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3DM ESIIEE ; 2510 Conway Avenue, St Paul,
ental Prodacts Minnesota, 55144-1000, USA

To whom 1t may concern

In my capacity as Regulatory Affairs Specialist, 3M Health Care, 3M ESPE Dental Products,
St. Paul, MN, USA, | certify that attached Instructions for Use (IFU) for

Material for restoration of anterior and posterior teeth Filtek™ One Bulk Fill
Restorative in Kits

in English language is truthful and accurate.

ihL
Regina Feferman
Regulatory Affairs Specialist
3M Health Care
3M ESPE Dental Products

State of Minnesota)
County of Ramsey) SS

Subscribed and sw (e this day ofJanuary 2021.

KALIAXIONG
Public

SOV LTy
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ictions for Use
[terial for restoration of anterior and posterior teeth Filtek®*’ One Bulk Fill Restorative in Kit.

General information

3M Filtek™ One Bulk Fill Restorative in kit, is a visible-light activated, restorative composite optimized to create
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 Kit 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 *th

posterior and anterior restorations.

Filtek™ One Bulk Fill Restorative in Kit is offered in the tooth-Shade shade. The shade is radiopaque. The fillers
are a combination ofa non-agglomerated/non- aggregated 20 nm silica filler, a non-agglomerated/imn-aggregated
4to 11 nm zirconia filler, an aggregated zirconia/silica cluster filler (comprised 0f20 nm silicaand 4 to 11 nm
zirconia particles), and an ytterbium trifluoride filler consisting of agglomerate 100 nm particles. The inorganic
filler loaing is about 76.5 % by weight (58.5 % by volume). Filtek™ One Bulk Fill Restorative in kit contains
AUDMA, AFM, diurethane-DMA, and 1,12-dodecane-DMA. Filtek™* One Bulk Fill Restorative mKit is applied
to the tooth following use of a methacrylate-based dental adhesive, such as manufactured by 3M ESPE, v/~ch

permanently bonds the restoration to the tooth structure.

Filtek™ One Bulk Fill Restorative in kit 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 offillers in the product to improve the esthetics ofthe cured
restorative material. No new in”edients were introduced.

Both Filtek One Bulk Fill Restorative in kit 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 mariceted 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
in kit c”sules.

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.

Intendented use
Dental composite resin for anterior and posterior restorations.

Indications

Filtek One Bulk Fill Restorative in Kit 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
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'Extended fissure sealing in molars and premolars
Repair of defects in porcelain restorations, enamel, and temporaries.

Contraindications
There are no known contraindications.

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
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 3M.com/dental or contact your local subsidiary.

Possibilities and ways of integration with other medical devices

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

2. Tobond Filtek™ One Bulk Fill Restorative in kit 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. Thec”sules 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 of the 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
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fi Teeth should be cleaned with pumice and water to remove surface stains,
iolation: A rubber dam is the preferred method of isolation. Cotton rolls and an evacuator can also be used.

Hrections
Direct Restorations
4. Cavity Preparation:
4.1 Anterior restorations: Use conventional cavity preparations for all Class l1I» IV 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 foim of the preparation that would interfere with light
transmission and therefore, the hardening of the restorative material.
5. Placement of Matrix:
5.1 Anterior restorations: Mylar strips and crown forms may be used to minimize the amount of material used.
5.2 Posterior restorations: Place a thm dead-soft metal, or a pre'Contouredmylar or a pre4X)ntoured-metal matrix
band and insert wedges finnly. Burnishthe matrix band to establish proximal contour and contact area. Adapt 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 procedure,
use a minimum amount of calcium hydroxide on the exposure followed by an application of 3M”~ ESPE”*
Vitrebond*or Vitrebond™ Plus Light Cure Glass lonomer. Vitrebond or Vitrebond Plus liner/bases may also be
used to line areas of deep cavity excavation.
7. Adhesive System: To bond Filtek™ One Bulk Fill Restorative in kit 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 ftom blood, saliva and other
fluids and proceed immediately to placement of Filtek™ One Bulk Fill Restorative in kit
Note: Follow the adhesive system instructions for use for recommended silane treatment 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 halfto stop paste flow. Immediately replace syringe cap. If not used immediately,
the material should be protected from li"t.
8" Single-Dose Capsule: Insert capsule into the AIM™ESPE™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 field. 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 firomthe operative field. For proximal areas, hold the tip against the matrix to aid materii
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/cnm* in the 400-500 nm range. Cure each increment by exJiosing 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 light cure chart to determine appropriate cure times and conditions.
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Increment Depth All halogen lights (with LED lights (with outfit
output of 550-1000 1000-2000 mW/cm#) ~
mW/cm”#

FiCore 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
Ail indications listed 4 mm 40 sec 20 sec

(except Core Build-up

and deeper Class 11

Direct Restorations)

Anterior or shallow <3mm 20 sec 10 sec
Class | Restorations

Note: For Class 1lrestorations, remove the matrix band prior to the buccal and lingual curing steps.

11. Contouring: Contour restm”tion surfaces with fine finishing diamonds, burs or stones. Contour proximal
surfaces with BAM™ESPE~ Sof-Lex"*Finishing Strips.

12. 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 3M™ ESPE™ Sof-Lcx™ Finishing and Polishing System.

Indirect Procedure for Inlays, Onlays or Veneers

1. Dental Operatory Procedure

1.1 Preparation: Prepare the tooth.

1.2 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 the preparation site at this time ifa “triple
tray” type of impression was used.

2.2 Separate the cast from the impression after 45 to 60 minutes. Place pins in die and base, then cast as for a
typical crown and bridge procedure. Moimt or articulate the cast to its counter model on an adequate articulator.

2.3 If a 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 ofthe margins, and follow the
cure recommendations 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.S 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 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 fitym around the points
of contact Develop the inclines and ridges as per remaining occlusal anatomy.
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must be taken when removing the prosthesis from the die. Break off small amounts of the die from
the restoration, the die stone should break away cleanly ftom the cured restoration, until all of the
>ration is recovered.
'l 1Using the master die, check the restoration for flash, undercuts, and fit. Adjust as necessary, and then polish
“es noted above in Direct Restorative steps 11-13.
3. Dental Operatory Procedure
3.1 Roughenthe interior surfaces ofthe 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 MD

Capsule: Dimensions capsule, (Lx0) (mmxmm): 27.813 + 0.381x7.722 = 0.127; Tip length (mm); 8.130 £ 1 %;
Tip diameter (mm): 2.760 = 1%; Weight (g): 1.0+ 1%.

Capsule cap: Dimensions, (Lx0) (mmxmm): 8.229 + 0.127x5.588 + 0.127; Weight (g): 0.1 +1%.

Dispenser: Voliune (g): ((I and 4) £ 1 %)+; Cylinder inner diameter (mm): 8.03 + 1 %; Cylinder outer diameter
(mm): 11.05+ 1%; Hole diameter (mm): 4.64 + 1%; Total length (excluding cap) (mm): 141.58 + | %; Cylinder
length (mm): 66.904 + 0.381; Shaft handle width (mm): 15.723 + 0.254; The length of the inner shaft (mm):
74.676 £ 0.381; Cap width (mm): 11,303 = 0.127; Height (mm): 26.55 + 1 %; Weight (excluding material) (g):
10.7£1%,

+ Dispenserfilling volume depends on MD version

L-Pop blisters with adhesive Single Bond Universal; Dimensions capsule, (LXWxH) (mmxmmxmm):
(109.83x23.91x3.81) + 1%; Weight (g): 0.7+ 1%.

Values ofthe main parameters, characteristics (properties) ofthe material: Depth ofcure (mm): >4.15; Sensitivity
to ambient light (s): 60; Flexural strength (MPa): > 144; Diametral tensile strength (MPa): > 74,2; Water sorption
(Hg/mn): < 27.8; Solubility (pg/mm?): < 0.3; Radiopacity (mm): 3.02; Density (g/cn): 1.9.

Shelflife and use

Shelfltfe

Shelflife: 36 months fixxmthe manufacturing date.
Exploitaiion time

Not applicable. Medical device is disposable.

TJse/operation conditions of MD

Operating and Storage:

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

2. The product is best stored at room temperature. If stored in cooler allow product to reach room temperature
prior to use. Shelflife at room temperature is 36 months.

Ambient temperatures routinely higher than 27 °C / 80 & may reduce shelflife. 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®Cto27 ®C 2®Cto 27 ®C
Humidity Up to 85% Up to 85 %
Pressure 700hPatol060hPa 700 hPatol060hPa

Transportation:
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"This product is designed to be transported at storage conditions. During transportation the products
affected short term temperature variations with no impact to product safety and performance.
Transportation of medical device is carried out by all type of transport.

