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

Dear Sir/Madame.

In my capacity as Regulatory Affairs Specialist, 3M ESPE Oral Care Solutions Division,
St. Paul, MN. USA, I certily that the attached Instruction for Use (IFU) for Filtek*”” One
Bulk Restorative in refills in English is truthful and accurate.

October 6. 2021
Regina Feferman Date
Regulatory Affairs Specialist
3MESPE
Oral Care Solutions Division

Slate of Minnesota)
County of Ramsey) SS

Subscribed and swomio before me this day of October 2021

AN [?NNotyy Public
Mv Commission Expires:

Chnftophr James Devet
Notary Pubdiic « Mmesata
My eonmiNQA Ixpkfs Q1/31y2005
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ections for Use

Material for restoration of anterior and posterior teeth Filtek®* One Bulk Fill Restorative in
1»rs'

eral information

yi One Bulk Fill Restorative in versions, is a visible-light activated, restorative composite optimized to
fheate fast and easy restorations. This material provides excellent strength and low wear for durability and
"improved esthetics. The material can be placed and cured up to 5 mm deep, enabled by a stress relieving resin
system and optimized optical properties. Filtek~ One Bulk Fill Restorative in versions serves to enhance the 3M
ESPE lineup of restorative materials by improving the esthetic properties of a bulk fill material to allow for
broader use in both posterior and anterior restorations.

Filtek™” One Bulk Fill Restorative in versions is offered in a range of five tooth-Shade shades. All shades are
radiopaque. 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 an ytterbium tritluoride filler consisting of agglomerate 100
nm panicles. The inorganic filler loading is about 76.5 % by weight (58.5 % by volume). Filtek™ One Bulk Fill
Restorative in versions contains AUDMA, AFM, diurethane-DMA, and 1,12-dodecane-DMA. Filtek™ One Bulk
Fill Restorative in versions is applied to the tooth following use of a methacrylate-bascd dental adhesive, such as
manufactured by 3M ESPE, which permanently bonds the restoration to the tooth structure.

Filtek™ One Bulk Fill Restorative in versions is a modification of predicate device, Filtek™ Bulk Fill Posterior
Restorative, also manufactured by 3M ESPE Dental Products.

The formulation was modified by adjusting the ratios of fillers in the product to improve the esthetics ofthe cured
restorative material. Two additional tooth-Shade shades of the restorative have also been added. No new
ingredients were introduced.

Both Filtek™ One Bulk Fill Restorative in versions and predicate device Filtek™ Bulk Fill Posterior Restorative
are packaged in traditional dispensers for dispensing restorative on a pad outside the mouth, and single-dose
capsules for dispensing restorative intraorally. The currently marketed 3M ESPE 5707SD Restorative Dispenser
is used for dispensing predicate device Filtek™" Bulk Fill Posterior Restorative and other 3M ESPE restoratives
from capsules. The same 5707SD Restorative Dispenser will also be used to dispense Filtek™ One Bulk Fill
Restorative capsules.

Variations of MD

Material for restoration of anterior and posterior teeth Filtek™* One Bulk Fill Restorative in versions:

1 Material for restoration of anterior and posterior teeth Fiitek™ One Bulk Fill Restorative shade Al (20 capsules
0f0.2 g), instructions for use - 2 pcs.

2. Material for restoration of anterior and posterior teeth Filtek™ One Bulk Fill Restorative shade A2 (20 capsules
0f0.2 g), instructions for use - 2 pcs.

3. Material for restoration ofanterior and posterior teeth Filtek™ One Bulk Fill Restorative shade A3 (20 capsules
of 0.2 g). instructions for use - 2 pcs.

4. Material for restoration of anterior and posterior teeth Filtek”" One Bulk Fill Restorative shade B1 (20 capsules
of 0.2 g), instructions for use - 2 pcs.

5. Material for restoration of anterior and posterior teeth Filtek*"~ One Bulk Fill Restorative shade C2 (20 capsules
0f 0.2 g), instructions for use - 2 pcs.
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6. Material for restoration of anterior and posterior teeth Filtek®* One Bulk Fill Restorative (trial si

A2 (5 capsules 0.2 g each), instructions for use - 2 pcs.

7. Material for restoration Filtek"™ One Bulk Fill Restorative material for anterior and posterior teeth shi

(2 pc., 4 g) in adispenser, instructions for use - 2 pcs.

8. Material for the restoration of anterior and posterior teeth Filtek*'~ One Bulk Fill Restorative shade

piece, 4 g) in a dispenser, instructions for use - 2 pieces.

9. Material for restoration Filtck  One Bulk Fill Restorative material for anterior and posterior teeth shade A3
(2 pc., 4 g) in adispenser, instructions for use - 2 pcs.

10. Material for the restoration of anterior and posterior teeth Filtek”~* One Bulk Fill Restorative shade Bl (I
piece, 4 g) in a dispenser, instructions for use - 2 pieces.

11. Material for the restoration of anterior and posterior teeth Filtek*"* One Bulk Fill Restorative shade C2 (1 pc.,
4 g) in a dispenser, instructions for use - 2 pcs.

12. Material for restoration Filtck™ One Bulk Fill Restorative (trial sample) material for anterior and posterior
teeth shade A2 (1 pc., 19) in a dispenser, instructions for use - 2 pcs.

Medical Device Classification (MD)

Russian Federation: 2a

Sterility: Non-sterile

Invasiveness: Non-invasive

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

Intendentcd use
Dental composite material for anterior and posterior restorations.

Indications

Filtek™” One Bulk Fill Restorative in versions is indicated for use in:

* Direct anterior and posterior restorations (including occlusal surfaces)
* Base / liner under direct restorations

« Core build-ups

* Splinting

« Indirect restorations including inlays, onlays and veneers

* Restorations of deciduous teeth

* Extended fissure sealing in molars and premolars

« Repair of defects in porcelain restorations, enamel, and temporaries.

Contraindications
Avoid use of this product in patients with known acrylate allergies.

Adverse effects
There are no known side effects.

Potential consumer MD
Trained dental professionals.

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 acrylate 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
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necessary and discontinue future use of the product,

lutionary Information for Dental Personnel
iv be warmed (Do not warm syringes). This product contains substances that may cause an allergic
Ain contact in certain individuals. To reduce the risk of allergic response, minimize exposure to these
‘"materials. In particular, avoid exposure to uncured product. Ifskin contact occurs, wa.sh skin with soap and water.
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 3M.coT/'dental or contact your local subsidiary.

Possibilities and ways of integration with other medical devices

1 Sof-Lcx Diamond Polishing System is used for contouring, finishing and polishing and is registred in Russian
Federation, RZN 2015/2556.

2. To bond Fltek™* One Bulk Fill Restorative in versions to tooth structure, use of Single Bond Universal
Adhesive is recommended, RZN 2017/5981.

3. This product is intended to be cured by exposure to a halogen or LED light with a minimum intensity of 550
mW/cm* in the 400-500 nm range.

4. Vitrebond Glass lonomer can be used for pulp protection and to line areas of deep cavity excavation, FSZ
2010/07297).

5. The capsules are dispensed using the 5707SD Restorative Dispenser, which is sold separately and has been
marketed globally since 2010 for dispensing 3M ESPE restorative materials from capsules:

Item Catalogue / Order Number
Restorative Dispenser 5707SD

Principles of operation

When irradiated by light, the methacrylate functionalities ofthe restorative material, i.e., ERGP-DMA, DDDMA,
UDMA, AFMI, and surface-treated Silica, Zirconia and Zirconia/Silica fillers undergo, in conjunction with the
photoinitiator system, a light- induced polymerization to form a hard composite that is bonded to the tooth
structure with a dental adhesive.

Mode of application*

Preparation

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

2. Shade Selection: Prior to isolation oftooth, select the appropriate shade(s) of Filtek™ One Bulk Fill Restorative
in versions using a standard VITAPAN*' classical shade guide.

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

Directions

Direct Restorations

4. Cavity Preparation:

4.1 Anterior restorations: Use conventional cavity preparations for ail Class Ill, 1V and V restorations.

4.2 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.

Trial samples are intended to educational and research purposes and are not intended for use on patients.
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5. Placement of Matrix:

5.1 Anterior restorations: Mylar strips and crown forms may be used to minimize the amount of material uSi ¢
5.2 Posterior restorations: Place a thin dead-soft metal, or a pre-contouredmylar or a pre-contoured-n

band and insert wedges firmly. Burnish the matrix band to establish proximal contour and contact area. Ada{"the
band to seal the gingival area to avoid overhangs.

Note: The matrix may be placed following the enamel etching and adhesive application steps if preferred.

6. Pulp protection: If a pulp exposure has occurred and the situation warrants a direct pulp capping proce/l|re,
use a minimum amount of calcium hydroxide on the exposure followed by an application of 3M™* ESPE”*
Vitrebond™* or Vitrebond™” Plus Light Cure Glass lonomer. Vitrebond or Vitrebond Plus liner/bases may also be
used to line areas of deep cavity excavation.

7. Adhesive System: To bond Filtek™* One Bulk Fill Restorative in versions to tooth structure, use of 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™*” One Bulk Fill Restorative in versions.

Note: Follow the adhesive system instructions for use for recommended silane tr*tmenl during repair of ceramic
restorations, followed by the adhesive application.

8. Delivery:

Dispensing the Composite:

8.1 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 restorative when dispensing is completed, turn
the handle counterclockwise a half to stop paste flow. Immediately replace syringe cap. If not used immediately,
the material should be protected from light.

8.2 Single-Dose Capsule: Insert capsule into the ESPEN“Restorative Dispenser. Refer to separate restorative
dispenser instructions for full instructions and precautions. Extrude restorative directly into cavity.

