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1.Name of the medical device
Gutta-percha dental points in a variety of designs (hereinafter referred to as "Points").

2. Administrative information
2.1. Information about the developer of medical device

Company name: «Maillefer Instruments Holding S I»
Address: Chemin du Verger 3, Ballaigues, CH-1338, Switzerland

2.2. Information about legal manufacturer of medical device

Company name: «Maillefer Instruments Holding S/ I»
Address: Chemin du Verger 3, Ballaigues, CH-1338, Switzerland.

2.3. Manufacturing site

2.3.1. Company name: «Maillefer Instruments Holding S/ I»
Address; Chemin du Verger 3, Ballaigues, CH-1338, Switzerland

2.3.2. Company name: «Dentsply Tulsa Dental Specialties»
Address: 608 Rolling Hills Drive, Johnson City, Tennessee, 37604, USA

2.4. Authorized Representative

Company name: Dentsply Sirona LLC
Adress: Ovchinnikovskaya embankment, 18/1, office 3n, Zamoscvorechie municipal district,
intra-city area, Moscow, 115035

3. Classification of a medical device
Potential risk class: 2a
Type of medical device in accordance with the MD nomenclature classification: 174010
Code of the All-Russian Classifier of Products by Type of Economic Activity: 21.20.24.180
Sterility: non sterile
Frequency of use: single use
Disinfect before use

4. Functional characteristics of the product:
4,1. Purpose
Dental gutta-percha points are designed to fill the formed, cleaned and rinsed lumen of the root
canal in the course of endodontic treatment, (including used as a support for a restored dental
crown).

4.2. Indications

Dental gutta-percha points are indicated for the treatment of endodontic diseases.

Indications for root canal treatment:

Teeth with improper root canal filling with radiological signs of developing or persistent apical
periodontitis and/or its symptoms.

Teeth with improper root canal filling, when replacement of the crown restoration or bleaching of
the tooth crown tissue is required.

Special indications for root canal treatment:
1 Irreversibly damaged or necrotic pulp with or without clinical and/or radiological signs of apical
periodontitis.
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2. Selective devitalization, for example, to provide space for a post before the creation of a
removable denture, questionable pulp health before restorative procedures, the possibility of pulp
exposure when restoring a displaced tooth and before root resection or hymesection.

4.3. Contraindications for root canal treatment

1 Teeth that cannot be restored, (violation of the integrity and thinning of the root walls;
difficulty or absence of passage of the root canal, its curvature, formation of granulomas and
cysts)

2. Teeth with insufficient periodontal support, (severe periodontitis)

3. Individual intolerance to product materials

4.4. Adverse reactions
Irritant effect or allergic reaction due to individual intolerance to the product materials

4.5. Intended patient

Gutta-percha dental 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.

4.6. Patient population
Patients who require root canal treatment.

4.7. Application area
Dentistry

4.8. Warnings and Precautions

4.8.1 Warning when using the product Gutta-percha pins are a disposable product. Disposable
products cannot be recycled or reused. Reusing these products increases the risk of cross-
contamination and/or breakage. The use of the products may result in the following residual risks:
* User dissatisfaction and treatment delay/patient discomfort.

* Re-treatment (initial infection not cured)

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

4.8.2 Precautions

» Safety and effectiveness of use in children and pregnant women, lactating women are not
identified.

« Inspect the packaging and product before use: if the packaging or product is damaged, do not use
the product and discard it.

* Products should be disposed of in accordance with local regulations for the safe disposal ofsharps
and contaminated products. Safe disposal of sharps and contaminated products.

* Do not sterilize at high temperatures.

« Do not use disinfectant solutions containing phenol or any products that are incompatible with
gutta-percha points.

 Use a rubber dam during endodontic treatment. N
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5. Design variants / Delivery set
Gutta-percha dental points in a variety of designs;

1 Dental Gutta-Percha Points ProTaper Gold® Conform Fit® Gutta-Percha :

- ProTaper Gold® Confonn Fit Gutta-Percha, size FI, 60 pcs. per package.

- ProTaper Gold® Conform Fit Gutta-Percha, size F2, 60 pcs. per package.

- ProTaper Gold® Conform Fit Gutta-Percha, size F3, 60 pcs. per package.

- ProTaper Gold® Conform Fit Gutta-Percha, sizes: F2 - 36 pcs., F3 - 24 pcs., K
- ProTaper Gold® Conform Fit Gutta-Percha , sizes: F4 - 36 pcs., F5 - 24 pcs., 1)

2. Dental Gutta-Percha Points ProTaper Next® Conform Fit Gutta-Percha:
- ProTaper Next® Conform Fit Gutta-Percha, size X2, 60 pcs. per package.
- ProTaper Next® Conform Fit Gutta-Percha, size X3, 60 pcs. per package.
- ProTaper Next® Conform Fit Gutta-Percha, sizes: X2 - 36 pcs., X3 - 24 pcs., total 60 pcs.
- ProTaper Next® Conform Fit Gutta-Percha, sizes: X4 - 36 pcs., X5 - 24 pcs., total 60 pcs.

3. Dental Gutta-Percha Points TruNatomy Conform Fit Gutta-Percha:

- TruNatomy Conform Fit Gutta-Percha, Medium size, 60 pcs. per package.

- TruNatomy Conform Fit Gutta-Percha, Prime size, 60 pcs. per package.

- TruNatomy Conform Fit Gutta-Percha, Small size, 60 pcs. per package.

- TruNatomy Conform Fit Gutta-Percha, sizes: Small - 12 pcs, Prime - 36 pcs. Medium - 12 pcs,
total 60 pcs.

4. Dental Gutta-Percha Points WaveOne® Gold Conform Fit Gutta-Percha:

- WaveOne Gold® Conform Fit Gutta-Percha, Large size, 60 pcs. per package.

- WaveOne Gold® Conform Fit Gutta-Percha, Medium size, 60 pcs. per package.

- WaveOne Gold® Conform Fit Gutta-Percha, Primary size, 60 pcs. per package.

- WaveOne Gold® Conform Fit Gutta-Percha, Small size, 60 pcs. per package.

- WaveOne Gold® Conform Fit Gutta-Percha, sizes: Small -12 pcs. Prime - 24 pcs, Medium - 12
pcs, Large - 12 pcs, total 60 pcs.
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6. Description of the medical device

Principles of functioning

After the root canal is shaped, cleaned and dried, gutta-percha points are inserted in it for
obturation. The obturation of the root canal prevents re-infection of the tooth, providing a liquid-
tight seal trom the apex to the crown of the tooth.

Gutta-percha points are designed to be placed in the space prepared by the file forming system.
After the root canal is formed, cleaned and dried, the gutta-percha point is inserted into the root
canal along with the adhesive to fill the root canal tightly. A tight root canal filling is used to
prevent microleakage and reinfection of the root canal by creating an airtight seal from the apex
to the crown of the tooth. Gutta-percha products can be inserted using the warm or cold obturation
technique.

ProTaper Gold® Conform Fit Gutta-Percha , TmNatomy Conform Fit Gutta-Percha ,
WaveOne® Gold Conform Fit Gutta-Percha , ProTaper Next® Conform Fit® Gutta-Percha

The product consists of a solid piece of gutta-percha point (see figure below), a color-coded ring
on the crown (showing the corresponding color ofthe make file) and the head ofthe point (showing
the corresponding make file size). During root canal obturation both the ring and the head of the
point will be removed (see instruction manual).

Point head

Color code ring

Gutta-percha point

Point tip

7. Main technical characteristics

Dental Gutta-Percha Points ProTaper Gold® Conform Fit Gutta-Percha
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TIPO

ISO COLOR BAND (SEE TABLE)
TEXT 1(SIZE)

TEXT 2 MOLD CAVITY MARKING

(VARIABLE)

SECTION A-A

Size Text 1 Text 2
Fl Fl

F2 F2

F3 F3 A-Z a-z
F4 F4

F5 F5

Total length 28 mm = 0,5 mm

Size FI

Diameter Distance from the
tip, mm

D3 3.0

D16 16.0

Taper : 5,1% £+ 10%

Size F2

Diameter Distance from the
tip, mm

D3 3.0

D16 16.0

Taper :4,2% + 10%

Size F3

Diameter Distance from the
tip, mm

D3 3.0

D16 16.0

Taper: 4,2%=kl0%

Size F4
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MEXT2
MOLD CAVITY MARKING
(VARABLE)

SECTHONAA

Tip

Indication ring (cm. Tabnuy)
Text 1(size)

Labelling text (variants)

Incision A-A
Ring color Weight, g
Yellow 0,0470+10%
Red 0,0470+10%
Blue 0,0510+10%
Black 0,0515+10%
Yellow 0,0535+10%