Transportation conditions

Temperature 2®Cto27 ®C
Humidity Upto 85 %
Pressure 700 hPato 1060 hPa

Compliance with standards applicable to this MD

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

IEC 62366-1.

Information about medicines and (or) pharmaceutical substances included in MD
Not applicable for this type of product.

Cleaning and Disinfection

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

Step 1(Cleaning):

Use a CaviWipes™, or equivalent cleaning wipe, and wipe the entire surface ofthe 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 ofthe 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 of animal and / or human origin materials
Human blood derivatives: Medical devices does not contain or deliver human blood derivatives.
Animal-derived substances: No materials of animal origin are intentionally being added to the products.

MD disposal rules and conditions

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

Medical devices in Russian Federation must be disposed of in the local public entities in accordance with SanPiN
2,1.7.2790-10 "Sanitary-epidemiological requirements for the handling of medical waste" to the waste class B.

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 fioe fi-om 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
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*Bplication. Ifthis product is defective within the warranty period, your exclusive remedy and 3M
sole obligation shall be repair or replacement ofthe 3M ESPE product.

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

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

3M ESPE Dental Products

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

- Manufacturer:

3M ESPE Dental Products

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

- Authorized representative ofthe 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.

Symbol Glossary

Reference
number & Symbol Description of symbol
Symbol / Title
Indicates the medical device manufacturer as defined in EU
Manufacturer ) Directives 90/385/EEC, 93/42/EEC and 98/79/EC. Source: 1SO
o 152235.1.1
Authorized Indicates the authorized representative in the European
Representative in 1EC | rep | Community.
European
Community 1
Indicates the date after which the medical device is not to be used.
Use-by date
Batch codeUse> Indicates the manufacturer's batch code so that the batch or lot
by date can be identified.
Indicates the manufacturer’s catalogue number so that the
Cr?a?:]%gelrje |r ef I medical device can be identified.
Temperature Indicates the temperature limits to which the medical device can
limit X be safely exposed.
Indicates the need for the user to consult the instructions for use
. for important cautionary information such as warnings and
Caution A precautions that cannot, for a variety of reasons, be presented on
the medical device itself.
Indicates conformity to all “plicable European Union Medical
CE Mark 0123 C € Device Regulations or and Directives with notified body
0123 involvement.
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-
B 1l . Indicates that U.S. memmmwmw“
Rx Only on tho order of, N

Mawmmmﬁmm“w%
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
, Official Journal of the EC; Commission Decision

(97/129/EC).
Capsule.

Di | Dispenser.
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MepeBof C aHIIMIICKOTr 0 A3blKa Ha PYCCKMiA A3bIK
(Mevatb)

Odmc CekpeTaps wrtata MunHHecoTa.
bonbLaa nevatsb WwrTata MnMHHecoTa

LLITaT MnHHecoTa - CekpeTapuar witarta
He /19 Mcnonb3oBaHUsA Ha TEPPUTOPUA U BO BaaeHnAaX CoenHeHHbIX LLITaToB AMeprKM.

AMOCTWNb
(B cooTBeTCcTBUM C Maarckoii KoHBeHUmel 0T 5 okTs6ps 1961 r.)

1 CrtpaHa: CoefvHeHHbIe LLITaTbl AMepuKn

HacToawmin omumnanbHblil JOKYMEHT: VIHCTPYKUMA MO NPUMEHEHUIO
2 nognucaH Ka /1a CioH
3. [eicTByroWMM(-eld) B KayecTBe HoTapuyca wTata MyHHecoTa

4. ckpenneH nedvatbro/wtamnom Ka J14 CroH, HoTapuyca wtata MuHHecoTa

YOOCTOBEPEHO
S BT. CeHt-lon, wr. MuHHecota 6. [ata: 20 aHBapsa 2021 T.
7. cekpeTapem wWTata MnHHecota 8. 3a Homepom 1211755200052

9 MMeyarb/wTammn: 10. TMNognwce:

(Mevatb) (Moanuce)

CtuB CaiiMoH
CekpeTapb LITaTa
Ltat MuHHecoTa

Bonblias neyatb
wTarta MmHHecoTa

HacToswwii anocTnb yA0CTOBEPSET TOMLKO MOAIMHHOCTb MOANMCU W MOMHOMOUMS LA, MOANMCABLLETNO O(MLMANbHBIA AOKYMEHT, @ TakxkKe, B Hafnexalnx
cyyasix, NOANMHHOCTb NeYaTy UK UITamna, KOTOPbIMU OH CKPerieH.

HacTosiwii anocTunb He yA0CTOBEPSIET CofiepXKaHue JOKyMEeHTa, Ha KOTOPOM OH MPOCTaB/IeH.

115 TOro 4T06b! YA0CTOBEPUTLCA B (DaKTe BbiAaumn HacTosLero anoctuns, cm. httDs://aDostille.sos.sate.mn.u3.

HscTosee CBMAETENLCTBO HE MMEET CUbI SNOCTUAM, COCTAaB/IEHHOTO B COOTBETCTBMM C [aarckoil KoHseHuwueit oT 05 okTa6ps 1961 roga, npu
npeacTaBneHn B rocyaapcTeal, He SBAWOWMXCA yyacTHUMKaMW KOHBEHUMU. B Takux caydyasx CBMAETENbCTBO HEOGXOAWMO NPEeACTaBAsTh B
KOHCY/NbCKMIi 0TAEN MUCCUW, NPEACTaBAsoLLEN TaKoe rocyapcTBo.
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«3M 3cna 2510 KonBeii ABeHto, CeHT-ITon,
LeHTtan NpopakTe» MwuHHecoTa, 55144-1000, CLUA

YBaKaemble rocrnogal

#, cneumanncT no BonpocaM HOpMaTUBHO-NPaBOBOr0 perynnpoBaHnsa KomnaHun «3M 3CIM3 [eHtan
MpogakTe» (CeHT-Mon, MuHHecoTa, CLUA), CBMAETENLCTBYHO, YTO NpUiaraeMblii AOKYMEHT
«/HCTPYKUWA N0 NPUMEHEHWNIO» AN1A U3LENNA

MaTepuan gna pectaespaumy nepegHnx n 6okosbix 3y6oB Filtek*~ One Bulk Fill Restorative B
Habopax

Ha aHrINNCKOM SI3bIKe ABNSETCSH [OCTOBEPHbLIM U TOYHbIM.

(Moanuce) 1801.2021

PernHa ®etepmaH [Jara
Cneumanuct rno BonpocaM HopMaTUBHO-

MpaBoBOro perynMpoBaHuns

«3M 3CI13 AeHTtan MNpogakTc»

LLITat MnHHecoTa)
Okpyr Pamcun) MecTo coBepLUeHWst HOTapuabHOro AeiCTBUS

MoanucaHo NoA NPUCAroin B MOeM NPUCYTCTBUK ceroaHs, 18 aHsaps 2021 .
(Mognuce)
Ka /15 CioH» HoTapuyc
Cpok MOUX MnosHoMouunin nctekaet: 31 aHBapa 2023 T.

(Wramm)
KANA CHOH
HoTapuyc wrata MmHHecoTa
Cpok MovX nonHomounii nctekaet 31 aHBapsi 2023 .

(Mevatb)

Odc CekpeTaps wtata MUHHecoTa.
BonbLuas neyatb WTata MUHHecoTa
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[HCTPYKUMS MO NPUMEHEHWIO

O6Las nHpopmauns

Martepuan gns pectaBpayun nepegHnX n 60kosbix 3y6oB Filtek™ One Bulk Fill Restorative B
Habopax npon3BoAcTBa KomnaHun 3M ESPE.

