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FOR THE MEDICAIi. DEVICE

Root canal permanent filling denial material Healtexfg) in kits

We, the company “DiaDent Group International”, Republic of Korea, legal address: 16,
Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161,
Republic of Korea, being the manufacturer of the medical device “Root canal permanent filling
dental material Healtex® in Kits” refers to To the Russian Federal Service on Surveillance in
Healthcare (Roszdravnadzor) with the request to conduct the state registration of the
abovementioned medical device and issue the Registration Certificate in order to release safe,
efficient and high quality medical devices in turnover on the Russian market.

The attached document is provided to DiaDent Group International.

This document certifies that the contents of attached true and is confirmed by DiaDent Group
International.
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1. Medical device name

Root canal permanent filling dental material Healtex® in Kits

1 HealSealer Regular Kit Type A consisting of:

- dental material Healtex® HealSealer in syringes 16 g - Ipc. (dual-chamber syringe:

base 6.5 g, catalyst 9,5 g)
- mixing pad - 1pc.
- spatula - 1pc.
- Instruction for use - 1pc.
2. HealSealer Regular Kit Type B consisting of:

- dental material Healtex® HealSealer in syringes 4 g - Ipc. (dual-chamber syringe:

base 1.625 g, catalyst 2.375 @)
- mixing pad - 1pc.
- spatula - 1pc.
- Instruction for use - 1 pc,
3. HealRoot BioSealer Regular Kit consisting of:

- dental material Healtex® HealRoot BioSealer in syringes 2 g - 1 pc.

- disposable tips for syringes HP002 - 20 pcs.
- silicone cap - 1pc.
- Instruction for use - 1pc.

4. HealRoot BioSealer Intro Kit consisting of:

disposable tips for syringes HP002 - 4 pcs.
silicone cap - | pc.
- Instruction for use - 1 pc.

5. Healtex® HealRoot BioMTA Regular Kit consisting of:
- dental material Healtex HealRoot BioMTA in Eppendorftube 0,5 g. - 1pc.

- mixing pad - | pc.
spatula - 1 pc.
- Instruction for use - | pc.

dental material Healtex® HealRoot BioSealer in syringes 0.5 g - 1 pc.

Hereinafter - Root canalfilling dental material Healtex® in kits, dental material, kits,

‘ medical device, device.

2. Information about the manufacturer, developer and authorized representative of

the manufacturer

Manufacturer

DiaDent Group International

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do,

28161, Republic of Korea
Tel.+82-43-266-2315
E-mail: diadent@diadent.co.kr

Developer
DiaDent Group International

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do,

28161, Republic of Korea
Tel.+82-43-266-2315

INSTRUCTION FOR USE FOR THE MEDICAL DEVICE
Root canal permanent filling dental material Healtex® in Kits
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E-mail: diadent@ diadent.co,kr
Authorized representative of manufacturer (producer)

PROTECO, Joint Stock Company

PROTECO JSC

57 Salovast., build. 1, lit. 1192102, St. Petersburg,
Tel./fax: +7 (812) 779-30-90;

E-mail: info@ protecodent.ru

3. Intended use of the medical device
It is used for permanent obturation ofthe root canals of teeth.
4. Potential consumers of the medical device

Dentists.

5. Indications, contraindications, and potential adverse reactions

Indications
Root canal filling dental material Healtex® HealSealer
Root canal filling with joint use of gutta-percha points.

Root canal Ailing dental material Healtex® HealRoot BioSealcr
It is used for permanent root canal filling, in combination with or without root canal filling points.
It is used for filling the root canal from the crown side.

Root canal Ailing dental material Healtex® HealRoot BioMTA

- Treatment of perforations and bifurcation of the root canal caused by carious lesions

- Treatment of root canal perforations due to internal resorption

- Apexogenesis (induction of root development in a viable tooth with an inflamed crown pulp)

- Apexionation (induction ofthe formation ofa mineralized barrier at the end ofthe root ofayoung
permanent tooth with incomplete root development and necrotic pulp)

- Surgical treatment of root canal perforations due to internal resorption

- Pulp capping

- Removal ofthe pulp ofthe affected part ofthe crown while maintaining the viability and function
of the remaining radicular part

Contraindications to the use of a medical device:
Intolerance to the components of raw materials of a medical device by patients.
Potential adverse reactions:

Allergic reaction to the components of the devices.
The material may cause hypersensitivity reactions very rarely. In such cases, discontinue use and
consult a doctor.
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6. Device description

HealSealer Regular Kit Type A, HealSealer Regular Kit Type B

The kits consist of one dual-chamber syringe (with a protective cap) with dental material
Healtex® HealSealer (the weight of material in the syringe depends on the version of the kit), a
mixing pallet and a spatula.

Dental material Healtex® HealSealer is a radiopaque hardening composite based on
composite resin for permanent filling of the root canal of a tooth. It is a yellow base and a white
catalyst placed in the corresponding chambers of the syringe. Base and catalyst are mixed ina 1:1
ratio during application and are used with points for permanent root canal filling of molars. The
material has excellent sealing ability with low shrinkage, antimicrobial activity, high
biocompatibility, resistance to degradation over time with long-term dimensional stability.

The mixing pallet and spatula are designed to mix the base and catalyst in order to obtain
a homogeneous final material,

HealRoot BioSealer Regular Kit, HealRoot BioSealer Intro Kit

The kits consist of one syringe (with a protective cap) with dental material Healtex®
HealRoot BioSealer (the weight of the material in the syringe depends on the version of the Kkit),
disposable syringe tips HP002 (the number oftips depends on the version of the kit) and a silicone
cap.

Dental material Healtex® HealRoot BioSealer is a white radiopaque hardening material
for complete permanent root canal filling based on MTA (mineral trioxide aggregate). It can be
used with or without root canal obturation materials. The material seals the root canal by curing
when it reacts with the moist environment in the oral cavity. The lack of shrinkage and high
adhesion make the material an ideal sealant for penuanent obturation and is suitable for all gutta-
percha obturation methods.

Disposable syringe tips HP002 are designed to optimize the dosing of the material and its
application on various surfaces.

The silicone cap is designed to prevent contact of the material with oxygen and moisture
in the air.

Healtex® HealRoot BioM TA
The kit consists of an Eppendorf tube with dental material Healtex® HealRoot BioMTA
(the mass of the material in the tube is 0.5 g), a spatula and a mixing pallet.
Dental material Healtex HealRoot BioMTA is a white hydrophilic biocompatible powder
that promotes cementogenesis and has excellent sealing ability. The material is used to seal the
(I root canal.
The mixing pallet and spatula are designed to mix the material with water to form a paste.

7. Precautions

General Precautions:

1. This product shall only be used by a qualified dentist with careful observance of the
instructions for use and precautions,

2. Check the product for abnormalities, foreign matter or impurities, expiration date, conformity
with the description before using the device. Do not use material in case of discoloration or
hardening.

3. Do not use to treat patients allergic to any component of the product and patients with current
inflammation.

4. The device is not intended for ingestion.

5. Be sure to install a rubber dam before the procedure to protect the respiratory tract and to
avoid swallowing.

6. Do not use the material for purposes other than the intended use.
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7. Do not use an expired device.

8. Do not mix with other products.

9. Avoid contact of the product with skin and eyes. In case of contact, rinse immediately with
plenty of water and seek medical attention; if dental material Healtex® HealSealer comes in
contact with the skin, remove immediately the material with cotton and alcohol, then wash
thoroughly the affected area with soap and water.

10. Improper storage may result in poor performance and reduced shelf life.

Dental material Healtex® HealSealer

1. Overfilling the canal with filling material can lead to damage to the periapical tissues.

2. Ingestion is prohibited. If accidentally swallowed, give the patient plenty of water and seek
medical attention.

3. Itis highly recommended to close the cap tightly after each use.

4. Do not use heat when mixing the base material and catalyst.

Dental material Healtex® HealRoot BioSealer

1. Do not use the material for purposes other than the intended use.

2. Do not store or use the contents in a container other than that provided by the manufacturer.
3. Keep the product closed until use to avoid premature reaction with atmospheric moisture.
4. Use with caution as pH increases to 10-12 when reacting with moisture.

Dental material Healtex® HealRoot BioMTA

1. The material may cause hypersensitivity in very rare cases. In this case, discontinue use and
consult a doctor.

2. Avoid contact with water other than for the intended use as the product hardens on contact
with moisture.

3. Increased humidity leads to a deterioration in the effectiveness of Healtex® HealRoot
BioMTA. The product shall be stored in an airtight container prior to immediate use to prevent
premature reaction with the humidity in the air.

4. This product shall be used immediately after mixing.

5. Remove excess material from the end of the spatula to clean and reuse the spatula using a

disposable cotton pad or a disposable cotton swab moistened with alcohol. Wipe the spatula

after removing the material three or more times with a disposable cotton pad/swab moistened
with alcohol.

I 8. Application procedure

Healtex® HealSealer

1. Isolate the area with a rubber dam. Prepare and shape the root canal

2. Remove foreign matter from the root canal. Disinfect and clean thoroughly the root canal with

sodium hypochlorite or EDTA and dry completely.

3. Open the protective cap and squeeze out the base (yellow) and catalyst (white) in a 11 ratio

from the double syringe onto the mixing pallet (they can be distributed at different speeds due to

the different viscosities of the base and catalyst),

4. Mix base (yellow) and catalyst (white) for 10-20 seconds using a spatula or metal spatula until

completely mixed and acquiring ivory color,

5. Measure the length of the root canal using an electronic apex locator or file. Choose the

appropriate gutta-percha point. Apply and distribute evenly a small amount of the mixture on the

gutta-percha post and insert slowly the post in the direction of the apex. Dentists can apply

alternatively the mixture with a paper point, reamer, or spiral filler (Lentulo spiral). Insert the

coated point very slowly in a clockwise direction during obturation and remove it in a

counterclockwise direction to prevent the formation and entrapment of air bubbles and overfilling
Page 50f 11
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of the channel. If a Lentulo coil is used, advance and withdraw it slowly towards the apex at
extremely low speed.

6. Take an x-ray to check the filling after completing the procedure.

Note,

Clean thoroughly the root canal before applying the material. | fhydrogen peroxide was usedfor
irrigation, be sure to check that there are no traces offlushing solution in the channel. This will
avoid reaction with the material, which can lead to the formation of bubbles. If sodium
hypochlorite and hydrogen peroxide are used alternately to irrigate the canal, hypochlorite shall
be used last.

Healtex® HealRoot BioSealer

1. Prepare and flush the root canal with standard endodontic techniques.

2. Put a disposable tip on the syringe and insert into the root canal.

3. Fill the root canal by slowly pressing the plunger. Do not apply too much pressure as this may
cause bubbles and/or overflow.

4. When using a gutta-percha point, it must be inserted into the root canal.

5. Use a dental instrument to cut off the top. Excess material can be removed with a cotton pad or
cotton swab moistened with water.

6. Remove and dispose ofthe disposable tip at the end ofthe procedure and insert a new disposable
tip.

7. Close the new disposable tip tightly with the supplied silicone cap.

Healtex® HealRoot BioMTA

Direct pulp capping and perforation treatment

1) Isolate the tooth with a rubber dam and form an indentation using a burr at high speed, without
touching the tissues close to the pulp.

2) Remove dead tissue near the pulp carefully using a new sterilized diamond bur at high speed.
3) Rinse the prepared cavity, open pulp, perforation site with 5.25% NaOCI solution.

4) If bleeding is observed in the patient, control it with a cotton ball moistened with NaOCI and
applied to the hemorrhagic area.

