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1. Device name
Healtex® Dental Filling Material
Versions:

Versions:

1. Healtex® HealE-Temp Dental Filling Material consisting of:

- Healtex® HealE-Temp Dental Filling Material in a 30 g container- 1pc.

- instruction for use - 1pc.

2. Healtex® HealTemp Dental Filling Material consisting of;
- Healtex® HealTemp Dental Filling.Material in syringes 3 g, color: yellow - 3 pcs.
- instruction for use - 1 pc.

3. HealTemp Dental Filling Material consisting of:
- Healtex® HealTemp Dental Filling Material in syringes 3 g, color: blue - 3 pcs.
- instruction for use -1 pc.

Hereinafter referred to as the Healtex® Dental Filling Material, filling material, medical device,,

device. N
b
2. Information about the manufacturerand ~ dcydopcr
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.ki’

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

E-mail: diadent@diadent.co.kr

Authorized representative of the medical device manufacturer

PROTECO Joint-Stock Company

Letter I, bid. 1, 57 Salov St., Saint Petersburg, 192102 “

Tel/Fax: +7 (812)779-30-90

E-mail: info@protecodent.ru

3. Intended purpose of the device indicating the potential user and function
L Intended purpose of the device

It is used for temporary’ obturation and temporary’ closure of the tooth cavity after root canal
treatment.

2. Potential medical device users
Dental practitioners
4. Dc\ice description

Healtex® HealE-Temp Dental Filling Material in container 30 g- 1 pc.
Healtex® HealE-Temp Dental Filling Material is a temporary cured filling material used for
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restoration of posterior and anterior teeth. It is used for temporary filling during treatment. It is
available in a white paste packed in a container. It hardens under the influence of saliva in the
mouth within less than 35 minutes and directly restores the cavity, preventing external infection
until a definitive restoration is placed.

Healtex® HealTemp Dental Filling Material in syringes 3 g, color: yellow - 3 pcs.

Healtex® HealTemp Dental Filling Material in syringes 3 g, color: blue - 3 pcs.

Healtex® HealTemp Dental Filling Material is a light-cured, high-viscosity filling material that
can be applied to both dental inlays and onlays. The material has an excellent adhesion, high wear
resistance with an excellent mechanical strength, is quickly and easily removed all at once without
any particles in the cavity. The yellow-colored material is suitable for anterior teeth (similar to the
natural teeth color), the blue-colored material - for posterior teeth. The material is packed in a
syringe.

, «ritTfw tial side effects
Indications

Healtex® HealE-Temp Dental Filling Material
The material is used for temporary tooth restoration, as well as for temporary restoration of
posterior and anterior teeth

Healtex® HealTemp Dental Filling Material
Temporary filling of cavities during dental treatment.

Contraindications to the uec ofthe led k al nrddiict

Intolerance by patients to the components of the medical device raw materials.
Potential side effects

Allergic reaction to the device components.

Invery rare cases the material may cause hypersensitivity reactions. In such cases, stop using the
device and seek medical assistance.

6. Precautions

NT~Check the product for leakage, discoloration, improper condition of the package and shelf life.

2. Itis recommended to use a dental dam to prevent material particles entering to the oral mucosa
and the patient from swallowing the device.

3. Before use read and understand the precautions, side effects, contraindications and instruction
for use.

4. Do not use the device for other purposes, except for its intended pudo3e.

5. For professional use only according to the relevant indications.

6. Do not use in patients with inflammation or allergies to any component of the product.

7. Avoid contact with skin and eyes. In case of contact with eyes, rinse immediately with pienty
ofwater and seek medical advice. In case of contact with skin, wash off immediately with soap
and water.

8. The device is not intended for internal use.

9. Itis not applicable for permanent root canal filling.

10. Do not squeeze out the paste with excessive force, as the patient may feel a sharp pain.

11. Pay attention to the location of the mandibular canal under the lower molar teeth.

12. Pay attention to the relative position of the maxillary sinus and upper molar teeth.

INSTRIICTION FOR IISF FOR THE MEDICAL DEVICE
© 000 UHPHH (50 INFO@CIRMIRY & WHWSOSTORAVNADIORRU



13. Do not use after expiry date.

14. Avoid contact with water or liquids.

15. Protect from direct sunlight and excess heat.

16. Do not heat the device.

17. Do not mix with other materials.

18. Healtex® HealTemp Dental Filling Material can remain in the body for NOT MORE THAN
29 days, Healtex® HealE-Temp Dental Filling Material for not more than 7 days.

7. AmriiCTlwwi procedure.

Healtex® HealE-Temp Dental Filling Material

1 Protect the mouth with a dental dam.

2. Thoroughly rinse and dry the canal cavity prepared for filling (in some cases, when the inner

surface of the tooth is not properly cleaned, the material can detach).

Select the required instrument size, place the required amount of the material into the cavity.

4. Carry out filling, harden the material. Ifthe cavity is on the occlusal surface, check the filling
site after correction of the occlusion.

5. Check the occlusion and remove the excess material using a suitable instrument,

6. The material should be applied and distributed in layers in small quantities until the filling
material reaches the height of the tooth enamel.

7. The material cures within less than 35 minutes by abso”tion of an oral fluid or saliva. Avoid
chewing for two hours after the filling procedure. -f

8. Wait for a few minutes until the material dries. Chepk the adhesion strength of the material to
the tooth using a dental instrument (if the material has not hardened completely, the dental
instrument will pass through the surface of the filled tooth). V..

Removal:

When removing the filling, clean the cavity with a cotton swab dipped in alcohol

w

Healtex® HealTemp Dental Filling Material

Rinse and dry the tooth cavity prepared for filling.

2. Select the required instrument size, place the material into the cavity and make sure that there

are no pores for hermetically sealed filling.