Matepuan ans pectaspauuy nepegHmx 1 6okoBbix 3y6oB Filtek” One Bulk Fill Restorative B Habopax
AB/IETCS CBETOOTBEPXKAAEMbIM KOMMO3UTHBIM PecTaBpalyOHHbIM MaTepuasiom, ONTUMU3MPOBaHHBIM
Ans 6onee ObICTPOrO M MPOCTOrO CO3faHWsA pecTaBpauuin 3y60B. OTOT MaTepuan obecrevymBaeT
BbICOKYHO MPOYHOCTb, HU3KWUIA W3HOC, LONTOBEYHOCTb U YCOBEPLUEHCTBOBAHHbLIA 3CTETUYECKMIA BUL.
"ny6rHa BHECEHMS 1 NONMMEPU3aLMX MaTepmana MOXKeT COCTaBNATb 40 5 MM 6narofaps CHKatoLLei
HanpshkeHne CUCTeMe CMOM UM ONTUMM3MPOBAHHLIM CBETOOMTUYECKMM CBOMCTBaM. Matepuan gns
pecTaBpaumm nepegHmMx n 60koBbIx 3y6oB Filtek™ One Bulk Fill Restorative B Habopax JOMONHAET
NMHEWNKY pecTaBpaunoHHbIX matepuanos 3M ESPE, ynydllaeT acTeTUYecKMe CBOMCTBA MaTepuasioB
00bEMHOro BHeceHus, YTo obecrneymBaeT 60/1ee LUMPOKOE NPUMEHEHME B pecTaBpaLmax Kak 60KOBbIX,
TaK ¥ nepeaHnX 3y6oB. MaTepuan 4 pectaBpauum nepegHux 1 6okosbix 3y6os Filtek™ One Bulk Fill
Restorative B Habopax BbIMyCKaeTCA B OTTEHKe MOf eCTeCTBEHHbIV LBeT 3y60B. OTTEHOK SB/ISETCA
PEHTIEHOKOHTPACTHBIM. B KayecTse HanosnHuTeNs ncnonb3yeTcs couyeTaHve
Hear/loMepypOBaHHOr 0/HearpervMpoBaHHOr0  KPEMHWEBOIO  HamnonHuUTens  pasmepoM 20  HMm,
Hear/loMepypPoBaHHOI 0/HearpervMpoBaHHOro  LIMPKOHMEBOrO  HamoNHWUTENA  pasmMepom  4-11  Hwm,
arpervpoBaHHOr 0 LIMPKOHNEBOTO/KPEMHMEBOI 0 KNTaCTEPHOro HamnoHUTENSA (COCTaB: YacTULLbl KpeMHUA
pasmepoM 20 HM 1 YacTuLbl LMPKOHUA pasMepoM 4-11 HM) 1 HaNoMHUTENs U3 TpugTopuaa NTTepous,
KOTOPbIA COCTOUT M3 arfioMepyrpoBaHHbIX YacTul, pasmepom 100 HM. CofepxkaHve HeopraH1yeckoro
HarnoHWUTeNs CoCTaBNAeT 0K0s10 76,5 % B BeCOBOM COOTHOLLEHUN (58,5 % B 06bEMHOM COOTHOLLIEHMN).
Matepwvan ans pectaspaummn nepefHnX n 60koBbIx 3y6oB Filtek™ One Bulk Fill Restorative B Habopax
cofepxut AUDMA, AFM, puypetaH-DMA un 1, 12-pogekaH-OMA. MaTepuan ana pectaspauuu
nepeaHnx n 60kKoBbIX 3y60B Filtek*”™ One Bulk Fill Restorative B Habopax BHOcMTCS B 3y6 nocne
NMPYMEHEHNs CTOMAaTO/IOMMYeCcKoro afresnsa Ha OCHOBe MeTakpuiara, HanpymMep U3roToBieHHoro 3M
ESPE, KoTOpbIin 06ecneumBaeT NOCTOSHHOE CLEMN/IeHNe pecTaBpaLOHHOr0 Matepumana co CTpyKTypon
3y6a.

Martepwan gns pectaBpauny nepegHux 1 6okosbix 3y60B Filtek™ One Bulk Fill Restorative B Habopax
ABNSeTCS 0OHOBMEHHON Moandukaumeri matepuana Filtek™ Bulk Fill Posterior ansi 6okoBbIX 3y60B,
KOTOpbI Takke nponssoant 3M ESPE.

Komnosnumo M3MeHsinn, perynmpysi COOTHOLLEHWS HamnosHMTeNen B NPOAYKTE, YTOObl YAyyLUTb
3CTETUKY BOCCTAHOBUTE/IbLHOrO MaTepuana. HoBble MHIPeaneHTbI He BBOAW/IUCH.

Martepwan gns pectaBpauum nepegHmx n 6okosbix 3y60B Filtek”*™ One Bulk Fill Restorative B Habopax
M Matepuan pectaBpaunoHHbid Filtek™ Bulk Fill Posterior gns 60KOBbIX 3y60B YynakoBaHbl B
TPagULMOHHBIE 403aTOPbI A1 LO3POBaHMA BOCCTAHOBUTE/ILHOIO CPEACTBA U KarcCy/ibl C OL4HOKPATHOM
[0301 Ans [003MPOBaHNS pecTaBpaLOHHOrO mMaTepuana. B HacTosiee BpeMsi Ha pbiHKe NpeacTaB/eH
amcneHcep Ana BHeceHus matepuana 5707SD ansa matepvana ans pectaspaumm Filtek™ Bulk Fill
Posterior g1 60KOBbIX 3y00B 1 pyrux pecTaBpauMoHHbIX maTtepranos 3M ESPE B karnicynax. ToT xe
ancnieHeep 5707SD Takke 6yaeT WUCMOMb30BaTbCs ANS [03MPOBaHMA Karcyn ¢ MaTepuasiom [Ans
pecTaBpaumun nepeaHnx n 6okosbIx 3y6os Filtek™ One Bulk Fill Restorative B Habopax.

Knaccudukayma meguumHckoro nsgenusa (Mn)

Poccuiickast defepaums: 2a

CrepunbHoCTL: HecTepunibHoe

HBa3MBHOCTL: HenHBasnBHOe

MpofomHKNTENBHOCTb KOHTaKTa: MpAMoi KOHTaKT - 6onee 30 gHeld. KOHTaKT ¢ TKaHAMM / KocTamu /
[leHTUHOM.
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/Aa3HaueHne
CTOMATO/IOrMYeCKMin KOMMO3UTHbIN MaTepuan Ans pectaBpaummn nepeaHmx n 60KoBbIX 3y60B.

[MokasaHus

Martepwan ans pectaBpauny nepegHux n 6okosbix 3y60B Filtek™ One Bulk Fill Restorative B Habopax
npeAHasHaveH N5 yKa3aHHbIX HUXKE CyyaeB NMpYMeHEHS:

* [pAmMble pecTaBpaumm nepesHNX 1 GOKOBbLIX 3y60B (BK/IHOUAsA OKK/THO3MOHHbIE MOBEPXHOCTH).
 OcHoBa/NpoKazKa noj npsiMble pecTaBpaLmu.

* HapalumsaHue KynbTu.

* LLInHmpoBaHwue.

* Henpsamble pectaspauuu, BKIKOYas BKIALKMN, HAKNALAKMA U BUHMPDI.

* PecTaBpavuuu MOIOYHbIX 3y60B.

e PaclumpeHHas repMeTmsanms Quccyp Ha Monspax 1 npemonspax.

* icnpaBneHue fedeKTOB KepamMmUyecKnX pecTaBpaluii, SManm 1 BPEMEHHbIX KOHCTPYKLWIA.

MpoTnBONOKa3aHUA
HeT n3BeCTHbIX I'IpOTVIBOI'IOKa3aHl/Il7I.

Mo604HbIE 3 (DEKTbI
HeT 1M3BeCTHbIX MOGOUYHbIX 3(PHEKTOB.

MoTeHuManbHbIN noTpebutens MU
TonbKO Ana NpUMeHeHWs NPOgecCHoHaIbHbIMU CTOMATO/OraMM.

NH(opmauus no mepam NpeaocTOPOXHOCTM 415 NaLMeHTOB

STOT MaTepuan COAEPXKMT BELLECTBA, KOTOPbIE MOTYT BbI3bIBaTb Y HEKOTOPbIX /IHOAEN annepryeckyto
peakLMIo NMPY KOHTaKTe C KOXei. He npumeHsiiiTe 3TOT MaTepyan Ans NauyeHToB ¢ NoATBEPKAEHHON
anneprveii Ha akpunatbl. B cnyyae NpoAo/MKWUTENBHOTO KOHTAKTa C MSAFKAMM TKaHSAMU POTOBON
MonocTy 06UNLHO NPOMOViTe BOAON. B cyyae BOSHUKHOBEHWS aNneprinyeckoli peakLmm o6paTuTech K
Bpauy, Npy HEO6XOAMMOCTY YaanuTe MaTepuan U NPeKpaTuTe ero UCNob30BaHNE B fa/bHELLEM.