5) Mix Healtex® HealRoot BioMTA with distilled water by rubbing in the indicated ratio* for 30
seconds. Add water depending on the ambient temperature and humidity ifthe mixture hardens or
dries out. Fill the prepared cavity after thorough mixing.

*Mixing ratio = 0.5 g : 0.225 g (0.225 cm”™)

(Healtex® HealRoot BioM TA: distilled water)

6) If the patient is bleeding, apply a thin layer of Healtex® HealRoot BioMTA and press down
with a cotton ball. Place the remaining material in the cavity after that.

7) Aim a powerful jet of water at the hardened material with a blaster to check for flushing after
placing the material in the cavity. Remove the material completely ifat least a part of the material
has separated from the cavity, and refill again.

8) Using suitable instruments, create a cavity using Healtex® HealRoot BioMTA that will not
disturb the linear angle ofthe tooth cavity. During this procedure, all dentinal tubules located close
to the pulp shall be covered with a material of at least 3 mm. It is necessary to perform the
restoration of the crown part of the tooth if this condition is difficult to fulfill.

9) Take an x-ray picture to make sure that the material has not entered the pulp area. Ifthis happens,
prescribe painkillers to reduce pain. Ifthere are visible pockets in the image that are not filled with
material, it is necessary to completely remove all material and repeat the whole procedure again;
10) Use polymer resin or glass ionomer cement to seal the Healtex® HealRoot BioMTA layer and
prevent saliva contamination.
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Root apex filling

1) Use a surgical burr, after gaining access to the apical lesion with a flap, to excise the root by 3
mm,

2) Prepare the cavity to a depth of 3 mm using an ultrasonic handpiece (low power level);

3) If the patient is bleeding, control it by applying pressure to the area of bleeding (for example,
using a cotton ball with a hemostatic agent such as NaOCI).

4) Stain the area to check for cracks or additional canals in the apical area using methylene blue
and examine under a microscope.

5) Remove excess moisture from the formed cavity.

6) Mix Healtex® HealRoot BioMTA with distilled water by rubbing in the indicated ratio* for 30
seconds. Add water depending on the ambient temperature and humidity if the mixture hardens or
dries out.

*Mixing ratio = 0.5 g : 0.225 g (0.225 cm”)

(Healtex® HealRoot BioM TA: distilled water)

7) Place the required amount of material into the prepared cavity using a special tool.

8) Compact the material gently with a fine plugger. Add small portions of material and compact.
Repeat until you have to use an instrument smaller than the size of the cavity;

9) Remove excess material and clean the root surface with a damp gauze or cotton ball.

10) Rinse the cavity thoroughly after curing with saline and check for washout. The material shall
not be washed out.

11) Take an x-ray to make sure the material is properly placed. Remove all material if there is not
enough material and repeat the filling again.

12) Close the surgical opening after confirming the correct filling ofthe root apex.

Partial pulpectomy of anterior teeth

1) Isolate the tooth with a rubber dam and form an indentation using a burr at high speed, without
touching the tissues close to the pulp.

2) Remove dead tissue near the pulp using a new sterilized diamond bur at high speed.

3) Open the pulp chamber, rinse and remove the pulp to the required depth with a new sterilized
diamond bur at high speed.

4) Flush the prepared cavity with copious amounts 0f5.25% NaOCI solution until bleeding stops.
5) Mix Healtex® HealRoot BioMTA with distilled water by rubbing in the indicated ratio* for 30
seconds. Add water ifthe mixture hardens or dries out, depending on the ambient temperature and
humidity. Fill the prepared cavity after thorough mixing.

*Mixing ratio = 0.5 g : 0.225 g (0.225 cm”™)

(Healtex® HealRoot BioM TA: distilled water)

6) Remove excess water with a sterile cotton ball, and tamp the material into the pulp chamber.
7) Fill in the remaining amount of material into the cavity without allowing Healtex® HealRoot
BioMTA to harden

8) Aim a powerful jet of water at the hardened Healtex® HealRoot BioMTA material with the
emptier after inserting the material into the cavity for washout test. Remove the material
completely if at least a part of the material has separated from the cavity, and proceed with the
root canal treatment, because re-insertion can lead to infection of the pulp.

9) Remove the top ofthe Healtex® HealRoot BioMTA material after curing and place the polymer
resin material or glass ionomer cement over it as instructed.

Partial pulpectomy of the posterior teeth

1) Isolate the tooth with a rubber dam and form an indentation using a burr at high speed, without
touching the tissues close to the pulp.

2) Remove dead tissue near the pulp using a new sterilized diamond bur at high speed.

3) Open all pulp horns of the tooth and remove the pulp with a new sterilized diamond bur at high
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speed. Remove carefully the remaining pulp from the axial wall of the cavity.

4) Flush the prepared cavity with copious amounts of 5.25% NaOCI solution until bleeding stops.
5) Mix Healtex® HealRoot BioMTA with distilled water with rubbing movements in the indicated
ratio for 30 seconds. Add water if mixture hardens or dries out, depending on an ambient
temperature and humidity. Fill the prepared cavity after thorough mixing.

*Mixing ratio = 0.5 g : 0.225 g (0.225 cm”™)

(Healtex® HealRoot BioM TA: distilled water)

6) Remove excess water with a sterile cotton ball, and tamp the material into the pulp chamber.
7) Fill in the remaining amount of material into the cavity without allowing Healtex® HealRoot
BioMTA to harden.

8) Aim a powerful jet of water at the hardened Healtex® HealRoot BioMTA material with the
emptier after inserting the material into the cavity for washout test. Remove the material
completely, if at least a part of the material has separated from the cavity, and proceed with the
root canal treatment, because re-insertion can lead to infection of the pulp;

9) Remove the outer part ofthe Healtex® HealRoot BioMTA material after curing and place the
polymer resin material or glass ionomer cement on it according to the instructions. The minimum
thickness of the remaining Healtex® HealRoot BioMTA material shall not be less than 3 mm to
prevent secondary infection of the pulp.

9. Functional properties.

Table 1.
Parameter Value
Healtex® HealSealer
Weight in syringe
HealSealer Regular Kit Type A 16g+x5%
HealSealer Regular Kit Type B 4fit5%

Appearance
Working time

Flow property
Material curing time
Film thickness

Radiopacity

Solubility

Healtex® HealRoot BioSealer
Weight

HealRoot BioSealer Regular Kit
HealRoot BioSealer Intro Kit
Appearance

Working time

Flow property

Material curing time

Film thickness

Radiopacity

Solubility
Healtex® HealRoot BioMTA

Weight in tube

Homogeneous, without foreign matter

lhour+ 10%

Not less than 17 rhm

Within 3-4 hours

Less than 50 pm

Equivalent to a layer of aluminum with a thickness of
more than 3 mm

Less than 3.0 %

29x5%

059+ 5%

Homogeneous, without foreign matter

20 mini 10%

Not less than 17 mm

6 hours 30 minutes + 10 %

Less than 50 pm

Equivalent to a layer of aluminum with a thickness of
more than 3 mm

Less than 3.0 %

059+ 5%
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Appearance White powder, without foreign matter

Working time 20min+10%

Material curing time 40 £ 10 minutes

Equivalent to a layer of aluminum with a thickness of
more than 3 mm

Solubility Less than 3.0%

The shrinkage rate after curing shall be 1.0% and the
expansion rate shall be 0.1% or less.

Radiopacity

Change in size after curing

10. Main materials of the medical device.
Dental material Healtex® HealSealer

1. Base
e Diglycidyl ether of bisphenol A
« Diglycidyl ether of bisphenol F
e Zirconium dioxide
2. Catalyst
1,3-benzenedimethanamine
Poly(1,4-butanediol)bis(4-am inobenzoate)
Polyoxypropylene diamine
Zirconium dioxide
Calcium tungstate

Dental material Healtex® HealRoot BioSealer

e Calcium cement powder

e Calcium Aluminate Cement Powder
e Ytterbium Fluoride Powder

e Zirconium oxide

Dental material Healtex® HealRoot BIioMTA

e Calcium cement powder
e Zirconium oxide

11. List ofinternational standards that the medical device complies with

HealSealer Regular Kit Type A, HealSealer Regular Kit Type B.

ENISO 13485; EN ISO 14971; ISO 6876; 1SO 7405; EN ISO 10993-1; EN I1SO 10993-3; EN
ISO 10993-5; EN ISO 10993-10; EN I1SO 10993-11; IEC 62366-1; EN I1SO 15223-1

HealRoot BioSealer Regular Kit, HealRoot BioSealer Intro Kit

EN ISO 13485; EN ISO 14971; EN I1SO 10993-1; EN ISO 10993-3; EN ISO 10993-5; EN ISO
10993-10; EN ISO 10993-11; IEC 62366-1; ISO 6876; ISO 7405; EN I1SO 15223-1

Healtex® HealRoot BioM TA Regular Kit

EN ISO 13485; EN ISO 14971; EN ISO 10993-1; EN ISO 10993-3; EN ISO 10993-5; EN ISO
10993-10; ENISO 10993-11;IEC 62366-1; EN ISO 15223-1; ISO 6876; 1SO 7405; EN 1041; EN
1641

Reference standards are used in the latest edition: the organization maintains and updates the list
ofreference standards as a record ofits own management system in accordance with ISO 13485.
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12. Description of symbols used in labeling of consumer and transport packaging.

Manufacturer - Temperature limit
n J
Date of manufacture Refer to instructions for use or to
instruction for use in electronic
form
Use before f Keep away from moisture
Lot number Caution!
1ot A
Catalog number Keep away from sunlight
ref] XK
Top 5 Limit on the number of tiers in a
|t stack
Fragile, handle with care >.I< Do not use hooks/Do not pierce
|

13. Maintenance and repair
The device is disposable. Maintenance and repair are not required.

14. Sterilization, disinfection
Medical devices “Root canal permanent filling dental material Healtex® in kits” are non-
sterile, designed for single use. Sterilization and disinfection are not provided.

15. Transport and storage conditions

Storage. Keep away from direct sunlight, excessive heat and high humidity. Store in a dry,
cool place tightly closed.

Transportation. Transportation of devices packed in a shipping container shall be carried out
by all types ofcovered vehicles, observing the precautions indicated on the shipping container and
in accordance with the rules for the carriage of goods in force for this type of transport.

Storage, transportation and operation conditions indoors:
| - Temperature: from 15 to 25 °C for kits with dental material Healtex® HealRoot BioSealer;
from 2 to 27 °C for other devices
Relative humidity: not more than 60% for kits with dental materials Healtex® HealRoot
BioMTA, Healtex® HealRoot BioSealer; there are no special requirements for other devices;
- Atmospheric pressure: no special requirements.

16. Shelf life

Shelf life of the devices “HealSealer Regular Kit Type A”, “HealSealer Regular Kit Type B” is
2 years from the date of manufacture, subject to storage conditions.

Shelf life ofthe devices “HealRoot BioSealer Regular Kit”, “HealRoot BioSealer Intro Kit”
Is 2 years from the date of manufacture, subject to storage conditions.

Shelf life of the device “Healtex® HealRoot BioMTA Regular Kit” is 3 years from the date of
manufacture, subject to storage conditions.
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17. Disposal and/or destruction

Medical devices “Root canal permanent filling dental material Healtex® in kits” after their
intended use are classified as epidemiologically hazardous waste (devices contaminated with
blood and/or other biological fluids of patients).