9. Placement:

9.1 Avoid intense light in the working fleld. Exposure of paste to intense light may cause premature
polymerization.

9.2 Capsule: Start dispensing in the deepest portion of the preparation, holding the tip close to the preparation
surface. Withdraw the capsule tip slowly as the cavity is filled, and avoid lifting the tip out of dispensed material
while dispensing, to reduce voids. When dispensing has been completed, drag the capsule tip against the cavity
wall while withdrawing from the operative field. For proximal areas, hold the tip against the matrix to aid material
flow into the proximal box.

9.3 Slightly overfill the cavity to permit extension of composite beyond cavity margins. Contour and shape with
appropriate composite instruments.

10. Curing: This product is intended to be cured by exposure to a halogen or LED light with a minimum intensity
of 550 mW/cm” in the 400-500 nm range. Cure each increment by exposing its entire surface to a high intensity
visible light source, such as a 3M ESPE curing light. Hold the light guide tip as close to the restorative as possible
during light exposure. Use ight cure chart to determine appropriate cure times and conditions for all shades.

Indication Increment Depth All halogen lights (with LED lights (with output
output of 550-1000 1000-2000 mW/cm*)
mwW/cm”)

Core Build-up and Class 5 mm 20 sec occlusal, 10 sec occlusal,

Il Direct Restorations 20 sec buccal, 10 sec buccal,

20 sec lingual 10 sec lingual

All indications listed 4 mm 40 sec 20 sec

(except Core Build-up

and deeper Class |l

Direct Restorations)

Anterior or shallow < 3mm 20 sec 10 sec
Class I Restorations
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Class N restorations, remove the matrix band prior to the buccal and lingual curing steps.
5 S>ntouring: Contour restoration surfaces with fine finishing diamonds, burs or stones. Contour proximal

N Nces with BIM™ESPE™ Sof-Lex™” Finishing Strips.

,9". 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.

13.  Finish and Polishing: Polish with the ESPE™ Sof-Lex™* Finishing and Polishing System.

Indirect Procedure for Inlays, Onlays or Veneers

1. Dental Operator>' Procedure

11 Shade selection: Choose the appropriate shade(s) of Filtek®* One Bulk Fill Restorative in versions 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.

2. Laboratory Procedure

2.1 Pour the impression of the preparation with die stone. Place pins at ihe preparation site at this time if a “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, then cast as for a
typical crown and bridge procedure. Mount or articulate the cast to its counter model on an adequate articulator.
2.3 Ifa second 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 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 recommendation.s described in the Direct Restoration section (Step 10).

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 occlusaily. 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 Restoration section (Step 10).

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 of the
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 Restorative steps 11-13.

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.

Technical characteristics of MI)

Capsule: Dimensions capsule. (Lx0) (nim><mm): 27.813 + 0.381 >=7.722 + 0.127; Tip length (mm): 8.130 £ 1%;
Tip diameter (mm): 2.760 = 1%; Weight (g); 1.0 = 1%.

Capsule cap: Dimensions, (L><0) (mm><mm): 8.229 + 0.127><5.588 + 0.127; Weight (g): 0.1 £ 1%.
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Dispenser: Volume (g); ((1 and 4)= 1%)*; Cylinder inner diameter (mm); 8.03 = 1 %; Cylinder A
(mm): 11.05 = 1%: Hole diameter (mm): 4.64 + 1%,; Total length (excluding cap) (mm): 141.58 +1 Y
length (mm): 66.904 £ 0.381; Shail handle width (mm): 15.723 = 0.254; The length of the inner shaft
74.676% 0.381; Cap width (mm); 11.303 + 0.127; Height (mm): 26.55 + 1 %; Weight (excluding material)" $

10.7+1%.

* Dispenserfilling volume depends on MD version <
L-Pop blisters with adhesive Single Bond Universal: Dimensions capsule, (LXW><H) (mm”mm”~mm):
(109.83x23.91 x3.81)% 1%; Weight (g): 0.7 = 1 %. Y

Values of the main parameters, characteristics (properties) ofthe material: Depth of cure (mm): > 4.15; Sensitivity
to ambient light (s); 60; Flexural strength (MPa): > 144; Diametral tensile strength (MPa): > 74,2; Water sorption
(pg/mm™); < 27.8; Solubility (pg/mm”): < 0.3; Radiopacily (mm); 3.02; Density (g/cm”): 1.9.

Shelflife

Shelf life: 36 months from the manufacturing date.
Exploitation time

Not applicable. Medical device is disposable.

Use/operation conditions ofMD

Operating and Storage:

1 This product is designed to be used at room temperature. If desired, the product may be wanned 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 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 eugenol containing products.

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

Transportation:

This product is designed to be transported at storage conditions. During transportation the products may be
affected short term temperature variations with no impact to product safely and performance.

Transportation of medical device is carried out by all type oftransport.

Transportation conditions

Temperature 2X 1027 X
Humidity Upto 85 %
Pressure 700 hPa to 1060 hPa

Compliance with standards applicable to this MD
ISO 7405, ISO 4049. I1SO 6874. EN 980. EN 1041. EN ISO 13485, EN ISO 14971,180 10993-1, 1SO 10993-3,

ISO 10993-5, 1ISO 10993-6, ISO 10993-10, ISO 10993-11, ISO 10993-12, ISO 10993-18.
IEC 62366-1.

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



-|:~ion about medicines and (or) pharmaceutical substances included in MO
A ficablc for this type of product.
C
°Ailing and Disinfection
X multiple-use syringe dispenser is not intended for direct patient contact. Use new, uncontaminated gloves
~ *hen handling the syringe dispenser. Directions for cleaning and low level disinfection of the syringe dispenser
sare provided below:
Step 1(Cleaning);
Use a CaviWipes™™, 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-quatemaiy' ammonium disinfectant wipe, to disinfect the entire
surface of the device by keeping wet for the contact time listed on the disinfectant label.

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

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

MD disposal rules and conditions

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

Medical devices in Russian Federation must be disposed of in the local public entities in accordance with SanPiN
2.1.3684-21 to the waste class B.

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

Warranty

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

Limitation of Liability’

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

Name and legal address of manufacturer MD and authorized representative in Russian Federation
- Developer:

3M ESPE Denial Products

Address: 2510 Conway Avenue St. Paul, MN 55144-1000 USA.

- Manufacturer:

3M ESPE Dental Products
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Address: 2510 Conway Avenue St. Paul, MN 55144-1000 USA. C #
- Authorized representative of the manufacturer in the Russian Federation:

JSC «3M Russia»

Address: 108811, Almaty, st. Moscow, p. Moskovsky, Kievskoye sh., 22nd km, dom. 6, p. 1
Phone: +7 (495) 784 7474;

Fax: +7 (495) 784 7475,

Reference
number &
Symbol / Title
Manufacturer

Authorized

Representative in

European
Community

Use-by date

Batch codcUse-
by date

Catalogue
number

Temperature
limit

Caution

CE Mark 0123

Rx Only

Green Dot

Do not re-use

Low-density
polyethylene

Symbol
1J

EC REP

LLIOT]
REF

q3

0123
Rx Only

2N

PE-LD
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Symbol Glossary
Description of symbol

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

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

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

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

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

Indicates the need for the user to consult the instructions for use
for important cautionary’ information such as warnings and
precautions that cannot, for a variety of reasons, be presented on
the medical device itself.

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

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

Indicates a financial contribution to national packaging recovery
company per European Directive No. 94/62 and corresponding
national law. Packaging Recovery Organization Europe.
Indicates a medical device that is intended for one use, or for use
on a single patient during a single procedure.

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



-apsule ~ Capsule
Dispenser * Dispenser.

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



7.

9.

MepeBOA C aHIMIACKOr0 A3blKa Ha PYCCKMiA A3bIK

LLITaT MuHHecoTa - CekpeTapmart LuTaTa
He ona ncnonb3oBaHMs Ha TepPUTOPUA 1 BO BRageHusax CoeguHeHHbIX LLITaToB AMeprKu.

AMOCTWNb

(B cooTBeTcTBMM C Maarckoil KoHBeHLmen oT 5 okTs6pa 1961 r.)

. CtpaHa; CoeagnHeHHble LU TaTbl AMEPUKM

HacToswmnii opruumanbHbiii JOKYMEHT: VIHCTPYKLUSA MO NPUMEHEHUTO

nognucaH Kpuctogepom Oxerimcom [eBeTom

. AencTyowmnm(-ein) B Ka4yecTBe HOTapuyca W TaTa MUHHecoTa

cCKpenneH nevyaTblo/wtamnom Kpucrogepa Axxeimca [eseta, HoTapuyca wrarta

MuHHecoTa

YAOCTOBEPEHO

B r. CeHt-lMon, wt. MnMHHecoTa
cekpertapem wtata MunHHecoTa

MevyaTb/WTammn;

(Meyatb)
Bonbluas neyatb
wrtata MunHHecoTa

HaCTOﬂU_\MIZ anocTunb yAOCTOBEPSAET TO/IbKO NOA/TMKHOCTb NOANMUCKA U NOJTHOMOYMA Nnua, nognucasLuero OCbVILLVIa!'IbeII\/'l AOKYMEHT, a TakKxXe, B Hagnexxawinx cay4dasx,

6. [farta: 11 okrabps 2021 r.
8. 3a Homepom 1262835200156
10. Mopgnuce:

(Mopnuce)

Crtus CaiiMOoH

CekpeTapb LTaTa
LLTaT MnHHecoTa

(Mevarts)

Odmc CekpeTaps WTaTa MuHHecoTa. Bonbluas neyatsb wrtata MUHHeCOTa

MOANMHHOCTb NeYaTV UM LUTaMMa, KOTOPbIMU OH CKperJieH.
HacTosLmiA anocTub He YA0CTOBEPSIET Cofep)KaHve JOKYMeHTa, na KOTOPOM OH MPOCTaB/IeH.
[ins Toro yTobbl yaocToBEpUTLCA B (haKTe Bblgaun HacTosLero anoctuns, cm. hnDs://aDostille.sos.state.mn.us.