Diameter

0.387+0,05 MV

1.055+0,05 VM

Diameter

0.470+0,05 MV

1.010+0,05 Mm

Diameter v

0.550+0,05 MV

1.095+0,05 MM



Diameter

D3
D16
Taper: 4,3% = 10%

Size F5
Diameter

‘D3
D16
Taper: 3,5% +10%

Distance from the
tip, mm

3.0

16.0

Distance from the
tip, mm

3.0

16.0

Diameter

0.560+0,05 MV
1.119+0,05 VWM

Diameter
+0.03 mm
0,630
1.090

Dental Gutta-Percha Points ProTaper Next® Conform Fit

Gutta-Percha

1SO COLOR BAND
(SEE TABLE)

:’__,A o=
TIPO

%E

L- TEXT 2
MOLD CAVITY MARKING
e 28 - TEXT 1 (VARIABLE)
(SIZE) X
SECTIONAA
120
A A
* t
TIPO Tip
ISO COLOR BAND (SEE TABLE) Ring color
TEXT 1(SIZE) Text 1 (size)
TEXT 2 MOLD CAVITY MARKING Labelling text
(VARIABLE)
SECTION A-A Incision A-A
Size Text 1 Text 2 Ring color Macca, T
X2 X2 Red 0,0571+10%
X3 X3 A7 a7 Blue 0,0629+10%
X4 X4 Black 0,0632 +£10%
X5 X5 Yellow 0,0635 +10%
' Size X2
Diameter Size from the tip, Mm Diameter, mm
1D3 3,0 0,416%0,05 mm
D16 16,0 1,131+0,05 mm
ITai>er:5,5%+10% \
1Size X3
j Diameter Size from the tip, Mm Diameter, mm
'D3 3,0 0,505+0,05 mm
"D16 16,0 1,180+0,05 mm

Tal)er: 5,1%+ 10%
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Size X4

Diameter Size from the tip, Mm Diameter, MM
D3 3,0 0,560+0,05 mm
D16 16,0 1,190+0,05 mm

Taper: 5% £+ 10%

Size X5

Diameter Size from the tip, Mm Diameter, mm
D3 3,0 0,645+0,05 mm
D16 16,0 1,170+0,05 mm

Taper: 4,0% = 10%

Dental Gutta-Percha Points TruNatomy Conform Fit Gutta-Percha

29105

CACRBANDJEHAGLB Ho— .—1 MOLDCATIAVERANG
25, IVARIALEL
TET =8 E
U — W — ITTT~]
COLOR BAND (SEE TABLE) Color ring
TEXT 1(SEE TABLE) Text 1 (see table)
TEXT 2 MOLD CAVITY MARKING Labelling text
(VARIABLE)
SECTION A-A Incision A-A
. Ring .
Size Text 1 Text 2 color 0D3 0D16 Weignt, r
small S yellow 0320005 0.690£0,05 4 4593,7 005
MM MM
Prime P A-Zaz Red 3’37010’05 3’;0010'05 0,0260+10%
Medium M green  0490£0.050.78020,05 4 1590.1094
MM MM
Size Small Size Prime Size Medium
Taper Taper Taper
2,8+10% 2,5+10% 2,3+10%
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Dental Gutta-Percha Points WaveOne® Gold Conform Fit Gutta-Percha

SMAU / PRIfyMRY

Taper: 5% + 10%
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TEXT2

MOLD CAVITY MARKING
(VARIABLE)
m Y
TIPO SECTIONAA
MEDIUM / LARGE
ISOCOLOR BAND 2
(SEE TASLe) Aan TEXT2
2.50 1 MOLD CAVITY MARKING
f r-- 1 no W e (VARIABLE)
TIPO )
TEXTL SECTIONAA
------ S (SlzB)
a !
L
Length, mm;
Small, Primary - 29+0,5
Medium, Large - 28+0,5
TIPO 112
ISO COLOR BAND (SEE TABLE) Ring color
TEXT 1 (SIZE) Text 1 (size)
TEXT 2 MOLD CAVITY MARKING Labelling size
(VARIABLE)
SECTION A-A Incision A-A
Size Text 1 Text 2 Ring color Weight r
Small SML Yellow 0.0429+10%
Primary PRI A7 a7 red 0,0488+10%
Medium MED Green 0,0488+10%
Large LRG White 0,0487+£10%
Size Small
Diameter Distance from the tip, Mm Diameter
D3 3,0 0,390+0,05 MM
D16 16,0 1,030+0,05 MM



Size Primary

Diameter Distance from the tip, Mm  Diameter

D3 3,0 0,443+0,05 Mm
D16 16,0 1,110£0,05 mm
KoHycHocCTb: 5,1% + 10%

Size Medium

Diameter Distance from the tip, mm  OnameTp

D3 3,0 0,503+0,05 mm
D16 16,0 1,120+0,05 mm

KoHycHocTb: 4,7% + 10%

Pasmep Large

[uametp PaccTosiHMe OT KOHYMKa, [umameTtp

MM
D3 3,0 0,573+0,05 mm
D16 16,0 1,100+0,05 mm

KoHycHocTb: 4% = 10%

The medical product “Dental gutta-percha pins, design options™*is radiopaque (at least 6
mm Al/mm).

8. STEP-BY-STEP INSTRUCTIONS

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 shapefile 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
pressing). 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 must not remain in the root canal after insertion.

Gutta-percha points, ProTaper Gold, ProTaper Next®, TruNatomy and WaveOne® Gold
Conform Fit are part of a complete system and should only be used in conjunction with the
following products: :

“Dental gutta-percha points ProTaper Gold® Conform Fit, ProTaper Next® Conform Fit,
TruNatomy Conform Fit and WaveOne® Gold Conform Fit are part of the ProTaper line
and can be used in combination with the following products fi'om the same line:

1. Sterile endodontic instruments Protaper Gold of various standard sizes RZN
2020/10209;

2. Endodontic instruments Protaper Next (Protaper Next) of various standard sizes RZN
2015/2351;

3. TruNatomy® reusable sterile endodontic instruments of various sizes in the following
versions: RZN 2023/21478

4. Sterile endodontic instruments WAVEONE GOLD of various sizes RZN 2016/4309
The registered product “Dental gutta-percha pins in variants” is used as an independent
medical product.
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9. Materials

10. Information about sterility and multiplicity of use.

Subtitle
Variant
ProTaper Gold® Conform Fif'” Synthetic gutta-percha
Gutta-Percha, pasmep F2

JroTaper Next® Conform FiF”/anc oxide
Gutta-Percha, pasmep X2 Barium sulfate
TruNatomy™”  Conform  Rt“*Titanium dioxide
Gutta-Percha, pasmep Prime [led ink RED 456-C
WaveOne® Gold Conform Fit*"

Gutta-Percha, pasmep Primary

ProTaper Gold® Conform Fit*Synthetic gutta-percha

Material

Gutta-Percha, pasmep F1u F5 Zinc oxide
ProTaper Next® Conform Barium sulfate
Gutta-Percha, pasmep X5 [IMoKCUE TUTaHa
TruNatomy™  Conform  Fif"™

Gutta-Percha, pasmep Small
jWaveOne® Gold Conform Fif*»
Gutta-Percha, pasmep Small
ProTaper Gold® Conform Fit™ Synthetic gutta-percha
butta-Pcrcha, pasmep F3 Zinc oxide
jproTaper Next® Conform Fit™ Barium sulfate
Gutta- Percha, pasmep X3 Titanium dioxide
‘ Blue ink 7224 BRITE
BLUE, the rest
TruNatomy™”  Conform  Fit™ Synthetic gutta-percha
Gutta-Percha, pasmep Medium Zinc oxide
WaveOne® Gold Conform FRf**Barium sulfate
Gutta-Percha, pasmep Medium Titanium dioxide
Green ink 7224 GREEN575-F
WaveOne® Conform Fit™ Gutta- Synthetic gutta-percha
Percha, pasmep Large Zinc oxide
Barium sulfate
Titanium dioxide
White ink 7224 White, the rest
ProTaper Gold® Conform Fit™ Synthetic gutta-percha
Gutta-Percha, pasmep F4 Zinc oxide
[ToTaper Next® Conform Fit™ Barium sulfate
Gutta-Percha, pasvep X4
JAunokeng TutaHa
Black ink 7224 BLACK
10. Information about sterility and frequency of application
The product is non-sterile. One-time use.

Must be disinfected before use.

11. Desinfection
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Yellow ink 7224 YELLOW429-E,

Supplier/ Manufacturer
Theimofisher Scientific

American International

Chemical

Markcm-Imaje

Thermofisher Scientific
American International
Chemical

Markem-Imaje

Thermofisher Scientific
American International
Chemical

Markem-Imaje

Thermofisher Scientific
American International
Chemical

Markem-Imaje

Thermofisher Scientific
American International
Chemical

Markem-Imaje

Thermofisher Scientific
American International
Chemical

Markem-Imaje



e Immerse the product in 5.25% NaOCI for 1-5 minutes at ambient temperature. Remove
any bubbles from the surface of the obturator.

e Gently blot the gutta-percha pin with sterile gauze soaked in 70% isopropyl alcohol.

e Allow items to air dry.