In this case, the medical organization only collects and temporarily stores the above waste.
Collection is carried out in single-use bags or containers with color coding accepted for hazardous
medical waste in a room or in places for temporary storage of medical waste until further
transportation to a disposal site.

Transportation of medical waste from medical institutions, their disposal are carried out by
specialized organizations licensed to handle epidemiologically hazardous medical waste.

Consumer packaging, defective devices and unused devices with an expired shelf life are
epidemiologically safe waste (non-hazardous waste that does not have contact with the biological
fluids of patients), close in composition to municipal solid waste (MSW). For safe disposal of
curable device residues, unused material shall be removed from the syringe or Eppendorftube and
cured before being disposed of in accordance with local regulations.

Non-hazardous wastes are collected in reusable containers or disposable bags (except for
hazardous waste bags). The procedure for collection and storage of non-hazardous waste is
determined in accordance with the waste management scheme in each specific organization.

Transportation and disposal are carried out taking into account the requirements adopted for
a given territory, in accordance with the sanitary legislation of a particular country for the
maintenance of populated areas and the handling of manufacture and consumption waste.
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Address of the office
84. 84, Wonheong-ro, Seowon-gu, Cheongju,
Korea

(Signature of Notary Public)

This office has been authorized by the
Minister of Justice, the Republic of Korea,
to act as Notary Public since FEB, 7. 2020
under Law No. 173.

210w1l|X297w010 709/m?")

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



[MepeBog ¢ aHrNMIACKOrO 1 KOPECKOro S3bIKOB Ha PYCCKUIA S3bIK]

dopma Ne 41

PermcTpaunoHHbIi HoMmep: 2024 - 2047

HOTAPWNAJIbHOE CBNAOETEJ/IBCTBO

( [TucHeHasa neyaThb: HoTapuanbHo-tOpuANYeckasa KoMnaHua «COBOH VIHK.»
HOTAPUNAJIbBHO-FKOPNANYECKAA KOMIMAHNA «COBOH NHK.»

(Seowon Law & Notary Office Inc.)

84, BOHXbOH-po, CoBOH-TY, UxoHAXY, Kopes
(84, Wonheong-ro, Seowon-gu, Cheon”u, Korea)

210 MM X 297 MM (BnaHk ¢ 3awmTtoit (1 kateropusi) 70 /v
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Jata: 06 masa 2024 .

«YTBEpPXAeHO»

[MeuaTs: AupekTop Moy Axae X00H]

inodnuchf (noanuce)

Moy Oxae XooH (You Jae Hoon)/reHepanbHblii AUPeKTOp

«AnalleHT Tpyn NHTepHelwHn» (DiaDent Group International)
[WTamn: «OnaleHT®»

«AnaleHT Tpyn VIHTepHeRLWHA»

16, OcoHrcaeHrMbéHr 4-po, OcoHr-eyn, Xb8Hrgeok-ry, YUxoHaxy-cu,
UXYyHUXOHNYK-TO, 28161, Kopes

Ten.: 82-43-266-2315 dakc: 82-43-262-8658]

[MeyaTb: HoTapuanbHo-topuanyeckasi KomnaHma «CoBOH MHK.», HoTapuyc Mak J>XoHT ByH]

Bepcusa 2
MHCTPYKLUWNA MO MPMMEHEHWNIO

HA MEAVNUMNHCKOE N3OENWNE

MaTepuran CToMaToIOrMYeCKnUii 47151 NOCTOSAHHOW NAOMGUPOBKKN KaHanoB Healtex® B Habopax

Mbl, komnaHua «[ualleHT Tpyn WHTepHelwHn», Pecnybnuka Kopes, wopugndeckuin agpec: 16,
OcoHrcaeHrMmbéHr 4-po OcoHr-eyn XbEHIAEOK-ry, UXOHMKY-cu, UXyHUXOHNYK-TO, 28161, Pecnybnnka
Kopes (16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do,
28161, Republic of Korea), sBnswoLwasaca npousBoguTesieM MeaMLNMHCKOro u3gennsa «Matepuan
CTOMATOMIOrMYEeCKNA 1A MOCTOAHHON NAOMOMPOBKM KaHanoB Healtex® B Habopax», obpaijaemcs B
denepanbHylo cnyby no Haa3opy B chepe 3gpaBooxpaHeHns (Poc3gpaBHaA3op) ¢ Npocb6oit npoBecTu
rocyfapCTBEHHYIO  PerucTpauuio  BbllleyKasaHHbIX  MeAWUMHCKUX — M3enuini 1 opopMuUTh

* PervnctpaLmoHHOoe yL0CTOBePeHUE C Le/bio BbINyCKa Ha POCCUMCKUIA PbIHOK KayeCTBEHHbIX, 6e30MacHbIX
N 3pheKTUBHbIX MeANLMHCKUX U3AENNIA.

Mpunaraemblii JOKYMEHT NpefocTaB/ieH KomnaHven «AnaleHT Tpyn VIHTepHeRLWH».
HacToAwmini  JOKYMEHT YAOCTOBEPSET, YTO cofepXXaHue TMPUMIOXKEHNS BEPHO W MOATBEPXAEHO
KoMnaHuen «AnaleHT Tpyn VHTepHEALLIHN.
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CopepxaHue
1. HammeHoBaHWe MeEANLMHCKOIO N3LennA
2. CsBegeHus 0 pas3paboTumke, Npon3BoAMTENE U YNIOTHOMOYEHHOM NpeacTaBuTene
3. HasHauyeHne MeguMLUHCKOIO U3genuns
4. TloTeHuManbHble NOTPE6UTENN MESULUHCKOTO U3genns

5. TlokasaHuA, nNpoTMBONOKasaHWA U BO3MOXHble no6oYHble SqJCpEKTbI, CBA3aHHblIE C
NMPUMEHEHNEM MEANUMHCKOIO n3gennsa no HasHad4yeHno

6. OnwucaHwne n3genus

7. Mepbl NpefoCTOPOXHOCTH

8. TlopAagok npumeHeHuns

9. ®PYHKUMOHANIbHbIe XapaKTepUCTUKMN

10. OcHOBHble MaTepuanbl MegULLMHCKOTO N3gennsa

11. MNMepeyeHb cTaHJAPTOB, KOTOPbIM COOTBETCTBYET MeAULIMHCKOE nU3jenune

12. PacwwnppoBKa CMMBO/I0OB, MPUMEHSAEMbIX B MapKMPOBKe NOTPEOMTENbCKOM M TPAHCMOPTHOMN
yNaKoBKM

13. TexHu4Yeckoe 06CNYy>XXMUBaHWE U PEMOHT
14. Ctepunusauus, gesvHhekums

15. ¥cnoBus TPaHCNOPTUPOBKU N XpPaHEHUSA
16. CpoK rogHocTu

17. MopsiioK OCYLecTBEHUS YTUAN3ALUM U YHUUTOXEHNSA MeAULMHCKOTO U3genus

[MeyaTb: HoTapunanbHo-lopuandeckas KomnaHus «CoBoH VIHK.», HoTapuyc Mak J>KoHT ByH]

[MeyaTsb: AupexTtop Moy Oxae X0oH]
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HaumeHOBaHWEe MEAULMHCKOTO U3AENUS.

MaTepunan cTOMaTO/IOrMYECKUn [AA MOCTOAHHOW NAOM6MPOBKKM KaHanoB Healtex® B
Habopax
1. Habop HealSealer Regular Kit Type A B cocTaBe:

MaTepuan ctomaTtonormyeckuii Healtex® HealSealer B wnpuyax 16 r - 1 wTt. (2-X
KamepHbIli wnpuy: 6asa 6,5 r, katanmsatop 9,5 r);

- naJsjeTafna cMewmBaHma - 1 wrt.;

- wnartenb - 1 WT,;

- VHCTpyKuua - 1 wrT.

2. Hab6op HealSealer Regular Kit Type B B cocTaBe:

- MaTtepuan ctomatonormuveckmii Healtex® HealSealer B wnpuuax 4 r - 1 wr. (2-x
KamepHbIii wnpuy: 6asa 1,625 r, katanusatop 2,375 r);

- nanetafgna cMewmBaHusa - 1 wr;

- wnaTtenb -1 wWT.;

- WHCTpYKUMA 1 wT.

3. Habop HealRoot BioSealer Regular Kit B cocTaBe:

- MaTepuan ctomaTtonornyeckmin Healtex® HealRoot BioSealer B wnpuuax 2 r - 1 wr;
- HaKOHEeYHWKU ogHopas3oBblie gnga wnpuuyes HPO002 - 20 wT.;

- CWIWKOHOBbIM KONMa4yok - 1wT,;

- VHCTpyKuuda - 1 wr.

4. Habop HealRoot BioSealer Intro Kit B cocTase:

- MaTtepuan ctomatonorndyeckuin Healtex® HealRoot BioSealer B wnpnyax 0,51 - 1
wT;

- HaKOHEe4YHWKM ofHOopas3osble anda wnpuues HPO02 - 4 wr,;

- CWIWKOHOBbIM KONMa4yoK - 1wt

- WHCTPYKUMA - 1 wWT.

5. Habop Healtex® HealRoot BioMTA Regular Kit B cocTaBe:

- MaTepuan cTtomatonorumyveckuii Healtex® HealRoot BioMTA B npobupke
anneHgoppa 0,5, - 1wt
- naJseTa fna cMewmBaHusa - 1 wWT.;
- wnartenb - 1wT,;
i - MHCTPYKUKMA - 1 WT.

fNanee no TekcTy- MaTepunas cTomMaTONOrnYecknii Ans nnomM6UpoBKU KaHanos Healtex® B Ha6opax, maTepuan

cTomMaToNornyecknii, Ha6opbl, MeAULUHCKOE U3fenne, usgenve

1. CBefieHVs 0 pa3paboTyuMKe, NPOU3BOAMTENE U YNOSTHOMOYEHHOM MNpeacTaBuTene

PaspaboTunk

«DiaDent Group International»

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do,
28161, Republic of Korea

Ten. +82-43-266-2315

E-mail: diadent@diadent.co.kr

Mpowns3soguTtens

«DiaDent Group International»

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do,
28161, Republic of Korea

Ten. +82-43-266-2315

E-mail: diadent(@diadent.co.kr

VIHCTPYKUMS: NO NPUMEHEHWIO HA MEAVLIMHCKOE V3ae/vie:

MaTenuan rTamaTNNNrauackinia nna NOCTOSIHHONM NIOMOVPOBKM KaHau0B Healtex® B Habopax CtpaHuuya 2 n3 12
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YNo/MHOMOYEHHbIT NpeAcTaBUTeNb NPOM3BOAMTENSA B Poccuiickoii degepauum

AKumnoHepHoe obuectso «MPOTEKO»

AO «[MPOTEKO»

lOp. Aagpec 192102, r.CaHkT-leTepbypr, yn. Canosa, 4.57, kopn.1l, nut.n
Ten. / hakc: +7 (812) 779-30-90;

Email: info@protecodent.ru

2. HasHauyeHne MeAULMHCKOI0 nU3genns.

MprMeHsaeTcs ANs NOCTOSIHHOM 06Typaunn KOPHEBbIX KaHanoB 3y60B.

3. ToTeHUManbHble NOTPEOUTENN MeLULUHCKOTO U3LEe/NS.

Bpauun-ctomartonoru.

4. TlokKasaHusA, NPOTUBOMNOKAa3aHUA N BO3MOXHble No60oYHblEe SCD(*)E‘KTbI, CBA3aHHbLIE C
NPpUMEHEHNEM MEANLMNHCKOIo n3genna no HasHa4eHuto.

