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Instruction for Use
Dental composite material OMNICHROMA
Versions:
1 Dental composite material OMNICIIROMA consisting of:
1.1. Dental composite material OMNICHROMA in syringes 4g/ 2.2 ml;
1.2. Instruction leaflet - Ipc.
2. Dental composite material OMNICHROMA in unidoses consisting of:

2.1. Dental composite material OMNICHROMA in unidoses (PLT) 0.2 g (20 pcs.)
2.2. Instruction leaflet - Ipc.
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1. Name of the medical device.
Dental composite material OMNICHROMA
Versions:

1 Dental composite material OMNICHROMA consisting of;

1.1. Dental composite material OMNICHROMA in syringes 4g / 2.2 ml;

1.2. Instruction leaflet - Ipc.

2. Dental composite material OMNICHROMA in unidoscs consisting of:

2.1. Dental composite material OMNICHROMA in unidoses (PLT) 0.2 g (20 pcs.)
2.2. Instruction leaflet - Ipc.

Hereinafter referred as - the material, device, material OMNICHROMA, OMNICHROMA

2. Details of the designer, manufacturer and the authorized representative

Designer

Tokuyama Dental Coiporation

38-9, Taitou I-chome, Taitou-ku, Tokyo 110-0016, Japan
Tel: +81-3-3835-7201

URL.: http://www.tokuvama-dental.com

Manufacturer

Tokuyama Dental Corporation

38-9, Taitou 1-chomc, Taitou-ku, Tokyo 110-0016, Japan
Tel:+81-3-3835-7201

URL.: http://www.tokuvama-dental.com

Manufacturing site

'Fokuyama Dental Corporation Kashima Factory
26, Sunayama, Kamisu-shi, Ibaraki 314-0255, Japan

Authorized representative of the manufacturer in the Russian Federation

«PROTECO», JSC

Legal address 192102, Saint-Petersburg, Salova street, 57, buildingl, letter “I”

Operating address: 196128, Saint-Petersburg, Varshavskaya street, 5/2, office 401, business
center "Varshavsky"

Phone +7 (812) 635-88-90; Email: info@protecodent.ru

3. Intended use of the medical device with indication of the potential consumer,
field of application.

Intended use: This product is suitable for conventional restoration of tooth cavities

Potential consumers of the medical device: dentists.
Field of application: dentistry.

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



4. Indications, contraindications and possible side effects associated with the
intended use of the medical device.

Indications:

For use as a tooth shade resin material in dental procedures, such as:
- Direct anterior and posterior restorations
- Direct bonded composite veneer
- Diastema closure
- Repair of porcelain/composite

Contraindications:

OMNICHROMA contains methacrylic monomers and UV absorbers. Do not use
OMNICHROMA for patients allergic to or hypersensitive to methacrylic and related monomers,
UV absorbers or any of the other ingredients.

Possible side effects: allergic reactions to or hypersensitive to methacrylic and related monomers,
UV absorbers or any of the other ingredients.

5. Description and operating principal of the medical device.

Dental composite material OMNICHROMA is a light-cured, radiopaque composite resin.
OMNICHROMA is a single shade material.

OMNICHROMA contains 79% by weight (68% by volume) of spherical silica-zirconia filler
(mean particle size: 0.3 pm, particle size range: 0.2 to 0.4 pm) and composite filler. Monomer
matrix of OMNICHROMA contains 1,6-bis(methacryl-ethyloxycarbonylamino) trimethyl
hexane (UDMA), Triethyicnc glycol dimethacrylate (TEGDMA), Mequinol, Dibutyl hydroxyl
toluene and UV absorber. It is recommended to use in anterior and posterior restorations and is
indicated for all carious classes.

OMNICHROMA is available in either syringes 4g/2,2 ml or in unidoses “Pre Loaded Tip” (PLT)
0,29

6. Precautionary measures

1) DO NOT use OMNICHROMA for any pui-pose other than those listed in these
instmetions. Use OMNICHROMA only as directed herein.

2) The material is designed for sale and use by licensed dental care professionals only. It
is not designed for sale nor use by non-dental care professionals.

3) DO NOT use OMNICHROMA if the safety seals are broken or appear to have been
tampered with.

4) 1f OMNICHROMA causes an allergic reaction or hypersensitivity, discontinue its use
immediately.

5) Use examination gloves (plastic, vinyl or latex) at all times when handling
OMNICHROMA to avoid the possibility of allergic reactions from methacrylic
monomers. Notes: Certain substance/materials may penetrate through examination
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gloves. If OMNICHROMA comes in contact with the examination gloves, remove
and dispose of the gloves, and wash hands thoroughly with water as soon as possible.
6) Avoid contact of OMNICHROMA with eyes, mucosal membrane, skin and clothing.
If OMNICHROMA comes in contact with the eyes, thoroughly flush eyes with water and
immediately contact an ophthalmologist.
If OMNICHROMA comes in contact with the mucosal membrane, wipe the affected area
immediately, and thoroughly flush with water after the restoration is completed.
If OMNICHROMA comes into contact with the skin or clothing, immediately saturate the
area with an alcohol soaked cotton swab or gauze.
Instruct the patient to rinse his mouth immediately after treatment.
7) OMNICHROMA should not be ingested or aspirated. Ingestion or aspiration may
eause serious injury.
8) To avoid the unintentional ingestion of OMNICHROMA, do not leave it
unsupervised within the reach of patients and children.
9) Clean the placement instioiments and brushes with alcohol after use.
10) When using a light-curing unit, protective eye shields, glasses or goggles should be
worn at all times.
11) This product is designed to be used at room temperature (18 - 30°C). Allow product
to reach room temperature prior to use. Cold material may be difficult to extrude.
12) Be aware that when a restoration is chipped from misaligned ocelusion or bruxism
(clenching, grinding or tapping), the repaired restoration may chip again.
13) DO NOT mix OMNICHROMA with other brands of resin composite to avoid losing
its color adjustment.

7. Order of application

7.1. Special notes for the use of unidoses (PLT- pre-loaded tip)

1) Unidoses (PLTs) are designed for single patient use only. Do not re-cap and/or re-use the
unidose tip once material has been dispensed for that patient.

2) Dispensers are not provided for OMNICHROMA. Use a dispenser that is permitted for use
in accordance with the standard procedure and fits the unidose of OMNICHROMA. For
proper use and proper disinfection, sec manufacturer’s instructions.

3) Use light, controlled pressure to prevent any continued extrusion of material following
pressure release.

7.2. Dental composite material OMNICHROMA in syringes 4 g / 2.2 ml and unidoses
(PLT) 0.2 g.

Detennine if this product is suitable for application to the case before use. The desirable
esthetic outcome may not be obtained depending on the case (e.g. a case in which no tooth
structure remains on the lingual surface, a case in which the underlying tooth is extremely
discolored, a case in which the color of the underlying tooth is to be changed to another color,
etc.).

1. Cleaning

Instruction for Use of the medical device
Dental composite material OMNICHROMA
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Thoroughly clean the tooth surface with a rubber cup and a fluoride-free paste then rinse with
water.

2. Isolation

A rubber dam is the prefeiTed method of isolation.

3. Cavity Preparation

Prepare the cavity and rinse with water. Add bevels to the enamel margins of anterior
preparations {class IlI, 1V, V), as well as chamfers to the margins of posterior preparations
(class 1, 1), bevels and chamfers assist in erasing demarcations between the cavity margins
and restoration, thereby enliancing both esthetics and retention.

- Scalloped bevel could be desirable depending on the esthetics and retention.

- In the case of porcelain/composite repairs, roughen the surface with a bur or a diamond
point to prepare the area for adhesion; apply phosphoric acid etch for cleaning; rinse
thoroughly with water; air dry thoroughly and treat with a silane coupling agent, followed by

a metal primer if metal is exposed on the fractured surfaces according to manufacturer’s
instructions.

4. Pulp Protection
Glass ionomer or a calcium hydroxide lining should be applied if the cavity is in close
proximity to the pulp. DO NOT USE EUGENOL-BASED MATERIALS to protect the pulp
as these materials will inhibit curing OMNICHROMA. OMNICHROMA is not indicated for
direct pulp capping.
5. Bonding System
Apply a bonding system according to its manufacturer’s instructions.
If you want to use a self-cured or dual-cured bonding system, please confirm that such
.. bonding systems are compatible with the light-cured composite resins being used.
eoe 6. Dispensing
Unidoses (PLTI
Please read SPECIAL NOTES FOR THE USE OF unidoses (PLT) before use.
- Load the PLT into a dispenser that fits the PLT
- Remove the PLT cap.
- Extrude the paste directly into the cavity or indirectly on the mixing pad.
Syringe
Remove the syringe cap. Extmde the paste onto a mixing pad by turning the handle clockwise.
After dispensing, turn the handle counterclockwise by a half to full turn to release residual
pressure inside the syringe and re-cap the syringe immediately.
- DO NOT apply unnecessary force to the syringe immediately after removing from the
refrigerator.

7. Filling and Contouring

Fill the cavity incrementally. Increments should not exceed the indicated curing depth (please
refer to Table 1).

- Use OMNICHROMA BLOCKER under OMNICHROMA for the direct restoration of
extensive Class Il or IV cavity., OMNICHROMA can appear semi-translucent when
OMNICHROMA is not adequately surrounded by a cavity wall. If applied in direct
restorations of extensive Class LU or IV cavity, the cured OMNICHROMA may appear dark.
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- In the case of repair of porcelain / composite, the application of an opaquer to the fractured
surfaces as an initial layer is needed to hide a metal portion if it exists. Then, place
OMNICHROMA into the fractured surfaces.

- In the case of masking tooth discoloration, apply OMNICHROMA BLOCKER or a dental
color masking material such as an opaquer on the discolored surface to mask the discoloration
then place OMNICHROMA.

8. Curing

Light-cure each increment for at least the indicated time (please see Table 1), keeping the
curing light tip within a distance of 2 mm from the increment.

9. Finishing

Shape and polish the restoration. For finishing, use finishing discs and/or fine finishing
diamond points. Use metal finishing strips or vinyl polishing strips for proximal surfaces. For
polishing, polish with mbber points or any suitable polishing tools. For final polishing, use
felt discs or cotton wheels with polishing paste, or suitable polishing tools.

IMPORTANT NOTE: The manufacturer is not responsible for damage or injury caused by
improper use of this product. It is the personal responsibility of the dental professional to ensure
the product is suitable for application before use.

Specifications are subject to change without notice. When the product specification changes, the
instructions and precautions may change also.

7.3. Indications for filling and curing

The material is designed to be used with either a halogen or LED curing-light with a
wavelength of 400-500 nm. Be sure to light-cure the material extra-orally and check the time
needed for complete hardening of the material with your light-curing unit before performing
the bonding procedure. The below table illustrates the relationship between curing time and
increment depth.

Table 1. Relationship between curing time and increment depth of OMNICHROMA.

Intensity Curing time Increment depth
Light type
(mMW/cm2) (seconds) (mm) A

20 2.7

400
40 3.3
Halogen 600 20 31
10 2.7

800
20 33
LED 400 20 25
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40 3.6

600 20 2.9
10 2.6

800
20 31
1200 10 3.0
2300 6 2.9

Increment depth was determined on the basis of test results per brmed in accordance
with section 7.10 “depth of cure” of ISO 4049.

8. Perfomance specifications.

Table 2. Dental composite material OMNICIIROMA.

Test item Specification’)

Sensitivity to ambient light ~ The material shall remain physically homogeneous.

Depth of cure Minimum 1.5mm

Flexural strength Minimum 80 MPa

Water sorption Maximum 40 pg/TT3

Solubility Maximum 7.5 pg/TT3

Color stability No more than a slight change in color shall be olbserved.

Radio-opacity The radio-opacity shall be equal to or greater than of the same thickne.ss of
aluminum

# Certificates of Analysis (see Annex 3)

The above tests are performed by referring to 1ISO 4049. The Film thickness of ISO 4049 is not applied as
a test item for OMNICHROMA because this product is not a luting material. The Working time and
Setting time of ISO 4049 are not applied as test items for OMNICHROMA because this product does not
belong to the Class 1or Class 3 material defined in ISO 4049. The Shade of ISO 4049 is not applied as a
test item for OMNICHROMA because this product is intended to be supplied not in various shades.

Dental composite material OMNICIIROMA is functioning during operation at nominal
temperatures from 32 to 42 ®C and is resistant to the environmental effects of the oral cavity.

9. The standards of compliance of the medical device
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ISO 13485:2016, ISO 14971:2012, 1SO 15223-1:2016, ISO 7405:2008, EN 1SO 10993-1-2009,
EN 1S0O10993-3-2014, EN 1SO 10993-5-2009, 1SO 10993-10:2010, EN 1SO 10993-12-2012,
ISO 4049:2009, EN ISO 10993-11-2009, EN 1SO 10993-18-2009, EN 1041-2008, EN 1641-

2009

10. Interpretation of symbols used in labeling of consumer and transport
packaging:

Symbol Description Symbol Description

Manufacturer Lot number

|I¢ Catalogue number 2 "Use by date..."

Warning symbol to show
¢ the possibility for the «Caution! Refer to the
occurrence of skin allergic instructions for use»

reaction
E nCP Authorized Representative
Temperature range in the EU
@ Compliance with European ( :- mark of conformity GOST R
standards

11. Requirements for maintenance and repair of the medical device.

Medical devices do not required maintenance and repair.

12. Sterilization, cleaning and disinfection.

The medical device is supplied non-sterile and is not intended to sterilize the product before
using it.
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13. Conditions of transportation, storage and operation.

Transportation of products packaged in shipping containers must be carried out by all types of
closed vehicles in compliance with the precautions specified on the shipping container and in accordance
with the rules for the carriage of goods in force on this type of transport.

Transportation terms and conditions:
- temperature - from 0 to + 25°C;
- relative humidity of air - 10-100%
- Atmosphere pressure: 800 ~ 1,060 hPa

Storage conditions:
- temperature - from 0 to + 25RC,
- relative humidity of air -10-70 %
- Atmosphere pressure; 900 ~ 1,060 hPa

Operating Conditions
- Operation temperature from+32 ®Cto +42 ° C

Room conditions during operation of the medical devices:
-Temperature +18 °C-+30 °C

14. Shelf life

Shelf life: 3 years from a date of production.

15. The procedure for the disposal and destruction of medical devices

Medical device Dental composite material OMNICHROMA, depending on the degree of their
epidemiological, toxicological and radiation hazard, are classified as epidemiologically safe
waste, close in composition to solid household waste (MSW). To dispose the medical devices
residues safely, an unused material from the syringe or unidose (PLT) should be removed and
light-cured before disposing.

The products must be collected and transfeired to specialized licensed organizations
involved in the disposal of medical waste. Transportation of garbage from institutions to the
place of disposal is carried out by specialized companies.

Medical devices must be disposed in accordance with medical procedures in medical
institutions and local, state or federal regulations. The choice of methods for safe disposal and
destruction of products depends on the capacity and profile of the medical organization, the
availability of facilities for decontamination / neutralization of waste, method of disposal /
destruction of waste, adopted in the administrative territory (incineration, landfill, disposal).
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(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN

"Phis public document
2. has been signed by HATAND Ryuji
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of HATANO Ryuji .Notary

Certified

5. dTokyo 6 JIN 0341
7. by the Ministry of Foreign Affairs

8 20-N9016338
9. Seal/stamp: 10. Signature

TANAKA Toshie

For the Minister for Foreign Affairs
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Registered No. 260 of 2020
Certificate of Acknowledgment of Notary

On this 3rd day of June, 2020, before me, HATANO
Ryuji, a notary in and for Tokyo Legal Affairs Bureau,
personally appeared Tomoko MIFUNE, with satisfactory
evidence of her identification and of her being the agent of
Makoto SAKAMOTO, President of Tokuyama Dental
Corporation, said Makoto SAKAMOTO , had acknowledged

to have affixed his signature to the attached document.

Witness , I set my hand and seal .

) 97 T¢ =

Notary, HATANO Ryuji

Ueno Notary's Office of Tokyo Legal
Affairs Bureau, 1-7-2 Higashiueno ,

Taito-ku , Tokyo, Japan
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[MoroTun komna}wm «Tokysima leHTau KopnopeiiwH» (TokuyaTa Dental Corporation)]
38-9, Tanto 1-TéMme, TaitTo-Ky, Tokno 110-0016 ANOHNA
(38-9, Taitou 1-chome, Taitou-ku, Tokyo 110-0016 JAPAN)
Ten.: +81 3-3835-2261 dakc: +81 3-3835-2265

27 masa 2020 .
«YTBEpPXIEHO»

/nognuce!