3. After filling the cavity, check the occlusion of the tooth and remove the excess material for

proper joining of the teeth.
' 4. Using a polymerization lamp, carry out polymerization with a light intensity of 500 mW/cm”
| for 20-30 seconds in a vertical direction at a distance of 2 mm. If the light intensity of the
Apolymerization lamp is.less.thaa.5QQ.mWZcmVthe-pQlymerization_time_can_beincrfiased.

5. Close the syringe with the cap and put the device aside.

Removal

1 Check the tooth cavity from which the material should be removed.

2. Remove the material using a suitable tool. The material should be easily removed in one

movement.

3. Remove any material residues from the tooth cavity.

8. Technical characteristics
Characteristics of the medical device
Table 1- Technical characteristics of the medical device

Parameter fLValue

Healtex® HealTemo Dental Filline Material, colors: yellow and blue

Weight in a syringe 3 g + 5% from the weight indicated on the package
Ambient light sensitivity Uniform

Polymerization depth > 1.5 mm
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Water absorption Less than 40 ufi/mm~

Solubility Less than 7.5 ug/mm”*

Color resistance The color does not change

Healtex® HealE-Temp Dental PlMMne Material

Weight in a container 30 g + 5% from the weight indicated on the package
Hardening time Less than 35 minutes

Compression strength More than 5 MPa

Max. content of acid-soluble arsenic. Less than 2 mg/kg

9, Product materials

HealtexcS) HealE-Temp Dental Filling Material
e Zink oxide
e Gypsum (calcium sulfate)
e HEXAMOLL*DINCH
e Vinyl resin

Healtex® HealTemp Dental Filling Material, color: yellow
» Aliphatic urethane acrylate
« EBECRYL® 230 Radiation Curing Resins
* Low viscosity aromatic monoacrylate

e White oil

* Silane

e (+/-)-Camphorquinone

* Ethyl-4-dimethylaminobenzoate A

e 2,6-di-tert-butyl-para-cresol
 LOWILITE 22 (2-hydroxy-4-n-octoxybenzophenone)

Healtex® HealTemp Dental Filling Material, color: blue

» Aliphatic urethane acrylate

« EBECRYL® 230 Radiation Curing Resins
e Low viscosity aromatic monoacrylate

*  White oil

» Silane

* (+/-)-Camphorguinone
* EthyM-dimethylaminobenzoate

* 2,6-di-tert-butyl-para-cresol

 LOWILITE 22 (2-hydroxy-4-n-octoxybenzophenone)
*+ SunCROMA® Ultramarine Blue

10.Scope of supply
Healtex® Dental Filling Material
Versions:

1, Healtex® HealE-Temp Dental Filling Material consisting of;

- Healtex® HealE-Temp Dental Filling Material in a 30 g container - 1 pc.

- instruction for use - 1pc.

2. Healtex® HealTemp Dental Filling Material consisting of:

- Healtex® HealTemp Dental Filling Material in syringes 3 g, color: yellow - 3 pcs.
- instruction for use - 1 pc.
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3. HealTemp Dental Filling Material consisting of:
- Healtex® HealTemp Dental Filling Material in syringes 3 g, color: blue - 3 pcs,
- instruction for use - 1pc

11. Designations and symbols

Manufacturer Temperature limit

fj\ Date of manufacture aa Refer to instructions for use or to
1e|ectronic instructions for use

S Use by date Caution

N 1Batch code . Keep dry from moisture

LLI Catalogue number ! Fragile, handle with care
Keep away from sunlight Maximum stacking height
This side up Use no hooks/Do not puncture

I b s N1
12. Transportations and storage conditions

Storage. Protect from direct sunlight, excess heat and high air humidity. Keep tightly closed
in a dry and cool place.

Transportation. The products packed in the shipping package should be transported by all
types of covered vehicles, observing the precautions indicated on the shipping package and in
accordance with the shipping rules applicable to this means of transport.

Storage, transportation and indoor use conditions:

Temperature: from 2 to 27 °C;
Relative humidity: no special requirements;
Atmospheric pressure: no special requirements.

13. Sterilization, disinfection
The medical products Healtcx® Dental Filling Material are non-sterile and intended for single use.

14. Disposal and/or destruction

After the use of the medical products Healtex® Dental Filling Material as intended, they are
classified as epidetniologically hazardous waste (products contaminated with blood and/or other
body fluids of patients).

in this case, a healthcare provider only collects and temporarily stores the above waste. Collection
is performed in disposable bags or containers with color codes adopted for hazardous medical
waste indoors or in places for temporary storage of medical waste until further transportation to

the disposal site.

Transportation of medical waste from medical institutions and its disposal are performed by
specizilized organizations that have a license for handling epidemiologically hazardous medical
waste.

INSTRUCTION FOR USE FOR THE MEDICAL DEVICE
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A secondary package, rejected products and unused expired products are classified as
epidemiologically non-hazardous waste (non-hazardous waste that does not come into contact with
body fluids of patients) similar in composition to solid domestic waste (SDW). For safe disposal
of residual curing products, the unused material should be removed from the syringe or container
and polymerized before disposing of it in accordance with the local regulations.

Non-hazardous waste is collected in reusable containers or disposable bags (except for bags for
hazardous waste). The procedure for collecting and storing non-hazardous waste is determined in
accordance with the waste management scheme in each particular organization.

Transportation and disposal are performed taking into account the requirements adopted for a
particular territory, in accordance with the sanitary legislation of a particular country for the
maintenance of the territories of populated areas and management of production and consumer
waste.

15. Shelf life

Healtex® Heal£-Temp Dental Filling Material
2 years from the date of manufacture, subject to the storage conditions.

Healtex® HealTemp Dental Filling Material
3 years from the date of manufacture, subject to the storage conditions.

16. List of the international standards to which the medical product complies

Healtex® HealE-Temp Dental Filling Material

MDD 93/42/EEC, EN ISO 13485, EN I1SO 14971, EN ISO 15223-1, EN 1641, EN 1041, EN ISO
10993-1, EN ISO 10993-5, EN ISO 10993-10, EN 1S040993-11, ISO 7405, MEDDEYV 2.4/1,
MEDDEYV 2.7/1, MEDDEV 2.12/1, MEDriNV 2.12/2.2?

