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1. Name of the medical device

ProTaper Ultimate Conform Fit Gutta-Percha Points in variants (hereinafter referred to as
“Gutta-Percha Points”, “Points”, “medical devices”, “devices”, “product”).

2. Information about the developer, manufacturer, manufacturing site:

¢ Developer, manufacturer
DENTSPLY Tulsa Dental Specialties, 608 Rolling Hills Drive, Johnson City, Tennessee, 37604,
USA

o Manufacturing site '
DENTSPLY Tulsa Dental Specialties, 608 Rolling Hills Drive, Johnson City, Tennessee, 37604,
USA

¢ Authorized representative
Name: “Dentsply Sirona” LLC
Address: 115035, Moscow, Ovchinnikovskaya nab., 18/1, bldg 2, room 3n
Telephone: + 7(495)725-10-87

3. Classification of the medical device

Potential risk class: 2a

Medical device type in accordance with the Nomenclature Classification of Medical Devices:
174010

All-Russian Classifier of Products by Types of Economic Activity Code: 21.20.24.180

Sterility: non-sterile

Number of uses: single use

Disinfect before use

4. General information
1. Intended use of the medical device

Dental gutta-percha points are designed to fill the formed, cleaned and rinsed lumen of the root
canal in the course of endodontic treatment.

2. Indications for use of the medical device
Dental gutta-percha points are indicated for the treatment of endodontic diseases (also used as a
support for the restored dental crown).

l Teeth wnth unproperly fi lled root canals with radiologic evidence of developing or persistent
apical periodontitis and/or its symptoms.
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2. Teeth with improperly filled root canals when replacement of the crown restoration or
whitening of the dental crown tissue is required.

ific indjcati al treatment:
1. Permanently damaged or necrotic pulp with or without clinical and/or radiologic evidence of
apical periodontitis.

2, Selective devitalization, for example, to provide space for a post before making an
overdenture, doubtful pulp health prior to restoration procedures, likelihood of pulp exposure
during restoration of a displaced tooth, and prior to root resection or hemisection.

3. Contraindications for root canal treatment:
1. Teeth that cannot be restored (impaired integrity and thinning of the root walls; difficult or
impossible root canal passage, its curvature, granulomas and cysts formation).
2. Insufficient periodontal support (severe periodontitis).
3. Hypersensitivity to any materials of the product.
4. Adverse reactions
Irritation or allergic reaction due to hypersensitivity to product materials.

5. Intended user
Dental gutta-percha points should only be used in a clinical or hospital setting, in accordance
with good dental practice, by qualified dentists, such as general practitioners, and by
endodontists and dental assistants.

6. Patient population
Patients who require root canal treatment,

7. Area of application
Dentistry

8. Warnings and precautions

Warni ing the uct:

Gutta-percha points are single-use products. Disposable products are not intended to be
reprocessed or reused. Reuse of these products increases the risk of cross-contamination and/or
breakage.

Use of the products may result in the following residual risks:

User dissatisfaction and delayed treatment / patient discomfort.

Retreatment (original infection not cured)

Serious infection / serious consequences for patient's health (infection, toxic or allergic reaction)
Tooth fracture due to obturation instruments

Precautions:

. Safety and efficacy of use in children, pregnant and

. breast-feeding women have not been established.

. Inspect the packaging and product before use: if the packaging or product is damaged, do not use
the product and discard it.
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. Dispose of the product in accordance with local regulations for the safe disposal of sharp and
contaminated products.
. Do not sterilize at high temperatures.

. Do not use disinfecting solutions containing phenol or any products incompatible with gutta-
percha points.
. Use rubberdam during endodontic treatment.

5. Design variants of the medical device

ProTaper Ultimate Conform Fit Gutta-Percha Points in variants:

1. ProTaper Ultimate Conform Fit, size F1, 60 pcs. per package.

2. ProTaper Ultimate Conform Fit, Size F2, 60 pcs. per package.

3. ProTaper Ultimate Conform Fit, Size F3, 60 pcs. per package.

4. ProTaper Ultimate Conform Fit, Size FX, 60 pcs. per package.

5. ProTaper Ultimate Conform Fit, Size FXL, 60 pcs. per package.

6. ProTaper Ultimate Conform Fit, Sizes: F1 - 12 pcs, F2 - 24 pcs, F3 - 24 pcs, 60 pcs. total per
package.

6. Description of the medical device

The product is a one-piece injection molded product in the form of a gutta-percha cone, a color-
coding ring on the coronal part (as a visual aid and in accordance with the color of the
corresponding instrument size) and a cone head with a molded size. During the root canal
obturation procedure, the colored ring and cone head will be removed.

4 +— Point head
| n [ | <+————— Color code ring
Gutta-percha point —<
N~ +«—— Point tip

Figure 1 ProTaper Ultimate Conform Fit Gutta-Percha Points

7. Main technical characteristics

Graphic presentation:

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




29

—_——

COLOR BAND (SEE TABLE)
\,

= T T [

522

i)

J_L1 / TEXT 2
MOLD MARKING
16 TEXT 1,@5&}&;}/ ___m.n_
°
;;‘ - r—
= | | AL EWA
8 8 2 )
& A
Overall point length 29 mm +0.5 mm
Note:
Dimengions in mm.
unless otherwise specified
X. +0.5 mm
X +0.1 mm
XX 0,01
mm
. Text2 . oD0 D3 oD% D16
Size Text 1 Ring color +0.03mm | £0.03 mm | £0.03 mm | +0.03 mm
F1 Fl1 A-Z a-Z Yellow 0.170 0.390 0.692 0.937
| F2 F2 A-Z a-2 Red 0.230 0.455 0.729 0.939
F3 F3 A-Z a-2 Blue 0.280 0.535 0.787 0.940
FX FX A-Z a-2 Green 0.330 0.660 1.018 1.134
FXL FXL A-Z a-z Yellow 0.480 0.750 1.023 1.134
Size Taper, £10% Weight, g, £10%
F1 5.0% 0.037
F2 4.6% 0.039
F3 4.2% 0.041
FX 6.0% 0.058
FXL 4.6% 0.061