MakoTto CakamoTo (Makoto Sakamoto)

Mpe3ngeHT

[MeyaTb KOMNaHUN «ToKysMa leHTay KopnopeiiLuH»]

[MeyaTs: Bropo no topuanyeckum Bonpocam r. Tokmo * HOTAPNYC *
1-7-2 XuracuyaHo, Tainto-Ky, Tokuno, AnoHus]

NHCTPYKUMA NO NPUMEHEHUIO
Matepuan cTomaTonornyeckmnini KomnosntHoeli OMNICHROMA

BapunaHTbl UCMONHEHNS:
1 Marepuan ctomaTonornyeckmin komnoantHbln OMNICHROMA, B cocTase:
1.1. MaTepuan ctomatonormyeckuii KomnosuTHblli OMNICHROMA B wnpuuax 4 r/2,2 mn;

12. VIHCTpYKUMA-BKNabILW - 1 LWT.
2. Marepuan ctomaronormyeckunii KomnosutHoli OMNICHROMA B yHM03aX, B COCTaBe:

2.1. Matepuan ctoMaTonornyeckmin kKomnosntHbln OMNICHROMA B yHupgosax (PLT) no
0,2 r (20 wr.);
2.2. VIHCTpyKUMA-BKNabIW - 1w,

Pepakumnsa 2
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1  HaHmenoBauHC MEAULVHCKOro n3aenus

Martepuan cToMaTonornyeckmin KomnosuTtHoli OMNICHROMA
BapuaHTbl 1CnonHeHns:
1 MaTtepuan ctomatonornyeckuii komnosuTtHeli OMNICHROMA, B cocTase:
1.1. Matepuan ctoMaTonornyecknini kKomnosutHblin OMNICHROMA B wnpuuax 4 r/2,2 mn;
1.2. HCTpYKUMa-BKNaabIW - 1 L.
2. Marepuan ctomartonornyeckuii KomnosmtHeli OMNICHROMA B yHMA03aX, B COCTaBe:
2.1. Matepuan ctomatonormyeckuii KomnosutHelin OMNICHROMA B yHupao3ax (PLT) no
0.2 1 (20 wr.);

2.2. VIHCTpyKUmMA-BKNaabIW —1 .
[caee no TekcTy -maTepuay, unenve, MmatTepmad OMNICHROMA, OMNICHROMA.

2. CsefieHus 0 pa3paboTuMKe, NPOM3BOAMTENE W YNOHOMOUYEHHOM NpeACTaBUTENE

Pa3pabo3umnk

«Tokyama [leHTan KopnopewnLuH»

38-9, TaitTo 1-Téme, TaliTo-Ky, Tokmo 110-0016, AnoHus
(38-9. Takon 1-chome, Taitou-ku, Tokyo 110-0016 JAPAN)
Ten.:+81-3-3835-7201

Cait: http://lwww.tokuvama-dcntal.com

MponssoguTens

«Tokysma [leHTan KoprnopemnLuH»

38-9, Taiito 1-Téme, TainTo-Ky, Tokmo 110-0016, AnoHus
Ten.:+81-3-3835-7201

CaiT: http://www.tokuvama-dental.com

lMpoun3BoACTBEHHAA MoLLafKa

«'Tokysiva [leHTan KopropelilwH», abpmka B Kacrume
26, CyHaawva, Kamucy-cu. Mbapakn 314-0255, AnoHus
(26. Sunayama. Kamisu-shi, Ibaraki 314-0255, Japan)

YNONHOMOYEHHbIV MpeacTaBuTe. Tb NPOM3BOANTENS B Poccuiickoin defepaumm

AO «MPOTEKO»

KOp. agpec: 192102, r. CaHkT-MeTepbypr, yn. Canosa, 4. 57, kopn. 1, nT. «»

dakTnuecknin agpec: 196128, CaHkT-MNeTepbypr, yn. Baplasckas, a. 5, kopn. 2, oguc 401, bLL
«BapLuaBCcKuin»

Ten.: 7 (812) 635-88-90; an. nouta: info@protecodent.ru

3. Tpemycmo! penHoe  MPUMEHEHWE  MeAWLMHCKOTO  WU3[enns € YKasaHWem
|10TeHLManbI10ro NoTpeduTens, 061acTb NPUMEHEHNS

11pe.4yCMOTPEHHOE MPYMEHEHWE: U3fenne NpeaHasHaveHo 41 TPagULMOHHOIO BOCCTAHOB/IEHUA
MOBPEXEHHbIX TBEPAbIX TKaHeN 3yoba.

MoTeHuMaibHble NOTPEOUTENN MEANLIMHCKOrO U3L4EeNNS: Bpaun-CTOMaTosor .

O6nacTb NPUMEHEHUS: CTOMATO/OrUS.

4 [MokasaHMA, NPOTUBOMOKa3aHNA WU BO3MOXHblE No60oYHbIE SQJQJGKTbI, CBA3aHHbIE C
npegycMoTpeHHbIM NMPUMEHEHNEM MEANUWNHCKOIO U3AENNA
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[NokasaHus:
[MprmeHeHWe B Ka4ecTBe OTTEHOYHOIO CTOMATO/IOMMYECKOr0 KOMMO3UTHOIO MaTepuana B TakuX
npoeaypax, Kak:
- npsMas pectaBpaums nepegHuX 1 6OKOBbIX 3y60B;
- NpAMble afresnBHbIe KOMMO3UTHbIE BUHUPbI;
- 3aKpbITUE ANacTembl,
- BOCCTaAHOB/IEHME KepaMUYeCKNX/KOMMO3UTHbLIX pecTaBpauyil.
MpoTrBONOKa3aHUA:
- Martepran OMNICHROMA cofep>XuUT MCTakpW/ioBble MOHOMEPbLI 1 Y® nornotutens. He
ncnonb3osate OMNICHROMA ana neyeHus NaumeHTOB, Y KOTOPbLIX MMEETCA anneprus
WA MOBbIWEHHad YYyBCTBUTE/IbHOCTb K METaKpU/IOBbLIM U aHaorMyHbIM  MOHOMEpaM,
MOr/IOTUTENIAM Y/IbTPA(NONETOBOrO U3NTyYEHUS U NO6LIM LPYTUM UHTPEAVEHTaM.
Bo3voXHble  No604YHble  3eKTbl:  anfiepruyeckne  peakuyyM WM MOBbILLEHHAA
4yBCTBUTENbHOCTb B OTHOLUEHWM METAKPWIOBLIX WM aHaNOrMYHbIX MOHOMEPOB, MOrNOTUTENEN
YNbTPaUONETOBOrO M3/TyHeHUA UK NOObIX APYTNX UHIPEAVEHTOB.

5. OnucaHue n3genus, NPUHLUN AeNCTBUS MEAULIMHCKOTO U34enns

Marepvan ctomartonormyeckuii komMnosutHolik OMNICHROMA - 3TO CBETOOTBEPXKAAEMbII
PEHTTeHOKOHTPACTHbIA KOMMO3WUTHbIA MaTepuas O4HOr0 OTTEHKa.

OMNICHROMA cogepxuT 79 % no Becy (68 % no 006beMy) KPEMHWA-LMPKOHNEBOTO
HamnoHWUTeNs ¢ Yactuuammn chepuyeckoin opmbl 0,3 MKM, AnManasoH pasmepoB Yactuu: ot 0,2
A0 0,4 MKM) 1 KOMNO3MTHbIN HanonHuTeNb. MoHomepHas matpuua OMNICHROMA copeput
1.6-6uc (MeTaKpUNaTUIOKCUKapOoHUNaMmnHo) TpumetunrekcaH (UDMA), TpUITUNEHTIMKONb
anvetakpunat  (TEGDMA),  MekBuHON,  AnbyTuarumgpokcutonyon un  Y®-abcopbep.
PekoMeHayeTcs UCMo/b30BaTh MNpY  pecTaBpaumn nepefHUX W 6GOKOBbIX 3y60B, BK/OYas
OKKJ/THO3UOHHYO MOBEPXHOCTb 3y60B 1 KaprOo3HbIe MOJIOCTM BCEX K/TAaCCOB.

OMNICHROMA poctyneH B wnpuuax 4 r/2,2 mn n B yHngosax «Pre Loaded Tips» (PLT) no
0.2r.

6. Mepbl NpegoCTOPOXKHOCTU

1) HE NCMNONMb3OBATb OMNICHROMA ans Kakux-nnmbo uenei, KpoMe nepeyumncneHHbIX
B flaHHON MHCTpyKumn. Cneayet mncnonb3osatb OMNICHROMA TonbkKo B COOTBETCTBUM
C NpuBeLeHHbIMY 34€eCb PEKOMEHIALMAMN.

2) MaTepuan npefHasHayeH 14 NPOAKA U UCMONb30BAHUA TOMbKO JIMLLEH3MPOBaHHbLIMU
NPO(ECCMOHa/IbHBIMM CTOMATO/I0raMn. JJaHHbIA MaTepuan He NpefHasHauveH 419 NPOLaKM
N MCNOJIb30BaHNA NNLLAMW, HE ABMIAIOLLMMUCA NMPO(ECCUOHA/IbHBIMW CTOMATO/IOraMK.

3) He ucnonb3oBatb OMNICHROMA, ec/n 3alMTHble NJOMObI Ha YNakoBKe MOBPEXAEHbI
WX eCTb COMHEHMUA B UX MNOAMMHHOCTW.

4) Ecv  y  nauveHTa  BO3HMKAeT — a/llepruyeckas  peakuus WM MOBbILLIEHHAA
yyscTBUTENIbLHOCTE K OMNICHROMA, cnegyeT Heme[/IeHHO MpekpatuTb  ero
NnpUMeHeHMe.

5) PekomeHayeTcs MCMosib30BaHMe CMOTPOBLIX (MONMMEPHbIX, BUHWIOBLIX WM NAaTeKCHbIX)
nepyatok Ha Bcex 3tanax pa6otel ¢ OMNICHROMA B0 u36eXaHWe BO3MOXHOMO
MOSIBMIEHNS  a/INIEPrYecKon peakuuy Ha MeTakpuioBble MOHOMepbl. [pumevaHue:
HekoTopble BelyecTBa/MaTepuasibl MOTYT MPOHMKATL Yepe3 CMOTPOBble nepuyatki. B
cnydyae koHTakta OMNICHROMA co CMOTPOBbIMW MepyaTKamu cnefyet HeMenseHHO
CHATb Y YTUNN3MPOBATb MX. a TakXKe TLATe/IbHO BbIMbITb PYKWU BOLOA.

6) He ponyckatb nonagaHua OMNICHROMA B rnasa, Ha ClM3UCTble 060/104KK, KOXY U
OAEXTY.
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- Mpn nonagaHnm OMNICHROMA B rnasa cnegyeT HeMeg/ileHHO NPOMbITb UX 60/1bLINMM
KO/IMYeCTBOM BOfb! U 06paTUTLCS K ODTa/IbMOSIOTY.

- B cnyyae nonagaHna OMNICHROMA Ha ciM3ncTyto 0060/104Ky criefyeT HeMea/ileHHO
NnpoTepeTb MOPaXeHHy 0651acTb, a 3aTeM TWATe/IbHO MPOMbITb  6OMbLUMM
KO/IMYECTBOM BOAbI MOC/1IE OKOHYaHMSA pecTaBpaLMOHHbIX paboT.

- B cnyyae nonagaHna OMNICHROMA Ha KOXy WIn ofexay cnefyeT Heme1eHHO
OUYMCTUTb MOPAKEHHYH 06/1aCTb BaTHbIM WM Map/ieBbiM TaMMOHOM, CMOYEHHbIM B
3TUNOBOM CnnpTe.

- MaymneHT fOMKEH NPOMOOCKATL POT Cpasy Xe Moc/e NeyYeHus.

7) He cnegyet npornatbiBatb WM BAbixaTe OMNICHROMA. TlpornatbiBaHvue i
BAbIXaHWe MaTepuana MOXeT HaHECTUN Cepbe3HbIVi BPes 340P0BbHO.

8) He octaBnate OMNICHROMA B pfocTynHoM fAna feTeid M NauMeHTOB MecTe BO
n36exkaHue NpornaTbiBaHMs no OLNGKe.

9) Cnegyetr o06pabaTtbiBaTb CMMPTOM WHCTPYMEHTbI A7 NAOMOMPOBaHWA MNocne KX
NCMONb30BaHUA.

10) Mpn wncnonb3oBaHUM CBETOOTBEPXKAAEMOr0 YCTPOMCTBA BCergja cneayet HajesaTb
NNLEBbIE LUNTKN, OTKPbLITbIE UM 3aKPbITbIEe 3aLLUMUTHLIE OUKMW.

11) HacTosiwee m3genve npefHasHayeHo 19 MCMONb30BaHMA NPY KOMHATHOW Temnepatype
(18-30 °C). Tlepen wucnonb3oBaHWEM CneayeT [0BECTM U3fenmMe [0 KOMHAaTHOM
Temnepatypbl. X0M04HbIA MaTepUan .MOXeT TpyAHEe N3BNeKaTbCs.

12) B cnyyasx CMeLLeHHON OKKMH3MM Win BpyKcusma (Upe3MepHOe CxaTue YentocTed,
CKPEeXeT, MOCTyKMBaHUA 3y6amu) BO3MOXHbI TMOBTOPHbIE CKOMbl WM paspyLLeHus
pecTaBpaLuii.

13) NE CJIEAYET cmewwmsate OMNICHROMA € KOMMO3UTHbIMW MaTepuaiiaMmn Apyrux
MapoK BO M36eXKaHne NoTepu ero LBETOBON KOPPEKLMN.

7. MopAfoK NpUMeHeHNA

7.1. Ocobble yKa3zaHus no npumeHeHuto yHuzgo3 (PLT - npefBapuTenbHO HarofHEHHbIN
HaKOHEYHWK)

1) YHugosbl (PLT) npefHa3HayeHbl 4719 UCMOMb30BaHUA B pacyeTe Ha O4HOro nauymeHTa. He
3aKpbiBaTb W/WNM He WCMONb30BaTb YHWAO3Y MOBTOPHO MOC/E TOro, Kak mMartepuan Oblin
pacnpegeneH 41 O4HOro nmauveHTa.

2) Martepman OMNICHROMA nocTaBnsieTca 6e3 aucneHcepa. CnefyeT MWCMNOMb30BaTh
No6OIN  gucneHcep, paspelleHHbIn K MPUMEHEHWIO B YCTaHOB/IEHHOM  NOPsiAKe,
nogxopgawmin - ana  yHMao3 OMNICHROMA. [ns npaBuibHOMO WCMOMb30BaHNUSA U
[E3MHMEKLMN BXKHO 03HAKOMUTBLCA C MHCTPYKLMEN NPOU3BOAUTENS.

3) Bo u3bexaHWe BbITeKaHUA MaTepuana nocne npekpaweHns [AaBfieHus Ha AucreHcep
cnepyeT BblAaBnBaTb MaTepuan Nerkum, KOHTPOINMPYEMbIM HaaBIMBAHWEM.

7.2. Matepnan cTomatono! nyecknini  KomnosntHoln  OMNICHROMA B wnpuuax
4 1/2,2 mn n ynuposax (PLT) no 0,2 r

Mepeq Ucnonb3oBaHWEM CnefyeT ybeamuTbes, YTO 3TOT MaTepuan NoAXoauT A/ UCMOob30BaHNSA
B JaHHOM KOHKPETHOM c/lyyae. YKenaeMblil 3CTETUUYECKUI Pe3ynbTaT MOXKET BObiTb He JOCTUMHYT
B 3aBMCUMOCTM OT KOHKPETHOro ciy4yas (Hamp., B C/lyvae MoHOro OTCYTCTBMS CTPYKTYpbI 3y6a
Ha NIMHIB&/IbHOMN MOBEPXHOCTW; B C/y4ae ecnn MoA/iexalmin 3y6 CAnWKOM O6ecLBEYEH; B
cn\'yac ecnv LUBET Nog/iexxallero 3y6a JO/MKeH ObITb U3MEHEH U T.4.).

1 Ouunctka
TwarenbHO OYUCTUTL MOBEPXHOCTb 3yba Pe3nHOBOM YallleyKoil C nactor 6e3 cofepykaHus
(hTopa, a 3aTeM NPOMbITb BOJON.

