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1. Administrative data

1.1. Product research and development:

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

1.2. Legal manufacturer:

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

1.3. Physical manufacturer:

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

1.4. Authorized representative

Company name: «Dentsply Sirona» LLC

Address: premises 3N, bid.2, Ovchinnikovskaya embankment, 18/1,Zamoscvorechie
municipal district, intra-city area, Moscow, 115035

Tel: + 7(495)725-10-87

2. General Information

2.1. Product Subtitle

TruNatomy® instruments for endodontic treatment — multiple use, different sizes, in
different combinations (applicable abbreviations — TruNatomy® Instruments,
Instruments, Medical Device, TruNatomy® files).

2.2.Types of instruments
1. TruNatomy® files in blisters S pcs., Orifice Modifier - Medium 21 mm (assortment):
- Files TruNatomy® Orifice Modifier, lenght 16 mm — 1pc;
- Files TruNatomy® Glider, length 21 mm — 1 pc;
- Files TruNatomy®, length 21 mm, size Small — 1pc;
- Files TruNatomy®, length 21 mm, size Prime — 1pc;

- Filex TruNatomy®, length 21 mm, size Medium — 1 pc.
2. TruNatomy® files in blisters of 5 pcs., Orifice Modifier — Medium 25 mm

(assortment):
- Files TruNatomy® Orifice Modifier, legnth 16 mm - 1 pc;
- Files TruNatomy® Glider, length 25 mm - 1 pc;
- Files TruNatomy®, length 25 mm, size Small — 1 pc;
- Files TruNatomy®, length 25 mm, size Prime — 1 pc;
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- Files TruNatomy®, length 25 mm, size Medium — 1 pc.

3. TruNatomy® files in blisters of 5 pcs. Orifice Modifier — Medium 31 mm
(assortment):

- Files TruNatomy® Orifice Modifier, legnth 16 mm — 1 pc;

- Files TruNatomy® Glider, length 31 mm — 1 pc;

- Files TruNatomy®, length 31 mm, size Small — 1 pc;

- Files TruNatomy®, length 31 mm, size Prime — 1 pc;

- Files TruNatomy®, length 31 mm, size Medium - 1 pc

4. Files TruNatomy® in blisters of 3 pcs with Orifice Modifier, Glider, Prime 21 mm
(sequence):

- Files TruNatomy® Orifice Modifier, length 16 mm — 1 pc;

- Files TruNatomy® Glider, legth 21 mm - 1 pc;

- Files TruNatomy®, length 21 mm, size Prime — 1 pc.

5. Files TruNatomy® in blisters of 3 pcs with Orifice Modifier, Glider, Prime 25 mm
(sequence):

- Uuctpymentnl TruNatomy® Orifice Modifier, length 16 mm - 1 pc;

- Unctpymentsl TruNatomy® Glider, length 25 mm — 1 pc;

- Uuctpymentn TruNatomy®, length 25 mm, size Prime — 1 pc.

6. Files TruNatomy® in blisters of 3 pcs with Orifice Modifier, Glider, Prime 31 mm
(sequence):

- Files TruNatomy® Orifice Modifier, length 16 mm - 1 pc;

- Files TruNatomy® Glider, length 31 mm — 1 pc;

- Files TruNatomy®, length 31 mm, size Prime — 1 pc.

7. Files TruNatomy® in blisters of 4 pcs, Orifice Modifier, length 16 mm.

8. Files TruNatomy® in blisters of 4 pcs, Glider, length 21 mm.

9. Files TruNatomy® in blisters of 4 pcs, Glider, length 25 mm.

10, Files TruNatomy® in blisters of 4 pcs, Glider, length 31 mm.

11. Files TruNatomy® in blisters of 4 pcs, length 21 mm, size Small.

12. Files TruNatomy® in blisters of 4 pcs, length 25 mm, size Small.

13. Files TruNatomy® in blisters of 4 pcs, length 31 mm, size Small.

14. Files TruNatomy® in blisters of 4 pcs, length 21 mm, size Prime.

15. Files TruNatomy® in blisters of 4pcs, length 25 mm, size Prime.

16. Files TruNatomy® in blisters of 4 pcs., length 31 mm, size Prime.

17. Files TruNatomy® in blisters of 4 pcs., length 21 mm, size Medium.

18. Files TruNatomy® in blisters of 4 pcs, length 25 mm, size Medium.

19. Files TruNatomy® in blisters of 4 pcs, length 31 mm, size Medium.
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2.3. Delivery content
The product is supplied in boxes of 8 blisters each. Instructions for use from the
manufacturer are supplied with the instruments in the box. The Russian-language sticker
and instructions are placed under a plastic wrap in which the original secondary
packaging (transport packaging) is wrapped.

For the delivery of 1 blister, it is additionally packed in a shrink film on a cardboard
backing (material: Cardboard Tambrite GC2, density 270 g / m2) with a Russian-
language label and instructions for use. The dimensions of the original packaging are
small, so it is not possible to apply a Russian-language label on the original packaging.
For this reason, the Russian-language label is applied to the back of the last sheet of the
instruction. Instructions placed in the package, folded in such a way that the Russian-
language label is clearly visible to the end user.

2.4. Classification
Type and contact duration Short-term contact with soft tissue
and dentin
Invasiveness Surgical invasive
Sterility Sterile, sterilization method:
Gamma radiation
Area of application Dentistry

2.5. Indications
Sterile files are intended to be used in endodontic treatment for shaping and cleaning the
root canal.

2.6.Description

The TruNatomy® Orifice Modifier shapes the orifice to create the ideal entry point for
the TruNatomy® Glider and TruNatomy® Shaping Files. This file contributes to
preserve the coronal anatomy due to its flexibility, diameter and heat-treated NiTi alloy.
It is also ideal for cases in which the canal is not vertically oriented as it can enter the
tooth from different angles.
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TruNatomy® Orifice Modifier
«s ifmtato

TruNatomy® Glider

TruNatomy® Shaping Files are available in three different sizes and lengths to treat a
wide range of cases. While the TruNatomy® Prime shaping file is appropriate for most
cases, two additional shaping files, the TruNatomy® Small and the TruNatomy®
Medium, are available to address both smaller and larger canals.

TruNatomy®, size Small

TruNatomy®, size Prime

TruNatomy®, size Medium

All three endodontic files offer a slim profile combined with a unique cross-section for
greater efficiency while providing more space for optimal debris removal.

The tool is made from a special heat-treated nickel titanium wire that provides greater
flexibility, allowing the file to be pre-bent if necessary. Excellent canal centering ability
allows the instrument to adapt to the canal rather than the other way around.

2.7. Customers

TruNatomy® reusable sterile endodontic instruments (files) should be used only by
gualified specialists (dentists) in medical institutions in compliance with all
requirements of dental practice.
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2.8. Indications for use

The TruNatomy® files are intended to be used in endodontic treatment for shaping and
cleaning the root canal.

2.9.Contraindicatins
Shouidn’t be used if allergic to nicke! titanium

Like with all mechanically driven root canal instruments, TruNatomy® files should not
be used in cases of severe and sudden apical curvatures due to heightened risk of

separation.

Safety and effectiveness of use have not been established in pregnant or breastfeeding
women or in children.

These file should be used with caution in the apical area and around significant
curvatures

TruNatomy® files are provided sterile and prior to their reuse it is required to go
through the reprocessing procedure as described in chapter 3.5 of this document.

2.10. Side effects

This product contains nickel and shouldn’t be used for individuals with known allergic
sensivity to this material.

2.11. Precautions
Like with all new products, you must take caution until you become proficient in its
use. Working length determination is imperative to ensure proper instrumentation
using any mechanized or hand instrument.

‘g The use of radiographs in combination with an apex locator is a
\ | recommended method of working length determination.

While legal manufacturer have implemented safeguards against possible mlsuse, there
are several important points to remember:

« Inspect the packaging before use and do not use the instruments if the packagingis

damaged;

 For optimal usage, torque controlled motors are recommended;

« All the TruNatomy® rotary files should be used at motor speed of 500 rpm and1.5N

cm torque;

« Before using any instrument, make sure it is well connected to the contra-angle

head;

* Use the TruNatomy® files with no brushing action;

« Take caution in the apical area and around significant curvatures;
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» These instruments should not be immersed in a sodium hypochlorite solution;

* Clean the flutes frequently during instrumentation, inspecting for signs of
distortion, elongation or wear, such as uneven flutes, dull spots;

* Frequently irrigate, recapitulate and irrigate the canal throughout the procedure, after

using each file;

* TruNatomy® files should only be used in regions of the canal that have a

confirmed and reproducible glide path;

» Use the appropriate finishing files to passively follow the canal to the working

length as recommended in the step-by-step instructions and then withdraw

immediately;

» The maximum preparation size for the TruNatomy® system is given by the

MEDIUM size instrument but if a larger preparation is needed we recommend

refining the apical area with the necessary NiTi hand files;

TruNatomy® files are manufactured with a process that results in a file that has a colored
appearance. Due to this proprietary processing, TruNatomy® files may appearslightly
curved. This is not a manufacturing defect. While the file can be easily straightened using
only your fingers, it is not necessary to straighten the file prior to use. Once inside the
canal, the TruNatomy® file will follow the anatomy.

.g For your own safety, you must wear personal protective
) | equipment (gloves, glasses, mask)

2.12. JOINTLY - APPLIED MEDICAL DEVICES

Below, for the user's information, is information about the technical characteristics of
products that can be used in conjunction with" TruNatomy® files:

1. Dental apex locators
Applied in conjunction with TruNatomy® files for measurement of canal length during
endodontic treatment. To do this, you need to fix TruNatomy® file by holder and insert
into the root canal.
The device must not be used in the presence of flammable substances. interaction with
air, oxygen, or nitrous oxide.
Degree of protection against electric current: type BF working part;
Degree of protection against hazardous liquid ingress: normal equipment (IPX0);
File Clamping Requirements:
Ability to hold file with diameter shank 2.35 mm according to ISO 1797 Type 1;
Apex locator device: simple, complex, multifunctional;
Suitable generations of apex locators: I to VI;
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Power type: battery or accumulator;

Screen type: black and white or color

TruNatomy® file attachment method:

When gripping a TruNatomy® file with the holder clip, grip only the top of the metal rod
(near the file handle). If you grab the bottom (moving part of the blade), it will wearmetal
and rubber part of the clip file as in the picture below:

Correct and unwanted file capture by a file holder is given in picture below:

When the TruNatomy® file reaches the top, adjust the rubber stopper on the
TruNatomy® file up to the reference point (cut edge or recesses), then remove the
TruNatomy® file, measure the length between the top of the file and the rubber part, this
will be an indicator of the working channel length.

2. Endodontic devices
The tip of the endodontic apparatus must be suitable for the shank tool (file)

diameter: 2.35 mm according to ISO 1797 Type 1;
The amount of torque provided by the Tool (file) TruNatomy®: 1.50 Nem;
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Provided rotation speed of the TruNatomy® Tool (file): 500 rpm;

Degree of protection against electric current: type BF working part (angular
tip);

The Tool (file) system displayed on the display should always match the

actually used system of Tools (files).

Note: All medical devices before combined use with TruNatomy® instruments must pass
registration procedure according to the national rules of the Russian Federation and/or
according to the registration rules of the Eurasian Economic Union, and comply with the
mandatory  requirements  applicable to these equipment requirements.
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2.13 STEP BY STEP INSTRUCTIONS FOR TRUNATOMY® FILES
2.13.1. Radiographic Evaluation

Review different horizontally angulated radiographs to diagnostically determine the
width, length, and curvature of any given root and canal.

2.13.2 TruNatomy® Shaping Technique

1)  Estimate the working length using well-angulated preoperative radiographs as per
2.12.1.

2) Prepare a conservative access cavity sufficient enough to reveal all root canal
orifices.

3)  Scout coronal 2/3 of canals with a Ne 010 K-file in the presence of lubricant such
as GLYDE FILE PREP and irrigate.

4)  Followed by a TruNatomy® Orifice Modifier at 500 rpm and 1.50 Ncm, With
irrigant in canal advance the TruNatomy®™ Orifice Modifier in 2-3 gentle amplitudes
approximately 2-5 mm in-and-out of the canal. Repeat until the coronal third is shaped.
The instrument has 7 mm of cutting flutes, which should not be exceeded beyond the
canal orifice. Irrigate the canal and clean cutting flutes routinely.

5)  Scout the whole root canal with a Ne 010 K-file, determine Working Length (WL)
using an electronic apex locator (EAL) in combination with radiographs, irrigate and
confirm patency.

6)  With irrigant in the canal create and confirm a reproducible glide path using a
TruNatomy® Glider in 2-3 gentle amplitudes approximately 2-5mm. Irrigate and repeat
until previously confirmed WL with an EAL has been reached.

7) ALWAYS begin shaping with the TruNatomy® PRIME file (500 rpm / 1.5 Ncm)
passively in the presence of sodium hypochlorite with no more than 2-3 gentle
amplitudes approximately 2-5mm in-and-out of the canal. Irrigate and repeat as necessary
to WL. Upon reaching length, remove the file to avoid over-enlarging the apical foramen.
8)  Routinely irrigate the canal and clean the files cutting flutes of debris upon
removal.

9)  If the TruNatomy® PRIME file does not progress easily, remove, irrigate, and
recapitulate with a Ne010 K-file to confirm canal patency and move to the TruNatomy®
SMALL file.

10) Inspect cutting flutes routinely upon removal for presence of unwinding and
straightening,. If deformation is noted, discard and use a new TruNatomy® file.

11) Advance the TruNatomy® SMALL file passively in the presence of sodium
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hypochlorite with no more than 2-3 gentle amplitudes approximately 2-5 mm in-and-out
and remove file. Irrigate and repeat as necessary to WL in a gentle/passive in-and-out
motion (as described above) and then use the TruNatomy® PRIME file to working
length to optimize the shape*. Upon reaching length, remove the file to avoid over-
enlarging the apical foramen.

12) When the shape is confirmed, proceed with 3-D disinfection protocols. Use
dedicated TruNatomy® paper points to dry the root canals and dedicated TruNatomy®
Conform Fit Gutta Percha points to obturate.

* If the TruNatomy® PRIME file is loose at length with no dentinal debris in the
apical flutes, continue shaping with TruNatomy® MEDIUM file.