Healtex® HealTemp Dental Filling Material,”~lors: yellow and blue

MDD 93/42/EEC, EN 1SO 13485, EN ISO 14971, EN ISO 10993-1, EN ISO 10993-5, EN ISO
10993-10, EN ISO 10993-11, IEC 62366-1, EN ISO 15223-1, EN 1SO 7405, EN 1041, EN 1641,
ISO 10477, 1SO 4049, MEDDEYV 2.4/1, MEDDEYV 2.7/1, MEDDEV 2.12/2, MEDDEV 2.12/1,
ISO 11607

The reference standards are used in the latest version: the organization maintains and updates the list of
reference standards as a record of its own management system in accordance with ISO 13485.

INSTRUCTION FOR USE FOR THE MEDICAL DEVICE
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Registered No. 2024-2971

NOTARIAL CERTIFICATE

HA, JUNG MIN, attorney-in-fact of
DIADENT GROUP INTERNATIONAL CEO
JAE HOON YOU, appeared before me and
admitted said principal’s subscription to the
attached INSTRUCTION FOR USE FOR THE
MEDICAL DEVICE.

This is hereby attested on this 17th day of
Pctober, 2024 at this office.

Name of the office
Seowon Law & Notary Office Inc.

Belong to
Cheongju District Prosecutors' Office

Address of the office

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.
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[MepeBof ¢ aHrMIACKOTO 1 KOPEWCKOT0 A3bIKOB Ha PYCCKUI A3bIK]

[Popmax® 41]

PernctpaunoHHbIi Homep: 2024-2971

HOTAPMNANBHOE CBUWAOETE/NTBCTBO

[TucHeHas neyaThb: HoTapuanbHo-topuanyeckasi KoMnaHus «CoBoH VHK.»]

HoTapuanbHo-topuanyeckas kKomnaHus «CoBoH NHK.»

(Seowon Law & Notary Office Inc.)
84, BoHXbOH-po, CoBOH-ry, UxoHaxy, Kopes
(84, Wonheong-ro, Seowon-gu, Cheongju, Korea)
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JHara: 28 wiona 2022 r.
«YTBEpXKIACHO»

([Tevams: Mupextop Moy Iae XooH)

/nodnucs/ (noonuce)

Hoy Jxae Xoon (You Jae Hoon)

[eHepanbHbIA AHPEKTOD

«Muallent I'pyn Untepretimnin» (DiaDent Group International)
[LLImamn: «Juallenm®»

«IuaJlent I'pyn UnTepHefimun»

16, OconrcaeHrmMbéHr 4-po, Oconr-eyn, Xb&Hraeok-ry, UXoOHIKy-CH,
YxyHuxoHnyk-To, 28161, Kopes

Ten.: 82-43-266-2315 ®daxc: 82-43-262-8658]

[/1leyamb: HoTapnansHo-topHauyeckas komnanus «CooH UHk.», Hotapuyc INak Hkour ByH]

HHCTPYKIHS 110 IPHMEHEHHIO
HA MEJHIIMHCKOE H3EJIME

‘ Marepuan cromaTonorndeckuii ans naom6uposkn Healtex®

[Ipunaraemeiii goxymeHT BhilaH kommnaHHH «[(uallenTr I'pyn HMurepuedimmun». Hacrosmmif
JOKYMEHT YAOCTOBEpSET, 4YTO COACPXKaHHE MNpHIIAraeMbIX IOKYMEHTOB COOTBETCTBYET
INeHCTBHTEILHOCTH M NOATBEpXkAeHO Komnanue# «JnallenT I'pyn UnTepHeHmm».

Bepcus 1

Ha xascooiu cmpanuye:
[/Tevamv: HorapuanbHo-topunnyeckas komnanus «Coson Muk.», Hotapuyc [Tak [HxoHr ByH]
[[Tevams: Tupextop Hoy Jhxae Xoon]
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1. HammeHoBaHWe n3genus
MaTepuan cToMaToNOrMYECcKni anst Nnom6mnpoBkn Healtex®
BapuaHTbl NCNOSTHEHUA:

1. Marepuan cTomaToniornyeckuii ans nnomomposkn Healtex® HealE-Temp B cocTaBe:

- Marepvas CTOMaTo/I0r Myecknii ans nnomomposkn Healtex® HealE-Temp B KOHTeliHepe
30r- 1w

- WHCTpyKUMA - 1wr.
2. Martepuan ctomaTonornyeckmii ansa nnombuposkmn Healtex® HealTemp B cocTaBe:

- MaTepuan CTOMaTonorndeckuii anst nnomonposku Healtex® HealTemp B wnpuuax 3 T,
oTTeHoK yellow - 3 .

- MHCTpyKUMA - 1 .
3. Martepuan cTtomaTonormyeckuii gns nnomomposkmn Healtex® HealTemp B cocTaBe:

- Marepuan cToMaTonorndeckuii ans naomonposkn Healtex® HealTemp B winpuuax 3 T,
OTTeHOK blue - 3 .

- VIHCTPYKUmA - 1wr.

Janee no TekcTy - MaTepblad CTOMATOMONMYECKUA AN NIOMOUPOBKM Healtex'r, MmaTepuan
NIOMOVPOBOYHBIA, MEAULIMHCKOE U3Jenve, uaenve

2, CBefleHMs 0 NPOU3BOAUTENSIX U pa3paboTUmKax

MpounssognTensb

«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

PaspaboTumnk

«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

YNO/THOMOYEHHbIW NpeacTaBuUTe b MPOU3BOAUTENSA MEAULLMHCKOTO M34enus

AKUMOHepHOoe 06wwecTBo «MPOTEKO»

192102, r. CaHkT-IMeTepbypr, yn. Canosa, 4.57, kopn.1, mT. U

Ten. / tpaxc: +7 (812) 779-30-90

E-mail: info@protecodent.ru

HasHaueHMe n3gennsa ¢ ykasaHMemMm MnoTeHLUManbHOro noTpebuTens
1. HasHayeHue MegNLMHCKOro usgenmsa

MpUMeHsieTCA AN BPEMEHHOW 06Typauun UM BPEMEHHOFO 3aKpbITUS MOMoCTVM 3y6a nocne
3H/O0A0HTUYECKOr0 NIeYEHNS.