2. N3onaumsa
Kothdhepaam ABNSETCA NPeAnoyTUTE/IbHbIM METOAOM U30MALMN 3yba.
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3. lpenapupoBaHMe NOIOCIH
MpenapupoBaTb MONOCTb W MNPOMbITb BOZOW. BbIMNOAHUTL CKOCbI MO Kpatd 3Mam  Mpu
npenapuposaHnn nepegHero otaena (knacc I, 1V, V) v crnaxveaHue KpaeB amasn Mpu
npenapvpoBaHMn 6OKOBOW MK 3aaHelt 3y6Hon ayrn (knacc I, 11), CKOCbl 1 CrnaXunBaHne Kpaes
3Ma/in  06ecrneyvnmBarOT MCYE3HOBEHME TpaHULbl MEeXZy KpaeM MOA0CTU W pecTaBpaumen,
YNy4Las 3CTETUYECKUIA acrekT 1 PETEHLMIO.
C TOYKM 3PEHMS 3CTETUKN W PETEHLMN PeibediHbIN CKOC MOXET ObITb NPeAnoyTUTE bHEE.
Mpn BOCCTAHOBNEHWM KEPaMMUYECKMX/KOMMO3WUTHBIX pecTaBpaunii - crefyetr npupath
MOBEPXHOCTU LLIEPOXOBATOCTb C MOMOLLbKO a/IMa3HOro 6opa A5 yiydLleHNs CLEenseHns; ¢
LEMb0 OYUCTKM NPOTPaBUTb MOBEPXHOCTb 3y6a (hOCHOPHON KWUCNOTOW; TLATENbHO
MPOMbITb BOAON; TWATENIbHO MPOCYLUNTL MOBEPXHOCTb 3y6a M HaNOXUTb CUNAHOBBIN
CBA3YIOLWMIA areHT C Moc/nefytowyM HaHeCeHeM MEeTa/IIMYECKON FPYHTOBKW, B Cryyae
eciM MeTall OTKPbIT Ha MOBEPXHOCTW MOBPEXAEHWS, B COOTBETCTBUM C MHCTPYKLMEN
MpOn3BOAUTENS.
4. 3awuTa nynbnol
Ecnm nonoctb pacnonaraeTtcs B HernocpefcTBEHHOW 6/M30CTM K Ny/nbhe, CneayeT HalokuTb
NPOKNagKy W3 CTeKNOMHOMEPHOro Martepuana wivM rugpookucn Kansuma. HE CJIEAYET
NCIMOJIb3OBATb MATEPVNAJIbI HA OCHOBE 9BI'EHOJIA gns 3awmTbl NybMnbl, Tak Kak
oHn Topmo3AT nonumepusaumio OMNICHROMA. OMNICHROMA He npefHas3HayeH and
MPAMOro NOKPbLITUA MYy bMbl.
5. AaresmBHasa cuctema
HaHecTn afire3viBHyt0 CUCTEMY B COOTBETCTBUM C MHCTPYKLMEN NPOU3BOANUTENS.
Mpy 1CMONb30BaHUM CaMOOTBEPXKAAEMbIX aAre3vBHbIX CUCTEM WAW CUCTEM [BOMHOIMO
OTBEPXKAEHUA criefyeT yb6eauTbCA B TOM, UTO OHWM  MOTYT TMPUMEHATBCA  CO
CBETOOTBEPXKAAEMbIMM KOMMO3UTHBLIMK MaTepuanamu.
6. JosupoBaHue
YHuposbl (PLT)
lNepes wcnonb3oBaHMeM BaXHO BHUMaTenbHO npodectb OCOBbIE YKASAHUA T10
MPUMEHEHNIO YHNAO03 (PLT).
MomecTnTb PLT B nogxofsawuii gucneHcep.
CHATbL Konnayok PLT.
BblgaBuTb nacty HEenocpeACTBEHHO B MOMOCTb WM NpeABapUTeNbHO Ha M/aHLIET A
3amMeLLnBaHmA.
LLnpuy,
CHATb KOMNayok wwnpuua. MoBopaumBasi pyKOATKY MO 4aCOBOM CTpesike, BblAaBUTbL MacTy Ha
NNaHWeT Ana 3ameluvBaHus. [nsa ocnabrieHns oCTaTOYHOrO [aB/ieHUst BHYTPW LUNpuUua rnocne
[031pOoBaHUA CrieflyeT MOBEPHYTb PYKOSTKY MPOTMB 4acoBOM CTPeNku Ha nos-obopota win
MO/HbIA 060POT M HEMELJIEHHO HaETb KONMAYoK LUMPMLA.
- HE CNEAYET npuvknagpiBaTb U3NNLLHEE YCUIME K LUNPULY, eCn OH Obl1 TO/IbKO 4TO
BbIHYT W3 XONOAW/bHUKA.
7. MnombupoBaHUe H KOHT/I pUpOBaHHe pecTaBpaLunn
BHocuTb matepuan B MOMAOCTb CredyeT MOCM0MHO. HapoLeHHbIA CNoil MaTepuana He [O0/MKeH
NpeBbIWAaTh YKa3aHHYH r1yOuHy O0TBepXKAeHUS (PeKOMeHAYeTCs CBepuUThCs ¢ Tabnuuen 1).
Wcnonbzosalb OMNICHROMA BLOCKER nog OMNICHROMA ans  npsmoi
pecTaBpauun 3KcTeHcnBHoM nonoct Knacca Il mam IV. OMNICHROMA MoXeT CTaTb
nonynpo3payHbiM B cnyyae, ecim OMNICHROMA He OKpY>eH CTEHKO MonocTy
[O/MKHbIM 006pasom. B cryyae npumMeHeHWst 41 NpAMbIX pecTaBpauuii 3KCTEHCUBHOM
nonoctn Knacca Il vam 1V nonvmepusnposaHHbii MaTepuan OMNICHROMA mMoxet
MOTEMHETb.
Mpy  BOCCTaHOB/EHUM  KepaMUYECKUX/KOMMO3UTHbIX pecTaBpauuii Ha MOBEPXHOCTb
NOBPeXAeHNS He0OXOAMMO HAHECTU OMnakep B KayeCcTBe MepBUYHOrO Cos A1 TOro.
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4yTOObl CKPbITb MET/IMYECKYIO YaCTb, €C/M TakoBas WMeeTcA. 3aTeM HaHecTu
OMNICHROMA Ha noBepxHOCTb NOBPEXAEHWS.
- TMpwn mackmposke auckonopauuu 3y6os npumeHstoT OMNICHROMA BLOCKER wnu

MaCKMPOBOYHbIE areHTbl, TakKMe Kak Onakep, Ha 06eCLBEUYEHHO MOBEPXHOCTU, B 3aTEM
HaHocaT OMNICHROMA.

8. Monnmepunsauna
CnefyeT NOMMMEPU3NPOBATb  KaXAbld  CNOW  He MeHee PeKOMEHAO0BaHHOTO  BpeMEHM

(pekomeHayeTca cBepuTbCA € Tabnuueid 1). gepXkaTb POTONOMMEPU3ATOP Ha PacCTOSAHUM He
6onee 2 MM OT MaTepuana.

9. ®uHMWHaA obpaboTka
Mpupate opMy W OTNOMMPOBaTb pecTaBpaumto. 1S (UHULWIHON 06paboTkM  cregyet
1CNOMb30BaTh MOMUPYHOLLME AUCKU W/MN aniMasHble 60pbl MeNIKOW 3epHUCTOCTM. Heobxoanmo
1CNoMb30BaTh abpasvBHble MeT/UIMYECKUe WM BUHW/IbHbIE MONMPYHOLLME MOMIOCKUA  [/1d
06paboTKN MPOKCMMaYbHbIX MOBEPXHOCTENR. [N MOMMPOBKMA MCMO/Mb3YHOT PE3NHOBbIE YalLeUKu
WM VHble MNOSIMPOBOYHbIE WHCTPYMEHTbl. [NA  3aBepLuatolleil MOMUPOBKU - UCMONb3YHOT
BOW/IOYHbIE WM BaTHble AWUCKM C MNOMMPOBOYHON NacToli unv nrobble Apyrve Noaxoasiume
NOIMPOBOYHbIE NHCTPYMEHTHI.
BAXXHOE MNMPUMEYAHMWE: lNpoun3soanTeNb He HECeT OTBETCTBEHHOCTM 3a MOBPEXAEHUA UK
TpaBMbl, BbI3BaHHbIE HenpaBW/bHbIM MCMNO/b30BaHNEM JaHHOro m3genns. OTBETCTBEHHOCTL 3a
MPOBEPKY MNPUrOAHOCTM [AHHOr0 Martepuasa nepes ero npuMEeHeHWeM HeCceT JIYHO
NpPoMeccnoHa3sbHbIA CTOMATO/OT.
XapakTepucTukn U3aenmMs MorytT ObiTb U3MeHeHbl 6e3 npeABapuTeNbHOTO  YBeLOMIIEHMS.
3MeHeHMe XapaKTepuUCTUK W3AENUs MOXKET MOB/eYb 3a COO0M M3MEHEeHWe WHCTPYKUMIA Mo
NPUMEHEHUIO 1 Mep NPeLOoCTOPOXKHOCTH.

7.3. YKasaHUsA No BHECEHUIO H NnonnmMepusaLnm

Matepnan npefHasHayeH [18 WCMO/Mb30BAHWA C  Fa/l0NeHOBOM Nlamnont  Wan - laMnoi
CBETOAMOAHON MonMMepu3aumMmn ¢ AanHol BonHbl 400-500 HM. [Mpexxae Yem NpUCTYnuTb K
NIOMOVPOBaHNIO, CNefyeT YTOYHWUTb W 3KCTPaopasibHO (POTOMONMMEPU3ATOPOM MPOBEPUTH
BpemMs, HeobXo4uMOe [A/19 MOMHOW MonvMepusauuy matepuana. B Tabnuuax Huke nokasaHa
B3aVMIMOCBS3b MEX/Y BpeMeHeM OTBEPXKAEHWS M TOMLWMHOM C/osi MaTepuaa.

Tabnuua 1 B3aMmocBsizb BpeMeHW OTBEPXAEHMS C TONLWMHON cnosi matepua.ia OMNICHROMA
MoLLHOCTb namribl Bpemsa oTBepXaeHNA TonwmHa cnos

Tyn namnb! (MBt/cw) (CeKyHApbl) (Mn)"
20 2,7
400 40 33
["anoreH 600 20 31
10 2,7
800 20 33
20 25
400 40 36
CeeToanoaHas 600 218 gg
namna 800 0 31
1200 10 30
2300 6 29

1) TonwmHa cnos 6bina }CTaHOB/IEHA Ha OCHOBE Pe3y/bTaTOB TECTOB, BbIMOSHEHHbLIX B COOTBETCTBUM C
NYHKTOM 7.10 «["ny6uHa nonmmepusaunn» craHgapTa 1SO 4049.
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8. dyHKUHOHA/IbHbIC XAPAKTEPUCTHKH

Tabanua 2. Martepuaa ctomaronornuecknii komno3utusii OMNICHROMA

TecTupyembiii napamerp Cneundukauns’
YyBCTBHUTENBHOCTD K Matepuan noskeH OCTaBaTbCA OJIHOPOAHBIM.
OKpYXKaloLLEMY CBETY
‘ I"17yOuHa oTBepxkaeHUA Munumym 1,5 MM
| IIpenea npouxoctn npu usrube | Munumym 80 MIla
Baaronornowenue Makcumym 40 Mkr/mMm’
PacrsopumocTs MakcumyM 7,5 MKr/MM’
- CrabuabHocTs uBeTa [1pn HabnoaeHnK 10NMYCTHMO HE3HAYUTETbHOE U3MEHEHHE LIBETA.

} PenTrenoxonTpactHocTs PenTreHoKOHTpacTHOCTL A0MKHA ObITh paBHa UK Gonblue, YeM y
! AJITOMHHHUA TOM e TOJILUMHDL.
CepTHukaThl aHaNN3a (CM. npuiokeHue 3).

L

BhitienpyBeieHHble UCMBITAHUSL OCYLUECTBAAIOTCS B COOTBETCTBHH ¢ ISO 4049. Tonumua
wienkn ISO 4049 e npumensercs B kauwecTBe TecToBoro obpasua s OMNICHROMA,
1I0CKO:1bKY JaHHbIH MPOAYKT HE ABJACTCA MaTCpHAIOM A7 BpeMeHHO#H 11oMObl. Pabouee Bpems
1 BpeMsa yctaHOBKH ISO 4049 He npuUMCHAIOTCA B KAyeCcTBE HMCILITATEIbHBIX MYHKTOB IS
OMNICHROMA. nockoiibKy JIlaHHBIH TPOJYKT HE OTHOCHTCA K Martepuany Knacca 1 unm
Kiacca 3, ykazanHomy B ISO 4049. OtreHok ISO 4049 He npumeHsieTCs B KauecTBe
uenbrrarenbioro nyikra ans OMNICHROMA., Ttak kak npoaykT He npeaHasHayeH [uis
1HOCTARKH B Pa3HbIX OTTEHKaX.

Marepuan ctoMartonoruuycckuit komnosutiblii OMNICHROMA pa6ortocnocobeH B npouecce
JKCITyaTallMd IPH HOMMH@ILHBIX 3HA4YeHUAX Temneparypbl oT 32 10 42 °C W ycToiluus K
BO3,ICHCTBHIO OKpYXaIOllle# cpe/ibl NONOCTH pTa.

9.  Tlepeuenn craHjapTOB, KOTOPHLIM COOTBETCTBYET MEAHLHHCKOE H3/1e/He

ISO 13485:2016, ISO 14971:2012, ISO 15223-1:2016, 1SO 7405:2008, EN ISO 10993-1-2009,
EN 1SO10993-3-2014, EN ISO 10993-5-2009, ISO 10993-10:2010, EN ISO 10993-12-2012,
ISO 4049:2009, EN ISO 10993-11-2009, EN ISO 10993-18-2009, EN 1041-2008, EN 1641-
2009

10. PacmmdpoBka cHMBO/IOB, NpPHMEHSEMbIX B MapKHPOBKE MNOTPEeOMTENbCKON H
TPaHCHOPTHOI YHHAKOBKH

Cumson Cnmson

Pacuingponka Pacmindposka
u Ipou3soantens LOT Homep naptuu
REF KaranoxHslit HoMmep g «Hcnonb3oBatsb 10...»

[Npeaynpexaatomnii cumson
peaynp «OctopoxHo! O6paTuTbea K
YKa3biBaeT Ha BOIMOXHOCTb
WHCTPYKUWH NO
BO3HMKHOBEHUS alLepruyeckof

NPUMEHEHUION
peaKuMH Ha KOXE
MHCTPYRITHA 110 IPHMCHCHHIO MEAMTHCKOIO H31CIIHA
Marepuas cromatonorsuecknit komnoswribsii OMNICHROMA Crp. 7u3 9
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Cumson
PacLunthpoBKa Cumsorn PaclunpoBKa
TeMnepaTypHbIi AManasoH EC REP YN0/HOMOYEHHbIN
npeacrasuTesns B EC
CoO0TBETCTBYE EBPOMENCKUM
cC P C - 3Hak cooTBeTcTBUA FOCT P

cTaHgapTam

WN. Tpe6oBaHMsi K TEXHNUYECKOMY OBCNY>KMBAHUIO U PEMOHTY’ MeANLMHCKOIO U3aenns
MeanUMHCKIE U3AeNNs B TEXHUYECKOM OBC/TY>XKMBAHWI U PEMOHTE He HY)KAAtoTCS.

12. Ctepunusauus, 04UCTKa U Ae3nHpeKLns

MeaUUMHCKOe U3AeNne MOCTaB/SETCS HECTEPW/bHLIM, He TMPeAnosaraeTcs CTepunm3als
V13aenus Nepef ero UCnosb30BaHVEM.

13.  YcnoBus TpaHCMOPTUPOBKU, XpaHEHWs 1 3KCNIyaTaLum

["paHCNopTUPOBaHWE U3AENNIA, YNaKOBaHHbIX B TPAHCMOPTHYH Tapy, AO/MKHO OCYLLECTB/SATHCS
BCEMV BUAAMU KPbITbIX TPAHCMOPTHLIX CPEACTB C COG/IOAEHUEM MNPEAOCTOPOXKHOCTEN,
YKa3aHHbIX Ha TPaHCMOPTHO Tape, M B COOTBETCTBMM C MpaBMIaMW MEPEBO3KM TPYy30B.
i"e/ACTBYHOLLMMM Ha TPAHCMOPTE AaHHOIO BUAA.

YcnoBua TpaHCNOPTUPOBaHUA
- Temnepatypa: ot Opo +25 °C
- OTHOCUTENbHAaA BNaXXHOCTb Bo3ayxa: 10-100%
- AtmoctepHoe agasneHmne: 800-1060 rlMla

Ycnosus xpaHeHus
- Temnepartypa: ot 0 go +25 °C
- OTHOCUTENbHAA BNaXXHOCTL Bo3ayxa: 10-70 %
- AtmocepHoe aasneHne: 900-1060 rlMa

Ycnosusa akcnnyarauum
- 1'emnepatypa akcnnyatauun: ot +32 °C go +42 °C

YCnoBsus B NOMELLEHMAX NPU 3KCNyaTaunm MeLUUUHCKOro U3ienvs
- Temnepatypa: ot +18 °C go +30 °C

14. Cpok rogHoctu
Cpok rogHocTu: 3 rofia ¢ Aatbl U3rOTOB/IEHUS.

15.  TopsiaoK OCYLIECTBACHUS YTUIN3ALNMN U YHUUTOXEHNS MEAULMHCKOTO U3aenus

MeguumHckoe um3genve «Matepuan ctomatonormyeckuii komnosmTHolik OMNICHROMA» B
3aBMCMMOCTU OT CTEMEHW €ero 3nuAeMMONOrMYecKon, TOKCUKOMOTMYECKOW W paauaLyOHHON
OMacHOCTW OTHOCAT K 3MMAEMUONOrMYecKn 6e30nacHbIM 0TXo4am, NpuBMXeHHbIM Mo CocTaBy
K TBepAbIiM 6bITOBbIM 0TX04am (TBO). [na 6e30MacHON yTUAn3aLMmn 0CTaTKOB U3AEeNNs creayeT
yAannTb HEWUCMNO/b30BaHHbIA MaTepuan 13 wnpuua uin yHmaossl (PLT) 1M nogBeprHyTh ero
(hoTononmMmMepusaumKn, nepes TemM Kak yTUnnsnpoBsartb.
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H:1cnnsn ;1050kHBI ObITh COOpaHbl ¥ Nepefanbl CeUHaIbHbIM THLEH3UPOBAHHBIM OPraHH3aALMAM,
3AUUMAIOINMMCS  YTHIIM3ALMCH  MEAMLMHCKHX OTXO[0B. TpaHCmOpTHpOBKa Mycopa U3
YUYPEKJICHHH K MECTY YTHJIM3ALIMKM OCYLIECTBISETCSA CIELHATN3HPOBAHHBIMH KOMMAHUAMH.

Me HIMHCKHE  M3Jles  OJDKHBI  YTHIM3MPOBAThCA B COOTBETCTBHH C  MEIMIMHCKHMU
HPOIC/1yPAMH, IIPUHATLIMM B MCAHLIMHCKHX YYPEXICHUAX, U MECTHBIMH, FOCYJapCTBEHHBLIMH
WM (ejiepalibHbIMH HOpMaTHBaMH. BeiGop MeTon08 Ge3onacHoil yTHAH3ALHK B YHUYTOXEHHS

“ H3/1C/IMH 3ABUCUT OT MOLIIHOCTH H NMPOGHIIA MEAULIMHCKOM OpraHHU3allMH, HATMYHUS YCTAHOBOK M0
00¢13apaKHBaHHUIO/00€3BPEXKUBAHHIO  OTXOMOB, crnocoba  06e3BpeXHUBAHHA/YHHUTOKEHHUS
OTXO,/10B, IIPUHATOrO Ha AJAMHWHHCTPATUBHON TEPPUTOPHU (CXKUraHWE, BbIBO3 HA MMOJIHTOHBI,
VTH.IM3ALMSA).

