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

Dear Sir/Madame,

In my capacity as Regulatory Affairs Specialist, Oral Care Solutions Division, 3M FSPE
St. Paul, MN, USA, | certiiy that attached document (IFU) for piltek'~” Universal
Restorative in individual packs in English is truthful and accurate

&/1/,5v
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 / () day ofJune 2021.

Notary Public
My Commission Expires:

Christopher James Devet
Notary Public * Minnesota
My Commission Expires 01/31/2025
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Filtek™ U niversal Restorative material in individual packs
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General InformatioD

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: Al, A2, 13, A3.5, A4,
BK B2, D3, XW, and PO. Fhe 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-agglomeraied”non-aggrcgated 20 nm silica filler, a non-
agglomeraied '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 trifluoride 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. diurelhane-DMA. and
1.12-dodecane-DMA. Filtek Universal Restorative is applied to the tooth following use of a
methacry late-based dental adhesive, such as manufactured by 3M ESPE, which permanently
bonds the restoration to the looih structure. Filtek Universal Restorative is packaged in traditional
syringes and single-dose capsules.

Dental restorative material Filtek Universal can also be supplied in individual packs:

-Filtek Universal Syringe J11 Shade 1 - 4g, REF 6570A1, Instructions for Use. Visual technical
guide; -Filtek Universal Syringe A2 Sh”e 1-4g. RF.F 6570A2, Instructions for Use. Visual
technical guide; -Filtek Universal Syringe A3 Shade 1- 4g, REF 6570A3, Instructions for Use.
Visual technical guide; -Filtek Universal Syringe 3.5 Shade ! - 4g, REF 6570A3.5, Instructions
for Use, Visual technical guide; -Filtek Universal Syringe A4 Shade 1 - 4g. REF 6570A4,
Instructions for Use, Visual technical guide; -Filtek Universal Syringe Bl Shade 1 « 4g, RF.F
6570B1. Instructions for Use. Visual technical guide; - Filtek Universal Syringe B2 Shade 1 - 4g,
REF 6570B2, Instructions for Use. Visual technical guide; -Filtek Universal Syringe D3 Shade 1
* 49, REF 6570D3, Instructions for Use. Visual technical guide; -Filtek Universal Syringe XW
Shade 1-4g, REF 6570XW, Instructions for Use. Visual technical guide; -Filtek Universal Syringe
PO Shade 1+ 4g. REF 6570PO, Instructions for Use. Visual technical guide; -Filtek Universal
Syringe A2 Shade 1 - Ig, REF 6555A2-S. Instructions for Use. Visual technical guide; -Filtek
Universal Syringe A3 Shade | - Ig. REF 6555A3-S, Instructions for Use, Visual technical guide;
-Filtek Universal Capsules Al Shade 20 - 0.2g, REF 6575A1, Instructions for Use, Visual
technical guide; -Filtek Universal Capsules A2 Shade 20 « 0.2g, REF 6575A2, Instructions for
Use, Visual technical guide; -Filtek Universal Capsules A3 Shade 20 - 0.2g, REF 6575A3,
Instructions for Use, Visual technical guide; -Filtek Universal Capsules A3.5 Shade 20 - 0.2g, REF
6575A3.5, Instructions for Use, Visual technical guide; -Filtek Universal Capsules A4 Shade 20 -
0.2g, REF 6575A4, Instructions for Use, Visual technical guide; -Filtek Universal Capsules Bl
Shade 20 - 0.2g, REF 6575B1, Instructions for Use. Visual technical guide; -Filtek Universal
Capsules B2 Shade 20 - 0.2g, REF 6575B2. Instructions for Use, Visual technical guide; -Filtek
Universal Capsules D3 Shade 20 « 0.2g, REF 6575D3, Instructions for Use, Visual technical
guide: -Filtek Universal Capsules XW Shade 20 - 0.2g, REF 6575XW, Instructions for Use, Visual
technical guide; -Filtek Universal Capsules PO Shade 10 - 0.2g, REF 6575P0O, Instructions for
Use, Visual technical guide; -Filtek Universal Capsules A2 Shade 5 - 0.2g, REF 6550A2-S,
Instructions for Use, Visual technical guide; -Filtek Universal Capsules A3 Shade 5 - 0.2g, REF
6550A3-S. Instructions for Use. Visual technical guide.

Indications
e Direct anterior and posterior restorations (including occlusai surfaces)
e Core build-ups
e Splinting
¢ Indirect restorations including inlays, onlays, and veneers
Contraindications

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



Avoid use of this product in patients with known acr> late allergies
Potential Adverse Events (Potential Complications)

Possible acrylate allergies

Scope of use *

Dentistry'. For professional use only.

Intended Use

Used for restoration of anterior and posterior teeth.

Precautionary Information for Patients

This pr(xJuct 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 of water. Ifallergic reaction occurs,
seek medical attention as needed, remove the product if necessary and discontinue future use of
the product.

Precautionary Information for Dental Personnel

Capsules may be warmed (Do not warm syringes).

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.

3M SDS information can be obtained from wwvs-.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 of the restorative material.

2. Pulp Protection; If a pulp exposure 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 VitrebondTM 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. Sec the
Viirebond 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 Fillek
Universal Restorative to tooth structure, use of a 3M ESPE dental adhesive (for example 3M*™
ESPE™ 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 Fillek Universal Restorative.
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5. Opaquer Placement (Optional): Ifstaining or discoloration ofthe tooth structure has occurred,
we recommend placing 3M PO. Because ofthe higher opacity, it is important to apply the paste in
layers with a maximum thickness of 1 mm to ensure coniplcie 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 slowly in a clockwise manner. To prevent oozing of the 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: Insertcapsule into3M “<ESPE"* Restorative Dispenser, manufactured
for 3M ESPE. Refer to separate restorative dispenser instructions for full 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.

7.3. Avoid intense light in the woricing 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  'ncrement  All halogen lights (with LED lights (with output 1000-2000
Depth output 550-1000 mW/cm2)  mW/cm2)
Body 2.0 mm 20 sec. 10 sec.
jF())IS;(quer 0 mm 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 pto115b1n8 diamond
or Slone.

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

1.1 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 manufacturer's instructions of the impressioning material
chosen. An impressioning material, such as manufactured by 3M ESPE, may be used.
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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 ESP”I 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 ‘Iriple 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 ofthe preparation, stay short of the margins,
and follow the cure recommendations described in the Direct Restorations (Step 8).

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, distally, and occlusally. This will allow for the mesiodislal
contacts and the proper occlusal contact when the opposing arch is brought into occlusion wiih 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, (he 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 ESPF resin cement system,

manufactured by 3M ESPE following manufacturer’s instructions.

Cleaning & Disinfection

rhe multiple-use syringe dispenser is not intended for direct patient contact. Use new.
unconiaminated gloves when handling the syringe dispenser. Directions for cleaning and low level
disinfection of the 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.
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2. The product is best stored 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.

3. Do not expose restorative materials to intense light.

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

1 temperature t. L 1
Humidity. %) no 80%
Pressure ('Ma) 840-1065 1

Specifications: syringe Filiek Universal: length (mm): 120,5 + 5 % , width (mm): 26,5 £ 5 %;
diameter (TTmm): cylinder diameter: 11,2 + 5%, weight (g): 12+5% . dead space 0,02-0,15 g
Filtek Universal cap: length (mm): 11,3 £ 5 %, width (mm): 14,7 * 5 % (cap only).

Applicable standards: ISO 10993-1:2009, ISO 10993-3:2014, ISO 10993-5:2009, ISO 10993-6:2016,
ISO 10993-10:2010. ISO 10993-11:2017, I1SO 10993-12:2012, ISO 10993-18:2005, ISO/TR 10993-22,
ISO 7405:2008, EN 1SO 14971:2012, ISO 13485:2003 ~ Kop. 1:2009. EN 1041:200871:2013, 1SO
15223-1:2016, IEC 62366;2015/Kop. 1:2016, ASTM 04169:2016. 1SO 4049:20009.