« Do hot use disinfectant solutions containing phenol or any products that are incompatible
with gutta-percha points.

12.  Shelf life
Shelf life is 4 years.

Storage, transport and o )cration conditions

Storage conditions » Keep away from sunlight and heat.
» Store at room temperature (+10 - +35).
* Store in a dry place.

Transport conditions Products must be transported in accordance with the regulations
in force for each mode of transport at a temperature between 5
°C and 25 °C and a relative humidity of 20% -85%.
Atmospheric pressure: 48 kPa - 108 kPa

Operation conditions Products are properly operated inside the oral cavity, in the
presence of biological fluids in it at nominal temperatures: from
32X to42 X,
Products should only be used by qualified medical personnel in
clinical setting

14. Packaging:
Consumer packaging: Gutta-percha dental points are packed in a plastic box (bottom and
lid) with shrink film.

Consumer packaging sizes
Dimensions (LXWxH), mm 80 x 48 x 12 (£5%)

Weight, r No more then 23

Packaging materials for ProTaner Gold® Conform Fit® Gutta-Percha. ProTaper Next®
Conform Ft<g) Gutta-Percha, TruNatomv® Conform Fit® Gutta-Percha, WaveOne(B) Gold
Conform Fit® Gutta-Percha ;

Material Supplier / Manufacturer
Plastic packaging cover POLYREX® polystyrol Chi Mci Corporation

GPPS, PG-33
Plastic packaging POLYREX ® polybutadiene Chi Mei Corporation
bottom styrene

HIPS, PH-88

Ensuring that the gutta- Thermoplastic rubber material ~ Ningbo Poly U plastic product
percha points are held  (Polybutadiene styrene) SBS Co., LTD

in place to prevent 230

mixing
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Protection ofrgaa‘t-
percha points

Food-grade paper Zhejiang Wuxing Paper Co.,Ltd !

}

Transport packaging:

Consumer packages are packed in a large cardboard box (if necessary, bubble film is used),

which is then sealed with duct tape

) 15. Marking

]

i
e // Explanation of symbols of consumer packaging of «Gutta — percha points of different
g P

= variants»
REF | Catalog number
|

" Reusc is not allowed

b

‘Non-sterile

" Do not use if packaging is damaged

Caution! Refer to instruction manual

|

T Upper limit of temperature

Keep away from water

Avoid exposure to sunlight

Refer to instruction manual

Manufacturer

" Authorized representative in the EU

CE conformity mark

Use before

- Date of manufacture

Lot code
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Transport marking:

\ V1Kl

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
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:

Symbol
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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.

Keep away from water

It is necessary to protect the cargo from water. 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.

14



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

17. Warranty

The manufacturer does not bear any responsibility and does not pay compensation for
possible damage or accidents caused by:

. The use of tools that are not part of the system and that may interfere with normal
operation.
. Non-compliance with 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!

Contact an Authorized Manufacturer's Representative on the matters of product quality.
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AUthentication NO. 15,68 3.- .ottt aeee ereeee e e s e ae e

The undersigned, Philippe TANNER, a notary public for the canton of Vaud (Switzerland),
having his chambers at CH-1350 Orbe, certifies the authenticity of the signatures placed on
page 1 of the present document o f:

- Mr. Frédéric MOTTIER, at 1096 Cully (Municipality of Bourg-en-Lavaux), route de
Grandvaux 7B, in his capacity as an executive officer of MAILLEFER INSTRUMENTS
HOLDING Sari, a limited-liability company whose registered office is at 1338 Ballaigues
(IDE\WUID CHE-100.026.046), Which company is validly bound by his joint signature with
one other person (authentication by comparison of the signature placed on the Swiss
identity card number E1846585, issued on May 5, 2014, valid until May 4, 2024);

- Mr. Abdallah RI1ZK 1, at 39300 Champagnole (France), rue Pierre Langue 1, in his capacity
as an executive officer of said company, which is validly bound by his joint signature with
one other person (authentication by comparison of the signature placed on the French
passport number 14CV29224, issued on August 20, 2014, valid until August 19, 2024). _

The signatories proved their identity by producing the above-mentioned documents.

CH-1350 Orbe, the twenty-first day of February, two thousand and twenty-four.
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«YTBEPXAEHO» [Aupektop no ®penepuk

obecneyeHnto MoTTbe Moanuck
KayecTBa

«Y'1I'BEPXXOEHO» PykosoguTenb Abpanna
Maillefer Pun3kn Mognucb

(Maiinnecep) nu
onepauynoHHbIi
ANpeKTop

Jarta

MHCTPYKLUWMA MONPMMEHEHNIO
Ha MegUWLUWHCKOEe nsagenuve

WTndTbl cTOMATONOIMYecKMe rytranepyeBble B BapmaHTax UCNOJIHEHUA

npomnssogcTBa Mailiefer Instruments Holding Sari («Mainnedgep VHCTpymeHTe
XonguHr Caprn»),
LLIBeliuapms
Bepcua 3.0

2024 .
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1. HamnmeHOoBaHVe MeANLUUNHCKOTO uUsgenns
LLUTUDTBI cTOMATONOrMYecKne ryTTanepyeBble B BapuaHTax WUCMNonHeHua (Ldanee no
TEKCTY - ryTTanepyesble WTUQPTHI, WTUPTbI, MELAULUHCKNE U3LENNA, U3LENNS, NMPOLYKT).

2. AQMUHMUCTpaTUBHAA MHPopmMauus

2.1 'Hthopmaums o pa3paboTumke MeLULUHCKOTO U3Lenuns

HanmeHoBaHue: «Maillefer Instruments Holding 8bl» (Maiinnegep NHCTpyMeHTe
Xonguur Capn)

Agppec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (YemuH gy
Beprep 3, CH-1338, bannaiirac, LLseliuapus)

2.2 NH(hopmaumna o nponssoauTene meanLMHCKOro n3aenns

HaunmeHoBaEime: «Maillefer Instruments Holding Sari» (Maiinnedep MIHCTpymeHTe
XonguHr Capn)

Agppec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (YemuH gy
Beprep 3, CH-1338, bannavirac, LUselinapus)

2.3 MeCTO Npou3BOACTBAa MeAULUHCKOIO U3aenus

2.3.1 HawnmeHoBaHue: «Maillefer Instruments Holding Sari» (Maiinnegep
NHcTpymeHTe XongauHr Caphn)

Appec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (YemuH gy
Beprep 3, CH-1338, bannaiirac, LLBeliLuapus)

2.3.2 HaunmeHoBaHue: «Dentspiy Tulsa Dental Specialties» (JeHTcnnai Tanca
[JeHTan CrewmnanTtuc)

Agppec: 608 Rolling Hills Drive, Johnson City, Tennessee, 37604, USA (608
PonnuHr Xunn3 pais J)XOHCOH-CutK, TeHHeccw, 37604, CLLUA)

2.4 YNONHOMOYEHHbI NpeacTaBUTENb

HanmeHoBaHue: OO0 «[eHTcnnain CupoHa»
Appec: 115035, topoa Mocksa, OBYMHHMKOBCKas Hab, 4. 18/1 cTp. 2, nomell. 3H
TenegoH: + 7(495)725-10-87

3. Knaccundpumnkayuyma MeguULUHCKOTO n3fnenuns
Knacc noteHuunanEnoro pucka: 2a
Bug Me4nUMHCKOTO U3genns B COOTBETCTBUM C HOMEHK/IATYPHOM Kiaccugukawmen
MeLNUNHCKNX n3genunia: 174010
Koz O6Lepoccniickoro Knaccugukatopa npogyKumy no BugaM 3KOHOMUYECKON
fedtenbHoctu: 21.20.24.180
CTepuibHOCTb: HECTEPUJIbHbIE
KpaTHOCTb MCNONb30BaHUA: 0L4HOPA30Bble

Mpea NpYMeHeHWEM NPoAe3VH(ULMPOBaTb
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4. Obwasa vHgopmaums;

4.1 Ha3HayeHne MeANLUHCKOro n3fenuvsa

WTndhTbl cTOMaTONOrMYecKMe ryTTanepyeBble NpefHasHayeHbl A5 3arnofHeHns
C(hOPMUPOBAHHOI0, OYULLEHHOTO W MPOMbLITOrO MPOCBETa KOPHEBOrO KaHana B
[houecce sHAOLOHTUYECKOTO fledeHus (B T.4. MPUMEHAIOTCA B Ka4yecTBe OMOpbl
BOCCTaHOBJ/IEHHOW 3y6HOI KOPOHKMN).

4.2 NoKasaHna K MPUMeHEHUNI0 MeAULMHCKOT0 n3genus
[HTugpTel  cTOMaTOnOrMyeckue ryTTanepyeBble  MOKasaHbl  AN8  NleYeHUs
3HAOJOHTUYECKUX 3a60neBaHNIA.

