBOIA MOSIOCTU
06WbHO NPOMOIATE ee BOAOW. B Cryvae BO3HMKHOBEHWS a/liepryecKoi peakummn obpallainTech K Bpavy,
Mpy HEOBXOAMMOCTM YAannTe MaTepuan 1 NPEKpaTUTe ero UCrosb30BaHVe B Ja/bHELLIEM.

Mepbl NpefoCTOPOXHOCTY A5 CTO.MATO/IOMMYCCKOro NepcoHasia

Kancynbl moxHo HarpeBaTb (fo3aTopbE EEaE'pesarb 3anpeEEraercs).
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[JaHHbIN MaTepran COLePXXMT BELLECTBA, KOTOPbIE Y HEKOTOPLIX /IHOAEN MOTYT BbI3BaTb a//iepruieckyto
PeaKLMto MPU KOHTaKTE C KOXEeN. [151 CHYXKEHUS pUCKa aifieprimyecKmnx peakumii yMeHbLInTe
BO3ZENCTBME OT 3TUX MaTepuasioB. B 4aCTHOCTH, n3beraiite KOHTaKTa C HEOTBEPXKAEHWbIM M3LENNEM.
Mpy NonagaHnn Ha KOXy NpPoOMOTe BOAOW C MblIOM. PEKOMeHAYeTCA UCNONb30BaTh 3alUMTHbIE

nepyaTKy 1 NPUMEHEHNE TEXHWUKWN NPW OTCYTCTBUW COMPUKOCHOBEHWSA. AKPUNATbl MOTYT MPOHMKATb
yepe3 06bIYHbIe NnepyaTku. Mpu KOHTaKTe U3Lens ¢ nepyaTkaMmm CHUMUTE U YTUIN3UPYIATE NepyaTku,
HeMeZ/IleHHO NPOMOWTe PyKM MblIbHOV BOAON, & 3aTeM Hafe}uTe nepyaTki NOBTOPHO. [Mpn
BO3HWKHOBEHUW a/iIepruieckon peakummn obpaTmuTech K Bpady B c/iydae Heo6xo4mMmoa w.

MacnopTa 6e30nacHOCTY BelwecTBa «3M» MOXHO NOAYy4YnUTh Ha cainTe www.3M.coni uam B MECTHOM
dhunmane.

VHCTpYKLMA MO NPpUMEHEHNUIO

MogrotoBka

1. Oumuctka: Ans yaaneHus naneta 3y6bl HEOOXOAMMO OUYUCTY Tb BOLHO-MEM30BOWA CyCMeEH3Uei.

2. Bblbop oTTeHKa: Mepen nsonsaumneid 3yba noabepunte NOAXOASLLMIA 03TEHOK(-KKM) pecTaBpaLiOHHOIO
marepuana.

3. WNzonaumsa: MpefnoyutuTensHbIM METOLOM M30M1ALMKN ABNSeTCa Koddepsam. OfHaKO MOXHO
MCMO/b30BaTb U ApYrue CUCTEMbI U30NALMK, Clieflys X COOTBETCTBYHOLLMM MHCTPYKLUA MO
NPUMEHEHNIO.

MpAmble pecTaspaunm

1. ToprotoBka NonaocTu

1.1. PecTaBpauuu Bo PpoHTanbLHOM oTgene: MpumeHsiiTe CTaH4APTHbIE METOAbI NOATOTOBKM
nonocTy Ansa Beex pec3aspaunii knacca lll, IV n V.

1.2. PectaBpauun B G0KOBOM M XeBaTe/NbHOM oThenax: [oarotosbTe MosocTb. Lllepoxosatble u
OCTpble Yr/ibl cnegyeT 3akpyrintb. OCTaTkM amaibrambl WM NPOKIALOYHbIX MaTepuasioB cnegyet
TLWATENIbHO YAA/UTb, MOCKO/bKY OHWM MOTYT MPensTCTBOBaTb MPOHWKHOBEHWIO CBETA W, CNeAO0BATE/bHO,
HOPMaJIbHON NOMIMMEPU3aLLMM PeCTaBPaLMOHHOIO MaTepuaia.