2. MoTeHUManbHble NOTPEOGUTENN MEAULIMHCKOTO U3aeNns

Bpauun-ctomaTonoru
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4. Onycanne U/
Matepaan croMaTonorauecknis ann naombaposxu Healtex® HealE-Temp B xonTelinepe
30 | Y l IOT.

Marepaan cromaronorsgeckuit anx mwiombaposkr Healtex® HealE-Temp — 310 BpeMennsii
3aTBepAeBalonMit MNOMORPOBOYHEIN MaTepHan, HCMOABLIYETCA JUIA BOCCTAHOBICHHMS 3aJHHX H
nepeaunx 3y6os. [Ipn neveHEn npHEMCHSCTCS 1A BpeMeHHOM WIOMOHPOBKH. Bruryckaetcs B
BHJIE NacTH 6eJI0ro npeTa, ynakoBanHoi B koHTelinep. OTBepXKINaeTCa NOAK BOAACHCTBHEM CIIOHE
B POTOBOM NMONOCTH B TEUEHHE MeHee 35 MHHYT H HANPAMYIO BOCCTAHABIHBACT MONOCTH,
NPENOTBPAMAL BHEIIHIOK HEGDEKIHIO 0 YCTAHOBKHE NOCTOAHHOR pecTaBpalay.

MaTepuan croMaronorudeckuil aas lmoulinpom Healtex® HealTemp 8 mupanax 3r,
orretok yellow - 3 mrr,

MaTtepaan cromaronorageckuii s naombuposxkn Healtex® HealTemp B mnpumax 3 r,
orTesok blue - 3 miT.

Marepran cromaronoradeckati i miomM6uporxr Healtex® HealTemp — ceeTooTBepxaaemuiit
maoMOHPOBOTHEL MaTepHA BHCOKOHN BA3KOCTH, KOTOPHIH MOXKHO HAHOCHTS KaK Ha BKJIA/IKH, TaK
H Ha HaKIARKH AnA naoMOuposanus. Marepuan oGnagaer oTmawmoli amresmel, Bricokoii

. H3HOCOCTOMKOCTHIO ¢ MPEBOCXOAHON MEXaHHYECKOl MPOYHOCTHIO, ORICTPO H JIETKO YAANSCTCS
eMHBIM KyckoM 6e3 kaxkux-ymbo dacTHU B nONOocTH. Marepran orreHka yellow noaxoant ans
nepexanEx 3y60B (CMH30K K ECTECTBEHHOMY IBETY 3y60B), 2 oTTeHKa blue — Ang 3aaumx. Marepuan
YNAKOBaH B MIIPHIL.

Marepuan cromaTonoraveckril nas nrombuposxu Healtex® HealE-Temp

Marepuan HCIONE3YeTCA A/18 BPEMCHHOTO BOCCTAHOBNCHHA 3y6a, & TakkKe AIA BPEMEHHOrO
BOCCTAHOBJICHHSA 3a{HUX H MEpeAHHX 3y6oB

Marepran cromaTonornvecknit nas nrombuaponxu Healtex® HealTemp
BpemenHoe nnoMORpoBaHHE NMONOCTEH BO BPEMA CTOMATOJIOTAIECKOTO IeYeHns

IIpoTHBONOKAZAHKS K IPHMEHCHHE

‘ HenepeHOCHMOCTS NALAEHTAME KOMIOHCHTOB CHPh MEARIMHCKOTO H3/IC/THA.

Boamoxanie nolounnie 3¢ dexrTal

AJLTepruYecKas peakiiuy Ha KOMIOHCHTH H3ACIIHi.
Kpaiine pemxo MaTepran MOXeT BH3HBATH PEAKIIHH HIICPIYBCTBHTEILEOCTH. B Taknx cirywasx
OpPEXPaTHTL HCIONME30BaKHe U OGPaTHTHECA K Bpavy.

§. MepL:l ppENoCcTOPORHOCTH

1. IlpopepbTe H3ACIHC HA HAMMYHE YTedeK, O0eCHBeUHBAHHE, HEHAAICHKAMESS COCTOSHME
YNaKoBKH B CPOK F'OXHOCTH.

2. Bo u3bexande nonmafaHus IacTHIl MATCPHANA HA CIAACTYIO PTAa H IPOTJIATRIBAHUS H3MC/NA
MAIMCHTOM PCKOMCHAYCTCA YCTaHOBHTH Koddepaanm.

3. Ilepen mpEMeBCHHEM 03HAKOMBTECH C MEPAMM TIPCAOCTOPOXKHOCTH, NoBOHbIME 3 deKTamu,
NPOTHBONOKA3AHHAME H HHCTPYKIHEH N0 MpHMEHEHHIO.

4. He ucnons3oBarh H3geMmie 1A APYTUX Lieliel, KpoMe IeNeBOTo Ha3HAUCHHAA.

5. Tomsko Wt npodheCCHORATLHOTO HCIONB30BAHAA IO COOTBETCTBYIONEM NOKAZAHHAM,

& 000 LMPMH [&7) INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU JI}O HA MEJULIMHCKOE H3IEJIME
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6. He ucnons30BaTh B OTHOIMCRHH NANHMEHTOB ¢ BOCTIANCHHEM HITH ajiepruel Ha Kaxo#-1rGo
KOMTIOHEHT H3ACIHA.