3.Technical Data

3.1 Technical Data
File TruNatomy® Orifice Modifier

Minimum value of 10,85

resistance to fracture in

torsion (mH*m)

Hardness - Vickers, (HV) Not less 250

Bending resistance 8,13+ 10%

(mH*m)

Roughness Not less then 1,6 m—-——
mkm

Mass (g) 0.35+ 10%

Working part:

Fixed cone

Hardness of working part, 344+ 5%

(HV)
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Wear resistance For strongly
curved (>30°) or
S-shape channels —
no more than 2

! times,

Slightly curved
channels
(From 10° to 30°) —
not
more than 4 times,
Slightly curved
(<i10°) or
rectilinear
channels — no more
than 8

Size tip 020

Active part 7,5+0,5

Length (mm) 16 £ 0,5

Concave triangular cross section

Shaft:

length (mm) 9,5+0,5

File TruNatomy® Glider

Minimum value of resistance to | 1,18

fracture in torsion (mH*m)

Hardness — Vickers, (HV) Not less

250

Bending resistance 0.87+ 10%

(mH*m)

Roughness, mkm Not more

1,6 mkm

Mass (g) 035+ 10%

Working Part:

HapacTtatiomuit koHyc = -

Size tip 017

Hardness of working part, (HV) | 344+ 10%

Wear resistance

For
strongly
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curved
(>30°) or
S-shape
channels -
no more
than 2
times,
Slightly
curved
channels
(From 10°
to30°)-
not
more than 4
times.
Slightly
curved
(<10°) or
rectilinear
channels -
no more
than 8

Active part (mm) 16 £0,5

length (mm) 21+£0,5
25 +0,5
31 +0,5

Centered parallelogram cross-section

Shaft:

Length (mm) 95+05

File TruNatomy®, size Small

Minimum value of resistance to 2,63
fracture in torsion (mH*m)

Hardness - Vickers, (HV) Not less
then 250

Bending resistance 1.68+ 10%

(mH*m)

Roughness, mkm Not more
1,6 mkm
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Mass (g) 0.35 = 10%

Working part:

Decreasing cone

Size tip 020

Active part (mm) 16 £ 0,5

Hardness, (HV) 344= 5%

Wear resistance For
strongly
curved
(>30°or
S-shape
channels —
no more
than 2
times,
Slightly
curved
channels
(From 10°
to 30°) -
not

more than 4
times,
Slightly
curved
(<10°) or
rectilinear
channels —
no more
than 8

Length (mm) 21+ 0,5
25+0,5
31+0,5

Centered and offset parallelogram cross-
section

Shaft:

Length (mm) 9,5+0,5

Files TruNatomy®, size Prime
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Minimum value of resistance to
fracture in torsion (mH*m)

2,88

Bending resistance (mH*m

2.38+ 10%

Hardness, Vickers, (HV)

Not less
250

Roughness, mkm

Not more
1,6 mkm

Mass (g)

0.35+10%

Working part:

Decreasing cone

Size tip

026

Hardness, (HV)

344+ 5%

Wear resistance

For
strongly
curved
(>30°) or
S-shape
channels —
no more
than 2
times,
Slightly
curved
channels
(From 10°
to 30°) -
not

more than 4
times,
Slightly
curved
(<10°) or
rectilinear
channels —
no more
than 8

Active part (mm)

16 £0,5

Length (mm)

21+ 0,5
25+£0,5
31+£0,5
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Centered and offset parallelogram cross-

section

Shaft:

Length (mm) 9,5+0,5

File TruNatomy®, size Medium

Minimum value of resistance to | 4,26

fracture in torsion (mH*m)

Bending resistance (mH*m) 3,14+ 10%

Hardness, Vickers, (HV) Not less
then 250

Roughness, mkm Not more
then 1,6
mkm

Mass (g) 0.35+10%

Working part:

Decreasing cone

Size tip 036

Active part (mm) 16 £0,5

Hardness, (HV) 344+ 5%

Wear resistance For
strongly
curved ﬁ_—"“""“““
(>30%) or
S-shape
channels —
no more
than 2
times,
Slightly
curved
channels
(From 10°
to 30°) -
not
more than 4
times,
Slightly

curved
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(<10°) or

rectilinear
channels —
no more
than 8

Length (mm) 21+ 0,5
25£0,5
31+0,5

Centered and offset parallelogram cross-

section

Shaft

Length (mm) 9,5+0,5

TruNatomy® instruments are corrosion resistant. Corrosion spots are not observed on the
active nickel-titanium part and on the handle after 8 cycles of autoclaving

3.2 Composition

The file is made of the following components:

Component Composition, applied during manufacturing
Working part NiTi alloy with with thermal processing
Color mark Colorings (yellow, white, red, green)
Silicone stopper Silicone (white/black, yellow/black,
red/black, green/white,
purple/white)
Shaft Nickel coated brass
Color ring on the shaft Colorings (yellow, white, red, green)

3.3 Cleaning, disinfection and sterilization

Introduction: These devices are not labelled “single use”, re-processing of these devices
should be carried out as per this DFU. For hygiene and sanitary safety purposes, these
instruments must be cleaned and sterilized before each re-use to prevent any

contamination.

General recommendations :
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l

¢ At the final washing stage it is imperative use deionized water regardless of an
automatic washer/disinfector used or a manual method cleaning.

Tools with plastic handles, as well as nickel-titanium instruments should not be used
with peroxide solution hydrogen (H202), which is known to damage them.
Carbide burs, plastic stands, hand tools and tools made of nickel-titanium alloys
deteriorate when exposed to hydrogen peroxide.

Working parts of nickel-titanium instruments can be immersed in NaOCl solution,
if its concentration does NOT exceed 5%.

Do not allow the instrument to dry before or during disinfection or cleaning,.

Dried biological material may be difficult to remove. Recommended time between
use and cleaning the instrument immediately after use.

Use only tools designed for processing materials.

Do not attach labels or identification markers directly to the instrument.

Step by step instruction:
Operation |Activities Warning and remarks
1. [Disassembli |- Disassemble the - Remove and discard silicone stops.
ng device, if
applicable.
2. |Pre- - Soak all devices - Follow instructions and respect concentrations
Disinfection| immediately after use in | and immersion times given by the manufacturer
a disinfection solution | (an excessive concentration may cause corrosion
(We recommend the use | or others defectson devices).
of Prolystica® 2X - The pre-disinfection solution should be a specific
Concentrate Enzymatic | Solution targeted by the supplier for pre-
Presoak and Cleaner at disinfection. It should be used at the dilution
0.4% for a minimum of | specified by the supplier. It should contain, or
15 minutes). Use a tray be combined with a proteolytic enzyme.
made from high density |- The pre-disinfection solution should be aldehyde
polyethylene or free (to avoid blood impurities fixation) and
stainless steel. without di- or triethanolamines as corrosion
inhibitor. Change the pre-disinfection solution
regularly i.e. When it becomes soiled, or when
efficacy is diminished due to exposure to
microbial loads.
- Do not use pre-disinfecting solutions containing
Phenol or any products, which are not
compatible with the devices.
- For visible impurities observed on instruments a
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pre-cleaning is recommended with a soft brush
(made from either nylon, polypropylene,
acrylic). Manually brush .

the device until visible impurities are removed.

3. |Rinsing - Abundant rinsing (at - Use tap water for rinsing.
least 1 min) under - If a pre-disinfectant solution contains a
running water (ambient corrosion inhibitor, it is recommended todo the
temperature). rinsing step just before starting the cleaning
step.
4a.| Automated |- Place the devicesina - Discard any devices with defects (broken,

Cleaning kit, support, or container | bent,...).

with washer- | (made from stainless - Avoid any contact between instruments

disinfector | steel or titanium) to or posts when placing in thewasher-
avoid any contact disinfector use kits, supports or
between devices or containers.
posts. - Follow instructions and concentrations given by

-Place the devices in the | the manufacturer of the detergentsolution.
washer-disinfector and |- Follow the instructions of the washer-
executethe defined cycle | disinfector and verify the success criteriaafter
(Ao value > 3000 or,at | each cycle have been met as stated by the
least 5 min at 90°C manufacturer.
(194°F)). - The final rinse step should be with deionised
-Use a detergent water. For other steps follow thewater

solution with quality defined by the manufacturer.
cleaning properties - Use only approved washer-disinfector
(we recommend according to EN 1SO 15883, maintainedand
NeodisherMediclean validated regularly.
Forte at 0.4%). -1t is recommended to use an alkaline

detergent with tensides, which has grease
removal, disinfection (against bacteria/ fungi)
and corrosion inhibition

properties. The detergent should be approved for
its efficacy (VAH/DGHM-listing,

CE marking, FDA approval) and used in
accordance with its DFU The detergent should be
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aldehyde free and without di- or triethanolamines
as corrosion inhibitor.

or

4b.|Manual -Place the devicesina  |-No visible impurities should be observed on the

i [Cleaning kit, support or container | devices.

assisted by | (made fromstainless - If visible impurities are observed on the
an steel, polypropylene devices, the device must be manually brushed
ultrasonic or titanium) to avoid any | with a soft brush (made from either nylon,
device contactbetween polypropylene, acrylic) until visible
devices. impurities are removed.
-Immerse in the detergent |- Discard any devices with defects (broken, bent,
solution with cleaning and unwound).
properties (we - Follow instructions, observe water quality,
recommend Neodisher concentrations and cleaning time statedby the
Mediclean Forte at 2%), | manufacturer of the cleaning solution.
assisted by an ultrasonic |- It is recommended to use an alkaline detergent
device if suitable forat | with tensides, which has grease removal,
least 15 min. disinfection (against bacteria/ fungi) and
corrosion inhibition properties.The detergent
should be approved for its efficacy
(VAH/DGHM-listing,
CE marking, FDA approval) and used in
accordance with the DFU of thedetergent
solution manufacturer).
- The detergent should be aldehyde free and without
di- or triethanolamines as
corrosion inhibitor.

4b.|Rinsing - Abundant rinsing (at - Use deionised water for rinsing.

ii least 1 min) under . If the previously used cleaning solution
running water (ambient | contains a corrosion inhibitor, it is
temperature). recommended to do the rinsing step just

before starting the autoclaving.
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4b.|Drying - Devices should be - Dry with a single use non-woven cloth.
iii thoroughly dried before |- Devices should be dried until visual traces of
inspection and moisture are eliminated.
packaging. - Particular attention has to be paid to
effectively dry joints or cavities within a
device.
5. |Inspection |- If applicable assemble the |- Dirty devices must be cleaned again.
devices (including the |- Do not re-use silicon stops.
placementof new silicon |- Discard devices, which show any defect
stops). as described in the General
-Inspect the devices Recommendation above (point 4).
functionality.
- Visually inspect
devices with naked eye
under appropriate
lighting (min 500 lux)
and sortout those with
defects.
6. {Packaging |- Place the devices ina |-Device must be double-packaged using
kit, support or container | paper-plastic pouches for steam sterilization
to avoid any contact prior sterilization. Ensure that the pouches are
between instruments or | suitable for steamsterilization and were
posts and pack the devices | validated and manufactured as per ISO 11607
in “Sterilization and
pouches”. EN 868-5.

- Use an appropriate packaging, moist-heat
resistant (141°C, 286°F) and compliantwith ISO
11607.

-Avoid any contact between instruments or
posts during sterilization. Use kits, supports
or containers.

-For sharp devices that are not contained
within a box, silicon tubes should beplaced
around the devices to prevent packaging
piercing.

- Seal the pouches according to the
recommendation of the pouch manufacturer. If
a thermo-sealer is used, the process must be
validated and the thermosealermust be
calibrated and qualified.
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-Check the validity period of the pouch given by

the pouch manufacturer to
determine the shelf life.

. |Sterilization

- The following

sterilization cyclescan

be used :

+132°C (269.6°F), 20
minutes;

+134°C (273.2°F), 5
minutes;

-134°C (273.2°F), 18

minutes. We recommend
a steam sterilization at
134°C / 273.2°Fduring
18 minutes for the
purpose of de-activating
potential prions.

- The instruments and posts must be sterilized

according to the packaging labelling.

- When sterilizing multiple instruments in one

autoclave cycle ensure that thesterilizer’s
maximum load is not exceeded.

- Place the pouches in the steam sterilizer

according to the recommendation givenby the
sterilizer manufacturer.

- Use only Pre-Vacuum air Removal steam

sterilizer that are matching the
requirements of EN 13060 (class B, small
sterilizer) and EN 285 (full size sterilizer),
with saturated steam.

- Use a validated sterilization procedure

according to ISO 17665 with a minimum
drying time of 20 min.

- Respecting the maintenance procedure of the

sterilizer is under the responsibility of the owner
and should be performed following the
requirements for medical devices sterilization
(examples: planning of maintenance,
qualification, acceptance criteria of condensate
and water as per EN 285, annex 2).

- Control the efficiency and acceptance criteria of

the sterilization procedure (packaging integrity,
no humidity, no colour change of packaging,
positive physico-chemical indicators,
conformity of actual cycle parameters, to
reference cycle parameters). A special attention
should be paid to the packaging integrity ifthe
sterilization cycle 134°C (273.2°F), 18 minutes
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was used.

- Store traceability records and define
shelf-life according to packaging
manufacturer guidelines.

- Shorter sterilization cycles according to local
regulations are possible but are not

guaranteed to de-activate prions.
8. {Storage - Keep devices in - After sterilization, the product should be
sterilization packaging in | manipulated with care in order to keep the
a clean environment, integrity of the packaging (sterile barrier).

away from sources of - Sterility cannot be guaranteed if packaging is

moisture and direct open, damaged or wet.

sunlight. Store at ambient |- Check the packaging and the medical devices
temperature (typically 15 | before using them (packaging integrity, no

- 25°C (59 - 77°F)). humidity and use by date). In case of damage,
a complete rework should be performed.

3.4 Biological Safety Assessment

TruNatomy® files has the following nature of body contact:
— Intact skin
— Mucosal membrane
— Breached or compromised surface
- Tissue / Bone / Dentin

The nature of body contact results as "External communicating device". "Blood Path
indirect” was not retained because the devices under review are not consider, ed as a
"conduit” in regards of ISO 10993-1.

Due to the very limited time (a few minutes maximum) during which the instruments are
used for an endodontic treatment, the contact duration is defined as "A-limited

(<24)

Standard Result
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Cytotoxicity test, ISO 10993-5 complied

Sensitization test, 1ISO 10993-10 complied
Irritation or intracutaneous Reactivity test, ISO 10993-10 complied
Acute Systemic Toxicity, ISO 10993-11 complied

Material-Mediated pyrogenicity, ISO 10993—11, Annex F  complied

3.5 Information on medicines, animal and human tissue
The product does not contain medicines, materials of animal or human origin.

3.6 Assembly, installation, maintenance and repair
Products cannot be repaired. No special maintenance is required.

3.7 Application, storage and transportation conditions

Conditions of application:

Parameter Value
Temperature From0°C till + 30°C
Humidity 50 - 60%
Atmosphere pressure 70- 106 kPa

The products should only be used by qualified medical personnel in clinical settings at a
temperature of 0 ° C - + 30 ° C, with a relative humidity of 50 - 60%, away from
sunlight. Products are regularly operated inside the oral cavity, in the presence of
biological fluids in it at nominal temperatures: from 32 °to 42 ° C

Storage conditions:

Parameter Value
Temperature FromQ°C till + 30°C
Humidity 50 - 60%
Atmosphere pressure 70- 106 kPa

Products should be stored away from direct sunlight.

Transportation conditions:

Parameter Value
Temperature From-20°C till + 60°C
Humidity 50 - 60%
Atmosphere pressure 70- 106 kPa

Products should be transported away from sunlight
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3.8 Shelflife

The shelf life of the instruments is 5 years from the date of manufacture.

After each treatment, the instruments must be carefully inspected: the appearance of
such external defects as deformations (distortions, bends), cracks, corrosion and abrasion
of the color coding or markings are a sign that the instrument cannot be used safely and
must be disposed of.

For our instruments for root canal shaping, we recommend not exceeding the following
usage limits:

Type of canal lNiTi instruments
xtremely curved
>30°) or S-shaped
oderately curved (ot
ﬂ:)" no 30°)
lightly curved canal
E<l 0°) or straight

2 canals maximum

4 canals maximum

|8 canals maximum

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




4. Manufacturing information

4.1 Labelling

The original primary packaging (blister) of the product contains the following
information:

» product subtitle and model;

* number of instruments in blister;

* length of instruments in blister;

« size range of instruments in blister;

* catalog number;

* |ot number;

* trademark (logo);

» CEsign;

* legal manufacturer data (company name, address, contact information);
» date of manufacturing;

» radiation sterilization;

* expiry date.

Products are used on the original primary packaging (blister) the following characters:

Symbol
l Legal manufacturer
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Catalog number
REF 8
Lot number
LOT
E Expiry date
H Manufacturing date
Ijﬂ See IFU /see eIFU
www/dentsplysirona.co
QR-code
CE€ oome CE sign
G 2797 CE sign
R Sterilized by radiation
Type of the shaft
NiTi
Silicone

Sterilized in a steam sterilizer (autoclave) at the specified
temperature

Clockwise rotation

Don’t use if damaged

Assortment*
*presented only on (assortment) & (sequence)

Secondary original packaging of the product contains the following information:

» product subtitle and model;

* number of blisters;
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* number of instruments in blister;

* length of instruments in blister;

» size range of instruments in blister;
» catalog number;

* lot number;

* trade mark (logo);

* CE sign;

* legal manufacturer information (company name, address, contact information)
+ date of manufacturing;

e radiation sterilization;

* expiry date.