HacTosiliee CBUAETENLCTBO He WMeeT CW/bl anocTUASA, COCTaB/EHHOTO B COOTBETCTBUM C [aarckoii KoHBeHumeli oT 0S okTabps 1961 roga, npuw
NpejCcTaB/eHNN B FOCyAapCcTBaXx, He ABMSIOWMNXCA yHacTHUKaMy KoHBeHLMN. B Takux ciyyasx cBUAeTeNbCTBO HEO6XOAMMO NPeACTaB.1aTb B KOHCY/bCKNUI

OT4en MUCCUW, NPeACTaBAsIOLLEN TaKoe rocyaapcTBo.

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



< «3M3CNna 2510 KoHBeii ABeHto, CeHT-IMon,
OeHTtan MNpogakTc» MwuHHecoTa, 55144-1000, CLUA

YBaXkaemble rocnoga!

f, cneymanucT NO BOMPOCaM HOPMATMBHO-MPABOBOrO PerynvMpoBaHus MOAPa3AeneHns peLueHnii ais
rMr1eHbl POTOBOIM NonocTn kKomnaHun «3M 3CM3» (CLLIA, MuHHecoTa, CeHT-IMon), NOATBEPXAat0, UTO
npunaraemblii  JOKYMEHT «WHCTpyKums no npumeHeHunto (WMM) ans w3genus «Matepuan ans
pectaBpauuun nepefHux 1 60KoBbIX 3y6oB Filtek™ One Bulk Fill Restorative B 0TAeNbHbIX YNakoBKax» Ha
aHIIMIACKOM 513bIKE ABNSETCA BEPHLIM U TOUHbIM.

(Mogznwce) 6 okTA6psa 2021 T.
PervHa ®edepmaH Jata
CneupanucT no BonpocaM HOPMaTVBHO-NPaBOBOro

perynnpoBaHus (Mevartb)
«3M 3CI1o» CekpeTapwuart wrtata MUHHecoTa.
MopgpasgeneHne peLleHnii Ana rureHbl NoaocTn pra BonbLas neyarb wrata MnHHecoTa

LLITaT MuHHecoTa )
Okpyr Pamcu ) MECTO COBepLUEHMS HOTapUaTbHOTO AeCTBMA

MognucaHo nog, NpPUCAroin B MOEM NPUCYTCTBUM CeroaHs, 6 okTaopsa 2021 r.

(Mopnuce)
Kpuc OeseT, HoTapuyc
CpoK MoMX nosHomoumin uctekaet 31 sHBaps 2025 T.

(LWtamn)
KPUCTO®EP I)KEMMC IEBET
HoTapuyc wrata M1UHHecoTa
Cpok mMonx nonHomouuii nctekaet 31 sHBaps 2025 T.
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/\
MHCTPYKLUMNSA MO NPUMEHEHUIO

O6uwaa nHhopmayuns

MaTepuan gna pectaBpauummn nepegHux n 60koBbix 3y60B Filtek®™ One Bulk Fill Restorative B
BapuaHTax UcrnosHeHUs npoussoacTsa komnaHum 3M ESPE.

Martepuan fnd pecTaBpauuu nepegHux u 60koBbix 3y6oB Filtek™ One Bulk Fill Restorative B
BapuMaHTax  MCMOMHEHUA  SBNSETCA  CBETOOTBEPXAAeMbIM  KOMMO3WUTHbIM  pecTaBpauMOHHbIM
maTepuanom, oNnTUMMU3NPOBAHHLIM AN5 60/ee GbICTPOr0 UM MPOCTOr0 CO3[aHWsA pecTaBpaLlnii 3y60B.
J10T Martepuan obecneymBaeT BbICOKYH  MPOYHOCTb, HU3KWUWA  WM3HOC, [ONITOBEYHOCTb U
yCOBEPLUEHCTBOBaHHbIA 3CTeTUYECKUA BUg. nybrnHa BHECEHMA M NOMMMepU3aLuy mMmaTepmana MOXeT
cocTaBnATb 40 5 MM 6narofaps CHuXalowen HanpsXKeHue cUcTeme CMOA M ONTUMU3UPOBAHHbLIM
CBETOONTUYECKUM CBOMCTBaAM. MaTepuman ansa pectaspauuu nepefHux n 60KoBbixX 3y60B Filtek*"" One
Bulk Fill Restorative B BapvaHTax WCMONHEHUSA LOMONHAET IMHENKY pecTaBpalMOHHbIX MaTepuanos
3M ESPE, ynyulwaeT 3cTeTU4eCKne CBONCTBA MaTepuanoB 06beMHOr0 BHeCeHWs, YTO obecrneymBaeT
6onee WIMPOKOE NPUMEHEHME B pecTaBpauusax Kak 60KOBbIX, TaK M nepefHux 3y6oB. Matepuan ans
pecTaBpaumu nepefHUX U 60KoBbIX 3y608B Filtek*” One Bulk Fill Restorative B BapMaHTax UCNOJIHEHNA
BbIMyCKaeTca B MNATM OTTeHKaX MOJA ecTecTBeHHbI LUBeT 3y60B. Bce OTTEHKM ABAAKOTCA
PEHTTEHOKOHTPACTHbLIMW. B KayecTBe HanonHUTens NCcnosib3yeTcs coyeTaHue
HearNOMepupoBaHHOro/HearpermnpoBaHHOr0  KPeMHWEBOro  HanofiHuTens  pasmepom 20 HM,
HearnoMepypoBaHHOIO/HearperMpoBaHHOro LMPKOHWEBOTO HamnofHWTens pasmepom  4-11  HM,
arpermpoBaHHOro LMPKOHMEBOrO/KPEMHMNEBOTO KaCTEPHOIO HaMoNHMUTENS (COCTaB: YacTULbl KPeMHUS
pazmepom 20 HM U YacTULbl LUPKOHMA pasMepomM 4-11 HM) U HANONHUTENSA U3 TpudTopmaa NTTepbusa,
KOTOPbIA COCTOWUT M3 aroMepmupoBaHHbIX YacTul pasmepom 100 HM. Cogep)aHue HeopraHM4yeckoro
Hano/IHATeNs cocTaB/seT 0Koo 76,5 % B BeCOBOM COOTHOWEHUN (58,5 % B 06EMHOM COOTHOLUEHMWN).
MaTtepunan ans pectaBpaumu nepegHmx u 60koBbix 3y60B Filtek™ One Bulk Fill Restorative B
BapuaHTax ucnonHeHunsa cogepxut AUDMA, APM, anypetaH-DMA 1 1,12-poaekaH-OMA. MaTtepuan
ANA pecTaBpauun nepefHuMx n 60koBbiX 3y60B Filtek””™ One Bulk Fill Restorative B BapmaHTax
NCNONHEHUs BHOCUTCA B 3y6 nocne MNPUMEHEHWA CTOMATO/NIONMYEeCKOro ajresvMBa Ha OCHOBE
MeTaKpunarta, Hanpumep nsrotosneHHoro 3M ESPE, koTopblii o6ecneynBaeT NOCTOSSHHOE CLeneHne
pecTaBpaLMOHHOro MaTepuana co CTPYKTYpoii 3y6a.

Matepuan gns pectaBpayum nepegHux u 60koBbix 3y6oB Filtek™ One Bulk Fill Restorative B
BapmaHTax UCMOMHEHMA ABNSETCS 0OHOBNEHHO MoanduKaumen matepuana Filtek™*"Bulk Fill Posterior
Ans 60KOBbIX 3y60B, KOTOPbIN Takxe nponssogut 3M ESPE.

KoMnosnuuio M3MeHanu, perynvpys COOTHOLIEHWSA HanoNHWTeNnein B MPOAYKTe, UYTOObl YNyuyllnTb
3CTeTUKY BOCCTaHOBUTE/NILHOTO Martepuana. Takxke O6biiv  gob6aBneHbl ABa  AOMOMHUTENbHbIX
pecTaBpaunOHHbIX OTTEHKA 418 3y60B. HOBble MHIPeLUEeHTbl He BBOAWIUCH.

Matepuan gns pectaBpaumm nepefHuMx u 60KoBbiX 3y60B Filtek*'* One Bulk Fill Restorative B
BapmaHTax UCMOMIHEHMA U MaTepuan pecTaBpaunoHHblin Filtek™ Bulk Fill Posterior gns 60KoBbIX 3y60B
ynakoBaHbl B TPaANLNOHHbIe f03aTOPbI A4/18 LO3MPOBaHUSA BOCCTAHOBUTE/IbHOTO CPeACcTBa U Kancy/ibl ¢
OLHOKpaTHOW [030/ ANs A03MPOBaHUS pecTaBpaLMOHHOro MaTepuana. B HacTosLLee BpeMs Ha pblUKe
npeLcTaBfieH gUCMeHcep AN BHeceHUa Matepuana 5707SD ana matepuana gns pecraespauum Filtek™
Bulk Fill Posterior gns 60K0BbIX 3y60B 1 ApyrMx pectaBpaLMoHHbIX MaTepuanos 3M ESPE B kancynax.
ToT Xe gucneHcep 5707SD Takxe 6yfeT Ucnonb3oBaTbCsA 418 L03MPOBAHUA Karcy/ ¢ Matepuanom ANs
pecTaBpauum nepefHnx n 60koBbIX 3y60B Filtek*~One Bulk Fill Restorative B BapnaHTax UCMOMHEHWA.

BapuaHTbl UCMONIHEHUA U3aennsa

1 MaTepuan ans pectaBpaumn nepeaHux n 60koBbix 3y6oB Filtek”M*» One Bulk Fill Restorative oTTeHka
Al (20 kancyn no 0,2 r), UHCTPYKLMA MO NPUMEHEHUIO - 2 LUT.
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2. Martepuan gnsa pectaBpayun nepegHux n 60koBbix 3y60oB Filtek™ One Bulk Fill Restorative oTTeHKa
A2 (20 kancyn no 0,2 r), UHCTPYKLMSA NO MPUMEHEHWNIO - 2 LUT.