HICIPY K103 110 NIPHMEHCHHIO METHUBHCKOI0 H3IETHA
Marepiin croMatoaonaeckiit komnosurasit OMNICHROMA Cip.9u39
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[MeyaTs: HoTapuyc Bropo no topugnyveckum sonpocam r. Tokno XATAHO Progau]

PermctpaumoHHbIi Homep: 260 B kHure 3anuceld 2020 roga
HOTAPVMA/BHOE CBUAETENBCTBO

CerogHsa, 3 noHa 2020 roga Ko MHe, HoTapuycy Bropo Mo topuanMyeckum BoMpocam
r. Tokno XATAHO Progsn (HATANO Ryuji), imuHo asmnacs Tomoko MUPYHE (ToToko
MIFUNE), npeabsBuBLUas 4OCTaTOUHbIE A0Ka3aTeNbCTBa B YA0CTOBEPEHME CBOEW NNYHOCTH,
AelicTBytolas B Kavectee npefctasutenss Makoto CAKAMOTO, npesngeHTa KOMNaHUW
«Tokysima [eHTan KopnopeiwH», 1 3adBUMa, YTO YKasaHHbIn Bbiwe Makoto CAKAMOTO
MOATBEPAWA CKpenJieHre CBOE MNOAMUCHIO 1 NeYaTbio NPUIaraeMoro JOKyMeHTa.

B yzocToBepeHve cero CKpensk HacTOALLMIA JOKYMEHT CBOEM MevaTbio 1 NOAMMUCHIO.

O yem A CBMAETENLCTBYHO

3 uoHs 2020 1. B JaHHOM HOTapuanbHON KOHTOPE Mo agpecy: 1-7-2 XuracuysHo, TanTto-Ky,
ToK1o. AnoHums.

HoTtapuyc Bropo no ropuanyeckum sonpocam r. Tokno 1nognucs! XATAHO Progsu
[MevaTs: HoTapuyc Bropo no topuamyeckum soripocam r. Tokmo XATAHO Progsu]

CBUAOETE/IBCTBO

Y [0CTOBepsA0 NOoA/IMHHOCTL MOANUCK M NevaTn HoTapuyca bropo no tpuanyeckum Bonpocam
r. Tokuo.

3 moHs 2020 T.

[vpekTop Bropo no ropuanyeckum sorpocam . TOKMO
[MevaTb gupekTOpa Bopo no puauyeckum sonpocam r. Tokuo]

ANOCTWNb
(Maarckast KoHBeHUMsA OT 05 oKT6ps 1961 T.)

1 CrpaHa: ANOHUA
Hactoswmin othmumanbHblid JOKYMEHT
2. nognmcaH XATAHO Proasu,
3. BbICTYMaroLWMM B KayecTse HoTapuyca bropo no ropuanyeckum sonpocam r. TOKMO,
4. ckpenneH neyatbto/wtamnom XATAHO Proasun. HoTapuyca

YAOCTOBEPEHO
5. BT. TOKno 6. 3 noHa 2020 .
7. MMHUCTEPCTBOM WHOCTPaHHbIX Aen
8. 20-Ne016338
9. Mevarb/wramn: [MevyaTb: MUHUCTEPCTBO MHOCTPAHHLIX Aen ANoHWUN]
10. Mognwmcek Inodnucbl Tocne TAHAKA (Toshie TANAKA)
OT MMeHU 1 Mo NOPYYEHUIO MUHWUCTPA MHOCTPAHHbIX Aen
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PerncTpaumoHHblii Homep 260, 2020 T.

HoTapuanbHoe CBUAETENBLCTBO

CerogHs, 3 uioHa 2020 roga KO MHe, HOoTapuycy Bropo Mo opuanyeckmum Bompocam
r.Tokvo XATAHO Pwogsn, namyHo gaBunacb Tomoko MUWOYHE, npeabasusLLas
[OCTaTOYHble A0Ka3aTeNbCTBa B YAOCTOBEPEHME CBOEW NMYHOCTY, AENCTBYIOLLAA B Ka4YeCcTBe
npeactasutens  Makoto CAKAMOTO, npe3ngeHTa KomnaHuM «Tokyama [leHTan
KopnopeilluH», 1 3asBuna, 4TO YyKasaHHbIA Bbile Makoto CAKAMOTO noatsepamn
CKperieHne CBOel NOANMNCHI0 U NeYaTbio Mpu/iaraemMoro AoKyMeHTa.

B yaocTOBEPEHME CEro CKPENA HACTOALMIA AOKYMEHT CBOEA NeYvaTbio 1 MNOAMNUCHHD.

[MevaTs: Hotapuyc Bropo no ropuanyeckum sonpocam r. Tokno XATAHO Progav]

Inodnuchl

Hotapnyc XATAHO Proasu

HoTapranbHas KOHTOpa pailoHa Y3Ho

bropo no ropuanyecknm sonpocam r. ToK1o
1-7-2 XuracuyaHo, TainTo-Ky, TOK1o, AnNoHus
(1-7-2- Higashiueno, Taito-ku, Tokyo, Japan)
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noanuch

Poccuitickaa ®epgepauns
"opog Mocksa
MaTHagUaTOro UHA ABe Thicauu ABaALaToro roga

7. PeOpuHa EneHa AMUTpPUEBHA, BPEMEHHO MCMONHAWOWAA 0683aHHOCTY HOTapuyca ropo()a
Mocksbl AkuMoBa [neba bopucosuya, CBUAETENLCTBYH MOAMMHHOCTb MOANUCK MNEPEBOAYMKA
Acbibawl AHapes AdaHacbeBunya.

Moanuck caenaHa B MOEM NPUCY TCTBUN.
.'MYHOCTb NOANUCABLLEr0 AOKYMEHT YCTaHOBMEHA.

3aperncTpupoBaHo B peecTpe: M>77/09 - H/77 - 2020 -
B3bicKaHO rocyaapcTBeHHON nownuHbl (Mo Tapudyy): 100 py6.
YnnayeHo 3a OKasaHwe ycnyr npasoBoro M TexHuyeckoro xapakrepa: 300 pyo.

NoAMNMnChb

Fep6oBasi MeyaTb E.[l. Pe6puHa * w7t
HoTapitycal - TMGCKBb!

Akumvosa [.b.

MpoLuHypoBaHo, NpoHy.me0.) To
U CKpenneHo neyaTbio /y*a rMuun(~a.-oB).

BPWO HoTapuyca:

Poccuiickas ®afapaumsi

159 H 20 N

A, PabpHHIA Enavia JMuTprieBHa, UMEHHO vcrpivsiiondes
QSUOWCCTWiVETiapiyca rop<w Mocam I"ne6e Boprcosuya.

%mmm (Bo TapVY):
lareay pHO

“n 20 n
%‘ KV R
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KOMNMnA

iOAUvama 1]

3H 9, Tailou 1 chuine. iViilou kii. Tokyo 1K)-IM0:16 JAPAN
Phono: i81 B83383!")-.>76] f-ax, +81 3-38a5-2:?GS

27" of May, 2020
«Approved by»

loKNQLecal Affeirs Baesu

NOTARY'

-7-2 HtGASHIUENO Makoto Sakamoto
TN1TO-Ku President

Tokuyama Dental Corporation
ipte
Instruction for use

Dental composite material OMNICIIROMA

Versions:
1 Dental composite material OMNICHROMA BLOCKER consisting of;
1.1. Dental composite material OMNICHROMA BLOCKER in syringes 4g/ 2.1 ml;
1.2. Instmction leaflet- 1 pc.
2. Dental composite material OMNICIIROMA BLOCKER in unidoses consisting of:

2.1. Dental composite material OMNICIIROMA BLOCKER in unidoses (PLTs) 0.2 g (20 pcs.).
2.2. Instruction leaflet - 1pc.

Revision 2
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1. Name of medical device.

Dental composite material OMNICHROMA

Versions:

1 Dental composite material OMNICHROMA BLOCKER consisting of:

1.1. Dental composite material OMNICHROMA BLOCKER in syringes 4g / 2.1 ml;
1.2. Instruction leaflet - 1pc.

2. Dental composite material OMNICHROMA BLOCKER in unidoses consisting of:

2.1. Dental composite material OMNICHROMA BLOCKER in unidoses (PLTs) 0.2 g (20 pcs.).
2.2. Instmction leaflet - 1pc.

Hereinafter referred as - the material, device, material OMNICHROMA BLOCKER,
OMNICHROMA BLOCKER.

2. Details of the designer, manufacturer and the authorized representative
Designer

Tokuyama Dental Corporation

38-9, Taitou 1-chome, Taitou-ku, Tokyo 110-0016, Japan
Tel: +81-3-3835-7201

URL.: http://www.tokuvama-dental.com

Manufacturer

Tokuyama Dental Corporation

38-9, Taitou 1-chome, Taitou-ku, Tokyo 110-0016, Japan
Tel:+81-3-3835-7201

URL; http://www.tokuvama-dental.com

Manufacturing site

Tokuyama Dental Coiporation Kashima Factory
26, Sunayama, Kamisu-shi, Ibaraki 314-0255, Japan

Authorized representative of the manufacturer in the Russian Federation

«PROTECO», JSC

Legal address 192102, Saint-Petersburg, Salova street, 57, buildingl, letter
Operating address: 196128, Saint-Petersburg, Varshavskaya street, 5/2, office 401, business
center "Varshavsky"

Phone +7 (812) 635-88-90; Email: info@protecodent.ru

3. Intended use of the medical device with Jiidicaf/on of the potential consumerf field of
application.

Intended use; This product is suitable for conventional restoration of tooth cavities
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Potential consumers of the medical device: dentists.
Field of application: dentistry.

4. Indications, contraindications and possible side effects associated with the intended
use of the medical device.

Indications:

For use as a tooth shade resin in dental procedures.

OMNICHROMA BLOCKER contains methacrylic monomers. Do not use OMNICHROMA
BLOCKER for patients allergic to or hypersensitive to methacrylie and related monomers or any
other ingredients.

Possible side effeets: allergic reactions to or hypersensitive to methacrylic and related monomers,
UV absorbers or any of the other ingredients.

5. Description and operating principal of the medical device.

Dental composite material OMNICHROMA BLOCKER is a light-cured, radiopaque, composite
resin. OMNICHROMA BLOCKER contains 82% by weight (71% by volume) of silica-zirconia
filler and composite filler. A high filler load offers decreased polymerization shrinkage. All
inorganic filler contained in OMNICHROMA BLOCKER is a spherical filler (mean particle
size: 0.2 pm, particle size range: 0.1 to 0.3 pm). The monomer matrix contains Bis-GMA and
Triethylene glycol dimethacrylate.

OMNICHROMA BLOCKER is designed for use as a thin layer at the lingual cavity wall of
extensive class 11 and IV restorations. OMNICHROMA BLOCKER can mask slight
discoloration or reconstruct a highly opaque tooth.

OMNICHROMA BLOCKER is provided either in syringe 4g/2.1 ml or in unidoscs “Pre Loaded
Tip” (PLT) 0,2 g.

6. Precautionary measures

1) DO NOT use OMNICHROMA BLOCKER for any puipose other than those listed in
these instructions. Use OMNICHROMA BLOCKER only as directed herein.

2) The material is designed for sale and use by licensed dental care professionals only. It
is not designed for sale nor use by non-dental care professionals.

3) DO NOT use OMNICHROMA BLOCKER if the safety seals are broken or appear to
have been tampered with.

4) If OMNICHROMA BLOCKER eauses an allergic reaction or hypersensitivity,
discontinue its use immediately.

5) Use examination gloves (plastic, vinyl or latex) at all times when handling
OMNICHROMA BLOCKER to avoid the possibility of allergie reactions from
methacrylic monomers. Notes: Certain substance/materials may penetrate through
examination gloves. If OMNICHROMA BLOCKER comes in contact with the
examination gloves, remove and dispose of the gloves, and wash hands thoroughly
with water as soon as possible.
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6) Avoid contact of OMNICHROMA BLOCKER with eyes, mucosal membrane, skin
and clothing.

If OMNICHROMA BLOCKER comes in contact with the eyes, thoroughly flush eyes with
water and immediately contact an ophthalmologist.

If OMNICHROMA BLOCKER comes in contact with the mucosal membrane, wipe the
affected area immediately, and thoroughly flush with water after the restoration is
completed.

If OMNICHROMA BLOCKER comes into contact with the skin or clothing, immediately
saturate the area with an alcohol soaked cotton swab or gauze.

- Instruct the patient to rinse his mouth immediately after treatment.

7) OMNICHROMA BLOCKER should not be ingested or aspirated. Ingestion or aspiration

may cause serious injury.

8) To avoid the unintentional ingestion of OMNICHROMA BLOCKER, do not leave it

unsupervised within the reach of patients and children.

9) Clean the placement instruments and brnshes with alcohol after use.

10) When using a light-curing unit, protective eye shields, glasses or goggles should be

worn at all times.

11) This product is designed to be used at room temperature (18 - 30°C). Allow product

to reach room temperature prior to use. Cold material may be difficult to extrude.

7. Order of application

7.1. Special notes for the use of unidoses (PLT)
PLT is a pre-loaded tip.

1) Unidoses (PLTs) are designed for single patient use only. Do not re-cap and/or re-use the
unidose tip once material has been dispensed for that patient.

2) Dispensers are not provided for OMNICHROMA BLOCKER. Use a dispenser that is
peiTnittcd for use in accordance with the standard procedure and fits the unidosc of
OMNICHROMA BLOCKER. For proper use and proper disinfection, see manufacturer’s
instructions.

3) Use light, controlled pressure to prevent any continued extrusion of material following
pressure release.

7.2. Dental composite material OMNICHROMA BLOCKER in syringes 4g /2.1 ml
and in unidoses (PLT) 0.2 g (20 pcs.).

1 Cleaning

Thoroughly clean the tooth surface with a rubber cup and a fluoride-free paste then rinse with
water.

2. Shade Selection
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Select OMNICHROMA BLOCKER as the initial layer under OMNICMROMA, with direct
restorations of extensive Class Il or IV cavity using OMNICHROMA.

3. Isolation
A rubber dam is the preferred method of isolation.
4. Cavity Preparation

Prepare the cavity and rinse with water. Add bevels to the enamel margins of anterior
preparations (class Ill, 1V, V), as well as chamfers to the margins of posterior preparations (class
I, 1), bevels and chamfers assist in erasing demarcations between the cavity margins and
restoration, thereby enhancing both esthetics and retention.

Scalloped bevel could be desirable depending on tlie esthetics and retention.

In case of porcelain/composite repairs, roughen the surface with a bur or a diamond point
to prepare the area for adhesion; apply phosphoric acid etch for cleaning; rinse thoroughly with
water; air dry thoroughly and treat with a silane coupling agent, followed by a metal primer if
metal is exposed on the fractured surfaces according to manufacturer’s instructions.

5. Pulp Protection

Glass ionomcr or a calcium hydroxide lining should be applied if the cavity is in close proximity
to the pulp. DO NOT USE EUGENOL BASED MATERIALS to protect the pulp as these
materials will inhibit curing of bonding agent and/or OMNICMROMA BLOCKER.
OMNICHROMA BLOCKER is not indicated for direct pulp capping.

6. Bonding System
Apply a bonding system according to manufacturer’s instructions.

If you want to use a self-cured or dual-cured bonding system, please confirm that such
bonding systems are compatible with the light-cured composite resins being used.

7. Dispensing

Unidoses ( PLTI

Please read SPECIAL NOTES FOR THE USE OF PLT before use.
Load the PLT into a dispenser that fits the PLT.
Remove the PLT cap.

Extrude the paste directly into cavity or indirectly on the mixing pad.

Syringe
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Remove the syringe cap. Extrude the paste onto a mixing pad by turning the handle clockwise.
After dispensing, turn the handle counterclockwise by a halfto full turn to release residual
pressure inside the syringe and re-cap the syringe immediately after dispensing.

DO NOT apply unnecessary force to the syringe immediately after removing from the
refrigerator.

8. Filling

Fill the cavity with OMNICHROMA BLOCKER as an initial layer. Increments should not
exceed the indicated depth (please refer to Table 1).

DO NOT mix OMNICHROMA BLOCKER with other brands of resin composite to avoid
incomplete cure or voids.

9. Curing

Light-cure each increment for at least the indicated time (please see Table 1), keeping the curing-
light tip within a distance of 2 mm from the increment.

Follow the filling and curing instructions of OMNICHROMA to be layered over the cured
OMNICHROMA BLOCKER.

10. Finishing

Shape and polish the restoration according to instructions for OMNICHROMA used as the
surface layer of the restoration.

IMPORTANT NOTE: The manufacturer is not responsible for damage or injury caused by
improper use of this product. It is the personal responsibility of the dental professional to ensure
the product is suitable for application before use.

Specifications are subject to change without notice. When the product specification changes, the
instnictions and precautions may change also.

7.3. Indications for filling and curing

The material is designed to be used with either a halogen or LED curing-light with a
wavelength of 400-500 nm. Be sure to light-cure the material extra-orally and check the lime
needed for complete hardening of the material with your light-curing unit before performing
the bonding procedure. The below table illustrates the relationship between curing time and
increment depth.