Meting point: <100°C

8. Description of use of the medical device

Gutta-percha points should only be used in a clinic or hospital setting by qualified dentists.
After forming and cleaning the root canal, the specialist must perform obturation technique.
This procedure involves the use of gutta-percha points and root canal filling paste. The gutta-
percha points selected must match the color code and shaping file size of the last tool used in the
root canal preparation. Points must be disinfected before use. The heated tool can be used to
soften the material and provide a perfect seal and adaptation of the root canal dimensions (except
for ISO standardized and auxiliary gutta-percha posts designed for lateral/cold compaction).
When using a heated tool, the instructions for use of the specified tool must be followed.

It is necessary to use the appropriate tool to cut the gutta-percha points, including the colored
coding ring, if any, after inserting the gutta-percha point into the root canal. The colored ring
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must not remain in the root canal after insertion.
Branded gutta-percha points

The described gutta-percha points are a separate device as well as a part of the complete
ProTaper Ultimate system and can be used in combination with shaping files and paper points of
this system.
The medical device “ProTaper Ultimate Conform Fit Gutta-Percha Points in variants” is
radiopaque.
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9, Materials used in the medical device

10.Disinfection
ame Material [Supplier / Manufacturer
variant of the medical device]
L ProTaper Ultimate Conform Fit, [Polyisoprene Thermofisher Scientific
[Size F2 inc oxide American International
ium sulfate Chemical
itanium dioxide
[Red ink 7224 RED 456-C Markem-Imaje
: IPolyisoprene [Thermofisher Scientific
[ProTaper Ultimate Conform Fit, Size [Zinc oxide American International
Fi Barium sulfate Chemical
' Titanium dioxide
éiRPF';’({ape' Ultimate Conform Fit, oot ink 7224 YELLOW 429-E Jimaje
ProTaper Ultimate Conform Fit, Size [Polyisoprene ofisher Scientific
F3 inc oxide American International
arium sulfate Chemical
itanium dioxide
lueink 7224 BRITE BLUE %arkem-lmaje _
- ProTaper Ultimate Conform Fit, lyisoprene ermofisher Scientific
iSize FX Zinc oxide American International
ium sulfate Chemical
E:uanium dioxide _
ink 7224 GREEN 575-F Markem-Imaje

* Immerse the product in 5.25% NaOCl for 1-5 minutes at ambient temperature. Remove all bubbles from
the surface of the obturator,
*  Gently soak the gutta-percha point with sterile gauze moistened with 70% isopropyl alcohol.

» Drythe

products in air.

* Do not use disinfecting solutions containing phenol or any products incompatible with gutta-percha

mim‘

11.Shelf life
The shelf life is 4 years. Do not use after the expiration date indicated on the package.

12.Storage, transportation and operating conditions

Storage conditions

Air temperature: from +10 °C to +30°C
Relative humidity: 20%-85%.
Atmospheric pressure: 48 kPa - 108 kPa
Keep away from sunlight and heat.
Store in a dry place.

Transportation conditions

Air temperature: from +5 °C to +25°C
Relative humidity: 20%-85%
Atmospheric pressure: 48 kPa - 108 kPa

Operating conditions

The devices are properly operated inside the oral cavity, in the
presence of body fluids at nominal temperatures: from +32 °C to 42
+°C.
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clinical settings.

Relative humidity: no specific requirements.
Atmospheric pressure: no specific requirements.
Products should only be used by qualified medical personnel in

13. Information about packaging of the medical device

Consumer packaging: Dental gutta-percha points are packaged in plastic box (bottom and lid)

with a shrink wrap.
Item Description
Dimensions (LxWxH), mm ( 5%) 80x48x12
Weight, g, not more 23

Materials of packaging for all variants of the medical device:

Material Supplier / Manufacturer
Plastic packaging lid  [Polystyrene POLYREX® Chi Mei Corporation
GPPS, PG-33
Plastic packaging Styrene Butadiene Copolymer  [Chi Mei Corporation
[bottom POLYREX®
HIPS, PH-88
Holds gutta-percha ~ [Thermo-Plastic-Rubber material [Ningbo Poly U plastic product
points in place to avoid [(Styrene Butadiene copolymer) JCo., LTD
mixing SBS 230
Protection of gutta- Food grade paper Zhejiang Wuxing Paper Co., Ltd
percha points
14.Labeling

Explanation of symbols on the consumer packaging of the medical device.

Reference Number

Do not reuse

Non-sterile

Do not use if packaging is damaged

Caution! Consult instructions for use

~B> @b QR

Upper limit of temperature range
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sl Keep dry

Mo Keep away from sunlight

Consult instructions for use

I Manufacturer

Authorized representative in the European Community

E CE mark

Use by

N

Date of manufacture

[};DCI

Batch code

o
-

Quantity (Indicates the number of pieces in
packaging)

Do not sterilize

This product does not contain natural rubber latex.

Gutta-percha

) X Q

Medical device

Assortment*
o0

/&/‘ Temperature range
Atmospheric pressure range
Humidity range

* Only for ProTaper Ultimate Conform Fit, Sizes: F1 - 12 pcs, F2 - 24 pcs, F3 - 24 pcs, 60 pcs. total
per package.