3. Martepuan gns pectaBpaumu nepedHux n 60koBbix 3y6oB Filtek"'~ One Bulk Fill Restorative oTTeHKa
A3 (20 karicyn no 0,2 r), MHCTPYKLMA MO NPUMEHEHUIO - 2 LUT.

4. Martepwvan ans pectaspayuun nepegHunx n 6okoebix 3y608B Filtek*'™ One Bulk Fill Restorative oTTeHKa
Bl (20 kancyn no 0,2 r), MUHCTPYKLMS NO MPUMEHEHMNIO - 2 LWUT.

5. Martepuan gns pectaspaumu nepegHux n 60kosbix 3y60o8 Filtek*"* One Bulk Fill Restorative oTTeHKa
C2 (20 kancyn no 0,2 r), UHCTPYKLUUSA NO NPUMEHEHWNIO - 2 LUT.

6. Martepuan gns pectaBpauuu nepegHux un 60koBbkK 3y6oB Filtek™ One Bulk Fill Restorative
(npo6HbI 06pasey) oTTeHka A2 (5 Kancyn no 0,2 ), UHCTPYKLUMA NO NPUMEHEHNIO - 2 LT,

7. Matepuan gna pectaBpauuun nepeaHux n 60koBbix 3y6os Filtek”~ One Bulk Fill Restorative oTTeHKa
Al (1 wTt., 4 1) B A03aTOPE, MHCTPYKLMA NO MPUMEHEHUIO - 2 LUT.

8. MaTtepuan gns pectaBpauum nepegHnx n 60koBbix 3y60B Filtek*™~ One Bulk Fill Restorative oTTeHKa
A2 (1 wrt., 4 ) B A03aTOPE, UHCTPYKLMSA NO NPUMEHEHNIO —2 LUT.

9. Marepuan and pectaspauun nepefHux n 60kosbix 3y608 Filtek”~ One Bulk Fill Restorative oTTeHka
A3 (1 wT., 4 1) BAO3aTOpeE, MHCTPYKLUMS MO MPUMEHEHUIO - 2 LWUT.

10. MaTepwuan gns pectaBpauumn nepegHux n 60kosbix 3y6os Filtek~ One Bulk Fill Restorative oTTeHKa
Bl (1 wT., 4 1) B f03aTOpPE, MHCTPYKLMSA MO MPUMEHEHMNIO - 2 LWUT.

11. Matepuan ansa pectagpaunmn nepegHmux n 60koebix 3y6os Filtek™ One Bulk Fill Restorative oTTeHKa
C2 (1 wr., 4r) B A03aTOpPe, MHCTPYKLMA NO NPUMEHEHUIO - 2 LUT.

12. Matepuan gns pectaBpauum nepegHux n 60KoBbiX 3y6oB Filtek™ One Bulk Fill Restorative
(Npo6HbIA 06pa3el) oTTeHKa A2 (1 wT., 1r) B 403aTOpPE, MHCTPYKLMSA NO NPUMEHEHUIO - 2 LT,

Knaccugpmnkaumsa meanumHckoro usgenns (M)

Poccuiickaa depepauns: 2a

CrtepunbHOCTb: HecTepunbHoe

MHBa3nBHOCTbL: HenHBa3nBHoOe

MpoAo/MHKMTENLHOCTL KOHTaKTa: MpaAmMoli KOHTaKT - 6onee 30 gHeil. KOHTaKT ¢ TKaHsiMu / KocTamu /
LEHTUHOM.

Ha3HaueHue
CToMaToNornYeckmnii KOMMNO3UTHbIMA MaTepuan Ans pectaBpayum nepegHMx n 60K0BbIX 3y60B.

MNoka3aHunsa

Matepuan gna pectaBpauuum nepegHmMx u 60KoBbiX 3y60B Filtek™ One Bulk Fill Restorative B
BapMaHTax MCMONHEHUs NpefHa3HayeH 4711 YKa3aHHbIX HUKE C/lyvaeB NMPUMEHEHNS:

* [pAamMble pecTaBpauumn nepegHUX 1 60KOBbIX 3y60B (BKNKOYasA OKK/THO3MOHHbIE MOBEPXHOCTH).
» OcHoBa/npoknagka noj npsmMble pectaBpayuu.

* HapawiuBaHue KynbTu.

* LLInHnpoBaHue.

* HenpsiMble pecTaspauuu, BKIKOYas BKNaAKW, HAKNAAKN U BUHUPBI.

* PecTaBpaymm MOM0OYHbIX 3y60B.

* PaclwimpeHHaa repmeTunsanmsa (Uccyp Ha Mosispax v npemonspax.

* \cnpaBneHne aedeKTOB KepamMnYeCKnX pectaBpaluii, amManyu 1 BpeMeHHbIX KOHCTPYKLMA.

MpoTnBONOKasaHua
HeT n3BeCTHbIX NPOTMBONOKA3aHWIA.
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[To6oYHbIE 3hheKThI
V HeT 13BeCTHbIX NOGOYHbLIX 3PHEKTOB.

MoTeHUMaNbHbIN NoTpebutens MU
ToNbKO Anst NPUMEHEHNS NPOYPECCUOHANbHBIMU CTOMATO/I0raMMu.

NHpopmayma no mepam npesocTOPOXHOCTM ANS MALUEHTOB

9TOT mMaTepuan COAEPXMNT BELLECTBA, KOTOPbIE MOTYT BbI3blBaTb Y HEKOTOPLIX NHOAEN annepruyeckyto
peakLuo Mpu KOHTAKTe C KOXel. He npuMeHaiiTe 3TOT MaTepuan 415 NaLUEeHTOB C NOATBEPXAEHHOA
annepruein Ha akpunatbl. B cnyyae npofo/mKWMTENIbHOTO KOHTAaKTa C MATKAMMW TKaHsAMU pPOTOBOM
MonocT 06MILHO NPOMOIiTe BOAON. B cnyyae BOSHUKHOBEHUS annepruyeckoin peakymm obpaTuTech K
Bpauy, Npy HEO6XOAMMOCTH yanuTe MaTepuan u NPeKpaTuTe ero NCNob30BaHNe B Aa/bHeliLLIeM.

NHpopmauma no mepaM nNpesoCTOPOXHOCTY 418 NepCcoHana CTOMaTo0rMyecKuX KNMHUK
Kancynbl MOXHO HarpeBaTb (403aTOpbl HarpeBaTb He PEKOMeHAYeTcs). DTOT MaTepuan COAepXuT
BELLECTBa, KOTOPbIe MOTYT BbI3blBaTb Y HEKOTOPbIX MHOAEN anfeprnyeckyto peakuuio Npu KOHTaKTe C
KOXel. [N CHUXEeHUS pucka annepruyeckoil peakuum cBeguTe K MUHUMYMY KOHTAKT C 3TUMWU
mMaTepuanamu. B uvacTHocTW, wu3beraiite KOHTakTa C HEMOAMMepu30BaHHbIM MaTepuanom. [pu
nonagaHnUM Ha KoXKy NMpoMOITe 3TO .MECTO BOAONM C Mbl/IOM. PEKOMEHAYETCS UCNO/b30BaTh 3alMTHbIE
nepyaTtkm U O6GECKOHTAKTHYK TeXHWUKY paboTbl. AKpunatbl MOTyT MPOHWKATb Yepe3 O06blYHbIe
MeAWUMHCKME nepyaTku. Ecnu matepuan nonan Ha nepyatky, CHUMWUTE W YTUAU3MPYIATE ee,
HeMeA/IeHHO BbIMONTE PYKW BOAOW C MbINOM W HajeHbTe HOBYH. B cnyyae BO3HWMKHOBEHUS
annepruyeckoin peakumy npu Heob6XxoaMMoCTM obpaliainTech K Bpadvy. [lacnopta 6e30nacHOCTM
maTepuanos 3M MOXHO HailTM Ha Beb6-caiiTe 3M.com/dental wAM noOAyuYUTb B  MECTHOM
npeacTaBUTENbCTBE KOMMNAHWUN.

B03MOXHOCTM M CcNOCO6bLI MHTErpaunun ¢ Apyrumm MeLULUHCKUMUN N34eNnUAMU

1. Cwuctema gns nonupoBaHus Sof-Lex Diamond ncnonb3yeTcs ansi KOHTYPHOW 06paboTKK, OTAENKM
1 NONMPOBKM N 3apernctpmpoBaHa B Poccuiickoii depepaunn, P3H 2015/2556.

2. YTto6bl 3admkcupoBaTb Martepuan And pecrtaspauumm Filtek™ One Bulk Fill, pekomeHayetcs
ncnonb3oBaTh Aareams ctomaronormnyeckuii Single Bond Universal, P3H 2017/5981.

3. OTOT nNpoAyKT npeAHasHayeH AN OTBEPXAEHWS NpU  BO3LEWCTBUMM  TafIOTEHHOrN0 WK
CBETOAMOAHOr0 CBeTa C MUHUMAaNbHOW MHTEHCUBHOCTbLIO 550 MBT/cM” B Arana3oHe 400-500 HM.

4. Martepuan cTekoMHOMepHbI Vitrebond MOXeT MCMoNb30BaTbCA ANA 3aWMUTbI NyAbMbl U ANA
BblpaBHMBaHMNA y4acTKOB rny60kux seleMok, ®C3 2010/07297.