Table 1. Relationship between curing time and increment depth of OMNICHROIVIA
BLOCKER.

Intensity Curing time Increment depth
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Light type (niw/cmz2) (seconds)

Halogen

LED

(mm) #

400 20 18
600 20 19
10 17

800
20 2.0
400 20 16
600 20 17
10 17

800
20 19
1200 10 18
2300 6 19

*Increment depth was detennined on the basis of test results perfonned in accordance with
section 7.10 “depth of cure” of 1SO 4049.

8. Pcrfomaiice specifications.

Table 2. Dental composite material OIMNICHROMA BLOCKER

Test item

Sensitivity to ambient light

Depth of cure”

Flexural strength”

2

Water sorption
Solubility

Shade”

Appearance
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Specificationd)

After light exposure for 60 + 5 sec, the material of samples
remains physically homogeneous

Minimum 1.0mm (Opaque shades)

Minimum: 80MPa
Maximum: 40pg/mm3
Maximum: 7.5jig/mm3

The shade of the set material which is immersed into water for 7
days shall match closely that of the manufacturer’s shade guide.

The set material shall be homologous without bubbles and
contaminations



No more than a slight change in color shall be observed after light

Color stability*” irradiation.
Radi . The radio-opacity of the set material shall be equal to or greater
adio-opacity than that of the same thickness of aluminium

1) This test was performed according to the standard 1SO 4049.

2) This test was performed according to the standard 1SO 4049.

3) These tests were performed according to the internal standards of the manufacturer
4) Certificates of Analysis (see Annex 3)

Dental composite material OMNICHROMA BLOCKER is functioning during operation at
nominal temperatures from 32 to 42 ° C and is resistant to the environmental effects of the oral
cavity.

9. The standards of compliance of the medical device

ISO 13485:2016, I1SO 14971:2012, 1SO 15223-1:2016, I1SO 7405:2008, EN 1SO 10993-1-20009,
EN 1S010993-3-2014, EN ISO 10993-5-2009, 1SO 10993-10:2010, EN 1SO 10993-12-2012,
ISO 4049:2009, EN 1SO 10993-11-2009, EN 1SO 10993-18-2009, EN 1041-2008, EN 1641-
2009
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10. Interpretation of symbols used in labeling of consumer and transport packaging;

Symbol Description
m | Manufacturer
Irefl Catalogue number
Warning symbol to show
the possibility for the
P occurrence of skin allergic

reaction

— r Temperature range

Compliance with European
standards

Symbol

1o t]

A

BEC net’

Description

Lot number

"Use by date..."

«Caution! Refer to the
instructions for use»

Authorized Representative
in the EU

mark of conformity GOST R

11. Requirements for maintenance and repair of the medical device.

Medical devices do not required maintenance and repair.

12. Sterilization, cleaning and disinfection.

The medical device is supplied non-sterile and is not intended to sterilize the product before

using it.

13. Conditions of transportation, storage and operation.

Transportation of products packaged in shipping containers must be carried out by all types of
closed vehicles in compliance with the precautions specified on the shipping container and in accordance
with the rules for the carriage of goods in force on this type of transport.

Transportation terms and conditions:
- temperature - from 0 to + 25°C;
- relative humidity of air - 10- 100%
- Atmosphere pressure: 800 ~ 1,060 hPa

Storage conditions:
- temperature - from 0 to + 25°C;
- relative humidity of air -10-70 %

Instruction for Use of the medical device
Dental composite material OMNICHROMA BLOCKER
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- Atmosphere pressure: 900 ~ 1,060 hPa

Operating Conditions
- Operation temperature from+32 “Cto +42 °C

Room conditions during operation of the medical devices;
-Temperature +18 «C-+30 °C

14. Shelf life

Shelf life: 3 years from a date of production.

15. The procedure for the disposal and destruction of medical devices

Medical device Dental composite material OMNICHROMA BLOCKER, depending on the
degree of it’s epidemiological, toxicological and radiation hazard, are classified as
epidemiologically safe waste, close in composition to solid household waste (MSW). To dispose
the medical devices residues safely, an unused material from the syringe or unidose (PLT)
should be removed and light-cured before disposing.

The products must be collected and transferred to specialized licensed organizations
involved in the disposal of medical waste. Transportation of garbage from institutions to the
place of disposal is carried out by specialized companies.

Medical devices must be disposed in accordance with medical procedures in medical
institutions and local, state or federal regulations. The choice of methods for safe disposal and
destruction of products depends on the capacity and profile of the medical organization, the
availability of facilities for decontamination / neutralization of waste, method of disposal /
destiTiction of waste, adopted in the administrative ten'itory (incineration, landfill, disposal).
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Notary
HATANO Ryuji

AlE i

REEAR, RREBRIBRLZEADFZLZHBLZCODOTHD, 2D, 2O,
HENDLDTHBHI L ZENT %,

afizE 6 A 3 U

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document
2. has been signed by HATANO Ryuji
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

ta

bears the seal/stamp of HATANO Ryuji ,Notary
Certified

at Tokyo 6. JUN. 0 3. 2020

by the Ministry of Foreign Affairs

20- N9016337

Seal/stamp: 10. Signature
hz s (s fio
TANAKA Toshie

© P N @

For the Minister for Foreign Affairs
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Registered No. 259 of 2020
Certificate of Acknowledgment of Notary

On this 3rd day of June, 2020, before me, HATANO
Ryuji, a notary in and for Tokyo Legal Affairs Bureau,
personally appeared Tomoko MIFUNE, with satisfactory
evidence of her identification and of her being the agent of
Makoto SAKAMOTO, President of Tokuyama Dental
Corporation, said Makoto SAKAMOTO , had acknowledged
to have affixed his signature to the attached document.

Witness , [ set my hand and seal .

Sl l‘lk‘:
a9 =l

(\‘
Le-_-a

Notary, HATANO Ryuji
Ueno Notary's Office of Tokyo Legal
Affairs Bureau, 1-7-2 Higashiueno ,

Taito-ku , Tokyo, Japan
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[MoroTun komnanum «Tokysma [eHTay KoprnopeiwH» (TokuyaTa Dental Corporation)]
38-9,TainTo 1-Téme, Tarito-Ky, Tokno 110-0016 AMOHA
(38-9, Taitou 1-chome, Taitou-ku, Tokyo 110-0016 JAPAN)
Ten.: +81 3-3835-2261 dakc: +81 3-3835-2265

27 masa 2020 r.
«YTBEPXKAEHO»

Inodnucbl

MakoTto CakamoTo (Makoto Sakamoto)

MpesnaeHT

[MeyaTb KOMNaHUM «Tokysama [leHTan KopnopeiiH»]

[MeuaTs: Bropo no opuanyeckum sonpocam r. Tokmo * HOTAPUYC *
1-7-2 XuracuysHo, TaliTo-Ky, Tokno, AnoHus]

WHCTPYKUMSA NO NPUMEHEHUIO
MaTepunan cTomaTonornyecknii KomnosntHoeli OMNICHROMA

BapuaHTbl UCNOMHEeHUA:
1 Matepuan ctoMatonormyeckmini komnosutHeln OMNICHROMA BLOCKER, B cocTase:
11. Matepuan cTomatonornyeckmin - komnosutHolik OMNICHROMA BLOCKER B
wnpuyax 4 r/2,1 mn;
1.2. IHCTpyKumMA-BKNaabIW - 1 Wi,
2. Matepuan ctomatonornyeckmin komnosmtHblin OMNICHROMA BLOCKER B yHMgo3ax, B
COCTaBe:
2.1. Matepuan crtomartonornyeckuii  komnosuTHeln  OMNICHROMA BLOCKER B
yHungosax (PLT) no 0,2 r (20 wr.);
2.2. HCTpyKuma-BKnagpiw —1 w.

Pepakuma 2
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1 HaumeHoBaHMe MeAMLIHUCKOTO U3aenus

MaTtepua! ctomaTtonornyeckmin KomnosutHelin OMNICHROMA
BapuaHTbl ncnonHeHus:

1 Marepuan ctomatonornyecknini komnosmtHelin OMNICHROMA BLOCKER, B cocTase:
1.1. Matepuan ctomaTonornyeckuin - komnosutHeln  OMNICHROMA BLOCKER B
wnpuuax 4 r/2,1 mn;
1.2. IHCTpyKUMA-BKNaabIW - | .
2. Marepuan ctomatonornyeckuini komnosutHbli OMNICHROMA BLOCKER B yHugo3ax, B
COCTaBe:
2.1. Matepuan cTo.Matoiornyeckmini - komMnosutHeln  OMNICHROMA BLOCKER B
yHupo3ax (PLT) no 0,2 r (20 wr.);
2.2. VIHCTpyKUmMA-BKNagpIw - 1w,
Jayee no TekcTy - maTepucn, wmsgenve, maTepran OMNICHROMA BLOCKER, OMNICHROMA
BLOCKER

2. CsefieHnsi 0 pa3paboTunKe, NPOM3BOAMTENE 1 YTONHOMOYEHHOM NpPeACTaBUTENE

Pa3pab0o3yHK

«Tokysma [leHTan KopropeniuH»

38-9. TaitTo 1-1éme, TainTo-Ky, Tokno 110-0016, AnoHms
(38-9, Taitou 1-chome, Taitou-ku. Tokyo 110-0016 JAPAN)
Ten.:+81-3-3835-7201

Cant: http://www.tokuvama-dental.com

MpounssoguTens

«Tokysma [leHTan KopropeiH»

38-9, TaiiTo 1-Téme, TainTo-Ky, Tokmo 110-0016, AnoHms
Ten.:+81-3-3835-7201

Caint: http://www.tokuvama-dental.com

Mpon3BoACTBEHHAA MaoLwajKa

«Tokysma [eHTan KopriopelwH», habpuka B Kacume
26. CyHasma, Kamucy-cu, Vbapakn 314-0255, AnoHus
(26. Sunayama, Kamisu-shi, Ibaraki 314-0255, Japan)

YNONHOMOYEHHbIV NpeAcraBHTC/Ib NPOU3BOANTENS B Poccuiickoil defepamn

AO «MPOTEKO»

KOp. agpec: 192102, r. CaHkT-MeTepbypr, yn. Canosa, 4. 57, kopu. 1, mT. «/»

dakTnyeckuii agpec: 196128, CaHkT-MeTepbypr, yn. Baplasckas, 4. 5. kopn. 2, ojwmc 401, bL],
«BapLuaBCcKuin»

Ten.: +7 (812) 635-88-90; an. nouta: info@protecodent.ru

3. TlpefyCMOTpeHHOe  MPUMEHeHWe  MeAWUMHCKOTrO  U3[4enns  C  yKasaHuem
NOTeHUMaNbHOro NorpcéuTens, 061acTb NPUMEHEHNS

MpefyCMOTPEHHOE NMPUMEHEHME: U3AeNNe NpefHa3HauYeHo ANs TPaANLMOHHOIO BOCCTaHOBEHUS
MOBPEXEHHbIX TBEP/AbIX TKaHel 3yo6a.

1loTeHUMabHbIE NOTPEGUTENN MESULMHCKOIO U3LeNNs: BPa4YM-CTOMATOONM.

O6n1acTb NPUMEHEHWS: CTOMATO/ION WS,
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4. TlokasaHusi, MPOTUBOMOKA3aHNS W BO3MOXHble MOGOYHbIE IPPEKTbI, CBA3AHHbIE C
npeAyCcMOTPEHHbIM NPUMEHEHNEM MEAULMHCKOro U3aenms

lMokasaHWA: NPUMEHEHMe B KayecTBe OTTEHOYHOro CTOMATO/IOTMYECKOro KOMMO3UTHOIO
martepuata B CTOMaTONOTUN.

11poTnBONOKa3aHA:

Matepuws! OMNICHROMA BLOCKER cogepXut  MeTakpuioBble  MOHOMepbl. He
ncnono3osate OMNICHROMA BLOCKER ans neyeHus nauueHTOB, Y KOTOPbIX MMEeTcH
aNineprus UNN MNoBbILLEHHAsA YYBCTBUTENIbHOCTb K METaKpPU/IOBbIM M aHaI0rMyYHbIM MOHOMepam
Un Ni0BbIM APYTUM VHTPeaVeHTaM.

Bo3mMOXHble  MOOOYHbIE  3MEKTbI:  a/ifIepruyeckme  peakumMnm WM MOBbILLEHHASA
YyBCTBUTENIbHOCTb B OTHOLLEHWM METAKPUIOBbIX U aHaNOrM4YHbIX MOHOMEPOB, MOrN0TUTENEN
YNbTPaMONETOBOrO U3/TyYeHUS UK NKOObLIX APYTrMX WHIPEeLNEHTOB.

5. OnucaHue nu3aenns, NPUHLUMN AeACTBUS MEAMLIVMHCKOTO U3enus

Matepuan cTtomatonormyecknii  komnosutHeln  OMNICHROMA BLOCKER - 310
CBErOOTBEPXKAAEMbIA  PEHTTEHOKOHTPACTHbI  KOMMNO3UTHbIA ~ mMaTepran. OMNICHROMA
BLOCKER cogepxut 82 % no Becy (71 % no 06bemy) KPeMHUR-LUPKOHWEBOTO HanofHUTENs
M KOMMO3WUTHBIA HanoMHUTE/b. BbICOKas CTemneHb Haro/HEHHOCTU KOMMo3uTa 06ecrneyvBaeT
HU3KYHO NOMMMEPU3ALUMOHHYIO Yycawy. HeopraHWYecKuii HamnosHUTENb, COAepXalmica B
matepmane OMNICHROMA BLOCKER, npeactaBnsieT coboii cepuyecKuii HanonHUTENb
(cpegHuin  pasmep yactuy 0,2 MKM; AvanasoH pasmepoB Yactuy, ot 01 go 0,3 MKm).
MoHOMepHass ~ MaTpuua  COAePXWT  buc-rauuegmmetrunvetakpunat  (buc-frMA)  n
TPUITUNEHTIMKOSb AUMETaKpUaT.

OMNICHROMA BLOCKER pekomMeHOyeTCs WCMOMb30BaTb B KayecTBe TOHKOrO C/oA Ha
A3bIYHOW (IMHIBa/IbHO) CTEHKe MOIOCTU MpU pecTaBpaumnsax 06beMHbIX nosocTei knacca Il v
IV. C nomowpto marepyana OMNICHROMA BLOCKER MOXHO  MacK/MpoBaTb
He3HauuTeNlbHOe U3MEeHeHWe LiBeTa U NPOBOAUTL PEKOHCTPYKLMIO HEMPO3payvyHoro 3y6a.
OMNICHROMA BLOCKER pgoctyneH B wnpuuax 4 r/2,1 mn v B yHugo3ax «Pre Loaded Tips»
(PLT)no 0,2 .

6. Mepbl NPesoCTOPOXKHOCTU

1) HE NCMNOJIbBOBATb OMNICHROMA BLOCKER pans Kakux-nMbo uenei, Kpome
MEePEeUNCNeHHbIX B AaHHOW WHCTPyKuun. CnegyeT wucnonb3osate OMNICHROMA
BLOCKER T0/1bKO B COOTBETCTBMM C NPUBEAEHHBLIMW 3[eCb PEKOMEHAALMNAMMN.

2) Matepuan npefHasHayeH 418 NPOARKM W UCMONb30BAHUSA TOMbKO JIMLEH3NPOBAHHBLIMU
NPOECCMOH/IbHBIMM ~ CTOMATo/IoraMW.  [laHHbIi  MaTepuan He MpefHasHayeH ATH
MPOL&XW W MCMONb30BaHWA /iMUAMKW, He ABMSIOWMUMUCA  NPOJeCcCUoHaIbHbIMM
cTomarosioraMu.

3) He ucnonb3osatb OMNICHROMA BLOCKER, ecnu 3aluTHble Naom6bl Ha ynakoBKe
MoBPEXAeHbI UM eCTb COMHEHWNSA B UX MOAJ/IMHHOCTM.

4) EcMy  nauMeHTa  BO3HUKaeT — aJifIepryeckasl peakuuss WaM  MOBbILLEHHAA
yyscTBUTENIbHOCTL K OMNICHROMA BLOCKER, cnefyet Heme[l1eHHO NpeKpaTuTb
ero npuMeHeHue.

5) PekomMeHfyeTCA 1CMo/b30BaHWe CMOTPOBLIX (MOIMMEPHBIX, BUHUMOBLIX WM NATEKCHBIX)
nepyatok Ha Bcex 3rtanax pabotbl ¢ OMNICHROMA BLOCKER Bo u36exaHue
BO3MOXHOIO MOSIB/IEHUA  /INIEPrUYECKO  peakuMnm Ha MeTaKpuioBble MOHOMEpbI.
MpumeyaHve: HekoTopble BellecTBa/MaTepuasibl MOrYT MPOHUKATb 4Yepe3 CMOTPOBbIE
nepyatkn. B cnyyae KoHTakta OMNICHROMA BLOCKER co cMOTpoBbIMK
nepyaTkamy cnefyet HeMeA/IeHHO CHATb U YTUAU3MPOBATL WX, a TakXke TLaTenbHO
BbIMbITb PYKM BOLOA.
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6) He ponyckatb nonagaHna OMNICHROMA BLOCKER B rnasa, Ha CAM3WCTble
060104KN, KOXY 1 0fexXay.

= [1pn nonagaHnn OMNICHROMA BLOCKER B rnasa cnefyet Hemez/1eHHO NMPOMbITb
MX 60/IbLLIMM KO/IMYECTBOM BOAbI M 06paTUTLCA K OPTa/IbMOsOorYy.