On the secondary carton packaging the following symbols are used:

_S_)imbol
I Legal manufacturer
Catalog number
REF ®
Lot
LOT
E Exprity date
D Date of manufacturing
[:]E Use IFU/ elFU is used
www/dentsplysirona.co
m\ifu
% QR-xon
c E 0086 CE sign
@ 2797 CE sign
STERILE] R Sterilized by radiation method
‘t:; Shaft
@ NiTi
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Silicone

Sterilized by steam sterilizer

Clockwise rotation

OEl@

B Non-refundable if the package is open
@ Assortement*
*is stated only on blisters with (assortment) & (sequence)

Symbols used on transport packaging:

Symbol

tt Up

Fragile, handle with care

|

‘e, Keep away from moisture

LY
LY

4.2 Information about packaging
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Dimensions For 3,4,5 instruments: 118x64x 5 125 x 68,5 x 30 mm (£5%)
(LxWxH), mm (+£5%)
mm
Mass, g For 3,4,5 instruments: not more then | Not more then 23
8
Number of 3, 4, 5 instruments in blister 8 blister packs
instruments in
a pack

Raw materials | Aluminium PETG 3020 Carton Carton Tambrite
foil Aluminium package GC2, density 270
Plastic foil Villpet ST 3020 g/m2

Materials VILLPET
are sheets and films
made of
polyethylenetereftlat
(A-PET) and
polyethylene
terephthalate
glycolm

(G-PET)
Sterilization | Radiation method according to ISO | Not applicable
method 11607-1

On aluminium foil there is a trade mark - TruNatomy®.

The labels printed on aluminum foil never come into contact with the devices (printed
characters are specially coated)

Sample image of a secondary blister pack: multiple use TruNatomy® Sterile Endodontic
Instruments in blisters of 3 Orifice Modifier, Glider, Prime (sequence) and Reusable
TruNatomy® Sterile Endodontic Instruments in 5-piece blisters Orifice Modifier -
Medium (assortment).
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DenUpty
Sirono

4.3 Environmental requirements

The product does not have a negative impact on the environment during its life cycle

4.4 Disposal procedures and conditions

Waste hazard class - Class B.

Disposal is carried out in accordance with local laws and protocols for the specific
healthcare facility.

5. Warranty and reclamations

The manufacturer is not responsible and does not pay compensation for possible damage
or accidents caused by:

* Using tools that are not part of the system and that may interfere with normal operation.
* Failure to follow the instructions for use.

It is the responsibility of the user to test the material for suitability and use for any
purpose not explicitly stated in the instructions!

For questions of product quality, contact the Authorized Representative of the
manufacturer
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1. AAMHUHUCTPATHBHAA HHpOPMALHA

1.1. Unjpopmanus o paspaboranike MeIHIIMHCKOI0 H3ACIHS

Haumenosanue: «Maillefer Instruments Holding Sarl (Dentsply Maillefer)» (Maitnnedep
Uncrpymentc Xonaunr Capn (Jenrcnnaii Maitnnedep))

Anpec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (Uemun ay Beprep 3,
CH-1338, bannaiirac, [lIsefiitapus)

1.2. UadopManus 0 NPOH3IBOAUTEIE MEAHIIMHCKOI0 HW3/ICTHS

HauMeHoBauue: «Maillefer Instruments Holding Sarl (Dentsply Maillefer)» (Maitinedep
HUncrpymenre Xonaunr Capn (Jenrcniaii Matinnedep))

Anpec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (Yemun ay Beprep 3,
CH-1338, Bannaiirac, l1Isefiuapus)

1.3. MecTo npon3BoaACTBAE MEAALMHCKOT0 H3AEIHS

HaumeHoBanue: «Maillefer Instruments Holding Sarl (Dentsply Maillefer)» (Maiinnedep
Unctpymenrc Xonaunr Capn (Jedrcnnait Maiiuedep))

Axpec: Chemin du Verger, 3, CH-1338, Ballaigues, Switzerland (HUemun ay Beprep 3,
CH-1338, Banaitrac, Illseiitapus)

1.4. YnoanoMo4ueHHLIH NpeACTABHTENL

Haumenopanue: OO0 «lentcruait CupoHa»
Anpec: 115035, ropoa Mocksa, OBUHHHMKOBCKas Hab, A. 18/1 crp. 2, nomemn. 34
Tenedon: + 7(495)725-10-87

2. O0mas undopmauus

2.1. HapMeHoBanHe niaenus

UHCTpyMEHTR  cTepunbHble  SHAOAOHTHYeckMe  TruNatomy®  MHOropazoBoro
HCIONB30BAHMA PA3NIMYHBIX THIIOPA3MEPOB B BapHaHTaX MCIONHEHHA (NPUMEHACMBIC
cokpaiieHus — Mucrpymentsl TruNatomy®, HHCTpymeHTH, MeAMHHHCKOE H3ACNME,
¢aiinsl TruNatomy®).

2.2. BapHaHTbI HCMIOJHEHHS MEAHIIMHCKOT0 H3eIHS

1. MHcTpyMeHTBI crepiibHble 3HAOAOHTHYecKHe TruNatomy®  MHOropasoBoro
MCTIONB30BaHUA B GnucTepax mo 5 wTyk accopTumMent Orifice Modifier — Medium 21 Mm
(assortment), B cocTane:
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- HuctpymenTtst TruNatomy® Orifice Modifier, iivna 16 MM — | it

- Hucrpyments TruNatomy® Glider, anuna 21 MM — 1 it

- HHctpymentn TruNatomy®, aauHa 21 MM, pasMep Small — 1 T;

- UHctpymenTn TruNatomy®, anuna 21 MM, pasmep Prime - 1 mit;

- Uncrpymentsl TruNatomy®, gmuxa 21 MM, pasmep Medium — 1 .

2. MHHcTpyMeHTHl CTepWIbHBIE JHAOAOHTHYecKHe TruNatomy®  MHOropasoBoro
HCTIONB30BaHUA B Gymcrepax no S mryk accopruMmeHT Orifice Modifier — Medium 25 MM
(assortment), B cocTaBe:

- Uacrpymental TruNatomy® Orifice Modifier, anuna 16 MM — 1 T,

- UuctpymenTnl TruNatomy® Glider, anuta 25 MM — 1 wT;

- HuctpymenTH TruNatomy®, anuna 25 MM, pasmep Small — 1 mT;

- Uucrpymentsal TruNatomy®, anuta 25 MM, pasmep Prime — 1 w;

- Uucrpymentst TruNatomy®, anuna 25 MM, pasmMep Medium — 1 .

3. UHCTpyMEHTH CTepWIbHEE 3HAOACHTHYeckHe TruNatomy®  MHOropasosoro
MCMONbL30BAHHA B OGnucrepax mo 5 wTyk accopruMeHt Orifice Modifier — Medium 31 mm
(assortment), B cocTase:

- UnctpymenTtnt TruNatomy® Orifice Modifier, anuna 16 Mmm — 1 mT;

- UactpymerTh TruNatomy® Glider, anuna 31 MM — 1 T

- Unctpymentnl TruNatomy®, anuHa 31 MM, pasmep Small — 1 mT;

- Unctpymentsl TruNatomy®, anuHa 31 mm, pasMep Prime — 1 m;

- Uactpymentnl TruNatomy®, anuna 31 MM, pasmep Medium — 1 wr

4. WHCTpyMeHTH CTepwibHble »HAomoHTHYeckue TruNatomy® MHOropasoBoro
MCNONE30BaHKA B Gnucrepax no 3 wWTyku nocienosarenbHocth Orifice Modifier, Glider,
Prime 21 MM (sequence), B cocTase:

- Uuctpymentnl TruNatomy® Orifice Modifier, anuna 16 MM — 1 1nT;

- Aucrpymentst TruNatomy® Glider, anmuna 21 MM — 1 m7;

- Hacrpymentnl TruNatomy, anuHa 21 MM, pasmep Prime — 1 wT.

5. MWHCTpyMeHTBI cTepiibHble 2HAonoHTHYeckHe TruNatomy® MHoropasosoro
HCMOMB30BAHMA B GnMcTepax mo 3 wTyku nocnegosarensHocts Orifice Modifier, Glider,
Prime 25 MM (sequence), B cocrase:

- Uactpymentnl TruNatomy® Orifice Modifier, anmyna 16 MM — 1 mT;

- Huctpymentn TruNatomy® Glider, anuna 25 mM — | mT;

- HactpyMenTth TruNatomy®, anusa 25 MM, pasMep Prime — 1 .

6. MHCTpyMeHTH cTepwibHble SHAIoAOHTHYeckMe TruNatomy® MHoropasosoro
MCMONKL30BaHMA B GnucTepax no 3 wryku nocnenosarensHocts Orifice Modifier, Glider,
Prime 31 MM (sequence), B cocTase:

- Uucrpymenrnl TruNatomy® Orifice Modifier, anuna 16 MM — 1 wiT;

- Aucrpymentnl TruNatomy® Glider, anuna 31 MM — | wiT;
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- UicrpymMenTh TruNatomy®, mmia 31 MM, pasmep Prime — 1 .

7. WHCTpyMEHTH cCTepuibHBIe SHIoAOHTHYeckMe TruNatomy®  MHOropasoBoro
ucnons3oBanus Orifice Modifier B Gmucrepax 1o 4 wr. anuHa 16 MM.

8. HHCTpyMeHTH cTepHibHBE 3HAOAOHTHYeCkHe TruNatomy® MHOropasoBoro
vicnonb3osakus Glider B Gmacrepax mo 4 wt. WHHA 21 MM.

9. HHCTpyMeHTH CrepuibHBle JHAOHOHTHYeckHe TruNatomy® MHOropasoBoro
ncnone3oBaHiA Glider B 6mucrepax no 4 1T, AnuHa 25 MM.

10. HHcTpyMeHTH cTepwibHbie 3HAOZOHTHMYeckHe TruNatomy®  MHOropasoporo
ucnossoBanua Glider B 6mmcrepax no 4 wrr. jymmHa 31 M.

11. MHCTpyMeHTH! crepwibHEIe 3SHAOZOHTHYeckMe TruNatomy®  MHOropasosoro
MCIIONB30BaHKA B OHcTepax no 4 mr. AymHa 21 MM, pasMep Small.

12. HHcTpyMeHTH cTepwibHble 3HaofoHTHueckde TruNatomy®  MHOropasoBoro
MCTIONE30BaHKA B ONHcTepax 1o 4 wWT. AIMHA 25 MM, pasMep Small.

13. HHcTpyMeHTRI crepiibHble 3HROZOHTHYeckHe TruNatomy®  MHOropasoBoro
HUCTIONB30BaHKMA B GimucTepax no 4 mr. JymHa 31 MM, pasmep Small.

14, UHCTpyMEHTBI CTepWIbHBle SHEOAOHTMYeckMe TruNatomy®  MHOropasoBoro
HCTIONBE30BaHKs B GlcTepax no 4 wr. gnusa 21 MM, pasmep Prime.

15. HHCTpyMeHTH cTepwibHBle SHAOAOHRTHYeckne TruNatomy®  MHOropasoBoro
HCIIONL30BaHWA B GrmicTepax no 4 wr. JymHa 25 MM, pasmep Prime.

16. HHCTpyMeHTH CTepwibHBIE OHAoZoHTHYeckHe TruNatomy® MHOropazoBoro
MCTIONIB30BaHMs B 6rmMcTepax no 4 wr. auHa 31 MM, pasMep Prime.

17. HHCTpYMeHTH CcTepwibHbBe SHAOAOHTHYeckHe TruNatomy® MHOropasosoro
MCTIONIb30BaHMs B GmcTepax no 4 wr. mmua 21 MM, pasmep Medium.

18. MHCTpyMeHTH! CTepuiibHEIE SHAOAOHTHYecKMe TruNatomy®  MHOropasosoro
MCTIOJIL30BaHKA B GrcTepax Mo 4 WT. MHa 25 MM, pasmep Medium.

19. WHCTpyMeHTH CTepWIbHBIE SHIOAOHTHYeckMEe TruNatomy®  MHOropasoBOro
HCHOJIb30BaHMs B GnucTepax no 4 wr. aHa 31 MM, pasmep Medium.

2.3. KoMniexKT nocTaBKH

Hsnenue noctapnfgercs B KopoOkax no 8 OGmucrepoB B Kaxaoi. CoBMECTHO €
HHCTPYMEHTaMM B KOpoOke TNOCTaBNAeTCA MHCTPYKUMS 1O NPHMEHEHHIO OT
NPOU3BOAMTENA. PYCCKOA3RMYHBIN CTHKEp M MHCTPYKIHMA YKIaABIBAlOTCA IOA
NMONHITHICHOBYIO IUIEHKY, B KOTOpYIO 000paudBacTCs OpHIrHHANbHAA BTOPHYHAA
yNakoBKa (TpaHCIIOPTHANA YIIAKOBKA).

Jns nmocraBky 1 Gnmcrepa, OH JAONOJHUTENBHO YNAKOBHIBACTCA B TEPMOYCAAQUHYIO
INIEHKY Ha KapTOHHYIO Mojnoxky (Marepuan: Kapron Tambrite GC2, mrotHocts 270
r/M2) ¢ pYcCKOA3HYHON STHKeTKOH W MHCTpYKUMEH no npuMeHeHuio. Pasmepsl
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OpPUIMHAaNbHOWM YNaKOBKM Masibl, MO3TOMY He MPeACTaB/SeTCA BO3MOXHbIM HaHECeHMe Ha
OpPUTUHA/bHYIO YNAKOBKY PYCCKOSI3bIUHOM 3TUKETKW. Mo 3TOl NpUUMHe pyccKosidblUuHas
3TUKETKA HAaHOCUTCA Ha 06paTHYl CTOPOHY MOC/MEAHEro JIuCcTa WUHCTPYKLUMN.
VHCTpYKLMS, MOMelLlleHHAass B YMNaKOBKY, C/IOXXeHHas TakKum o06pa3oMm, 4TO06bl
PYCCKOA3bIYHAsA 3TUKeTKa Obl/la XOpOLLO BUAHA KOHEUHOMY M0/b30BaTeSIo.

2.4. KnaccudpumkayMoHHble NpU3HaKn

Twun v AANTeNbHOCTb KOHTaKTa C KpaTKOBPEMEHHbIN KOHTaKT C
OpraHnM3Mom 4yenioBekKa MATKUMW TKAHAMU U JEHTUHOM
MHBa3snBHOCTb VHBa3nBHOE

CTepunbHOCTb CTtepunbHoe, MeTo[

cTepunmnsaunn: Iamma-
N3nyyeHue

O6nacTb NMPMUMEHEHNA CTtomaTonorus

2.5. Ha3zHaueHune

CTepu/ibHbIA MHCTPYMEHT, WUCMOMb3yeTcs AN (POPMUPOBAHUS U OUMCTKU KOPHEBbIX
KaHa/10B BO BPeMsi 3HA00HTUYECKOT0 NIeYeHUs.