Transport marking:
The cardboard box is labeled with information about the parcel (sender information, recipient
information, total number of items, delivery address information including product name, lot
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number and catalog number), a label with information about the country of origin and package
dimensions, as well as a label, indicating the method of handling goods:

Meaning

Caution, fragile!

The symbol must be present on fragile cargoes. Cargoes
marked with this symbol must be handled with care and
must not be tipped over or thrown,

Symbol
¢ “c‘ ’ Keep dry
It is necessary to protect the cargo from moisture.
. Packages with this marking must always be protected
from excessive moisture and, accordingly, must be stored
under shelter. If particularly large or bulky packages
cannot be stored in warehouses or under shelter, they
should be carefully covered with tarpaulins.

This side up

The marking indicates the correct vertical position of the
load. The packaging must be transported, stored and used
in such a way that the arrows always point upwards.
Rotation, rocking, overturning or other similar handling
of the load should be avoided.

X Temperature range

Humidity range

@ Atmospheric pressure range

15. Information on disposal or destruction

(%)

=

—_

In the Russian Federation, this product should be disposed of as medical waste of Class B in
accordance with SanPiN 2.1.3684-21 “Sanitary and epidemiological requirements for
maintenance of the territories of urban and rural settlements, for water bodies, drinking water
and drinking water supply, atmospheric air, soils, residential premises, operation of industrial,
public premises, organization and implementation of sanitary and anti-epidemic (preventive)
measures”.

16. Warranty

10
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The manufacturer does not bear any responsibility and does not pay compensation for possible
damage or accidents caused by:
» Use of tools unrelated to the system which can affect normal operation.

* Failure to follow the instructions for use.

The responsibility for testing the material for suitability and use for any purpose not explicitly
stated in the instructions shall be borne by the user.
For product quality issues, please contact the manufacturer’s authorized representative.

11
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«AEHTCIUIAH Tynca Aenran Cnemwantuc» (DENTSPLY Tulsa Dental Specialities)

608 Pornuur Xunnc Hpaits pxoncon-Cara,
Tenneccn. 37604. CLLIA (608 Rolling Hills Drive. Johnson City. Tennessee. 37604, USA)

Vreepxaeno | Teppu Cronron (Terri Stanton) — | Moanuck: -
CTapiuuit MeHEDKep UERTpa /noonucs/ 30.08.2024
ofecrnieueHHa KayecTa
Yreepxkacno | Inronn Cxkuuc (Anthony Skeans) |IMognucs: Jara:
_ e nodnucs/ 30.08.2024

/nevams: SIHTOHH
CHPHIT CKHHC
(ANTHONY CYRIL
SKEANS), OKPYI
CAJLTUBAH® LITAT:
TEHHECCH,
HOTAPHYC/

MoH ROAHOMOMHA
HCTCKAIOT
02.08.2026

HHcTpyKuHA N0 NpAMeHeHHI0 MEARIMHCKOr0 H31e/IHs

Bepcus 2.0

IItndTH croMaronorndeckue ryrranepuebnie «ProTaper Ultimate

Conform Fit» B BapuaHTaxX HCIIOJIHEHUSA

2024
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1. HauMeHoBaHye MENHIHHCKOr0 H3e/ U

LtudTa cromaronoraueckne ryrranepuesbie ProTaper Ultimate Conform Fit B papuanTax
uenoanenus (Jlanee no TeKCTy — ryrranepyesbie WTHHTH, WTHTH, MEAHLMHCKHE H3ACIHA,
HRACHNA, NPOAYKT).

2. CseaeHud 0 pa3paboTunke, NPOH3IBOAMTEE, MeCTe NNPOHU3BOACTBA:

¢ PaspaGorunx, NpoH3BOAHTENb MEARNHACKOr0 HANCANS
DENTSPLY Tulsa Dental Specialties, 608 Rolling Hills Drive, Johnson City, Tennessee, 37604,
USA («Zlenrcnnaii Tynca Jlenran Cnemmanrucy, 608 Ponnunr Xunns Jpaiis JixoHcon-Cury,
Tenneccu, 37604, CIHA)

¢ Mecto npoB3BOACTBA
DENTSPLY Tulsa Dental Specialties, 608 Rolling Hills Drive, Johnson City, Tennessee, 37604,
USA («deurcnnati Tynca HAenran Cnemmanrucy», 608 Posummar Xuans Jpatis Jaxoncon-Cury,
Tenneccu, 37604, CL1IA)

¢ YoonaoMovueHHbli NpeACTABHTENL
Haumenosanue: Q00 «Jlentcrnaii Cuponay
Aapec: 115035, ropoa Mocksa, OBunHHWKOBCKas Hab, 4. 18/1 ctp. 2, nomem. 31
Tenedon: + 7(495)725-10-87

3. KnaccupHKauusa MeAHIHHCKOTO H3XETHS

Knacc nmoreHuHanbHoro pucka: 2a

Bua MEIHMUMHCKOrO M3AeAMs B COOTBETCTBMM ¢ HOMCHKJIATYpHOH Knacchdukauued
MEAHLMHCKHX H3aennii: 174010

Koa OGmepoccuiickoro knaccnpuKaTopa NPOAYKLMH N0 BHAAM IKOHOMHMECKOH ACATENLHOCTH:
21.20.24.180

CTepuiibHOCTD: HeCTepHIbHbIE

KpaTHOCTS HCTIONB30BAHKA: OAHOPA3OBHIE

Ilepen npumenennem Npoje3HAPHIUHPOBATD

4. O6mas yHdopmanua:
1. Ha3uauense MESHIHHCKOIO K3AEeTHS

Tl  CTOMATONOrHYECKHE  CYTTAalEpueBHC  NPE/HASHAYCHE! A9 3ANOJHEHHA
cOpMHPOBAHHONO, OYMILECHHOIO W IPOMBITOTO MPOCBETAa KOPHEBOIO KaHANa B Mpouecce
9HAOAOHTHYECKOTO JICUCHHH.