NHpopmaums no mepam NpesocTOPOXKHOCTY AN NePCOHana CTOMaTONOrMYECKUX KIMHUK
Kancynbl MOXHO HarpeBaTb ([03aTOpbl HarpeBaTb He PeKOMeHAyeTcs). STOT Marepuan COAepXuT
BeLLLeCTBa, KOTOPble MOTYT BbI3blBaTb Y HEKOTOPbIX JIOAEN anneprmyeckyro peakuuio npy KOHTaKTe C
KOXeW. [N CHUDKEHUS pUCKa a/iNeprmyeckoin peakuun cBeauTe K MUHUMYMY KOHTAakT C 3TUMK
mMaTepvanamu. B 4yacTHOCTM, u30eraiiTe KOHTaKTa C HENoJIMMEepU30BaHHbIM MaTepuasioM. [pu
nonajaHn Ha KoXy NPOMOITe 3TO MeCTO BOAOIN C MblIOM. PeKOMeHZYyeTCs MCNo/b30BaTh 3alMTHbIE
nepyaTkn U 6GECKOHTaKTHYIH TexXHWKY paboTbl. AKpWaaTbl MOTYT MPOHUKaTb 4epe3 06blYHble
MeaVUMHCKVe nepyaTkv. Ecnum matepuan nonan Ha rMepyatky, CHUMWTE W YTUIM3MpYWTe ee,
HEMEL/IEeHHO BbIMOWTE PYKW BOZOW C MbUIOM W HafleHbTe HOBYK. B cnyvae BO3HWMKHOBEHWS
/1/1Ieprmyeckon peakuuy npu HeobxoammocTn obpallavitecb K Bpady. [Macrnoprta 6e30nacHoCTM
matepuanoB 3M MOXHO HalTm Ha Be6-caite 3M.com/dental wnu nonyynTb B MECTHOM
npeLCTaBUTENbLCTBE KOMMaHUMN.

B0O3MOXXHOCTM 1 CNOCOObLI MHTErpaumu ¢ ApYruMn MeguLuUHCKUMN N3LeNNAMU

1 Cuctema ans nonupoaHms Sof-Lex Diamond ncnonb3yetcs ans KOHTYPHON 06paboTKK, OTAENKN
1 NOMMPOBKN 1 3aperncTprpoBaHa B Poccuiickoin ®egepaumn, P3H 2015/2556.

2. Yto6bl 3athcKMpoBaTL MaTepuas A5 pecTaBpaLum nepefHNX n 60koBbIx 3y6os Filtek™ One Bulk
Fill Restorative B Habopax, peKOMeH/yeTcs 1Cnob3oBaTb AAre3vs ctomatonormyeckuii Single Bond
Universal, P3H 2017/5981.

3. OTOT MpOAYKT npefHasHayeH AN  OTBEPXKAEHUS MpW  BO3LEWCTBUM  TafloreHHOro  Wan
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roANoAHOro CBeTa C MMHUMaNbHOW MHTEHCUBHOCTLIO 550 MBT/cv” B aranasoHe 400-500 Hwm.
Martepuan cTeknonHoMepHbIA Vitrebond MOXeT MCNoNb30BaTbCA A1 3aWmThbl NyNbMbl U 415
'BblpaBHMBaHMSA y4acTKOB /1y60Kux BbleMok, ®C3 2010/07297.
5 Kancynbl 4031pyoTCs C UCMOb30BaHNEM AUCTEHCepa ANs BHeCeHMst MaTepurana 5707SD, KoTopblii
NnpofaeTca OTAENbHO UM HaxoAMTCA Ha pbluke no Bcemy mupy ¢ 2010 roga Aana [o3vpoBaHuA
pecTaBpaLMoHHbIX MaTepuanos 3M ESPE B Kancynax:

ApTUKyn Karanor / Homep 3akasa
JuncneHcep ana BHeceHUa matepuana 5707SD

MpuHUKUN gencTema

Mpy 06ny4YyeHUN CBETOM MeTakpuiaTHble COCTaB/AOLWME pPecTaBpaLMOHHOIO Matepuana, T.e.
Mpokpunat, UDMA, BisGMA, BisEMA 1 LUMPKOHMEBO-KPEMHWEBbIE HANOMHUTENN C 06paboTaHHOM
MOBEPXHOCTbLIO MOABEPratoTcs, OLHOBPEMEHHO C CUCTEMOM (POTONHULMATOPOB, CBETOMHAYLIMPOBaHHOW
nonnMepu3aLmmn, Npu KOTOpou opmmpyeTcs TBEPAbIA KOMMO3WUT, NPUKPENNISeMbIi K CTPYKTYpe 3y6a
CTOMATO/1I0rMYECKUM afire31BOM.

Cnocob npumeHeHUs

MoproToBka

1. Ounctka. [Ana ynaneHus Haneta 3y6bbl HEOOXO4MMO O4YUCTUTL BOLHO-MEM30BOI CYCEH3VEN.

2. W3onaumsa. TpeanoytuTeNibHbIM METOAOM M30NAUMU SABMAETCA UCMO/b30BaHWe Kogdephama.
OfHaKo MOXXHO 1CMO0/b30BaTh W BaTHbIE Ba/IMKM BMECTE CO C/IFOHOOTCOCOM.

YKa3aHns

MpaAmMble pecTaBpaunm

4. MoproToBKa MonocTu.

4.1. PectaBpauuu nepegHux 3y6oB. MNMpuUMeHsiiTe cCTaHLAPTHbIE METO/b! MOArOTOBKYM NOOCTM AN BCEX
pectaBpaumin knacca lll, IV n V.

4.2. PecTaBpauum 60KOBbIX 3y60B. oAroToBbTe MonocTb. LllepoxoBaTble U OCTpble Yribl Cregyet
3aKpyrnTb. OcTaTku amasibrambl UM NPOKNaf0YHbIX MaTepuanoB cnefyeT TLLATENbHO YAAUTh,
MOCKO/IbKY OHW MOrYT MPensTcTBOBaTb MPOHWKHOBEHWIO CBETa W, CNefoBaTe/lbHO, HOPMasibHOM
nonmepu3aLmmy pectaBpalOHHOro MaTepuana.

5. Y cTaHOBKa Matpuubl.

5.1. PectaBpaumn nepegHMX 3y60B. [171aCTMKOBbIE LUTPUMCbI WUAN MaTpULUbl 418 POPMUPOBaHUA
KOPOHOK MOrYT MUCMNO/b30BaTbCA 151 3KOHOMUKN NUCMOb3YEMOro MaTepuana.

5.2. PectaBpauyn 60KOBbIX 3y00B. HaHecuTe TOHKMM CNOeM CBEPXMATKYH) METa/IIMYECKYO Wn
MPEKOHTYPUPOBaHHYHO MNaCTUKOBYHO WIN MPEKOHTYPUPOBaHHYIO META/I/IMYECKYO MaTpULy U NAOTHO
3aKpenuTe KMHbAMW. [1NOTHO NO3UUMOHMPYWATE MaTpuly AN1s BU3yanm3aumMn MNPOKCUMasIbHOro
KOHTYpa U KOHTaKTHOM 06nacTu. AfanTupyite maTpuly Tak, 4ToObl OHa 3aKpbiBasia MPUAECHEBYIO
0611aCTb, He BbICTyNas Haf, 4eCHOIA.

MpumeyaHue. Mpn >kenaHUM MaTpULLy MOXXHO NMOCTaBMTL MOC/E BbIMOMHEHUS NPOTPAaBANBAHUA 3Ma/n
1N HaHeCceHWs aaresunBa.

6. 3awmTa nynbnbl. ECiM Npou3owwnio BCKPbITWE Ny/bMbl WX CUTyauus TpebyeT npsmoro ee
MOKPbITUSA, HAHECUTe HebO/bLIOe KOMMYECTBO MMAPOKCUAA KaslbLmsi Ha BCKPbITHIA Y4acToK, a 3aTemM
BHECUTE CBETOOTBEPXKAAeMbIi CTEK/IOMOHOMEPHbIN  MaTepuan 3M™ ESPE™  Vitrebond — wm
Vitrebond™ Plus. MpoknagouHbli matepuan Ha ocHoBe Vitrebond nnm Vitrebond Plus MoXxeT Takxke
CNO/b30BATLCA ANS MOKPLITUA 061acTelt rnyOoKMX NONOCTeN.