ISO 4049 classification:
Type 1, class 2; group 1+2

Transportation conditions

Fransportalion 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.

1ransponation 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 subsidiar> for disposal information).
Disposal methods: Dispose  of contenL/container In  accordance  with  the

locaUregional/national/internaiional/regulaiions.

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
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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
MERCHANTABILI IY OR FITNESS FOR A PARTICULAR PURPOSE. User is responsible for
determining the suitability ofthe product for user’s application. If this 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 arc 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/siliea cluster filler (comprised bl
distribution 20 nm silica and 4 to 11 nm zirconia panicles), and a ytterbium
trifluoride filler consisting of agglomerated 100 nm panicles. The
inorganic filler loading is about 76.5% by weight (58.4% by volume).
Wavelength (nm) for

. 400nm to 500nm
curing

Instructions provided for:

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

curing 1000 TO2000 MW cm” lights
Light-cure each increment of 2 mm depth of cure (body shades)
¢ 550to 1000 mW, cm'": 20 sec
Curing time o 1000 to 2(_)00 10 sec _
. Light-cure each increment of 1 mm depth ofcure (Pink Opaque
recommendations (sec) shade)

» 550 to 1000 mW/cm”: 40 sec
e 1000 to 2000 mW.cm”: 20 sec
2mm increment for body shades
1mm increment for opaque shade
(see curing time recommendations above)

Depth of cure
recommendation (mm).
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MepeBOA C aHIMNIACKOT0 A3blKa Ha PYCCKUIA A3bIK

LLItat MunHHecoTa - CekpeTtapumart wirtara
He ong ucnonb3oBaHWs Ha TeppuTopun 1 BO BnageHnax CoefuHeHHbIX LLITaToB AMepUKN.

AMOCTWMNDb
(B cooTBeTCTBMM C Maarckoii KoHBeHLMen oT 5 okTa6ps 1961 r.)

1. CrtpaHa: CoenHeHHble LLITaTbl AMepuKn

HacToawuii opumunanbHbIi JOKYMEHT: VIHCTPYKLUMS MO NPUMEHEHUIO
2. nognucaH Kpuctogepom dxxerimcom [3BeTom
3. peicTBylOLLIMM(-eld) B KavecTBe HoTapuyca wTata MuHHecota

4. ckpenneH neyartbto/wiTamnom Kpuctodepa xeimca [aBeTa, HoTapuyca LwitaTa
MwuHHecoTa

YAOCTOBEPEHO
5. BT. CeHt-lTon, wt. MuHHecota 6. Oata: 23 uioHA 2021 .

7. cekpetapem wwitata MunHHecota 8. 3a Homepom 1240987800057

9. lMevaTb/WITaMM: 10. Mopgnwce:
(Meuatb) (Mognuce)
Bonblwasa neyartb Ctu CaliMoH
wrata MnHHecoTa CereTapb wTaTta

LLITat MunHHecoTa

(Mevatb)
Odmc CekpeTaps WwTata MyHHecoTa. bofbluas neyath Wtata MuMHHecoTa

HacToswwmii anocTuib yAOCTOBEPSIeT TaTbKO MOMIMHHOCTb MOANWCU W MOMHOMOYMS U@, MOAMMCABLUEro OhULUMaIbHBIA JOKYMEHT, a Takke, B Haf/iexallux criyyasx,
NOA/IMHHOCTL NeYaTh WAK LTamna, KoTopbIMM OH CKPensieH.

HacTosAwwmin anocTunb He yA0CTOBEPSET cofepikaHue AOKYMeHTa, Ha KOTOPOM OH NPOCTaB/ieH.

[ins Toro 4To6bl yaocToBEpUTLES B (haKTe Bbigaun HACTOSLLEro anocTuns, cM  httDs://anosrille.sos.statc.mn.us

HacTosiLee CBUAETENBCTBO HC MMEET CU/bl anocTW/sl, COCTaB.TEHHOI'0 B COOTBETCTBUM ¢ [aarckoii KoHBeHUMeld oT 05 okTA6pa 1961 roga, Npv NpeAcTaBfeHUn B
rocyfapcTBax, He HB;IAIOWHXCA y4yacTHMKaMu KoOHBeHUMW. B Takmx cnydasx CBHAETE.TbCTBO HEO6XOAUMO MNpeAcTaB.lATb B KOHCY.TbCKUWA OTAen mwuccuu,
NpefcTaB.1at0LLeN Takoe rocyfapcTso. ~
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«3M 3CI13 2510 KoHBeit ABeHto, CeHT-lMon,
3 M JeHTan MNMpogakTtc» MuHHecoTa, 55144-1000, CLUA

YBaxaeMmble rocnoga!

7, cneymManucTt Mo BOMpocaM HOPMAaTMBHO-MPaBOBOr0 PerynnpoBaHUs MOApasfeneHus pelueHnin ans
FMr1eHbl POTOBOW MoNocTM KomnaHum «3M 3CM3» (CLUA, MuHHecoTa, CeHT-Ion), nogTBepxKAato, 4to
npunaraemblii AOKYMEHT WHCTPYKUWA NO NPUMEHEHWI0O B OTHOLIEHWW CRefylouwux MeauLUHCKUX
nsgenunii: «Martepman cTOMaTONIOrMYECKNA pecTaBpaLMoHHbIA Filtek Universal B 0TAeNbHbIX YNaKOBKax»
Ha aHrMIACKOM A3biKe ABNSETCSH BEPHbIM U TOUHbIM.

(Mognuce) 16 nioHa 2021 .
PernHa dethepmaH [arta
Cneymanuct No Bonpocam HOPMaTMBHO-MPaBOBOro

perynnpoBaHus (Mevatb)
«3M 9CIM3» CekpeTtapuat wrtata MuHHecoTa.
MopapasfeneHne pewweHUn AN rTUrMeHsl NOAOCTM pTa Bonblas neyaTh WTata MuHHecoTa
LLtat MuHHecoTa )

Okpyr Pamcu ) MECTO COBEpLUEHUS HOTapMabHOTO AeliCTBNSA

MognucaHo Nof NpUCAroli B MOEM MPUCYTCTBUM CerogHs, 16 mnoHsa 2021 r.
Kpuctodep Oxeiimc [3BeT. HOTapuyc
CpoK MOUX MONHOMOYMIA ncTekaeT: 31 sHBaps 2025 .

(Wrammn)
KPUCTODEP IDKEMMC A3BET
HoTapuyc wrata MunHHecoTa
CpoK MOMX NOAHOMOYMIA ucTekaeT 31 aHBapsa 2025 T.
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WHCTPYKUMSI MO NPUMEHEHNIO

Martepuan cToMaTosIornMyecKnin pectaBpaLmoHHbli Filtek Universal B 0TAebHbIX ynakoBKax

2020 .
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O6Lwas nHgpopmaums

Marepua.: cTOMaTon0rnyeckunii pectaBpanoHHblii Filtek Universal - cBeTooTBepXAaeMblii KOMMNO3UTHbIN
pecTaBpayMOHHbIA MaTepuan, ONTUManbHbIA 418 NPUMEHEHUSA MPU 3CTETUYECKON pecTaBpauuun nepegHmx
N 60KOBbIX 3y60B. OTTEHKN, UMUTUPYIOLLME MO MPO3PAYHOCTU HAPYXHbIE CON AEHTWHA U BHYTPEHHUE
cnoun amanu, obecneunBaroT rNy6UHY OTBEPXKAEHUSA 40 2 MM. MOXHO Llar 3a WaroMm HaHOCUTb PO30BbIN
onaK cnosMu TONAWMHOW B 1 MM. Bce OTTeHKM SBAAOTCA PEHTreHOKOHTpacTHbIMW. [lpeanaratoTcs
cnepyrowme otteHkn nsgenua Filtek Universal Restorative: Al, A2, A3, A3.5, A4, BI, B2, D3, XW u PO.
OnakoBas Macca pO30BOr0 OTTEHKa MOXET WCMNOMb30BaTbCA ANA MAaCKUMPOBKM W3MEHEHWI LBeTa uau
oKpalnBaHusa CTPYKTYypbl 3yba, MeTanna u NIOMOMPOBOYHOrO MaTepuana.