MokasaHua AN NeYyeHns KOPHEBbLIX KaHaNoB:

1 3y6bl C HenpaBWAbHbIM  MIOMOMPOBAHWEM  KOPHEBLIX  KaHaloB  C
PEHTFeHONOTMYECKMMI MPU3HAKaMU Pa3BUBAOLLETOCS WAU MEPCUCTUPYIOLLEro
anvKanbHOro NepuMoAoHTMTA M/ ero CUMNTOMaMMU.

2. 3y6bl C HEMpaBW/bHbLIM NIOM6UPOBAHMEM KOPHEBbIX KaHanoB, Korga TpebyeTcs
3aMeHa pecTaBpaLuy KOPOHKM UKW 0TGENNBaHME TKAHU KOPOHKM 3y6a.

Oco6ble NoKasaHUs Ans NeYeHns KOPHEBbLIX KaHasoB:

1. Heo6paTMMO NOBPEXAEHHAs UM HEKPOTU3MPOBAHHAS Ny/ibNa C KNMHUYECKUMY
W/MNN PEHTIEHONOrMYECKUMU NPU3HAKaMM annKanbHOro NepuofoHTUTa Uan 6e3
2. WN3bupaTtenbHas AeBMTanM3auus, Hanpumep, Ans obGecneuyeHus MecTa [Afs
WTN(Ta Nepes Co3gaHNeM CbeMHOr0 NpoTesa, COMHUTENIbHOE 3[40P0Bbe My/ibMbl
nepes pecTaBpaLMOHHLIMU MpPOLEeAYPaMU, BEPOSTHOCTb OGHAXEHWUS NYNbMbl NPU
BOCCTaHOB/IEHUM CMELLEHHOTO 3y6a U Nepes pesekuueit U rumecekumeid KopHs.

4.3 [MpoTuBONOKasaHUA AN fiedeHnss KOPHEBbIX KaHa10B:

1. 3y6bl, Henoanexaujme BOCCTAHOB/MEHUIO (HapyLleHWe LEeNoCTHOCTU W
WCTOHYEHWE CTEHOK KOPHS; 3aTPyAHEHME WAU  OTCYTCTBME TMPOXOXAEHMS
KOPHEBOFO KaHana, ero MCKpuBMeHune, 06pa3oBaHme rpaHyneM U KIcT)

2. HepocTtaTouHas noafepyxka napofoHTa (MapoAoHTUT TSXKENOM CTeneHwn)

3. lHAuBMAyanbHas HeMmepeHoCMMOCTb MaTepuanoB Usgenms

4.4 HebnaronpuaTHble peakumnn
Pasfpaxalolee [eliCTBME  WAM  ajnfepruyeckas  peakuuMs B CBA3M  C
VHAUBMAYaNbHOW HENEPEHOCHMOCTbIO MaTepuanos U3fenns

4.5 lpeaycMOTPEHHbIV Monb3oBaTesb
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LI TU(THI CTOMATONOTMYECKNE TyTTarnepyeBble 4O/MKHbI UCMO/b30BaTbCA TOMLKO B
KNUHWYECKNX WKW TOCMMUTa/IbHbIX YCMOBUAX, B COOTBETCTBUM C HaAnexaliei
CTOMATONOrMYECKO NPaKTUKOM, KBanM(ULMPOBaHHLIMM CTOMATONOraMu, TaKUMK
KaKk Bpauu o6uleii NpaKTUKW, a TakXe 3HAOLOHTUCTAMM UK aCCUCTEHTamu
cTomMaTosnora.

4.6 MNonynAaumsa NauneHToB
MauneHTbl, KOTOPLIM TPEOYETCA NIeYeHNe KOPHEBbLIX KaHanos.

4.7 O6nactb NPUMeHeHUs
Ctomartonorus

4.8 MNpegynpeajeHnsa v Mepbl NPeLOCTOPOXHOCTH
4.8.1 lMNpepynpexaeHue npu UCMNosib30BaHUN NPOAYKTa

LWTngTel ryTTanepyesbie - U3genne 04HOPa30BOro UCMOb30BaHNUS.
OjHOpa3oBble U3LeNnus He Noanexar nepepaboTke UAM NOBTOPHOMY
MCMNo/b30BaHMI0. MOBTOPHOE MCMONb30BaHME 3TUX U3JENNIA YBENNUYUBAET PUCK
NepPEKPECTHONO 3arpsA3HeHNs U/naM NoAOMKM.
Vcnonb3oBaHue M34ennin MOXeT NPUBECTM K CNefYHOWMUM OCTaTOYHbIM PUCKaM:
* HeynoBneTBOPeHHOCTb M0ONb30BATENA U OTCPOYKA fleueHUs / uckoMpopT
nauueHTa.
» T[1oBTOpHOE fleyeHmne (MepBoHavYanbHas MHMeKLMs He n3fieyeHa)
o CepbesHas MHpeKUNSa / cepbe3Hble NOCNeACTBUA AN 340POBbA MaumeHTa
(MHeKuMA, TOKCUYECKas UK annepruyeckas peakums nauveHTa)
Mepenom 3yba n3-3a 06TypaLMOHHbLIX UHCTPYMEHTOB

4.8.2 Mepbl NpesoCcToOpoXHOCTH

» be3onacHoCTb U 3(eKTUBHOCTb NPUMEHEHUA Y AeTell U 6epeMeHHbIX,
KOPMSALMX XKEHLIUH He onpefeneHbl.

» OCMOTpUTE YMakoBKY W U3denve nepes UCMonb30BaHUEM: eciv yrnakoBKa Wiun
n3genne NOBPeXeHbl, HE NCNOMb3YATe U3Lenue N BbIGPOCLTE ero.

* N3pgenusa cnepyeTt yTUAU3MPOBaTb B COOTBETCTBMM C MECTHbIMW MpaBuiamMu
6e30MacHoON yTnam3aymm oCTPbIX U KOHTAMUHUPOBAHHBIX U3AeNnii

6e30MacHoi yTunn3aumny ocTpbiX U 3arpsa3HeHHbIX NPOLYKTOB.

* He cTepunnsyinTe npu BO3AeNCTBMU BbICOKUX TEMMepPaTyp.

* He wncnonb3yiite AesvHOUUMPYIOLLIME pacTBOpbl, codepxkalune ¢eHon, umu
nobble U3genns, HeCOBMeCTUMbIe CO WTUHTaMU ryTTanepyeBbIMu.

» Bo Bpems 3HA0LOHTUYECKOrO NeveHns NCcnonb3ylite Koddepaam.

5 BapuaHTbl ncnonHeHNa MeAULMHCKOro n3genus

LL|TVI¢)TI:I CTOMaTo/iornyecKmne rystanepyesbie B BapnaHTax UCMNOJTHEHUA!
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1L WTugtel cTOMaTonornyeckne rytranepyesbie ProTaper Gold® Conform Fit Gutta-Percha:

- Pro'l'aper Gold® Conform Fit Gutta-Percha, pasmep Fl, no 60 wT. B ynakoBke.

- ProTaper Gold® Conform Fit Gutta-Percha, pasmep F2, no 60 WT. B ynakoBke.

- ProTaper Gold® Conform Fit Gutta-Percha, pasmep F3, no 60 WT. B ynakoBke.

- ProTaper Gold® Conform Fit Gutta-Percha, pasmepsbl: F2 - 36 wrt., F3 - 24 wT,, BCero 60 wWT. B
ynaKoBKe.

- ProTaper Gold® Conform Fit Gutta-Percha, pasmepsbl: F4 - 36 wT., F5- 24 wrt., BCcero 60 wrt. B
ynakoBke.

2. LUTndTel cToMmatonornyeckme rytranepyesble ProTaper Next® Conform Fit Gutta-Percha:

- Pro Naper Next® Conform Fit Gutta-Percha, pasmep X2, no 60 wT. B ynakoBkKe.

- ProTaper Next® Conform Fit Gutta-Percha, pasmep X3, no 60 WwT. B ynakoBke.

- ProTaper Next® Conform Fit Gutta-Percha, pasmepbl: X2 - 36 wT., X3 - 24 wrt., Bcero 60 wr.
B YMaKOBKEe.

- ProTaper Next® Conform Fit Gutta-Percha, pasmepbl: X4 - 36 wTt., X5 —24 wT., BCero 60 wr.
B YNaKOBKe.

3. WTugtel ctomatonorndeckue rytranepyesble TruNatomy Conform Fit Gutta-Percha:

- fruNatomy Conform Fit Gutta-Percha, pasmep Medium, no 60 WT. B ynakoBke.

- fruNatomy Conform Fit Gutta-Percha, pasmep Prime, no 60 wWT. B ynakoBKe.

- fruNatomy Conform f it Gutta-Percha, pasmep Small, no 60 wWT. B ynakoBke.