2. TIoxa3auufA K OPEMEHCHHEI0 MeAHINECKOr0 HIxCAHSA

LUTHTH CTOMATONOrHYECKHE [YTTANECPYEBHE NOKA3AHH A JICYCHUA SHAOAOHTHUCCKHX
3a6onesanuii (B T.4. NPUMEHAIOTCA B KAYECTBE ONOPbI BOCCTAHOBACHHON! 3yOHOH KOPOHKH).
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5.

YEHHA KOPHEBBIX OB:
1. 3y6p ¢ HenpaBMIBHBLIM TUIOMOGHPOBAHHEM KOPHEBHIX KAHANOB C PEHTTCHONOrHYCCKUMH
MPU3HAKAMM Pa3BHBAIOILErOCA WIH NEPCHCTHPYIOLIENO ANHKAILHONO MEPHOAOHTHTA WHAH €ro
CHMITTOMaMH.

2. 3y6ul ¢ HenpaBHIAbLHLIM IJIOMOHPOBAHHEM KOPHEBHIX KaHAJNOB, Koraa Tpefyercs 3ameHa
pecTaBpalMy KOPOHKH W/IH OTOENHBAHHE TKAHH KOPOHKH 3y0a.

bI€ NIOKAZAHHUA JUIR JICYEHUA KOPHEBhIX
1. HeoOparumMo NOBpEXACHHAS WAH HEKPOTH3HPOBAHHAA NMYAbNA ¢ KIWHHUCCKHMH WHIH
PEHTNCHONOTHYECKUMY NPH3HAKAMH aNHKANBHOTO NCPHOROHTHTA HIIH Ge3 HUX.

2. UsbupatenbHasa AepuTanu3auMi, Hanmpumep, Jis obecneucHus mecta it wrudra nepen
CO3/IaHHEM CBHEMHOIO MPOTE3a, COMHHTENALHOC 3A0POBLE MYJIBNH NEpe] PeCTABPAUMOHHBIMH
NPOUEAYPAMH, BEPOATHOCTh OOHAOXEHUS MyNBIILI NMPH BOCCTAHOBIICHHM CMellleHHOro 3y6a M
nepea pe3cKuHeit WiK ruMeceKimel KOpHA.

IpoTHBONOKA3AHKA ANS JeYeHHA KOPHEBHIX KAHANOB:

1. 3ybu, HenmoaNexKaUME BOCCTAHOBJICHMIO (HAPYLUICHHE LENOCTHOCTH H HCTOHUEHHE CTCHOK
KOPHA; 3aTPYAHEHHC WIM OTCYTCTBMC INPOXOMJACHHA KOPHEBOIO KaHaNa, €ro HUCKPHBICHHE,
obpasoBaHue I'paHyJieM H KHCT)

2. HepocraTousas noaepka napoAoHTa (NApogoHTHT TAKENOH CTeneHHt)

3. UnauBanyansHas HENEPEHOCHMOCTD MATEPHANIOB H3ACAHA

HebnaronpaaTHbic peakiiHl

Pazppaatomee felicrsve HAH auiepruveckas peakiMs B CBA3H ¢ HHAMBHAYANLHON
HENepeHOCHMOCTBIO MaTEPHAIOB H3ACNHA

IEpeaycMoTpennnill noab3oBaTens

LTHTH CTOMATONIONHYESCKHE IYTTANEPUYEBhIE ACIKHA HCMONB30OBATLCA TONBKO B KNHHHUSCKHX
HIIH NOCTIMTAJILHBIX YCVIOBMAX, B COOTBETCTBHH ¢ Hapiexawwel cromaronoruiyeckoli npakruxoi,
KBAIMGHUMPOBAHHAMH CTOMATONOTAMM, TAKHMH Kak Bpaun ofwelf npakTukH, a TaKe
SHAOAOHTHCTAMH U ACCHCTCHTAMY CTOMATONOTA.

MomynguHs RAHEHNTOB
[TaumeHTrl, KOTOPHIM TpeGyerca neyeHue KOPHEBBIX KAHANIOB.

O6nacts npuMenenus
Cromaronorus

Ipeaynpexaenns u Mepsbl NPEAOCTOPORHOCTH

Ipeaynpexienue Npyu HCNONG30BAHMM IPOAVKTA:

IlITnd T ryTTaNEepucBHIC - H3ACHHE OHOPA3OBOrO HCMOAb30BaHHA. OAHOPA3OBBIC H3JENHA HE
NOAJIEXKAT NepepaboTKe MM TIOBTOPHOMY HCNONb30BaHMIO. [TOBTOpHOE MCNOAB3OBAHHE THX
M3ACANH YBEIHYHBAET. PUCK NEPEKPECTHONO 3arpA3HEHUA WK MONOMKHY.

HcnoabzoraHue n3genuit MOXeT NPHBECTH K CACAYIOUIMM OCTATOYHBIM PUCKAM:
HeynosneTBopeHHOCTL NONKIORATCASA H OTCPOYKA JICHCHHA / AHCKOMPOPT NaumneHTa,

[NorTOpHOE NeyeHUe (IepBOHAYANBHAA HHPEKLMA HE H3ICYCHA)

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



*  Cepoesnas unpexiua / cepbesHble NOCNEACTBHA JUIA 3ROPOBBA MNAUMEHTA (HHpeKums,
TOKCHYECKAA HIIH AJICPrHYCCKan peaKiua NauMeHTa)
MMepenom 3y6a uz-3a 06TYPAHHOHHBHIX HHCTPYMEHTOB

Mephi peocTopOKHOCTH:
¢ BelonacHocTb H 3pPEKTHBHOCTD NPHMEHEHHA Y JeTel ¥ GepeMeHHBIX,

o KOPMSILIMX XKEHIUH HE ONPEACNCHBI.