Hanonuutenun npefctaBnawT  co60A  KOMOMHAUWK  HearnOMepUpPOBAHHOrO/HearperupoBaHHOrO
KPpEMHWEBOro HanonHutens 20 HM, Hear1oMepupoBaHHOro/HearperMpoBaHHOro  LUPKOHWEBOTO
HanonHutena 4—1 HM, arperMpoBaHHOr0 KNacTepHOro LWPKOHWEBOTO/KPEMHUEBOTO HaMONHUTENS
(cocTofiWwero M3 KPemMHWEBOro HanonHuTens 20 HM U LUPKOHMEBLIX YacTuy 4-11 HM), a Takxke
HaNoMHWTENb, COAepPXalnii TpudTOopUL NTTEPOUS, C arnfoMepupoBaHHbIMKU YacTuuamm 100 HM. MaccoBas
LONA coAepXaHus HeopraHM4YeckKoro HamofHUTeNns - okono 76,5 % (o6bemHas - 58,4 %). Matepuman
CTOMAaTONOrnYecKunii pectaBpaunoHHbiii Filtek Universal cogepxnt AUDMA, AFM, 6uypetaH-DMA 1
1,12-pogekaH-OMA. Matepuan cTomaTonornyeckunii pectaBpauuoHHblii Filtek Universal HaHocuTCcA Ha
3y6 cnefoM 3a HaHeCEHWEM CTOMAaTO/IOTMYeCcKOro afresnBa Ha OCHOBe MeTakpunarta, 06ecrneymBaloLLero
NMOCTOSIHHOE CLenfieHWe pecTaBpalMOHHOro matepuana U CTPYKTypbl 3y6a, Hanpumep, NPOU3BOAUMOTO
KomnaHueid «3M 3ICM3». Martepuan CcTOMaTONOrMYecKUin pecTaBpaynoHHblini  Filtek Universal
nocrtaenseTca B hopmMe TpagULMOHHbLIX 403aTOPOB Y O4HOLO30BbIX Kancy/.

MaTepuan cToMaTO/IOrTMYECKMiA pecTaBpalynMoHHbIi Filtek Universal moxeT noctaBnaTbCs B OTAENbHbIX
ynaKoBKax:

- Martepuan ctoMaTo/1orMyeckunin pectaBpaumoHHbIi Filtek Universal B go3aTope, oTTeHOK Al (1
wrt., 4 1), REF 6570A1, MHCTPYKUMA MO NMPUMEHEHWIO, NOLLIAroBoe PyKOBOACTBO

- MaTtepvan ctoMaTonormyeckuii pectaBpaumoHHbIii Filtek Universal B go3atope, otTeHoK A2 (1
wr., 4 1), REF 6570A2, MHCTPYKLMA MO MPYMEHEHMIO, MOLLIAroBoe PyKOBOACTBO

- Matepuan cTomMaToniormyecknin pectaBpaumoHHblii Filtek Universal B go3atope, oTTeHOK A3 (1
wrt., 4 r), REF 6570A3, MHCTPYKUMS NO NMPUMEHEHMIO, NOLLAroBoe PyKOBOACTBO

- Martepuan ctomaTonormyecknin pectaBpaumoHHblin Filtek Universal B go3atope, oTTeHOK A3,5
(1 wr., 4r), REF 6570A3.5, NHCTPYKUMSA MO MPUMEHEHWNIO, MOLLUAroBOe PYKOBOACTBO

- MaTtepuan cTtoMaTonormyeckuii pectaBpaymoHHbii Filtek Universal B fo3aTope, oTTeHOK A4 (1
wrt., 4 r), REF 6570A4, NHCTPYKUMA N0 NPUMEHEHWNIO, NOLLIAr0OBOE PYKOBOACTBO

- Matepuan ctomMmaTonornyeckuii pectaBpaumoHHblii Filtek Universal B go3aTope, oTTeHok Bl (1
wT., 4 r), REF 6570B 1, MHCTPYKUNA NO NPUMEHEHMIO, NOLLAroBoe PyKOBOACTBO

- MaTepuman cToMaTonorMyeckuii pectaBpaumoHHbIin Filtek Universal B fo3aTope, oTTeHoK B2 (1
wr., 4 r), REF 6570B2, MHCTPYKUUSA MO NPUMEHEHWIO, NOLLAroBOe PYKOBOACTBO

- MaTepuan cTomaToslornyecknin pectaBpaymnoHHbIi Filtek Universal B gosatope, oTTeHok D3 (1
wrt., 4 r), REF 6570D3, MHCTPYKLMSA N0 NPUMEHEHMIO, MoLlaroBoe pyKoBOACTBO

- MaTepuan ctoMaTosI0rM4ecKunin pectaBpaumoHHbIi Filtek Universal B gosatope, 0TTeHOK XW (1
wT., 4 r), REF 6570XW, UHCTPYKUMS N0 NPUMEHEHMIO, NOLLIAroBoe pyKoBOACTBO

- Matepuan ctomaTonornyeckumini pectaBpaumoHHblin Filtek Universal B go3atope, oTTeHoK PO (1
wrt., 4 1), REF 6570PO, MHCTPYKLUUSA MO NPUMEHEHNIO, NOLLAroBoe PyKOBOACTBO

- MaTepuman cTomaTonormyeckuin pectaBpaumnoHHbiii Filtek Universal B go3atope, oTTeHoK A2 (1
wrt, 1), REF 6570A2-S, MHCTPYKLUNS MO NMPUMEHEHUIO, MOLLIArOBOE PYKOBOACTBO

- Matepuan ctomaTonornyeckumii pectaBpaumoHHblin Filtek Universal B go3atope, oTTeHoK A3 (1
wrt, 1r), REF 6570A3-S, NHCTPYKUMNA NO NPUMEHEHMIO, NOLLAroBoe PyKOBOACTBO

- Matepuvan ctoMaTonorMyeckunii pectaBpaumoHHbIi Filtek Universal B kancynax, oTteHok Al (20
Kancyn), REF 6575A1, MHCTPYKUMA NO NPUMEHEHWIO, NMOLLAroBOe PYKOBOACTBO

- MaTepvan ctoMaTonorMyeckuii pectaBpaumoHHblin Filtek Universal B kancynax, oTTeHoK A2 (20
Kancyn), REF 6575A2, MHCTPYKUMSA MO NPUMEHEHWIO, NOLLIaroBoe PYKOBOACTBO

- Matepwvan cTomaTosiorMyeckmnii pectaBpaumoHHbIi Filtek Universal B kancynax, oTTeHok A3 (20
Kancysn), REF 6575A3, MHCTPYKUUA MO NPUMEHEHMIO, NOLLIAroBOe PYKOBOACTBO

- MaTepuman cTomMmaTonornyecknin pectaBpaumnoHHbiii Filtek Universal B kancynax, oTTeHoK A3,5
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(20 kancyn), REF 6575A3.5, MHCTPYKUMA N0 NPUMEHEHMIO, MOLLIAroBOe PYKOBOACTBO