2.6. OnncaHue

QHAaogoHTMYeckuin ¢arin TruNatomy® Orifice Modifier dopmupyeT ycTbe KaHana ans
co3faHna unaeanbHOM TOUKM BXxofa ANA  3HAOAOHTUYECKMX MHCTPYMEHTOB AN
hopMupoBaHUs KopHeBoro kKaHana TruNatomy® Glider. 9TOT MHCTPYMeEHT CNOCO6CTBYeT
COXpPaHeHMI0 aHaTOMUWN KOPOHKK 3y6a 6narogapsa cBoe rubKoCTU, AMameTpy 1 TOMY, YTO
OH M3roToBJIeH M3 TepMoobpaboTaHHOro Hukesnb-tuTaHoBoro (NiTi) cnnaBa. Takxke
naeanbHO MNOAXOAUT [ANSA CUMTyauuil, Korfa KaHasl OPUEeHTUPOBAH He B BePTUKa/IbHOM
HanpaBfeHUN, TaK KakK MHCTPYMEHT MOXET BXOAUTb B KaHasl 3y6a nof pasHbIMU yriamu.

NHcTpymeHT TruNatomy® Orifice Modifier
LM*g AN o

MHcTpymeHT TruNatomy® Glider
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SHAOAOHTUYECKNE WUHCTPYMEHTbI A8 (POPMUPOBAHUA KOPHEBOro kKaHana TruNatomy®
BbINYCKAKTCA B TPEX pPas3/IMUHbIX pasmepax U C pPas/iNyHONM ANUHOW ANA NPUMEHEHUS B
Pa3NUUHbIX KNMHUYECKNX CUTYaUusx. B To BpemMs Kak 3HA0A0HTUYECKUIA NHCTPYMEHT ANs
hopMmupoBaHUSA KOpHeBOro kaHasia TruNatomy® Prime noaxoguTt ans 60NbLUMHCTBA
cny4vaes, Ba LOMOMHUTENbHbIX (haina gnsa popmmpoBaHua kaHana TruNatomy® Small n
TruNatomy® Medium, gocTynHbl 419 00pabOTKM KaHa/fioB KaK MeHbLlero, Tak U
60/1bLIEro pa3mepos.

pP'SSSM ttIB k-I

NHcTpymeHT TruNatomy®, pa3smep Small

MHcTpymeHT TruNatomy®, pasmep Prime
-t-fc

NHcTpymeHT TruNatomy®, pasmep Medium

Bce TpW aHAOJOHTUYUYECKMX UHCTPYMEHTA AN POPMUPOBAHUS KOPHEBOFO KaHasla MMET
TOHKYI (hOPMY B COUETAHUWN C YHUKa/IbHbIM MOMNepPeYHbIM ceueHnem A1 601ee BbICOKONA
3 heKTUBHOCTU, obecneuymBass MpU 3TOM 6ONblLUe MNPOCTPAHCTBA AN ONTMMAasbHOMO

yaaneHus geépuca.

MHCTPYMEHT M3roToBNEH W3 creynasibHOW TepMoobpaboTaHHOM HUKENb-TUTAHOBOM
NPOBO/IOKK, KOTOpas ob6ecnevymBaeT 60MbLIYH TFMOKOCTb, MO3BONAS MpeABapUTeNbHO
N30rHyTb haiin nNpu HeobxoammocTu. [MpeBocxoAHas CNOCOOHOCTb K LEHTPUPOBAHUIO
KaHana no3BosisieT afanTupoBaTb MHCTPYMEHT K KaHasy, a He HaobopoT.

2.7. NMoTeHUManbHble NOTpeduTenn

NHCTpyMeHTbI (haiinbl) cTepusbHble 3HAO0AOHTMYECKMe TruNatomy® MHOropasoBoro
NCrosib30BaHUA [OIKHbI MCrosib30BaTbCA TO/IbKO KBa/IMPULNPOBAHHbBIMMU
creynannuctamum (CtomaTtosioramm) B MEAULMHCKUX YUPEXeHUAX C CO6M0eHneM BCex
TpeboBaHUI 3y60BpavyebHON NPaAKTUKMN.

2.8. lNokasaHnAa K NMpUMEHEHUIO

VNHCTPYMEHTbI CTepuNbHbIE 9HAOAOHTUNYECKNE TruNatomy® MHOropasoBoro
NCNosb30BaHUA NpefHasHayeHbl 4719 WCMO/1b30BaHMA B 3HAOAOHTUYECKUX Mpolesypax
ANs (hOPMMPOBAHUA U OUYNCTKM KOPHEBOI0 KaHasa.
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2.9. IIpoTHBONOKA3AHMSA K NPHMEeHEeHHIO

ITOT NPOXYKT COACPKUT HHKENb M HE AOKEH MCIIONAB30BATHCA IS JIHLL C BEISBIIEHHOH
ajnepruc Ha 3ToT METalll.

HUHCTpyMEHTH  CTepHNbHEIE  2HAOAOHTHYeckMe  TruNatomy®  MHOropasoBoro
HCIONB30BAHHA He AOJDKHEI MPUMEHATHCS B ClIydYasX 3HAUYHTENLHOH H HemnpeaBUIeHHOM
KPHBH3HBI aHKAJILHONK 4acTH KaHana H3-3a BRICOKOI'0 PHCKa NepesioMa HHCTPYMEHTA.

Q HncTpyMeHTH TruNatomy® npojaroTes B CTEpUIbHON YIIaKoBKe, repen
NOBTOPHBIM MCIIONB30BaHUEM TpebyeTcs HxX obe3sapaKHBaHHE

2.10. IloGounnte 3pdexTh

HWHCTPYMEHTHl  CTEpHIBHBIE  JHAONOHTHYeckHe  TruNatomy®  MHOropa3osoro
VCTIOJNB30BAHUA HE JXOJDKHBI IIPUMEHATHCA B CIydasX 3HAYMTENIbHON H HENpeaABHIACHHON
KPUBU3HHI alTHKAILHON YaCTH KaHaina W3-3a BBICOKOT0 PHCKa NepelioMa HHCTPYMEHTA.

2.11. IIpenocrepexeHHss H Mephl NPEXOCTOPOAKHOCTH

IMpoapngiiTe OCTOPOXKHOCTE BO BpeMs pabGoTEl, MOKa MOJHOCTHIO HE OCBOMTE
MCIIO/IB30BAHHE HHCTPYMEHTOB. Onpejienerne paGoyeli JIHHEL ABJsiETCA 00A3aTE/IbHBIM
YCJIOBHEM JUIA NPaBUIBHOTO MPOXOXKACHHA HHCTPYMEHTOM.

Q PCKOMCH}.IYCMBIM METOHNOM ONpeAcnCHUs HINHHBEI KaHajla SABNACTCA

HCITONB30BAHUC PEHTTCHOBCKHUX CHHMKOB K alICKC-NTI0KATOpa.

HecMOTpS Ha TO YTO NMPOH3BOAMTENS NPEANPHHAI MEPHI 10 3aLIHTEe HHCTPYMEHTOB
OT BO3MOXHOIO HENpPaBHIBHOTO UCMONE30BaHUSA, €CTh HECKOJIBKO MOMEHTOB, KOTOPhIE

CICAYET 3aIIOMHHATD:

» OcMOTpHATE YNAKOBKY Mepel HCIIONb30BaHUEM H HE KCTIONB3YHTE HHCTPYMCHTHI,
€CJIH YNaKOBKa MOBPEXKACHA;

e Jina onTuManbHOM paboTH MCNONB3yHTe NpHGOpel ¢ GYHKIHEH KOHTpOIA
KPYTAILErO MOMEHTA;

* Bce Bpawaromuecs MHCTpYMEHTH TruNatomy® AOKHBEI HCMONB30BATLCA HA
yacToTe BpaueHas motopa 500 06/MuH npn kpyTameMm MoMeHTe 1,5 H*cMm;

* IIpexxpe yeM npucTynars K pabore, yGeauTech, UTO HHCTPYMEHT INpPaBHIBHO
BCTABJCH B YIJIOBOH HAKOHEYHHK;
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» He wucnons3yliTe BHIMETAlOMIME ABWXKEHUA BO BpeMs paborel ¢ daiinamu
TruNatomy®;

* ByarTe OCTOpPOXKHBI B aNMKAalbHOW 30HE H B MECTaX CHIBHOIO HMCKPHUBIICHHA
KaHana;

* JlanHEI€ HHCTPYMEHTHI HE CICAYET MOTPYIKATH B pACTBOP MIIOXIIOPHTA HATPHSA,

¢ PerynapHo ouMINaiiTe KaHaBKM HHCTpYMEHTa BO BpeMA HCIOIb30BAHHA H
npoBepAiiTe UHCTPYMEHT Ha HaNHYMe H3HOCA HIIH AedopMaLtiii, TAKHX KaK HEOAMHAKOBas

dopMa KaHABOK HITH 3aTYTUICHHBIE Kpas PEXYIIUX KPOMOK;

* PerynsipHo mpoMeIBaiiTe kaHal, IPOBOAHTE PEKANUTY/ALMIO H CHOBA POMBIBAiiTe
KaHa/ Ha MPOTKEHNH Beell MpoleAypHl Moclie HCTIONb30BaHUuA Kaxaoro ¢aiina;

e Qaitiny TruNatomy® ciexyeT HCMOMB30BaTh TOJNLKO B TeX YacTAX KaHaua, rie
copMupoBaHa NOATBEPKACHHAS U BOCIIPOH3BOAHMAsA «KOBPOBad JOPOXKKa»,;

« Hcnonmsyiite coorsercTBylonMMe ¢GuHMmMHBIE (alinkl N8 «IACCHBHOrO»
NPOXMKAEHHA KaHana o Beel pabouelt miuHe, Kak peKOMEHAOBAHO B HHCTPYKLMH, a
MOCJIe 3aBEPIICHNA H3BJIEKalTe HHCTPYMEHT He3aMeANMATENBHO,

» MakcuManbHEIN pasmep daiina i npenapupoBaHua KaHana B cucTeMe ¢aiinos
TruNatomy® orpaunumBaerca pasmepoM MEDIUM, B cayuae HeoOGX0AWMOCTH
AansHEHIIero pacliMpeHHs KaHala Mbl PEKOMEHAYEM HCTIONBL30BaTh HUKEIb-THTAHOBHIE

PYYHHE HHCTPYMEHTHI;

TeXHOMOrHS M3rOTOBIIEHHA 2HAOAOHTHYECKUX (aitnos TruNatomy® npeanonaraer
AX OKpallMBaHUE B OIpeJeSIeHHEI LBeT. BCneACcTBHE 3TOro 3HAONOHTHYECKHE (aiinnl
TruNatomy® MOryT HoKa3aThCs CJierKa HCKpUBNEHHBIMH. OJIHAKO 3TO HE SBIAETCHA
NMPOH3BOACTREHHBIM OpakoM. daill MOXKHO JIErkKo BHIPAMUTEH NansLaMi PyK, HO AeNaTh
3TO 10 HAYANIa €ro NMpUMEHeHUs He cneayeT. [Ipy nonaganuu B kanan ¢aiin TruNatomy®
Oyzer NoBTOPATH €ro aBaTOMHIO.

c Jns cobcTReHHOM GezonacHocTH He06X0AHMO HOCHTD CPEACTBA
HHAHBHAYAJbHOI 3aIHTH! (NEPUYATKH, OYKH, MACKY)

2.12. CoBMeCTHO NpUMeHsIeMbI¢ MEAHLIMHCKHE H3/IeTus

Huxe s 03HAKOMNEHHA MONB3OBATeNd NpUBENCHAa WHHQopMaluid 0 TEXHHYECKHX
XapaKTepUCTHKaX  H3Oe/AMHM, KOTOPBIE MOXHO  HCIIOJIb30BaTh  COBMECTHO ¢
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«VIHCTpyMECHTAMH CTEPHIBHBIMH SHAOAOHTHYeCKMMH TruNatomy® MHOropaszoBoro
MCNO/IL30BAHUS PA3THYHBIX TUTIOPA3MEPOB B BapUAHTAX HCIIOJIHEHHA»:

1. AneKc-10KaTophl CTOMATOJIOTHYECKHE

TpuMeHseTca coBMecTHO ¢ dalinamn TruNatomy® ans H3MEpeHUs AMHHBI KaHaua 3yba
npy 2HACAOHMYECKOM JieueHHH. A 3TOoro HeoOxoaumo 3aduKcHpoBath Gaiin
TruNatomy® nepxkareneM aiina U BBECTH B KOPHEBOH KaHAIL.

YeTpolicTBO He paspelaeTcs NPHMEHATh NpU HATMYMH BEIEeCTB, BO3ropaeMbiX IIPH
B3aUMOJCHCTBHY C BO3AYXOM, KHCIIOPOJOM, HIIH 3aKHCBIO a30Ta.

CTeneHs 3aluTH OT JeKTpHUeckoro Toka: TMn BF paboueit yacty;

CreneHp 3aIUTHI OT ONAaCHOIN0 MONAaJaHUA XHAKOCTH: o6sdHOe o6opynosanue (IPX0);
TpeGopanus k 3axuMy (alinoB: cnocoGHOCT yAepkHBaTh (alin ¢ JHaMeTpoM
XBocTOBHKa 2.35 MM no ISO 1797 Tun 1;

YCrpoiCTBO anekc-l1oKaTopa: NpocToe, CIoXKHOE, MHOTO(YHKIIHOHANBHOE;

Toaxoasuue rokoeHus anekc-nokaropos: ¢ I no VI;

Tun naTaHus: or 6aTapeek WIH OT aKKyMYJIATODa;

Tun skpaua: 4yepHO-6enblii WiIH UBETHOM.

Crocob npucoeauHenus daiina TruNatomy®:

IMpu zaxBate daiina TruNatomy® xiunco aepxkaTelisi, 3aXBaTEBaiTe TONBKO BEPXHIO
YacCTh METAUTHYECKOrO CTEPXKHA (OKOJIO PYKOATKH ¢aitna). ECM BH 3aXBaTHTE HIKHIOI
4acTh (IOABIDKHYIO YaCTh JIE3BHA), OHA OyAeT H3HaIMBATh METAITHYECKYIO H pe3HHOBYIO
yacTh Paiina-KIHnca Kak Ha pHCyHKe HUXe:

Duno-daiin g—-— MeTaImuecKas
‘4acTh

JaKKMa JHAO-
qp){';flaa'”mo' daitna

4acTh paspesa i NOABHKHAR
yacTy (u36eraiiTe 3axpaTa ua
sTo#t wacTH)

[MpasunbsHEIH 1 HEXenaTeIbHEIH 3aXBaT daiiia AepxaresneM Qaiina MPUBEICH Ha PHCYHKe
HUXE:
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(@) ' ‘ A@@
Koraa ¢aiin TruNatomy® nocTuraeT BepLUIMHE, OTPETYIHPYHTE PE3UHOBLIN cTonnep Ha
paitne TruNatomy® mo onmopHo#i Toukd (kpali paspesa unu Kpail yriybneHus), 3aTteM

BerramnpTe ¢atin TruNatomy®, u3MepbTe MIMHY MEXZY BEpxHel udacTeio daitna M
pe3uHOBoii YacTEIO, 3T0 M OyZeT nokasareneM paboyeil JVIMHE KaHana.

' 2. AnnapaTthl 3JHA0AOHTHYECKHE
HakoHeunMKk annapara 3SHAOAOHTHYECKOr0 ROMKEH MOTXOAMTH JUIS XBOCTOBHKA
HHCTpyMeHTa (daiina) suamerpom: 2.35 Mm o ISO 1797 Tun 1;
Benununna oGecnieunBaeMoro Kpyrailero MomeHTa MHcTpyMeHTa (paitna) TruNatomy®:
1,50 H-cm;
O6ecnequBaeMas CKOpocTh BpameHus UHcTpyMenTa ((aiina) TruNatomy®: 500 06/Mun;
CreneHs 3amMThl OT 3MeKTpHYeckoro Toka: THn BF pabouelt yacty (yrioBoi
HAKOHEYHMK);
Cucrema UnctpyMeHTOB ((aiinos), orobpaxkacMas Ha AUCIUIee BCeryia A0/DKHA COBIIAAATE
¢ hakTHYeCKH Henonk3yeMoii cuctemoit HHcTpymeHToB ((aitnos).