2. 3awmTa nynbnbl: Ecnv npousowwno BCKpbITME Ny/bMbl WM cUTyauus TpebyeT NpsMoro nokpbITus
nyNbMbl, HaHECUTe HeBOMbLLIOE KOMMYECTBO MMAPOKCHAA KaslbLMA Ha BCKPbITbIV Y4acTOK, a 3aTeM BHeCUTe
CBETOMNONMMEPU3YEMBI  CTEKNOMONOMCPHbIA  NPOKIafo4HbIin/6a3oBbIn  MaTepuan Vitrebond™  Plus
npounssogctea «3M ESPE». MNpoknagoyHsblii/6a3oBbii MaTepuan Vitrebond MOXHO Takke 1Cnonb30BaTh B
rny6okmx nonocTax. CM. MHCTPYKLUMIO MO NPUMEHEHNIO MPOKNafo4HOro/6asoBoro Matepuana Vitrebond.
3. YcTaHOBKa MaTpuubl:

3.1. [nsa pectaBpauumn nepegHMx n 60KOBbIX 3y60B: PasmecTuTe BblIOpPaHHYH MaTPUUHYHO CUCTEMY
MO UHCTPYKLMA NO NPUMEHEHWIO NMPOU3BOLUTENA.

4 . ApresmsHas cuctema: [ns cuensieHWs CTOMaTo/I0rMYeckoro pectaBpalMoHHOro Martepuana Filtek
Universal co CTpyKTypoil 3y6a, peKOMeHAyeTCsi WCMoMb30BaHME CTOMATOMOMMYECKON aare3vBHON
cucTembl npomssoacTea «3M ESPE» (Hanpu.Mep, YHUBepcanbHbIi agresms 3M™A ESPE™ Single Bond).
CM. NOMHbIE MHCTPYKLUMM U Mepbl NPesoCTOPOXHOCTY A4/ U3AeNnii B PyKOBOACTBE MO 3KCMyaTaumm
afreavBHbIX cuctem. ocne 3aTBepAeBaHVs aaresvBa NPOJOHKaTe COXpPaHATb M30MALMI0 OT KPOBW,
CNIOHbI N APYTUX XXMAKOCTEN 1 HEMEANEHHO NpUCTynaliTe K HaHeceHWto maTepmana Filtek Universal.

5. HaHeceHue onakepa (Ha Bbl6Op): B cnyyae okpalumBaHusi UM 06eCLBEUMBAHNS CTPYKTYpbI 3y6a
Mbl pekoMeHayeM HaHocuTb 3M PO. [Hs o6ecneyeHWs MOSHOrO OTBEPXKAEHWUS MaTepuasia BaXHO
HaHOCWTb MacTy CNOSIMM MaKCUMa/lbHOW TO/LLMHOA B 1 MM BBMAY 60/1€e BbICOKOW YKpbIBUCTOCTU. [1a
MPaBWIbHOrO  WCMO/b30BaHWA  ClieflyiTe  WHCTPYKUMSM MO 4O3MPOBAHMIO,  HAaHECEHWIO U
CBETOOTBEPXKAEHUIO HIDKE.

6. BHeceHve komno3uta: CnegynTte WHCTPYKLMM B COOTBETCTBMM C BbIOPAHHON [O3MpYHOLLeit
encTemoin.

6.1. [osatop: V3BnekuTe HeOOXOLMMOE KOMMYECTBO pecTaBpaLyOHHOrO MaTepuana Ha 6/10KHOT ans
CMeLIMBaHWS, Mef/IeHHO MOBOpayvBas Py4yKy LUNpMLa MO 4acoBoi cTpenke. [ns npefoTBpaLieHus
BbITEKAHUA pecTaBpaLMOHHOro Matepuasa nocne Toro, Kak ero Heo6XoAuMMOoe KOMMYECTBO W3B/IEYEHO,
MOBEPHMTE PYYKY LUNpULA Ha NOs-060poTa NPOTMB YacOBOW CTPENKWA W BblAaB/MBaHWE MPEKPaTUTCS.
Cpasy >xe 3akpoliTe [03aTOpP KOMMNaykoM. Ecnv u3BneveHHbI MaTepuan He WUCMOMb3YeTCs HEMELJIEHHO,
Heo6X0AMMO 3aLLUTUTL ero OT CBeTa NOAXOAALLMM MOKPLITUEM.

6.2. OpHopasoBas Karncyna: BcTtasbTe Karcyny B AMCMEHCEP AN pecTaBpaLMOHHBIX MaTepuasioB
npoussogcTea «3M"N ESPH™», CrieflyiiTe 0TAENbHON MHCTPYKUMM K AUCMEHCEPY M COOTBETCTBYHOLLMM
MepaM MpejoCcTOPOXXHOCTM. HaHocuTe MaTepuas U3 Karcy/bl HEMOCPeACTBEHHO B MOOC Ib.