MokaszaHus

MaTtepuan ctomatonornyecknii Healtex® HealSealer
|_|}'IOM6l/IpOBaHI/Ie KOPHEBbIX KaHa/lioB C COBMECTHbIM MUCMO/Ib30BaHUEM TyTTanep4yeBbiX LIJTVIdJTOB

Martepuan ctomatonornyeckuii Healtex® HealRoot BioSealer

Mcnonb3yeTca A8 MNOCTOSAHHOrO nNJoM6upoBaHUSA KOPHEBOro KaHana, B KOMOMHauuMu co
wtutamn  4na  nNAomMO6MpoBaHMA  KOpPHEBOro KaHana wam  6e3.  KMcnonb3yetca  Ans
Nn1omM6MpPoOBaHNA KOPHEBOI0 KaHasia C KOPOHKOBOW CTOPOHBI.

MaTtepuan ctomatonornyecknii Healtex® HealRoot BioMTA

- JleyeHne nepcopaunii © pasgBOeHUSA KOPHEBOrO0 KaHana, BbI3BAHHbIX KapWO3HbIMU
Nnopa>keHUsAMun

- JledyeHune nepdopaLnii KOPHEBOro KaHana B CBA3M C BHYTPeHHel pe3opbumeit

- AnekcoreHes (MHAYKUMS PpasBUTUSA KOPHS B >KM3HECNOCO6HOM 3y6e C BOCHasieHHOMN
KOPOHKOBOW NY/NbMOWA)

- Anekcugukcauma (MHAYKUMA ob6pa3oBaHUA MUHepasnM30BaHHOro 6Gapbepa B KOHUE KOpPHSA
MOJIOA0F0 MOCTOSAHHOIO 3y6a ¢ HEMOMHbIM Pa3BUTUEM KOPHS M HEKPOTMYECKOM Nynbnoii)

- Xnpypruueckoe neveHune nepgopaynini KOpHEBOro KaHasa B CBSA3N C BHYTpPeHHeli pe3opb6umeit
< - MoKpbITUE NY/bMbI

- YpaaneHve nynbhnbl 3aTPOHYTOW 4YacTV KOPOHKM C COXPaHEHMEM >KWU3HECMOCOGHOCTUM MU
(hYHKLMM OCTaBLUECcA KOpPeLKOoBOi YacTu.

MpoTuBONOKasaHNA K NPUMEHEHUIO MeANLMHCKOTO U3AeNuns:
HerlepEHOCI/IMOCTb nauneHTaMmm KOMMNOHEHTOB CblipbA MEANUMHCKOIO U3AENNA.
Bo3MOXXHble NO60YHbIE 3P eKThbI:

AI'IﬂEpFI/I‘-IECKaFl peakKunsa Ha KOMMNOHEHTDI VI3,£I,e}1VII7I.

Kpa|7|He PenKo MaTepunan MOXET BbI3biBaTb peakKunn rmnepyyBCcTBUTESTIBHOCTA. B Takux cny4dasax
NPeKpPaTunTb NCNosb3oBaHNe " 06paTI/ITbCFI K Bpauyy.

5. OnucaHune nsgenms.

Hab6op HealSealer Regular Kit Type A, Ha6op HealSealer Regular Kit Type B

Habopbl COCTOAT M3 04HOT0 ABYX KaMepHOro wnpuua (c 3alWnuTHbIM KO/MavykKoM) ¢ MaTepuasniomM
cTomatonorndyeckum Healtex® HealSealer (macca maTepmnana B wnpuue 3aBUCUT OT BapuaHTa
ncnonHeHus Habopa), naneTbl 4719 CMeLIUBaHUA U Lnatens.

VIHCTPYKLYSt MO MPYMEHEHUIO Ha MEAVILIHCKOE M3aEeNne:
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MaTepunan CTOMAaTO/I0TNYEeCKMNA Healtex® HealSealer - PEHTreHOKOHTPAaCTHbI
3aTBepAeBaloWMini KOMMNO3NT Ha OCHOBE KOMMO3WTHOW CMObl /15 MePMaHEHTHOro 3ano/fiHeHns
KOpHeBOro KaHana 3yb6a. [lNpeactaBnsieT coboil 6a3y XENTOro uBeTa M KaTanmsaTop 6esoro
LBeTa, pasMelléHHble B COOTBETCTBYHOLWMX KaMepax wnpuua, B npouecce npumMeHeHMs OCHOBa
M KaTanMs3aTop CMewnBawTCA B COOTHoweHMM L1 M uCNONb3YKTCA CO WTud@Tamy ANns
MOCTOSAHHOrO NAOM6MPOBAHUA KOPHEBbIX KaHafoB KOpPeHHbIX 3y60B. Matepnan obnagaet
OT/INYHOMA TepMeTU3NPYIHOLLEA CNOCOGHOCTbIO C HU3KOM YycagKoW, MPOTUBOMUKPOOHOIA
aKTUBHOCTbIO, BbICOKON 6MOCOBMECTUMOCTbIO, YCTOWUYMBOCTbI K PaspylleHU C TeYeHMEeM
BPEMEHM C JO/ITOBPEMEHHON CTabUbHOCTLI pasMepoB.

Maneta gns cMeWMBaHUA W LWINATeNb NpefHasHayveHbl AN cMelleHUs 6a3bl U KaTanmMsaTopa c
LeNblo NofyYeHUs 0HOPOAHOr0 KOHEYHOTo mMaTepuana.

Hab6opbl HealRoot BioSealer Regular Kit, HealRoot BioSealer Intro Kit

Ha6opbl cOoCTOST M3 oAHOro wnpuya (Cc 3aWMUTHLIM  KOMMAa4ykom) C  MaTepuasnom
ctomaTtonorndyeckum Healtex® HealRoot BioSealer (macca matepuana B wWnpuue 3aBUCUT OT
BapuaHTa WCMNOJSIHEHUA Habopa), HAaKOHEYHMKOB OfHOPa3oBbIX AnsA wnpuues HPO002
(KOIMYecTBO HAKOHEYHWKOB 3aBUCMT OT BapuaHTa WCMNOMIHEHMSA Habopa) W CUANKOHOBOIO
Konnavka.

MaTtepmnan cTomatonornyecknin Healtex® HealRoot BioSealer - peHTreHOKOHTPACTHbIN
3aTBepgeBalwWwnii matepuan 6enoro uBeta A/ MNO/IHOFO MNEPMAHEHTHOro MJ0M6MpoBaHUSA
KOpPHEBbIX KaHanoB Ha ocHoBe MTA (MUHepanbHbI TPUOKCUAHbIA arperaTt). MoxeT
MCrnonb3oBaTbCA C MaTepuanamu pans ob6TypauuMu KOPHEBbIX KaHanoB wunu 6e3. Matepuan
3anevyaTbiBaeT KOPHEBOW KaHas NyTEM OTBEPXAEHUS NPU peakuuun ¢ BAAXKHOW Cpefol B poTOBON
nonoctn. OTCyTCTBME YyCaAKW W BbICOKas ajAre3snoHHas CcnocobHOCTb fenalT MaTepuan
ngeanbHbIM TEPMETUKOM [N MOCTOAHHOW 06Typauun W NOAXOAAT [ANA BCeX MEeTOf0B
06Typaunm rytranepyei.

HakoHeuyHMKN ofHopasoBble pgna wnpuues HPO002 npegHasHayeHbl A onTuMuM3auun
[LO3MpOBaHNA MaTepunana U HaHeCeHUA ero Ha pasnMyHble NOBEPXHOCTHU.

CUNNKOHOBbLI  KONMayokK npefHasHayeH AN NpeAoTBpalleHUa KOHTaKTa wmartepuana ¢
KNCMOPOAOM N BNaroi Bo3gyxa.

Hab6op Healtex® HealRoot BioMTA

Habop cocTtouT M3 npobupknm 3InneHgopga ¢ maTepuanom cTomaTtonorvyeckmm Healtex®
HealRoot BioMTA (macca maTepuana B npobupke coctasnseT 0,5r), wnartena u naneTbl Ans
CMeLIMBaHunA.

MaTtepnan cTomatonormyeckmii  Healtex HealRoot BioMTA  npeactaBnseT cob6on
rmapouabHbIi  GMOCOBMECTMMbIA  MOPOLWIOK 6en10ro  uUBeTa, KOTOpPbIA  CNOCOGCTBYET
uemMeHTOreHesy, o6sagaeT OT/IMYHOW  TFepMeTM3UpyloLein  crnocobHocTblo.  MaTtepuan
NCMoNb3yeTcsa ANA repMeTnsaLnm KOPHEBOr0 KaHana.

Maneta Ans cMeWWBAHUA W WINaTeNb MNpeAHasHauyeHbl A/ CMelleHUs maTepuana ¢ BOJON C
Lenblo Noay4vYeHUs nacThbl.

6. Mepbl NPegoCTOPOXKHOCTH

O6Lw e mepbl NMPesoCTOPOXKHOCTU:

1 ﬂ,aHHblﬁ NPOAYKT MOXET O6bITb NCNOMb30BaH TO/IbKO KBal‘IVICbI/ILWIpOBaHHbIM cTomMaTosiorom
npu TWaTe/bHOM CO6/THAEHNN UHCTPYKLUN MO UCNO/Ib30BAHNIO U MepP NPeLOCTOPOXKHOCTM.

2. Mepen wcnonb3oBaHMEM WU3AeNUS NpPoBepbTe MNPOAYKT Ha Hannume OTKNOHEHWUNA,
NOCTOPOHHUX BeWECTB WIN rlpvlmece|7|, CpOK TrogHOCTK, COOTBETCTBME ONMMCaHUIO. He
ncnosb3oBaTb MaTepunan B ciydyae UAMeEHEHUA LBeTa UKW 3aTBepaeBaHNA.

VIHCTPYKUMS MO NPYMEHEHWIO Ha MEeALIMHCKOE M3aesve:

MaTaniann ATAMATARAFAIIOAIA RAO NG i Healtex® CTtpaHuua 4 n3 12
@ 000 LWHPMH (29 INFOGCIRMIRD G5 WWW GOSTDRATNADZOR R O HHOY MIOMOMPOBIiA kaHanos Healtex® & Habopax Panmt



3. He wucnonb3oBaTb A8 /e4YeHUss MNaUWMEHTOB C anneprmeil Ha KakKom-n1mbo KOMMOHEHT
NpPoAyKTa U NauneHTOB C TEKYLLUM BOCNasieHNEM.

4, M3penne He npegHasHa4vyeHo 418 npuemMa BHYTPb.

5. Mepes npouefypol 06sa3aTeNlbHO YCTaHOBUTbL Koddepham [ 3aWuUTbl AblXaTebHbIX
nyTen 1 BO n3bexxaHue npornaTbiBaHUSA.

6. He ncnonb3oBaTb maTepuasn 4159 UHbIX Le/ieii, KpoMe NPeayCcCMOTPEHHOT0 MPUMEHEHNS.

7. He ncnonbs3oBaTb M3gesine ¢ UCTEKW MM CPOKOM FOLHOCTMU.

8. He cmewmnBaTh ¢ ApyrumMum NpogyKTamu.

9. He ponyckaTb nonagaHusa NpogykKTa Ha KOXy W B rnasa. [pu nonagaHum HemensieHHO

NPOMbITb GOMbLWIMWM KOMNYECTBO BOAbl M 06paTUTbCA 3a MeAWLMHCKOW noMouwblo, npwu
nonagaHuy wmaTtepuana cTomartonormdyeckoro Healtex® HealSealer Ha koxy HemegneHHO
yfanuTb MaTepuan Mpu MNomowM BaTbl M cCOMPTa, MOCAEe 4Yero TuiaTe/lbHO MPOMbITb MECTO
nopa>keHnsi BOAON C MbLUOM.