Hpumeuanue: Bce MeIANMHCKUE H3ACIMA Mepel COBMECTHHIM MNPHMEHEHHEM C
HUnctpymenraMd TruNatomy® B 06s3aTeIbHOM NOpAAKE JO/KHE IMPOWTH Mpouenypy
perucTpalMH Mo HaIMOHANBHMM npaBunaM Poccuiickoit denepaiuy 1/WIM no npaBHiiaM
perucTpauuy EBpasuifckoro 3k0OHOMH4ECKOro ¢0K03a, H COOTBETCTBOBATh MPHMEHACMAEIM
K JaHHOMY 000pYAOBaHHIO 00A3aTeNbHAIM TpeOOBaHHAM.

2.13. Cnoco6 npumeHennst
2.13.1. Pentrenorpagpuyeckoe HccleJ0BaAHHE

UsyunTte paznMuHble pEHTTEHOTPAMMEL, CICJIAHHBIE B FOPH3OHTAILHOMH NPOEKIMH NMOA
PA3HLIMH YIJIaMH, 9TO0B! JMArHOCTHPOBATh IUMPHHY, ANHHY M KPUBH3HY KayKAOI0 KOPHs
¥ KaHana.

2.13.2 Texnuka popMUpPOBaHHA KOPHeBOro KaHana ¢aiinamu TruNatomy®
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1) Omnpeaenure pabouyl0 WMIMHY ¢ MNOMOILBIO MNPEABAPHTENBHO CHCNAHHBIX IOX
NPaBUJIBHBIM YTJIOM PEHTT€HOBCKHX CHMMKOB, KaK OITHCaHO B MyHKTe 1.

2) Packpoiite u copmupyiite monocte 3y6a Ana cBOGOAHOrO NOCTYNa K yCThAM BCEX
KaHaunoB.

3) INpo#iaure kopoHanbHEIE 2/3 kananos npy noMomH K-daiina Ne 010 ¢ ucnonssopanneM
nyOpHKaHTa H IPOMOHTE KaHal.

4) Ilpoaomkutre ¢ MNOMOIIBKD HWHCTPYMEHTA /)i PpacliUpPEHHs YCTREB KaHaloB
TruNatomy® mpH uactroTe BpaineHus Moropa 500 o6/MuH H KpyTsaueM MomeHre 1,50
H-cMm.

Hcnone3ys uppuraiMoHHeIif pacTBop, npoasuraiite ¢aiin TruNatomy® B 2-3 npuema
NpHMepHO Ha 2—5 MM, coBepLiasd BO3BpaTHO-NIOCTynatesdbHble ABkeHHA. [ToBTopsiite,
noka He 6yzeT copMUpoBaHa KOPOHaIbHaA TPETh KaHaa.

5) INpoiipire KaHan no Bceit AnuHe ¢ nomMoumsio K-gaitna Ne 010, onpenemure pabouyio
JUTHHY ¢ MOMOIIBIO IEKTPOHHOTO aNeKcJIOKaTopa U peHTTeHOBCKHX CHHMKOB, MpoMotite
KaHaJl 1 NOATBEPANTE NPOXOAHUMOCTD.

6) Hcnonb3ys mppuranHoHHbIA pacTBOp, CO3/aliTe U MOATBEPAMTE BOCTIPOU3BOAHMYIO
«KOBPOBYIO HOPOXKY» C nmomoubio ¢aiina TruNatomy®, npoasurasch B 2—3 npuemMa
npuMepHo Ha 2-5 mm. [TpomeiBaiiTe 1 MmoBTOpAliTE, MOKa KaHan He Oyaer npoiigeH Ha
paHee NOATBEPKACHHYIO ¢ IOMOLIBIO aMECKIOKaTopa JUTHHY.

7) BCET' JA HaguHaiite popmuposaHue kaHana gaitnom TruNatomy® pasmepom PRIME
(500 06/mun/1,5 H'cM) ¢ HCNONMB30BaHHEM HACCMBHOMN HPpHUTaLMH THIIOXJIOPUTOM HaTpHs,
npoAsHraich He 6osiee yeM B 2—-3 MpHeMa NPUMEPHO Ha 2—5 MM, COBepIIads BO3BpPaTHO-
TIOCTYNAaTeNbHbIE ABmKeHUs. [IpoMEIBaliTe M NoBTOpA#TE, MOKa KaHan He 6yaer npoliaeH
no Beeil mune. Jolias 40 KOHLA, H3BJIEKUTE IHAOAOHTHIECKHH aiin, aToOr H36exKars
Ype3MEPHOro pacliMPEHU alMKaIbHOIO OTBEPCTHA.

8) PerynspHo npoMbiBaiiTe KaHa/l H OYHINANTE JEHTHH ¢ KAHABOK HHCTPYMEHTa cpa3y
NOCHE H3BJIECYEHNS.

9) Ecnu He ynaetca cBoOoano npojsurath ¢aiin TruNatomy® pasmepom PRIME,
M3BNEKHTe ero, npomolite kaHan, nosropure ¢ nomowpio K-daiiza Ne 010 s
NOATBEPXKACHUA MPOXOAUMOCTH KaHana U nepexoaute K daiury TruNatomy® pasmepom
SMALL.



10) ocne n3pneveHnA Qaiina peryisipHO NpoBepsaiiTe pexylliue KAHABKH Ha OTCYTCTBHE
TYNBIX KpaeB ¥ aedopmauuu. B cnydae obHapyxeHHs aedopMalMH YTHIH3UpYiiTe datin
TruNatomy® H Hcnoab3yiTe HOBBIHA.

11) Beeaute B kaHan daitn TruNatomy® pasmepom SMALL ¢ wucnons3oBaHHEM
NacCHBHOMN MppHraliy TAMOXIOPUTOM HaTpPHA, MPOABHTaACh He Gonee 4eM B 2—3 npHeMa
NPUMEPRO Ha 2—5 MM, COBepillas BO3BPaTHO-MIOCTYNATE/IbHBIC ABH)KCHHA.

ITpomuBalite 1 nopropsiite, Moka KaHan He OyaeT npoitaeH no Beeli JMHe, coBepiad
OCTOPOXKHBIE BO3BPaTHO-NOCTYMATENbHbIE JBHXKEHHA ¢ MAacCHBHOM uppuraumeit (xax
OonMcaHO BbIIE), Aanee uHcnoaesylite ¢alin TruNatomy® pasmepa PRIME ana
onTuMHM3alMH GOpMEI KaHana*,

Jloling o KoHLA, M3BIEKUTE SHAOACHTH4eCKHH aiin, yTobh H3bexaTs ypesMepHOro
pacilHpeHHs alTHKaIbHOrO OTBEPCTHS.

12) Koraa 6yner nosrydeHa Heobxoaumas popma, nepeligute K npoueaype TpeXMepHoi
00paboTKH M OYHCTKH KOPHEBOrO KaHana.

* Ecau gaiin TruNatomy® pasmepoM PRIME npoXoauT Ha BCIO CBOO JUIMHY 6€3 HanugHs
OEHTHHHEIX ONMWJIOK B aNMKaIBHBIX KaHaBKax (aiina, npomosmkaiite dopMupoBaHue
KaHana ¢ moMompbio ¢aiisa TruNatomy® pasmepom MEDIUM.

3. Texunmueckas HHPopManus

3.1. Texuuueckue XapaKkTePHCTHKH

Huctpyment TruNatomy® Orifice Modifier

MunuMansHOE 3HaueHue | 10,85
COMpOTHBIEHHA M3NIOMY NpH
kpyvyeHun (MH*M)

Trepnocts  XBOoCTOBHKA  nio | He menee 250
Buxkepcy, (HV)
ConporupacHue marnby (MH*M) | 8,13+ 10%
lllepoxosarocTe  nosepxHocty | He 6onee 1,6 Mxm

(eAMHMIL H3MEpeHNS) m_—-.—
Macca () 0.35 % 10%

Pabouas yacrTn:
OQHKCHPOBAHHLIH KOHYC
Tsepaocts paboueit wacry, (HV) | 344+ 5%
H3nococroitkocTs Jna cunbHO
W3OTHYTBIX (>30°) unu
KaHanos S-hopmbl —
He Gonee 2 pas,
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He3HauuTenbHO
M30MHYTbIX KaHas/10B
(oT 10° go 30°) —He

6onee 4 pas,
Crerka n3orHyTbIx
(<10°) nn
NPAMOSIMHENHbIX
KaHa/1bl - He 6osee 8
pa3

Pasmep HakoHeYHVKa 020

AKTVMBHas YacTb (MM) 75+05

OnnHa(mm) 16 +0,5

BOrHyTbIih TPeyrosbHbIV NonepeyHbIi cpes

PykoaTKka:
OnnHa (M) 95+£05

NHcTpymeHTbI TruNatomy® Glider

MuHManbHoe 3HayeHwue
COMPOTUB/IEHNA  U3NOMY  MpU
Kpy4yeHun (MH*m)

TeepaocTtb XBOCTOBMKA no

Bukkepcy, (HV)

ConpoTuBneHune nrnéy (MH*m)
LLlepoxoBaTtoCTb  MOBEPXHOCTH,
MKM

Macca (r)

Pabouasa yacTb:

HapacTtatoLymii KoHyc

Pa3svep HakoHe4YHMKa
TBepaocTb paboyeit yactn, (HV)
M3HOCOCTOMKOCTb

AKTVBHas yacTb (MM)
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1,18

He meHee 250

0.87+ 10%
He 6onee
MKM

0.35 + 10%

16

017

344+ 10%

[na cunbHo
N30THYTbIX
(>30°) nm
KaHa/10B S-
(hopMbI - He
6onee 2 pas,
He3HaunTenbHO
N30MHYTbIX
KaHanoB (o1 10°
[0 30°) - He
6onee 4 pas,
Cnerka
N30MHYTbIX
(<10°) wm
NPAMOSIMHENHbIX
KaHa/ bl —He
6onee 8 pa3

16 +0,5

FTr-rs8 totem s»»

A



Jnuna (Mm) 21+ 0,5
25+£0,5
31+0,5

LleHTpHpoBaHHHIH NapanneorpaMMHblii

fionepeuLbd cpe3

PyKkosATKA:
Tnuna (MMm) [9,5+0,5

HUnctpymentn TruNatomy®, pasmep Small

MunuMansHoe 3HaYCHHE
CONPOTHRIEGHUS  H3INOMY IIpH
Kkpy4yeHEH (MH*M)

2,63

Teepaocts  xBoctoBuka  no | He menee 250
Bukxkepey, , (HV)
Conpornsnenue warnby (MH*M) | 1.68+ 10%

lllepoxoBaTocTe  MOBEPXHOCTH,
MKM

He ©onee 1,6
MKM

Macca (r)

035+ 10%

Pabouan yacrh!

YMeHbIaIoWHKCa Konye

PasMep HAKOHCYHHKA

020

AKTHBHAA 43CTh (MM)

16 £0,5

Teeppocts paboueii ywactu, (HV)

344+ 5%

HUsnococTofikocTs

Jns cunpHO
H3OTHYTHIX
(>30°) win
KaHanoB S-
dopMbl — He
Gonee 2 pas,
He3HauuTeabHO
W3OTHYTHIX
kananoB (ot 10°
8o 30°) — ne
6onee 4 pas,
Crnerxa
H3OTHYTHIX
(<10°) unu
NpAMONHHEHHBIX
KaHaNH — He
Gonee 8 pa3s

Hnuna (MM)

21£0,5
2505
31£0,5

LleuTprpoBaHHbIA U CMELIEHHBIH

napaaieNorpaMMHBIi monepedHbii cpes

Pykoska:

Jnuna (Mm) [9,5+0,5

T
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HUnctpyMmenTs TruNatomy®, pasmep Prime

MuHnuManetoe 3HayeHue | 2,88

COTIPOTHRACHHA  M3IOMY  (pH

KpyueHuH (MH"M)

Conpotuenenye nsrndy (mH*m) | 2.38+ 10%

Teeppocts  xBocToBMka  no | He Menee 250

Bukkepcy, (HV)

llepoxosatocTs  moBepXHocTH, | He OGonee 1,6

MKM MKM

Macca (r) 0.35 = 10%

PaGouan 4acTh:

YMeHBLAIWHACT KOHYC

Pazmep HaxOHEUHHKA 026

Tsepaocte pabouelt uactu, (HV) | 344+ 5%

HUanococToikoCTh Jna cHABHO
H30THYTHIX
(>30°) min
KaHAJIOB S-
opmbI — He
Gonee 2 pa3,
He3naunrensHo
M3OTHYTHIX
kaHanos (ot 10°
no 30°) —ne
Gonee 4 pa3,
Cnerxa
H30THYTHIX
(<10°) uau
NPAMONHHERHBIX
KaHAE — HE
Gonee 8 pa3

AKTHBHAA YacTh (MM) 16 0,5

Hnuna (MM) 21+ 0,5
25+0,5
31+0,5

HeHTprpoBaHHbIH ¥ CMEILCHHBIN

napaienorpaMmMHblii nonepeunsiii cpes

Pykoatka:

Hnuna (MM)

[9,5+05

W“"“ -

Hncrpyments TruNatomy®, pazmep Medium

MuHumanbHOE 3HaueHue | 4,26
COMPOTHBNCHUS  H3IOMY  NpHU

KpyueHnH {(MH*Mm)

Conporusacuue marnby (MH*M) | 3,14+ 10%
Teepaocts  xBocroBuka o | He menee 250
Bukkepey, (HV)
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lliepoxoBaTocTh  NMOBEPXHOCTH,
MKM

He ©6o0nee 1,6
MKM

Macca (r)

0.35+ 10%

Palouan uacrTh:

YMEHbIIAIOMMHACH KOHYC

Pa3zmep HaKOHEYHHKA

036

AKTHBHAA 4acTh (MM)

16 £ 0,5

Teepaocrs paboueii vacty, (HV)

344+ 5%

HanococToilkocTs

Jna cunpHo
M30THYTHIX
(>30°) unu
KaHanos S-
dopMBbl — He
Gonee 2 pa3,
HesnavurensHo
H3OTHYTHIX
Kananoe (ot 10°
1o 30°) — He
Gonee 4 pa3,
Cnerxa
H30THYTHIX
(<10°) unn
NPAMONMHEHHBIX
KaHa/bl — He
Gonee 8 pa3

Hanua (Mm)

21+ 0,5
25+0,5
31+£0,5

LleHTpHpOBaHHEIH H CMELUEHHBIH

napannenorpaMMHbIi NONepeyHbii cpes

Pyxosarka:

Jnnua (Mm) [9,5+0,5

UnctpymeHTs TruNatomy® sBIsAIOTCS KOPPO3HOHHOCTOHKHMMH. KOppo3HOHHbIE NATHA HE
HaGImoAaloTCsl HA aKTHBHOW HHUKEJIEBO-THTAHOBOW YacTH M Ha pyuke nocne 8 uukios

06paboTku (aBTOKIaBUPOBAHHSA).