7. He nomycxarh NMONAZAHAA HA KOKY H B Iia’a. B ciyuac momajasus B rnasa IpOMHTEH
GonbmHM KOMHISCTBOM BOZL H HEMEUICHHO OGPaTHTECA 32 MEXMIMHCKOH nomombio. ITpn
NONIAAAHAH HA KOXY HEMEJIEHHO CMBITD BOAOH ¢ MELTOM,

8. Hzzenme He npeaHAa3HAYEHO A BHYTPEHHETO NPAMCHCHAN.

9. He npaMennM s nocTosaHON MIIOMGHPORKH xopaewx KaHAJIOB,

10. He BEigammMBaTh MACTY ¢ YPE3MEPHEIM YCHJIMEN, TAK KAK MAUMCHT MOXET [OYyBCTBOBATE
ocTpyIo 6oib.

11. O6pamaiite BHEAMaHME Ha pacHONOXKCHME HIDKHEYENIOCTHOTO KAHANA NOA HHXHHMH
KOpeHHBIMH 3y0amMu.

12. O6pamaliTe BHAMaHAE Ha B3AHMHOC pacronoxenue BEPXHEUCMIOCTHON MA3YXH H BEPXHHX
KOPCHHBIX 3y00B.

13. He Acnions30BaTh 0OCHE ACTEYEHHA CPOKA MNOAHOCTH.

14, HaGerars KOHTAKTA ¢ BOXOH HIIH XHAKOCTHIO.

15. H30erats Bo3AeHCTBAS NPAMEIX COMHETHRX H B30HTOMHOTO TeIIA.

16. He marpeBars DPOAYKT.

17. He cMecumBaTs ¢ APYTHM MaTepHanioM

18. Marepran cromaronorugeckuii Healtex® HealTemp moxer Haxomutsed B oprammsme HE

Q BOJIEE 29 nneii, marepuan cromaronoruueckutt Healtex® HealE-Temp — ue Gonee 7 auei.

L HopaaoKk NpAMEHCHAR
MaTtepuan cromavosiorndecknii aia niaombupopxn Healtex® HealE-Temp

1. 3am@THETE HONOCTS pTa IpH NoMoImd kKoddepnama.

2. Xopomo OpOoMHTS H BHICYIIHTh MOATOTOBICHHYIO M IUIOMOHPOBAHHA NOJOCTH KaHana (B
HEKOTOPHIX CIy9aliX, KOIla BHYTPEHHAA MOBEPXHOCTD 3y0a HE OURINEHA COOTBETCTBYIOIHM
o0pa3oM, MaTepHAN MOXKET OTKPENIRTHCH).

3. Bubparp HeoOXOmHMELL pa3Mep HHCTPYMEHTa, BHECTH TpefyeMoe KOJIMIeCTBO MAaTepHalIa B
NOJIOCTb.

4, IIposecTn mnomOHpoBaHMe, YIUIOTHHTH MaTepHal. B ciydae HaXxoXAeHHS MOJOCTH Ha
OKKIO3HOHHON NOBCPXHOCTH OpPOBEPHTh MECTO ILIOMOHPOBAHHA MOC/HE KOPPEKIUA
OKKIIIO3UH.

5. [IpoBepATs OKKIIO3HIO W yOpaTh HUIMIIKH MaTepHala ¢ MNOMOIBI0 MONXOAAMIEro
HHCTPYMEHTE,

6. Marepran HeoOXoA¥MO HAHOCHTH H PACHPEAEIIATD CJIOSMH B MATOM KOJIHYECTBE AO TEX NOP,

' NOKa 3aM0THATEH HE AOCTATHET BHCOTH 3ManH 3y6a.

7. MaTepHan 3aTBEPACBACT B TeIeHHE MeHee 35 MMHYT npH abcopOuER XHAKOCTA H3 HONOCTH
pra Wi cmoHE. H3beratp eBaTe/LHONO BO3ACHCTBHA B TEYCHHE ABYX HacoB IOCHE
YCTAHOBKH IIOMOEL.

8. TMoxoxnars HECKONKKO MHHYT MO BHICHIXaHHA MarepHana. IIpoBepHTs NPOYHOCTH
DpEKpEIUVIEHRA MaTepnana K 3y0y NIpH MOMOIMM CTOMATONIOTRYECKOr0 MHCTpyMeHTa (eciH
MarepHal He 3aTBCPACH IONHOCTHIO, CTOMATONOTHYCCKHNM HHCTPYMEHT NpoHngT depes
NOBEPXHOCTh 3ATIOMOEPOBAHHOTO 3y6a).

YaaneHue:

[Ipu ynanenuu nmaoMGH OUHCTHTE NOJIOCTE CMOYCHHON CITAPTOM BATHOH MANOYKOMH.

Matepnaa cromMaTosorngeckuit Ana naombuposxu Healtex® HealTemp

1. ITpoMIITE B BHICYIIHTE OATOTOBICHHYIO A14 MIOMOHPOBAHMA NONOCTH 3y6a.
2. Bubpars HeofxomuMuIl pasMep HHCTPYMEHTa, BHCCTH MATePHAN B MOJNIOCTE H yOe/mTLCA B

OTCYTCTBHH NOP A FEPMETHIHOTO INIOMOHPOBAHHA.
3. Iocne 3anoaHEHAS NONOCTH MPOBEPHTH OKKIO3MIO 3y6a H yOpaTh HIIMIIKA MATepHaNa A
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NpaBUIBHOIO CMBIKAHHA 3y0OB.

4. Hcnomsays NOMMMCPH3ALMOREYIO JIAMITY, MPOBECTH MOJAMEPH3AUMIO ¢ MHTEHCHBHOCTHIO
ceera 500 MBr/cM? B Tewemme 20-30 CeKyHR IO BEPTHKANM HAa paccTOsHEM 2 MM. Ecnmu
HHTCHCHBHOCTD CBETa MOJIMMEPH3aIHOHHON! JaMubl Hroxe 500 1\4B'r/c1\42 BpeMA NMONMMEPH3ALHA
MOXeT ORTH YBeJHUEHO.