- MaTepuan ctoMaTon1orn4eckuii pec taBpaumnoHHblii Filtek Universal B kancynax, oTteHoK A4 (20
kancyn), REF 6575A4, NHCTPYKLUMA MO NMPYMEHEHWIO, MOLLIAroBoe PyKOBOACTBO

- MaTepuvan cToMaTo/I0rn4ecKuii pectaBpaumoHHblin Filtek Universal B kancynax, oTteHok B 1(20
kancyn), REF 6575B1, MHCTPYKUUA NO MPUMEHEHMIO, NMOLLArOBOe PYKOBOLCTBO

- Matepunan cTomaTo0rnyeckunin pectaBpaumonHbiin Filtek Universal B kancynax, oTTeHoK B2 (20
Kancyn), REF 6575B2, MHCTPYKUUA MO MPUMEHEHUIO, MOLLIAroBoe pyKoBOACTBO

- MaTepuan ctoMaTonornyeckunii pectaBpaumoHHblin Filtek Universal B kancynax, oTTeHok D3 (20
kancyn), REF 6575D3, NHCTPYKLMA MO0 NPUMEHEHWIO, MOLLAroBoe PYKOBOACTBO

- MaTepuan cTomMaTonormyeckuii pectaBpaumoHHblin Filtek Universal B kancynax, oTTeHoK XW
(20 kancyn), REF 6575XW, MHCTPYKUMSA NO NMPUMEHEHMIO, NOLLIAroBOe PYKOBOACTBO

- Matepuan cTomaToniormyeckunii pectaBpaumnoHHbiii Filtek Universal B Kancynax, oTTeHok PO
(10 kancyn), REF 6575P0O, MHCTPYKUUA Mo NPUMEHEHUIO, MOLLIAroBoe PYKOBOACTBO

- MaTepuan ctomaTosiorMyecknini pectaBpaLoHHblin Filtek Universal B kancynax, otTeHok A2 (5
kancyn), REF 6575A2-S, MHCTPYKUUSA MO NMPUMEHEHUIO, MOLLIAroBOe PyKOBOLCTBO

- MaTepuan ctomaTosiorMyeckunini pectaBpaLoHHblin Filtek Universal B kancynax, oTteHok A3 (5
Kancyn), REF 6575A3-S, MHCTPYKUMS MO NPUMEHEHMIO, NOLLIAroBOE PYKOBOACTBO

lNokasaHuA

e [psmMble pecTaBpaynm nepegHnX n 60KOBbIX 3y60B, (BK/IHOYAA OKKIHO3MOHHbIE MOBEPXHOCTH)
e HapgcTpoiika KynbTu

e LWwnHnposaHue

N HenpﬂMble pecTtaBpauumn, Bkn4Yaa BKNagkKn, Haknagkm n BUHUPLI

MNpoTnBOMNOKasaHnsA

He npumeHsiiTe faHHbIA MaTepuan y nayMeHTOB, UMEKLWMNX anneprmio K akpuioBbiM CMOAaM.
MoTeHUManbHbIEe HE6NArONPUATHBIE COBLITUSA (BO3MOXHbIE OCIOXHEHMS)

B03MOXHbI anneprmyeckue peakummn Ha akpunatbl

Ob6nactb NpUMeHeHUSA

Ctomartonorus. |_|pe,lJ,Ha3Hal—IE‘HO NCKNKYNTENbHO ANA NCNOoSib30BaHUA I'IpO(*)eCCI/IOHHSbeIMI/I
cTomaTofioramu.

Ha3sHaueHue

MpumeHseTca na pecTaBpauum nepegHnUx n 60KOBbIX 3y60B.

NHpopmaumna o mepax NpesoCcTOPOXHOCTU ANA NaLUeHTOB

[aHHbIl MaTepran CoOLepXMUT BelecTBa, KOTOPble Y HEKOTOPbIX Nl0Ael MOTYT Bbl3BaTb anflepruyeckyto
peakuWio Npy KOHTaKTe C KOXel. He npumMeHAliTe faHHbIA MaTepuan y nayMeHTOB, UMEIOLLNX annepruto
K aKpunoBbIM cMonaM. B cnyyae NpoAo/MKUTENbHOMO KOHTAKTa C MATKUMW TKAHAMU POTOBOM MONOCTU
06MbHO NpOMOWTE ee BOAON. B cnyyae BOSHMKHOBEHMWA anneprnyeckon peakynm obpauaintecb K Bpayy,
npu Heo6XoAMMOCTY yaanuTe matepuan U NpekpaTuTe ero NCNoNb30BaHWe B fafibHelLWeM.

Mepbl NpefoCTOPOXKHOCTKN A1A CTOMATONIOTMYECKOro nepcoHana

Kancynbl MOXHO HarpesaTb (403aTOpbl HarpeBaTb 3anpeLyaeTcs).

JaHHblli MaTepuan coaepXunT BeLLeCTBa, KOTOPble Y HEKOTOPbIX N0AeA MOTYT Bbi3BaTb afNepruyeckyto
peakuuo Npu KOHTaKTe C KOXelW. [N CHUXKEHUSA pucKa annepruyeckux peakuuii yMmeHbwnTe
BO3JeliCTBME OT 3TUX MaTepuanos. B yacTHOCTU, n3berainTe KOHTaKTa C HEOTBEPXKAEHHbBIM U3LENNEM.
Mpy nonagaHnmn Ha KOXY NPOMONTe BOLOM C MbI/IOM. PeKOMeHAYeTCA UCMO/b30BaTh 3alyUTHbIE
nepyaTku U NpUMeHeHe TEXHUKN NPU OTCYTCTBUU COMPUKOCHOBEHUA. AKpUaaTbl MOTYT NPOHWKATb
yepes 06bIUYHbIE NepyaTKU. Mpu KOHTaKTe U3LeNns ¢ nepyatkamMu CHUMUTE U YTUAN3IUPYIATE nepyaTKu,
HeMeA/IeHHO NMPOMOTe PYKN MblIbHOW BOAOW, a 3aTeM HafleHbTe mepyaTku NoBTOPHO. Mpw
BO3HWKHOBEHUMW annepruyeckoii peakunm obpaTtutech K Bpavy B cayyae He06X04MMOCTH.

MacnopTa 6e3onacHOCTU BewecTBa «5M» MOXHO MOAYUYMTb Ha calite www.3M.com uan B MECTHOM
thununane.

WHCTPYKLMA MO NPUMEHEHUIO

MoarotoBka

1. OuuncTka: Ons yganeHua Haneta 3y6bl HEOOXOAMMO OUYUCTUTb BOAHO-MEM30BON CYyCMEH3NEN.

2. Bbibop oTTeHkKa: Mepeg nsonauyuein 3yba nogbepmte NoaxXo4AWwMiA orreHoK(-Kn) pecTaBpaLMoHHOr0
maTtepuana.
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3. W3onauwug: MpegnoytuTenbHbIM METOA0M U30N5SLUN ABNsSeTCA Kopdepsam. OAHAKO MOXHO
NUCNonb30BaTb U Apyrue cuctembl nsonallum, cnegys nx coorsetrcreyrouwum MHCTPYKUWMA MO
MPUMEHEHWIO.

MpamMble pecTaBpauum

1. TloaroTtoBka nosocTu

1.1. PecTaBpauun Bo (hpoHTasIbHOM OTAene: MpuMeHsliTe cTaHAAPTHbIE METOAbLI MOAFOTOBKM
NofoCTM Ans Bcex pectaBpaumnii knacca I, IV n V. n

1.2. PectaBpaumm B G0KOBOM W XeBaTeNlbHOM OTAenax: MoprotoBbTe nonocTb. LlepoxoBaTbie u
OCTpble Yrabl chnefyeT 3akpyrnutb. OcTaTky amanbraMmbl WMAM MPOKAaAOYHbIX MaTepuanoB cnegyet
TWaTenbHO yAaNnTb, NOCKOMbKY OHW MOTYT NPenaTcTBOBaTb MPOHWKHOBEHWIO CBETa W, C/ief0BaTENbHO,
HOpManbHOW NMoAMMepu3aLuy pecTaBpaLMoHHOro MaTtepuana.