- B cnyyae nonagaHns OMN1CHROMA/OMNICHROMA BLOCKER Ha causuctyto
060/104KY CreflyeT HeMe/IeHHO NPOTETETb MOPaXXEHHYHO 06/1acTb, a 3aTeM TLUATe/IbHO
MPOMbITb 6O/ILLLIMM KOMIMYECTBOM BOZbI NMOC/IE OKOHYaHWNSA PecTaBpaLOHHbIX padoT.

- B cnyyae nonagaHna OMNICHROMA BLOCKER Ha KOXy wnu ogexay cnefyet
HEMe//IEHHO OYMUCTUTb MOPaXeHHYK 06/1aCTb BaTHbIM WM Map/ieBbiM TamroHOM,
CMOYEHHbIM B 3TWUM0BOM CNUPTE.

- MaymneHT JO/MKEH NPOMOJIOCKaTh POT Cpasy »Ke noc/e neveHus.

7) He cnegyet npornatbiBatb uan Babixalb OMNICHROMA BLOCKER. lMpornatbiBaHue
U BAbIXaHWe MaTeprasia MOXET HAaHECTW CEePbE3HbIN BPes, 340POBbIO.
8) He octaBnatsb OMNICHROMA BLOCKER B 0CTYNHOM 415 AeTeil U NauueHToB MecTe
BO M36exxaHue nporsiaTbiBaHnsA no oLmoke.
9) Cnepyetr o6pabatbiBaTb CMAMPTOM  UHCTPYMEHTbI A1  MI0OMOMPOBaHUA Mocnie WX
1CMO/Mb30BaHNA.
10) Mpn wucnonb3oBaHWM CBETOOTBEPXKAAEMOrO YCTPOMCTBA Bcerfa crefyeT HaaeBaTb
NNLEBbIE WATKM, OTKPLITBIE WUN 3aKPbITbIE 3aLLMTHBLIE QUKW.
) HacTosilee n3genve npefHasHayeHo A4S UCNOMb30BaHUA NMPU KOMHATHON TeMnepatype
(18-30 °C). Tlepea ucnonb3oBaHMEM CrieflyeT [OBECTU W3feNnnMe [0 KOMHaTHOA
TemnepaTtypbl. XONOA4HbIA MaTepuan MOXeT TPyAHee U3BNEKATbCS.

7. Tlopagok npuMeHeHns

7.1. Ocobble yKazaHMa HO NpUMeHeHnto yHnao3 (PLT)
PL " 03Ha4aeT «npeaBapuUTenbHO HaMOMHEHHbIA HAKOHEUHWNK.,

1) Yungossel (PLT) npegHasHaveHbl 4715 UCNOMb30BaHNUSA B pacyeTe Ha O4HOro nauueHTta. He
3aKpbIBaTb U/WNM He MCMOMb30BaTh YHUA03Y MOBTOPHO MOC/E TOro, Kak mMarepuan 6bin
pacnpegeneH Ang ofHOro nauueHTa.

2) Matepnan OMNICHROMA BLOCKER nocTtaBnsetcsd 6e3 paucneHcepa. Cnegyet
MCNOMb30BaTh /OO0 AWCMEHCEP, Pa3pPeLUeHHbIN K MPUMEHEHNIO B YCTAHOB/IEHHOM
nopsaake, noaxogsawwmi ans yHnao3 OMNICHROMA BLOCKER. [ns npaBWibHOMO
MCNOMb30BaHUA N AE3NHMEKLMN BAXKHO 03HAKOMUTLCS C UHCTPYKLMEN NMPON3BOAUTENS.

3) Bo un3bexkaHWe BbITEKAHUA MaTepuana Mocne npekpalleHns [AaBneHust Ha AWCreHcep
cnefyet BblAaBnMBaTb MaTepuas Nerkum, KOHTPOIMPYeMbIM HaJaBMBaHUEM.

7.2. Matepmnan ctomatonornyeckuii  komnosntHeln OMNICHROMA BLOCKER B
wnpuyax 4 r/2,1 ma n ysmnosax (PLT) Ho 0,21

1 OuncTtka
uaTeNlbHO OYMCTUTL MOBEPXHOCTb 3y6a PE3VHOBOI Yallleykoi € nacToi 6e3 cogepXaHus
())Topa. a 3aTemM NPO.MbITb BOAOIA.

2. Bblbop 0TTeHKa
HaHectn OMNICHROMA BLOCKER B kayectse nepsuyHoro cnos nog OMNICHROMA npu
npsMbIX pecTaBpauusx 3KCTeHCMBHOM nonoctm knacca Il m IV ¢ mcnonb3oBaHveM
OMNICHROMA.

3. N3onauyus
Koththepam sBnseTca npeanoyuTUTeNbHbIM METOA0M N30N1ALUMK 3y6a.

4. MpenapunpoBaHue No.rCcTn
MpenapupoBaTb MONOCTb WM MNPOMbITb BOZOW. BbIMOAHUTL CKOCbl MO Kpak 3Man npu
npenapvpoBaHun nepegHero otgena (knacc 1L 1V, V) n crnaxueaHue Kpaes amMann npu
npenapupoBaHnn 60KoBoIN unu 3aaHelt 3y6!{oin ayrun (knacc I, 11). CKocbl 1 CrnaxuBaHne Kpaes
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aManM  06ecrneymBaroT MCYE3HOBEHME TPaHuLbl MeXAY Kpaem MosiocTu pecTaBpauyient.
ynydLas aCTeTUYECKUIA aCreKT N PETEHLMIO.
C TOUKM 3pEHMSI SCTETUKM 1 PETEHLIMN PeNbedHbIA CKOC MOXET ObITb NPeANOYTUTENbHEE.
Mpy  BOCCTAHOBNEHMWN KepaMUYeCKMX/KOMMO3UTHbIX pecTaBpauuid crefyet npuaathb
MOBEPXHOCTU LLIEPOXOBATOCTb C MNOMOLLBHO aIMA3HOro 6opa Ans ynyulleHus CLenieHuns; ¢
Le/Ibl0  OYMUCTKM MPOTPaBUTb MOBEPXHOCTb 3yb6a (HOCHOPHOM KMCNOTOM; TLATENIbHO
MPOMbITb BOAO; TLATENbHO MPOCYLUMTb MOBEPXHOCTb 3y6a WM HaHECTU CWUMaHOBBbIN
CBA3YIOLUMIA areHT ¢ MOC/MefyroWwyM HaHeCeHMeM MeTa//IMYECKON TPYHTOBKM, B Cry4ae
eciM MeTa/l OTKPbIT Ha MOBEPXHOCTU MOBPEXAEHMS, B COOTBETCTBUM C WHCTPYKLMEN
MPOU3BOAUTENS.
5. 3awwuTa nynbnebl
Ecnm nonoctb pacrnonaraetcs B HEMOCPefCTBEHHOW 6/11M30CTU K Nynbhe, CnefyeT HaoKUTb
NPOKNMaAKy W3 CTEKNOMHOMEPHOro martepuana wunm rugpookucn Kansuma. HE CNEOYET
NCIMOMb3OBATb MATEPUAJIbI HA OCHOBE OBIEHOJIA, Tak KaK OHW TOPMO3AT
nosmmepusaumto ceasytoulero areHta uwam OMNICHROMA BLOCKER. OMNICHROMA
BLOCKER He npefHa3HayeH gna npsamoro nokpbITUa nynbnbl.
6. AAresmBHasa cuctema
HaHecTv aaresviBHyt0 CMCTEMY B COOTBETCTBUW C MHCTPYKLMEA NPOU3BOAUTENS.
Mpy MCMonb30BaHUM CaMOOTBEPXKAAEMbIX aAre3vBHbIX CUCTEM WU CUCTEM [BOMHOIO
OTBEPXAEHUSA cnefyeT YybeauTbCA B TOM, YTO OHW  MOTYT TMPUMEHATBCA  CO
CBCTOOTBEPXAaeMbIM KOMMO3UTHLIMU MaTepuaiamu.
7. JosnpoBaHne
YHuposbl IPET)
MMepen wcnonb3oBaHMeM BaXHO BHUMaTesbHO npoyvectb OCOBbIE YKA3AHWA 110
NMPUMEHEHWIO YHWAO3 (PLT).
1lomectutb PLT B NOAXOAALLMIA AMCMIEHCEP.
CHATb Konnayok PLT.
BblgaBuTh MacTy HenocpeACcTBEHHO B MOMOCTb WM MpefBapuUTeNbHO Ha MaHLeT Ans
3amMeLLnBaHmS.
Lnpwny,
CHATb KONMa4yoK Lwnpuua. MosBopayvBas PyKOATKY MO 4acOBOM CTPesiKe, Bbi4aBUTb MacTy Ha
MMaHLWeT 419 3aMellmBaHus. [nd ocnabneHus oCTaTOYHOro [aBfieHUs BHYTPW LUnpuua noce
[031MPOBaHMs CneayeT MOBEPHYTb PYKOATKY MPOTMB 4acOBOM CTPENKM Ha Mon-060poTta wan
MO/HLIN 060POT M HEMELJIEHHO HaZeTb KONMAYoK LUMpULA.
HE C/NIEAYET npuknafbiBaTb U3NIULLHEE YCUIMe K LUNPULY, eCln OH Oblfl TOIbKO YTO
BbIHYT U3 XONOANNbHUKA.
8. Mnomb6uposaHue
3anonHnTb nonoctb HanonHutenem OMNICHROMA BLOCKER B KayecTse nepBoHa4aTbHOIo
cnos. Croin matepuana He [JO/MKEH MPeBbILaTh YKaszaHHYHO ry6uHY (PEKOMEHAYETCSH CBEPUTLCA
¢ Tabnuuei I).
- HE CMEWWMMBATHL OMNICHROMA BLOCKER ¢ KOMMNO3WTHbIMA MaTepuanamu
APYryX MapoK BO M36eXaHye HEMOIHON NonMMepu3aLmmn nnm o6pasoBaHns nycToT.
9. Monnmepunsayns
CneflyeT MONUMEpU30BaTb  KaXKAbliA  CNOM  He MeHee  PEeKOMEHJO0BAHHOIO  BPEMEHM
(pekomeHayeTcst cBepuUTbCA ¢ Tabnuueid 1), Aepxartb (HOTONOMMEPU3ATOP Ha PacCTOAHUKN He
6onee 2 .MM OT maTepuana.
HeobxoaumMo cnepoBaTb MHCTPYKUMAM MO MIOMOMPOBAHMIO U NOMMMepu3aumum  ans
HanoxkeHns  OMNICHROMA  nosepx  nonumepusnposaHHoro  OMNICHROMA
BLOCKER.
10. duHMLWHaA obpaboTKa
Npugate opMy W OTNOAMPOBATL PecTaBpauuio B COOTBETCTBUM C  UHCTPYKUMAMU MO
npumMeHeHno OMNICHROMA B KayecTse NMoBepXHOCTHOMO C/108 pecTaBpaLuu.
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BAXXHOE NMPUMEYAHWE: lMponssoanTenb He HECET OTBETCTBEHHOCTU 3a MOBPEXAEHUS WIN
TPaBMbl, BbI3BaHHbIE HEMpPaBW/bHbIM MCMO/b30BaHNEM AaHHOrO u3genna. OTBETCTBEHHOCTL 3a
MPOBEPKY MNPUroAHOCTW [JaHHOro Martepuania nepes €ero  npuUMEHEHWEM HeceT  JIMYHO
NPogecCOHaIbHBIA CTOMATO/IOT.

XapakTepucTukM un3genns MoryT O6blTb U3MeHeHbl 6e3 npeABapuUTeNbHOrO  YBEAOMIIEHMS.
3MeHeHVe XapaKTepuCTUK W3Lennst MOXET MOB/eYb 3a COO0W WM3MEHEHWEe WHCTPYKUUA Mo
NPUMEHEHUIO U MepP MPeLOCTOPOXKHOCTW.

7.3. YKazaHuAa N0 BHECEHUIO U Nofumepusaumm

Matepran npefHa3HayeH A1 WCNOMb30BaHUA C  rafloreHoBOM flaMmnoin  WMAnM - namnon
CBEroAnoAHOM MoAMmepusaumMn ¢ AnnHON BOMHbI 400-500 HM. [Mpexae yem MNPUCTYNUTL K
N1OMOMPOBaHWIO, CreAyeT YTOUYHWUTb WM 3KCTpaopasibHO (POTOMONMMEPM3ATOPOM MPOBEPUTH
BpemMs, HeobXxoaumMoe ANs NOMHOW MonvMepusauuy Matepuana. B Tabnuuax Hwdke nokasaHa
B3aVIMOCBS3b MEX/Y BPEMEHEM OTBEPXKAEHWUSA U TONLMHON Cos MaTepuana.

Ta6nuua 1. B3anMOCBs3b BPEMEHW OTBEPXAEHUS C TONWMHOK Cnos maTtepuana
OMNICHROMA BLOCKER

Tun namMnsl MowHOCTL namnl Bpemsa oTBepxaeHus TonumHa cnos
(MBT/cm?) (ceKyHAbl) (Mm)
400 20 18
600 20 1,9
anoreH s .
800 )

20 2,0
400 20 16
600 20 17
CeeToauoaHas 800 10 17
namna 20 19
1200 10 18
2300 6 19

|) TOJ'ILLI,I/IHa cnoa  6ba yCTaHoB/leHa Ha OCHOBE pe3y/ibTartoB TeCTOB, BbIMNO/IHEHHbIX B

cootBe1c1BM ¢ nyHKTOM 7.10 «["ny6ruHa nonvmepmsaummn» ctaHgapta 1SO 4049.

8.  DYHKUWMOHaNbHbIE XapaKTEPUCTUKN

Tabnuua 2. MaTepnan cTomMaTonormyeckuin kKomnosmtHbli OMNICHROMA BLOCKER

TecTupyemsbilii napameTp Crieugwikaupsy™

UyBCTBUTENBHOCTb K Mocne Bo3AeiCTBYA CBETA B TeyeHne 60 + 5 cek. maTepuan 06pa3L,os
OKpYy>Xatolliemy OCBeLLeHMIo™’  ocTaeTcs (PM3NYECKN OLHOPOLHbIM.

n{6una nonnmepusaunu MuHUMyM 1,0 MM (OMaKoBbIe OTTEHKM)

MpefenbHasa NPOYHOCTL Ha
MwuHumym: 80 MTla

n3ru
BogonornowgeHne™ Makcumym: 40 Mkr/mMv®
PactBopumMocTb”™ Makcumym: 7,5 Mkr/mMm®

OTTeHOK 3aflaHHOro0 MaTepuana, Norpy>xaemoro B Bofy Ha 7 fHei,
OTTeHoK' [0/KeH MaKCMManbHO COOTBETCTBOBATb OTTEHKY, MPeAYyCMOTPEHHOMY
LWKanoii Npon3BoANTENs.

3a,£l,aHHbII7I MaTepuan AOoJDKEH 6bITb FOMONOrNYHbIM, 6€3 My3blPbKOB

BHeLLHWiA Bg™ o
M MHOPOAHbIX BK/THOUYEHWIA.

Mocne BO3,CI,€I\/’ICTBVIFI CBETOM A0NYCKaKTCA TONIbKO HE3HAYNTE/IbHbIE

CtabunbHocTb LBeTa '
N3MEHEHNA B LiBETE.
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PeHTreHOKOHTPacTHOCTbL 3aaHHOro MaTepmnana f4oMXKHa
PCHTreHOKOHTpacTHOCTL*# COOTBETCTBOBaATb MM NpeBbilWaTh ,lJ,aHHbIVI nokasatenb And aJlloMUHNA
TaKon xe TONUWWHBI.

1) [laHHOe 1cnbITaHWe BbINOMHEHO CO CChIIKONM Ha cTaHgapT 1SO 4049.

2) [aHHble MCMbITaHWe BbINOHEHO CO CCbINKOW Ha cTaHAapT 1SO 4049.

3) [aHHble MCnbITaHUS BbINO/IHEHbI B COOTBETCTBUM C BHYTPEHHVMI CTaH4apTaMu MPOM3BOAUTENS.
4) CepTuthmkaTbl aHanM3a (CM. NpunoxkeHue 3).

MartepyaT CTOMATO/IOrMYECKUn  KOMMNO3WUTHLIN  maTtepman OMNICHROMA BLOCKER
paboTocnocobeH B npouecce aKcnayarauuy npy HOMUHAIbHBIX 3HAYEHUAX TemnepaTypbl OT 32
A0 42 ®C 1 yCTOUMB K BO3AENCTBUIO OKPYXKatOLLIEI cpebl MONOCTM pTa.