6.3. HaHeceHue n cBeTOOTBEPX”3enHe: [MOCNONHO HaHecUTe KOMMO3WTHbLIA MaTepuan v MpoBeAnTe
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CBETOMNOIMMEPU3aLMIO, Kak yKasaHo B LLlare 8.

7. HaHeceHue:

7.1. TlocnoiiHo HaHecuTe pecTaBpauvOHHbI MaTepran 1 MpOBeAMTE CBETOMONMMEPU3ALMIO, KaK
yKasaHo B Lllare 8.

7.2. Tpupgainte hopmy pecTaBpaLmy COOTBETCTBYHOLMM MHCTPYMEHTOM, NpeaHa3HauyeHHbIM A5 padoTbl
C KOMMO3WUTHBbIMU MaTepuaiamu.

7.3. W3beraitTe nonagaHna MHTEHCMBHOMO CBETa Ha paboyee nore.

7.4. PekomeHZaumu no naomMo1poBaHnMio 60KOBbLIX 3y060B:

7.4.1. [na nonHoi agantauuy nepeblii 1 MUNNMMETPOBBIA CNOM CneayeT HAHOCUTL W afanTupoBaTh K
NPOKCUMa/IbHOW CTEHKE.

7.4.2. [na agantauum matepvana no gHy W CTeHKam MosiocT MOXHO MCMO/b30BaTbh KOHAEHCALMOHHBII
WNHCTPYMEHT (Tondep).

8. Monumepwusaymsa: [aHHbIn MaTepuan OTBEPXKAAETCA NOL ranoreHoBOV WM CBETOAMOAHON Nammon
C MUHVMa/IbHOW MHTEHCUBHOCTLIO cBeTa 550 MBT/cM™ B nana3oHe 400-500 HM. MMonvmepusyinTe Kaxkapblii
CMoii MaTepuana, 3acBeumBas BCIHO ero MoBePXHOCTb CBETOM BbICOKOW WMHTEHCUMBHOCTW OT WCTOYHKKA,
Hanpvmep, CBETOBOW MoNMMepu3aLMonHOi namnbl oi «3M ESPH». Bo Bpems nonnmMepusauuy Lepxure
CBETOBOJ, KaK MOXHO 6/vbKe K MOMMEPU3YCMOMY Matepuany.

Bpems nonumepusauyuu

OTTeHkn T nybuHa cnos Bce rajsioreHoBble namnmbl CseToamofHbIe namnbl
(C BbIXOLHON UHTEHCUBHOCTBLIO (C BbIXOAHON MHTEHCUBHOCTbIO
550-1000 mBT/cm™) 1000-2000 mBT1/cm2)

Teno 2,0 Mm 20c HOc

Po3oBbili 1,0 Mm 40c 20c

0MakKoBbIin

9. KoHTypupoBaHuc: OTWANDYNTe MOBEPXHOCTU M/IOMObI  a/IMa3HbIMU WX TBEPAOCT/IaBHbIMM
(mHMpaMn, Gopamnm UM KamHaMK. OTWAUQYinTe 60KOBblE MOBEPXHOCTU C MOMOLLBI OTAENOYHbIX
nonocok Sof-Lex"™ Finishing Strips, n3roToBneHHbIX ans «3M ESPE».

10. JocTvKeHne npaBuIbHOW OKK/O3UK: [IpoBepbTe OKK/HO3MKO  apTUKYNALMOHHON 6ymMaroil.
MpoBepbTe LEHTpasibHble Y GOKOBble KOHTaKTbl MPU ABWXKEHWW. AKKYPaTHO MOAFOHUTE OKK/IHO3UIO,
yAa1as U3NIMLLKA MaTepuana MenKo3epHUCTbIM aiMasHbiM 60pOM UM KaMHEM.

. LWnudoska n nonuposka: PekOMeHAyencs nosmpoBKa ¢ NOMOLLbHO MOMPOBaSIbHOM cucTembl Sof-
Lex*Diamond w1 oTaen04Ho-NoNnpoBa/ibHOM cuctembl Sof-Le.x™.

HenpsmMble pecTaBpauum, BKAKOYas BKNagKKW, HaKNagKn 1 BUHUPLI

1. CtomaTonormyeckas onepaunoHHasa npouegypa

1.1 Bbl6Op OTTeHKa: nepef u30nauUMeli BbloepuTe NOAXOAALMIA OTTEHOK(-KW) pecTaBpalMOHHOI0
matepuana Filtek.

1.2 TMoproToBka: OTnpenapupyiTe 3y6.

1.3 CHatue ottucka: lMocne 3asepLleHUs NpenapypoBaHWs CHUMWTE OTTUCK OTMPenapvpoBaHHOro
3y6a, crefys MHCTPYKLUMAM NPOW3BOAUTENSA B OTHOLLEHUM BbIGPAHHOrO OTTUCKHOIO Matepuaia. MoxHO
1CMoNb30BaTb OTTUCKHBIA MaTepuas, Hanpumep, nponssoacTea «3M ESPE».