3.2. Hudopmanus 0 MaTepHAIaX HIJETHS

Uszenie COCTONT M3 CIIEAYIOMMX MATEPHANOR:

Komnonenr Marepuanni, NpUMeHsieMble NPH
H3TOTORJIEHHH
PaGouas yacTb Huxenp-TUTAHOBLIN CIUIaB ¢ TEpMUYECKOH
obpaboTkoii
Mertka uBeta Ha paboueli yacTu Kpacurenu (;kenthiii, Gennil, kpacHuIH,
3eIeHbIH)
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CHJIMKOHOBHBIN OrpaHU4YUTEND
(cronnep)

CunnxoH (Genblii/yepHBIH, XKeNTHIH/YepHLI,
KpacHEIl/JyepHBIi, 3eneHbit/Genbiii,
¢uoneToBbIH/6enpiit)

XBOCTOBHK (pyKoATKa)

JlaTyHb C TOKpHITHEM H3 HHUKEJA

LIgeTHOE KOMNBLIO HAa PYKOATKE
(XBOCTOBHKA)

Kpacureny (kentrili, OeJblii, KpacHEIH,
3eJIeHBIN )

3.3. AndopManus 0o CTEPHIH3ANNH H O9HCTKE

Beenenne: JlanHHble HHCTPYMEHTHI HE HMEIOT MAapKHpOBKH «AJid OAHOPAa3o0BOIO
HCIOb30BaHUM H TPeOYIOT 06paboTKM B COOTBETCTRHH C JAHHOH HHCTpYKIHEH. C Lenbio
COOMIOZICHHA CaAHMTAPHO-TEXHHYECKHX HOPM Ieped KaXABIM  HKCMOJb30BAaHHEM

MHCTPYMEHTH HEOOXOAMMO OYMINATh, A€3WHOHUHPOBaTH H CTEPHAM3OBATH 1A

NpeAoTBPALICHHA 3apaXKeHNs.

O6mue peKxoMeHAALIMH:

e Ha srane OKOHuYaTe/lbHOW MPOMBIBKH HeoO0X0AMMO B 0043aTeIBHOM HOpsAKe
HCNOJIL30BATh JEHOHU3HPOBAHHYIO BOAY BHE 3aBHCHMOCTH OT TOTO, HCMOMBL3YETCH

1 aBTOMAaTH4YeCKas MO#HKa-Ae3HH(PEKTOp WM MEeTO pPY4HOH OUHCTKH.

o HMHCTPYMEHTH ¢ NNACTMAacCOBRIMH pYdYKaMHM, a TaKXKe HHKeJIb-THTaHOBHIE
HHCTPYMEHTH H€ AOJDKHBI KCIOJIB30BATBCA C PacTBOPOM IEPOKCHAA BOLOPOAA

(H,0,), KxoTOpEIl, KaK H3BECTHO, MOBPEXAAET HX

e TeepaociuaBukle GOps, IIACTHKOBHIE MOACTABKH, DYYHBIE HHCTPYMEHTH H
MHCTPYMEHTH H3 HUKENb-THTAHOBBIX CIUIABOB MOPTATCA NOJA BO3ACHCTBHEM

NMEpOKCHIAa BOAOPOIA.

e Paboyue 4acTH HUKENb THTAHOBBIX MHCTPYMEHTOB MOYXHO NOTPYKaTh B
pacteop NaOCl, ecin ero koHueHtpauusa HE npessimaer 5 %.

o He momyckaiiTe BRICHIXaHHSI HHCTPYMEHTA 0, BO BpeMA A€3HHPEKLHHE 100
OUYMCTKH. 3acoxinii GHonoruueckuii MaTepuan MoOXeT OBITh TPYAHOYAANAEM.
PekoMeHAyeMOe BpeMs MeXK/y UCITOJIEIOBAHHEM H OYHCTKOH HHCTPYMEHTA -

cpasy nocjie HCHO/b30BaHHS.

¢ Hcnonp3yliTe TONBKO NMpeaHa3HaYeHHbIE 11T 06pabOTKH HHCTPYMEHTOB

MaTEPHAIIBI.

e He npuxpennsiite ApABIKH HIH HACHTHOUKALMOHHBIE MAPKEPhl HENOCPEACTBECHHO

Ha HHCTPYMEHT.
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ITomarosas HHCTPYKIHS:

Onepanns Heiicreus IlpeaynpexaeHHs 1 3aMeNaHns
1. |Pa3bopxa |- Ecnun tpebyercs, - Yaanure H CHUMHTE CHIHKOHOBBIC OTPAHHYHTEIN.
pa3bepuTe yCTpoHCTBO.
2. {TIpeasapure|- 3aMouHTe BCE - CnieptyiiTe MHCTPYKUMHSIM, a Takoke cobimonaiime
NbHas HHCTPYMEHTHI Cpa3y KOHICHTPALMIO U BPEMA NOTPYKCHUS,
AeanHpekud nocne HCNOML30OBAHNSA Bl peKOMEHAOBAHHBIE NPOU3BOANTENEM (MOBLILIIEHHAN
a1 Ae3nHGUUMpYIoweM KOHLCHTPALMA MOXKET NPHBECTH K KOPPO3HH H
pacreope (Mbl NpouHM AedexTam HHCTPYMEHTOB).
PEKOMCHYCM -PacTeop ana npeasapurensHol Ae3unGeKURK — 3TO
HCIOUILS0RTE CIICIHATbHBIH PACTROP, PEKOMEHAOBAHHEIH
(epmenTaTUBHOE npoussozuTeneM. Ero creayet ucnons3osars B
OYHIIAIOWICE CPCACTBO | nasGapneHHOM BHE, CTENCHE pasbaBieHus
B BUAC KOHUEHTPATA | onpenenger npoussoanTens. B HéM gonxeH
Prolystica2X 0,4% Ha | ., e ucarhen npoveonuTuueckuit depmenT 1M60 ero
NPOTAOKEHUM He MeHee | o nyoppe.
15 mux). Henonssyiire - PacTeOp Ana npeasapHTenbHOR Ne3HHGCKLIHKN HE
JIOTOK, H3I'OTOBJICHHBIH
13 MOAM3THICH JIOJOKSH COAepaKaTh ansaeruy (Bo uibexanue
aGcopOLHM CNENOB KPOBH), 2 TAKKE 2- MK 3-
BRICOKOH MIOTHOCTH
. STAHOJIAMHHOB KAK WHIHOMTOPOB KOPPO3HH.
WITH HEPAABCIOWEH JamenaliTe pacTBOp peryaspHo, T. €., KOraa ot
CTaid. 3arpA3HACTCA MM KOraa ero p{exTHBHOCTE
CHHXKaETCA BCNEACTBHE MUKPOOHOIOrHYECKO#H
Harpysk.
- ITpy HANMKHYMK BAOAMBIX CNSA0S8 3arpasHeHuit Ha
HHCTPYMCHTAX PCKOMCHAYETCA NPeIBapUTE/IbHAas
OYHMCTKA MATKOH LeTKOH (M3roTORNIEHHOH U3
Hei{ToHa, NONMNPONTHAEHAa UK akpHna). OuxcTuTe
HHCTPYMEHT WETKOH# BpYYHYIO A0 YAANEHHA BCEX
BHAMHMBIX CAEIOB 3arpASHEHHA.
3. Mpomeieka |-O0WIbHad NPOMBIBKA - Uenonpayiite Ans MpoMBIBKH BOAOTIPOBOAHYIO BOAY.
(He MeHee | MHRYTH) - Ecnii pacTBOp 218 NpeABapUTENLHONA AesHHBeKnNH
NpoTOYHOA BOAOH (NpH | COAEPHHUT HHFMOKTOPSI KOPPOIUH, HEMOCPEACTBEHHO
Temneparype nepea 0IUCTKON WHCTPYMEHTSI PEKOMEHAYETCA NPOMBITb.
OKpYxaloutel Cpeas).
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4a. | AeroMatuue |- PasmecTure matenua B | - YTHAN3NPYHTE HHCTPYMEHTBI € ABHLIMH BULAHMBIMH
cKas KOpP3HHE, KOHTeRHepe AcexraM (NonoMaHHble, MOFRYThHIE U T. A.).
OYMCTKA B HJIKX Ha NOACTABKE - He nonyckalite koHTAKTa MEXAY HHCTPYMEHTAMH HITH
Ae3HHOUUHD | (M3rOTOBNEHHLIX K3 WTHHTAMH NPH pasMEIEHHH HX B MOIOLIS-
yomem Hepaxasetowett cranu Ae3nHUUMPYIOLIEM ANNIAPATE C HCMONB30BAHMEM KOP3HH,
annaparte WAN TUTaHA), 4TOOBl HE | KOHTeHHEPOR W NOACTABOK.
JOTYCTUTh KOHTAKTa - Cneayiite HHCTPYKIIMAM U cOOatONaliTe KOHLCHTPALMHIO,
MEXy HHCTPYMEHTaMU | peKOMEHAOBAHHYIO NPON3BOAKTENEM MOKOULETO PacTBOpA.
R’y WTHOHTAMH. - CneayitTe MHCTPYKLIMAM O 3KCIUTYATAllM MolOLe-
- [MomecTHTE AeanHpHUMpPYIOLIETO arthapata | itposepaiite rnocne
HHCTPYMEHTH! B KaXAOro UMKIIA, AOCTUIHYTL! JIM NTOKa3aTeNnu
MOCUYHO- 3¢ PeKTHBHOCTH, 3a9BNICHHBIE NPOUIBOAHTENEM.
ResnHpHUHPYIOUAli - OKOHYATENHHAR TIPOMBIBKA OCYILECTRIAETCA
annapar # BhITOIHUTE AenoHusuposantoll sofofi. Kauectso soanl,
3anaHHbit uuxn HCMOJIB3YEMOIA HAa APYTHX 3Tanax, onpeaensercsa
(3xauenne Ao> 3000 NPOU3BOAUTENIEM.
HJIH HE MEHee 5 MUH - Hcnonsayiite Tonbko MOeYHO-ACINHDHUMpPYIOWIKE
npu 90 °C (194°F)). annapark, COOTBETCTRYIOMMUE craHAapTy EN ISO 15883,
- Ucnonsayhite pacteop | PErynapHo sunonnsiite O0CAYKUBAHHE M NIPOBEPKY.
YHCTALLEro CpeAcTBa ¢ | - PEKOMEHAYETCH HCMOS30RATE WENOUHEIE MOIOLIME
XOpOLIKMH MOlouME | CPEACTBA € TCHCUAAMYU, KOTOPbIE obnagaror
caolicTeamu (Mb! RKUPOYZANAOIMINMH, ASHHPHLUMPYIOIMUME (NPOTHB
peKoMeHayeM Gaxrepnit/rpubion) U 3aMEANKIOLIMMHY KOPPO3HIO
Neodisher Mediclean croiicTeamMH. Mololilee cpeacTBO HOMKHO ObITD
Forte 0,4%). ceprudHUMpOBaO (BXOANTL B cnHcok Colo3a npuksiaaHoit
’ rurnenst (VAH)YHemenkoro oG1IecTsa rurieHsl 1
mukpoduonorny (DGHM), umers Mapkupoeky CE, 6uts
onobpensbiM YpapneHHeM Mo KOHTPOIO 32 NPOAYKTaMH
n nexapcTaMi (FDA)) ¥ HCMOAB30BaTLCH B COOTBETCTBHH
¢ HHCTpYKUHeH nponssoauTens. Mololuee CpeacTso He
AGIKHO COACPXaTh ANBAErNAOB U AKU- HIIH
TPUITAHONAMHHOB B KAYECTBE SAMEAAUTENS KOPPO3KH,
WIN
4b.i [Pyunas - PasmecTuTe nanenua B | - Ha HHCTpYMEHTaX He ROMKHO ObiTh BHUAHMEIX
OQYHCTKA C KOp3uHe, KOHTeHHepe 3arpazHeHuit,
NOMOIbLIO WK Ha NOACTaBKe - ECNIH HA HHCTPYMEHTaX HMEIOTCS BUKMBIE 3arpasHEHN,
ynbTYpassy (M3roTOB/IEHHLIX U3 HeobX0AUMO NPOUIBECTH OHUCTKY HHCTPYMEHTA BpYUHYIO
KOBOTO Hepaaseroulell cramm mirkoh LteTkol (M3rovosieHHoll U3 Helnona,
ycTpolicTs WIH TUTaHa), 9To6LI He | MONUMPONUACHA HITH aKpUna) A0 YAANEHHA BUAHMBIX
a HOMYCTUTH KOHTAKTa 3arpA3HCHHH.
MEKAY MHCTPYMEHTAMH, | = YTHIM3UPYHATE MHCTPYMCHTSI C ABHBIMH BHIMMLIMU
- TorpysuTe ux B JAedexram (TONOMAHHLIC, NOTHYTHIE U T. A.).
yHCTALMIE pacTsop ¢ - Cnenylite MHCTPYKUHAM, CAEAHTE 32 KAYECTBOM BOALI,
XOPOLUIMMH MOIOIIMMH Kouuem‘pauueﬁ H BpeMeHEM OUHCTKH,
cBOHCTBAMM (Mbl PEKOMEHIOBAHHLIMY ITPOHIBOZIUTENIEM YHCTAILETO
pexomenayem Neodisher| PacTEOpa.
Mediclean Forte 2%), - PexoMeHayeTCA HCMOAB30BATE LENOYHAIE MOIOITHE
HCNONB3YA CpeACTsa ¢ TEHCHAAMHY, KOTOphLIE o0nanakT
YbTPA3BYKOBOE EUPOYAANAIOWNMHE, KESHHOHILMPYIOHMH (TPOTUB
yctpolicTso, eci 210 6aKTepHii/rpubKoB) U 3aMEANAIOLIMMH KOPPOIHIO
JIOTYCKAETCH, MHHKMYM | CBOACTBAMH.
B TeueHue 15 MHHYT. - Moiouee cpeacTso A0mkHO GbITh cepTidrUMpoBaRO
(Bx0anTh B cnucok Coro3a NPUKNAAHOH rHMUeHb)
(VAH)Hewmeuxoro obuiecTsa ruruesbl H Mukpobuosiornu
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(DGHM), nmers mapkiposky CE, 66iTh 0206penHsiM
VYnpabnesueM 1o KOHTPONIO 38 NPOAYKTAMH H
nexapersaMy (FDA)) 1 HCNONb30BATLES B COOTBETCTBHU C
MHCTPYKUMEH NPOU3BOANTENS.

- Motoltiee CpeACTBO He NOMKHO COAEPKATL ANbACTHAOR H
AW~ UNK TPHITAHONAMMHOB B KAYECTBE 3aMe IHTens
KOPPO3HH.

4b.ii |Mpomuiaka |-OOHAbLHAS NPOMBIBKA - Hcnonsayiite juis npOMbIBKH AeHOHH3UPOBAHHYIO BOAY.
{He Menee 1 MUHYTHI) - Eciu HcnonslyeMelil paHee unCTauwMi pacTeop
npoTouHOH BoAOR (MPH | COAEPKHT HHIKOUTOP KOPPO3UH, PEKOMEHAYETCH
TEMNEparype TIPOMBITH HHCTPYMEHTR! HENIOCPEACTREHHO NMEepesl HavaIoM
oKpyxaowel cpeanl). | CTEpHAH3ALNK B ABTOKIABE.

4b.iii | Cywska -HnetpymenTsi - Cyiture WHCTPYMEHTHI Ha OZHOPA3OBLIX candeTkax 13
HeobOxoauMo HETKaHOIO MaTepyaa.

THIATENBHO - MHCTpYMEHTH HEO0X0AUMO CYWIHTD, MOKA HE HCYE3RYT
BLICYWIMTD fepen BHAKMbIE CleAk! Bari.
OCMOTPOM H - Ocoboe pHUManKe cnegyeT ob6paTuTh Ha TO, UTOGs! ObUIH
ynakosko#t. MOAHOCTHIO BHICYUICHB! COCMHHTE/ILHBIE TEMEHTRI HiIH

_ .| nonocT# BHYTPH MHCTPYMEHTA.

5. |Tposepka |- Ilo Bo3MOXHOCTH - IpAzHBIE MHCTPYMEHTHI HEOOXOAUMO OMHCTHTD ELLIE Pas.
cobepure HHCTPYMEHTH | - He ucnonbayiite NOBTOPHO CHTHKOHOBBIE OIPAHHYHTESNH.
(BKMI0Yas YCTAHOBKY - Yrunusupyiite umeiomwme modsie aedexrn
HOBBIX CHJIHKOHOBRIX HHCTPYMEHTS], Kax YKa3aHO Bbillie B «O0mux
orpaHutinTeneH). pexoMeHAALUAX», (ITYHKT 4).