*  QOcMmoTpuTe YRAKOBKY H H3fienHe NEPeA MCIONb30BAHHEM: €C/IH YNAaKOBKA HWIM M3ICHKE
MOBPEXKACHH, HE HCNONB3YHTE H3aenHe H BHbpochTe ero.

. Hamenna caexyer yTWIM3MpOBATH B COOTBETCTBMH C MECTHHIMH NpaBunaMmn GesonacHoit
YTWIN3ALHH OCTPHIX H KOHTAMHHHPOBRHHBLIX HM3Aenuii, GesonacHolf yTwIM3auMM OCTPHX M

3arPA3HEHHBIX MPOAYKTOB,
*  He crepunusyiire npu Bo3aeHCTBHH BHICOKHX TEMMEPATYP.

. He ucnoassyiite aesuHpHLMpyIomue pacTBOpH, coAepkauue deHon, unu mobme H3penus,
HECOBMECTHMBIC CO IUITH(TAMM IyTTanepYEBHIMH.
. Bo BpeMs 3HROAOHTHYESCKOTO JICYSHHA HCNonb3yiiTe koddepaam.

5. BapHaHTHI HCTIOJHEHHN MEIHIHHCKOT0 H3/e/IHs

iTudTt cromaronorudeckue ryrranepuesbic ProTaper Ultimate Conform Fit B BapuanTax
HCTIONHCHKA:

1. IltudTh cToMaTonoruueckue ryrranepyesnie ProTaper Ultimate Conform Fit, pasmep F1, no
60 T, B ynakoeke.

2, llltudgTa croMaTonoruveckue ryrranepyesnie ProTaper Ultimate Conform Fit, pasmep F2, no
60 wT, B ynakoBke.

3. llltudTa croMaTostorudeckue ryrranepuessie ProTaper Ultimate Conform Fit, pasmep F3, no
60 . B ynakopke.

4. IlttudTa cToMaTonoruyeckue ryrranepuessie ProTaper Ultimate Conform Fit, pasmep FX,
no 60 w. B ynakopke.

5. HitadTea cromaTonornueckue ryrranepuesbie ProTaper Ultimate Conform Fit, pasmep FXL,
110 60 wWT. B yNnakoBKe.

6. LLltudyTea cromatonoruueckre ryrranepucssie ProTaper Ultimate Conform Fit, pasmepst: F1
- 12 ., F2 - 24 wrr., F3 - 24 wr., seero 60 w. B ynakoske.

6. Onucanne MEAHNHEACKOrO H3/eIHS

Hanenne npeacrapnseT cobolf LebHOE JHTOE MO ASRNCHHEM H3ACNHE B BUAEC ryTTANCPUESBOIO
KOHYC8, LBETOBOIO KOAHPYIOWICTrO KONbLA HA KOPOHKOBOH 4aCTH (B Ka4ecTBE HAarMAAHONO
1N0COOHA H B COOTBETCTBHH C [BETOM COOTBETCTBYIOLIETO PA3MEPa MHCTPYMEHTA) M KOHYCHOH
rofnoBkH ¢ GOpMOBEHHBIM pasMepoM. Bo Bpems KopHeBOro xawana mnpoueaypsl o6Typauun
WBETHOES KOJIHLIO M FONIOBKA KOHYCa OYAYT YAANEHE.
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MHARKSTODHOE KOO
HImud 1 ryrranepuessiit -
S~ T KONUMK WITNdTe

Pucynox 1 lImugpmes cmomamonozuvecxue cymmanepueewvie ProTaper Ultimate Conform Fit

Head of the cone KOHYCHAS rojIoBKa
Color coding ring LIBETOBOE KOAMPYIOUIESE KONBLIO
Tip of the cone KOHYMK T'YTTanep4u

| Injection molded Gutta — Percha cone ryTTanepuesslii KOHyc

7. OcHOBHbIE TEXHHYECKHE XAPAKTEPHCTHKH
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COLOR BAND (SEE TABLE) Lper konbna (eM. Talmmy)
TEXT 1 (SEE TABLE) Texcer 1 {cm™. Tabnuny)
TEXT 2 MOLD CAVITY MARKING Mapxkuporxa npecc - GopMbl
{(VARIABLE)
[ VIEW A BuzA
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Pasme Texer | Texker 2 Uger oDo oD3 oD9 oDl16
P KOJIbLa +0,03 MM | +0,03 MM | £0.03 MM | 0,03 MM

F1 Fl1 A-Z a-z Kénrblii 0,170 0,390 0,692 0,937
F2 F2 A-Za-z Kpachbii 0,230 0,455 0,729 0,939
F3 F3 A-Zaz Cunnit 0,280 0,535 0,787 0,940
FX FX A-Z a-z 3eneublit 0,330 0,660 1,018 1,134
FXL FXL A-Z a-z Kéntoiin 0,480 0.750 1,023 1,134
Pasmep Kounychoctb, £10% Macca, r,