1.4 CwucTeMbl UM(POBOro CKaHMpoOBaHUA: B KayecTBe asbTepHaTVBbl, /19 3aMeHbl Llara OTTUCKa
Bbille MOXET MPOBOAMTLCA LM(POBOE CKaHMpoBaHWe. ChepyiiTe WHCTPYKUMSM  NPOM3BOAUTENS
BbIGPaHHOM CUCTEMbl CKaHMPOBaHWA. MOXHO WCMOMb30BaTb CUCTEMY CKaHUPOBaHMUA, Hanpumep,
npoussoacTea «3M ESPE».

2.  JlabopaTopHasa npoueaypa

2.1 3anonHWTe OTTUCK XXMAKAM TUMCOM. YCTaHOBWUTE MWHbI HA 06Pab0TaHHYK) MOBEPXHOCTb, €C/M
1CNO/b30BaNIaCh TEXHMKA ONTUCKA B MPUKYCE.

2.2 OTtpennte Mofenb OT OTTUCKA Yepe3 45-60 MuH.

MomecTuTe MUHLI B MATpULy W 3aUKCUMPYTe TUMNC, Kak Npy 0ObIYHOW Npouefype KOPOHbl U MOCTa.
YCTaHOBUTE MOfE/b BMECTE C MOZE/bI0 MPOTUBOMOMOXKHOW YEMOCTY B MOAXOAALLEM apTUKYIATOPE.

2.3 Ecnm BTOpOI1 OTTUCK He 6bia NOMTyYeH, OTNENTe BTOPYHO MOAE/b C MOMOLLbIO TOM0 XXe 0TTUCKa. OHa
OyfeT ucnosnb3oBaHa B Ka4ecTse paboyero obpasa.

2.4 OG6paboTaiiTe Mogenb MNOArOTOBNEHHOrNO 3y6a 3yO6OTEXHMYECKMM WHCTPYMEHTOM W ydanute
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U3MULLIKU M OTKPOITE Kpas, UTobbI X BbIN0 Nerko 06pabaTbiBath. Mpn HEOO6XOAMMOCTI NOMETbTE Kpas
KpacHbIM KapaHgalloM. py HeobXoAMMOCTM NP 3TOM HANIOXUTE NMPOK/IALKY.

2.5 3amoumTe maTpuly B BOfe, 3aTeM KUCTbHO HAaHECUTE Ha MpenapaTt TOHYalLIWA CroW cpedbl Ans
pasfeneHus, faiiTe eMy HEMHOTO BbICOXHYTb 1 NOTOM A06aBbTe eLle OAWNH TOHKWUIA C/OMA.

2.6 [o6GaBbTe nepBblii CMOM KOMMO3WTa Ha MOANOXKKY Mperapara, W30berainte KpaeB W crefyinte
peKoMeHZaUMAM Mo OTBEPXKAEHWIO,  OMuMCaHHbIM B pasgene «lMpsamble pectaBpauum» (Lar 8).

2.7 HaHecute v npoBeanTe CBETOOTBCPXKAEHME LOMOMHUTENBHLIX CN0EB KOMMNO3uUTa. ocneaHuiA cnos
(pe3uoBbIii) LO/MKHA BKNOYATb KOHTAKTHbIE YHaCTKM.

2.8 Tomectute MaTpuuy 06paTHO B apTukynsatop. [obaBbTe MOCNeAHUIA CNOM  KOMMO3WTa Ha
OKK/IIO3MOHHYIO MOBEPXHOCTb. HaHecuTe HeMHOro 6osblue KomrnosuTalSELB LieHTpe, Mo 6okam W C
OKK/IHO3MOHHOV NOBEPXHOCTU. 3TO CO3AaCT ME3NOAUCTA/IbHbIE KOHTAKTbl U Haf/1eXallniAi OKK/IO3MOHHBbIV
KOHTaKT MpW CMblKaHUM MPOTMBOMO/OXKHOM YeNoCTU C  HEMNoIMMEPU30BaHHLIM C/I0EM  MaTepuasa.
MonuvepusyiiTe CBETOM B TeYeHMe [JeCATU CeKyHA, 3aTeM W3BMeKWTe T[UMICOBYH) MOLeNb Ans
npeLoTBpAaLLEeHNS afre3nun ¢ NpUeraroLLMMmM NOBEPXHOCTAMU. 3aBepLUNTE MPOLECC OTBEPXAEHNWS, Cneays
BPEMeHW OTBEPXKAeHUA B pasgene «lpsamMble pectaBpauumn» (LLar 8).