- [Tposeprre
yHKLMOHABROCTD
HHCTPYMEHTOB.

- BuumarensHo
OCMOTPUTE HIAENHA
HEBOOPYWEHHLIM
B3rAAOM {NpH
OCBEIICHUH HE MeHee
500 mokc) u ynanmure
UMeloHe AShEKTH.

6 ¥Ynakoeka |- PaimecTHTe - Ilna npeasapuTenbHOR CTEPHIIHIALUK NAPOM
HUHCTPYMEHTHI B MHCTPYMEHThI HeOOXOAUMO YNaKOBATh ABAXKAL! B
KOp3UHE HaH KOMOGHHHPOBAHHbLIC TEPMOCBAPHBAEMBIC MTAKETHI.
xoHTelinepe, yroOnl He | Y6eaurecn, YTO ITH NAKETH
JAONYCTHTL KOHTAKTA NPEeAHAHAYEHN AR CTEPHITHIAUKY NAPOM, 8 TaKoKe
MEXy HHCTPYMEHTAMH | cepTHOHHUUPOBAHE! H H3rOTORNEHN MO crannapram ISO
WiIH wTHgTamMu, u 11607 n EN 868-5.
ynakyiite s - Ucnoneayiite noaxonamyio Ans 31ol e ynaxkoBky,
CTEPHTH3ALNOHHBIE ycTo¥uuByio K osgeHcTsiio Biari v tenna (141 °C), a
naKeTsl. TaKXKe COOTBETCTBYIONYIO cTranaapty ISO 11607.

- He nonycxaiite kOHTAKTa MEKIAY HHCTPYMEHTAMI WIIH
wrHdTamu 8o BpeMa cTepunnlaunu. Ucnonssyire
KOP3HHb, NOACTABKH HILH KONTEHHEpPHL.

- OCTphie HHCTPYMEHTH 6e3 crelnanbHoi ynakoBkH
HeoOXOMMO NOMECTHTL B CHAMKOHOBbIE TPYOKH, YTOOL!
HE AOMYCTHTh NPOKMJIOB YIIAKOBKH.

- 3akpoiiTe nakeTul B COOTBETCTBHY C PEKOMEHAALIUAMH
H3rOTOBHTENA NaKeTos. B ciyvae HCNONLIOBAHUS
TepMOCBapUBAIOLIErO yeTpolicTBa TpebyeTcs Banyaaums
npoLecca TEPMOCBAPKH, 8 TAKKE KATHGpoBKa M
cepTnduKauns camoro yetpoicTea.
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- [TpoBephTe ykazaHHEI KITOTOBHTENEM CPOK FOAHOCTH
M3KETa.

7 Crepunusan
Ha

Jonyckaerca
HCIIONB3OBaAKUE
CIIeAYIOHX LHKNOB
CTEPHIM3ALHK:

« 132 °C, 20 munyT,
* 134 °C, 5 MUHYTSI;

Mbi pekoMeHnyeM
BLINOMHATE
CTEPHNM3ALMIC MIAPOM
npk TeMneparype 134 °C
B TeucHue 18 MuHyT C
LIERLIO NCAKTHBALKK
BO3MOMHBIX TPHOHOB

- MHCTpYMEHTH ¥ WTHPTHI AOMKHE! CTEPUNHIOBATLCA B
COOTBETCTBHH C YKA3aHWAMH HA YIIaKOBKe.

- B ciyvae crepuansatui HeCKONbKHUX HHCTPYMEHTOB B
OJIHOM LHKAE paGoTm aBTOKNaBa YOCRUTECH, YTO
MaKCHMANbHO JOIYCTHMAad HArpy3ka He NpeBhllIeHa.

- [TomecTuTE NakeTsl B NapoBoOlt CTEPUAU3ATOD B
COOTBETCTBHH ¢ PEKOMEHAAUHAMY HATOTOBHTENA
CTEPHIH3ATOPOB.

- Hicnonp3yiiTe TONLKO naposble CTEPUANIATOPLI C
(yHKUMAMY BaKYYMHOI CYIIKH W TPEABAPUTENLHOIO
BAKYYMHPOBAHHS, COOTBETCTBYIOILHE TPeGOBAHHAM
craigapros EN 13060 (xnacc B, crepunnsarops!
HeGonbioro paimepa) 4 EN 285 (crepunn3aTopsl
GouibllIoro pasmepa), NpeAHaIHAEHHBIE 1UTH
CTEPWIH3AUNH BOAAHBIM HACHIIUCHHBIM TAPOM.

- Hcrionb3ylite yTEREpACHHYIO TPOLECAYPY CTEPUANHIALIHH
B COOTBETCTBHH O cTasaapToM ISO 17665, munumanstoe
BpeMR Cylky — 20 MHHYT.

- OTBETCTREHHOCTH 38 TEXHHYESCKOE O0CYKUBAHHE
CTEPUIM3ATOPA, HCNONBL3YIOLETOCK JAA CTEPHNM3ALIMH
MEAMLMHCKHX HHCTPYMEHTOB, JIGKHT Ha BlagenbLe
(Hanpumep, TUIaH TeXHHYECKOro obcay>knBaHus, OUeHKa
NIPUrOIHOCTH, TEXHHYECKHUE YCIOBHA K MOABOAY BOABI H
OTBOAY KORteHcata no crannapry EN 285, npunowxenue
2).

- [poxoHTpoNHpyHTe KPHTEPHH HPPEKTHBHOCTH U
NPHEMOYHOTO KOHTPOJIA MOCHE NPOLIECCa CTEPUTHIAIIRK
(LeNOCTHOCTE YNAKOBKH, OTCYTCTBUE BIATY, OTCYTCTBHE
N3MEHEHHH LBETA YNAKOBKH, MONOKWTENbHEIE PU3HKO-
XUMWYECKHE 1OKA3ATEIH, COOTBETCTBHE PaKTHUSCKHX
napaMeTpoB uMKIa pedepeHTHRIM NapaMeTpam). Ocoboe
BHHMEHHE CNeayeT YACNNTh HeOCTHOCTH YNaKOBKH B
caydae erepuanlauum mpu Tremneparype 134 °C B veuenue
18 MUHYT.

- CoxpaHuTe RaHHbie O MapAMETPAax M ONPEACNHTE CPOK
TOAHOCTH B COOTBETCTBHH C YKA3AHUAMH HIrOTOBHTENA.
- BoamoxHm Gonee KOPOTKHE HKIILI CTEPHAH3ALIKH B
COOTBETCTBHU C MECTHBIM 3aKOHOAATEIILCTBOM, HO TTPH
3TOM HE FAPAHTHPYETCA JCakTUBAUMA NMPHOHOB,

8 Xpauexue

- XpauuTe HHCTPYMEHTHI
B

CTepubHOH yNakoBKe B
YHCTOM MeCTe, BAAIN OT
HCTOYHHKOB BJIary 1
NPAMBIX COMHEYHbIX
nyqse#i, Xpanure
HHCTPYMEHTRI NpY
KOMHATHOH TeMnepatype
(xak mpaguno, 15-25

°C).

- [Tocne crepunnsaimi TpebyeTcs OCTOPOXHOE
ofpalueHHe ¢ HHCTPYMEHTaMH ¢ LENbiO COXPaHEHNA
LENTOCTHOCTH YNAKOBKH (CTEPUILHON NJICHKH).

- CrepuIbHOCTD HE MOXKET OBITH rapaHTHPOBaHa, eCiH
YNaKOBKa BCKPBITA, MOBPSXKACHA HIIK COACPXMHT BIAry.

- [TpoBepsTe yNakoBKY M MEAMIMHCKHE HHCYPYMEHTbI
nepe HCTIOUVTb30BaHHEM (LIENOCTHOCTD YNAKOBKR,
OTCYTCTBHE BNard i Cpok rogHocty). [Ipx obxapyxeHun
nospexacHuil TpebyeTca NOBTOPHOE NPOBEACHHE NONHON
TIPOLIEYPbl OUHCTKH.
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3.4. Hupopmanusa no 6HONOrHIECKOi COBMECTHMOCTH H TOKCHYHOCTH

UncrpymenTHl (¢aiinel) crepuiabHble 3HA0A0HTHYeCKHE TruNatomy® MHOropasoBoro
HCNOJIb30BaHHA KOHTAKTUPYIOT €O CSAYIOINUMH YacTAMH TeJa:

- Henospexaennas koxa

- Cnusucras obosouka

- TloBpexaeHHast IOBEPXHOCTH

- Txanu / KocTb / AEHTHH

Ha ocHOBe THNa KOHTaKTa U3fenus nonaaaior B rpynny «Mszenue, npucoeauHseMble
u3BHe». U3enus He OTHOCATCH K IpyNie U3AenuH, Aa KOTOPRIX XapaKTepeH «HenpiaMoi
KOHTAKT C KPOBbIO», IOCKONBKY OHH HE ABIAIOTCA KYCTPOHCTBAMH, KOTOPBIE CYXKaT A
BXOJa B KPOBEHOCHYIO CHCTEMY» B COOTBETCTBHH €O cTaHAapToM ISO 10993-1.

B cBa3H ¢ Kpalite orpaHMuCHHBIM BpeMeHeM (He 6onblle HECKONEKMX MHHYT), B TeYEHHE
KOTOPOr0O  HHCTPYMEHTH  HCNONB3YIOT A 3HAOAOHTHYECKOH  Tepamnum,
NpOACIDKUTENEHOCTD KOHTAKTa ONpeaeneHa Kak «A - orpaHHUEHHBIH KOHTaKT (<24 4)».

CraHaapT Pe3yabTat
I'OCT ISO 10993-1-2011 NU3nenus
MEAULMHCKHE, OLeHKa

6uonoruyeckoro geicTeus COOTBETCTBYET
MEIUUHHCKUX H3nemuit. YacTe 1.

OneHka M HcCen0BaHng

I'OCT ISO 10993-5-2011 N3nenmus

MeaunuHckue, OueHka

fuonoruueckoro aecrens

MearUUHCKHX n3aennid. YacTs 5. COOTBETCTBYET
HccnenoBaHua Ha UMTOTOKCHUHOCTE:

METOoAH in vitro

I'OCT ISO 10993-10-2011 H3genus

MeauLMHCKHe, OLeHKa COOTBETCTBYET

ouonornueckoro aefcreus

MeAULHHCKUX n3aemuit. Yacts 10.
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HccnenoBaHys pasipaxaronero 1
CeHCHOWIH3RpYIoIEero ACHCTBUA
I'OCT ISO 10993-11-2011 Uzaenus

MeauiEHckue. OueHka

OGHONIOrHYecKoTo AeHCTBHA
COOTBETCTBVYET
MeAHMLMHCKHX H3genuii. Yacte 11.
HUccaepoBarus o0OLIETOKCHYECKOTO
AelicTBUs

I'OCT ISO 10993-12-2015 U3snenus

MeauLHCcKHe, OneHka

6uonoruyeckoro AelcTBUA
COOTBETCTBVET
MeIULHHCKHUX M3aenuii. Yacts 12.
[puroroBneHue npob n

KOHTpOJIbHBIE 06pa3Lbl

I'OCT ISO 10993-17-2011 U3nenus

MeauuuHckue. OueHka

OHonmoruueckoro Aecreus
COOTBETCTBYET
MeAMUHHCKHX u3nemit. Yacte 17.

YcTaHOBNEHHE NOPOTOBBIX 3SHaYeHui

ANnd BEIMBIBACMbBIX BCLICCTB

3.5. HudopMauua Mo HAJTHUHIO JIEKAPCTBEHHBIX CPEACTB, MATEPHAJIOB )KHBOTHOrO

H YEJIOBEYHECKOT0 MIPOHCXOXKACHHA

U3nenve He COAEPXKUT JICKAPCTBEHHBIX CPEACTB, MAaTEPHAIOB XKHBOTHOIO H
YEOBEYECKOro NMPOUCXOKACHHA.

3.6. MonTax, yCTAHOBKA, TeXHHYECKOEe 06CayKUBANHE B PEMOHT

Hspenua He MOAJIEKAT PEMOHTY. CNEUHAIBHOIO TEXHHYSCKONo 00CTyKHBAHKA He
Tpebyercs.
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3.7. YcnoBus akcnsyatauuu, XpaHeHUs U TpaHCNopTUPOBaHUS

Ycnosua akcnayatauun:

MapameTp 3HaueHwue
TemnepaTypa oT 0°C po + 30°C
BnaxHocTb 50 - 60%
ATMocepHoe faBfeHune 70 —106 KlMa

MN3genna  JO/MKHbI  MCMNONb30BATbCA TOMIbKO  KBaMPUUNPOBAHHBIM  MeAULMHCKUM
NepcoHasioM B K/IMHUYECKUX YyupexaeHuax npu Temnepatype 0°C - +30°C, npwu
OTHOCUTENbHON BRaxHocTn 50 —60 %, BAaNM OT COIHEYHOr0 cBeTa. M3genns ncnpaBHo
IKCNNyaTUPYHTCA BHYTPWU POTOBOM MNONOCTU, MNPU HaIMYMM B HEW OGUONOrMYECKUX
XUAKOCTEN NP HOMUHA/IbHbIX 3Ha4YeHUsIX TeMnepaTypbl: oT 32° o 42°C

YCcnoBuAa XpaHeHUs:

MNapameTp 3HaueHue
TemnepaTypa oT 0°C po + 30°C
BnaxHocTb 50 - 60%
ATMOCepHoe faBneHue 70 —106 KlMa

M3aenna 4O/KHbI XpaHUTbLCA BAAIM OT CO/THEYHOrO CBeTa.

YCcnoBusi TPaHCNOPTUPOBAHMSA:

MNapameTp 3HayeHune
Temnepartypa 0T-20°C po + 60°C
BnaxHocTtb 50 - 60%
ATMmocepHoe faBneHne 70- 106 &

M3penva fo/KHbI TPaHCNOPTUPOBAaTbLCA BAa/ M OT COJTHEYHOrO CBeTa.

3.8. CpOK rogHoCTn " Cnyxobl usgenvs
CpOK rogHoOCTU MHCTPYMEHTOB COCTaB/AET 5 sieT ¢ JaTbl NPON3BOACTBA.

Mocne Kaxpaoli 06paboTKU WHCTPYMEHTbl HEO06X0AMMO BHMMATE/IbHO OCMOTPETb:
NosiB/IeHNe TaKUX BHEWHUX AeheKTOB, KakK fedopmauunn (UCKPUBMEHUS, WU3rU6bI),
TPeWMHbI, KOPPO3US U UCTMpaHWEe LIBETOBOM KOAWPOBKWU WM MapPKUPOBKW, SIBNSETCA
NMPU3HAKOM TOT0, YTO MHCTPYMEHT He MOXeT 6e30MacHO UCMo/b30BaTbCA U A0/KEH ObiTh
YTUNN3NPOBAH.