10. HenpaBuibHOe XpaHeHWe MOXET MPUBECTU K CHUXEHUID XapPaKTEPUCTUK U YMEHbLIEHUHO
CPOKa rofHocCTHU.

Martepunan ctomatosiornyeckuii Healtex® HealSealer

1 MepenonHeHWe KaHana MaTepuasoM Ans  NAOMGMPOBaHMS  MOXeT MPUBECTU K
NMoBPEX/JEHUIO NepuannKanbHbIX TKaHewn.

2. MpreM BHYTPb 3anpelieH. Mpu cnydaliHOM npornaTbiBaHWM [aTb MNauWeHTy 60/bLuoe
KO/IMYECTBO BOAbl U 06paTUTbLCA 38 MeJULUHCKOW MOMOLbIO.

3. HacTosiTeNlbHO  PeKOMeHAyeTCA  MJIOTHO  3aKpbiBaTb  KOMMA4Y0K  MOCAEe  KaXAoro
NCNosib30BaHUS.

4, Mpw nepemewnBaHM 6a30BOF0 MaTepuana v KatanmsaTopa He UCNO/Ib30BaThb TEM/O.

Martepunan ctomatosiornyecknii Healtex® HealRoot BioSealer

1, He ucnonb3oBaTb maTepuan A8 UHbIX Leneid, Kpome NpejycMOTPEHHOI0 NPUMEHEHUS.

2, He XxpaHuUTb W He WCNONb30BaTb COfEPXWMOE B [APYrOM KOHTelHepe, KpoMme
NpejocTaB/IeHHOr0 NPON3BOAUTENIEM.

3, XpaHnTb NPOAYKT B 3aKPbITOM BUe 40 MCMNOMb30BaHUA BO M3bexaHue NpexaeBpeMeHHON’
peakuumn ¢ BNaron Bosgyxa.

4, Mcnonb3oBaTh C OCTOPOXKHOCTLIO, NOCKONLKY pH yBennuusaetca go 10-12 npu peakuynu c
BNaroii.

MaTtepuan ctomatonormyeckumii Healtex® HealRoot BioMTA

1. OuyeHb pefiko MaTepuan MOXEeT BblI3blBaTb TUMePUYYBCTBUTENLHOCTL. B Takom cny4ae
NpPeKpaTuUTb MCNosb3oBaHUe U 06paTUTLCA K Bpauyy.

2. He ponyckaTb KOHTakTa C BOAOW, KpPOMe MNpPeAyCMOTPEHHOro MPUMEHEHUS, MOCKOJbKY
NPOAYKT 3aTBepPeBaeT NPN KOHTaKTe C B/aroi.

3. MoBblWeEHHAsA B/IAXXHOCTb MNPUBOAUT K yxyaweHuto 3gpekTuBHoCcTU Healtex HealRoot

BioMTA. [na npefoTBpalLeHNS TMPeXAeBPEMEHHOW peakuMnm C BNAXHOCTbHO B BO3AYXe
NPOAYKT [OJDKEH  XPaHUTbCA B TFEPMETUYHOM  KOHTeliHepe [0  HenocpefCTBEHHOrO

MCNO/b30BaHUSA.
4. [JaHHbI NPOAYKT AO/IXEH 6bITb MCMOMb30BAH Cpasy MoC/e CMeLINBaHMS.
5. ANnsi 04NCTKM M MOBTOPHOIO MCMOMb30BaHWUSA LWIMaTensa yAanuTb OCTaTKWM maTtepuana c

KOHL,A LnaTens ¢ MCNosb30BaHUEM OfHOPA30BOro BAaTHOr0 AMCKa WM OJHOPA30BOro BaTHOFO
TammnoHa, CMOYeHHOro cnupTom. llocne ypaneHWss MaTepuana MpPoOTepeTb LWMaTelb TPpU UK
6onee pas 0jHOPA30BbIM BaTHbIM ANCKOM/TAMMOHOM, CMOYEHHbLIM CAUPTOM.

VIHCTPYKLWSi MO NPYMEHEHMIO Ha MEAULIMHCKOE V3aevie:
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7. TlopApoK NpUMeHeHUd.

Healtex® HealSealer
1. N3onupyiiTe y4yacToK C¢ nomouwbio Kogdepaama. MoarotoBbTe U chopMupyiiTe KOpPHEBOMN
KaHan

2. YpanuTte U3 KOPHEBOro KaHana MHOPOAHbIe YacTuubl. MpoBegnTe TLLaTeNbHYHO Ae3NHGEKLMNIO
N 0YUCTKY KOPHEBOr0 KaHajda C Momolibi runoxaopuTa Hatpus uam 34TA M NOAHOCTbIO
BbICYLUMNTE.

3. OTKpoWTe 3alWMTHbIA KOMMayYoK W BbljaBUTe OCHOBY (KENTbI) M KaTanuszatop (6enbliii) B
nponopumn 1:1 u3 ABOWHOrO wWNpMUa Ha Nanety ANS CMewWwuMBaHMA (M3-3a pasHO BA3KOCTU
OCHOBbI M KaTanusaTopa OHW MOTYT pacnpegensaTbCs ¢ pa3Hol CKOPOCTbHO).

4. Ncnonb3ys wnateflb WAM MeTa//INYECKYl fonaTKy, CMelwmMBaiTe OCHOBY (kenTas) MU
KaTanmsatop (6enbiii) 10-20 ceKyHA A0 MOMHOIO CMeWMBaHNA U MPUOOPETEHNS LiBETA C/IOHOBOIA
KOCTW.

5. IamepbTe A/IMHY KOPHEBOro KaHasa, UCNo/b3ys 3/eKTPOHHbIN anekc-ioKaTtop unu dain.
BblbepeTe COOTBETCTBYHOLW WA ryTTanepyeBblii WTURT. HaHecuTe N paBHOMEPHO pacnpegennTe
He6ONbLLIOEe KOMMYECTBO CMECU Ha ryTTamnepuyeBblii WTUHOT U MeLNEHHO BCTaBbTe WTUMT Mo
HanpaB/fieHMI0 arnekca. B KauecTBe a/ibTEPHATMBHOIO BapwaHTa CTOMAaTO/IOMM MOTYT HaHecTU
CMecCb C MOMOLLb OYMaXKHOro WTWU(Ta, KaHanopacwupuTens AN CNUpanbHOro HanosHUTeNs
(cnupanb JleHTyno). AnA npegoTBpaweHns (GopMuMpoBaHMA M 3axBaTa My3bipbKOB BO3AyXa W
nepesanofIHEHUS KaHana, criedyeT BCTaBAATb MOKPbITbIA CMECbH LWTU(HT OYeHb MEeA/IEHHO B
Hanpas/fieHUN MO 4YacOBOW CTpesike BO BpeMs 06TOpauMM M M3BNeKaTb B HanpaB/ieHUN NPOTMB
yacoBoi cTpenkn. Ecnu wncnonb3yetca cnupanb JIeHTYno, NpoaBurainTe M BbIBOAUTE ee
MeasIeHHO B HanpaB/IeHUM aneKca ¢ KpaliHe HM3KOW CKOPOCTbIO.

6. Mocne 3aBepweHWa npouesypbl cAenatb PEHTreHOBCKUWA  CHMMOK  ANA  NMPOBeEpPKU
naoméuposaHus.

MNprmeyaHue.

Meped HaHeceHMEM MaTepuana TuUlaTeNbHO OYUCTUTbL KOPHEBOW KaHan. Ecnm ans opolweHus
ncnonb3oBanacb Nepekncb soaopoaa, 06sA3aTeNbHO MpoBEPUTDbL, 4TO B KaHane OTCYTCTBYHT
cnefibl NPOMbIBOYHOIO pacTBOpa. OTO NO3BOAMT u3beXKaTb peakyun ¢ MaTepnanom, KoTopas
MO>XeT BeCcTU K 06pa3OBaHl/I+0 Ny3bIPbKOB. Ecnn ana opoweHna KaHana noovyepeaHo
MCNoMb3yroTCA TUNoXnopmT HaTpua W nNepekncb BOAOPOAQ, nocneaHnm HGOﬁXO/J,VIMO
MCcNonb30BaThb r’MNOXNOPUT.

Healtex® HealRoot BioSealer

1. MoAroTOBUTHL M NPOMbITb KOPHEBOW KaHan cTaHfapTHbIMWU 3HAOAOHTUYECKMMU MeToAaMu.

2. HageTb 04HOpa30Bbiii HAKOHEYHUK Ha LUMPUL, 1 BCTaBUTb B KOPHEBOW KaHarl.

3. 3an0NHUTb KOPHEBOW KaHanl, MeANeHHO HaXuMmasi Ha MoplleHb. He HagaBnuBaTb CAULLIKOM
CWNIbHO, TaK KaK 3TO MOXET NpMBeCcTM K 06pa3oBaHunio Ny3bIpbKOB U/MAN NEPENOHEHUIO.

4. Mpwn ncnonb3oBaHUM FyTTanepyeBoro WTnu@Ta ero He06Xo0AMMO BCTaBUTb B KOPHEBOWM KaHaJl.
5. Wcnonb3oBaTb CTOMATONMOIMYECKMIA MHCTPYMEHT, 4T06bl cpe3aTb BepxXywKy. W3nuwku
matepmana MOXHO YyAannTb C MOMOLLbID BATHOFO0 AMCKA WAM BaTHOro TaMMOHa, CMOYEHHOrO
BOAOA.

6. Mocne oKOHYaHWSA Npouefypbl CHATb U YTUNM3UPOBATh 04HOPAa30BbIi HAKOHEYHWK U BCTaBUTb
HOBbI/A 04HOPAa30BbIi HAKOHEYHUK.

7. TINOTHO 3aKpbiTb HOBbIA 0AHOPAa30BbIli HAKOHEYHWK MpuaaraembiM CUNKOHOBbIM
KO/INa4yKoM.

VIHCTPYKUMS MO NPUMEHEHIO HA MEAMLIMHCKOE U3aere:
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Healtex® HealRoot BioMTA

MpssMoe NOKPbITUE Ny bMAbl U NeveHne nephopaumnii

1) 3onnpoBaTb 3y6 ¢ nomMoLwWblo Kodgepiama u chopmupoBaTb yrnybseHne, ncnonbiya 60p Ha
BbICOKMX 060poTax, He 3ajeBas TKaHW, 6N1M3KNe K nysbne.

2) TwaTenbHO ygannTb OTMepLUNe TKaHW BO3/e My/bMbl, UCMO/b3ys HOBbIA CTEPUIN30BaHHbIN
anmasHbli 60p Ha BbICOKUX 060poTax.

3) MpoMbITb MOAFOTOBMEHHY MOJOCTb, OTKPbLITYID MNynbNy, MecTo nepgopaynunm ¢ NOMOLLbIO
5,25%-Horo pacteopa NaOCI.

4) Ecnn y nauueHTa HabnwojaeTca KPOBOTEUEHUE, KOHTPO/IMPOBATbL €ro ¢ NOMOLbK BaTHOrO
wapuka, cmoyeHHoro NaOCI 1 NPUNOXKEHHOT0 Ha remopparvyeckKnii y4acTok.