5. Kancynbl 4031MpyrTCA C UCNO/Ib30BAHMEM ANCNEHCEPa AN BHECeHUS maTepuana 5707SD, KOTopbii
npojaeTcs OTAENbHO W HaxOA4UTCA Ha pblHKe Mo Bcemy mupy ¢ 2010 ropga ana [o3vpoBaHuA
pecTaBpaLMOHHbIX MaTepmnanos 3M ESPE B kancynax:

ApPTUKYN Katanor / Homep 3akasa
JuncneHcep Ana BHeCeHUa maTepuana 5707SD

MpuHLUMUN ferncTBUA

Mpy 06nyyYeHWM CBETOM MeTakpunaTHble COCTaBnfAlOLWME pPecTaBpalMOHHOro MaTepuana, T.e.
Mpokpunat, UDMA, BisGMA, BiSEMA v L/PKOHNEBO-KPeMHMEBbIE HAMOMHUTENN C 06paboTaHHOM
MOBEPXHOCTLIO MOABEPrarTCs, OLHOBPEMEHHO C CUCTEMOW (POTOUHULMATOPOB, CBETOUHAYLIMPOBAHHOM
nofiMmepu3aLmun, Npu KOTopoin opmMmnpyeTcs TBEPAbIi KOMNO3UT, NPUKPENAEMbIi K CTPYKTYpe 3y6a
CTOMaTO/IOrMYEeCKMM afre3vBoM.

Cnocob npumeHeHmaN

~Mpo6Hble 06pa3Lbl NpeAHa3HaueHbl Ans yYebHbIX U UCCef0BaTENbCKUX Lesleil U He MPUMEHSIOTCS HA NayueHTax.
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f NoagroToBkKa

1 OuncTka. Ans yaaneHus Haneta 3yobl HEO6X0AMMO OYNCTUTb BOJHO-MEM30BOI CYCMeH3nEN.

2. Bbibop oTTeHKa. Mpexae yem n3onnposatb 3y6, nogdbepute OTTEHKN MaTepuana 4ns pecTaBpauumu
nepefHuXx 1 60KoBbIX 3y608B Filtek*"'* One Bulk Fill Restorative B BapuaHTax MCNOMHEHUSA, UCNONb3Y$H
CTaHLAPTHYIO LWKany Knaccuyecknx oTteHKoB VITAPAN®.

3. Wsonauynda. TpeanoytuTeNnbHbIM METOAOM M30NALMU ABNSETCA WCNOJSb30BaHWe Koddepaama.
OJHaKo MOXHO MCMNO/b30BaTb U BaTHble BaJIMKN BMECTe CO C/IOHOOTCOCOM.

YKasaHusa

MpaMble pecTaBpayumn

4. MopAaroTtoBKa MoaocTu.

4.1. PecTaBpauuun nepefHux 3y6oB. MNpumeHainTe cTaHLapTHbIE METOAbLI MOATOTOBKM MOMOCTU AN1F BCEX
pectaBpauuin knacca Ill, IV n V.

4.2. PecTaBpauun 60KOBbIX 3y60B. MoArotoBbTe nonoctb. LLlepoxoBaTtblie M OCTpble Yrabl cnegyeT
3aKpyrnmtb. OcTaTKW amanbrambl UAW MNPOKNaA0YHbIX MaTepuanos crefyeTr TwaTe/bHO YAaluTb,
MOCKO/IbKY OHW MOTyT MpenAaTcTBOBaTb MPOHUKHOBEHWIO CBETa W, C/eL0BaTe/IbHO, HOPMasbHOW
nonvMmepusaunn pectaBpaLnoHHOro Marepuana.

5. ¥ CcTaHOBKa MaTpuLbl.

5.1. PectaBpauuv nepeAaHUX 3y60B. [1naCcTUKOBble LWWTPUMCbI WUAW MaTpuubl 418 (HOPMUPOBaHUSA
KOPOHOK MOTYT UCNONb30BaTbCA 415 3KOHOMUM UCMONb3YEMOro maTepumana.

5.2. PectaBpaumm 60KOBbIX 3y60B. HaHecuTe TOHKMM CNOEM CBEPXMSATKYK MeTa/IMYecKyro Wau
MPEKOHTYPUPOBaHHYIO NIACTUKOBYIO WA MPEKOHTYPUPOBAHHYIO META/IMYECKYIO MaTpuLy 1 NaoTHO
3aKpenuTe KAWHbAMW. TINOTHO NO3ULMOHWUPYIATE MaTpuuy AN8 BU3yanm3aunm MNpPOKCMMaibHOro
KOHTYpa M KOHTakTHON o6nacTu. AfanTupyinTe maTpuuy TakK, 4ToObl OHa 3aKpbiBana NpUAECHEBYHO
06nacTb, He BbICTyMas Haj AeCHOM.

MpumMeyaHue. Mpu XenaHUM MaTpuLy MOXHO NMOCTaBUTb MOC/E BbIMO/HEHUA NPOTPaBMBaHUA M
W HaHeceHWs afresuBa.

6. 3awwnTta nynbnbel. ECiM Npou3owno BCKPbITUE MynbMbl UM CATyauus TpebyeT npsMoro ee
MOKPbLITUS, HAHECUTE HEBO/bLLOe KO/MIMYECTBO FMAPOKCMAA KalbLUMA Ha BCKPbITbIA Y4YacTOK, a 3aTem
BHECUTe CBETOOTBEPXAAEMbl/i CTEK/IOMOHOMEPHbLIA MaTepuan ESPE™  Vitrebond™ wnnu
Vitrebond™” Plus. MpoknafoyHbli MaTepuan Ha ocHose Vitrebond unm Vitrebond Plus moxeT Takxe
MCNONb30BaTLCS A4/19 NOKPLITUA 061acTel rNy60KMX NONOCTEN.

7. AfresnBHas cuctema. Ang agresvum maTepuana s pecTaBpauuy nepefHMX M G0OKOBbIX 3y60B
Filtek*="~ One Bulk Fill Restorative B BapuaHTax WCMOMHEHUS K CTPYKTypam 3y6a pekoMeHayeTcs
ncnonb3oBaTh afresuB cromartonoruyecknin Single Bond Universal). Ansa nonyyveHus MOMHOW
NHpopMaLuy 0 NPOAYKUMM W COOTBETCTBYHOLMX Mepax MNpefoCTOPOXKHOCTU CM. WMHCTPYKLWUIO NO
NMPUMeHeHWIO aAre3vBHOM cucTeMbl. Mocne nonumepunsaLmm agre3vBa COXpaHAanTe U30NALMIO OT KPOBMU,
C/MIIOHbI U APYTUX XXUAKOCTEN M cpa3y Xe HauyuHaiTe BHeCeHUe matepuana 4ns pectaBpayum nepegHux
1 60KoBbIX 3y60B Filtek™ One Bulk Fill Restorative B BapvaHTax UCNOJIHEHNUA.

MpumeyaHue. Cneayite MHCTPYKLMM MO UCMOJSIb30BAHUIO aAre3viBHON CUCTEMbl, YTO6bI BbINMONHUTb
pPeKOMeHOBaHHble MNpouefypbl C CUMaHOM BO BpemMsi MOYMHKM KepamMMYecKux pectaBpayuii ¢
nocnefylowmm npMMeHeHNem afresmnsa.

8. BHeceHue.

[o31poBaHNe KOMMNO3MnTa.

8.1. [lozaTop. M3BneknTe Heo6XoAmMmMoe KO/MYeCTBO pecTaBpalMoOHHOro MaTepuana Ha 6/M10KHOT Ang
3amellnBaHnsa, MeaneHHO NoBopayvMBas PyyKy fosatopa No 4acoBOW cTpenke. Ans npefoTBpalleHns
BbITEKAHWNS PecTaBpaLMOHHOI0 MaTepuana nocae Toro, Kak ero Heo6Xxo4MmMoe KONMUYECTBO U3BIEYEHO.
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MOBEPHMTE PYUKy Ao3aTopa Ha Non-o60poTa NPOTUB YaCOBON CTPENKN W BblAaB/MBaHNE NPEKPaTUTCS.
Cpasy e 3aKpoiiTe 403aTOP Konnaykom. Ecnv matepuan He UCNOJb3yeTCcs HEMeA/IEHHO, He06X0ANMO
3alWNTUTL ero oT CBeTa.

8.2. OpHopasoBaa karncyna. BctaBbTe Kancyny B gucneHcep 3M™ ESPE™ pana pectaBpauWOHHbIX
maTepuanoB. [na MonyvyeHUs NOMHOMW WHGOPMaLMM O NPOAYKLUUM U COOTBETCTBYHOLWMX Mepax
NPefoOCTOPOXHOCTM CM. MHCTPYKLUIO K KOHKPETHOMY [03aTOpy pecTaBpalMOHHOro martepuana.
BblyaBnuBaiTe pectaBpaLMOHHbI MaTepuan U3 Kancynbl HeMOCPEACTBEHHO B NOMIOCTb.

9. HaHeceHue.

9.1. W3beraiiTe nonagaHWa WHTEHCUBHOrO cBeTa Ha paboyee none. llonagaHWe WHTEHCUBHbIX
COMIHEYHbIX NyYeil Ha NacTy MOXeT MPUBECTU K NPeXAeBpeMeHHON nonnMepusalnuu.

9.2. Kancyna. HayHuTe pacnpejgeneHne B camMOM [/ly6OKOM Yy4acTKe MOArOTOBNEHHOM MNOJIOCTH,
YAEPXMNBas HAKOHEYHUK 6/IM3KO K MOBEPXHOCTM NONOCTU. MeasieHHO M3B/eKaliTe KOHYMK Kancy bl no
Mepe 3amnofiHeHUs NOMOoCTW, He BbIHMMAA HAKOHEYHWKa W3 BbLABNEHHOr0 MaTtepuana npu
BbLLLAB/IMBAHUK, YTOObI CHU3WUTbL 06pa3oBaHuMe NycToT. Mocne 3aBeplUeHUA BblLaB/IMBaHUA OTBEAUTE
KOHUYMK Kancynbl K CTEHKe MO0A0CTWU, BbIHMMasi ero u3 paboyeid o6bnactu. Ana o06paboTku
MPOKCMMas/IbHbIX 06/1aCTe MPUXMUTE KOHYMK Kancynbl K MaTtpuue ANS nonajaHus marepuana B
NPOKCUMabHbIA KOHTYP.