9. T[epeuyeHb CTaHJapIOB, KO TOPbIM COOTBETCTBYET MeANLMHCKOE M3genve

ISO 13485:2016, 1SO 14971:2012, ISO 15223-1:2016, 1SO 7405:2008, EN ISO 10993-1-2009,
EN 1SO10993-3-2014, EN ISO 10993-5-2009, ISO 10993-10:2010, EN I1SO 10993-12-2012,
ISO 4049:2009, EN ISO 10993-11-2009, EN ISO 10993-18-2009, EN 1041-2008, EN 1641-
2009

10. PaclumgpoBka CUMMBOMOB, MPUMEHSIEMbIX B MapKUpPOBKE MOTPe6UTENLCKON 1
TPaHCNOPTHOI YNaKOBKY

Cumeon Pacwmndposka Cumsorn Pacwndposka
y NpounssoguTenb lot] Homep naptum
Iref] KaTanoxHblii Homep «Mcnonb3oBath A0...»
MpefynpexaatoLLmii cUmBon
yKa3blBaeT Ha BO3MOXHOCTb «OCTOBIC:I):::S;&SEBI“TOM“C” K
Cb BO3HVKHOBEHWS annepruyeckoi A (IOVIVIEHEHUIO
peakLmn Ha Koxe P
o YNONHOMOYEHHBI
TeMnepaTypHblii A1anasoH EC REP
I npeacrtasuTess B EC
C€ Coo0TBeTCTBME EBPOMENCKMM CD 3HaK cooTBeTCTRUS FOCT P

CTaHZapTam

N. TpeboBaHUS K TEXHUYECKOMY OGCMYXXMBAHUIO N PEMOHTY MeAULUHCKOrO U3fenms
MeauLyHCKIe U3enns B TEXHUUYECKOM 06CYXXMBaHUM 1 PEMOHTE HE HY)XKAarTCS.

12. CTepununsaums, 04MCTKA U Ae3nHPeKuns

MeauLVHCKOe U3AeNNe MOCTaB/SETCS HECTEPWU/bHBbIM, U He MpeAronaraeTcs CTepuam3aLms
U3enns nepeq ero UCnosb30BaHVEM.

13. YcnoBus TpaHCMOPTMPOBKM, XpaHEHNs 1 aKCMayaTaLum

TpaHCNOpPTMPOBaHME M3AENNIA, YNAaKOBaHHbLIX B TPAHCMOPTHYO Tapy, [OMKHO OCYLLECTBNSTLCS
BCEMW BWAAMM KPbITbIX TPAHCMOPTHLIX CPEACTB C COG/IOEHNEM NPEAOCTOPOXKHOCTENA.
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YKa3aHHbIX Ha TPaHCMOPTHO/ Tape, W B COOTBETCTBMW C MpaBU/aMi MEPEBO3KU TpPy30B,
[EVCTBYIOLLMMI Ha TPaHCMOPTe AaHHOTO BUAA.

YCcnoBus TpaHCNoOpTMPOBaHUSA
- Temnepartypa: ot Ogo +25 °C
- OTHocuTeNbHasA BNaXXKHOCTb Bo3gyxa: 10-100%
- ATtmocdepHoe gasneHue: 800-1060 rlla

Ycnosusa xpaHeHus
- Temnepatypa: ot 0 o +25 ®C
- OTHOCKTENbHasA BNAXXHOCTb Bo3ayxa: 10-70%
- ATmocepHoe gasneHmne: 900-1060 rlla

YcnoBus akcniyarauum
- Temnepatypa akcnnyatauun: ot +32 °C go +42 °C

YCcnosua B NoMeLLEHUAX NPpKU 3KCnyaTauumn MegULNHCKOTO U3fenms
- Temnepatypa; oT7+18 °C p0+30 “C

14. Cpok rogHoctu
Cpok rogHocTu: 3 roga c Aatbl U3roTOB/EHUS.

15. MopAAOK OCYLIECTBNEHMS YTUNMNZALNMN U YHUUTOXEHUS MEANLIMHCKOTO M3enis

MeguumHckoe un3genve «MaTepuan cTomMatonormyeckuii komnosmTHolik OMNICHROMA
BLOCKER» B 3aBMCMMOCTM OT CTEMEHW ero 3nvAeMMONOrMYeCKO, TOKCUKOMOTMYECKON 1
pafvaLMOHHOM  OMacHOCTM  OTHOCAT K 3NWAEMUONONMYECKM  6e30mMacHbIM  0TX04aM,
NPUGNMKEHHbIM MO COCTaBy K TBepAbIM ObiToBbIM oTXogam (TBO). [ns 6e3onacHol
YTWUNM3aLUMM OCTaTKOB U3AeNNSA CneayeT yaaiuTb HeUCnonb30BaHHbIM MaTepyan 13 Wnpuua unm
yHMA03bl (PLT) 1 NOABEPrHyTh ero (ooTonoMmepunsaLmn, nepes Tem Kak yTUan3nmpoBsarb.

N3nenvs fomKHbI 6bITh COBPaHbI 1 NepeaaHbl cneLmanbHbIM TULEH3MPOBAHHBIM OpraHM3aLysaM,
3aHUMAIOLLIMMCS  YTUAM3ALIMEA  MEAVLMHCKUX —OTXOA0B. TpaHCMOpPTMPOBKA Mycopa W3
YUPEX/AEHWIA K MECTY YTWUIN3ALIMM OCYLLIECTBIIETCA CNELMATN3MPOBAHHBIMU KOMMaHMSIMUA.

MeouuMHCKMe W3AennUs  LO/DKHbl  YTUIM3MPOBATLCA B COOTBETCTBUM C  MEAULIMHCKUMU
npoueaypamu, MPUHATBIMU B MEAUUMHCKUX YUPEXAEHUSX, U MECTHbIMW, FOCYAapCTBEHHbLIMU
nwn pefiepasibHbIMM HopMaTMBaMun. Bbi6op MeTOf0B 6€30MacHON YyTUAN3aLUM N YHUHTOXEHUA
M3A€eNNIA 3aBUCUT OT MOLLHOCTY Y NPOgnNA MeAULIMHCKOW OpraHn3aLmmn, Hamums yCTaHoBOK Mo
06e33apaXknBaHno/06e3BPeXXMBAHNIO  OTXO[OB,  Crocoba  06e3BpeXMBaHUA/YHUYTOXKEHUS
OTXOZ0B, MPUHATONO Ha AAMWHWUCTPATUBHON TeppuTopuM (CXKMUraHue, BbIBO3 Ha MOMIUIOHBI,
yTUn3auus).
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[f{exams: Horapuyc Bropo no topuayveckuM sonpocam T. Toxuo XATAHO Pronzu]

PernctpandonHsi Homep: 259 B kuure 3anucei 2020 roga
HOTAPHAJIBHOE CBHAETEJILCTBO

“ Ceroans, 3 mona 2020 rona xo mue, HOTapuycy bropo no lopuauueckuM Borpocam
r. Toxno XATAHO Pionsu (HATANO Ryuji), muuno seunace Tomoko MUOYHE (Tomoko
MIFUNE), npeabasiBLIad AOCTATOYHBIE IOKA3ATENLCTEA B YAOCTOBEPEHHE CBOEH JIMYHOCTH,
nehcrsyroman B kadecTse npeacraButens Makoro CAKAMOTO, npe3uneHTa KOMOAHHH
«Tokyama [enran Kopnopeitiin», ¥ 3aasuna, 4To yKazaHHbI Buiue Makoro CAKAMOTO
MOATBEPANIT CKPETUICHHE CBOCH NOANKUCHIO H NEYATHIO NIPUIIAracMoro AOKYMEHTA.

B yrnocropepenue cero CKperisio HacTOSILHI JOKYMEHT CBO€it NeuaThio 1 NOANUCHIO.

O ueM A CBHIETEABCTBYIO

3 nions 2020 r. B zanHHO# HOoTapHaNbHOM KOHTOpe Mo aapecy: 1-7-2 XuracuysHo, TaiTo-Ky,
Toxkwuo, SlnoHns.

Hotapuyc biopo no topuuveckuM sompocam 1. Tokuo /noonuce/ XATAHO Proasn
[fIevamb: Hotapuyc Biopo no iopuauteckum sorpocam r. Tokno XATAHO Pioazu]

CBHJAETEJILCTBO
Y a0cToBEpAIO NOATHHHOCT NOAMKCH H IEYaTH HOTapuyca BIopo no IopHaAHYecKHM BopocaM
r. Tokuo.
3 vioun 2020 1.

Jlupextop Biopo no ropuanyeckum sonpocam r. Tokuo
|flevams dupexmopa Biopo no wopudusecxum eonpocam 2. Toxuo)

AINIOCTHJIb
(Taarckas xorBeHnHA ot 05 oxradpa 1961 r.)

1. Crpana: SAITOHUA
Hacrogunit odpuumansHblit JOKYMEHT
2. noanucan XATAHO Proazu,
3. BLICTYNAIOIIHM B KayecTre HoTapuyca biopo no opunuyeckum Bompocam r. Tokuo,
4. ckpeivien nevatsio/ramnom XATAHO Proasy, Hotapuyca

YAOCTOBEPEHO
5. 8r. Tokno 6. 3 wiona 2020,
7. MHHHCTEPCTBOM HHOCTPAHHBIX AN
8.20- N2 016337
9. llevars/wramn: [[Tevams: MuHMCTEPCTBO KHOCTPAHHBIX Aen AnoHuK]
10. IToanuce /noonuce/ Tocue TAHAKA (Toshie TANAKA)
OT HMEHH H NO NOopyYEHHIO MHHHCTPa HHOCTPAHHBIX eN

Peructpannonnbiit Homep 259, 2020 r.

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



Ho-rapuanbuoe CBHACTCNBCTBO

Ceroans, 3 wuions 2020 rona ko Mue, HoTapHycy Biopo mo iopuamueckuM Bonpocam
r. Tokwo XATAHO Pioasn, mawno ssunacs Tomoxo MHUOVHE, npeanssusmas
JOCTAaTOMHBIC IOKA3ATENLCTBA B YAOCTOBEPEHHE CBOCH JINYHOCTH, AcHCTBYIOWAS B KAUYECTBE
npeacraputens Makoto CAKAMOTO, npesunenra xommanum «ToxyamMa Jlewtan
Kopnopefilun», # 3asBuna, yro ykasauebif Buimme Makoto CAKAMOTO noareepaun
CKpenJeHue CBOCH NONMHCHIO H NEeYaTLIO NPHIAraeéMOro JOKYMEHTA.

B yaocroBepente cero CKpenisio HACTONINHIA AOKYMEHT CBOSH MEYATHIO H MOAMNUCHIO,

[/1evams: Hotapuyc biopo no opuanteckum sorpocam 1. Tokno XATAHO Proasu)

[nodnuce/

Horapuyc XATAHO Pioasun

HortapuanbHast koHTOpa paitoHa YaHO

Bropo o ropnandeckuM BonpocaM I. Tokuo
1-7-2 Xuracuyaso, Taiito-xy, Tokuo, SInoxus
(1-7-2- Higashiueno, Taito-ku, Tokyo, Japan)
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NoAMNnCb

Poccuiickas ®epepaums
"opoa Mocksa
MAaTHagUaTOro NIOHA [Be ThiCAYY ABaALaTOro roga

A. PebpuHa EneHa [QMUTPUEBHA, BPEMEHHO WCMOMHSOLAs 06S3aHHOCTY HOTapuyca ropoga

Mocksbl AkumMoBa [neba bopucosuya, CBMAETENLCTBY MOAMMHHOCTbL MOANMCK MEPEeBOAYMKA
Acbloawl AHapes AdaHacbeBuya.

Moanuckb caenaHa B MOeM NPUCY TCTBUM.
JINYHOCTb NOANMUCABLLIErO I0KY.MENT YCTaHOB/EHA.

perucTpuposaHo B peecTpe: Ne 77/09 - /77 - 2020- / /'
B3bICKaHO rocyaapcTBeHHON novanHbl (no Tapudy): 100 py6.
\ NnayeHo 3a OKasaHwe ycnyr NpaBoBOro 1 TexHn4eckoro xapakTepa: 300 py6.

noannch

Fep6boBas nevyatb
HoTapuyca r.MOCKBbI E.[. PebpuHa

Abslivosa I, B.

MpoLuHypoBaHo, npoHy.\1ellisano
1 CKpen/eHo nevyaTblo £'C-Jlwcni(-a.-oB).

BPWO HoTapuyca:

Poccuiickan depepauys
v 'opog Mockse
15 WeIA10 rom

A. PebpuHa EnBHe [MuTpYesiHa, BPEMEHHO vcoomsion as
0oCAMHHOCT HoTapuyca ropoaa Mockeb1 Akviviosa [Mieba 6opricoa”™o .
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KOTTNHA
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38 9. Tnitoii I-( horne, fnllOK kti. fokyo 110 OOK) JAPAN
Phoiif!; 483 3-383b 3261 Idx: h81 3-3835-226T,

2 r’ofMay, 2020
«Approved by»

"TolkyoLegal Affeius Buibu
N O T A RY iMakoto Sakamoto

"I -in-2 HIGASIIIIU'NO

Y TALTO-Ku President
TOKYO JAPAN Tokuyama Dental Corporation
4 -

Supplement No. 1
To the Extract from the technical documentation

Dental composite material OMNICIIROMA
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1. Clause 1. «<Name of medical device» shall be amended to read as follows:

Dental composite material OMNICHROMA
Versions:

1 Dental composite material OMNICHROMA consisting of:

1.1. Dental composite material OMNICHROMA in syringes 4g / 2.2 ml;

1.2. Instruction leaflet - Ipc.

2. Dental composite material OMNICHROMA in unidoses consisting of:

2.1. Dental composite material OMNICHROMA in unidoses (PLT) 0.2 g (20 pcs.)
2.2. Instmction leaflet - Ipc.

3. Dental composite material OMNICHROMA BLOCKER consisting of:

3.1. Dental composite material OMNICHROMA BLOCKER in syringes 49 / 2.1 ml;

3.2. Instruction leaflet - 1pc.

4. Dental composite material OMNICHROMA BLOCKER in unidoses eonsisting of:

4.1. Dental composite material OMNICHROMA BLOCKER in unidoses (PLTs) 0.2 g (20 p
Cs.).

4.2. Instruction leaflet - 1pc.

2. Clause 14.3 «Draft labeling» shall be supplemented by drafts of labels for primary,
secondary and transport packages and shall be amended to read as follows:
Primary packaging labeling (syringes)
- The shortened name of a medical deyice (allowed identifying the product if a
sticker has limited size).
Name and country of the manufacturer.

Name of the manufacturer representatiye in the EU and the USA (if applicable)
VVolume and / or mass of contents of a syringe
Lot number (LOT) of a primary packaging, syringe with material (differs from a

lot number (LOT) of a secondary (consumer) package.
Catalogue number (REF)
Storage conditions (Temperature range).

CE mark (if applicable)
Expiration Date («Use before» Symbol)

Symbol - “Caution! Refer to the instmetions for use »

Label draft

OMNICHROMA 4q (2.2 mL)

Tokiiyama Dental Corporation, Japan

REF A

LOT rog. Mecsil (1o Losecy
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OMNICHROMA BLOCKER 4g(2.1 niL)

Tokuyama Dental Coiporation, Japan

REF A

LOT rOf, mecal (14 4o50g)

Primary packaging labeling funidoses)
- The shortened name of a medical device (allowed to identify the product if a
sticker has limited size).
- Lot number (LOT) of a primary packaging, syringe with material (differs from a
lot number (LOT) of a secondary (consumer) package
Expiration Date («Use before» Symbol)

Label draft
OMNICHROMA OMNICHROMA BLOCKER
LOT 7N rog, Mecsl, LOT rog, Mecsi

Marking of secondary (consumer) packaging (syringes);
Name of a Medical Device.
- Name and address of the manufacturer.
- Name and address of a representative of the EU or the USA.(if applicable).
- Name and address of the authorized representative of the manufacturer in the
Russian Federation.

Storage conditions (symbol Temperature range).

Material classification according to 1SO 4049, radiopacity

Mass, g and / or volume, ml of the contents of the syringe.

The expiry date of the material (symbol “Use to”).

The presence of hazardous substances: symbols with the text of caution, (if
applicable)

Lot number (LOT) of a primary packaging, syringe with material (differs from a
lot number (LOT) of a secondary (consumer) package).

CE mark (if applicable)

Symbol - “Caution! Refer to the instructions for use »
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Label draft

OLFCHAOMA SITUNGE WHWHOW%CKMM KOMMO3UTHBIN
BLUPTHET

Mede I[i fepan

METOHA

C BT g

MBAKIn i

avooitiLm
uuniaHoiuuuo

OMniICHROIriR

Resin>based Dental Restorative Material

° ° ° ° °

;Jnglg—!y\llvﬁiva Malailai fima Dena Corpmmj
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Q21 (@l
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Name of a Medical Device.

Name and address of the manufacturer

Name and address of a representative of the EU or the USA..(if applicable)

Name and address of the authorized representative of the manufacturer in the
Russian Federation.

Lot number (LOT) of a primary packaging, syringe with material (differs from a
lot number (LOT) of a secondary (consumer) package).

The expiry date of the material (symbol “Use to”).

CE mark (if applicable)

Mass, g of the contents of a unidose (PLT), quantity.

Storage conditions (symbol Temperature range).

Material classification according to 1SO 4049, radiopacity

The presence of hazardous substances: symbols with the text of caution, (if
applicable)

Symbol - “Caution! Refer to the instructions for use »

Number and date of a registration certificate.