- TruNatomy Conform Fit Gutta-Percha, pasmepbl: Small - 12 wrT., Prime - 36 wrt., Medium - 12
wT., BCero 60 HiT. B yNakoBKe.

4. LTtngThl cTOMatonornyeckue rytranepyesbie WaveOne® Gold Conform Fit Gutta-Percha:

- WaveOne® Gold Conform Fit Gutta-Percha, pa3mep Large, no 60 WT. B ynakoBKe.

- WaveOne® Gold Conform Fit Gutta-Percha, pasmep Medium, no 60 WT.”B ynakoBKe.

- WaveOne® Gold Conform Fit Gutta-Percha, pasmep Primary, no 60 WT. B ynakoBKe.

- WaveOne® Gold Conform Fit Gutta-Percha, pasmep Small, no 60 WT. B ynakoBke.

- WaveOne® Gold Conform Fit® Gutta-Percha, pasmepbl: Small - 12 wrT., Primary - 24 wr.,
Medium - 12 wT., Large - 12 wT., Bcero 60 wWT. B yNaKoBKe.

6. OnucaHne MegULMNHCKOro n3aenns

MpuHumn paboTsl

Mocne (hOpMUPOBAHUS, OYMCTKM U CYLIKUM KOPHEBOFO KaHana B HEro BCTaBAAKTCA
WTUTLI Ty rranepyesble Ans 06Typaymmn. O6Typaums KOPHEBOro KaHana npegoTspaliaeTt
MOBTOPHOEe WHAMUMpOBaHMe 3y6a, ob6ecneynMBas HEMPOHWLAEMOE ANF KWUAKOCTU
YNNOTHEHUE OT BEPXYLUKN K KOPOHKOBOI YacTu 3y6a.
WTtudTel rynanepyeBble MpejHasHayeHbl ANS  pasMeLleHWs B NPOCTPaHCTBe,
NoAroToBNEHHOM (haiinoBoli hopMupytoLLein cuctemoit, flocne Toro, Kak KOpHeBOI KaHan
chopMMUPOBaAH, OUWLLEH W BbICYLIEH, LWTU(T ryTTanepyeBbliii BBOAAT B KOPHEBOW KaHan
BMeCTE C TepMeTUKOM, u4TOObl MAOTHO 3amnofnHUTL KOPHEBOM KaHan. [110THOoe
nNOM6UPOBaHME KOPHEBOFO KaHana MPOBOAMTCA ANA MpPefOTBPALLEHNS MUKPOYTEYeK U
MOBTOPHOTO WHMUUMPOBAHWS KOPHEBOrO KaHala 3a CYeT c03f4aHus TepMEeTUYHOrO
5
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YNNOTHEHUS OT BEPXYLIKM K KOPOHKOBOM 4acTu 3y6a. [yTTanepyeBble U3Lenns MOXHO
BBOAWTb C NCMO/b30BAHMEM TEXHUKMN TEMMOW UAN XONOAHON 06Typauum.

« | o

qu) t f A I-fp

Puc. 1 O6wumin ug LT T cCTOMaTONOMMYeCKNe Iy T Tanepyesble ProTaper Go/c/® Conform Fit Gutta-
Percha, LUTudTbl cTomMaTONnOrnyeckne ryTTanepyesble ProTaper Next® Conform Fit Gutta-Percha,
LWTudTbel cTOMaTONOrMueckne ryTTanepyesble TruNatomy Conform Fit Gutta-Percha, LUTugThbI
cTomaTonoruyeckue ryTranepyesble WaveOne® Gold Conform Fit Gutta-Percha

MpoAYKT COCTOUT W3 LeNIbHOTO KyCKa WTughta rytranepyesoro (CM. puUC. HUXKE), LLBETHOrO
WHAWKATOPHOrO KO/MbLA HAa KOPOHKOBOWN 4YacTu (MOKa3biBaeT COOTBETCTBYHOLWMUIA LBeT
thopmupytowicl'o aiina) U ronosku WTUdTa (NOKa3biBaeT COOTBETCTBYIOWMIA pasMep
(hopmupytowero daina). Bo Bpemsa 06TypaLMm KOPHEBOro KaHana M KONbLO, W rON0BKa
WwTnTa 6YAYT yaaneHsbl.

[onoBka WtngTa
LiBeTHOE

VHANKATOPHOE KO/bL,O
W TndT rytTanepyeBbiil

* KoHuuk wrmdgrta

Puc. 2. UnmocTpayma LWTudTel cTOMaTONOrMYeckve ryTTanepyesble ProTaper Next® Conform Fit Gutta-
Percha, kak o6pasLa 13genuii cemeiicTBa WTU(HTOB CTOMATONOMMYECKUX MY T TanepyesbIX

7. OCHOBHbIe TEXHMYECKNE XapaKTepPUCTUKN

LT Tl cTOMaTonornyeckue rytranepyesbie ProTaper Gold® Conform Fit Gutta-Percha
CxemaTuyeckoe n3obpaxeHue: A
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TIPO

TIPO
ISO COLOR BAND (SEE TABLE)
TEXT 1(SIZE)

TEXT 2 MOLD CAVITY MARKING
(VARIABLE)

TEXT 2
MOLD CAVITY MARKING
(VARIABLE)

SECTION A-A

KoHunk

LIBeTHOE MHAUKATOPHOE KONbLO
TekcT 1 (pa3mep)

TeKCT MapKnMpoBKHM

SECTION A-A Paspes A-A
Pasmep TekeT 1 TekcT 2 LiBeT KonbLa Macca, r
F1 F1 XKEntolii 0,0470+£10%
F2 F2 KpacHbl it 0,0470+£10%
F3 F3 A-Z a-z CuHnit 0,0510+10%
F4 F4 YEpHbIi 0,0515+10%
F5 F5 XKenTolid 0,0535+10%
O6was anuHa 28 mm = 0,5 mm
Pa3smep F1
OvameTtp PaccTofHMe OT KOHYMKA, MM OvameTp, MM
D3 3,0 0,387+0,05 mm
D16 16,0 1,055+0,05 mm
KoHycHOCTb: 5,1 % = 10%
Pasmep F2
AvameTtp PaccTofiHMe OT KOHYMKA, MM AvameTp, MM
D3 3,0 0,470+0,05 MM
D16 16,0 1,010+0,05 mm
KonycHocts: 4,2% = 10%
Pasmep F3
OuameTp PaccTofiHMe OT KOHYMKaA, MM OvameTp, MM
D3 3,0 0,550+0,05 mm
D16 16,0 1,095+0,05 mm
KonycHocTs: 4,2% + 10%
Pasmep F4
AvnameTtp PaccTtofaHWe OT KOHYMKA, MM OvameTtp, MM
D3 3,0 0,560+0,05 mMm
D16 16,0 1,119+0,05 mm
KouycHocTs: 4,3% *+ 10%
Pasmep F5
OnameTp PaccTtofHve OT KOHYMKA, MM OvameTp, MM
D3 3,0 0,630+0,05 MM
D16 16,0 1,090+£0,05MMm
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LLUTndhTol cTOMaTONOrnyeckune rytranepyuesbie ProTaperNext® Conform Fit Gutta-Percha
CxemaTnyeckoe nsobpaxeHue:

TIPO

ISO COLOR BAND (SEE TABLE)

TEXT 1(SIZE)

TEXT 2 MOLD CAVITY MARKING

(VARIABLE)
SECTION A-A

Pasmep
X2
X3
X4
X5

OvnameTtp
D3
D16

OnameTtp
D3
D16

AnameTtp
D3
D16

AvnameTtp
D3
D16

TekcT 1

X2
X3
X4
X5

KOHYnkK

TEXT2
MOLD CAVITY MARKING
(VARIABLE)

SECTION A-A

LiBeTHOE MHAWKATOPHOE KOMbLLO

TekcT 1 (pa3mep)

Paspes A-A

TekcT 2

A-Z a-z

Pasmep X2

PaccTofHMe OT KOHYMKa,

3,0
16,0

KoHycHocTb: 5,5% + 10%

Pasmep X3

PaccTosaHMe OT KOHYUKa,

3,0
16,0

KoHycHOCTb: ; 5,1% *

Pasmep X4

PacctofaHne OT KOHYMNKA,

3,0
16,0
KoHycHOCTb: 5% *

Pasmep X5

PaccTosHMe OT KOHYUKaA,

3,0
16,0
KouycHoctb: 4,0% +

MM

MM

10%

MM

10%

MM

10%

TeKCT MapKMpOoBKU

LiBeT Konbua

KpacHbl i
CuWHNiA

YEpHbl i
Xentolid

Macca, r
0.0671+10%
0.0629+10%
0, 0632 +10%
0, 0635 +10%

OvameTp, MM
0,416+0,05 mm
1,131+£0,05 mm

OvameTp, MM
0,505+0,05 mm
1,180+0,05 mm

OvameTtp, MM
0,560+0,05 mm
1,1904£0,05 mm

OvameTtp, MM
0,645+0,05 mm
1,170+0,05 mm

1ntndTel cTOMaTonornyeckme rytranepyesslie TruNatomy Conform Fit Gutta-Percha
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Cxemartunueckoe VI306pa)KeHVIEZ