7. AaresmHas cuctema. [nd agresauu martepuana Anis pectaspauuy nepefHuX nM G0KOBbIX 3y60B
Filtek™ One Bulk Fill Restorative B Habopax K CTpyKTypam 3y6a pekOMeHAyeTCs WCNoNb30BaTb
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238 cTOMatonornyeckuii Single Bond Universal). [ns nonyyeHUss NoAHOW MHGopMaumn o

}ayKuMm 1 COOTBETCTBYHOLMX MepaxX MpPefoCTOPOXHOCTA CM. WMHCTPYKUMIO MO MPUMEHEHUHO
AfresvBHoin cucTembl. Mocne nonnMepusauuy aaresviBa COXpaHsanTe U30NAUMI0 OT KPOBK, C/IHOHbI U
ADPYTUX KMAKOCTEN 1 Cpasy XKe HauMHaiTe BHeCEHWe MaTepurana Ans pectaspauum nepesHnx v 60KoBbIX
3y6oB Filtek™ One Bulk Fill Restorative B Habopax.
MpumMeyaHne. Cnefyinte MHCTPYKLUMKU MO UCNO/b30BaHWUIO afre3uBHOM CUCTEMbI, YTOObI BbINOIHWUTD
PEKOMEHAO0BaHHbIE MpoLefypbl C CMIAHOM BO BPEMSi MOYMHKM KEpaMUYECKMX pecTaBpauuini ¢
nocnefyoLmM NpUMeHeHNeM afire3msa.

8. BHeceHue.

Jo3mpoBaHne KoMmnosuTa.

8.1. [lozatop. M3BneknTe HeOOXOAMMOE KOMYECTBO pecTaBpauMOHHOro Matepuana Ha 6/10KHOT ans
3aveLLViBaHUsA, Me/IEHHO MOBOpayMBas py4Ky [03aTopa Mo 4acoBoi cTpenke. [ns npefoTBpaLleHns
BbITEKAHMSA pecTaBpaLVOHHOr0 MaTepuasna nocse Toro, Kak ero Heo6XoArMoe KOSIMYeCTBO M3BJIEYEHO,
MOBEPHUTE PyUKy 403aTopa Ha nos-o06opoTa NPOTUB YaCoBOW CTPENKW U BblAaBMBaHME NPEKPaTUTCA.
Cpasy e 3aKpoiTe [03aTOp KOMNaykoM. Eciv matepuan He UCMO/b3yeTca HeMeANeHHO, He0bX04MMO
3alNUTUTb ero oT CBeTa.

8.2. OpHopasoBaa Karncyna. BctaeBbTe Kancyny B gucneHcep 3M™ ESPE™ ana pectaBpauMOHHbIX
maTtepuanoB. L9 NONyvyeHWs MOMHOA WHGOpMaUMM O MPOAYKUMM U COOTBETCTBYIOLUMX Mepax
NPeLOCTOPOXKHOCTA CM. MHCTPYKUMIO K KOHKPETHOMY [03aTOpy pecTaBpauvoHHOro Marepuana.
BblaaBnnBainTe pectaBpaLlOHHbIA MaTepuan U3 Karcy/bl HENOCPeLCTBEHHO B MOJOCTb.

9. HaHeceHwMe.

9.1. W3GeraiiTe nonajaHUs WHTEHCMBHOIO CBeTa Ha paboyee nosie. lMonagaHWe WHTEHCUMBHBIX
CO/IHEYHbIX JIy4ei Ha NacTy MOXXET MPUBECTUN K NPeXAeBPeMEHHON Non1Mepum3aLmm.

9.2. Kancyna. HauHuTe pacrnipefiefieHne B camOM [/ly60KOM Yy4yacTKe MOArOTOB/IEHHOW MOMOCTH,
YAepXrBasa HaKOHEYHUK 6/IM3KO K MOBEPXHOCTW NOoCTW. Mef/leHHO M3BMeKaiTe KOHUMK Karicy/ibl Mo
Mepe 3arofiHeHWA MOI0OCTW, He BblIHMMAasA HAKOHEYHWKA W3 BbLUAB/MEHHOIO Matepuana npu
BbLLIABNIMBAHUM, YTOObLI CHU3UTL 06pa3oBaHWe MycToT. locne 3aBepLUEHWs BbLLABNNBAHWA OTBeAWTe
KOHUMK Karncyfbl K CTeHKe MofioCTW, BblUMMas ero u3 paboyerd obnacth. [Ansa 06paboTku
MPOKCUMasbHbIX 006/11aCTel MPVXXMUTE KOHUMK Kancynbl K Matpuue A9 ronajaHus martepuana B
MPOKCUMASIbHbBIN KOHTYP.

9.3. Monoctb A0/MKHA BbITb HEMHOrO MeperosiHeHa, YT06bl KOMMO3WUT MepeKpbroas Kpas MosocTy.
Mpupgaiite hopmy pectaBpauyy COOTBETCTBYIOLUM UHCTPYMEHTOM, NpeAHa3sHavYeHHbIM s paboThbl C
KOMMO3NTHbIMW MaTeprasiamu.

10. Monumepusayms. MonrmMepmrsaumsa AaHHOrO NPoAyKTa NpeaycMOTPeHa Nof BO3AENCTBMEM CBETa
OT Ta/lOreHoBO MAM CBETOAMOAHON NamMnbl C MWHUMabHOMW WMHTEHCMBHOCTbIO 550 MBT/cm® B
avanazoHe 400-500 Hm. [MonumepusyiiTe KaxabliA CnoW, 067yyas BCHO €ro MOBEPXHOCTb
BbICOKOMHTEHCMBHbLIM BUAMMbIM CBETOM, HanpumMep C MOMOLLbLIO NOMMEPU3ALMOHHOK namnbl 3M
ESPE. Bo Bpemsi nonvmMepusaumn AepXXuTe CBETOBOJ KakK MOXHO O6/mKe K pecTtaBpauyoOHHOMY
matepuany. [na  onpegeneHns  BPEMEHM  NOAMMepu3auMuM M YCNoBUA  CM.  Tabnuuy

(hoTonoIMmepusaLUn.
[MokasaHusa K [nybuHa cnosa Bce ranoreHosble CBeTOAMOLHbIE
NPVMEHEHUIO npupaLlieHus namnol (c namnbl (c

HapalmBaHne KynbTM 5 MM

7 npsmMble
pecTaBpauum Knacca Il
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MOLLHOCTbHO
CBETOBOIO noToka
550-1000 mBT1/cm™)
20 CeK. ans
OKK/THO3UOHHBIX,

20 ceK. ANe WeyHbIX.

MOLLHOCTbIO
CBETOBOrO noToka
1000-2000 mBT/cm™)
10 Cek. ans
OKK/THO3MOHHbIX,

10 cek. 4nA WeYHbIX.



20 Cek. ana 10 Cek. ans
NMHTBA/TbHbIX JMHTBASIbHbIX
MOBEPXHOCTEN MOBEPXHOCTEN

Bce nepeuucneHHble 4 Mm 40 cek. 20 cek.

cydau  NPUMEHeHUs

(Kpome  HapalyBaHWs

KynbT  ” 6onee

rny60oKnx NPAMbIX

pectaBpayum knacca ll)

PecTtaBpauuu <3 MM 20 cek. 10 cek.

nepegHuUX 3y6oB WM

Herny6okve

pecTtaBpauun Knacca |

MpumeyaHune. Ona pectaBpaumii knacca Il yganute matpuuy, npexage Yem nepedtn K atanam
NONMMEPU3ALNN LLEYHBIX U NNHIBASTbHBIX MOBEPXHOCTEN.

11. KoHTypupoBaHue. Mpugarite opmy NOBEPXHOCTU NAOM6bI afMasamu, 60pammn UM KaMHSIMU.
MpoKcManbHble MOBEPXHOCTI KOHTYpUpYiTe wTpuncamm Sof-Lex™.

12. MpoBepKa No OKK/03MK. MNpoBepbTe OKKNHO3MK0 TOHKOIN apTUKYNSLMOHHOW 6ymaroi. [MNposepbTe
LeHTpa/lbHble 1 GOKOBblE KOHTAKTbl MPU ABVXXEHWUU. AKKYPATHO BbIPOBHSANTE OKK/O3WIO, YAanas
M3NULIKM MaTepuana aiMasHbiM 60poM /151 MOIMPOBKM UM KaMHEM.

13. lWnungoska v nonMposka. OTNONPYIATE C MOMOLLH0 CUCTEMbI /151 LLINGOBKM U NOIMPOBKN SM™
ESPE™ Sof-Lex™.

Henpamble pecTaBpauun, BKAKOYasa BKAaAKW, HAKNAAKKU U BUHUPDI

1. Tpouepypa, BbINOSIHEHAEMAA B CTOMATO/I0MMYeCKOM KabuHeTe

1.1. MNpenapupoBaHne. OTnpenapupyiTe 3y6.

12. W3roToBneHne oTTUCKa. [locne  3aBeplUeHUs  MpenapvpoBaHUs  CHUMUTE  OTTUCK
OTNpenapupoBaHHOro 3y6a, crefys WHCTPYKUMAM MPOU3BOAMTENS A1 BblOPaHHOrO OTIMCKHOIO
maTepuana. MOXHO MCMoMb30BaTb OTTUCKHON MaTepuasi, Hanpumep, NpPou3BOACTBa KomraHun 3M
ESPE.