5) Cmewatb Healtex® HealRoot BioMTA ¢ AUCTUANMPOBAHHOW BOAOW pacTuMpakwLumun
ABWMXEHNSAMN B YKa3aHHOM COOTHOLIEeHUN™* B TeveHme 30 CeKyHA. B 3aBUCUMOCTU OT BHELLHEA
TeMnepaTypbl W BNaXHOCTU, eCNM CMeCb 3aTBepfeBaeT WU BbliCbiXaeT, [06aBUTb BOAbI.
3anoNHUTL NOATOTOBJIEHHYO MONOCTb MOC/IE TWAaTEIbHOI0 3aMeLlBaHUS.

NCooTHowWweHna ansa cmewmsadua =0,5r : 0,225 r (0,225 cw)

(Healtex® HealRoot BioMTA: guctunnMposaHHas BoAa)

6) Ecnn y nauymeHTa HabnogaeTcs KpoBOTeUYeHUE, HANOXUTb TOHKKIA cnon Healtex® HealRoot
BioMTA u npuxaTb BaTHbIM LapuKoMm. [locne 3TOro NoMecTUTb OCTaBLUMICA MaTepuan B
NnosocThb,

7) Mocne nomew,eHNsa maTepuana B NMoaoCcTb C NMOMOLWbI NyCcTepa HanpaBuUTb MOLLHYIO CTPYIO
BOAbl Ha 3aTBepAeBLUN/ MaTepuasn Ana NPOBEPKM BbiMblBaHWUA. Ecnim xoTa 6bl YacTb MaTepuana
oTAenmnacb oT NoJsIoCTU, MOSTHOCTLIO YAaNAuTb MaTepuan U CHoBa 3amno/iHUTb.

8) Wcnonb3ys noaxogsuwime WHCTPYMEHTbI, COpPMUpPOBaATbL MNOMOCTb C WUCNO/b30BaHUEM
Healtex® HealRoot BioMTA, KoTopas He 6yfeT HapywaTb /IMHeNHbI yron nonoctu 3yba. Mpnu
NpoBeAeHUN 3TOW MNpouefypbl BCE LEHTWHHbIE KaHa/bla, pacrnosioKeHHble 6/M3K0 K Nysbne,
JO/DKHbI ObITb 3aKpbITbl MaTepuasoM He MeHblle, YyeM Ha 3 MM. Ecnum 3To ycnoBue TPYAHO
BbINOMHNTb, HEO6X0AMMO BbINOMHNUTL pecTaBpaLnio KOPOHKOBOW YacTu 3yba.

9) BbINOMHUTbL PEHTreHorpauUecKnini CHUMOK, 4T0Obl ybeanTbCs, 4TO MaTepuan He nonan B
o6nactb nynbnbl. Ecnn aTo npomsowno, BbiNucaTb 06e360n1uBatoLWwme gna ymeHblweHnsa 6onu.
Ecnn Ha CHMMKe ecTb pasiMuyuMblie KapMmaHbl, He 3afojiHeHHble MaTepuasoMm, HeobXxoammo
NOJIHOCTbLIO YAaNnUTb BECb MaTepuan 1 NOBTOPUTb BCKO NpoLeaypy CHOBA;

10) icnonb3oBaTb NOIMMEPHY CMOJTY NN6G0 CTEKIOMOHOMEPHbI LEMEHT, UTOObI 3aKpbITb C/0WA
Healtex® HealRoot BIioOMTA n npeaoTBpaTUTb KOHTaAMUHALWIO Yepe3 CIOHY.

MnombupoBaHne BEPXYLUKU KOPHSA

1) Mocne nonyyeHMa gocTyna K anvkKasabHOMY MOPaXKeHMo ¢ NMOMOL b N10CKYTa, NCNO/b30BaTh
XUPYPrMyecknin 60p, 4Tobbl NcCeYb KOPeHb Ha 3 MM,

2) Wcnonb3ysa ynbTpa3ByKOBOW HaKOHEYHUK (HAa HW3KOM YPOBHE MOLLHOCTM), MNpPOBECTYU
NOATOTOBKY MOJIOCTU Ha FAY6UHY 3 MM;

3) Ecnn y naymeHTa HabntogaeTcss KPoOBOTeYeHMEe, KOHTPOMPOBaTb €ro 3a CYeT MPUMEHEHMUS
jaBneHna K o6nacTum  KpoBOTeyeHWs (Hanpumep, C MOMOLWbLIO BaTHOFO0 wWapMka ¢
KpPOBOOCTaHaB/MBaKOLWNM cpescTBOM, TakuMm Kak NaOCl).

4) Vicnonb3yss MEeTU/IEHOBbIA CUHWIA KpacuTenb, OKpPacuUTb 30HY ANA MPOBEPKW Ha Hanuuue
TPEWMH WA JOMOMHUTENbHbIX KaHa/loB B anuKajbHOW 30HE, MPOBECTU OCMOTP C MOMOLLbH
MUKpOCKonNa.

5) YgannTb AMWHIOW Bnary n3 chopmMmpoBaHHO MNOA0CTHN.

6) CwmewaTtb Healtex® HealRoot BIioMTA ¢ AWCTUNNMPOBAHHOM BOAOW pacTUpPaKLLLUMK
OBVXEHUAMM B YKa3aHHOM COOTHOWEHUN* B TedeHue 30 ceKyHA. B 3aBUCMMOCTU OT BHELLHEN
TeMnepaTtypbl U BNaXXHOCTU, €C/IN CMeCb 3aTBepAeBaeT UM BbiCbIXaeT, 406aBUTb BOAbI.

VHCTpYKLUMS N0 NPYMEHEHNIO Ha MEAWLIMHCKOE M3aenme:
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'ACoOTHoOLWeHnA ansa cMewmBaHna =0,51 : 0,225 r (0,225 cw)

(Healtex® HealRoot BiolMTA: guctunnmpoBaHHasa Boga)

7) Wcnonb3ya cneynanbHbIl MHCTPYMEHT, MOMECTUTb HEO6X0AMMOe KONMYECTBO maTepuana B
NOArOTOB/IEHHYIO MOMOCTh.

8) MsaArko yTpamboBaTb MaTepuan C MNOMOLLbH MeSIKOro nnarrepa. [Jo6aBnsiTb HebonblIve
nopumn martepuana v yTpamb6osbiBaTb. MOBTOPATL A0 TeX Mop, NOKa He MPUAETCA UCNONb30BaTb
WHCTPYMEHT MeHbLLUEro pasmepa, 4YeM pasmep nosocTu;

9) YaanuTb M3INWHWIA MaTepuan N OYUCTUTb MOBEPXHOCTb KOPHS C MOMOLLbI BAAXHON Map/an
WKW BaTHOTO LLIapuKa.

10) Mocne 3aTBepAeBaHNA TWaTENbHO MPOMbITbL NMOMIOCTbL C MOMOL, b (hU3pacTBopa U NPOBEPUTH
Ha BbIMblBaHue. MaTepuan He J0JIXXEH BbIMbIBaTbCA.

11) CpenaTb peHTreHorpammy, 4Tob6bl y6efnTbCsA B MpaBW/IbHOM YCTaHOBKe maTepuana. Ecnm
MaTepuana HeoCTaTOYHO, YAaNUTb BeCb MaTepuan U NOBTOPUTbL YCTAHOBKY CHOBA.

12) Mocne nogTBePXAEHUS MPaBUIbHON MNIOMOUPOBKM BEPXYLUKN KOPHS MPOM3BECTM 3aKpbITUE
XUPYPruyeckKoro oTeepcTus.

YacTuyHas nynbNakToMuUs nepesHux 3y6os

1) N3onunpoBaTb 3y6 ¢ noMol,bio Kohdepaama n chopMmmpoBaTb yrnybneHue, NCNosb3ysa 60p Ha
BbICOKUX 060pOTax, He 3aieBas TKaHW, 61M3KMe K Nysbne.

2) YpanuTb OTMepLlUMe TKaHW BO3/1e My/bMbl, NCMOAb3ys HOBbIA CTEPUIM30BaHHbIA aMasHbIi
60p Ha BbICOKMX 060pOTax.

3) OTKpbITb MNYy/NbMNOBY KaMepy, NPOMbITb W yaanuTb Nynbny Ao Tpebyemoin raybuHbl C
MOMOLL K HOBOTO CTEPU/IM30BAHHOTO a/iIMa3HOro 6opa Ha BbICOKMX 06opoTax.

4) TlpombiBaTb MNOAFOTOB/IEHHYK MOMOCTb O0O0UALHBLIM KOMN4YecTBOM 5,25%-HOro pacTtBopa
NaOCI, noka KpoBOoTeYeHNE He OCTaHOBUTCS.

5) Cwmewatb Healtex® HealRoot BIioMTA ¢ AWCTUNAMPOBAHHOW BOAOW pacTUparoLLUMm
OBVXXEHUSAMM B YKa3aHHOM COOTHOLIEHMM* B TeyeHne 30 ceKyHA. B 3aBUCMMOCTU OT BHELUHEN
TemnepaTtypbl W BJIQXHOCTW, €C/N CMeCb 3aTBepAeBaeT WM BbICbIXaeT, [J00aBUTb BOAbI.
3anoNHUTb NOATOTOBAIEHHYIO NOJIOCTb MOC/E TWaTeNIbHOI0 3aMeLlnBaHus.

~CoOoTHoWeHnsa ansa cmewmnsaHunsa - 0,51 : 0,225 r (0,225 cw)

(Healtex® HealRoot BioMTA: auctunanpoBaHHas BoAa)

6) YpanuTb NWWHIOK BOAY C MOMOLWbIO CTePU/IbHOr0 BaTHOrO wWapuka, u yTpamb6oBaTtb
MaTepuan B Ny/ibNMOBON KaMepe.

7) He ponyckana 3atBepgeBaHusa Healtex® HealRoot BioMTA, BHecTU ocTaBLUeecs KO/MYECTBO
MaTepuasa B N0ONOCTb.

8) Mocne nomeweHnsa martepuasna B NOM0OCTb C MOMOLWbLIO NycTepa HanpaBUTb MOLWHYIO CTPYIO
BOAbl Ha 3aTBepgeBwunii matepman Healtex® HealRoot BioMTA pgns npoBepKu BbiMbIBaHUS.
Ecnn xoTa 6bl yacTb MaTepuana oTAenmnacb OT MOMNOCTU, MOJIHOCTbIO YyAaNuUTb MaTepuan u
NPUCTYNUTb K NIEYEHUID KOPHEBOr0 KaHana, T.K. MOBTOPHas YCTaHOBKA MOXET MPMBECTU K
WHOULMPOBAHWIO NYNbNbI.

9) Mocne 3aTBepAeBaHUA yAanuTb BepXHIOK 4YacTb MaTepuana Healtex® HealRoot BioMTA un
NMOMECTUTb Ha HEro marepuasa M3 MNOJIMMEPHONA CMOJIbI WUIN CTEK/IOMOHOMEPHbLIA LEMEHT B
COOTBETCTBUM C MHCTPYKLUUAMMN.

YacTu4yHas nynbnaKTOMUs 3aHUX 3y6oB

1) N3onmnpoBaTh 3y6 ¢ NnoMoLWblo Kodepgama n chopMmmnpoBaTh yrnybneHue, ncnonblysa 60p Ha
BbICOKMX 060poTax, He 3ageBas TKaHW, 651M3KNE K Ny nbne.

2) YpanuTb OTMepLllMe TKaHW BO3Me Ny/nbMbl, UCMNOMb3YS HOBbIA CTEPUIN30BaHHbI anMasHbli
60p Ha BbICOKMX 060pOTax.