COLOR BAND (SEE TABLE)

TEXT 2
MOLD CAVITY MARKING
25 fVARIABIE)

COLOR BAND (SEE TABLE)
TEXT 1(SEE TABLE)

TEXT 2 MOLD CAVITY MARKIN
(VARIABLE)

SECTION A-A

G

LiBeT
Pasmep TekcT 1 TekcTt 2
KonbLa
Small S XEénToli
Prime P A-Z a-z KpacHbl i
Medium M 3enéHblit
Pasmep Small Pasmep Prime
KoHycHOCTb KOoHYyCcHOCTb
2,8x10% 2,5+£10%

VIEW A

TEXT] [SEETABLE),

LlBeTHOE MHAMKATOPHOE KONbL,0

TekcT | (cm. Tabnunyy)
TeKCT MapKUMpPOBKMU

Paspes A-A
0 D3 0,03 0D16+0,03
Macca, r
MM MM
0,320+0,05 0,690+0,05
0,0273+10%
MM MM
0,370+0,05 0,700+0,05
0,0260+10%
MM MM
0,450+0,05 0,750+0,05
0,0299+H0 %
MM MM

Pasmep Medium
KoHYyCHOCTb
2,3x10%

LLtudTel cTOMatonorunyeckme rytranepyesble WaveOne® Gold Conform Fit Gutta-Percha

TIPO

AnvHa wTndTa, MM:
Small, Primary - 29+0,5
Medium, Large - 28+ 10%0,5

TIPO
ISO COLOR BAND (SEE TABLE)
TEXT I (SIZE)

TEXT 2 MOLD CAVITY MARKING
(VARIABLE)

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

CxemMaTnyeckoe n3obpaxeHue:

R0.70

TEXT 2
MOLD CAVITY MARKING
L—LjS] (VARIABLE)
SECTION A-A
TEXT 1
(SIZE)
KoHunK

LiBeTHOe MHAMKATOPHOE KOMbL,O
TekcT | (pa3mep)
TeKCT MapKMpPOBKM



SECTION A-A Paspes A-A

Pa3smep Tekct 1 TekcT 2 LiBeT Konbua Macca, r
Small SML XKentolii 0.0429+10%
Primary PRI A-7 8-2 KpacHbl it 0.0488+10%

Medium MED 3enéHblii 0.0488+10%
Large LRG Benblii 0.0487+10%

Pasmep Small

AvameTp PaccTofHWe OT KOHYMKA, MM OvameTtp
D3 3,0 0,390+0,05 mMm
D16 16,0 1,030+0,05 mm

KoHycHoCTb: 5% + 10%

Pasmep Primary

OvameTtp PaccTofiHMe OT KOHYMKA, MM OunameTp
D3 3,0 0,443+0,05 mm
D16 16,0 1,110+0,05 mm

KoHycHoCTb: 5,1% + 10%

Pasmep Medium

AvawmeTp PaccTofHne OT KOHYMKA, MM AvameTp
+0,03 Mmm
D3 3,0 0,503+0,05 mMm
D16 16,0 1,120+0,05 mm

KoHycHOCTb: 4,7% + 10%

Pa3smep Large

OnameTtp PaccTofdHMe OT KOHYMKA, MM OnameTtp
D3 3,0 0,573+£0,05 mMm
D16 16,0 1,100+0,05 mm

KonycHocTb: 4%+ 10%

MeguunHckoe usgenne «LLITUdTbI CTOMaTONOrNMYECKUE ryTTanepyeBble B BapuaHTax
WCMO/THEHNA» ABMAETCA PEHTTEHOKOHTPACTHLIM (He MeHee 6 MM Ai/MM).

8. lNMowaroBasa MHCTPYKLUMA

LITUGTLI ryrranepyeBble AOMKHbI MCMONb30BaTbCA TONbKO B YCMOBUAX KAWHUKU WAN
60NbHULBI KBaNM(ULUMPOBAHHBIMKU cTOMaTtonoramu. ocne (GpopMMpPOBaHWS U OYUCTKM
KOPHEBOTO KaHana CreyuanucT JO/MKEH BbINOAHUTL TEXHUKY 06Typauun. dTa npoueaypa
BK/ItOYaeT B ce6s MCMoNb30BaHMe WTU(TOB ryTranepyeBbiX W nacTbl A0S NAOM6GUPOBaHUSA
KOPHEBOr0 KaHana. BbiGpaHHble LWTU(TLI ryTTanepyeBble [AO/KHbI COOTBETCTBOBATb
UBETOBOMY KOAy W pa3Mepy (opmMupytowero aina nocnegHero WMHCTPYMEHTa,
MCNOMb30BaBLUErOCS  MPUM  MNpenapupoBaHMM  KaHana. LWTudTbl  [OMKHbI  6bITb
npoae3sMH(pUUNPOBaHbl  Nepes  WCNONb30BaHWMEM. HarpeTblii  UHCTPYMEHT  MOXHO
MCNoNb3oBaThb ANS pasMAryeHUs matepuana M obecneveHUs ugeanbHON repMeTmsauun u
ajanTauuy pasmMepoB KOPHEBOrO KaHana (3a UCKIOYEHWEM CTaHAapTM3MpPOBaHHbIX Mo 1SO
7 BCMOMOTaTeNbHbIX WTNTOB ryTTanepyeBbiX, npefHasHaYeHHbIX Ans
natepanbHOro/XonoAHOro npeccoBaHus). Mpy MCNONb30BaHWM HArpeToro MHCTPYMEHTa
Heo6X0AMMO CNnefoBaTb WMHCTPYKUMM MO NPUMEHEHUIO YKa3aHHOTO0 MWHCTPYMeHTa.
Heo6X0AMMO MCMNOMb30BaTb COOTBETCTBYHOLWMIA MHCTPYMEHT, 4TOObl paspes3aTb LITU(THI
ryrranepyeBble, BKAKOYas LBETHOE WHAMKATOPHOE KOMbLO, €CAM OHO MMeeTcs, nocne
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BBEAEHUS LWTWU(Ta ryTTanepyeBoro B KOPHEBOW KaHan. LiBETHOe KOMbLO He AOMKHO
0CTaBaTbCA B KOPHEBOM KaHasne Mocfie BBEAEHUS.

«WTngTel ctomatonorndeckne rytranepyesble ProTaper Gold® Conform Fit, ProTaper
Next® Conform Fit, TruNatomy Conform Fit 1 WaveOne® Gold Conform Fit agnsatoTcs
yacTb NUHeilkn ProTaper u MOryT 6biTb WCMOMb30BaHbl B COYETAHUM CO CAEAYHLLUMU
NPOAYKTaMW 3TOW XXe NUHENKMN:

LNHCTPYMEHTbI 3HAO0A0HTMYECKME CTepunbHble Protaper Gold pasnnmyHbix TMNopasmepos
P3H 2020/10209;

2. WHcTpymeHTbl 3HAogoHTU4Yeckue [poTeiinep HekcT (Protaper Next) pasnnyHbIX
Tunopasmepos P3H 2015/2351;

3. VIHCTpymeHTbl  cTepuSibHble  3HAOAOHTMYeckume TruNatomy® MHOropasoBoro
MCNOMb30BaHUS PasINYHbLIX TUNOPA3MepPOB B BapuaHTax ucnonHeHus: P3H 2023/21478

4. WNHCTPYMEHTbl 3HAOAOHTUYeckne cTepuibHble WAVEONE GOLD pa3nuyHbiX
Tunopasmepos P3H 2016/4309

Pernctpupyemoe usgenne «LUTU(Tbl CTOMATONOrMYecKMe ryTTanepyeBble B BapuaHTax
MCMOMHEHNSA» UCMONb3YIOTCA KaK CaMmOCTOATeIbHOe MeULMHCKOe U3fenue.