+10%
Fl 5,0% 0,037
F2 4,6% 0,039
F3 4.2% 0,041
FX 6,0% 0.058
FXL 4,6% 0,061

Temneparypa nnasnenus: <100°C

8. OnucaHve NpUMeHEeHUS] MEAMLIMHCKOI0 U3eIus

LT Thl ryrranepyesbie A0KHbI HCMOBL30BATLCS TOJIBKO B YCIOBUAX KIMHUKH MK OOJILHHMLLbI
kBanudpuuupoBaHHbiMU cTomaronoramu. [lociae GpopmupoBalmns U OYHCTKM KOPHEBOTO KaHana
CIICUMAIIUCT JIOJDKCH  BLIIOJIHWTD TCXHMKY oOTypauuu. Dta npouciypa BKioyacT B cebs
MCI10JIb30BAHWE WITH(TOB FyTTaNEpPYEBLIX M MACTbI A 11JIOMOMPOBAHNS KOPHEBOrO KaHaja.
BuiOpaHHble WITHGTH ryTTanepueBbie 10DKHbBI COOTBETCTBOBATh LIBETOBOMY KOAY M pa3Mcepy
¢dopmupyiouero ¢aiina nocacaHEro MHCTPYMEHTA, HUCIOJIL30BABLIErOCs NMpPH NpenapupoBaHuu
kanana. LUtudTel A0JDKHBI ObITh NpoAe3MHULMPOBaHBI NEpea Hcnoab3oBaHueM. Harpetsiit
MHCTPYMEHT MOXHO MCIOJIb30BaTh Ul pa3sMArycHuUs Matepuana M obecrnevyeHus, HaeanbHOM
repMeTM3aUMd M aJanTauMd  pa3MEpoB  KOPHEBOIO  Kanajna (32 UCK/IIOYEHHEM
cravjaptusMposaHublx  no ISO ¥ BcriomorarciibHbIX  WUTHQTOB  ryTTanepyeBbix,
npeAHasHauYeHHBIX /U1 1aTepalibHOro/Xo0J10HOro npeccoraHus). l1pu ucrnonp3oBaHuK HarpeToro
MHCTpYMEHTa HeOOXO0AMMO CJIC/IOBaTh MHCTPYKLMH M0 IIPUMEHEHHIO YKa3aHHOIO MHCTPYMEHTA.
Heob6x0aMMO HCMONb30BaTh COOTBETCTBYIOUWIMA HMHCTPYMCHT, 4TOOBI pa3spe3arh TH(THI
ryTTanepueBble, BK/IOYas 1{BETHOE MHAMKATOPHOE KOJIbLIO, €C/IH OHO UMCETCH, 10C/E BBEAEHHS
wrudrTa ryTTancpucBoro B KOpHeBoit kanai. LiBeTHoe KoJIbLO HE JOMKHO OCTaBaTLCS B KOPHEBOM
KaHaJle 1ocie BBEAEHHS.

BpenaupoBannsbie ryrranepueBbie IITHPTDI

Ornrcannibie WTHGTH ryTTaNEpUCBbIC ABAAIOTCS CAMOCTOATC/IbHBIM U3JICIIUEM, @ TAKXKE ABJAIOTCS
4acTblo MoJiHOM cuctembl ProTaper Ultimate u MoryT Mcrnonb3oBaThCsi B COYETAHHUU €
dopmupyoumMu paitnammu u 6yMaxHbIMU WTHHTAMA STOH CHCTEMBI.

Meauumnckoe uspenne «llltudrtel cromaronoruueckue ryrranepuesie ProTaper Ultimate
Conform Fit B BapuaHTax UCIIONHCHUA» SABIAIOTCH PEHTIEHOKOHTPACTHBIMM.
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9. MaTepHaJlbl, H3 KOTOPbIX H3rOTOBJCHO MEIMLIHHCKOE H3/1€J]IHE

10.de3unpexuus

F-laumeuonalme WaTepnan E_}ocmmumc /
POM3BOIHTEND

BapuaHT HCNOJIHCHHA
MEAHUHHCKOIo H3/1C/IHA

L ProTaper Ultimate Conform  [[lonuusonpen [Thermofisher Scientific
Fit, pasmep 2 Okcu UMHKa American International
Cynbdar 6apus Chemical

Jlvokcua TuTaHa

Uepnuna kpacHbic7224 RED 456- Markem-Imaje
C

[Tosiunsonpcex [Thermofisher Scientific
ProTaper Ultimate Conform Fit, [Okcua untka American International
pasmep Fl Cynbdar 6apus Chemical

HOKCH]I TUTAHA

- ProTaper Ultimate Conform

Fit, pasmep FXL Uepuuna sxenrsie 7224 YELLOW Markem-Imaje

429-E
ProTaper Ultimate Conform Fit, |[lonun3sonpen ‘hermofisher Scientific
pasmep F3 OKCHA UMHKA American International
Cynbdar 6apus Chemical

Jluokcua TMTaHa

Uepuuna cunne 7224 BRITEMarkem-Imaje

BLUE
L ProTaper Ultimate Conform I Tonuunsonpen Thermofisher Scientific
Fit, pasmep FX Oxcuj 1iMHKa American International
Cyabdar bapus Chemical

HOKCH)L TU'TaHa

Uepnuia sesicubie 7224 GREEN Markem-Imaje
575-F

* Tlorpysute uzgenue B 5,25% NaOCl Ha 1-5 MUHYT 1IpH TeMniepaType OKpYyKatolei cpelbl. Ynamne BCE
Ny36IPLKH C MOBEPXHOCTH OOTYpUPYIOILETO U3CITHS.

*  OCTOPOXHO NPOMOKHUTE IITH(T ryTTancpHeBbiii cTepuabHOR Mapieit, cmouennol 70% u3onponHIoBLIM
CIIUPTOM.

*  JlaiiTe u3aenusM BbICOXHYTb Ha BO3/lyXe.

* He wucnonesyiite ae3sunduuupylolide pactBopbl, cojacpxaiue ¢eHon, win obble  H3nenus,
HECOBMECTHUMBIE €O LITH(TAMHU rYTTaNCpUeBbIMH.