2. 3awwuTa nynbnbl: Ecnv npousoLwio BCKPbITUE NYyNbNbl UKW CUTYaLua TpebyeT NPAMOro noKpbiTUS
NynbMbl, HAHECUTE HE6ObLIOE KOIMYECTBO TMAPOKCHAA KanbLMsa Ha BCKPbITbIA y4aCTOK, a 3aTeM BHecCUTe
CBETOMO/IMMEPU3YEMbBI/i  CTEK/IOMOHOMEPHbIA NPOKNaf0YHbI/6a30BbIn  MaTepuan Vitrebond™  Plus
npoussoactea «3M ESPEx». MNMpoknafouHblii/6a3oBblit maTepuan Vitrebond MOXHO TakXXe MCNONb30BaTh B
rny6okux nonoctax. Cm. MHCTPYKUWMA MO NMPUMEHEHWIO npoknago4yHoro/6asoBoro martepuana
Vitrebond.

3.  YcTaHOBKa mMartpuubl:

3.1. [Onsa pecTtaBpauun nepegHnx M 60KOBbIX 3y60B: Pa3mecTuTe BbIGpaHHY MaTPUUYHYK CUCTEMY
no MHCTPYKUWMA MO NMPUMEHEHWKO npoussogutens.

4 . ApresuBHas cucTema: [Ana cuenseHus CTOMATONOrMYECKOro pecTaBpalMoHHOro matepuana Filtek
Universal co cTpykTypoii 3y6a, peKOMeHAyeTCs WCNonb30BaHWME CTOMaTONOTrMYecKol aAre3nBHON
cuctembl npomnssofcTea «3M ESPE» (Hanpumep, yHuBepcanbHblil agreams 3M”“ ESPE"" Single Bond).
CM. MOfiHble MHCTPYKLMUM 1N Mepbl MPefOCTOPOXHOCTW NS W3[enuii B PyKOBOACTBE MO 3KcnayaTauum
aaresnBHbIX cuctem. locne 3aTBepAeBaHMsA afresvmBa MPOJO/KANATE COXPaHATb M30NALUIO OT KPOBM,
CNHOHbI N APYTUX XXUAKOCTEW N HEMeANEHHO NpucTynaiiTe K HaHeceHUto matepuana Filtek Universal.

5. HaHeceHune onakepa (Ha Bbl6op): B cnyvae okpawuBaHMa Man obecuBeyYnBaHns CTPYKTYpbl 3y6a
Mbl pekoMeHayeM HaHocuTb 3M PO. [na obecneyeHUs MOMHOrO OTBEPXAEHUA MaTepuana BaXXHO
HAHOCUTb NacTy CMOAMM MaKCMManbHOW TONLWMHOA B 1 MM BBUAY 601ee BbICOKOW YKPbIBUCTOCTU. [Ans
NpaBUNbHOrO  MCMONb30BAaHWA  cnefyiiTe  WHCTPYKLMAM N0 A03MPOBAHWIO, HaHeCeHuto 1
CBETOOTBEPXAEHUIO HUXKE.

6. BHeceHue komnosmTa: Cnegyinte MHCTPYKUUM B COOTBETCTBMWU C BblOPAHHOW A03MPYHOLLET
CMCTEMOIA.

6.1. Jlo3atop: WMN3BneknTe Heo6XOAMMOE KONMYECTBO PECTaBpaLMOHHOro matepuana Ha 6M0KHOT Ans
CMeLWuMBaHNA, MeASeHHO MOBOpauyuMBas PyUKy LINpULA MO 4acoBOW cTpenke. [na npefoTBpaLieHns
BbITEKAHWA pecTaBpaLMOHHOro marepuana nocne Toro, Kak ero Heo6xoAuMmMoe KOJIMYECTBO W3B/IeYeHO,
NOBEpPHUTE PYYKY LWINpuua Ha non-ob6opota MPOTMB YacOBOM CTPENKM W Bbl4aBiUBaHWe MpPeKpaTuTCs.
Cpa3sy Xe 3aKkpoiTe go3atop Konnaykom. Ecnu v3BneyeHHbIi MaTepnan He UCMONb3yeTCA HEMeANeHHO,
HEe06X0AMMO 3alNTUTL ero OT CBeTa NOAXOAALLUM MOKPbITUEM.

6.2. OpHopasoBas Karcyna: BcTaBbTe Kancyny B [AUCMeHCep AN pecTaBpalMOHHbIX MaTepuanos
nponssoacTea «3MNM ESPE™*™, CnefyiiTe 0TAENbHON UHCTPYKUUU K AUCMEHCEPY U COOTBETCTBYHOL UM
Mepam MpejocTOPOXHOCTU. HaHoCUTe maTepman U3 KancyJsbl HenoCpPesCTBEHHO B MOMNOCTb.

6.3. HaHeceHMe n cBeTOOTBEPXAEHME: TOCNONHO HaHecuTe KOMMNO3UTHbLIA MaTepuan W MpoBefuTe
cBeTONONMMMeEpPU3aLmMio, Kak ykasaHo B LLlare 8.

7. HaHeceHwue:

7.1. TMocnoilHoO HaHecuTe pecTaBpaLWOHHbLIA MaTepuan U MNpPOBeAUTE CBETOMONMMEPU3aLMIO, Kak
yKasaHo B LW are 8.

7.2. TpupainTte popmy pecTtaBpaLm COOTBETCTBYIOLLMM MHCTPYMEHTOM, NpefjHa3HauYeHHbIM AN paboThbl
C KOMMO3MTHLIMW MaTepuanamu.

7.3. W3b6eraliTe nonagaHWa MHTEHCMBHOIO CBeTa Ha pabouyee nose.

7.4. PekomeHgauuu no naomM6mMpoBaHUi0 60KOBbLIX 3y60B:

7.4.1. [Ana nonHOW agantauuu nepBbiii 1 MUATUMETPOBLIN CNOIN CneayeT HAaHOCUTb M afanTUpPoOBaTh K
NPOKCUManbHOW CTEHKe.

7.4.2. [ns agantauum matepuana no gHY U CTEHKaM MOMIOCTU MOXHO MCMOAb30BaTb KOHAEHCALMOHHBIA
WHCTPYMEHT (wTondep).

8. TlMonumepunsauyma: LaHHbli MaTepuan OTBEPXAAETCA MOJ rafioreHoBoW UAM CBeTOAUOAHON NaMnown
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¢ MHHHMANBLHOH HHTEHCHBHOCTHIO ¢BeTa 550 MBT/cM? 8 ananasone 400-500 um. Monumepusyitre kaxanii
cnoil Marepuana, 3acCBeuMBas BCIO €Y NOBEPXHOCT CBETOM BLICOKOH WHTCHCHBHOCTM OT HCTOMHMKA,
HanpuMep, cBeToBOH NONHMEPH3AUMOHKON namnb oT «3M ESPE». Bo spema noanmepxiauun aepxure
CBETORO/ KAK MOXKHO 6/1Me K NOAHMEPU3YEMOMY MaTepHany.