9.3. MonocTb A0/MKHA O6blITb HEMHOTO MeEpPenosiHeHa, 4YTo6bl KOMMNO3WUT MepekpbiBan Kpas MoaoCTu.
Mpugalite opmy pectaBpaLly COOTBETCTBYHOLLMM MHCTPYMEHTOM, NpeAHa3HauYeHHbIM ANs paboTbl €
KOMMO3UTHbIMW MaTepuanamu.

10. Monumepusayns. Monumepmsayma LaHHOTO NPOAYKTa NpeaycMoTpeHa Noj BO3AelCTBMEM CBETa
OT rajloreHoBOW WAW CBETOAMOAHON Namnbl C MWUHUMA/IbHOW WHTEHCMBHOCTbIO 550 MBT/cMM B
gnanasoHe 400-500 HMm. [lonumepusyinTe KaxAablh Cnoi, obnydas BCHO ero  MOBEPXHOCTb
BbICOKOMHTEHCMBHLIM BUAUMbBIM CBETOM, HarnpuvMep C MOMOLLbI MOAMMepU3aLnMoHHON namnbl 3M
ESPE. Bo Bpems nonvmepusauumn [LepXuTe CBETOBOL KaK MOXHO OnvKe K pectaBpalyOHHOMY
matepuany. Ana onpegeneHns BpeMeHW NoavMepusaumm v yCnoBuii ANs BCEX OTTEHKOB CM. Tabauuy

pecTaBpauuu knacca |
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(hoTononnmepusaLnn.

MokazaHus K [nybuHa cnoa Bce ra.10reHoBble CBETOANOAHbIE

MPUMEHEHMNIO npupat,eHms namnel (c namnbl (c
MOLLHOCTbH MOLLHOCTbIO
CBETOBOTO MoTOKa CBETOBOrO noToka
550-1000 mBT1/cm2) 1000-2000 mBT1/cm2)

HapauwiuBaHve KynbTu 5 mMm 20 CeK. ana 10 CeK. ans

" npsiMble OKKJ/THO3UOHHBbIX, OKKJ/THO3UOHHbIX,

pecTaBpauun knacca ll 20 ceK. ANns LWeYHbIX, 10 cek. Ans WeYHbIX,
20 CeK. ans 10 CeK. ans
NIMHTBaJIbHbIX NINHTBa/IbHbIX
NMOBEPXHOCTEN MOBEPXHOCTEW

Bce nepeyncneHHble 4 Mm 40 cexk. 20 cek.

ciyyan  MPUMEHEHUSA

(Kpome HapalmBaHUs

KynbTu n 6onee

rny60oKmnx NpPAMbIX

pectaBpauum knacca Il)

PecTaBpaLmm <3 MM 20 cexk. 10 cek.

nepegHux 3y60B wnu

Hernybokune



flpumevianne. [ina pecraspaunii knacca Il ynanure marpuiuy, npexae ueM nepeTH K 3ramam
NONIHMEPH3aLIHUA WEHHbIX U IMHTBANBHBIX NOBEPXHOCTEH,

11. Konrypnposanne. [Ipunaiite ¢popMy nmobepxsocTr nnoMObl anmasaMy, GopaMH WIH KaMHAMM.
TIpokcHManLHEIe IOBEPXHOCTH KONTYpHPYiiTe wrpuncamn Sof-Lex™,

12. lipoaepka no oxxntosun. [IposepbTe OKKINO3HIO TOHKOH apTHKY/IALHORHOMA Gymaroit. [Tposepbre
ueHTpanbHue W GOKOBbIE KOHTAKTHI NMPH ABHKECHHH. AKKYPATHO BLIPOBHANTE OKKIIO3WIO, yaands
H3NKILKH MaTepHala aNMa3sHbIM GOpOM JUIA IOSIMPOBKK HIH KaMHEM.

13. laudoska h noauposka. OTnomupyiTe C TOMOLIBIO CHCTEMBI A LIHGOBKY B NOTUPOBKH 3M™
ESPE™ Sof-Lex™.

Henpambie pecTaBpaniy, BKAOYAS BKAAAKH, HAKAAAKH ¥ BUHHDbI

1. [Iponeaypa, BLINOAHEHAEMAS B CTOMATONIOIHYeCKOM Kabunere

1.1. BuiGop orrenka. [Tpexae yem n3014poBaTh 3y6, BoiGepate COOTBETCTBYIOIINE OTTCHKH MaTepHana
ANiA pecTaBpaliu nepeanux u Gokossix 3yGos Filtek™ One Bulk Fill Restorative B BapuanTax
HCNOJHEHHUA.

1.2. Ilpenapuposarue. Ornpenapupytite 3y6.

1.3. Hsrorosnenve oTTHCKa. [locne 3aBepiicHHS  NPENApHPOBaHWA CHHMMTE  OTTHCK
OTNpenapHpoBaHHoro 3yba, cieays HHCTPYKUMAM MPOM3BOAMTENS ANA BLIOPaHHOTO OTTHCKHOIO
matepuana. MOXHO HCNoOnb3oBaTh OTTHCKHON MaTepHas, HANPHUMEpP, MPOM3BOACTBA KoMnanud 3M
ESPE.

2, JlaGopaTopnan npoueaypa.

2.]. 3anonHATe OTTHCK MXHAKHM [HNCOM. YCTAHOBHTE NHHM Cpasy Xe B runc B ofnacrs
OTNPENApHPOBAHHOIO Y4acTKa, €CNTH HCNONb30BANACh ABOHHAA IUIACTMACCOBaA JNIOXKKA JUIA CHATHA
OTTHCKA.

2.2. OraenKre Mozenb OT OTTHCKHOFO MaTepuaiia uepes 45-60 MuHYT. YCTaHOBHTE NUHBI B FHNCOBO#
MOJENIH M NMOMECTHTE CJICNMOK, KaKk M NpH TPAAMUMOHHOH NpoucAype VIS KOPOHOK H MOCTOB.
YeTaHOBHTE MOZIENS B OKKITIOAATOPE HIH APTHKYJIATOPE B COOTBETCTBHH C aHTArOHHCTAMM.

2.3. Ecnu HeT OTTHCKa aHTArOHMCTOB, OTJIEHTE elie OfHY MOREAb, HCMIONB3YA TOT JKe CaMbli OTTHCK.
Ona 6yaet ucnonb3oBaHa B KauecTse paboyero obpasua.

2.4. CexunonHpyiite oTIpenapHpoBaHHElil 3y ¢ MOMOIIBIO NabopaTOpHON MU H YIANHTE H3NHIIKH
HIH OOHAXHTE PaHHLIB! 1A obneruenna ux obpaborku. B ciaydae HeOOXOANMOCTH NOMETLTE MPAHHIBI
KpacHbiM Kapanzamom. Flps neoOGxoAuMOCTH HanoKHTE pasaeTuTeNb.

2.5. TIpOMOKHHTE rHICOBYIO MOJIEND B BOJE, 3aTeM NMpPH TOMOLIH KHCTH HAHECHTE TOHYalmit col
CPEZCTBa AN PasACICHHA Ha OTIPENapHPOBAaHHYIO NOBEPXHOCTD, AaliTe BLICOXHYTh, H 3aTeM HAHECHTE
IpyToif cnoii,

2.6. Buecure mepByio HOpLMIO KOMIIO3WTa Ha JHO MOJENH OTNpENapHpoBaHHOro 3yba, ocraBaich
BONK3K Kpaes, a 3aTeM MONMMEPH3YTe B COOTBETCTBUM C PeKOMEHAAUHMAMH B pasaene <Kllpamas
pecraspanus> (3ran 10).

2.7. Brecnte ¥ noaaMepusyHTe CleAyIOIMHE TOPHAM KOMIIO3UTAa. BHECHTe NOCAEAHION MOPURIO
{pe3noBy10), 3aXBaTHIBas Y4aCTKH KOHTAKTa.

2.8 HomecTuTe runcoByio MORENb Ha3al B apTHKYMALHOHHYIO Ayry. JloGaBbTe NOCIERHIOIO NOPLKIO
KOMITO3HTA HAa OKKJIIO3HOHHYIO NOBEPXHOCTh. Hanecute HeMHoro Gonbie KOMMO3uTa B LEHTpE, N0
OoKaM # ¢ OKKMIO3HOHHOH MOBEPXHOCTH. JTO OOECNEYUT CO3JAHHE ME3HOAHCTANBHAIX KOHTAKTOB M
HAIOKAIEI0 OKK/IIO3HOHHOIO KOHTAakTa IPH CMBIKAHHH MPOTHBOMOJNOXHON YEMOCTH ¢
HEMOMUMEPH3IOBAHHEIM CJIOEM NonynpospauHoro Marcpnana. [lonumepusyiite cBeToM B TeueHHe
JECATH CEKYHJ1, 32TEM U3BJICKHTE FHIICOBYIO MOAEND UIH NPEAOTBPALICHHA afire3NH C NPUNETAIOMHAMH
NOBEPXHOCTAMH. 3aBEpUIHTE Npouece NOMUMEpH3aumH, cobmonas BpeMa o6paboTku, ykasaHHOe B
pa3nene «lIpamas pecraspauua» (aran 10).