5. 3aKpHTh IMPHI KPHIBKOI H OTHOXHTD H3ZEIHAE B CTOPOHY.

Yaaneune

1. [IpoBepHTE NOAOCTE 3y0a, B3 KOTOPOH HYKHO H3BJIEYS MATCpHAN.

2. N3pneys MATEPHA ¢ MOMOIIBIO NOAXOAAMICIO HHCTPYMERTa. MaTepuan Zo/KeH Jerko
H3BJICKATHCA B OTHO ABFKEHHE,

3. Yaanuts mobHe oCTaTKA MaTepHana u3 MonocTH 3y6a.

8. DyRKIHORANLAbIC XAPAKTEPHCTHKH
XapaxTepHCTHKH MEIHITHHCKOTO H3ACIHA
Tabauna 1 - Texuuueckue XaPAKTEPHCTHKH METHIHMHACKOr0 HIACANS

MoxazaTens | 3nauenne

Marvepnan cromatonorntieckull ana saombaposxn Healtex® HealTemp, orreuxn yellow & blue

Macca B mnnpune -3r = § % ot yxasaHHoO# MacChl Ha YNAKOBKE
‘ HyBRCTBHTEILHOCTD K OXPYKAIOUIEMY OCBEIICHHIO Omnopoansiit

Inybuna nommeprsanmn > 1,5 MM

Boaonorsoluenne Mesiee 40 mxr/Mm’

PacrBopHMOCcTS Menee 7,5 Mxr/mm’

|_LIserocTolikocTs 1iper He m3MenseTCA

Marepuan cromaTonormueckuif Ane naomGapoaxu Healtex® Heal E-Temp

Macca B koHTeliHepe 30r £ 5 % oT yKasaHHOM MAcCh! HA yNAKoBKe

Bpems oTBepkaeHns Menee 35 MuayT

ITpouHOCTb IPH CARATHH 6onee SMIa

S::cemnne KHCJIOTO-PECTBOPUMOTO MAIIBAKA, MI/KT, Menee 2 Mr/kr

9. OcHOBHbIE MATEPHAJIBI H3ACARIH

Marepaan cromaTonoravecknii Healtex® HealE-Temp
¢ Oxcun uHHKa
o Tanc (cymdbar xamuss)
‘ e HEXAMOLL*DINCH
o Bununopasg cMona

Marepaaa cromaronoravwecknil Healtex® HealTemp, orrenok yellow
Amadaraveckuil ypeTanoBbili akpunar

Cmomt EBECRYL® 230, orBepxaacMbie B3TydeHHEM
ApoMaTHYecKHH MOHOAKPHIAT HH3KOH BAKOCTH

benoe Macio

Cunan

{(+/-)-Kandopxunon

3THI-4-IAMECTHIAMHEOOCH30aT

2,6-IH-TpeT-Gy THI-IApa-KPe3o

LOWILITE 22 (2-ruapoxcu-4-H-0XToKCHOeH30deHO0H)

Marepuan cromaTonoradecknii Healtex® HealTemp, orresok blue
o AmmdarauecKnit yperaHOBbIH aKpHIaT
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Cmom EBECRYL® 230, oTepkaaeMbie H3Ty4eHHEM
ApOMATHIECKHN MOHOAKPHIIAT HA3KOH BA3KOCTH

benoe macno

Canan

(+/-)-Kampopxunon

Oran-4-MMEeTHIAMHHOGCH30&T
2,6-mu-Tper-0yTHA-napa-Kpe3on

LOWILITE 22 (2-raapoxcu-4-R-0KTOKCHOCH30()CHOH)
SunCROMA® Ultramarine Blue

10.KomuiiexT mocTaBKE
Marepaan croMaTosormgecknii ans naombuposkn Healtex®

BapuanTh HCHONIHEHHN!

1. Marepaan croMaronorudeckuii s naoMbuponxd Healtex® HealE-Temp B cocrage:
— MarepHan croMaTonoruyeckuit Anx naombuposxa Healtex® HealE-Temp B konTeiinepe

30r-1 o
~ HHCTpYKnsS — | m. .
. 2. Marepuan croMaronormueckuif s mnomMGuposkn Healtex® HealTemp B cocrase:

— MarepHAn croMaronormdeckuii i wioMGupoeku Healtex® HealTemp B mnpunax 3 r,
oTTeHOK yellow - 3 mT.
— HHCTPYKIHSL — 1 mT.
3. Marepuan cromaTonormveckait i wiombuaposku Healtex® HealTemp B coctase:
— MAaTepHAN CTOMATONIOrmIecKHit Ana mnoMGuposxn Healtex® HealTemp B nmpanax 3 r,
orrerox blue — 3 mr.

- mECTpyxmas - | wr.

11. Ofo3aaeHNR B CHMBOJIBI

HaroTopHTeNB TemnepatypHelit nHanazoH

OGpaTurech K HECTPYKI{MH IO
NPHMEHCHHIO A/ K HHCTPYKIMA
RO NPAMCHECHHUIO B NEKTPOHHOM
BHIC

X
Hcnomsosams 10 A\ | ocroponsor
_‘F
y
Eﬂ

JlaTa H3roTOBNEeHRA

xonl | B R

Kox naprim He nomyckars Bo3aeHcTuA BIArH
Xpynkoe, o0pamaTscs
Homep no karanory KHO
He nonyckath Bo3aeHCTBEA [Ipenen mo XONHYECTBY APYCOB B
COJTHEYHOrO CBETA mrabene
S He ucnonssosats kpiouxs/He
Bepx b,_l NDOKANLIBATS