[ [Bpems noanmepusanuu

KH F‘nﬁuua C0R TAJIOTCHOBLIC JAMALY BETOANOARDIC NAMIbI
¢ BbIX0AHOR HHTEHCNBHOCTLIONC BLIXOAHON NHTERCHBHOCTLIO
50-1000 mBv/cm?) 1000-2000 mBt/cm’)
Teno 2,0 MM 20 ¢ 10¢
Emosuﬁ 1,0 MM 40 ¢ 20 ¢
NaKoBbiit

9. Konrypmposamme: Ormuuudyiite nOBepXHOCTH MAIOMOBM AIMA3HLIMA WK TBEPAOCTINABHLIMH
dunupamn, Gopamu win kamuamu. OTwandyitte GOKOBHIE NOBEPXHOCTH € MOMOMIBIO OTACNOUMbBIX
nonocok Sof-Lex™ Finishing Strips, uarorosnernuix ans «3M ESPE».

10. MocTmxense npasmabHON oxxmoann: [lposepbTe OKKMIO3HIO aPTHKYAALMOHHON OGymaroi.
MposepuTe uenTpANLHLIE ¥ GOKOBLIE KOHTAKTH NMPH ABHKCHWUH. AKKYPaTHO NOATOHHTE OKKAIO3HIO,
YALIAR HAUTHILKY MATEPHATA MEJIKOICPHUCTHIM AIMa3HBIM DOPOM AN KAMHEM.

11. lllaedgonka B noanpoBka: PeKoMEHAYETCA NONHPOBKA C NOMOLIBIO NOHPOBATLHON CHCTEMBI Sof-
Lex™ Diamond uay 0TAen04HO-NOAHPOBaNbHOH cucTeMs Sof-Lex™.

HenpaMbie pecTABPANHN, BKIIOUAS BKIANKE, HAKIAIKH H BHHAPLI

1. CToMaToNnorsYeckas ONCPANHOAHAN NPOLEAYPa

1.1 Bubop orremxa: nepea m3onaumeli BuifepuTe NOAXOZALINN OTTEHOK(-KH) PECTABPAUKOHHOIO
marepnana Filtek.

1.2 Tloaroroska: Ornpenapupyiite 3y6.

1.3 Cuurne orracka: [Tocie 3aBepieHNs NPeNapHpOBaHNUA CHHMHTE OTTHCK OTIIPENAPHPOBAHHOTO
3y0a, cleays HHCTPYKUMAM MPOH3BOAHTENS B OTHOWEHHN BHIGPAHHOTO OTTHCKHOrO MaTepuana. MoxHo
HCHIONBb30BATH OTTHCKHLIA MaTepual, Hanpumep, npoussoacTaa «3M ESPE».

14 Cncrembi TRPPOBOro CKARBPOBARNS: B KauecTse AILTEPHATHBLY, A 3aMeHbl WIAra OTTHCKA
BblllE MOXET NpPOBOAMTBCA UWGPOBOE CKaHHpoBaHne., CreayTe MHHCTPYKUMAM TIPOM3IBOSHTENA
BbiOpaHHOi CHCTEMBI CKAHMpOBaHMA. MOXHO MHCNONB30BATL CHCTEMY CKAHHPOBAHWA, HANPHUMED,
npoussoactea «3M ESPE».

2. JiaGoparopuas nmpouneaypa

2.1 3anoaHnTe OTTHCK JKMAKMM TMNCOM. YCTAHOBMTE NKHBI Ha OGpaGOTAHMYIO NMOBEPXHOCTH, €CNK
MCNONL30BANACL TEXHHKA OTTHCKA B NPHKYCE.

2.2 Otaenure MOAENL OT OTTHCKA yepes 45-60 MuH.

INomecTuTe NuHM B MaTpuly ¥ 3aduKcHpyliTe runc, kax npu obbIYHON Npoueaype KOPOHM H MOCTA.
YCTaAHOBHTE MO/ BMECTE ¢ MOZE/ILIO MPOTHBOMNOICKHONR YeMIOCTH B IOAXOAALIEM apTHKYAATOpE.

2.3  Ecau BTOpoii 0TTHCK He Gbu1 NONyueN, OTAeliTe BTOPYIO MOAENH ¢ IOMOILLIO TONO e oTTHeKa. OHa
Gynet ucnons3osana B kauecTee paGouero obpasua.

24 OGpaGotalite Momienb MOAroTOBNERHOrO 3y6a 3yGOTEXHMUECKMM HHCTPYMEHTOM W YAAIHTE
M3THIUKH WK OTKPOHTE Xpas, uToOk! uX 6bu10 Nerko obpabatuiBare. [Ipy HEOOXOAHMOCTH NOMETLTE Kpas
KpacHsiM xapaxaawom. IIpn HeobxoauMOCTH NpH 3TOM HANOKKTE NPOKAAAKY.

2.5 3amouMre MarpuLy B BOZAE, 38TEM KMCTHIO HAHECHTE Ha Npenapar Tonvaimwmii cnoit cpeast ans
Pa3ACJICHHUA, AAATE eMY HEeMHOrO BLICOXHYTb H NOTOM A0OaBLTE elile OAAMH TOHKHIA CNoH.

2.6 JlobaBuTe mepBuiif cnofi KOMNO3WTAa Ha NOWIOKKY npenapaTa, wiGeraitre xpaes u cnepyiire
PEKOMEHAAUMAM NO OTBEPAKACHHIO, ONMCaHHLIM B pasaene «IIpambie pecraspanun» (Illar 8).

2.7 Hasecure M npoBeHTE CBETOOTBEPXKACHHE AONONHHTENbHBIX clioeB koMno3uTa. [Tocaexunit cnos
(pe3uosLiii) Z0MXKHA BKNIOYATH KOHTAKTHBIE YMACTKH.

2.8 Tlomecture Mmarpnuy obpatHo B aprukyastop. JoGaebTe mocneanud cnoll KOMNo3uTa Ha
OKKMIOIHOHHYIO NoBepXHOCTh. Hawecure Hemuoro Gonbuwe komnosutaifes uewtpe, no Gokam M ¢
OKKJNO3HOHHON NOBEPXHOCTH. ITO CO3JACT ME3HOMAHCTANLHBIC KOHTAKTH W HAANEKAUHA OKKTIOZHOHHLIR
KOHTaKT NPH CMLIKAHHH TPOTUBOMIONOKHON UEMOCTH € HEMONHMEPHIOBAHHBIM CJIOEM MaTepHana.
lNonumepusyiiTe CBETOM B TEUCHWE HACCATH CEKYH, 38TEM H3BACKMTE THICOBYIO MOAENb IR

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



NPEAOTBPALICHUA AANCIHH C TIPHIETAIOWHMHA NOBEPXHOCTAMY. 3aBEPUIHTE NPOLICCE OTROPIKACHINA, CACLYN
BpeMeHH oTBepXacHHus 8 pasaene «Ilpsumuie pecraspaunu» (llarS).

2.9 Tpu duxcaumu OKKIIOIMOHHONO KOHTAKTA HIRJICKHTE MINHWKH KOMIOZUTA BOKPYT KOHTAKTHMX
yuactxos. Chopmupyitre Gyrpn u Guccypsl B COOTBETCTBHH C OKKIIO3HOHHOH anaToMueil.

2.10 CoGmonafite OCTOPOXHOCTD NPH M3BNEHCHHW PECTABPAUMH W3 rHNcoBod momenn. Otaenute
MAICHLKHE KYCOMKW FMIICOBOW MOZEIN OT pPecTaBpaudM, OHa RO/DKHA AKKYDATHO OTAOMMTMCA OT
3TBEPACBILEt PECTABPALMH A0 NOSHOIO BOCCTAHOBACHWA BCFil PECTaBPALUMOHHON NOBEPXHOCTH.

2.11 C nomombio MacTep-MOCNH NPOBEPLTE PECTABPAUMIO HA OTCYTCTBHE Je(HeKTOB, MHKPO3a30pOB H
H3 TOYHOCTb KPaesoro npuneranus. OTperyaHpyite n oTnoaupyiTe COOTBETCTBYIOWHM OOpasoM, Kak
yxa3asio seiwic B pasaene «IIpamnie pecraspauan» (Ilarn 9-11).