2.9 [pn ukcauun oxkneosvoHHoro KOHTAKTa W3B/IEKUTE W3/IMLLKM KOMMO3WUTA BOKPYT KOHTAKTHbIX
yyacTkoB. Cchopmupyiite 6yrpbl U GcCypbE B COOTBETCTBUM C okkneosmoHHoi aHATOMUEIA.

2.10 CobntofaiiTe OCTOPOXHOCTb MPW W3BMIEYEHUN pecTaBpauyn U3 TrUNCOBOWM Mogenn. OTgenute
Ma/IeHbKNe KYCOYKM éumncosoii MOAENVM OT pecTaspauuu, OHa [O/KHa aKKypaTHO OT/IOMUTLCA OT
3aTBep/eBLUei pecTaBpauymn 4O NOMHOMO BOCCTAHOB/IEHUSA BCEN pecTaBpaLMOHHON NOBEPXHOCTY.

2.11 C nomouiblo MacTep-MOAEeNN NPoBepbTe PecTaBpauuio Ha OTCYTCTBUE AeDEKTOB, MKPO3a30p0B U
Ha TOYHOCTb KpaeBoro npuneraHus. OTperynmpyis'e v OTNOMUPYITe COOTBETCTBYHOLMM 06pa3oM, Kak
yKa3aHo BbllLie B pa3gene «lpamble pectaBpauunun» (LWarn 9-11).

3. Cromatonormyeckasa onepawluoHHasa npoiesypa

3.1 T[pwuaaiTe LWEPOX0OBATOCTb BHYTPEHHNM NOBEPXHOCTSAM HEMPSMbIX PecTaBpaLyii.

3.2 TlpoMOiiTe KOHCTPYKLMIO B MblfIbHOM pacTBOpe B Y/IbTPa3ByKOBOW BaHHE M TLIATENbHO BbICYLUUTE.
3.3 UemeHTrpoBaHue: 3aUKCMpyinTe KOHCTPYKLMIO C MOMOLLBIO KOMMO3UTHOIO LieMeHTa
npounssoactea «3M ESPE» cornacHoO MHCTPYKUMAM NPOU3BOAMTENS.

OuncTka 1 obessapaxnbaHue

MHOropasoBbIil LINpUL-A03aTop He npegEEasHayeH AN NPSAMOro KOHTakTa ¢ mauveHToM. Mpu paboTe co
LWINPULLOM-[03aTOPOM  UCMONb3YATe HOBble He3aE psasHeEEHble nepuaTku. WHCAPYKUMWM MO OYUCTKE W
HM3KOYPOBHEBOMY 06e33apaxknBaEEVIE0 EEEEEMELLEIsaropa npreeaeEELE Hike.

LWar 1- ouncrka

Wcnonb3yiite CaviWipes™ wam aHanorMyHyr0 YUCTALLYO CaneTKy U TLLaTeIbHO NPOTMpaiiTe BCO
NOBEPXHOCTb 13aenmsa oT 30 ¢, MOoKa Ha HEM He OCTaHEeTCS BUAMMOMN pssu.

LLlar 2 - o6e33apaxuBaHue

[Ans 06e33apaxnBaHWs BCel MOBEPXHOCTM m3genuns ncEEonb3yiite Hoyto CaviWipes nam aHasornyHyo
fe3nHhrumpytoLyto ca;EdeTKy ess CEEVMPTY 1 UeTBEPTUYHOM aMMOHWM, YBQXKHSS €€ B TEUEHWE BPEMEHU
KOHTaKTa, YKa3aHHOro Ha aTuken ke aesvEEpuMumpyEoLLero cpcacraa.

XpaHeHne 1 ucnosb3oBaHue

1. [daHHblli MaTepuan npegHasHadeE! nes MCMOMNb30BaHMS NPV KOMHATHOM TemnepaTtype. M0 XenaHuo
nepes 1cnosb3oBaHMeM MaTepuan (TobKO B hopMe Kancyn) MOXHO NOLOTPeTb B KOMMEPYECKOM
HarpeBartesie (Npu Temnepatype He Bbilwe 70 ®C/158 °¥ He gonblie 1u4).