11.Cpok roaHocTH
CpOK ronqHOCTH 4 rona. He ucnoas3oBars nocjiec OKOHYaHus CpOKa roJIHOCTH, YKa3aHHOIro Ha

yTNaKoBKe.

12.YcaoBHs XpaHeHHUs], TPAHCIIOPTHPOBAHUS M IKCILIYaTALIHH

YcinoBHs XxpaHeHHs Temneparypa Bo3ayxa: ot +10°C jio +30°C
OtHocuTenbHas BiraxHocTsb: 20% - 85%.
AtMmocdepHoe naenenue: 48 klla — 108 klla
Bepeub oT costieuHoro cBeTa M Temuia.
XpaHuTtb B CyXoMm MecTe.

YcnoBus TpaHCMOPTHUPOBAHUS Temneparypa Bozayxa: ot +5°C ji0 +25°C
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OtHocuTenbHas BaaxHocTh Bo3ayxa: 20% - 85%
Artmocepuoe nasncrue: 48 klla— 108 kfla

YcnoBus ake IlyaTalumn

M3jenns  ucnpaBHO DKCMUyaTUPYIOTCS BHYTPH  POTOBOM
110JIOCTH, NPH HAJIMUUU B Hel OHOJIOrMYECKHX JKUAKOCTEH NpH
HOMHMHAJIbHBIX 3HAYEHUAX TeMnepaTtypsl: oT + 32 °C go + 42
°C

OTHocHTE IbHAA BJIAXKHOCTh: HET crieuMpHUYECKUX

TpeboBaHHiA.
ATtMocdeproe 1aBlicHHE: HET crielMPHYCCKUX TpeOOBaHHIA.

N3nenuns 10J0KHBI HCHIOJIB30BATLCS TOIBLKO
KBaIlH(lelldeBallelM MCAHIIUHCKHUM NEPCOHAJIOM B
KIIHHHYCCKUX YUPCKJICHUSAX.

13. CBeaenns 06 ynakoBKe MeJHUHHCKOI0 H3/1e/IUA

[Norpeburesibckas ynakoska: LLTudTel cromaTosioruyeckue ryTraiepucssie yrakosaub! B
NJACTHKOBYIO KOPOOKY (/IHO M KpbIlLIKA) C TCPMOYCAIOMHOM MJICHKOM.

HanmeHnoBanne 3nauenue
[abapurubie pasmepsl  (JxLLUxB), mm | 80x48x12
(£5%)

Macca, r. e 6osice 23

MaTCpHaIlbl YNAaKOBKH U1 BCEX BAPHUAHTOB UCITONHEHHUA MCAUIIMHCKOIO U31EJIUA:

Marepuan [NocraBunk / [poussoaurens
Kpsiwka nnactukoBoi [Moauctepon POLYREX ® Chi Mei Corporation
yNaKOBKH GPPS, PG-33
JIHO nyIacTUKOBO# yNakoBKH [conosiuMep ctupona U Chi Mei Corporation

6yraaueHa POLYREX ®
HIPS, PH-88

Obecneuenne yaepxusanus |TepMonnactnunslii pesutosblit  [Ningbo Poly U plastic product

ryTranepueBbix WTHPTOB HA |MaTcpuan Co.,LTD
MECTH BO H3bexaHue (Cononumep ctupona u
CMELIUBAHHUS Oyrajuuena) SBS 230
3aiura ryTranep4eBbix bymara nuuesas Zhejiang Wuxing Paper Co., Ltd
wrudToB
14.MapkupoBka

Paciundposka CHMBOJIOB MOTPCOUTEIILCKON YIAKOBKH ME/AMIIMICKOrO U3/CHA:

REF Homep no karanory

@ 3anpet Ha NOBTOPHOE NPUMCEHEHHUE
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He crepunsHo

He uenonp3osaTh NMPH NOBPEKACHHH YNaKOBKH H oOpaTHTLCA
K MHCTPYKLMH NO NPHMEHEHHUIO

OcTOPOXKHO

>~ B> @p>

BepXHsaA I'paHHIIA TEMIIEPaTYPHOIO AHANA30HA

d
-
-
-

He aonyckaTh BO3ACHCTBUA Biary

%’:—. -

He Aonyckarh BO3ACGHCTBUA CONHEYHOrO CBeTa

3
(e

OGpaTuTeCh K MHCTPYKUMH 1O MPHMCHCHHIO MIM K
HHCTPYKLMM N0 NIPUMEHEHHIO B 3JIEKTPOHHOM BHAE

HsroroButens

ok

VnoaHoMoueHHbll§f  npeacTaBuTens B EBponeiickoM
coolecTee

M
m

3nak cootrercrBuA CE

Henonb3orars Ao

Jara H3rOTOBNCHUA

Koa naptun

Konugectso (YkasnsaeT KONHYECTBO WITYK B
yNakoBKe)

He crepunusosaTh

ITOT NPOAYKT HE COACPKHT HATYPANbHBIH Kay4yKOBEIH JTaTEKC

[yrranepua

MenHuMHCKOe H3Aenue

ACCOPTUMEHT*

*@E@B@me

TemnepaTtypHbiit AHANA30H
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JnanazoH arMocdepHoOro fapneHus

JInanazoH BAaXKHOCTH

* CUMEOR HCNOALIVEMCA MORLKO 0% sapuanma ucnoanenus “Limupmer cmonamonozuveckue zymmanepueevie
ProTaper Ultimate Conform Fit, pasmepor; Fl — 12 wim., F2 ~ 24 wim., F3 - 24 wm., ece20 60 wum. 8 ynaxosxe”

TpancnopTAas MAPKRPOBKA:

Ha KapToHHYIO KOpoOKy KIEHTCS MapKuposka ¢ HH(popMaumeil 0 nocwuike (MHpopManusa o6
ornipasurene, HHGopMaLIHa o noayyarene, obluee KONHYECTBO n3aenuii, nadopmanus o6 aapece
JOCTABKH BIKNOMAEs HA3BAHME M3JACNHA, HOMEP JIOTA M KATAIOXKHBIA HOMEp), MapKMpOBKa C
urpopMaLmelf O CcTpaHe NPOUCXONKACHHA H pasMepax YNAKOBKH, & TAKKe MapKHOBKa,
yuasuaaloumu cnocol obpaieHna ¢ rpysamu:

3aauenne

Ocropoxno, xpynkoe!