3. Cromaronorudeckas onepayuHoOHHAR DPONEAYPA

3.1 Tipunaitte wepoxoBATOCTb BHYTPEHHHM MOBEPXHOCTAM HENPAMBIX pecTaBpatitil.

3.2 Tpomofite KOHCTPYKUHIO B MBUILHOM PACTBOPE B YASTPA3BYKOBOMH BAHHE H TIIATENLHO BHICYUIHTE.
3.3 lemexruposanne: 3apUKCHPYATE KOHCTPYKUMIO ¢ IOMOLLBIO KOMMOZHTHOTO USMEHTA
npon3eozcTaa «3M ESPE» cornacho wHCTpyKUMAM NPOH3BOANTENS.

Ouncrxa n o6e33apaxnBanue

MHoropasosuift INPUL-AC3ATOP He NpeiHa3HayeH AVt NPAMOro KOHTaKTa ¢ nauyeHToM. flpu pabore co
WNPHLOM-/I03ATOPOM MCTIONL3YITE HOBBHIC HE3ArPA3IHEHHbIC NEpYaTKi. MHCTpYKUMM NO OuMCTKE M
HH3KOYPOBHEBOMY 00€33apaKHBAHHIO WRPHLA-A03ATOPA NPHBEACHbI HUXKE,

Hlar 1 - ouncrxa

Hcnoneayttre CaviWipes™ wan ananornunylo yucTswyo canderky 1 TIMaTenbHo npotupatite Beto
NOBEPXHOCTL U3AENAHUR OT 30 C, 110K BA HEM He OCTAHETCA BUAMMON Ipsa3n.

Hlar 2 - obeszapamnsanne

Ana obe3zapaxusanng sceli NOBEPXHOCTH W3ZENANA MCNONb3YiTe HOBYIO CaviWipes uan aHanorHuHyio
AE3HHOHUHPYIOWYIO CandeTKy Ha CIHPTY M HETBEPTHYHOM AMMOHMY, YBIAXKHAS €€ B TEHEHHE BPEMCHH
KOHTaKTa, YKA3AHHOTO HA ITHKETKE Ae3HHPUUMPYIOUErO CPEACTEA.

Xpauenne n ucnonniopanne

1. [daxWwit MaTepnan npeaHasHaveH 418 MCNOB3OBAHMA TPH KOMHaTHO#H TeMnepatype. [To xenanmo
nepea HCNoNb3IOBAHHEM MaTepHast (TONLKO B GOPME KaNcyst) MOXKHO NOROTPETL B KOMMEPUHECKOM
Harpeartene (npu Temnepatype He Buiwe 70 °C / 158 °F we aonbwe 1 u).

2. XpaHenve MaTepuana NpH KOMHATHOH TEMNEpaType ABNSETCA ONTHMAILHLIM. Ecan Matepuan
XPaHWICS B XOMOAWNBHON Kamepe, OH JIO/DKEH MArpeThes OO KOMHATHON TeMneparypul nepea
Henons3osaHHeM. Cpok xpaHeHus Martepuana npu komHaTtHoll Temnepatype - 36 mecaues. Iocroannas
oKpyXatowian Temneparypa seitie 27 °C/80 °F MoxeT COKpaTHTh CpOK XpaHeHHR. CM. JaTy HCTeYEeHHs
CPOKa XpaHeHHA Ha BHEWIHEH YNaKoBKe,

3. He noanepraiite pecraspauHOHHbIE MATEPHANB HHTEHCHBHOMY BO3ACHCTBHIO CBETA.

4. He xpaunute marepuant B6IU3N NPOAYKTOB, COAEPIKALLMX IBTreHON.

Temnepatypa °C +2°C-+27°C
BraxHrocrs, (%) no 80%
Hasaenne (I'Tla) 840 - 1065

Texunueckue XapaKTEPUCTHKH:

Hosavop Filtek Universal: asmua (mm): 120,5 = 5 %, wnpnua (MM): 26,5 £ 5 %; avameTp (MM): aMameTp
unannapa: 11,2 £ 5 %, Macca (r): 12 = 5 %. OGbem «mepTBOro NpocTpancTsar» posaropa 0,02-0,15 r
Konmnauok Filtek Universal: anuna (Mm): 11,3 % 5 %, wupuna (Mn): 14,7 £ 5 % (Tonbxo xonna4ox).
Ilepeuens cranaapvon: ISO 10993-1:2009, ISO 10993-3:2014, ISO 10993-5:2009, ISO 10993-6:2016,
1SO 10993-10:2010, ISO 10993-11:2017, 1SO 10993-12:2012, ISO 10993-18:2005, ISO/TR 10993-22,
ISO 7405:2008, EN 1SO 14971:2012, ISO 13485:2003 + Kop. 1:2009, EN 1041:2008+A1:2013, ISO
15223-1:2016, 1IEC 62366:2015/Kop. 1:2016, ASTM D4169:2016, ISO 4049:2009.

Kaaccupnxanus no ISO 4049:
Tun 1, Knace 2; 'pynna 1 +2
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Ycnosus TPaHCNOPTUPOBKHU

YcnoBua TpaHCNOPTUPOBKMK: FapaHTUPOBaHHbIA CPOK FOLHOCTU W3AENUiA COOTBETCTBYET yKa3aHHOMY B
MapKWpOBKe MpWU yCnoBUM COGMIOAEHNA PEKOMEHAO0BaHHbIX YCNOBWI XpaHeHUsa. B npouecce nepeBosku
n3genus MoOryT nojBepratbCA KpaTKOBPEMEHHbIM KonebaHUsM Temnepatyp, He BAUAKOLWMUM Ha WX
6e30nacHOCTb M 3PPEKTUBHOCTb.

TpaHCnopTUPOBKA MEAULUHCKUX U3LEeNNIA MOXeT OCYLLeCcTBAATLCA BCEMU BMAAMW TpaHcnopTa.
JlekapcTBeHHble BellecTBa n

MeguunHCcKne n3fenus He cofepxart U He BblAeNAT NeKapCTBEHHbIX BELLECTB.

Mpon3BOAHbIE HeNTOBEYECKOW KPOBU

MeauunHCKne n3genns He cofepxaT U He BbIAENAOT NPOU3BOAHbIX YE0BEUYECKOW KPOBU.

BelecTBa )XMBOTHOTO NPOUCXOXAEHNSA

MaTepuanbl XXMBOTHOTO MPOUCXOXAEHNA HAMEPEHHO B U34enus He Job6aBnsroTCS.

Y1tnnnsayus

Cwm. MacnopT 6e30MacHOCTM (414 NOAYyYeHUSa MHBOopMaLMmM 06 YyTUAM3aLUM MOXHO NOAYYUTb B MECTHOM
oTAeneHun).

Cnocobbl yTUnn3aunm: Y1tunusauus COAEepXUMOro/KoHTeliHepa B COOTBETCTBUMU c

MECTHbIM U/pernoHanbHbIMU/HALMOHANbHBIMU/MEXAYHAPOAHbIMU/NPaBUNAMU.

MeguunHckne unsgenna B Poccuiickoli  ®depepaumm  LOMKHbI  YTUAU3UPOBATBCA B MECTHbIX
rocyfapCTBeHHbIX oOpraHusauuax B cooTBetcTBuMm ¢ CaHlluH  2.1.3684-21 «CaHnTapHo-
anuageMmnonornyeckme TpeboBaHunsa K 06paLleHnto ¢ MeAULMHCKMMWN O0TX04aMu» A8 0TX040B Knacca b.
MHdpopmaumna ana 3akasvymkos

Bcem nuuam 3anpew,aeTca NpefocTaB/iaTh MHOPMaLLMIO, KOTOpas OT/IMYaeTCcA OT UHopmaLmu,
N3/10)KEHHOI B HAcTOALWEN UHCTPYKLUN.