2. JlabopaTopHas npoueaypa.

2.1. 3anonHuTe OTTUCK >KMAKWM TWUNCOM. YCTaHOBUTE TMUWHblI Cpasy e B runc B 00/1acTb
OTNPenapuMpoBaHHOr0 y4yacTka, eciy MCMosb30Baiach ABOWHAsA MaacTMaccoBas /IoXKKa A1 CHATUS
OTTHCKA.

2.2. OTpenvTe Mofenb OT OTFUCKHOro Matepuana vepes 45-60 MUHYT. YCTaHOBUTE MWHbI B FMMNCOBOIA
MOAENM W MOMECTUTE CMEeMOK, Kak W Npu TPaguUMOHHOW npoueaype NS KOPOHOK U MOCTOB.
YCTaHOBMTE MOZE/b B OKK/HOAATOPE NN apTUKYNIATOPE B COOTBETCTBUM C aHTarOHUCTaMMu.

2.3. EC/M HeT OTTWCKa aHTarOHWUCTOB, OT/eliTe eLle OAHY MOZEeNb, UCMO/b3Ys TOT XKe Camblli OTTHUCK.
OHa 6yfieT ucrnonb3oBaHa B KayecTse paboyero obpasua.

2.4. CeKUMOHVMPYITe OTNpenapupoBaHHbIiA 3y6 ¢ MOMOLLbHO 1Ta60PaTOPHOIA MWLl U YAAINTE U3NNLLKK
W O6HAXKMTE rpaHunLbl AnA 061ervyeHns nx o6paboTku. B cnydae He06X0AMMOCTM MOMETbTE rpaHuLbl
KpacHbIM KapaHZalioM. Ipu Heo6X04UMOCTN HaIOXKUTE pasfe/inTeb.

2.5. TIpOMOKHUTE TUNCOBYIO MOJE/b B BOAE, 3aTeM NP MOMOLLM KUCTWU HaHEeCUTe TOHYaMLIWIA CNoW
CpeAcTBa 415 pa3fenieHns Ha OTnpenapupoBaHHYH MOBEPXHOCTb, AaiTe BbICOXHYTb, U 3aTeM HaHecuTe
Apyrovi cnoi.

2.6. BHecuTe nepByrto NOPUMIO KOMMO3UTA Ha AHO MOLESM OTNpPenapupoBaHHOro 3yba, OcTaBasiChb
BO/IM3N KpaeB, a 3aTeM MONMMEPU3YITe B COOTBETCTBMM C PeKOMeHAauusMu B pasgene «Mpsamas
pecTaBpauus» (atan 10).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



p. BHecuTe n nonvmMepusyiiTe crefytowe nopuuyv KomnosuTa. BHecuTe MocnefHio nopuuio

A3L,0BYI0), 3aXBaTbliBas y4aCTKN KOHTaKTa.

118 MomecTnTe rMncoByt0 MOJENb Hasaz B apTUKYNALMOHHYIO ayry. [o6asbTe MOCNeAHION NopLuIo
/KOoMno3nTa Ha OKK/H03UOHHYHO MOBEPXHOCTb. HaHecuTe HeMHOro 60/iblle KOMMO3WTa B LEHTpe, Mo
/ 60Kam 1 C OKK/HO3MOHHON MOBEPXHOCTU. DTO 06eCneynT co3faHne Me3voLUCTaNIbHbIX KOHTAKTOB Y

HaIeXXaLlero  OKK/IIO3MOHHOIO  KOHTaKTa MpU  CMbIKaHUW  MPOTUBOMOMOXKHOW — YeNtCcTh ¢

HEMNoMMepPU30BaHHbLIM CNOEM MNOYNPO3paYyHOro Matepuana. lonvmepusyiite CBETOM B TeuyeHue
[leCATN CeKyH[, 3aTeEM W3B/IEKUTE TUMNCOBYH MOJENb AN NpeAoTBPaLLeHNa aare3vm ¢ npunerarowmymm

MOBEPXHOCTAMW. 3aBepLUMTE MpoLEecC MonnMepusaummn, cobntogas Bpems 06paboTKM, yKasaHHOe B
pasgene «lpsamas pectaspauus» (atan 10).

2.9. Mpn prKcaumMn OKKNO3NOHHOTO KOHTAKTa U3B/IEKUTE W3/IULLIKA KOMMO3UTA BOKPYT KOHTAKTHbIX
yyactkoB. Cchopmumpyiite 6yrpbl ¥ (oUCCYpPbl B COOTBETCTBMMN C OKK/HO3MOHHON aHaTOMUEN.

2.10. CobntopainTe OCTOPOXHOCTb NPU  M3BMEYEHUM MpoTe3a U3 TrUMcoBor mogenn. OTtaenuTe

Ma/leHbKMe KyCOYKM runca OT pecTaBpauun, OH AO/MKEeH akKypaTHO OT/IOMUTLCA OT 3aTBepAeBLUeit

pecTtaBpauuu, O NOMHOrO BOCCTaHOB/EHWS BCEN pecTaBpaLMOHHON NOBEPXHOCTMU.

2.11. Ncnonb3ya macTep-Mofesb, NPOBepbTe PecTaBpaumio Ha HaMumne U3NNLLIKOB U NOAHYTPEHUIA 1

Ha TOYHOCTb KpaeBOro npuneraHus. CosepLunTe HEOOXOAMMYHO MOATOHKY M OTMOMMPYWTe, Crefys
yKasaHuaM B NpuBeLeHHOM Bbllle pasgene «lpsmMas pectaspauns» (atanbl 11-13).

3. TMpoueaypa, BbINOMHAEMas B CTOMATO/IOMMYECKOM KabuHeTe

3.1. MpunaaiiTe WePOX0BATOCTb BHYTPEHHUM NMOBEPXHOCTAM HEMPAMbIX pecTaBpaLyii.

3.2. MpomoliTe HeMpsMYHO pecTaBpaLuio B Mbl/IbHOM pacTBOPE B Y/IbTPa3ByKOBOM BaHHE W TLLATE/IbHO

MpornosoLLmTe.

3.3. LemeHTpoBaHWe. BbINONHWTE LIEMEHTUPOBAHWE MPOoTe3a C MOMOLLLH CUCTEMbI KOMMO3UTHOIO

LuemeHTa 3M™ ESPE™,

TexHnyeckume xapakrepuctukm M

Kancyna: a6apuTHble pasmepbl Kancynbl (4x0) (mmxmm): 27,813 + 0,381x7,722 + 0,127; AnnHa
HakoHeuyHuKa (Mm): 8,130 = 1%; AnameTp HakoHeuHuKa (MMm): 2,760 = 1 %; Macca (r): 1,0+ 1 %.
Konnayok Kancynbl: MabaputHble pasmepb! Kancynbl (4x0) (Mmxmm): 8,229 + 0,127x5,588 + 0,127,
Macca (r): 0,1 £ 1%.

[o3atop: Macca HanonHutens (r): ((1 nim 4) £ 1%)*; BHyTpeHHWI gnameTp umnmigpa (mm): 8,03 £ 1
%; Hapy>HbliA guameTp unnuHapa (Mm): 11,05 £ 1%; AnameTp otBepctus (Mm): 4,64 + 1 %; O6Lias
AnviHa (6e3 yuéTa Konnadka) (mm): 141,58 £ 1 %; OnvHa umnudgpa (mm): 66,904 + 0,381; LWnpuHa
PYyKu cTepxkHs (Mm): 15,723 + 0,254; [1nnHa BHYTPeHHero ctepxHsa (Mm): 74,676 + 0,381; LLnpunHa
Konnadka (Mm): 11,303 £ 0,127; BbicoTa (MMm): 26,55 *+ 1 %; Macca (6e3 yuéta matepunana) (r): 10,7 +
1%.

~ OBbEM HanonHeHns f03aTOopa 3aBUCUT OT BapuaHTa ucrnonHeHns M

Banctep L-Pop ¢ agresmsom Single Bond Universal: abapuTHble pasmepbl (OXLLXB) (MMXMMXMM):
(109,83x23,91 x3,81)* 1%; Macca (r): 0,7 £ 1%.