9, Matepuasbl, U3 KOTOPbIX M3FOTOB/IEHO MeAULIMHCKOE U3aenune

HanmeHoBaHMe Martepunan MoctaBWwmk /
MpousBoanTesnb

BapuaHT ncnonHeHmn

MeANLMHCKOro nsgenusa

- ProTaper Gold® Conform Fit [yTTanepya cMHTeTUYECKas Thermofisher Scientific
Gutta-Percha, pasmep F2 Okeng umnHka American International
- Prol'aper Next® Conform Fit Cynbart 6apus Chemical
Gutta-Percha, pasmep X2 Avokcng TuTaHa _
- TruNatomy Conform Fit UepHuna KpacHble7224 RED 456- Markem-Imaje

C

Gutta-Percha, pasmep Prime
- WaveOne® Gold Conform
Fit Gutta-Percha, pasmep

Primar

R proT;lper Gold® Conform Fit [yTTanepya cMHTETMYeCKas Thermofisher Scientific
Gutta-Percha, pasmep FI u F5 OKemp unMHKa Ameri_can International
- ProTaper Next® Conform Fit Cynbat bapus Chemical

Gutta-Percha, pasmep X5 [lnokcuz TuTaHa

- fruNatomy Conform Fit UepHuna xenTble 7224 Markem-Imaje
Gutta-Percha, pasmep Small YELLOW429-E

- WaveOne® Gold Conform
Fit Gutta-Percha, pasmep Small

- ProTaper Gold® Conform Fit FyTTanepya CUHTETMYECKaS Thermofisher Scientific
Gutta-Percha, pasmep F3 OKeung LuHKa American International
- ProTaper Next® Conform Fit ~ Cy/nbdart 6apusa Chemical
Gulta- Percha, pasmep X3 Avnokena TuTaHa _

UepHuna cuHune 7224 BRITE Markem-Imaje

BLUE
- I'ruNatomy Conform Fit FyTTanepya cMHTETMYECKAS Thermofisher Scientific
Gutta-Percha, pasmep OkKeung uuHKa American International
Medium Cynbat 6apus Chemical

Anokcng TmtaHa

- WaveOne® Gold Conform Fit UepHuna 3eneHble 7224 GREEN Markem-Imaie
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Gutta-Percha, pasmep Medium
- WaveOnecE) Conform Fit Gutta-
Percha, pasmep Large

- ProTaper Gold® Conform Fit
Gutta-Percha, pasmep F4
- Pro'faper Next® Conform Fit
Gutta-Percha, pasmep X4

575-F

lyTTanepya cMHTETUYECKAA
OKcmp UnHKa

Cynbgat bapus

Adnokcung TntaHa

UepHuna 6enble 7224 White
lyTTanepya cUHTETMYECKAS
Okeng umHka

Cynbat 6apus

Juokcupg TutaHa
UepHuna yepHble 7224 BLACK

Thermofisher Scientific
American International
Chemical

Markem-Imaje
Thermofisher Scientific
American International
Chemical

Markem-Imaje

FO.CBefeHNA 0 CTEPUTIBHOCTU N KPATHOCTU NMPUMEHEHUS.
W3penve HectepunbHoe. OQHOKPATHOE MPUMEHEHMe.
Mepen npuMeHeHUEM HEOBXOAMMO Ae3NH(ULMPOBaTh.

11. Je3nHpeKyma

e Morpysute mn3genne B 5,25% NaOCI Ha 1-5 MWMHYT npu TemnepaType OKpy>atoLlel
cpefbl. YpanuTe BCe Ny3bipbKX C NOBEPXHOCTU OOTYPUPYIOLLETO N3AENNS.

e OCTOPOXXHO MPOMOKHMTE LUTU(T ryTTanepyeBblil CTEPUILHOR Mapneid, cMoYeHHoR 70%
N30NPONWIOBLIM CMIUPTOM.

o [JaiiTe n3genusm BbICOXHYTb Ha BO3AyXe.

e He wncnonb3yitte Ae3vHGUUMPYIOWME PacTBOPbI, coAepXaline eHon, Wam nobble

13LeNnusi, HECOBMECTUMbIE CO LITUTaMM ryTTanepyeBbIMU.

12. CpoK rogHocTu

Cpok rogHoctu 4 roga. He 1cnosnb3oBaTth NOC/e OKOHYaHWA CPOKa roAHOCTU, YKa3aHHOro Ha

yNaKoBKe.

13.YcnoBus XpaHeHWsi, TPAaHCMOPTUPOBAHMA 1 aKCcMlyaTalum

YCcnosus xpaHeHus

Ycnosus
TpaHCMopPTUPOBaHUS

Ycnosus sKkcnnyaTaumm

.Y nakoBKa:

* bepeyb OT COMMHEYHOrO CBeTa U Tenna.

e XpaHuTb Npy KOMHaTHOW Temnepatype (+10°C - +30°C)

* XpaHWTbL B CyXOM MecCTe.

V3nennsa goskHbl TPAHCMOPTUPOBATLCA B COOTBETCTBUM C
npasunamu, LeiCTBYHOWMMY AN KXKLO0r0 Buaa TpaHcrnopTa npu
Temnepatype oT 5°C go 25°C B CyXoM MeCTe U OTHOCUTENbHO
BnaxHocTu 20% -85%. ATMoctepHoe gaeneHue: 48 klMa- 108 klMa
3aenna ucnpasHO 3KCNAyaTUPYOTCA BHYTPU POTOBOI MONOCTH,
NpY HAMYUN B HER BUONOTNYECKMX XXNLKOCTER MPY HOMUHANBHBIX
3HayeHusAX TemnepaTypsl: oT 32° go 42° C,

3aenma fomKHbI MCM0Mb30BaTLCS TOMbKO KBAM(ULMPOBaHHBIM
MEeANLMHCKNUM MEPCOHASIOM B KIIMHUYECKUX YUPEXAEHNSAX

MoTpebuTenbckasa ynakoeka: LUTU(TLI CTOMAaTONOrMYecKMe rytranepyeBble ynakoBaHbl
B NJaCTUKOBYH KOPOOKY (AHO M KpbiLIKa) C TEPMOYCaA04HON NNEHKOA.
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Pasmepbl NOTPeOUTENLCKOWA YNaKOBKM
abapuTHble pasmepbl (OXLLIXB), Mm 80x48 x 12 mm (£5%)
Macca, r He 6onee 23 1

MaTtepuanbl ynakoBKn 414 BCEX BapMaHTOB UCNOMHEHUA MeAULIMHCKOIOo U3aenuns:

MaTtepuan MocTaBwuk / NMpoussoguTesb
Kpbiwka nnactukosoin  Monuctepon POLYREX ® Chi Mei Corporation
ynaKoBKu GPPS, PG-33
[HO NNacTuKoBOiA cononumep ctupona A Chi Mei Corporation
yrnaKoBKu 6yTtagueHa POLYREX ®

HIPS, PH-88
Ob6ecneveHne TepmonnacTuyHblii peanHoBblii  Ningbo Poly U plastic product
yAepXXnBaHUA martepuarn Co., LTD
ryTTanepyeBbliX (Cononvmep cTupona u
WITU(TOB Ha MecTn BO  6yTagmeHa) SBS 230
n3bexaHue
CMeLINBaHMNSA
3awnTa rystanepueBbix bymara nuuieas Zhejiang Wuxing Paper Co., Ltd
WTMHTOB

TpaHcnopTHaa ynakoBKa:

MoTpebuTenbCKMe yNnakoBKM YNaKoBbIBAKOTCA B 60/bLIYIO KAPTOHHYIO KOpPO6KY (npu
Heo6X0AMMOCTY UCNONbL3YHTCA My3blpyaTas MNieHKa), Kotopas 3aTeM 3aK/nenBaeTcs C
MOMOLLbIO CKOTHa

15.MapKupoBKa

PacwndpoBka CUMBO/I0B NOTPEGUTENBCKO YNAKOBKU MeAULMHCKOTO n3genns «LLTudTsi
CTOMATO/OrMYecKme ryTTanepyesblie B BapuaHTax UCMOMHEHNUS»

Homep no Katanory

REF
3anpeT Ha NOBTOPHOE MCMO/b30BaHMUe
He cTepvnbHO
/non\
ISTERJLA
(§) He vcnonb3oBaTh Npy NOBPEX/AEHNUI YNaKOBKY
Q OcTopoXHO! O6PaTUTECH K MHCTPYKLMM MO MPUMEHEHUIO
r BepxHss rpaHuLia TeMMepaTypHOro AvanasoHa
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TpaHcnopTHasa MapKUPOBKaA,;

Ha KapTOHHYH KOPOOKY KneuTcsi MapKMpOBKa ¢ MHopMmauueid o nocbinke (MHGopmaumsa o6
0TNpaBuTeNe, MHOPMaLUs 0 nony4yartene, o6LLee KONNMYECTBO M3Aennid, MHGopmaumsa ob agpece
[OCTaBKM BK/IKYas Ha3BaHWe W3denns, HOMep f0Ta U KaTanOXHbli HOMep), MapKMpoBKa C
nH(opMmaLmeli 0 CcTpaHe MPOMCXOXAEHMUA W pa3Mepax YMNakoBKW, a TakKXe MapKUPOBKa,
yKasblBatolLas cnocob obpaleHns ¢ rpysamu:
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Cumson 3HauyeHue
OcTopoxHo, xpynkoe!