2. XpaHeHve MaTepvasa NpY KOMHATHOM Temnepatype SB/SeTCA ONTUMaibHbIM. Ecin Mmatepuan
XpaHWica B XOMOAWIBbHOM KaMmepe, OH [JO/DKEH HarpeTbCs [0 KOMHaTHOM TemrEcparypbl nepef
ncnonb3oBaHneM. CpoK XpaHeHus Matepua-ria BEEm komHaTHoOM Temnepatype - 36 mecsiE|eB. MocTosHHas
OKpy>KatoLasa Temneparypa Bbiwe 27 °C/80 °\- MOXET COKpaTUTb CPOK XpaHeHWd. CM. JaTy MCTeYeHus
CpOKa XpaHeHUs Ha BHELLHEN YMaKoBKe.

3. He nogpepraiiTe pectaBpalyOHHLBE MaTepuasibl MIHTEHCUBHOMY BO3ZENCTBUIO CBETA.

4. He xpaHuTe mMaTepuasibl B6113N NPOLYKTOB, COLEPXaLlmX 3BreHoN.

Temnepatypa +2“C-+27°C 1
BnaxHocTb, (%) n0 80%
HasneHue (IMMa) 840-1065 i
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O TexHUYecKne XapaKTepuUCcTuKun:
[Lo3zatop Filtek Universal: gnnHa (Mm): 120,5 + 5%, wunpuHa (Mm): 26,5 £ 5%; anametp (MMm): AnameTp
unnmHgpa: 11,2+ 5 %, macca (r): 12+ 5 %.
Konnayok Filtek Universal: gaivHa (mv): 11,3 £ 5 %, wupnHa (MM): 14,7 + 5 % (TONbKO KOMMa4vok).

MepeyeHb cTtaHgapTos: 1ISO 10993-1:2009. 1SO 10993-3:2014, 1SO 10993-5:2009, 1ISO 10993-6:2016,
ISO 10993-10:2010, 1ISO 10993-11:2017, ISO 10993-12:2012, 1SO 10993-18:2005, ISO/TR 10993-22,
ISO 7405:2008, EN 1SO 14971:2012, 1SO 13485:2003 + Kop. 1:2009, EN 1041:2008+A1:2013, I1SO
15223-1:2016, IEC 62366:2015/Kop. 1:2016, ASTM 04169:2016, 1SO 4049:2009.

Knaccugukaums no 1ISO 4049:

Twun I, Knacc 2; 'pynna 1+2.

YcnoBus TpaHCNopTUPOBKN

YCoBMA TPAHCMOPTMPOBKU: MapaHTMPOBaHHLEIA CPOK rOAHOCTY W3ENMIA COOTBETCTBYET YKa3aHHOMY B
MapKUPOBKE MpU YCMI0BUW COBMIOAEHNA PeKOMEHA0BaHHbIX YC/I0BUIA XpaHeHWs. B npouecce nepeBo3ku
U3[envs MOryT MoABepratbCA KpaTKOBPEMEHHbLIM KOMebaHusM TemnepaTtyp, He BAMSAIOWMM Ha WX
6e30MacHOCTb W 3W(EKTUBHOCTD.

TpaHCNopPTUPOBKA MEAVLIMHCKMX U3AENWNIA MOXET OCYLLECTB/IATLCA BCEMU BUAAMM TpaHCMopTa.
JNlekapcTBeHHbIe BelllecTsa

MeauuVHCKMe U3Aenna He COLEPXKaT N He BbIAENA0T IeKapCTBEHHbIX BELLECTB.

Mpoun3BofHbIE YeNOBEYECKOW KPOBU

MeaMLUHCKMe U3LeNns He COAepXXaT ¥ He BbIAEeNAI0T MPOM3BOAHbIX Ye0BEYECKOW KPOBU.

BelecTsa )XMBOTHOr0 NMPOUCXOXAEHNA

Martepmasbl XX1BOTHOIO NPOUCXOXAEHNS HAMEPEHHO B U3LeNna He 406aBNAoTCA.

Ytnnusaunsa

Cwm. Macnopt 6e3onacHoOCT (419 NoNyYeHUs MHopMauum 06 yTUIn3aLmMm MOXHO NOYYUTb B MECTHOM
OTAENEHNN).

Cnocobbl yTUn3aLmu: YTunusaums COAEPXKNUMOTO/KOHTeliHepa B COOTBETCTBUM c

MECTHbIMW/PEervoHa3bHbIMWU/HaLMOHaIbHbIMU/MEXAYHapPOAHbIMU/NpaBunamm.