3HayeHNs OCHOBHbIX MapameTpoB, XapakTepucTUK (CBOWCTB) matepuana: ny6uHa nonvmMepusaumn
(Mm): > 4,15; YyBCTBUTENBHOCTb K €CTECTBEHHOMY OCBelLeHMIO (C): 60; MpeaenbHas NPOYHOCTb Ha
m3rmé (Mrla): > 144; Tpegen NPOYHOCTU MNpPU AnMameTpasibHOM pacTskeHun (MMla): > 74,2,
BogonornowaemocTs (MKr/mv?): < 27,8; PactBopumocTb (MKr/MM™): < 0,3; PeHTreHOKOHTPacTHOCTb
(Mwm): 3,02; MnoTHocTb (r/cm?): 1,9.

CpOK rogHoCT/ 1 CpOoK 3Kcnyataunm

Cpok rogHocTw

Cpok rogHocTu: 36 MecALEeB C AaTbl N3rOTOBNEHNUS.

Cpok akcnnyaTauuu

He npumeHmo. MeanUMHCKOe 13fenne ABNSeTCa 04HOPa30BbIM.

YcnoBus aKcnayatauum, XpaHeHnst U TPaHCNOPTUPOBKU
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akcnnyaTauysa u XpaHeHue:

| MpofyKT nNpefHasHayeH 419 UCNO/b30BaHWUSA NPY KOMHATHOW TemnepaType. Mpu Heo6X0AMMOCTH
/nepes ncnosib3oBaHWEM MaTepuan MOXHO HarpeBaTb C MOMOLLbHO MPOMbILLIEHHONO HarpeBaTe/lbHOro
npuoéopa [He Bbiwwe 70 °C (158 ®F), He 60nee 14aca]; TONbKO ANs Kancyin.
2. Matepuan nydlle XpaHUTb NPU KOMHATHOW Temnepatype. Ecnv npoayKT XpaHwuncs B NpoxnagHoM
MecCTe, nepes, UCrosib30BaHNeEM HEOOXOAUMO LOXKAATLCS ero HarpeBaHNs 40 KOMHATHOV TemnepaTypbl.
CpOK XpaHeHUs Npu KOMHaTHOI TemnepaType —36 MecsLeB. MOCTOsIHHAsA OKpY»KatoLLas Temnepartypa
Bbile 27 ®C (80 °F) MOXET COKpaTWUTb CPOK XpaHeHus. [aTy MCTeYeHUs CpokKa rogHoCcTM CM. Ha
BHELLHel YraKoBKe.
3. He noppepraiite pectaBpauyyoHHble MaTepuasibl BO3LENCTBUIO MHTEHCUBHOMO M3/Ty4eHus.
4. He xpaHuTe matepuanbl BONN3M NPOAYKTOB, COLEPXKALLMX IBTEHON.

Ycnosusa akcnayataumu Ycnosus xpaHeHus
Temnepatypa OT12°Cpo27 °C Ot 2°Cpo 27 °C
BnaxxHocTb o 85 % 1o 85 %
[asneHne Ot 700 rlMa go 1060 rfMa Ot 700 rfMago 1060 rfa

TpaHCcnopTHPOBKa:

3Ta npoaykuus npefHasHadeHa ANs TPAHCMOPTUPOBKM B YCNOBMSX XpaHeHus. Bo Bpewms
TPaHCMOPTUPOBKM Ha NPOAYKTbI MOTYT BNMATH KPaTKOBPEMEHHbIE KONeGaHWUs TeMnepaTypbl, KOTOpble
He BNMAOT Ha 6e30MacHOCTb M NPOM3BOANTENBHOCTb NPOAYKTA.

[MepeBo3Ka MEANLIMHCKOTO M3[eNniA OCYLLIECTBASETCS BCEMU BUAaMM TpaHCMnopTa.

Y CnoBuUs TPAHCMOPTUPOBKY

Temneparypa Ot 2°C po 27
BnaxHocTb Jo 85 %
[asneHve OT1 700 rlMa go 1060 rlMa

CoOTBeTCTBME CTaHAAPTaM NMPUMEHUMbIX K JaHHOMY MIA

ISO 7405, 1SO 4049, 1SO 6874, EN 980, EN 1041, EN I1SO 13485, EN ISO 14971, ISO 10993-1, 1SO
10993-3,180 10993-5, 1SO 10993-6, ISO 10993-10, ISO 10993-11,180 10993-12, ISO 10993-18,
IEC 62366-1.

MH(popmauma 0 fiekapCTBEHHbIX npenapatax v (Mnv) (apmaueBTUYECKMX Cy6CTaHumMAX B
COCTaBe MeAULMHCKOTro U3genus
MeauLMHCKOE U3feNne He COAEPXMT U He [OCTaB/IseT /IEKaPCTBEHHbIE BELLECTBA.

Ouunctka u Je3nHpekuymns

MHOropa3soBblii LUNPULL-L03aTOpP He NpeAHas3HayeH 418 NPSAMOro KOHTaKTa ¢ nauneHToMm. crnonb3yinte
LUMPWL-A03aTOP TOMIbKO B HOBbIX YMCTbIX MepuaTkax. Huxe npuBefeHbl YKasaHWs M0 OYUCTKe Y
6a30B0i1 Ae3VH(EKLMI LWNPpULAa-403aTopa.

31an 1 (ouncTKa).

TuwarenbHO NPOTMPaNTe BCIO MOBEPXHOCTb YCTPOACTBA candeTkamu CaviWipes™ unmn aHasoryHbIMK
yncTAMMN candeTkamu He MeHee 30 CeKyHZ, L0 TeX Mop, MoKa C YCTPocTBa He ByaeT yaaneHa BCA
BUAVMas Tps3b.

J1an 2 (ae3vHgpeKums).

Mpoae3nHhnLMpyinTe BCKO NOBEPXHOCTb YCTPOICTBA HOBOW candeTkol CaviWipes” nnm aHanorn4Hoi
CMUPTOBON Ae3NHMUUMPYIOLLE canteTKoW Ha OCHOBE YETBEPTUYHONO aMMOHMS, He BbICYLLUMBaS
YCTPOICTBO Ha BPeMs BO3MENCTBMA, YKazaHHOE Ha yNakKoBKe Ae3nH(ULMPYHOLLEro CpeacTBaa.

TpeboBaHWs K TEXHUYECKOMY 06CNYXXMBaHUIO U PEMOHTY MU
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MCEHAIMHCKOC HIACIRC HC ITOICKHT oﬁcnymanmo 4 pCMORTY.

epedcHL MATEPHANIOB XHBOTHOTO H / HIIH 9¢/I0BE9¢CKOr0 DPORCXOMACHAR

IIponsBOMHABIC XPOBH YCHOBCKA: MCIHIMECKAC WIICIAL HE COACPEKAT H HE AOCTAB/AIOT NPOH3BOAHEIC
KPOBH 9CJIOBEKA.

BeirecTra XHMBOTHOTO MPOKCXOXACHHA: B MPOAYKTH He A00aBNMOTCE MaATEpHANK XHBOTHOIO
NPOBCXOXACHAA.

Iopuaok B ycIoBHS YTRARIANHEE HIH YENITOXRKeHHs MW

MeToan yTRIM3amME: YTHIM3HPOBATH COACpAKAMOE / KOHTCHHEp B COOTBETCTBHH C MCCTHRIMH /
PETHOHANLHEIMY / HAIMOHAILHLIMY / MEXAYHAPOAHLIMH / NPaBHJIAMHU.

/ Memumnckue mpubopul B Poccufickolft Pemepanuu RomxHE GBITh YTHAH3HPOBAHEI B MECTHBIX
TOCYZApPCTBCHHHIX OpraHmsanuax B coorserctedd ¢ CanllmH 2.1.7.2790-10 «Cannrapmo-
SMHAEMHONOrHYeckre TpeGoRaHnd K o0paiennio ¢ MeIHIHHCKIME OTXOAAMEY VIS OTXO/0B Kiacca B.