CuMBOA Z0MKEH NPUCYTCTBOBATH HA XPYNKHX rpy3ax. C
TPY30M, OTMEYCHHBIM AaHHBIM CHMBOIOM, CCAYET
ofpataTsca OCTOPOXKHO, €r0 HENb3A ONPOKHABLIBATE HITH
6pocats.

Bepeub oT BAarn

Heo6xoxumo Gepeus rpys oT Baari. Ynakoska ¢ saHHo#
MapKHPOBKO#H JOJXHBI BCErIa GRITH 3aIHILCHE OT
NOBLILLICHHOH BILKHOCTH H, COOTBETCTBEHHO, JOMKHA
XpaHHTBCA Moa HasecoM. Ecns ocobo kpynuble wnn
IPOMO3JKHE YNAKOBKH HE MOTYT XPaHHTECH Ha CKIafax
HIH NOA, HABECAMH, OHU AO/DKHEI OLITH TIIATENBHO
HOKPBITH Gpe3eHTOM.

Bsepx

MapkupoBKka YKa3biBACT NPABHILHOE BEPTHKANBLHOS
NOJIOKEHHE Npy3a. YNakoBKy HeoOxoaumo
TPaHCMOPTHPOBATH, XPAHUTH H HCTIONIL3OBATH TAKUM
o0pasoM, 4ToOHl cTpenikH Beeria GuITh HanpasaeHs!
Be¢px. Caeayer usberaTsb BpalLCHHA, paCKAYHBAHHKA,
ONMPOKUABBAHHSA WK APYrHX NOAOCHLIX BUAOB
obpaLneHus ¢ NPy3oM.

T
1
T

Temneparyphbili Ananason

JInanasoH BAAOXHOCTH
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15. CBegeHMA No yTuanm3saumm Niam YHUUTOXXEHUIO

B Poccuiickoii ®efepaumun usgenve enefyet ytuausuposatb B cooTBeTcTBUM € CaHluH
2.1.3684-21 «CaHMTapHO-3NNAEMMNONIOTMYECKNE TpPeboBaHMS K COAEPXKaHUIO TeppuTOpuiA
FOPOACKUX W CENbCKUX MOCENeHu, K BOAHbIM 00bekTam, MNWUTLEBOM BOA4E W MUTLEBOMY
BOJOCHabXeHWI0, aTMOC(epHOMY BO34yXy, MoyBaMm, >KWU/bIM MOMELLEeHUAM, 3Kcnayartauuu
MPOM3BOACTBEHHbIX, OO6LLECTBEHHbIX MOMELLEeHWIA, OpraHm3auum n npoBeAeHU0 CaHMTapHO-
NPOTMBO3NUAEMUYECKNX (MPOMNAKTUYECKMNX) MEPONPUATUIN» KaK MeAULMHCKME OTXO0Abl Knacca
b.

16. NlapaHTUliHbIE 06A3aTesIbCTBaA

Mpon3BoanTeNb He HeceT OTBETCTBEHHOCTb M He BbINJauyMBaeT KOMMEHCALMIO 33 BO3MOXHbI
yliep6 nam HecyacTHble Clyyau, BbI3BaHHbIE:

. Mcnonb3oBaHWEM MHCTPYMEHTOB, He OTHOCALLMXCSA K CUCTEME M KOTOPblE MOTYT
NpensaTCcTBOBaTb HOPMasibHOW paboTe.

. HecobntoaeHeM MHCTPYKLMMW MO NPUMEHEHWIO.

OTBETCTBEHHOCTb 3a TECTMPOBAHWE MaTepuana Ha ero NPUroAHOCTb 1 MCMOb30BaHWe ANs N06oiA
LIenn, SBHO HEYKa3aHHOW B MHCTPYKLMW, HECET NO/b30BaTeb!

Mo Bonpocam Ka4yecTBa M3fenvs cneayeT 06pallaTbCs K YMOAHOMOYEHHOMY MpeAcTaBUTENtO
npov3BoAUTENS.
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Poccuiickaa depepayums
Nopos MockBa
TpuHaAUAaToro ceHTAGPSA ABe ThiCAYN ABajuaTb YeTBEPTOrO riy

A, KosnaukoB Anekceit AHApPeeBMY, BPEMEHHO MCMOMHAKLWMA 0653aHHOCTN HOTapuyca
ropoga Mocksbl 3y60BCKOI BaneHTUHbI ANEKCeeBHbl, CBUAETENbCTBY MOANMHHOCTb MOAMNUCK

nepesogumka KOpbesoli JTlo60BM AneKCaHAPOBHbI.
Mopnuce caenaHa B MOEM MPUCYTCTBUM.
JInyHoCTL NoANuUcaBLLEero JOKYMEHT YCTaHOBJ/IEHa.

3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2024-9-1073.

YnnayeHo 3a COBepLIEHNe HOoTapuanbHOro geictemns; 400 py6. 00 kon.

Bcero NpowHypoBaHo,

AMMOrepKa0 o M *3topech
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