2.9. Ilpu Puxcauwun OKKIO3MOHHOTO KOHTAKTA M3BJIEKHTE MUKW KOMIIO3HTA BOKPYT KOHTAKTHBIX
yuactkos. Copmupyiite 6yrps! u pHCCYpHI B COOTBETCTBHH ¢ OKKITIO3HOHHOM aHATOMMEI.
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j2.10. CobnwopgaiTe OCTOPOXHOCTb NPW W3BAEYEHUM NpoTe3a M3 TUNCOBON Mogenn. OTaenuTe
rMaseHbKne KyCcOYKM runca OT pecTaBpauuu, OH LO/DKEH aKKypaTHO OTNIOMUTbLCA OT 3aTBepAeBLUei
pecTaBpayuu, L0 NOSTHOr0 BOCCTAHOB/IEHUS BCEI pecTaBpalMOHHOW NOBEPXHOCTHU.

2.11. Ncnonb3ya mactep-MoAeNib, NPOBEPbTE pecTaBpaumio Ha Han4vyMe U3NNLWKOB U MOAHYTPEHNIA 1
Ha TOYHOCTb KpaeBoro npwuneraHvs. CosepliMTe HeO6XOAMMYI MOAFOHKY W OTMNONMPYWNTE, crepys
yKasaHuAM B NpuBefeHHOM Bbille pasgene «Mpamas pectaBpayua» (atansl 11-13).

3. TMpoueaypa, BbIMO/IHAEMaN B CTOMATO/I0NM4YeCcKOM KabuHeTe

3.1. MpupgainTe WepoXoBaTOCTb BHYTPEHHMUM MOBEPXHOCTAM HENPAMbIX pecTaBpaLuii.

3.2. MpomoiiTe HeNpaAMYO pecTaBpaLuio B Mbl/IbHOM PacTBOpe B YNbTPa3ByKOBOM BaHHe W TLWATebHO
nponosoLiunTe.

3.3. LlemMeHTMpoBaHMe. BbiMoNHUTE LLeMEHTUPOBAaHME MpoTe3a C MOMOLWbIO CUCTEMbI KOMMO3UTHOIO
ueMeHTa 3M™ ESPE".

TexHn4yeckne xapaktepuctnkn MM

Kancyna: MabapuTHble pasmepbl Kancynel (A4x0) (Mm*mm): 27,813 + 0,381x7,722 + 0,127; AnvHa
HakoHeYyHuka (Mm): 8,130 = 1%; AnameTp HakoHeyHuKa (MM): 2,760 £ 1 %; Macca (r): 1,0+ 1%.
Konnayok Kancynbl: MabapuTHble pasmepbl Kancynbl (4x0) (Mmxmm): 8,229 + 0,127x5,588 + 0,127;
Macca (r): 0,1 1 %.

Josatop: Macca HanonHutens (r): (1 wan 4) £ 1%)*; BHyTpeHHUA guameTp unnumHgpa (Mm): 8,03 + 1
%; HapyXHblii gnameTp yunmHgpa (Mm): 11,05 + 1 %; Auame'rp otBepctus (Mm): 4,64 + 1%; O6was
AnnHa (6e3 yyéta konnadka) (mm): 141,58 + 1 %; AnuHa unnmugpa (Mm): 66,904 + 0,381; LunpuHa
pyukn cTepxxHa (mMm): 15,723 + 0,254; AnuHa BHYTPEHHEro cTepXxHs (Mm): 74,676 + 0,381; LUunpunHa
konnayka (Mm): 11,303 + 0,127; BbicoTa (Mm): 26,55 + 1 %; Macca (6e3 yuéra matepuana) (r): 10,7 £
1 %.

* O6BbEM HaNoNHEHUA A03aTopa 3aBUCUT OT BapuaHTa ucnonHeums MU

bnuctep L-Pop c agresmeom Single Bond Universal: FabapuTtHble pasmepbl (XL XB) (MMXMMXMM):
(109,83%x23,91 x3,81) £ 1%; Macca (r): 0,7 £ 1%.

3HayeHNs OCHOBHbIX MapamMeTpoB, XapakTepucTuK (CBOWCTB) MaTepuana: [ny6uHa nonumepmsauum
(Mm): > 4,15; YyBCTBMUTENbHOCTb K €CTECTBEHHOMY ocBelleHUto (c): 60; MpeaenbHas NPOYHOCTb Ha
nsrné (MMa): > 144; Tlpefen nNpo4YyHOCTM MpuU AuameTpanbHOMm pacTaxeHun (MMa): > 74,2;
Bopgonornouwaemocts (MKr/Mm?): < 27,8; PacTtBopuMOCTb (MKr/MM?): < 0,3; PEHTFeHOKOHTPACTHOCTb
(mm): 3,02; MnoTHOCTL (r/cm™): 1,9.

CpOK rogHoCcTn 1 CPOK 3KCn.TyatayuH

Cpok rogHocTMH

Cpok rogHocTu: 36 MecsAueB € Aatbl U3rOTOB/IEHNS.

Cpok akcnyaTauunm

He npyMeHnMo. MeanUMHCKOE U3fenne ABNAETCA O4HOPa30BbIM.

YCQviOBIifl akcnnyaTaumm, XpaHeHNs 1N TPaHCNOPTUPOBKHN

JkcnnyaTauma n XpaHeHue:

1. MpoAyKT npefHasHayeH a5 UCMONb30BaHMA NPY KOMHATHOW Temnepatype. Mpu HE06X04MMOCTU
nepeg UCNosb30BaHWeM MaTepuan MOXHO HarpeBaTb C MOMOLLbIO MPOMbILWI/IEHHOTO HarpeBaTebHOro
npuoopa [He Bbiwe 70 °C (158 °F), He 60nee 1u4acal; TONbKO AN Kancy/.

2. MaTepuan nydiwie XpaHUTb MPU KOMHATHOM TemnepaType. ECan npoayKT XpaHWIca B MPOXNagHOM
MecTe, nepej UCcnob30BaHMEM HEOOXOANMO A0XAATbCA €ro HarpeBaHMsa 40 KOMHATHOWN TemnepaTypbl.
CpoK XpaHeHus npy KOMHaTHOW TemnepaType - 36 mecsueB. MOCTOAHHAA OKpyXakoLwas Temneparypa
Bbile 27 °C (80 °F) MOXET COKpaTUTb CPOK XpaHeHusa. [aTy MCTeyeHMA CpoKa rogHoOCTU CM. Ha
BHELLHEN ynakoBKe.

3. He nopggepraiite pectaBpauoHHble MaTepuasbl BO3AENCTBUIO UHTEHCUBHOIO U3/yUYeHUs.

4. He xpaHuTe maTtepuanbl B6M3N NPOLYKTOB, COAEPXALLUX 3BreHO.

Ycnosus akcnyaTaumm YcnoBus xpaHeHNs
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Temnepartypa Ot12°Cpo 27 °C 0OT12°C po 27 °C

BnaxHocTb [o 85 % [o 85 %
[JasneHue OT 700 rMa go 1060 rMa Ot 700 rfMa go 1060 rMa
TpaHcnopTUpOBKa:

JTa NpoAyKuMs npeAHasHayeHa [0S TPaHCMOPTUMPOBKM B YCNOBUAX XpaHeHus. Bo Bpewms
TPaAHCNOPTUPOBKM Ha NPOAYKTbI MOTYT BNWUATb KPAaTKOBPEMEHHbIE KO/le6aHNs TeMnepaTypbl, KOTOPble
HEe BNMAIOT Ha 6€30MacHOCTb ¥ NPOM3BOANTENBHOCTL NPOAYKTA.

MepeBo3Ka MeMNLMHCKOr0 U3AeNNiA OCYLLLECTBASETCS BCEMU BUAAMM TpaHCNoOpTa.

YCnoBusa TpaHCNOPTUPOBKHN

Temnepartypa O12°Cpo 27 °C
BriaxxHOCTb [o 85 %
[JasneHne OT1 700 rMa go 1060 rlMa

C00TBeTCTBME CTaHAapTaM NPUMEHUMbIX K flaHHOMY M

ISO 7405, I1SO 4049, 1SO 6874, EN 980, EN 1041, EN ISO 13485, EN ISO 14971, ISO 10993-1, ISO
10993-3, ISO 10993-5, ISO 10993-6, ISO 10993-10, ISO 10993-11, ISO 10993-12, ISO 10993-18,
IEC 62366-1.

MHdopmauna O nekapCTBeHHbIX npenapartax v (Unun) papmMaueBTUYECKUX CcybCcTaHuuAX B
cocTaBe MefMLMHCKOro nusfenns
MeAnLMHCKOe N3fenne He COLEPXUT N He O0CTaBNAET /IeKapCTBEHHbIE BELLECTBA.

OuncTtka n leanHpekLma

MHOropasoBblii LWNPUL-403aTOP He NpeAHa3HayYeH NS NPAMOro KOHTaKTa ¢ nauneHToM. cnonbayiite
LWNpWL-A03aTOP TO/MIbKO B HOBbIX YWUCTbIX MepyaTkax. HmXe npuBefeHbl yKasaHUA MO OYUCTKE U
6a30B0OI Ae3nH(peKLMN Wnpuua-go3aTopa.

Jtan 1 (ouncTtka).

TwarenbHO NpOTMpainTe BCO NOBEPXHOCTb YCTpoicTBa candgeTkamu CaviWipes™ nnm aHanornyHbiMm
yncTAWMMU cangeTkamu He meHee 30 CeKyHA A0 TexX Mop, NMoka ¢ yCTpoincTea He 6yfeT yaaneHa BCS
BUAMMAA rpssb.

oT1an 2 (pe3nHpekums).

Mpoge3vHpUUMPynTe BCIO MOBEPXHOCTb YCTPOCTBA HOBOW candeTkoin CaviWipes™ nam aHanormyHol
CNUPTOBOM [Ae3nH(uumpytoweli candeTkoli Ha OCHOBE YETBEPTUUYHOIO aMMOHMWA, He BbICyLUMBas
YCTPOWCTBO Ha Bpems BO3AENCTBUSA, yKa3aHHOE Ha YNaKoBKe Ae3NH(ULMPYIOLLEro cpeacTBa.