MpeaynpexaeHne: CornacHo theaepanbHOMYy 3akoHopatenbctsy CLUA pgaHHOe w3fenune paspelleHo
npofasaTb WM UCMNOMb30BaTh TONLKO MO 3aKa3y NpogecCMOHaNbHOIo cToMaTosora.

WH(opmauma o nponssoanTene MeAMLUHCKOTO U3genns

PaspaboTuunk
«3M 3CI3 fAeHTtan MpopakTc»
Appec: 2510 KoHBeit ABeHto, CeHT-Mon, MuHHecoTa, 55144-1000, CLUA
TeneoH: (CLUA) 1-800-228-3957

- MpowussognTenb

«3M 3CIMN3 feHTan MpogakTc»

Appec: 2510 KoHBeit ABeHto, CeHT-Mon, MuHHecoTa, 55144-1000, CLLUA
TeneoH: (CLUA) 1-800-228-3957

[apaHTNA

KoMmnaHua «3M» rapaHTUpyeT, 4YTO [JaHHOe wu3genne He 6yjeT uMmeTb AedeKTOB MaTepuanos Wau
nsrotosnenns. 3M HE [JAET HUKAKWUX [APYTUX TAPAHTUW, BKNIOYASA JIHOBbIE
MOAPA3YMEBAEMbBIE TAPAHTUV KOMMEPYECKOW LLEHHOCTW UAW NPUTOAHOCTW ANg
OMPEAENEHHOWM LENW. Monb3oBaTeNb HeceT OTBETCTBEHHOCTb 3a onpefefieHne MNPUrogHOCTH
[AHHOTO U3fennsa K UCnonb30BaHUKO B COOTBETCTBUM C ero (Monb3oBaTens) 3agavyamu. Ecnu B faHHOM
nsgenun 6yaet obHapyXeH AedeKkT BO BPeMS FapaHTUNHOMO Cpoka, BaWWM eAWHCTBEHHbLIM CPeACTBOM
3aWNnTbl U eAUHCTBEHHON 0083aHHOCTbIO «3M» OYAEeT PEMOHT MK 3aMeHa n3genns «3M».,
FapaHTUHBLIA cpoK: MapaHTMs pacnpocTpaHAeTCs Ha BECb CPOK FOAHOCTU n3gennsa: 36 mecsaues.

OrpaHuyeHUe OTBETCTBEHHOCTH

3a UCKMOYEHMEM cUTyauunii, NpsamMo NpefycMOTpeHHbEX 3aKOHOAaTeNbCTBOM, KOMMNaHUsS «3M» He HeceT
HWKaKOM OTBETCTBEHHOCTU 3a Nt06ble Y6bLITKA U yuiep6, BbiTeKallWMe M3 MCNONb30BAHUA [aHHOrO
nsgenns, GyAb TO NpsMble, KOCBEHHbIE, YMbILWEHHbIE, Cy4YaliHble WAM ONOCPeAOBaHHbIE Y6bITKM,
HE3aBUCMMO OT BbIJBUHYTbIX O6BACHEHWI, B TOM YMCNe FapaHTWii, KOHTPAKTOB, HEGPEeXHOCTU UNIU
06bEKTUBHOW OTBETCTBEHHOCTHU.

XapaKTepucTuku

CsolicTBa MaTepuan cToMaToNoOrnyYecknii pectaBpaunoHHblin Filtek Universal
PacnpefeneHue HanonHutenu npefAcTaBnsAlOT co60l KO.MOUHALMIO

pa3Mmepa yacTul, HearJl0MepuMpoBaHHOr0/HearperMpoBaHHOr0 KPEMHUEBOr0 HanoaHUTensa 20 HM,
Hanmo/HUTEeNS HearJ0Mep1MpoBaHHOr0/HearperMpoBaHHOro LLMPKOHUEBOT0 HanonHuTens 4-11
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LOnvHa BONHbI (HM)
4N OTBEPXAeHNS

MHTEHCUBHOCTb
(mBT1/cm™) gns
O0TBEPXAEHUSA

PekomeHpoBaHHOe
BpeMA OTBEPXAEHUA

(©

PekomeHpoBaHHasd
rnybuHa
OTBEPXAEHMA (MM).

HM, arperMpoBaHHOr0 KNacTEPHOTr0 LMPKOHMEBOr0O/KPEMHNEBOTO HAMOMHUTENSA
(cocToAWEero N3 KPeMHMEBOT0 HaNnoMHUTeNS 20 HM U LUMPKOHMEBBLIX YacTuy 4-11
HM), a TaK)Xe HanoNHMTeNb, CodepXalwmnn TpugTopng ntrepbus, c
arnoMepupoBaHHbIMKU YacTuuamu 100 HM. MaccoBasi f0oNs cofepXaHus
HEOpraHMYecKoro HanosHUTeNd - okono 76,5 % (o6vemHas - 58,4 %).

400-500 HMm

YKazaHusa faHbl gns:

 namn 550-1000 mBt/cm”

N

/

e gpamn 1000-2000 mBt1/cm”
CBETOOTBCPXAEHNE KAXKAOI0 CN0S Ha FNY6UHY 2 MM (OTTEHKMW, UMUTUPYLOLLME

c/ov AeHTUHA 1 amann)

e 550-1000 mBT/cm”: 20 ¢

+ 1000-2000 mBt/cm”: HOC
CBETOOTBCPXAEHMNE KXKAOI0 €N0a Ha rNy6uHy 1 mMm (OTTeHOK P030BbIil onak)

» 550-1000 mBT1/cm”: 40 ¢

. 1000-2000 mBT/cm”: 20 ¢

2 MM Ana OTTEHKOB, UMUTUYKOLWNX CNON AEHTUHA N 3Maln

1 MM 418 ONMaKoBbIX OTTEHKOB

(CcM. pekOMeH[0BaHHOE BpeMA OTBEPXKAEHUSA BbILE)

Cu1MBO/bI Ha 3TUKETKax 1 ynakoBKe

REF
A

PE-LD

PAP

Wcnonb3oBath 40
yKasaHHOW gatbl

Homep no katanory

MpefocTepexeHune

Koa nepepaboTku
(MONM3TUNEH HU3KOI
NAOTHOCTK)

MpoussoguTens

Kopg nepepaboTku
(HerogpnpoBaHHbI i
(hM6pPOBbLI KapTOH)
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CofepXumoe ynakoBKu
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rpe6oBaHMAM
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«3eneHas Toyka»



MepeBof LAHHOINO TeKCTa BbINONHEH NepeBOAYMKOM AnekceeBblM AnekceeMm AnekcaHgposuy””®

[moann”

Poccuinickasa degepauyms

Mopog Mocksa.

UeTblpHaLaTOro 1A gBe ThiCAYN ABajLaTb NepBOro roja.

A, TlpokoweHkoBa EneHa EBreHoesHa, Hotapu™c ropoga MOCKBbI, CBUAETENLCTBYHO
NoAMHHOCTL Mognucy nepesogumka Anekceesa Anekcesd AnekcaHgposuya.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

JlnyHoCTb NognucasLLero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 21/86-11/77-2021-

YnnayeHo 3a COBeplW eHNe HoT apuanbHoro geicteua: 400 py6. 00 kon.

EPEOBAA MEYATH
HOTAPYCA E.E. MNMpokoweHKoBa

NoANCh

MpoLWHYpoBaHO, NPOHYMepPOBaHO M CKpPenaeHo neyvateto i L nuct(-a,-0B).
E.E. lNpokoLleHKoBa

No~UCH |
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