Hudopmanus Ang noxynavens
3anpemaeTcs NpeAOCTABIATE HHPOPMAIHIO, KOTOpas OTAMYACTCA OT HHGOPMALMH, CoAcpxamelica B
AAHHON HHCTPYKI[HH,

TapasTEs

Kommanns 3M rapaHTHpYET OTCYTCTBHE B 3TOM H3ACHHH ACHEKTOB MATEpHANA W HITOTOBJICHMA.
KOMIIAHMSI 3M HE JIAET HMKAKHMX [APYITMX TAPAHTHH, BKJIIOYAS JIOBLIE
[IOAPA3YMEBAEMEIE TAPAHTUMHBIE OBASATEJILCTBA B OTHOIIIEHUMA TOBAPHOI'O
COCTOSIHUS M3AENMAN JIMBO UX MNPUMEHHMMOCTH AN KOHKPETHBIX LIEJIEA
[TOKVTIATEJIA. [Tons3oBarens oTBEYacT 3a ONpefciicHHe MPUIOAHOCTH H3ASIUA Wid pellleHHR TeX

KK HHHIX 33784. B cnyyae obmapyxenns fedexta n3fenua B rapaHTHHHRI IEPHOA €10 YCTPAHEHHE A
OTBETCTBEHHOCTD KOMIaHAHM 3M OrpaHUUHBAIOTCA PEMOHTOM MIIA 3aMEHOM JAHHOTO HI/ICIHA.

OrpanuricHHe OTBCTCTBCHHOCTH

3a HCKTIOUCHHEM CHTYalMif, NpaMO NpeAyCMOTPEHHEIX 3aKOHOAATENCTBOM, KoMNanna 3M He HeceT
OTBETCTBEHHOCTH 3a JIOOHe YORTKA H ymepO, BO3HMKIUME BCJEACTBHES HCHOJNB3OBAHHA JAHHOIO
usnenng, 6yap TO NpaMEe, KOCBEHHBIE, 0cOORIe, CITyqaliHrie M noGouHkle YORTKH, BHE 3aBHCHMOCTH

OT BEIABRHYTHIX OGBACHeHHH, B TOM WHCJE rapanTHi, KOHTPAaKTOB, HeOPCXKHOro oSpaineHHs WM
06BEKTHBHON OTBETCTBEHHOCTH.

HanmenoBanne n iopnaavieckuit agpec nponspoaurens MH 1 ynonHomModenBoro npeAcTABHTENS
npom3soauTens B Poccun

- Pazpabomuux:

«3M 3CII3 Aenran [Mpoaaxre» (3M ESPE Dental Products)

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

- flpouszsodwmens:

«3M 3CITID Aenran ITpoaaxre» (3M ESPE Dental Products)

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

- Ynonnomouennsiii npedcmasumens npoussodoumenn s Poccuiickoii Dedepayuu:
AO «3M Poccua»

108811, r. Mocxksa, 1. Mockorcksit, Kuepckoe 1., 22-if kM, ZoMOBIL. 6, c1p. |

Ten.: +7 (495) 784 7474;

Qaxc: +7 (495) 784 7475.
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Homep ccoiikn B cHMBON /
Haipanue

HaroToBaTENH

YnonsoMoueHHRIN

NIPCACTABETEIN B
EsponeiickoM coobmecte

/ Hcnonp3oBats Ao ...

Kon maprun

Howmep no xaramory

TemneparypHELi AHaNa3oH

Ocropoxso! Obparurecs x
HHCTPYKLRBHK NNO NPHMERECHHIO

3nex Esponeiicxoro Corosza
0123

Tonwxo no npeANHCcaHMIO

3enenas TouKa

3anper Ba NOBTOPHOE
NpEMEHEHHE
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Onucanse cHMBOJIR

VKa3uBAacT H3ITOTOBHTENX MEAMIHHCKOIO
u3jenns, Kax ompeacneno B Hupextusax EC
90/385/EEC, 93/42/EEC u 98/79/EC.

VYKaswuBaeT VYnonroMouecHHOIO
NPEACTABUTENIA B Espomneiickom
coobmectse.

YKasnBaer  gary, nOocne  KOToOpoit
MEZAUHAHCKOS M3ACHAC He  JIOMKHO
HCIOJIB30BATHCA,

YKkasupaeT KOA NApTHH MPOH3BOAHTENA,
yro0K MOXRO OBUIO MACHTHHIMPOBATH

NapTHIO RAH CEPHIO,

Vxasnpaer HOMCP no KaTanory
NpOH3BOAHTENN, YTOOBI MOXHO ObUlO
HACHTHGHIMPOBATL MEAULMHCKOE HINENHE.

VYKashBaeT TEMIEPATYPHNC HANA30HH,
KOTOPHIM MOXHO O€30HacCHO NOABCPraTh

MEMI[HHCKOS H3ALTHE.
VikasnBaeTr Ha  HeoOxomauMoCTe ViR
NONB30BATEIIE O3HAKOMMTECA c

HHCTPYKIHSAME MO NPHMCHCHMIO Jyis
NOAYHMCHHA BaXXHOH npeaocTeperaiomeit
nadopMaluH, TAKOH KaK NpeAyNpeRACHAA U
MCPH! NPEAOCTOPOXHOCTH, KOTOpHIE IO
pasHHIM DpPHYHHaM HEe Moryr OwThb
NpeCTaRIeHs] Ha CaMOM  MCMITHHCKOM
H3NCTIHH.

VYKasmBaeT HAa  COOTBETCTBHE  BCEM
npuMeEEMEIM PernamenTam u Jlnpexranam
Esponeiickoro Coio3a ¢ yRajaHueM
HOTHOHIMpPYEMOIrO OpPraHa.

VkassBaer, yro Oeaecpanbhbiit 3axon CUIA
OTPaHUYMBAET OPORRKY ITOrO H3ACHHA MO

3aKasy.
YKaskBaeT Ha ydacTHe B DHHAHCHPOBAHHH
rOCYAAPCTBEHHON KOMIaHAl no

BTOPUYHOMY HCNONBIOBAHHIO  YNAKOBKH
cornacHo JupextBe Ne 94/62 m
COOTBETCTBYIOLICMY rocyZiapcTBeHHOMY
sakoHy «O eBpomefickolf opraHuWzalEm no
BTOPHYHOMY HCIONb30BAHHIO YIIAKOBKH .

YKa3hIBaeT HA MCAMIHHCKOE HAACNHE,
KOTOpOe MNpeqHasHa4eHo A ONHOTO
ACNONB30BAHHA MK A HCIONBIOBAHHA Ha
OOHOM QAMCHTE BO BpeMA  OZHOM

NPOLCAYPHL.



["noccapuii K cMBOIaM
Homep ccbIKu 1 cumBon /

HasBaH/e CunmBon OnucaHne cnmeona
YKa3blBaeT Ha NJaCTUKOBbIE KOMMOHEHTHbI,
MonmsTaneH HU3Koi A NPOM3BeAEHHbIE N3 NOMNATUNEHA HUKOM
MI0THOCTH NNOTHOCTK, NOASIEXALLME BTOPUYHON
PE-LD nepepaboTke. OuumanbHblin XXypHan EC;
PewweHne Komuccun (97/129/EC)
Kancyna.
Kancyna F
[lozaTop * Aosatop.
banctep.
BavcTep —-* P
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MepeBOof AAaHHOTO TeKCTa cAenaH MHOW, nepeBogYMKOM MykaHoBbW Fne6bom BopucoBuuem.

MOAMUNCH

Poccuinickana depepauyuns

fopoa MockBa

YUeTBepToro pespans ABe TbiCAYM ABaALaTb NEPBOro roga

A, Akumos l'neb bopncosuny, HoTapuyc ropoga MockBbl, CBUAETENbLCTBYIO NOA/IMHHOCTL NOAMUCK
nepesogynka MykaHosa f'ne6a bopucosuua.
MoAanucb cAenaHa B MOEM NMPUCYTCTBUMN.

NlnyHoCTb MognucasBlIEero JOKYMeHT yCTaHOB/IeHa.
3aperucTpuposaHo Bpeectpe: Nqg 77/09-4/77-2021- | A A
Ynna4vyeHo 3a coBeplueHNe HoTapuanbHoro gewctemnsa: 400 py6. 00 kon

NoANuCh

"epboBast neyaTb
HoTapuyca r.Mocksbl
Akunmosal ,b

Bcero npowHypoBaHo, Npo~*MepoBaHoO
n ckpenneHo neyvatbto _\[_nwuct(a)(os)

Hotapuyc

noanmch

P OCCUICKLA depepaums
[opon Mocksa
YeTBepToro eBpans gse TbicAun ABaaLaTb NepBoro rogsa
A, Akumos 'ne6 bopncosny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO
BEPHOCTb KONWUW C NPeACTaBNEHHOr0 MHe AOKYMeHTa.
3aperunctpypoBaHo B peectpe: Ne77/09-H/77-2021- / 2 -
YnnayeHo 3a coBA3LIEHLE HOTaPUasIbHOTO AENCTBUSA: /OPY®- "

I.B. Akumos

BaHO,CKpenieHo

[".6. AKUMOB
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