CVMBOJ JO/MKEH NPUCYTCTBOBaTh Ha
XPYnKux rpysax. C rpy3om, 0oTMeUYeHHbIM
JaHHbIM CMMBOMIOM, CneflyeT obpaliaTbca
OCTOPOXHO, €ro HeNlb3s ONPOKW/bLIBATL UK
6pocarb.

bepeub oT Bnaru

Heobxoammo 6epeyb rpys oT Bnaru.
YnakoBKa ¢ JaHHO MapKWpPOBKOW [JOMXKHbI
BCcerda 6biTb 3aLiMLLEHA OT MOBbILIEHHOM
BN@XHOCTW U, COOTBETCTBEHHO, A0/KHA
XPaHMTbCS Noj HaBecoM. Ecnm 0co6o
KPYMHbIE WM TPOMO3AKMNE YNAKOBKU He
MOTYT XPaHUTbCA Ha CKNajax uau nog
HaBecaMm, OHW A0/MKHbI 6bITb TUIATENLHO
MOKpPbITbl GPE3EHTOM.

BBepx

MapknpoBKa yKa3sbiBaeT npasuibHoe
BEPTUKaNbHOE NOMOXKEeHWe rpysa. YNakoBKy
HeobX04MMO TPaHCMOPTUPOBATL, XPaHUTb U
NCMNonb30BaTh TaKUM 06pa3oM, 4YToobhl
CTpesiku Bcerga 6biTb HanpaBneHbl BBepX.
Cnepyet n3beraTb BpalleHUs, packaunsBaHus,
ONPOKUALIBaAHUS UAW APYTUX NOJ0OHBIX
BMAOB 06palLeHUs ¢ rpy3om.

16. CBefileHMA No yTUnusauum nnm YHNYTOXEHUIO

B Poccuiickoli ®epgepauuu usgenve cnegyer yTuausuposaTb B cooTBeTcTBUM ¢ CaHlMuH
2.1.3684-21 «CaHuMTapHO-3NnAemMnonornyeckne TpeboBaHMA K COAEPXKaHWUK TeppuTopuii
FOPOACKNX W CEeNbCKUX MOCENEHWA, K BOAHbIM 06bLEKTaM, MWUTLEBON BOAE W MUTbLEBOMY
BOAOCHA6XeHU0, aTMOC(epHOMY BO34yXy, Mo4YBam, XW/bIM MOMELLEHUAM, 3KCnayataumm
MPON3BOACTBEHHbIX, 00LLECTBEHHbIX MOMELLEHWIA, OpraHM3aLUumn 1 NPoBeAEHNI0 CaHUTapHO-
NMPOTUBO3NUAEMUYECKUX (MPOPUNAKTUUECKMUX) MEPOMPUATUIA» KaK MeAULMHCKUE OTXOAbI
Knacca b.

17. MapaHTUIHbIe 0653aTeNbCTBA

Mpon3BoAnTeNb HE HECET OTBETCTBEHHOCTb M HE BbIMNaunBaeT KOMMNEHcaL Mo 3a BO3MOXHbI
ywep6 Uy HecuacTHbIe Clyyau, BbI3BaHHbIE:

. Mcnonb3oBaHMeM UHCTPYMEHTOB, He OTHOCALLMXCS K CUCTEME M KOTOPble MOTyT
npensTcTBOBaTb HOPMasbHO pa6oTe.

. HecobnogeHnem WHCTPYKUWN NO NMPUMEHEHNIO.

OTBETCTBEHHOCTb 3a TECTUPOBaHWE MaTepuana Ha ero NPUrogHoOCTb U UCMOb30BaHWeE ANs
06O Lenn, SBHO HEYKa3aHHON B MHCTPYKLMMW, HECET NO/b30BaTE b!
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Mo BOnMpocam KayecTBa M3fenns cnefyet o6palatbCs K Y MOMHOMOUYEHHOMY NPeACTaBUTENIO
NpPou3BOANTENS.
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«YTBEPXOEHO» [upekTtop no ®dpegepnk
obecneyeHunto MoTTbe W oognmcs
KayecTBa o pemepura M oot T bel
«YTBEPXXAEHO» PykoBoguTeNb Ab6panna
Maillefer Pun3Ku Inoancs
(Maiinnegep) u ASaanna Poaawnl
onepaunoHHbI
OUpPEKTOp

20.02.2024 A aT a

NHCTPYKUWMA MO NPUMEHEHWIO
Ha MeAMLMHCKOe nu3genve
LLITMhTbI cCTOMATONOrMYECKUE TyTTanepyeBble B BapmaHTax UCMOHEHUS
npoussogcTea Maillefer Instruments Holding Sari («Mainnegep HCTpymeHTe
XonanHr Capn»),

LLIBeiuapus
Bepcua 3.0

2024
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CoobweHne 06 ayteHTupunukaumm Nel5, 683

/ Hwnx

cBoli

enognucaswuiica ®ununn TAHHEP (Philippe TANNER), HoTapuyc KaHToHa Bo (LU Beiiuapus), umeto uyunii
othunc no agpecy CH-1350 Op6 (Orbe), yaocTtoBepsieT NOLANHHOCTb NOANUCEN, NOCTaBNEHHbIX Aanee:

dpegepuk MOTTbLE (Mr. Frederic MOTTIER), 1096 Kanan (MyHuunnanuteTt bypr-aH-/1aBo), mapwpyT ge
FpaHBo 7B (1096 Cully (Municipality of Bourg-en-Lavaux, route de Grandvaux 7B), B KauyecTBe
WCNONHUTENbHOTO AupekTopa «MAMNNE®EP MHCTPYMEHTC XONAWHIE CAPN» (MAILLEFER
INSTRUMENTS HOLDING Sari), KoMnaHWu ¢ OrpaHW4eHHOW OTBETCTBEHHOCTbIO, 3aperMcTPMPOBaHHbIA
ohuc KoTopoii HaxoanTcs no agpecy: 1338 Ganar (Ballaigues, IDEWID CHE-100.026.046), css3sb ¢ komnanuei
ouca nopTBepXheHa COBMeCTHOW noanucbto dpegepnka MOTTLE ((Mr. Frederic MOTTIER) c gpyrum
nnuom (ayTeHTUdMKauMa nyTeM CpaBHEHUS MNOAMMCU, MNOCTaBAEHHOW Ha LWBeLapckoM YAO0CTOBEPEHUU
NUYHOCTM C HOMepoM E1846585, BbigaHHOM 5 mas 2014 r. u gelicTBUTENbHOM A0 4 mas 2024 r.);

Abpanna PU3KW (Mr. Abdallah RIZKI), no agpecy 39300 W amnaHbonb (®paHumua), py Mobep JSlaHr 1
(Champagnole (France), rue Pierre Langue 1), B Ka4eCcTBe UCMONHUTENbHOTO AUPEKTOPA YKa3aHHOW KOMMaHuK,
KoTopas lpUANYECKN CBA3aHAa €ro COBMECTHON MNOAMUCHLID C APYrMM nauuom (ayTeHTUhUKaums nyTem
CpaBHeHWA NOAMUCK, MOCTABNEHHONW Ha ® paHLy3CcKoe yfjoCcTOBepeHMe NMUHOCTM N 14CV 29224, BbifaHHbIM 20
aBrycrta 2014r., cpok geiicteua go 19 aBrycta 2024r.).

MognucbiBato W ne CTOPOHbLI MOATBEPAUIN CBOIO NUYHOCTb, NPEALABNB BblEYNOMAHYTbIE JOKYMEHThI.

C11-1350, Op6 (Orbc), gBaguaTh NepBoe (eBpans ABYX ThiCAYM fBajLaTb YeBTEpPTOro roja.

/neyaTsb: /nognuce/ /neyaTsb:
HOTAPUYC IN. Kanuenapus
TAHHEP (P. [ocygapcTBeHHOro
TANNER CoseTal
NOTAIRE)/
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Poccuiickaa degepaumns
Nopoa MockBa
[OBaguartb AeBATOro peBpansd ABe TbicAUUM aBajLaTl>

A, KosnaukoB Anekceii AHApeeBUY, BPEMEHHO UCNOMHAKWUANAHUNHKICTU HOTapuyca
ropofa MockBbl 3y60BCKOW BafeHTUHbI ANeKCeeBHbl, CBUAETENbCTBYH MNOAAUHHOCTL MOAMUCHU
nepeBofuunka 3arueBoit MonnHbl BanepbeBHbl.

Moanuch coenaHa B MOEM MPUCYTCTBUMN.

NnyHocTb NnognucasLwero JOKYMEHT YCTAHOBJIEHA.

3apeructpupoBaHo B peectpe: No 77/732-H/77-2024-4-215.

YnnayeHo 3a CoBeplIEHNe HOTaApUanbHOro ,qu\/'ICT/BI/IFIZ 400 py6. 00 kon.

A.A. Ko3naykoB

TO, MPOHYMEPOBAHO U CKPEN/eHOo nevyaTtbio 34 (TpUALATh YeTbipe) nucTa.

A.A. Ko3naykos
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