VIHCTPYKLWA MO MPUMEHEHMIO HA MEAVLIMHCKOE M3aeNMe:
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3) OTKpbITb BCe pora nynbnbl 3yba U yganuTbe Nyabny C NOMOL,bIO HOBOI0 CTEPU/IN30BAHHOIO
anma3Horo 6opa Ha BbICOKMX 000poTax. TwaTe/ibHO yAa/MTb OCTaBLUYKCS MynbAy C OCEBOW
CTEHKW NOS0CTN.

4) lMpombiBaTb MOATOTOBJIEHHYK MOAOCTb 06MAbHBIM KoOn4decTBOM 5,25%-HOro pactsopa
NaOCI, noka KpoBOTeUYEeHNE HE OCTAHOBUTCA.

5) Cwmewatb Healtex® HealRoot BioMTA ¢ AWCTUANMPOBAHHON BOAOW pacTuparLwumm
OBVKEHUSAMWU B YKa3aHHOM COOTHOWeHUW B TedeHue 30 ceKyHA. B 3aBUCMMOCTU OT BHeLUHel
TemnepaTtypbl W BJIQXXHOCTW, €C/AM CMecb 3aTBepAeBaeT WM BbICbIXaeT, [06aBUTb BOAbI.
3anoNHUTL MNOATOTOBJ/IEHHYI MOJIOCTb MOC/IE TWATENIbHOI0 3aMeLlBaHUS.

ACoOoTHOLWeHUus ans cMmewmnsanma = 0,5 r 1 0,225 r (0,225 cv?)

(Healtex® HealRoot BioMTA: guctunninpoBaHHas Boga)

6) YpganuTb NULWHIOK BOAY C MNOMOLLbI CTEPUILHONO BAaTHOro LWapuka, M ytpamb6oBaTb
MaTepuan B Ny/NbMNOBOMA Kamepe.

7) He ponyckasa 3ateBepaeBaHuna Healtex® HealRoot BioMTA, BHecTU ocTaBLUeecs KOMIMYECTBO
MaTepuasna B NoaocTb.

8) Mocne nomelLeHNa maTepuasna B NOJOCTb C MOMOLLbIO MyCTepa HanpaBuUTb MOLLHYIO CTPYIO
BOAbl Ha 3aTBepgeBwunii matepman Healtex® HealRoot BioMTA pnsa npoBepKW BbIMbIBaHUSA.
Ecnmn xoTa 6bl yacTb MaTepuana oTfenumnacb OT MOMNOCTU, MOJIHOCTbIO YyAaNIUTb MaTepuan wu
NPUCTYNUTb K JIEYEHUID KOPHEBOro KaHana, T.K. MOBTOPHAasA YCTaHOBKA MOXET NPUBECTU K
WHPULUMPOBAHWNIO NYNbIbI;

9) Mocne 3aTBepAeBaHNA yaanuUTb BHELWHIOK 4YacTb matepuana Healtex® HealRoot BioMTA u
MOMECTUTb Ha HEro marepuasa U3 MNOJIMMEPHOW CMOJIbl WUAN CTEK/JIOMOHOMEPHbI LEMEHT B
COOTBETCTBUN C MHCTPYKUUAMKU. YT06bI NpesoTBpaTUTb BTOPUYHOE MH(pUUMPOBaAHUE MNYNbMbl,
MWUHUMaNbHaa ToNWwMHa ocTaBweroca martepuana Healtex® HealRoot BioMTA He poskHa
6bITb MeHbLLE 3 MM.

8. ®PYHKLUMOHAaNbHbIE XapaKTepPUCTUKMN.

Tab6nuuya 1
Mokasartenb 3HaueHne
Healtex® HealSealer
Macca B Wwnpuuge
Habop HealSealer Regular Kit Type A 16r£5%
Hab6op HealSealer Regular Kit Type B 4r+5%

BHewHWIA BUg

Pabouee Bpems

TeKyyecTb

Bpemsi TBepAeHMS MaTepurana
TonwmHa nneHKn
PeHTreHOKOHTPacTHOCTb
PacTBopuMOCTb

Healtex® HealRoot BioSealer
Macca

Ha6op HealRoot BioSealer Regular Kit

Ha6op HealRoot BioSealer Intro Kit
BHewHWA BNj

Pabouee Bpemsi

TeKyuyecTb

Bpema TBepAeHNA maTepuana
TonwmHa nneHKun
PeHTreHOKOHTPacTHOCTb
PacTBopnMOCTb

O[fHOPOAHbIN, 663 MOCTOPOHHUX NMpPUMECED

lyacx 10%

He meHee 17 mMm

B TeyeHune 3-4 yacos

MeHee 50 MKM

OKBWBAaJIEHTHA C/1010 a/lOMUHNSA TOALWMNHON 60/1ee 3 MM
MeHee 3,0 %

2r+5%

05r+ 5%

OfHOpPOAHbIN, 663 NOCTOPOHHUX NpUMecei

20 MuHyT £ 10 %

He meHee 17 mMm

6 430 MMH. £ 10 %

MeHee 50 MKMm

3KBMBa/IEHTHA C/1I0K0 afIlOMUHUS TOMWMUHOK 601ee 3 MM
MeHee 3,0 %

VIHCTpYKLWS MO NPYMEHEHUIO Ha MEAVLIVHCKOE U3ae/Ve:
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Healtex® HealRoot BioMTA
Macca B npobupke

BHewHW BMg,

Pabouee Bpems

Bpems TBepAeHMs MaTepuana
PeHTreHOKOHTPacTHOCTb
PacTBOpMMOCTb

M3meHeHMe pasmepa noce
0TBEPXAEHUS

0,5r+ 5%

Benblii NopoLWwoK, 6e3 NOCTOPOHHUX NpuMeceii

20 mmHyT £ 10 %

40 £10 MUHYT

OKBUBAJ/IEHTHA C/1I0l0 aNtOMUHNSA TOJLWMHOK 60/1ee 3 MM
MeHee 3,0 %

Mocne oTBEPXAEHUSA CTEMeHb ycafKu Ao/HKHA
coctaBnATb 1,0 %, a cTeneHb pacwimpeHus - 0,1 % un
MeHee.

9. OCHOBHble MaTepuasbl MeJULNHCKOI0 13aenms

MaTepunan ctomaTtonormyecknin Healtex® HealSealer

1. OcHoBa

e Aurnuuungunosblin acgup 6ucheHona A;
e Aurnuuymannosbiii ahup 6ucheHona F;

e [AVOKCUA LMPKOHUS

2. Kartanunsartop
e 1,3-6eH30NgMMeTaHaAMUH;

e TMonu(l,4-6ytaHgnon)onc(4-ammHob6eH30aT);

e T10MOKCMNPONUSIEH JUAMUH;
e [unokcnpg uMpKOHUA;
* Bonbhpamat Kanbums.

MaTtepunan ctomatosiorndyecknihi Healtex® HealRoot BioSealer

» KanbuuneBblil LEMEHT;

e KanbuneBo-aNtOMUHATHbIV LEMEHT;

e ®dTOpUA NTTEPOUS;
e [voKcup yNPKOHNS

MaTepuan ctomaTtonorndecknii Healtex® HealRoot BioMTA

e KanbuneBblil LEMEHT;
e [AvoKcupg yMpPKoHNSA

10. MepevyeHb CTaHJapTOB, KOTOPbIM COOTBETCTBYET MEAULIMHCKOE U3fenne

Habop HealSealer Regular Kit Type A, Ha6op HealSealer Regular Kit Type B.

EN ISO 13485; EN ISO 14971; 1SO 6876; 1SO 7405; EN 1SO 10993-1; EN I1SO 10993-3; EN
ISO 10993-5; EN 1SO 10993-10; EN ISO 10993-11;IEC 62366-1; EN ISO 15223-1

Habop HealRoot BioSealer Regular Kit, Ha6op HealRoot BioSealer Intro Kit

EN ISO 13485; EN ISO 14971; EN ISO 10993-1; EN ISO 10993-3; EN ISO 10993-5; EN ISO

10993-10; EN ISO 10993-11; IEC 62366-1; 1SO 6876; 1SO 7405; EN I1SO 15223-1

Hab6op Healtex® HealRoot BioMTA Regular Kit

EN ISO 13485; EN ISO 14971; EN ISO 10993-1; EN ISO 10993-3; EN ISO 10993-5; EN ISO
10993-10; EN ISO 10993-11; IEC 62366-1; EN ISO 15223-1; ISO 6876; ISO 7405; EN 1041;

EN 1641

CnpaBoyHble CTaHAapThbl MCNONb3YTCSA B NOCNEAHEN pefakuun: OpraHu3auns coxpaHsieT W
06HOBNSIET CMUCOK CNPABOYHbIX CTaHAAPTOB KaK 3annucb CO6CTBEHHOW CUCTEMbI YyNpPaBNeHns B

cooTBeTCTBUMN C ISO 13485.

VIHCTPYKLWS MO MPUMEHEHMIO HA MEVLIMHCKOE U3AENMe:
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11. PaclungpoBKa CMMBO/IOB, MPUMEHSIEMbIX B MApPKUPOBKE NOTPEOUTENBCKON 1
TPaAHCMOPTHOI yNaKoBKMW.

IVA MN3roToBUTENb TemnepaTypHblit A1anasoH

i O6paTnTeCh K UHCTPYKLMK MO
%J [Jlata n3roTosneHus a MPUMEHEHWIO UK K UHCTPYKLMK MO
MPYMEHEHWIO B 3/IEKTPOHHOM BUfE

N

Mcnonb3oBath A0 He gonyckaTb BO3AeiiCTBUS Bnaru

| |Ot| Kopg naptuu

|RE|:| He gonyckaTb BO34encTBus
Homep no karanory CO/THEYHOrO cBeTa

OcTopoxHo!

j>—|

Bepx (yKasblBaeT npaBuibHOe 5 Mpefen No KoAW4ecTBYy SPYCOB B
11 BepTMKa/bHOE NOMOXEHUE rpy3a) wTabene

He ncnonb3oBatb Kprouku/He

Xpynkoe, obpallaTbCs OCTOPOXHO
I Py patt P MNpoKasblBaTb

12. TexHMUYeCKOe 06CNY>XKMBaHUE N PEMOHT.

V3nenve SBASIETCA 04HOPa30BbIM. TeXHUUYECKOE 06CMYXXMBaHWE U PEMOHT He NPeAyCMOTPEHDI.

13. Ctepunusaums, aesnHpekUmns.

MegnunHckne wnsgenna «MaTepuan CTOMATONOTMYECKUA A MNOCTOAHHOW NIOMOGMPOBKM
KaHanoB Healtex® B Habopax» HecTepu/bHbI, NMpegHa3HayeHbl 419 O4HOKPATHOINO NMPUMEHEHUS.
CTepunmsaumnsa n gesmHpeKUMsa He NPeayCcMOTPEHbI.

14. YcnoBuAa TPaHCNOPTUPOBKU N XPaHEHNA.

XpaHeHune. bepeub 0T BO34eCTBMA NMPAMbIX COTHEYHbIX N1yyel, N36bITOYHOIO Tenaa N BbICOKOA
BNI@XHOCTM BO3JyXa. XpaHUTb B CyXOM, MPOX/a4HOM MeCTe B M0THO 3aKPbITOM BUfE.
TpaHcnopTMpoBaHue. TpaHCcnOpTUpPOBaHWe W3Aennid, ynakKoBaHHbIX B TPAHCAOPTHYH Tapy,
BOMKHO OCYLLeCTBNATbLCA BCEMW BMAAMMW KPbITbIX TPAHCMNOPTHLIX CPEACTB C COOAIOAeHUEM
NpPeAOCTOPOXHOCTEN, YKasaHHbIX Ha TPaHCMOPTHOW Tape M B COOTBETCTBMM C NpaBuiamu
nepeBO3KMW rpy30B, AeACTBYIOLW MMM HA TPAHCMOPTE JaHHOr0 BuAa.