12. YcoBHS TPAHCIOPTHPOBKH 1 XPAHCHHSA

Xpanenne. Bepeus oT Bo3gelicTBHA NPAMBIX CONHETHRIX Jyueil, H3GHTOTHOrO TENNa H BHCOKOH
BIAKHOCTH BO3AYXa. XPaHHTH B CYXOM, MPOXNANHOM MECTE B MIOTHO 3aKPHITOM BHJC.
Tpancnopruporagne. TpaHCOpTHpOBaHMe H3fieNul, YNAKOBAHHEIX B TPAHCMOPTHYIO Tapy,

6
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JAO/DKHO OCYIIECTBIATECA BCCMH BHIAMH KPHITHX TPAHCOOPTHHX CPEACTB ¢ coOMOAeHHMEM
OpeNoCTOPOXKHOCTEH, YKa3aHHHIX HA TPAHCMIOPTHOH Tape H B COOTBETCTBHH ¢ NpPaBHIAMH
TIEPEBO3KH IPY30B, ACKCTBYIOIMME Ha TPAHCIOPTE NAHHOIO BHJA,

A CROBRAE ADAHCHBR, JDARCHODIHDOBAHNS

- Temnepatypa: ot 2 10 27 °C;
- OTROCHTe/IBHAA BIAKHOCTD: HET 0cOORIX TpeGopanmit;
— AmMociepaoe fanrieHHe: HeT 0cO0RIX TpeGopanmit.

13. Crepramzanus, acsnndexnus

Meaununckae u3genun «Marepuan croMaronormdeckmit mna naomGupopxkn Healtex®»
HECTCPHIBHH, TPCAHAHAYCHR JUIA OJHOKPATHOIO NpAMencHEA. CTeprm3auua 1 AesnHGeKus
HE NpeyCMOTPEHBL. .

14. YTRAH3AUHS H/HAR YHRUTOXKEHNE

Memamuaackae maaems «Marepran croMarosorudeckuli qns mnoMGupopka Healtex®» mocne
HCTIONB30BAHHA HX IO HA3HAYCHHIO OTHOCATCH K SMHACMHOJIOTHYCCKH OMAcCHBIM OTXOAAM
(u3nenus, 3arpA3sHEHHEE KPOBBIO H/H/TH PYTUMH GHONOTHYECKHMH XKHAKOCTAMH IIAIHCHTOB).

. B naHHOM ciydac MEIHIMHCKAS OPraHH3alAA OCYIIECTBIACT TOJALKO ¢0Op H BpeMeHHOe

XpaHeHHe BhillIeyKasaHHBIX oTX0f0B. COOp OCYmECTBIMIOT B TAKECTH HAH B KOHTEHHEDHI

OHOKPATHOIO NPUMCHCHHS C LBETOBON MaPKHPOBKOM, NMPHRATOH A% OMACHRIX MCAMUHHCKHX

OTXOZIOB B MOMCILCHAN MM B NECTaX WA BPEMCHHONO XPaHEHHA METHITMHECKHX OTXOHAOB A0
NOCJICAYIOIMEro TPRHCIOPTHPOBAHAS K MECTY YTHJIH3ALMH.

TparcnoprapoBaHHeM MEAHIHECKAX OTXO/IOB M3 MEHIMHCKHX YUpekACHHN, HX yTHAH3aUHEeH
38HAMAIOTCS CHELHANH3NPOBAHHEIC OPTaHW3alMH, MMCEIONME JHMIEH3WIO Ha OOpaileHHE C
ONACHBIMH B MHAEMHONOTHYSCKOM OTHOICHHH MEAHIHHCKUMHE OTXONAMH.,

TloTpebATenBCKAs YNaKkoBKa, GpaKOBAHHBIC H3CNHA B REHCHONL30BAHADIC H3MICHA ¢ HCTEKIIHM
CpPOKOM TORHOCTH OTHOCATCA K JIIAAEMHONOTHYCCKB OC30DacHWM OTX0AaM (HEONacCHHM
OTXOAM, He HMEIOIMM KOHTAKTa ¢ OHOMOTHYMECKEME AKHAKOCTAME NALMEHTOB), NPHOTHXCHHBIM
mo cOCTaBy K TBepAbM OnTOBEIM orxofaMm (TBO). [l GesomacHo# YTHAM3aUAH OCTATKOB
OTBEPRAACMHX H3ACTHN CleAyeT YAAIHT: HEHCHONB3OBAHHEIA MaTepHan H3 IMpHIA HIH
KOHTeliepa H MOABEPTHYTH MONAMEPH3AIlHE NEPEA TCM, KaK YTHIH3HPOBATh B COOTBETCTBHH C
MECTHHIMH HOPMaMH.

C6op HEONAcHBIX OTXOAO0B OCYMISCTRIISETCA B MHONOPAa30BEe €MKOCTH HIIH OAHOPA30BBIC MAKETHI

‘ (338 HCKMOYeHHEM MAKETOB MUIS OMacHbX oTxoaoB). [lopanok c6opa W XpaHCHHI HEONACHKIX
OTXOZOB OMPEACIACTCH B COOTBETCTBHH €O CXeMOii 00paeHns OTXO0/I0B B KAXKAOH KOHKPETHOH
OpraHH3aluy.

TpaHCIOPTAPOBAHAC H YTHIH3AUMA OCYIIECTRIAIOTCH ¢ y4eTOM Tpefopanul, NPHAATHIME IS
DAHHON TEPPHTOPHHE, B COOTBETCTBHY C CAHNTAPHBIM 3aKOHONATCIILCTBOM TOH HIIM HHOK CTpaHb!
K CONCPXAHMIO TEPPHTOpHY HAaceNeHHWX MeCT H OOpAlleRHIO ¢ OTXORAMH NPOM3BOACTBA H

noTpeleHn.
15. Cpox roanocTH

Mavepuan cromaroaoravecknii nas naombuposxn Healtex® HealE-Temp
2 rojia ¢ JaTH IPOR3BOACTBA NPH COOMOICHHH YCIOBUE XPAHEHHA.