[ONna Hawnx WHCTPYMEHTOB, NpefHasHa4YeHHbIX ANs POPMUPOBaHUS KOPHEBOro KaHana,
Mbl PEKOMEeHAYyeM He nMpeBblllaTb C/eAywLlne OrpaHMYeHUss Mo  KO/INYEeCTBY
MCNONb30BaHWUIA:
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Twun kanana

HHCTpYMEHTH M3 HUKEb-
THTAHOBOIO CNNaBa

CunsHo uzoruyTaie (>30°) win KaHans S-popMmbl

MaKc. 2 KkaHana

HesHaunrearnHo n30rHyThie kaHankt (oT 10° fo

Makc. 4 kaHana

30%)
Cnerxa usornytnie (<10°) win npsmonuteittbie Makc. 8 KAHATOB
KaHanbl )
4. Hudopmanus o NpoH3IBOACTBE
4.1. Mapkuposka

Ha opurnnaabHoit nepsuvHoit ynaxoske (0nncrepe) H3aenua yKasaHa cneayoas

nHbopMaLUA:

*  HaUMCHOBAHWE MEIHILMHCKOrO H3/EJIHA H MOJCIIH;
*  KOJHYECTBO HHCTPYMEHTOB B GIIHCTEpE;

* JUIMHA HHCTPYMEHTOB B OJIHCTEpE;

*  pasMepHbilf psa MHCTPYMEHTOB B GiHCTEpE;

*  KaTaJIOXHLIA HOMED;

* HOMEp NapHH KM JIOTa;

*  TOProBas MapKa (JIOrOTHIT);

* MapkupoBKa «CE»;

e uHHpopMauHs O NPoU3BOAUTENE (HAUMEHOBAHHE, aZIpEC, KOHTAKTHaA HHpopMaLHa)

*  JaTa MPOM3BOACTBA;
*  paanmalMOHHAA CTCPHITH3ALMA,
*  jaTa OKOHYaHMA CPOKA FORHOCTH.

Ha opurnHajibHo# nepBu4Hoi ynakoBke (0iucrepe) usaenus HCNONb3YIOTCA

CIEaYIOLNe CHMBOJILL:

*

CumBoa O6o3HaueHUe

l IMpoussoauTens

KaranoxHsiil HoMe
REF P
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LOT

Homep napuu v nora

&

Jata okoH4YaHHUs CpOKa AeHCTBHS

]

JlaTta U3roToBJi€HUsA

[1i]

www/dentsplysirona.com\ifu

OO6paruTech K MHCTPYKUMH 110 NpuMeHeHHI0/ MHCTpykuus

IMOCTaBJIACTCA B 3JICKTPOHHOM BHE

3
Q1

QR-kox

C€ ooss

CE mapxupoBka

CE€

CE mapkupoBka

STERILE| R

PaanaunoHHas ctrepuan3aums

. o |

&

XBOCTOBHK aJiA yrioBbIX HQAKOHEYHHKOB

Hukenb-TUTAHOBBIH CIUJ1aB

\E

CHUIIMKOH

134°C
388

Crepunu3yeTcs B IapoOBOM CTepU/M3aTope (aBTOKJIaBE)

MpH YKa3zaHHOM TeMIiepaTtype

©

BpaiueHue no yacosoif cTpenke

®

He ucnonb30BaTh NpU NOBPEXAEHHH YTaKOBKH

D 4
Lo
b

ol

AccopTuMeHT*
*NPUCYTCTBYET TOJIbKO HA HHCTPYMEHTaX C MOMETKaMH

(assortment) u (sequence)
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Ha opur#iHa/IbHO# BTOPHYHON KapTOHHON YNaKoBKe H3/€/IHA YKa3aHa creaylomas
UHpOpMaLH:

* HaKMEHOBaHHMe MEAHLIMHCKOTO H3JEJIHA H MOJCIIH;
*  KOJH4ECTBO GIHUCTEPOB B YNAKOBKE;

*  KOJMYeCTBO MHCTPYMEHTOB B GiMcTepe;

*  JIHHA HHCTPYMEHTOB B OmHcTepe;

* pa3MepHBIH pa UHCTPYMEHTOB B GniHCTEpE;

*  KaTaJIOXHBIN HOMeED;

* HOMeEp Napuy WK NOTa;

*  TOpPropas Mapka (J0roTHI);

* MapkupoBka «CE»;

*  uHpOpMaLHA O IPOU3BOAMTENE (HAHMEHOBAHHE, apec, KOHTAKTHAA HHpopMaLHi);
* jaTa NpOU3BOACTBA;

* pagMallMOHHAs CTepHIH3alUs;

* JaTa OKOHYaHHs CPOKa FOAHOCTH.

Ha opuruHaabHO# BTOPHYHOH KaPTOHHOH YIIAKOBKE HCIIONB3YIOTCA ClIeAyolne

CHMBOJIBI:
CumMsBoa O06o3HaueHHe
l IIpoussoauTens
KatanoxHelii HoMe
REF P
HoMep napvu unm J1ota
LOT pHiap

Jara OKOHYaHHUA CpoKa ACHCTBUSA

OO6paruTech K MHCTPYKLHH 10 NpUMEHeHUI0/ UHCTpyKuma

l] JlaTa M3roTOBIECHHA

www/dentsplysirona.com\ifu NOCTABJIIETCA B 3JICKTPOHHOM BHAC
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QR-xon
CE MapkupoBKa
CE mapkxupoBkKa
STERILE] R PaananuoHHad CTEPRIH3ALINA
‘h.‘_l XBOCTOBHK JJIf YIVIOBRIX HAKOHEYHHKOB
@ Hukens-TUTaHOBEIA CIUIAB
@ CuUnukoH
134°C Crepunu3yeTcs B TAPOBOM CTEpHIIH3ATOpE (aBTOKJIARE)
%
2 IIpH YKa3aHHOHI TeMneparype
O Bpainenue no 4acoBoii cTpenke
‘*’B He noanexur BO3BpaTy, €CIY yNnakoBKa OTKPHITA
' AccopTuMeHT*
= *PHCYTCTBYET TOJBKO Ha HHCTPYMEHTaX ¢ IOMETKaMu
(assortment) u (sequence)

CHuMBOJIbI, HAHOCHMbIE HA TPAHCTIOPTHYIO YNIAKOBKY:

CumBoa O6o3nauesHne

11 Beepx

! Xpynkoe, oOpamaThca OCTOPOKHO
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Bbepeys ot Biaru

4.2. Hupopmanus o6 ynaxoBke

YnakoBka ITepBHYyHasA YIakoBKa BropuuHas ynakoBKa
Hzobpaxenne
KonuuectBo Ilo 3, 4, 5 HHCTPYMEHTOB B 8 GnHCTEPHEIX YIIaKOBOK
€ AVIHHIL 6nucrepe
MEIUIMHCKOT
0 M3AeSIUA B
YIIaKOBKE
Marepuanst | Amomunn- | PETG 3020 Kapronnas | Kaprou Tambrite
eBas ¢onera | AJIOMHHUNA Kopofka GC2, nnoTHOCTE
IInacruxosa | Villpet ST 3020 270 r/m2
s INCHKA Marepuan
VILLPET
npeacTapaseT coboi
JHMCTH H TUIEHKH U3
nonMaTUIEHTEpedTa
nara (A-PET) u
NOJMITHIICHTEpePTA
-narrinakons (G-
PET)
Meroa PaananuoHHbii MmeToA no ISO HenpuMenumo
crepwmzaunu | 11607-1

Ha amoMuHKeRo# ¢onbre HameyaTaHo Ha3BaHHe OpaHaa TruNatomy®.
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OGpatuTe BHHMaHMe, YTO BCe HAOMMCH, HaneyaTaHHLIE Ha AIIOMHHHMEBOH Qonbre,
HUKOr4a HE CcOoNnpHKacaloTcs ¢ ycrpolictBaMu (Ha IeYaTHBIE CHMBOJNBI HaHECCHO
CIIeMaIbHOE TIOKPRITHE ),

Ilpumep u3oOpaskeHNA BTOpHYHOH ynakoBkH ¢ 6iucrepamin: MHCTpYMEHTOB CTEPHIIBHBIX
3HAOAOHTHYeCKHX TruNatomy® MHOropa3osoro HCMoONb30BaHMA B Onucrepax no 3
WTYKH nocnenosarensHocthk Orifice Modifier, Glider, Prime (sequence) u UHcTpyMeHTOB
CTCPUNBHEIX SHAOAOHTHYECKHX TruNatomy® MHOropasoBoro HMcCnonb3oBaHUd B
6mictepax no 5 mryk accoptuMeHT Orifice Modifier — Medium (assortment).

"etiaT W

A Yo
4.3.TpeGoBanusg no oxpaHe oxpyxalouiei cpeabl

W3nenue He oKa3biBaeT HEraTHBHOIO BO3ACHCTBHUSA Ha OKPYXaIOWIYIO CpeAy B NpoLecce
XKXHU3HCHHOI'O IMKJIAa.

4.4. Tlopaaok M yCNOBHA YTHAMIAUMH
Knacc onacHocT oTxon0B — Knacc B.

YTunuszauus IpOBOAHUTCA B COOTBETCTBHH ¢ MECTHBIM 3aKOHOAATCILCTBOM H
MNPOTOKOJIAMH KOHKPETHONO MCAHIMHCKOro YIpexXACHHNA,

5. T'apaHTHR H peKJaMALIUN

HPOH3BOIIHTCJTB HE€ HCCET OTBETCTBCHHOCTh H HE BHIILIAYNBACT KOMIICHCALIIO 34
BO3MOXHRINU ymepﬁ WK HECYACTHBIC CJIYYaH, BRI3BAHHEIC!

. Hcnons30BaHHEM HHCTPYMEHTOB, HE OTHOCSIIIUXCA K CHCTEME H KOTOPHE MOTYT
NpenATCTBOBaTh HOpMasibHoO# pabore.

. Heco0moacHneM HHCTPYKUMH MO MPUMEHEHHIO.
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OTBETCTBEHHOCTb 3a TECTUPOBAHME MaTepuana Ha ero NPUroAgHoOCTb N UCNOMb30BaHNe
AN NGO Lenn, ABHO HeyKasaHHOI B MHCTPYKL MM, HeceT Nofb3oBaTenb!

Mo Bonpocam KauyecTBa M3fenns cneayet o6pallaTbcst K Y NOTHOMOUYEHHOMY
npeacTaBUTENO NMPOU3BOAUTENS.
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OTBercrBeHHOCTS 32 TECTHPOBAHHE MATEPHANA HA €0 NIPHMOAHOCTD H HCTIONb30BAHHE
Ana moboii e, ABHO HEYKA3aHHOH B HHCTPYKLIMHM, HECET ITONB30BaTe k!

Ilo BopocaM KauecTBa H3IREINA CHEAYET OOPamaTLCA K YIIONHOMOYEHHOMY
NPEACTABHTEIO IIPOH3BOAUTEA.

Authentication no. 15,428.-
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 of :
- 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 Sarl, a limited-
liability company whose registered office is at 1338 Ballaigues (IDE\UID CHE-100.026.046), which
company is validly bound by his joint signature with one other person (authenticatior by comparison
of the signature placed on the Swiss identity card number E1846585, issued on May S, 2014, valid
until May 4, 2024);
- Mr. Abdallah RIZKI, 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 Orba, the sixth day of October, two thousand and twenty-three.
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«YTBEPXIAIO»

Hupextop 10 obecneueHnIo KaMECTBa M COOMOACHUIO HOPMATHBHEIX TpeGoBaHui
«Mannegep Huerpymeure Xonauur Capa»

(ZOMKHOCT)

Ppejepnk MoTTRE

(ums)

/ noanucs /

«YTBEPXJIAIO»

JupexTop no MPOM3BOACTBY: ONEPALIHK H NPOH3IBOACTBO
«Mannepep Hactpymenre Xonauur Capn»
(ROMKHOCTH)

A6aanna Puiku

{umA)

/ noanuce /

/ MAJITEDEP HHCTPYMEHTC XOJIJHHT Cupn
CH.-1338, BAJIOI/ Tleuats

03.10.2023 Jara

Hllﬂpyl(lﬂlﬂ no IPHMEHEHHIO AJAd MCAHIIHHCKOI0 H3X€JIHA

HHCTpyMeHTHI cTepiIbHBIE SHAoAOHTHYeckUe TruNatomy®
MHOT'OPa30BOro UCNOJIb30BaHMUA Pa3IMIHEIX THIIOPasMEpOB B

BapHaHTaxX HCNOJTHCHHA

2023 ron
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HoTtapuanbHoe 3aBepeHune Ne 15, 425.-

Hwxenognucaswuiica dunnnun TAHHEP, HoTapuyc kaHToHa Bo (LUBeiuapwus),
nmerowmnii opuc B8 CH-1350 Opb, ygoctoBepsaeT NOANMHHOCTL NOANUCEN, MOCTAB/IEHHbIX Ha
CTpaHuue 1 HacToAWero JOKYMEHTa;

- NocnognHom Ppegepukom MOTbBLE, npoxuBarwowum no agpecy: 1096, r. Kionnau
(MyHnumnanutet bypk-aH-JlaBo), pyT pae [paHBo 7B, pgupektopom MAJIJIEDPEP
MHCTPYMEHTC XONAWHI Capn, obuiectBa ¢ OpraHWYeHHOW OTBETCTBEHHOCTbIO,
MMEKLWero 3aperncTpMpoBaHHbiii ouc no agpecy: 1338, Banar (MAeHTUHOMKALWNOHHbI
Homep B LWBenyapun CHE-100.026.046), uMewOWWUM MNOMHOMOYNA npeAacTaBNEHUS
KONNEeKTUBHON MOANMCKM COBMECTHO CO BTOpPbIM NpeAcTaBuTeneM (MOANUCL YAOCTOBepeHa
nyTeM CpaBHEHWS MNOLNUCK, MOCTAB/IEHHOM Ha LW,BeNLApPCKOM YAOCTOBEPEHUMN JIMYHOCTHU
Homep E 1846585, BblgaHHbIM 5 mMasa 2014r., cpok aectBusa go 04 masa 2024r.);

- FTocnoguHom Ao6gannoin PU3KW, npoxusatwowmm no agpecy: 39300, LamnaHboNb
(PpaHuynga), pye Mbep JlaHr, 1, ANPEKTOPOM BblH3eyKa3aHHOro ob6uiectBa, WMMeKLLUM
MOMTHOMOYNA MpefCcTaBNeHUs KONNEeKTUBHOW nojnucu. [locTaBneHHOW Ha ¢paHLy3CKOM
YLOCTOBEPEHUM NIMYHOCTU HOMep 14CV 29224, BbigaHHbIM 20 aBrycta 2014r., CpoOK felicBus

[0 19 aBrycta 2024r.)

MognucaBwmue NpeAcTaBUTENM  AoKasaTe/bCTBa  CBOeld  NIMYHOCTWU, NpPeAbsSBUB

BblIWWEYNMOMAHYTbIE AOKYMEHTbDI.

CH-1350 Op6, wecTtoe OKTAOPA ABYXThbICAYM ABaALATb TPEeTbEro roja.

/ nognucs/
/MeyaThb:

®. TaHHep
HoTapuyc/

C-
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Poccuiickan ®@enepanus
I'opoa Mocksa
Tpunaauaroro okrabpsa ABe THICAYH ABAAUATD TPETHEro roaa

51, Ko3naukoB Anexkcell AHIpecBHY, BPEMEHHO HCMNONHAIOMMHA 00A3aHHOCTH HoTapHyca ~
ropoga MockBbl 3yGoBckodi BaneHTHHBI AJieKCEEBHBI, CBHACTENbCTBYIO MOAJHHHOCTE NOAMHCH
nepeBoayrka CpipoBo#t ApHHBEI MakCHMOBHBI.

Ioanuce caenaHa B MOEM NPUCYTCTBHH.

JIMYHOCTDb MOAMHCABLIETO JOKYMEHT YCTAaHOBI/IEHA.

3apeructpuposano B peectpe: Ne 77/732-1/77-2023-14-15.

VYnnaueHo 3a coBeplLIeHHE HOTapHansHOro AeficTBuA: 400 py6. 00 kom.

A.A. Ko3naukos

IMpounuTo, MPOHYMEPOBAHO U CKPEIUIEHO Ne4aThio 67 (WECThAECAT CEMb) JIMCTOB.

A.A. Ko3iaukoB
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