MeguuuHckue  wmsgenus B Poccuiickolri  defepaumn  [O/MKHbI - YTUAM3MPOBATLCA B MECTHbIX
rocyfapCcTBeHHbIX opraHusauusax B cooteetcTBMM ¢ CaHllvH  2.1.7.2790-10 «CaHuTapHo-
aNMAeMMoNornyeckne TpebosaHna K 06paLLeHnto C MeSULIMHCKUMM OTX04amu» /19 0TX040B Knacca b.
VHhopmaums gns 3akasumkos

Bcem nvuam 3anpeLaeTca NpefocTaBNAaTb MHOPMALIMIO, KOTOpasi OT/IMYaeTCA 0T UH(opMaLmu,
M3M0XKEHHOWN B HACTOSLLIEN MHCTPYKLWMN.

MpepynpexaeHue: CornacHo (efepanbHOMy 3akoHogatensctsy CLUA faHHOe u3fgenvie paspeLleHo
npozasaTb WM UCNOMb30BaTb TOMbKO reo 3aKa3y MPOMECCUOHA/IBHOrO CTOMATO/IOra.

NHhopmaLms 0 NpousBoauTesne MeiuLMHCKOro usgenus

— PaspaboTumnk

«3M 3CIM3 AeHTtan Mpogakrte»

Agppec: 2510 KoHBeii AgeHto, CeHs-IMon, MuHHecoTa, 55144-1000, CLLA
TenetoH: (CLUA) 1-800-228-3957

— [lpoussognTe.3b

«3M 3CIM3 deHtan MNpogakrte»

Agppec: 2510 KoHseii AeHto, CeHT-Ton, MuHHecoTa, 55144-1000, CLUA
TenedoH: (CLUA) 1-800-228-3957

[rapaHTuMA

KomnaHusa «3M» rapaHTupyeT, 4TO [aHHOE u3fenve He OyAeT WMeTb Ae(eKTOB MaTepuasioB Win
nsrotosneHns. 3M  HE JAET HUKAKUX [APYTUX T[APAHTUW, BK/IHOYASA NIHOBbIE
MOAPA3YMEBAEMBIE TAPAHTV KOMMEPYECKOW LEEHHOCTW WAV MPUTOAHOCTW AN
OMPEAENIEHHOW LENW. TMonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a OMpPefeNieHne MpUrogHOCTY
[AHHOro M34enna K UCNo/b30BaHUKO B COOTBETCTBUM C ero (nonb3osartens) 3ajavyamu. Ecnm B gaHHOM
n3genun 6yaet obHapyXkeH fAedeKT BO BpeMsi rapaHTUIAHOrO CpPoKa, BalMM eUHCTBEHHbIM CPeACTBOM
3aWMTbl U eJUHCTBEHHON 06513aHHOCTLIO «3M>» ByAeT PEMOHT WK 3amMeHa U3genns «3M».
FapaHTUIHBIA CPOK: MapaHTMa pacnpoCcTpaHsaeTCcs Ha BECb CPOK FOAHOCTU mn3genuns: 36 Mecsues.
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OrpaHunyeHne OTBETCTBEHHOCTM

3a VCKMIOYEHNEM CUTYaLWiA, MPSMO MpeayCMOTPEHHbBIX 3aKOHOAATENbCTBOM, KOMMaHUs «3M» He HeceT
HUKaKo/ OTBETCTBEHHOCTU 3a /06ble YObITKM 1 YLIEPD, BbITEKAIOLME W3 MCMOMb30BaHUS AAHHOIO
nsgenms, Oyfb TO MpsSMble, KOCBEHHbIE, YMbILLMEHHbIE, CMyYaiiHble WM OMOCPefoBaHHbIE YObITKM,
HE3aBMCKMO OT BbIABUHYTHIX OGBACHEHUIA, B TOM YWCNE FapaHTWiA, KOHTPAKTOB, HEGPEXHOCTU WK
06bLEKTUBHOI OTBETCTBEHHOCTM.