MaTtepnaa cromaronorayuecknii 1um naombuposkn Healtex® HealTemp
3 roza ¢ ZaThl MPOM3BOACTBA MPH COOMOACHAH yCIOBHHA XpaHEeHRA.
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16. Ilepevenr MexTYHAPOAHBIX CTAHZAPTOB, KOTOPHIM COOTBETCTBYET MeAHIHHCKOE
H3AeNHe

Marepuan cromaronornuecknii i naombaponkn Healtex® HealE-Temp

MDD 93/42/EEC, EN ISO 13485, EN ISO 14971, EN ISO 15223-1, EN 1641, EN 1041, EN ISO
10993-1, EN ISO 10993-5, EN ISO 10993-10, EN ISO 10993-11, ISO 7405, MEDDEV 2.4/1,
MEDDEY 2.7/1, MEDDEYV 2.12/1, MEDDEV 2.12/2

MaTepnaa cromaroaornueckuii Aus naomonposxs Healtex® HealTemp orrenxos yellow u
blue

MDD 93/42/EEC, EN ISO 13485, EN ISO 14971, EN ISO 10993-1, EN ISO 10993-5, EN ISO
10993-10, EN ISO 10993-11, IEC 62366-1, EN ISO 15223-1, EN ISO 7405, EN 1041, EN 1641,
ISO 10477, ISO 4049, MEDDEYV 2.4/1, MEDDEV 2.7/1, MEDDEYV 2.12/2, MEDDEV 2.12/1,
ISO 11607

CrpasoyHble CTAHIAPTE HCNONb3YIOTCR B NOCAEAHCH PEAAKLMA: OPraHIBALMA COXPAHRCT M obHOBAACT
CAKCOK CNIPABOYHLIX CTAHAAPTOB KakK 3alHCL COOCTBEHHON CHCTEMBI ynpasneHus B COOTBETCTBHH ¢ ISO
13485.
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[Texcm doxymerma na xopelickom u GH2AUUCKOM A3KAX UOEHMUYeH )

Perncrpaunonnnbilf Homep: 2024-2971
HOTAPHAJIBHOE CBUAETEJBCTBO

XA, JDKYH MHH (HA, JUNG MIN),
noeepennunit TEHEPAJIBHOI'O IMPEKTOPA

«OUAJEHT I'PYTT HHTEPHEMILHI» JDKAE XOOH MOV,

ABUBIKICA KO MHC, npn:man yxasamlyro NOANHCH nonepm‘eun

Ha npunaraemoit UHCTPYKLIMH ITO MPUMEHEHHKIO HA MEJTUIIMHCKOE W3JENVE.

Hacrosumum 3acBuaetenscTBoBano 17 oxTa6pa 2024 roaa B qaHHol HoTapHaibHOH KOHTOpE.
HanmenoBaRne HOTAPHAIBHOH KOHTOPBI

Horapnansro-fopunaeckas koMnannsa «Coson Muk.»

OTtHocenren k [pokyparype okpyra Uxonmky

. Anpec HOTAPHANLHOMH KORTOPLI
84, Bouxrson-po, Coson-ry, Uxonaxy, Kopes

[[Texamv: Hotapransno-fopHanueckas komnanus «Cosor UHk.», Hotapryc [Tak Jikour Byn]

/ NG WOON
(IToanucek HoTapHyca)

[{7evams: Hotapnanmsro-lopuanyeckas koMnanus «Coson Huk.», notapuyc [Tak Jxorr ByH]

Hacroamas HoTapHajbHas KOHTOpA YNoAHOMO4YeHa MunHCTpoM locTHIHH PecnyGnukn Kopes
MpeAOCTABIATh HOTapHANBHEE YCIyrH ¢ 7 drespans 2020 roza cornacHo 3akoHy Ne 173,

210 MM x 297 mmM (Bnask ¢ sammrolt (1 xkareropus) 70 r/iv?)

[{7evamv.: HoTapuanbHo-topiawaeckas koMnanug «CosoH UHk.», Rotapuyc ITak JlxoHr Byn]
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MepeBof AaHHOIO TeKCTA BbIMO/HEH NepPeBOAYNKOM MantoLoBoi AHHO AHAPEEBHO

noAnnch

Poccuiickas ®egepaums
Nopop MockBa
[BajuaTb YeTBEPTOro OKTAGPA ABe ThICAYUN ABaALaTb YETBEPTOro roja

A, Bepemuii HOnmst UropeBHa, HoTapuyc ropoga MOoCKBbI, CBMAETENBCTBYH) MOMA/IMHHOCTL MNOAMNMCA
nepeBoAvmnKa MantoLLoBor AHHbI AHAPEEBHBI.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JIMYHOCTB NOAMNMCaBLLErO JOKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHo B peecTpe: Ne 77/2194-H/77-2024-G 'TZT-

YnnayeHo 3a coBepLLeHMe HoTapuanbHoro aelictems: 400 py6. 00 kon.

MnoAMNnCh epboBas neyatb lep6oBas nevatb
HoTapuyca r. MOCKBbI HoTapuyca r. MOCKBb!
Bepemnii FO.U, Bepemnii KO..

FO.W. Bepemuii

Bcero npoLuHypoBaHo, MPOHYMepoBaHO
1 CKPenseHo neyartbio 19 incT(-a,-oB).

HoTtapuyc: noarnncCb
Poccuiickaa degepauus
Nopog MockBa

.D,Ba,qu,aTb 4eTBepToro OKTF|6pFI ABE TbiCAYN ABaLUaTb YeTBEPTOro roga

A, Bepemwuii HOnmsi Wropes!”, HoTapuyc ropoga MOoCKBbI, CBUAETENBCT;
NPeACTaB/IEHHOMO MHe JOKyMe

3aperncTpupoBaHo H/77-2024-/S"7"g

YnnadeHo 3a coB

KON Bepe

OLLIHYpOBaHo, N“*HyMepoBaHO
€Ho neyatbto 1 1cT(-a,-0B).

nyc:

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