YcnoBus XpaHeHWs, TPAHCNOPTMPOBAHMA 1 3KCN/IyaTaunum B MOMeLLEHNAX:

- TemnepaTypa: pnsa HabopoB ¢ maTepuanom ctomaTtonormyeckum Healtex® HealRoot
BioSealer ot 15 go 25 °C, ans ocTanbHbIX U3genun - ot 2 go 27 °C;
OTHOCMTEeNIbHAA BM@XHOCTb: Ans  HabopoB ¢ MaTepuanamMum CTOMAaTONOrMYECKUMMU
Healtex® HealRoot BioMTA, Healtex® HealRoot BioSealer He 6o0nee 60%, pana
OCTa/lbHbIX MU3e/Ni HET 0CO6bIX TPeboBaHWUIA;

ATMOC(epHOe AaBneHMe: HET 0COObIX TPebOBaHUIA.

15. CpoK rogHocTun
Cpok rogHocTn meguuuHCKMX mnsgennii «Habop HealSealer Regular Kit Type A», «Hab6op
HealSealer Regular Kit Type B» cocTtaBnser 2 roja c gaTbl NPOU3BOACTBA MNpU COOGMOAEHUN
YC/IOBUN XpaHeHUs.
CpoK rogHoctu MeaunuuHCKUX wmsgennihi «Habop HealRoot BioSealer Regular Kit, «Ha6op
HealRoot BioSealer Intro Kit cocTtaBnser 2 roga c fgaTbl NPOM3BOACTBA MpWU COBGAKOAEHUN
YCNOBUIA XpaHeHUS.

WVHCTPYKUMA NO NPUMEHEHNIO HA MeJULIMHCKOe v3ae/ne:
& 000 LHPMM @ INFO@CIRMLRU @WWW.GUSZI]RAVNADZUR.RU CTOSIHHOW N/IOMGUPOBKM KaHasioB Healtex® B Habopax CtpaHunuya 11 uns 12



Cpok rogHoctH MeauuuHckoro usgenus «HaGop Healtex® HealRoot BioMTA Regular Kit
cocTaBiiieT 3 roza C AaThl NPOU3BOACTBA MPH COOMIONEHHH YCIIOBHI XpaHEHHS.

16. Tlopaaok ocymiecTB/ICHHS YTHIH3ALMH H YHHYTOXKEHHS MEAULIMHCKOr0 H3Je/IHs

MeanuuHckue u3genus «Marepuan CTOMATONOTHYECKHH IS MOCTOAHHOH MIOMOHPOBKH
kaHanoB Healtex® B HabGopax» nocne HCMONb30BaHHUA HMX MO HA3HAYEHHUIO OTHOCATCH K
IMHMIEMHOJIOTHYECKH OMAacHBIM OTXOAaM (M3AE/IUA. 3arpA3HEHHbIE KpPOBbIO HM/MAM IPYTHMH
6HONOrHYeCKHMH XKHAKOCTAMH TAllHEHTOB).

‘ B naHHOM ciyyae MeaMUMHCKas OpraHM3alMs OCYLIECTBJAET TOJBKO cOOp H BpEMEHHOE
XpaHeHHe BBIlLIEyKa3aHHBIX OTX0J0B. COOp OCYLIECTBIAIOT B MaKeThl HIH B KOHTEHHepLI
OHOKPATHOrO MPUMEHEHHSA C LIBETOBOH MapKHpOBKOH, MPHUHATON JUIS OMAcHBIX MEAHLIMHCKHX
OTXO/IOB B MOMEILEHHH HIIH B MECTaX JUii BPEMEHHOr0 XpaHEHHs MEIHLMHCKHX OTXOAOB M0
Noc/eayIomero TPaHCNOPTHPOBaHHS K MECTY YTH/IM3aLIMH.

TpancnopTHpoBaHHEM MEIHLHMHCKHX OTXOAOB M3 MEAMLMHCKUX YYPeXICHHI, HX YTHIH3aLHEHR
3aHHMAIOTCA CIHELHATM3UPOBAHHbLIE OpraHH3allMH, HMEIOLIHE JIMLEH3HI0 Ha obpalleHHe ¢
OMacHLIMH B SMHAEMHOJIOTHYECKOM OTHOLIEHHH MEAUIIMHCKHMH OTXOJaMH.

IToTpebuTenbckas ynakoBka, GpakoBaHHbIE H3JCIHA H HEUCTIONB30BAaHHbIC H3JEIHA C HCTEKIIUM

| CPOKOM TOAHOCTH OTHOCATCA K 3MMAEMHOJIOTMYECKH O0e30macHbIM O0TX0JaM (HEOMacHbIM
OTXOZaM, He MMCIOIHM KOHTaKTa ¢ OHONOrM4YeCcKMMHM JKMIAKOCTAMH MAaLMEHTOB),
NpUOIMKEHHBIM MO COCTaBy K TBepAbiM ObiToBbIM orxoaam (TBO). [lna GesonacHoit
YTHJIM3aLMH OCTaTKOB OTBEPXIAEMbIX H3MCNHI CeXyeT YAAIUTh HEUCNONb30BAHHBIN MaTepHa
M3 WMpHUAa WM npoOGHpkH OnneHpopda M NMOJABEPrHYTh MOJMMEPH3ALMH Nepel TeM, Kak
YTHIM3UPOBATh B COOTBETCTBHH C MECTHBIMH HOPMaMH.

C6op HeomacHBIX OTXOAOB OCYIUECTBJAETCH B MHOrOpa3’oBble €MKOCTH HIH OJHOpa30BblE
nakeThl (32 MCKIIOYEHHEM MNAaKeTOB IUIA omacHblXx oTxonoB). Ilopsnok cOopa u xpaHenus
HEOMacHBIX OTXOJOB ONpe/eNAETCS B COOTBETCTBHH CO cXeMoi oOpalleHHs OTXOMO0B B KaXIoH
KOHKPETHOM OpraHu3anuu.

TpaHcnopTHpoBaHHE M YTHJIM3aLUMs OCYLUECTBIAIOTCA C YYE€TOM TpeOOBaHHH, NPHHATBIMH Uis
JaHHOM TEPPHTOPHH, B COOTBETCTBHH C CAHHTAPHBIM 3aKOHOAATENLCTBOM TOH WJIH HHOM CTpaHBbI
K COJEpXaHHMIO TEPPHTOpUIH HacCeNIEeHHBIX MECT M OOpallleHHIO ¢ OTXOAAMH MPOH3BOJACTBA H
norpebnenus.

MHCTPYKUHMA N0 NPHMEHEHHIO HA MEAHLHHCKOE HINETHE:
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dopma Ne 42
Peructpaitgonnsit womep: 2024 — 2047

[Texcm doxymerma na xopelickom u an2AUticKOM R3bikax udexsmuyen)

HOTAPHAJBHOE CBUAETEJBCTBO

XA, JDKYHT MUH (HA, JUNG MIN),
nosepennnit TEHEPAJIBHOIO JUPEKTOPA

«TMAJEHT 'PYTI UHTEPHEMAILIHJI» JDKAE XOOH 10V,

ABUBLIUHACA KO MHE, NPH3HAJ yXa3aHHYIO

noanuch AosepuTena Ha npunaraemMoit MTHCTPYKLIMU ITO [IPUMEHEHHUIO HA
MEIULIUHCKOE U3NEJIME, BEPCHA 2.

Hacrosaumm 3acBaaeTenscTBoBano 19 miona 2024 roaa B JaHHOM HOTapHAIbHON KOHTOpE,

( HanMeHOBAHHE HOTAPHANBHON KOHTOPDI
HorapuansHo-topuanyeckas koMnanua «CosoH UHk.»
OtHocHTCa X

ITpokypatype okpyra UxoHaxy
Aznpec HOTAPHAALHONU KOHTOPHI
84, Bouxsor-po, CoBoR-Ty, YxonmKy, Kopes

/noonucy/ MAK JUKOHI” BYH (PARK JONG WOONG)
(TToanuce HoTapHyca)

({Iexamy: Horapnaneso-1opurueckas komnanus «Cosod Huk.», Horapryc ITak [ikonr Bys]
[{Texamy: HotapuanpHo-lopampiueckas koMnarus «Coson Unk.», Hotapuyc IMak xonr Bys]

Hacroamas HoTapranhbHas KOHTOPA ynoasoModeHa Muauctpoum roctunian Pecny6nuxn Kopes
. NPCAOCTABNATE HOTApHANbHBIE Yoy ¢ 07 deppans 2020 roaa cornacHo 3akony Ne 173,

210 M x 297 mm (Brank ¢ 3ammrolt (1 kareropun) 70 1/m2)

[[Tevame: Hotapransro-ropuauyeckas komnanus «Cosod MHk.», Hotapuyc ITax Jxour Bys]
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MepeBog 4aHHOTO TEKCTA BbIMOMHEH NepeBOAYMKOM MantowoBoit AHHOW AHAPEEBHOI

MnoAnmchb

Poccuinickan degepaumns
Fopon MockBa
[ABafuatb YeTBEPTOro UKOHA ABe ThbiCAYN ABafLAaTbL YeTBEPTOro roja

A, Bepemuii Hatanbd WropeBHa, BpeMeHHO MCMoNHAKOWAs 0643aHHOCTW HOTapuyca ropoga MOCKBbI
Bepemuin HOnann ViropeBHbl, CBMAETENLCTBYHO MOAIMHHOCTbL NoANMCKU nepeBogumka MantowoBo AHHbI
AH[peeBHbl.

Mognuch caenaHa B MOEM NPUCYTCTBUM.

JTnyHoCTb NoAnuMcaBLIEro LOKYMEHT yCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: Ne 77/2194-H/77-2024-7~'37

YnnayeHo 3a COBepLUEHNEe HOTapuanbHOro genctaus: 400 py6. 00 kom.

NoAnncChb Mep6oBas neyartb Mep6oBas neyatb
HoTapuyca r. MocKBbl HoTapuyca r. MockBbl

Bepemuin FO.U. Bepemuin FO.N.

H.N. Bepemuii

Bcero npowHypoBaHo, NPOHYMEPOBAHO
N CKpenneHo nevatbto 29 nuct(-a,-0B).

BPWNO HoTapuyca:

Poccuiickaa degepaumns
Fopog MockBa
[BajuaTb 4eTBEPTOro MIOHA ABE ThiCAYN ABaALATbL YeTBEPTOro roja

§l, Bepemuii HaTanba WropesHa, BpEMEHHO WCMONHAKWEAA 06s3aHHOCTM A ATapuyca Ly
Bepemuii HOnmm NropeBHbl, CBUAETENLCTBYHO BEPHOCTb Konuu ¢ npegctaXXeyHo6rpiMHem

3aperncrtpu”~BaHc)bhperCtpe?™ 77/2194-H/77-2024-g73t

Ynnayemo 3a eoB5(LLE;n16"0T "M% 1bHOro aenctemsa: 3000 py6. 00 kou,

n/
¥

0 4
;

-r
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