XapaKTepucTunkn

CaolicTBa Martepuan cTomaTONOrMyecknini pectaBpaunoHHblii Filtek Universal
HanonHutenn npeactaBnstoT 060l KOMOMHALMIO
Hear/I0MepupOBaHHOI 0/Hear pernpoBaHHOr0 KPEMHUEBOTO HaronHuTens 20 Hw,

Pacrpe/ieneHme Hear/loOMep1poBaHHOIO/Hear perMpoBaHHOro LMPKOHNEBOrO HanonHuTens 4-11

pasmepa uacTu HM, arpervpoBaHHOr0 K/1aCTepPHOro LIMPKOHNEBOT0/KPEMHWUEBOIO HAMOHUTENSA

O (cocToALLEro U3 KPeMH1EBOro HanonHuTeNs 20 HM 1 LMPKOHMEBLIX YacTul, 4-11

M), a TaKkXKe HaroMHWUTESb, CofepXallunid ipudTopus uttepbus, ¢
arnomepupoBaHHbIMK YacTuamy 100 HM. MaccoBas 40N1A COAepXKaHns
HeopraHM4YecKoro HarosHUTEeNs - 0Kono 76,5 % (06bemHast - 58,4 %).

[nnHa BONMHbI (HM)

AN OTBEPXKAEHUS 400-500 m

VHTEHCMBHOCTb YKazaHus aaHbl 4

(MBT/em?) gna * namn 550-1000 mBTt/cm®
OTBEPXKAEHMA e namn 1000-2000 mBT1/cm”

CBETOOTBEPXKAEHME KAXKAOTO CM0S Ha FNYGUHY 2 MM (OTTEHKU, UMUTUPYIOLLME
C/IoV AEHTWHA U SMani)
* 550-1000 mBT/cm™: 20 ¢

PekomeH0BaHHOE » 1000-2000 mBt/cm™: HOC
Bpems OTBepXAeHNs CBCHOOTBEPXKAEHME KXAOro €/os Ha rnyouHy 1 Mm (0TTeHOK P030BbIli 0nak)
(©) e 550-1000 mBt/cw™: 40 ¢

» 1000-2000 mBT/cm-: 20 ¢

2 MM NS OTTEHKOB, UMUTUYIOLLMX CNOW AEHTUHA U MU

PeKoMeH0BaHHas 1 MM 419 OMakoBbIX OTTEHKOB

rnyéunHa

oTBEPXKAEHNS (MM).
PHA () (CM. peKOMeH[10BaHHOe BPEMSsi OTBEPXAEHNS BbILLE)

CuMBO/IbI HAa 3TUKETKAX U yrNaKoBKe

Wcnonb3oBarts A0 He ncnonb3oBatb

YKa3aHHOW JaTbl MOBTOPHO

Homep no karasory Howmep napTun

MpepocTepexeHue Cofep>xmmoe ynakoBKu

CONTENTS

Kog nepepaboTku W3penve oteevaet

(nonuaTuneH HW3KoM . rpe6oBaHVaM

NIOTHOCTK) O COOTBETCTBYHOLLNX
PE-LD ' avpektvs EC.
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Mpou3BoanTeNb TemnepaTypHblii npeaen

i J (YCNIOBMS! XpaHeHWs)

Kop, nepepaboTkm «3eneHasn ToUKa»
(HerogpnpoBaHMbIl

(h1OPOBLIA KAPTOH) e
PAP
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MepeBoa ATHOro neKcTa caenaH MHoW, nepeBogumkom MapbiueBbiM KO puem Mropesnyem.

Poccuiickas ®epepauns
Mopos Mocksa

UeThbipHaaLaToro oKTA6ps ABe ThiCAYN ABAALATOrO roga

[ MapTbiHoBa HaTanus AHgpeeBHa, BpeMEHHO NCMONHALWAaA 06513aHHOCT U HOTapuyca

ropoga Mocksbl AkumoBa Mne6a bopucosuya, CBULAETENLCTBY NOAJINHHOCT b MOANUCK NepeBojUmnKa
Mapblyesa HO pusa Uropesunua.

Mopnuch caenaHa B MOeM NPUCYTCTBUU.
JI4HOCTb NOANMCABLIErO LOKYMEHT yCTaHOBEHA.

3aperncTpupoBaHo B peecTpeaE&1/12LLL9~H/77~2020- ~
B3bickaHo rocygapcTeef I now mu™;]Tapudy): 100py6.
YnnayeHo 3a okasaHu yr\pasosoroB” LU xHuyeckoroxapakTepa: 300 py6.

e R4 LI— f
H.A.

Bcero npouwHyposa.
W CKPENIeHo neyaTb

BPWNO HoTapuyca
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Poccuiickas ®efepauns
lopos Mocksa
MATHaguaToro oTs6pA [JBe ThicsayaBafLATOro roa

2, LleiiHeko /logmuna BanepueBHa, BPEMEHHO WCNOMHAMOLAA
06s3aHHOCTKMWLWI11lyca ropoga MockBbl MPOKOLLEHKOBOI EneHbl
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