PCT mark (symbol).
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Marking of transport packaging:
Name of a Medical Device (Not labeled if various medical devices are contained

in one transport package.)
- Manufacturer name and address (city and country)

Label draft

HanmeHoBaHMe MegMLMHCKOIO NU3aenns
LLle yka3blBaeTCsl, ECM € TPAUCTIOPYNMOi yKaKoeke
COAep>KaTCs HECKOMbKO HaMEHOBaHWIA N3Aenuif)

Tokuyama Dental Corporation
Tokyo,Japan
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HOKUBPIKIOKEL? 1T i 7# 2©
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et N fS

Notary =y P

HATANO Ryuji

iiE L
i cor-in) ), w'-a, -5-w#i'iitt,
Xcor«r-*~rr;?:||HO;3-T ",
2 If- n~ H
)K|7If|;V|fi)V| LLILU$*
APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN

This public document
2 has been signed by HATAND Ryuji
3. acting in the capacity of Notary of the Tokyo I>egal Affairs Bureau
4. bears the seal/stamp of HYAND Ryuji .Notary

Certified

5. at Tokyo 6, JNO 320
7. by the Ministry of Foreign Affairs

8 20-N9016335
9. Seal/stamp: 10. Signature

TANAKA Toshie
For the Minister for Foreign Affairs
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Ryuji, a notary in and for Tokyo Legal Affairs Bureau,
personally appeared Tomoko MIFUNE, with satisfactory
evidence of her identification and of her being the agent of
Makoto SAKAMOTO, President of Tokuyama Dental
Corporation, said Makoto SAKAMOTO , had acknowledged

to have affixed his signature to the attached document.

Witness , I set my hand and seal .

l‘ ) U”] I

5 97 H= =]

Notary, HATANO Ryuji

Ueno Notary's Office of Tokyo Legal
Affairs Bureau, 1-7-2 Higashiueno ,

Taito-ku , Tokyo, Japan
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[MepeBog, ¢ aHrMIACKOTO M AMOHCKOTO A3bIKOB Ha PYCCKMIA S3bK¥]
[MoroTun komnaHun «Tokysma eHTay KopnopeiiwH» (TokumyaTa Dental Corporation)]
38-9, Tawito 1-Teme, TaiiTo-Ky, Tokmo 110-0016 ANOHUNA

(38-9, Taitou 1-chome, Taitou-ku, Tokyo 110-0016 JAPAN)
Ten.: +81 3-3835-2261 dakc: +81 3-3835-2265

27 mas 2020 .
«YTBEPXKOEHO»

/nognuce!
MakoTto CakamoTo (Makoto Sakamoto)

Mpe3naeHT
[MeyaTb KOMNaHun «Tokysma JeHTan KoprnopeiH»]

[MeyaTb: Bropo no topuanyecknm sonpocam r. Tokno * HOTAPNYC *

1-7-2 XuracuyaHo, TaiTo-Ky, TOKu1Oo, AnoHus]

JononHeHue Ne 1
K BbIN1CKe M3 TEXHNYECKON AOKYyMeHTauum

Matepuan cToMaTonormyeckmuii KoMnosnTHoln OMNICHROMA
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1 MyHKT 1 «HaumeHoBaHWEe MeAWLMHCKOTO W3AENns» W3N0XUTb B CleaytoLlel
pefakLmm:

Marepvan ctomatonormyeckuii KomnosuTtHbli OMNICHROMA,
BapuaHTbl UCMONHEHNS:
1 Martepuan ctomatonormnyeckunini komnosutHeln OMNICHROMA, B cocTaBe:
1.1. Marepuan ctomarosiornyeckunii KomnosutHeli OMNICHROMA B wnpuuax 4 r/2,2 mn;
12. IHCTpYKUMA-BKNAAbIL - 11T,
2. Matepunan ctoMaTonornyeckmin KomnosmtHolin OMNICHROMA B yHMA03aX, B COCTaBe:
2.1. Matepuan ctomatonormyeckuii komnoantHbln OMNICHROMA B yHugosax (PLT) no
0.2 r (20 wr.);
2.2. IHCTpyKuma-BKnagpiw - 1w,
3. Marepwan ctomartonornyeckuii KomnosmtHeli OMNICHROMA BLOCKER, B cocTase:
3.1. MaTepvan cTtoMaTonornyeckmin komnosutHeln OMNICHROMA BLOCKER B
wnpuuax 4 r/i2,1 mn;
3.2. VIHCTpyKumMA-BKIadbIW - 1w,
4. Matepuan ctomatonormnyeckuii komnosnTHeli OMNICHROMA BLOCKER B yHuAao3ax, B
cocrase:
4.1. MaTepuan cTtomatonornyeckmini  komnosutHoln  OMNICHROMA BLOCKER B
yHngosax (PLT) no 0,2 r (20 wr.);
4.2. VIHCTpyKUMA-BKNaabIWw - 1.

2. MyHKT 143 «[1poeKT MapKMpOBKW» [OMOMHUTbL Make iuMu 3TUKETOK AnA
NepBUYHOM, BTOPUYHON W TPAHCHOPTHOM YNAaKOBOK W W3M0XWUTb B CleAyHoLLen
pegakLunn:

MapKrpoBKa NepBMYHOiA YNakoBKY (LUMPULLbI)
CokpallleHHOe HauMMeHOBaHWe MefMUMHCKOro wusgenus (gonyckaetcs  4/is
NOEHTU(UKALUW U3LeNNa BBUAY OrPaHNUYeHHOro pas.mepa CTUKepa)
HavmeHoBaHWe 1 cTpaHa nNpou3BoanTeNs
HanmeHoBaHWe npeacTtasuTeneli npoussoautens B EC n CLUA (npu Hannumm)
O6bem n/nnm macca COAEPXMMOro LUnpuLa
Homep naptum (LOT) Ans nepBMYHON YMAKOBKW: LUMpULA C Marepuasiom
(otnmuaetca oT Homepa napTum (LOT) Ha BTOpWYHOW (NOTPe6GUTENLCKON)
yMNaKoBKe)
Howmep no katanory (REF)
YcnoBus xpaHeHus (TemnepaTypHbIii AyanasoH)
Mapkuposka CE (npu Haimuum)

- Jlata ucteyeHuns cpoka rogHocTv (cumBon «lcnonb3oBath L0»)

Cumson «OcTopoxkHO! ObpaTuTeCh K UHCTPYKLUW MO NPUMEHEHWIO»

MakeT 3TUKETKU

OMNICHROMA 4 g (2.2inL)

Tokuyama Dental Corporation, Japan

REF

LOT rog, Mecal, 1o 4500
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OMNICHROMA BLOCICER  4g(2.1 mL)

Tokuyama Dental Coiporation. Japan

REF

A 2 (050+25“C)

MapKMpOBKa MepBUYHOI YNaKoBKU (YHM03bI)

CoKpalleHHOe HauMMeHOBaHWe MeAWLMHCKOrO u3fenua  (Lonyckaetcs  [fis
NOEHTUMUKALMN U3LeNsa B BUAY OrpaHUYEHHOro pasmepa CTUKepa)

Homep naptum (LOT) Ans nNepBUYHOW YMAKOBKW: YHWAO03bl C MaTepuasiom
(oTnnuaetcs ot Homepa naptum (LOT) Ha BTOpUYHOM (NOTPEOUTENLCKOW)
yMNaKoBKe)

[ata ncteyeHms cpoka rogHocTu (CMMBoN «lCcrnonb3oBaTh [0»)

MakeT aTUKETKU

OMNICHROmM OMNICHROMA BLOCKER

LOT

N rog, Mecay LOT >4 rog, MecsiL,

MapKunpoBKa BTOPMYHOI (MOTPEOUTENbCKO) YNAaKOBKM (LUNPULLbI):

HanmeHoBaHVe MeALMHCKOTO U3aenns

HanmeHoBaHwWe v afipec U3roToBuUTeNs

HanmeHoBaHue v agpec npeactasutens EC nam CLUA (npy Hasnuun)
HanmeHoBaHVe 1 afpec YMNO/HOMOYEHHOrO MpeAcTaBUTeNns Mpou3BOAUTENS B
Poccuiickoit degepauum

PekomeHyeMble YCoBuma XxpaHeHns (cMmMBo TeMnepaTypHbIi AnanasoH)
Knaccugukaums maTepuana B COOTBETCTBUN c I1SO 4049,
PEHTTEHOKOHTPaCTHOCTb

Macca, r n/unm o6bem, M1 COAEPXMMOrO LLUNpULa

[arta ncreyeHus cpoka xpaHeHuss matepuana (CMMBO/ «/Icnonb30BaTh L0»)
Hasmume onacHbIX BeLeCTB: CMMBO/IbI C TEKCTOM (NPY Ha/IMuum)

Homep naptum (LOT) pgna  BTOpUYHON  (MOTPEOUTENbCKON)  YMaKOBKM
(otnnyaetca ot Homepa napTum (LOT) Ha nepBUYHOR (LINpuWL, C MaTepuasiom)
YMNaKoBKe)

Mapkuposka CE (npu Haimuum)

Cumson «OcTopoxHO! O6paTUTECh K UHCTPYKLUMMW MO NPUMEHEHMNIO»

Howmep 1 fata permcTpaunoHHOro ya0CTOBEPEHNS

3Hak PCT (cumBon)
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ACTOMatoN10TYeCKMNA KOMMO3NTHbIN
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MapKnpoBKa BTOPUYHOM (MOTPEOMTENLCKOIN) YNakoBKM (YHUAO03bI):
HanmMeHoBaHWe MeaVUMHCKOro nsgenns
HaumeHoBaHWe v afpec 13roToBuUTens
HanmeHoBaHue v agpec npegctasutens EC nim CLUA (npy Hanmumm)
HavmeHoBaHMe W afpec YMNOJHOMOYEHHOro MpeAcTaBuUTeNs Mpov3BOAMTENS B
Poccuiickoi deaepaumm
Homep naptum (LOT) pns  BTOpUMYHOM  (NOTPEOMTENIbCKOM)  YNakoBKM
(oTnnuaetcs ot Homepa Naptum (LOT) Ha nepBuYHOR (YHWMAO3a C MaTepuaniom)
YMNaKoBKe)

- [lata ncteyeHus cpoka xpaHeHus maTtepuana (CMmBos «/Icnosb30Barh [0»)

Mapkuposka CE (npu Hannuum)
Macca, r cofepXXMMOro YH1A03bl, KONMYECTBO YHWA03
PekoMeHAyeMble YCNoBUS XpaHeHWs (CMMBON TemnepaTypHbIi AManasoH)
Knaccugmkaums martepuana B COOTBETCTBUN c 1SO 4049,
PEHTTeHOKOHTPACTHOCTb
Hanmume onacHbIX BELLECTB: CUMBO/IbI C TEKCTOM (NpV Ha/iM4mn)
Cumeon «OctopoxxHo! ObpaTUTeCh K MHCTPYKLUMM MO NPUMEHEHWNIO»
Howmep 1 fata permcTpaunoHHOro y40CTOBEPEHNS
3Hak PCT (cnmBon)
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JMUSVH
I JTKOHTTUKO

MapK1pOoBKa TPAHCMOPTHOM YNaKOBKM:

HanmeHoBaHMe MeLUUMHCKOro n3genus (He yKasblBaeTCs, eCc/ii B TPAHCMNOPTHOM
yMNaKoBKe COAEePXKaTCs HECKO/IbKO HaVMEHOBaHWI N3LeNNiA)

HaumeHoBaHVe 1 afpec npoussoauTens (ropog v CTpaHa)

MakeT aTUKETKU

HanmeHoBaHMe MeANLIMHCKOI0o N3aenuns
(He ykasblBaeTCs, €CM B TPaHCNOPTHOM yNakoBKe
COEP>KATCS HECKONMbKO HaMMEHOBaHUiA 13aenmif)

Tokuyama Dental Corporation
Tokyo, Japan
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[MenvTb: HoTapuyc Bropo no topuanyeckum sBonpocam r. Tokmo XATAHO Proasu]

PerncTpaumoHHbIin Homep: 257 B kHure 3anuceid 2020 roga
HOTAPWUAJIbBHOE CBUAETE/TBCTBO

CerogHs, 3 wioHa 2020 rofja KO MHe, HOTapuycy Bropo Mo HopuavyeckuM Bonpocam
r. Tokmo XATAHO Proa3n (HATANO Ryuji), nnmyHo asunacb Tomoko MU®YHE (Towwoko
MII'UNE), npeabsBuBLLAas AOCTaTOYHbIE A0KA3aTe/bCTBa B Y/OCTOBEPEHME CBOE NNUYHOCTH,
JelicTeytowad B KadectBe npeactasutens Makoto CAKAMOTO, npesungeHTa KoMMaHuu
«Tokyama JeHTan KopnopeWluH», 1 3adBW1Ma, YT0 YKasaHHbI Bbile Makoto CAKAMOTO
NOATBEPANN CKPEN/IEHME CBOE NMOAMMCHIO M MeYaTbio NPUIaraeMoro JOKYMeHTa.

B yaocToBepeHune cero CKpensisto HaCTOALLMIA JOKYMEHT CBOE MeyaTbio U NOAMUCHHO.

O yem 5 CBMAETENLCTBYIO

3 moHs 2020 r. B A4aHHON HOTapuanbHOM KOHTOpe Mo agpecy: 1-7-2 XuracuyaHo, TainTto-ky,
Tokuro. AnoHwus.

11otapuyc Bropo no topugnyeckmm soripocam r. Tokno  Inodnucbl  XATAHO Progsn
[MevaTsb: HoTapuyc Bropo no topnanyeckum sornpocam . Tokmo XATAHO Progsu]

CBUAOETENBCTBO

Y [00CTOBEPA MOAJ/IMHHOCTbL MOAMMCKU U MeyaTn HoTapuyca bropo no ropuanyeckum Bonpocam
r. Tokumo.

3 moHg 2020 T.

[vpekTop Bropo no opranyeckum sonpocam r. TOKMO
[MeuaTb gupekTOpa Bropo no puaguyeckum sonpocam r. Tokvo]

ANOCTWNb
(Maarckas KoHBeHUuMs 0T 05 okTA6ps 1961 r.)

1 CrtpaHa: ANOHUA
HacToswwmii ouumanbHbIn 4OKYMEHT
2. nognucaH XATAHO Proasu,
3. BbICTYMaKLLMM B Ka4yeCcTBe HOTapuyca Bropo no ropuanyeckum Bonpocam r. TOKKo,
4. ckpenneH nedyatbto/wramnom XATAHO Progsm, HoTapuyca

YOOCTOBEPEHO
5. BT. Tokno 6. 3 noHa 2020 .
7. MUHUCTEPCTBOM MHOCTPAaHHbIX [en
8. 20-Ne016335
9. Mevarb/wramn: [MeyaTb: MWUHUCTEPCTBO MHOCTPAHHBIX Aen AnoHUK]
10. Mognuck Inodnucbl  Tocne TAHAKA (Toshie TANAKA)
OT MMeHM 1 MO0 NOPYYEHUIO MUHUCTPA UHOCTPaHHbIX [ef
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Perncrpaunonnsiii Homep 257, 2020 r.

HotapuanbHoe CBUAETENECTRO

' Ceroaus, 3 wioin 2020 rona xo Mue, HoTapHycy Biopo no iopuamyeckum Bonpocam
r. Toxno XATAHO Pionsu, nuuno ssunack Tomoxo MHUDVHE, npexsssuswas
ZOCTATOYHBIE AOKA3ATENLCTBA B YAOCTOBEpPEHME CBOEH IHYHOCTH, AelicTRYIOmMA B KauecTBe
npeactasutens Makoto CAKAMOTO, npesuzentra xomnanunm «Tokysama Jenran
Kopnopeiiwny, u 3assuna, uyto ykasannbif Bonmme Makoto CAKAMOTO noareepann
CKpenieHHe CBOeH NOMNHCHIO H NEYaThiO MPHIAraeMOTO AOKYMEHTA.

B yaocToBepeHHe cero CKpeIUIsio HaCTOALMH JOKYMEHT CBOSH MEYATHIO ¥ MOANKCHIO.

| {Tewamb: Hotapuyc Biopo no 1opaarueckum sonpocam r. Tokno XATAHO Proasu)

{noonuce/

Horapuyc XATAHO Pioazu

HotapransHas KOHTOpa paiioHa ¥Y3HO

Biopo no topuauueckuM pompocaM r. Tokuo
1-7-2 Xuracuysno, Taiito-ky, Tokno, Sinonus
(1-7-2- Higashiueno, Taito-ku, Tokyo, Japan)
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Poccuiickas ®efepayus
"opos Mocksa
MATHaALATOro NHA e ThiCAYM ABAALATOrO roga

A. PebpHHa EneHa [QMUTpuWeBHa, BPEMEHHO WCMOHAKWAA 0653aHHOCTW HOTapuyca ropoga
Mockebl AkumoBa [neba Bopucosnya, CBUAETENbCTBYH MOAMHHOCTbL MOAMUCKU MepeBoAvMKa
Acbibaw AHapes AdaHacbesnya.

Moanuck caenaHa B MOeM NpUCY TCTBUM.
JInyHOCTb MoAnMcaBLIEro JOKYMeHT yCTaHOB/EHA.

KLlerncTpuposaHo B peecTpe: N9 77/09 ~H/77 - 2020- / /' W
B3bICcKaHO rocygapcTBeHHOV nonanHbl (o Tapudyy): 100 py6.
YnnayeHo 3a oKasaHue yCnyr npaBoBOro U TeXHUYECKoro xapakrepar’24)0 py\o. "

>

NOoAMUCH "

co

>

rep6oiafl nevatb E.[. PebpuHa
HoTapuyca r.MOCKBbI

AknmoBa [.b.

MpOLLHYPOBaHO, NPOHYMEPOBAHO
H CKPEMN/eHo neyaTblo

BPWMO HoTapuyca:

Boocuiiokm ®eaepauims

15 AGIZ -

M PabpuHa EneHa [MUTPUEBHa, apamMaHHO WCMONHAOLLAA

oea W iccTHHoTapuyca roposa Mockeb 1 Akvivosa [Mieba Bopricosia,

CBOJATAMNLCTRYH 38PHOCTb KOrMAC MpaacTaaneHHoro bITaokymus. ™ ///a"
7TIN(-WIT7-PN2T
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