Tpe6oBaHUS K TEXHUYECKOMY 06C/TY)KMBaAHUIO 1 PeMOHTY MU
97O MEANLMHCKOE M13[eNne He NMOANEXUT 06CNY>KMBAHUIO N PEMOHTY.

I‘Iepel-leHb MaTtepuranoB XXUBOTHOIoO 1 / NN 4enoBe4YeCcKoro NPoOnNCXoXXaeHn4a

Mpoun3BoOAHbLIE KPOBW YenoBeKa: MeAULMHCKME U3LEeNNA He cofepXXaT M He LOCTaBNAKT NPOU3BOLHbIE
KpPOBWM 4Ye/0BEKa.

BellecTBa >XMBOTHOTO MNPOUCXOXAEHUA: B MPOAYKTbI He ,D,OﬁaBI'IFHOTCFl MaTepuasabl XMBOTHOIO
MPONCXOXXAEHNA.

MopafoK 1 ycnosuA yTuansaumm Unm yHuUuToXxeHna Mu

MeTofbl YTUAM3aALUWKN: YTUAN3MPOBATh COAEPXKMMOe / KOHTeliHep B COOTBETCTBUM C MECTHbIMU /
PErvoHanbHbIMU / HALMOHANbHLIMU / MeXAYHapPOAHbIMU / NpaBUIamMu.
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MeauumHckme npubopbl B Poccuiickoii ®epepaymn AOMKHbI 6bITb YTUAU3MPOBaHbI B MECTHbIX
rocyfapCTBeHHbIX opraHmnsaumax B cootsetcTeun ¢ CaHlunH 2.1.3684-21 ans otxofoB kKnacca b.

MHpopmauma ans nokynatens
3anpelyaeTcs NpefocTaBasaTb MHPOPMaLMIO, KOTOpas OTAMYaeTcs 0T MH(opMaL MK, coaepxalleiics B
[aHHO MHCTPYKLMN.

MapaHTua

KomnaHnua 3M rapaHTUpyeT OTCYTCTBME B 3TOM MW3Lenun [eeKTOB maTtepuana v WU3roTOB/IEHUS.
KOMMAHWA 3M HE OAET HUKAKWUX [OPYITUX T[APAHTUIA, BK/IKOYAS JIHOBbIE
MNOAPA3YMEBAEMbIE TAPAHTUNHbBIE OBA3ATE/IBCTBA B OTHOLWIEHWW TOBAPHOTIO
COCTOAHUA W3AEAVNNA NUBEO UX MNPUMEHUMOCTW ANA KOHKPETHbIX LUENEW
MOKYMATEJIA. Monb3oBaTeNnb 0TBEYaeT 3a onpejesieHne NPUrogHOCTU U3LENUa LA pPelleHus Tex
WA UHbIX 3afa4y. B cnyyae o6HapyXeHus gedekTa U3genns B rapaHTUNHbLIA Nepuog ero ycTpaHeHve 1
OTBETCTBEHHOCTb KOMMNaHUM 3M orpaHn4mMBaloTCa PEMOHTOM WX 3aMeHOW AaHHOr0 U3Aenus.

OrpaHnyeHne 0TBETCTBEHHOCTH

3a UCKNKYEHNEM CUTyauuid, NPSAMO NPeayCMOTPEHHbIX 3aKOHOAATeNbCTBOM, KOMnaHns 3M He HeceT
OTBETCTBEHHOCTU 3a Nt06ble YyObITKM U yuwepb, BO3HUKLWME BCAeACTBME WCMONb30BAHUA [LAHHOIO
n3aenus, 6yab To NpsiMble, KOCBEHHbIE, 0CO6bIe, CNyYaiHble UM NOBOYHbIE YObITKN, BHE 3aBUCMMOCTM
OT BbIABVHYTbIX OOBACHEHWI, B TOM YWCNe FapaHTWil, KOHTPAKTOB, HEOGPEXHOro o6paweHns uam
00BbEKTUBHOWN OTBETCTBEHHOCTH.

HanmeHoBaHMe n lopuanyvecknii agpec nponssoantens M n ynosTHOMOYEHHOrO NpeacTaBuTeNs
npounssoauTend B Poccuun

. PaspaboTuuk:

«3M 3CIM3 AeHTtan Mpogakte» (3M ESPE Dental Products)

Apgpec: 2510 Conway Avenue, St. Paul, MN 55144-1000 USA.

- MpowunssogmTens:

«3M 3CMN3 fAenTan Mpopakte» (3M ESPE Dental Products)

Agpec: 2510 Conway Avenue, St. Paul, MN 55144-1000 USA.

- YNONHOMOYEHHbIN NpeAcTaBMTeNb Npon3BoaMTens B Poccuiickoin depepauunn:
AO «3M Poccua»

108811, r. Mockga, n. MockoBckuid, Knesckoe L., 22-i KM, gomosn. 6, cTp. 1
Ten.:+7 (495)784 7474,

dakc: +7 (495) 784 7475.

I"noccapwuii K cMMBOaM
Homep ccbinku 1 cumson /

HasBaHue CumBon OnuncaHne cumBoOa

YKa3blBaeT MW3roToBUTENS MeAWLUMHCKOro
M3rotoBuTenNb mJ n3aenns, Kak onpegeneHo B Aupektueax EC

90/385/EEC, 93/42/EEC n 98/79/EC.
Y NONHOMOYEHHbIA YKa3blBaeT YNO/MHOMOYEHHOr 0
npeacrtaBmTesb B EC REP npeacTaBUTENS B EBponeickom

EBponeiickom coobLiecTse coobuecTse.
YKa3biBaeT faty, nocne KOTOPO
Mcnonb3oBaTth [0 ... MeanLNHCKOe nsgenune He  [OJ/KHO
NCMob30BaTbCA.
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Homep ccbinkn n cumeon /
Has3BaHue

Kopg naptuu

Homep no katanory

TemnepaTypHbIi Anana3oH

3anpeT Ha NOBTOPHOE

NpYMeHeHMe

OcTtopoxHo! ObpaTutechb K
WHCTPYKLUN NO NPYMEHEHNIO

3eneHasa Touka

lMoTeHUWansHo
nepepabaTbiBaeMblii NNacTUK

3Hak Esponeiickoro Coto3a

Kancyna

Josatop
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Fnoccapuii K cmmBonam

CumBon

LOT

REF

A

PEAJ)

OnucaHue cnmeona

YKa3blBaeT KOA NapTuM MNpPOU3BOAUTENS,
yTobbl MOXHO 6bIN0 MAEHTUPULNPOBATL
napTUIO UK CEPUIO.

YKasblBaeT HOMep no Katanory
npoussogarens, 4tobbl  MOXHO  6bINO
MAEHTU(ULMPOBATL MEAULNHCKOE U3aeNNe.

YKasblBaeT TemnepaTypHble  AManasoHbl,
KOTOpPbIM MOXHO 6Ge30macHoO nogsepraTb
MeANLMHCKOE n3aenue.

YKasblBaeT Ha MeAULMHCKOe un3aenue,
KOoTopoe  MnpeAHasHauyeHo [Ans  OAHOro
MCNONb30BaHNSA UK ANS UCMOMb30BaHNSA Ha
OAHOM  MauueHTe BO  BPeMsi  OfHOM

npoueaypbi.
YKasblBaeT Ha  Heob6xoAMMocTb  Ans
nofib3oBaTens 03HAKOMMTbCS c

WHCTPYKLMAMW N0 MNPUMEHEHUIO  ANd
MONYYEHUS BaXHOW  npegocTeperatoLyei
NH(OpMaL MK, TaKON Kak NpeaynpexneHuns un
Mepbl NPefOCTOPOXHOCTW, KOTOPble MO
pasHbIM  MpUYMHAM  He  MOryT  OblTb
npeacTaBneHbl Ha CaMOM  MeAWLMHCKOM
n3nenunu.

3HaK «3eneHas ToYKa».

MoTeHuManbHO NPUroAHbIN ans
nepepaboTKM NAacTuK (NONNITUNEH HU3KOM
NNOTHOCTH, NONMN3TUNEH BbICOKOWA
MJIOTHOCTK).

N3pgenve  cooTBeTCTBYeT  TpeboBaHMAM
6e3onacHoCTU 7 3(hpeKTUBHOCTH,
n3noxeHHoim B MDD 93/42 / EEC.
Kancyna.

Jo3saTop.



MepeBof LAaHHOTO TEKCTa BbINOMHEH NEPEBOAUYMKOM AjleKceeBbiM Anekceem AnekcaHaposuy

Poccniickasa degepauns

[Fopog MockBa

[BaguaTtb WeCTOro oKTAOpA ABe ThicAYM ABaALaTb NEPBOro roja.

A, [eitHeko Jllogmuna BanepnesHa, BpeMEHHO MCNOHAOWAA 0643aHHOCTM HOTapuyca

ropoga MockBbl [1poKOLWeHKOBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH MOAMNH!
nognucu nepesogunka Anekceesa Anekcesd AnekcaHaposuua.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NognucaBLlero 4OKYMeHT yCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 21/86-H/77-2021-
YnnayeHo 3a CoBeplUeHne HoTapmansHoro geincteus: 400 py]
FTEPBEOBAS MEYATb

HOTAPNYCA
MpoLwHypoBaHo, NPoHyblé})iiBaHO i1 CKpenieHo neyvaTbio

Poccuiickas ®epepauus
[opog Mocksa

tibdQ-jgrb wecTn3 okTsGPS rguPrem
1, MeitHeko BPUBEHB, apBMEHHO MCMOMHSIOLLAN
0653aHHOCTA H fa MocKiki MpokolieHkoBol EneHbl
EBreHbeBH”-clnaarol VPHOOTK KON O NAeACTaBneHHoro

MHe
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